DANH SACH TONG HOP CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NU’O'C NGOAI PAP 'NG GMP

( Cap nhat dén 17/01/2023 )

- & Ao S e iv | NGAY POT
ID CHUNG | TEN CO’ SO’ SAN P - " NGUYEN | GIAY CH. |[NGAY = e N
: ~, PIA CHI PHAM VI CHUNG NHAN bt A - HET CO’ QUAN CAP CONG
cHi XUAT : g ’ TACGMP | NHAN | CAP | . o ° BO
AE-001 » Lifepharma Fze » P.0.Box 17404, Plot No MO 0502, Near Round about 13, Jebel Ali Free Zone, Jebel Ali, Dubai, UAE
897 Lifepharma Fze P.0.Box 17404, Plot No MO  |* San xuat, déng gdi va kiém tra chat lvgng: Thubc khong vo trung: vién nén; vién nén sui bot; vién nang cing; dung dich thuéc uéng; WHO-GMP [GMP-2020- o « |Ministry of Health & 12
0502, Near Round about 13, |* Déng géi thir cdp: Thudc kem, m&, thudc nho tai, thudc dit, vién nén, vién nang cing, vién nang mém. 2020003 % § Prevention of United
Jebel Ali Free Zone, Jebel Ali, g' S‘ Arab Emirates
Dubai, UAE g g
898 Lifepharma Fze P.0.Box 17404, Plot No MO  |* Thuéc khéng vé trung: vién nang clng, vién nén, vién nén bao; thudc dung trong dang 1ong. EU-GMP [IWZ).405.74. © - Main Pharmaceutical 12
0502, Near Round about 13, 2018.ER.1 b & |Inspectorate (MPI),
JebeIAAIi Free Zone, Jebel Alj, WTC/0468_ uNH : Poland
Dubai, UAE 01_01/147 g :
(3] ™
AM-001 » Ligvor CJSC » 0089, Yerevan, Str.Kochinyan, 7/9, Republic of Armenia
2106 |Ligvor CJSC 7/9, Kochinyan st., Yerevan  [* ThuGc vé trung: WHO-GMP |AM/EAEU/H ~ - Ministry of Health of 25
0089, Republic of Armenia |+ Thudc san xuat vo trung: Dung dich thé tich nhé; /2022/01/01| & S [the Republic of Armenia
+ Thudc tiét trung cudi: Dung dich thé tich nhd; Dung dich thé tich 16n; N N
o
* Poéng goi thir cap 8. )
* Xuat xudng 16 = 3
* Wil tra ch At hyong- bhag b JNETE )
AR-001 » Laboratorio Elea Phoenix S.A. » Sanabria 2353, (Zip Code C1417AZE), of the City of Buenos Aires, Argentine Republic
488 Laboratorio Elea Sanabria 2353, (Zip Code * ThuBc khéng vé trung, khéng chita khang sinh nhém B-Lactam, khéng chira chat déc té bao, khdng chira hormon: vién nén, vién nén bao, vién nang, thuéc | PIC/S-GMP |20132014 ° - National Administration 9
Phoenix S.A (Tén  |C1417AZE), of the City of bén ran, thudc dan, vién trimg. 000298 20 IS S |of Drugs, Foods and
¢i: Laboratorio BuenO§ Aires, Argentine z 3 Medical Devices
EleaS.A.C.I.F.YA) [Republic < S |(ANMAT), Argentina
S o
AR-002 » Laboratorio Pablo Cassara S.R.L. » Carhue 1096, Ciudad Autonoma de Buenos Aires, Argentine Republic
899 Laboratorio Pablo |Carhue 1096, Ciudad Thudc khéng chira khang sinh beta lactam, khéng chira chat cé hoat tinh hormon va khéng chira chat kim t& bao: PIC/S-GMP|2019/175- o . National Administration 12
Cassara S.R.L. Autonoma de Buenos Aires, |* Thudc vé trung: Dung dich tiém. INAME-33 b= o |of Drugs, Foods and
Arglentine Republic (Cach ghi g g Medical Devices
khac: Carhue 1096 2 2 (ANMAT), Argentina
(C1408GBV), Buenos Aires, o o
Argonting)
AR-006 » TRB Pharma S.A. » Plaza 939, 1427, Buenos Aires, Republica Argentina
1348 TRB Pharma S.A. Plaza 939/969, 1427, * Thu8c khéng vé trung (khéng chira khang sinh beta lactam, chat kim t& bao va chat cé hoat tinh hormon): Vién nén, vién nén bao phim; Vién nang cirng; PIC/S-GMP 20132014 ° - National Administration 16
Autonomous City of Buenos [Thudc bét, thuéc cém. 000277 20 g o |of Drugs, Foods and
Aires, Argentine Republic g z Medical Devices
S S |(ANMAT), Argentina
S S
AR-009 » Laboratorios Casasco S.A.l.C » Av.Boyaca No 229/37/41/49/63/65 Terero No.250/52/60 and Bacacay No. 1843/45 - Autonomous City of Buenos Aires, Argentine Republic
2043 Laboratorios Av.Boyaca No * ThuBc khéng vé trung (khdng chira khang sinh nhém beta lactam, chat kim t& bao va chét co hoat tinh hormon): Vién nén, vién nén bao phim; Vién nang PIC/S-GMP |DI-2018- National Administration 24
Casasco S.A.I.C 229/37/41/49/63/65 Terero [cirng; Thudc bét, thuSc cdm; Thudc ban rin (Nhii tuong, gel, Pastes, Pomades, kem va m&); thudc dang dung dich. 4699-APN- of Drugs, Foods and
N0.250/52/60 and Bacacay ~|* Ddng gdi so cap: Cac dang thudc khdng vé triung néu trén. ANMAT#MS S o [Medical Devices
. oA U
No. 1843/45 -Autonomous Pong goi thir cap. YDS and DI- g S (ANMAT), Argentina
City of Buenos Aires, 2019-618- g‘ .é
Argentine Republic. J T
rgentine Republic APN- o <
ANMAT#MS
YDS
AT-001 » Fresenius Kabi Austria GmbH » HafnerstraBe 36, 8055 Graz, Austria
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ID CHU'NG | TEN CO’ SO’ SAN . i - NGUYEN | GIAY CH. |NGAy | NCAY - bOT
CHi XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cip ﬁi’lb‘l CO’ QUAN CAP C(])B%G
364 Fresenius Kabi Hafnerstrae (hodc: * Thudc vo trung (bao gom dung dich tiém, dung dich tiém truyén, dung dich dam dic dé pha tiém truyén, nhii twong tiém truyén): EU-GMP |[INS-480166- Austrian Federal Office 8

Austria GmbH Hafnerstrasse) 36, 8055 + Thu8c san xudt vd trung: Dung dich thudc tiém thé tich 1&n; dung dich thudc tiém thé tich nhd; thudc déng khé; dung dich thudc tiém tinh mach (chira 13051970- for Safety in Health Care
(hodc A-8055 hodc AT-8055) |hormon). 15927486 o « |(BASG)
Graz, Austria + Thudc tiét trung cudi: Dung dich va nhii tvongthudc tiém thé tich Ién; dung dich va nhii tvong thudc tiém thé tich nhé; nhii twong thudc tiém tinh mach ] a
(chi&ra hormon). 3 g
* Xudt xudng thudc vé trung. 2 :—«'3
* Xuat xwdng thudc khéng vé trung. ~ =]
* Thudc sinh hoc: S3n phdm mau; Thudc mién dich; thudc cong nghé sinh hoc, thudc cé ngudn géc tir ngudi hodc dong vat.
* Pong goi: déng goi thir cap.
AT-002 » Baxter AG » Industristrasse 67, A- 1221 Wien, Austria
85 Baxter AG Industristrasse 67, A- 1221 Wien | * Thugc v trung: EU-GMP |INS-480001- Federal Office for Safety 6
(hodc 1221 Vienna hodc A-1221 | 4+ Thuc san xuét v trung: Dung dich thé tich I&n; thuSc dong kh; dung dich thé tich nhé; 0233-001 in Health Care, Austria
Vi?”"é)' . + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé. (3/10)
(cdc dia dlen‘1 SX: Benat?kygasse + Xudt xwdng thudc vé trung.
26,1221 W'e"‘ Industl.'lestrasse * Xuat xwdng thudc khéng vé trung.
20, 1221 Wien; Industriestrasse . . . . . % A A . o L . R " e s . s an ~
72,1221 Wien: Industriestrasse * Thudc sinh hoc: Ché pham tir mdu; thudc mién dich; thudc cong nghé sinh hoc; ché pham diéu tri gen; thudc chiét xuat tir nguoi hodc dong vat. S N
131, 1221 Wien; Lange Allee 8, | * Xudit xudng thusc sinh hoc. S 8
1221 Wien; Lange Allee 24, * Dong goi: Dong goi thir cap. 3 o
1221 Wien; Lange Allee 91, * Kiém tra chat lugng: Vi sinh (khéng vé trung); Héa hoc/vat ly; Sinh hoc. e b
1221 Wien; Pasettistrabe 76,
1200 Wien), Austria
AT-003 » Sandoz GmbH » BiochemiestraBe 10, 6336 Langkampfen, Austria
86 Sandoz GmbH BiochemiestraRe (hodc: * Thudc vé trung: EU-GMP |INS-482451-| & ~ |Federal Office for Safety 6
Biochemiestrasse) 10, 6336 +Thudc sdn xuat vd trung: dung dich thé tich nhd; thuéc dang rén va cay ghép. 0059-001 S S |in Health Care, Austria
Langkampfen, Austria * Thudc sinh hoc: sdn phdm cong nghé sinh hoc; khang thé don dong. : z
* San pham (khéng bao gdm ddéng gdi thir cap va xudt xudng): Bot pha tiém Sandostatin LAR 20 mg; Bot pha tiém Sandostatin LAR 30 mg; 3 :
i o
1046 [Sandoz GmbH BiochemiestraRe (hodc: * ThuGc vo trung: EU-GMP [INS-482451- Federal Office for Safety 13
(hosc Sandoz Biochemiestrasse hodc +Thudc sdn xuat vd trung: dung dich thé tich nhd; thudc dang ran va cdy ghép. 13101870- in Health Care, Austria
GmbH - BP Biochemiétr.) 10, 6336 (hodc [* Thudc sinh hoc: sén phdm céng nghé sinh hoc; khéng thé don dong. 16066615
Schaftenau, hosic A-6336, hodc AT-63?6) * Xu'ét xulz’?‘ngfézfén phdm cdng nghé sinh hoc; khang thé don dong.
sandoz GmbH - Langkampfen, Austria : D_cing goi thE‘ cap. ) - 9 o
Betriebsstatte/ Kiém tra chat lugng: héa hoc/ vat ly 8, 2,
Manufacturing S 3
Site Aseptics Drug S -
Product
Schaftenau
(Aseptic DPS))
1675 [Sandoz GmbH BiochemiestraRe (hodc: * Thudc vé trung: EU-GMP |INS-482451- Federal Office for Safety [ 19
(ho3c Sandoz Biochemiestrasse hodc + Thuéc san xuat vé trung: dung dich thé tich nhé; thudc dang ran va ciy ghép. 14281541- in Health Care, Austria
GmbH - BP Biochemiétr.) 10, 6336 (hodc |* Thudc sinh hoc: san phdm céng nghé sinh hoc; khang thé don dong. 16890084
Schaftenau, hosic A-6336, hodc AT-63§6) * lea”t xulff!ngllézjén ph&m céng nghé sinh hoc; khang thé don dong.
Sandoz GmbH - Langkampfen, Austria : Ding goi thtl’ cap. ] - S <
Betriebsstitte/ Ki€m tra chat lvgng: hda hoc/ vat ly 8' 8,
Manufacturing 3 3
Site Aseptics Drug N N
Product
Schaftenau
(Aseptic DPS))
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AT-004 » P&G Health Austria GmbH & Co. OG (Tén cii: Merck KGaA & Co. Werk Spittal) » Hosslgasse 20, 9800 Spittal an der Drau (hodc Spittal/Drau), Austria
87 P&G Health Hésslgasse (hodc * Thudc khdng vé trung: vién nang clrng; thudc udng dang 1dng; thudc duing ngoai dang 1dng; vién bao phim; vién bao dudng; dang bao ché bén ran; vién nén; | EU-GMP |INS-480021- w Federal Office for Safety 6
. ~ P -
Austria GmbH &  |Hoesslgasse) 20, 9800 Spittal |thudc com. 0069-001 b & |in Health Care, Austria
Co. OG (Tén cii: an der Drau (hodc * Xuat xwdng thudc khéng vé trung. (1/10) 3 ;
Merck KGaA & Co Spittal/Drau), Austria * Thuée duoc lidu. ~ S
. ' * Pong goi so cap: bao gdm ca vién nang mém; khéng bao gébm thudc cdm. Q b
Werk Spittal) . i e

1453 P&G Health Hosslgasse (hodc * Xuat xudng thudc vé trung. EU-GMP |[INS-480021- Federal Office for Safety 17
Austria GmbH & Hoesslgasse) 20, 9800 Spittal |* Thuéc khéng vé trung: vién nang clng; thudc udng dang 18ng; thudc dung ngoai dang 16ng; vién nén bao phim; vién nén bao dudng; dang bao ché ban rin; 14029704- o  |inHealth Care, Austria
Co. OG (Tén cii: an der Drau (hodc vién nén; thudc cém. 16700444 o o
Merck KGaA & Co Spittal/Drau), Austria * Xuat xudng thudc khéng vé trung. (5/10) : :

. * Thudc duoc lidu. =) i
Werk Spittal) . A RPN N < x NN . ~ ©
* Pong gbi so cap: cac dang bao ché trén khong bao gébm thudc com; bao gdm ca vién nang mém. — —
* Poéng goi thir cap.
AT-005 » Sandoz GmbH » Biochemiestrafe 10, 6250 Kundl, Austria

694  |Sandoz GmbH - Biochemiestrasse (hodc * Xudt xudng thude vo trung. EU-GMP [INS-481922- Austrian Federal Office 11
Betriebsstitte /  |BiochemiestraBe) 10, 6250  |* Xudt xudng thudc cong nghé sinh hoc. 13101848- for Safety in Health Care
Manufacturing (or A-6250, (.Jr AT-6250) 16065030
Site Biotechnology Kundl, Austria ° ~
Drug Substance S S

o~ ~
Kundl (BT DSK) Ry a
(Cch ghi khéc: 2| I
Sandoz GmbH) - "
(Co s& xuat xudng)

900 Sandoz GmbH - BiochemiestraRe 10, 6250 * ThuBc vo trung (chira khang sinh nhém Penicillin va Cephalosporin): EU-GMP [INS-481921- Austrian Medicines and 12
Organisationseinh |Kundl, Austria +Thudc sdn xuat vd trung: Dung dich thé tich nhd; Thudc cay ghép va dang rén. 0133-001 o Q  |Medical Devices Agency
eit/Business Unit * ThuBc khéng vé trung (chira khang sinh nhém Penicillin va Cephalosporin): Vién nén, vién nén bao phim; Vién nang cing; Thuéc uéng dang l6ng. 8 5 (AGES)

Anti-Infectives FDF 8 3.
(AI-FDF Kundl) 3 <
AT-007 » Fresenius Kabi Austria GmbH » Am Gewerbepark 6, 8402 Werndorf, Austria
252 Fresenius Kabi Am Gewerbepark 6, 8402 * Thuéc sinh hoc: Thudc sinh hoc khéc: Kiém tra cdm quan, déng géi th( cap va xuit xuéng thudc Adalimumab. EU-GMP |INS-482159- N ~ |Federal Office for Safety 7
Austria GmbH Werndorf, Austria * Dong goi thir cap. 0048-001 § § in Health Care, Austria
* Kiém tra chat lvong. (3/3) A &
o —
o -
o~ o
1834  [Fresenius Kabi Am Gewerbepark 6, 8402 * Pong goi thir cap. EU-GMP |INS-482159-| Federal Office for Safety [ 21
Austria GmbH Werndorf, Austria * Kiém tra chat luvong. 14315223- S @ |in Health Care, Austria
16916785 Ry I
5 )
(2/3) i 3
o
AT-008 » EBEWE Pharma Ges.m.b.H. Nfg. KG » MondseestraBe 11, 4866 Unterach am Attersee, Austria
347 EBEWE Pharma MondseestraRe (hodc * ThuBc vo trung chira chat doc té bao/chat kim té bao: EU-GMP |[INS-480020- Federal Office for Safety 8
Ges.m.b.H. Nfg. KG |Mondseestrasse) 11, 4866 + Thudc san xudt v trung: Dung dich thé tich nhé. 0146-001 ) o |in Health Care
(ho&c A-4866 hodc AT-4866) | + Thudc tiét trung cudi: Dung dich thé tich nhé. (5/10) S Q (Bundesamt fiir
Unterach am Attersee, * Kiém tra chat lugng: khong bao gdm test vé trung. 8' '5‘ Sicherheit im
Austria by 8  |Gesundheitswesen),
Austria
AT-009 » Fresenius Kabi Austria GmbH » Estermannstra8e 17, 4020 Linz, Austria
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695  [Fresenius Kabi EstermannstraBe 17,4020  [* Thudc khong vo triing: thudc udng dang long. EU-GMP |[INS-480019-| — |Austrian Federal Office 11
Austria GmbH Linz, Austria * Xudt xudng: thudc khong vé trung; thudc vo trung. 0065-001 § § for Safety in Health Care
* Pong goi thir cap. (1/15) & & |(BASG)
* Kiém tra chat lugng. 3 E
~ o
1835  |Fresenius Kabi Estermannstrape 17,4020 | * Thudc khong vé triing: thuéc uéng dang Iéng. EU-GMP (INS-480019-| o |Austrian Federal Office | 21
Austria GmbH Linz, Austria +Xudt xudng: thuSc khong vd tring. 100447864~ | & A [for Safety in Health Care
*Donggol: o 17329828 S 2 |(BASG)
+Déng gbi so cap: thudc ubng dang ldng. (6/10) Q o
+Déng goi thir cap. < a
* Wil tra ch At Lvong- i cinh (KhAng vA teting): AL boc AR IV
AT-010 » Octapharma Pharmazeutika Produktionsges.m.b.H » OberlaaerstraBe 235, 1100 Wien, Austria
596 Octapharma OberlaaerstraRe 235, 1100  |* Thu6c vo trung: EU-GMP |INS-480018- | 4 ~ |Federal Office for Safety 10
Pharmazeutika Wien, Austria + Thu8c san xut vé trung: Dung dich thé tich I1&n; Thuc dong khd; Dung dich thé tich nhé. 0072-001 3 S |in Health Care, Austria
Produktionsges.m. * Ché& pham sinh hoc: San pham tir mau; Sdn pham mién dich; Ché& phdm phan doan (intermediates out of fractionation) (21/40) UNL, m
o -
b.H g | =
AT-011 » EVER Neuro Pharma GmbH » Oberburgau 3, 4866 Unterach am Attersee, Austria
696 EVER Neuro Oberburgau 3, 4866 * Xuat xwdng thudc vo trung. EU-GMP |[INS-482197-| o «~ |Federal Office for Safety | 11
Pharma GmbH Unterach am Attersee, * Kiém tra chat luong. 0052-001 § § in Health Care, Austria
Austria * San xuat APl vd trung: Cerebrolysin. (2/2) & &
o —
® -
S ™
AT-012 » Croma-Pharma GmbH » Industriezeile 6, 2100 Leobendorf, Austria
901 Croma-Pharma Industriezeile 6, 2100 * Thudc tiét trung cudi: Thubc béan rén (vials chira hyaluronic acid dam dic dang gel; syringes chira hyaruronic acid hodc HPMC dam dic dang gel). EU-GMP |INS-483066- © ~ |Federal Office for Safety 12
GmbH Leobendorf, Austria 13178664- § § in Health Care, Austria
16027988 :' ::'4‘
< -
o~ o
AT-013 » Pharmazeutische Fabrik Montavit GmbH » Salzbergstrasse 96, 6067 Absam, Austria
1902 [Pharmazeutische [SalzbergstraBe 96 (hodc 96 |* ThuBc v tring: EU-GMP |INS-480347- Federal Office for Safety | 22
Fabrik Montavit AT), 6067 Absam, Austria +Thudc tiét trung cudi: thudc ban rén; dung dich thé tich nhé. 100172608- in Health Care, Austria
GmbH + Xust xudng. 17028519
* Thu8c khéng vé trung:
+ Vién nang cirng; vién nang mém; thudc dang 16ng dung ngoai (dung dich; nhii dich); thuc dang 1dng dung trong (siro; dung dich udng); cac thudc dang b b
rén khéc (thudc bot; thudc cdm); thudc ban rén; thudc dat; vién nén; thudc tring; kem/nhii twong chita hormon (trir hormon sinh duc c6 tac dung tranh thai). < <
+ Xuat xudng. S 38
* Thudc duoc liéu. S| )
* Péng goi:
+ Dbng gdi so cap: cac dang thudc khdng vé trung & trén.
+Ddng goi thir cap.
* Kiém tra chat lugng.
AT-014 » Gebro Pharma GmbH » Bahnhofbichl 13, 6391 Fieberbrunn, Austria
1158  |Gebro Pharma Bahnhofbichl 13, 6391 * Xudt xudng 16 thudc vo triung. EU-GMP [INS-480114- Federal Office for Safety | 14
GmbH Fieberbrunn, Austria * Thudc khdng vo trung: 13171743- o « [|in Health Care, Austria
+ Thudc dung ngoai dang 1dng; Thudc diing trong dang 1dng; Vién nén, vién nén bao phim, vién nén bao dudng; Thudc ban rdn (thusc m&); Thudc dang xit. 16024502 I S
+ Xuat xuwéng 16. z g
* Pong goi so cap: Vién nang cirng; Vién nang mém; Thudc dung ngoai dang 16ng; Thudc dung trong dang 1dng; Vién nén, vién nén bao phim, vién nén bao Q Q
duong; Thude ban rdn (thudc m&); Thudc dang xit. B 3
* Pong goi thir cap.
AT-016 » Sanochemia Pharmazeutika AG Werk 2 » Landeggersstrabe 33, 2491 Neufeld an der Leitha, Austria
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1159  [Sanochemia Landeggersstrabe 33,2491 | * Déng géi thir cép. EU-GMP |INS-481987- 4 o |Federal Office for Safety | 14
Pharmazeutika AG |Neufeld an der Leitha, Austria 0032-001 § § in Health Care, Austria
Werk 2 (14/20) | N

N —~
~ IS
AT-017 » Sandoz GmbH - Betriebsstitte / Manufacturing Site Anti Infectives & Chemical Operations FDF Kundl (AICO FDF Kundl) » BiochemiestraRe 10, Kundl, 6250, Austria

1234 [Sandoz GmbH - BiochemiestraRe 10, 6250 San xuét thudc chira khang sinh nhém Cephalosporins va Penicillins: EU-GMP |[INS-481921- Federal Office for Safety [ 15
Betriebsstatte / Kundl, Austria * Thugc v6 trung: 13293047- in Health Care, Austria
Manufacturing + Thudc sdn xudt v tring: Dung dich thé tich nho; Thudc dang rén va cdy ghép. 16140348
Site Anti Infectives . +thi,athr:{dng 6. ° -

& Chemical T uockhongvotrung: , e : LA o S S
i + Vién nang cirng; Thudc udng dang long; Vién nén, vién nén bao phim; Thudc bét, thude com. I ~

Operations FDF PR o0 -

+ Xuat xuwdng 16. o o

Kundl (AICO FDF * Péng goi so cap: Vién nang cirng; Thudc udng dang ldng; Vién nén, vién nén bao phim; Thuéc bét, thudc cém. Y 5

Kundl) * Pong goi thir cap.

(Céch ghi khac: * Kiém tra chat lugng: Vi sinh: v tring; Vi sinh: Khong vé trung; Héa hoc/Vat ly.

Sandoz GmbH)

2044 Sandoz GmbH - BiochemiestraRe 10, 6250 San xuat thudc chira khang sinh nhém Cephalosporins va Penicillins: EU-GMP |INS-481921- Federal Office for Safety 24
Betriebsstitte / Kundl, Austria * Thudc v6 trung: 14002598- in Health Care, Austria
Manufacturing + Thudc san xuat vo trung: Dung dich thé tich nhd; Thudc dang rén va cdy ghép. 16716498

pe 5 N o o
Site Anti Infectives * Xudt xuong 6. 8 s
& Chemical * Thu6c khong vo trung: [N [N
X + Vién nang cirng; Thudc udng dang l6ng; Vién nén, vién nén bao phim; Thudc bot, thudc cém. 3 g
Operations FDF PR A Y
+ Xudt xudng 16. 3 3

Kundl (AICO FDF * Péng goi cap 1: Vién nang cing; Thudc udng dang 16ng; Vién nén, vién nén bao phim; Thudc bét, thudc cdm.

Kundl) * Poéng goi cap 2.
* Kiém tra chat lwgng: Vi sinh: vé trung; Vi sinh: Khéng vé trung; Héa hoc/Vat ly.
AT-018 » F.Trenka Chemisch-Pharmazeutische Fabrik GmbH » Prinz Eugen-StrafRe 70, 1040 Wien, Austria

1349 F.Trenka Prinz Eugen-StraRe 70, 1040 [Xu&t xudng thudc khéng vé trung. EU-GMP |INS-480117- o o |Federal Office for Safety 16
Chemisch- Wien, Austria 0025-001 § § in Health Care, Austria
Phar'mazeutische (2/5) g 8.

Fabrik GmbH Q g

1454  [F.Trenka Prinz Eugen-StraBe 70, 1040 [Xudt xudng thudc khong vo tring. EU-GMP |INS-480117- Federal Office for Safety | 17
Chemisch- Wien, Austria 13381552- in Health Care, Austria
Pharmazeutische 16263817
Fabrik <] @

Gesellschaft m.b.H 3. 8
(céch ghi khéc: 3 S
F.Trenka 3 3
Chemisch-
Pharmazeutische
Fabrik GmbH)

AT-020 » Takeda Austria GmbH » St. Peter-StraR2 25, 4020 Linz, Austria

1568  [Takeda Austria St. Peter-StraRe 25, 4020 * Thudc v6 trung: EU-GMP |INS-480050- | o o |Federal Office for Safety | 18

GmbH Linz, Austria + Thu8c san xut v trung: Dung dich thé tich nhé (tiém) 0114-001 by S |in Health Care, Austria
v, s 2 LA g P . o~ o~ ’
+ Thu@c tiét trung cudi: Dung dich thé tich nho (tiém), dang ran, dang cy ghép (1/8) » o
* Thu8c khéng vé trung: thudc dung ngoai dang Idng 2 2
* Thudc sinh hoc: san pham chiét xuét tir ngudi hodc dong vat © o
1783  [Takeda Austria Sankt- Peter-StraRe 25, 4020 |* Thudc v6 trung: EU-GMP |INS-480050- | o [|Federal Office for Safety | 20
GmbH Linz, Austria (cach ghi khac: [+ Thu8c sdn xuét vé trung: Dung dich thé tich nhé (tiém) 100099379- o S |in Health Care, Austria
St. Peter-StraRe 25, 4020 + Thudc tiét trung cudi: Dung dich thé tich nh (tiém), dang rin, dang cay ghép 16999846 g “I“
Linz, Austria) * Thu8c khéng vé trung: thudc dung ngoai dang Idng (3/10) Q <
* Thudc sinh hoc: sdn pham chiét xuét tir ngudi hodc dong vat S 3
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AT-022 » Fereva Unterach GmbH » MondseestraBe 11, 4866 Unterach am Attersee, Austria
2107 |Fareva Unterach |MondseestraRe 11, 4866 * Thudc v6 tring: EU-GMP |INS-484064- Federal Office for Safety [ 25
GmbH Unterach am Attersee, + Thu8c san xudt v trung: dang 16ng thé tich nhé (doc t& bao/ kim té& bao) 101127916- N @ |in Health Care, Austria
Austria + Thudc tiét trung cudi: dang 1dng thé tich nho (ddc t& bao/ kim t& bao) 17654342 ] 2
+ Chirng nhan 16 (4/10) g 8'
* Thudc sinh hoc: sdn phdm chiét xuét tir nguwdi hodc dong vat o -
* Poéng goi thir cap e ”
EXVA7- P it 1 el licinh (b Ko LLA Ak AN YA V-EVISTNN
AU-001 » Hospira Australia Pty Ltd » Lexia Place, Mulgrave Vic 3170, Australia
902 Hospira Australia |Dia chi san xu4t: 1-5, 7-23 * ThuBc vo trung: thudc tiém (bao gdm ca thudc chira chat doc té bao); thudc hit. Tuong |MI-2020-LI- Therapeutic Goods 12
Pty Ltd and 25-39 Lexia Place, * Xudt xudng: thudc vé trung va khéng vé trung. duong EU-[02722-1 < < |Administration (TGA),
Mulgrave Vic 3170, Australia. GMP g < Australia
Dia chi bdo quan: 2-10 Lexia <O'r :'
Place Mulgrave Vic 3170, 8‘ %'
Australia.
1784 Hospira Australia |Dia chi san xuét: 1-5, 7-23 * ThuBc vo trung: thudc tiém (bao gdm ca thudc chira chat doc té bao); thudc hit. Twong [(MI-2021-LI- Therapeutic Goods 20
Pty Ltd and 25-39 Lexia Place, * Xuat xudng: thuBc vo trung va khéng vé trung. duong EU-|12456-1 by @ |Administration (TGA),
Mulgrave Vic 3170, Australia. GMP IS |Australia
Dja chi bao quan: 2-10 Lexia :' oo"s
Place Mulgrave Vic 3170, m’ a
Australia. ©
AU-002 » Phebra Pty Ltd » 19 Orion Road , Lane Cove NSW 2066 Australia
88 Phebra Pty Ltd 19 Orion Road , Lane Cove  [* San xuat (khong bao gom Thir nghiém): Tuong  |MI-2018-LI- « |Therapeutic Goods 6
NSW 2066 Australia + Thu8c khéng vé trung: thudc uéng dang long; duwong EU-|03655-1 § Administration (TGA),
+ Thudc tiét trung cudi: thudc tiém GMP o |Australia
* Péng goi thir cap: thudc khong vo tring: thudc dang ran phan ligu, thudc bot hit, thuc bbt pha tiém, vién nang mém. 2
* Xuat xudng: thudc dang ran , bot tiém, vién nang mém. ©
1350 [Phebra Pty Ltd 17-19 Orion Road , Lane * San xuét (khong bao gom Thir nghiém): Tuong  |MI-2020-L1- | o — |Therapeutic Goods 16
Cove NSW 2066 Australia + Thu8c khéng vo trung: thudc ung dang Idng; duong EU- [03508-1 S S | Administration (TGA),
+ Thu@c tiét trung cudi: thudc tiém GMP g S‘, Australia
* Péng goi thir cap: thudc khdng vé trung: thudc dang ran phan ligu, thudc bot hit, thudc bot pha tiém, vién nang mém. 3 3
* Xudt xudng: thudc dang rén, thudc bot pha tiém, vién nang mém, thudc bot hit ~N o
AU-003 » Sphere Healthcare Pty Ltd » 10-12 Church Road MOOREBANK NSW 2170, Australia
253 Sphere Healthcare [10-12 Church Road 1. San xudt thudc: Twong |MI-2019-LI- o — |Australian Therapeutic 7
Pty Ltd MOOREBANK NSW 2170, * Thudc khdng vé triing: vién nén; vién bao; thudc bdt; thudc cm; vién nang mém; dang bao ché ban rin (thudc kem, thusc m&; gel); thudc uéng dang long; duong EU-|08961-1 § § Goods Administration
Australia tinh dau va dich chiét dwoc liéu. GMP Y S |(TGA)
2. Déng gbi, dén nhan, kiém nghiém, xuit xwdng: vién ngam (pastilles). S 3
o -
AU-004 » AstraZeneca Pty Ltd » 10-14 Khartoum Road, NORTH RYDE, NSW 2113, Australia
89  [AstraZeneca Pty |10-14 Khartoum Road, * Thugc v6 trung: Hén dich khi dung dung dé hit Tuong  [MI-2018-LI- | o |Therapeutic Goods 6
Ltd NORTH RYDE, NSW 2113, dwong EU- [10042-1 S S |Administration (TGA),
Australia : : i
GMP g 8 Australia
~ I
o~ ~
597  |AstraZeneca Pty  [10-14 Khartoum Road, * Thugc v6 tring: Hén dich khi dung dung dé hit Tuong  [MI-2020-L1- | o « |Therapeutic Goods 10
Ltd NORTH RYDE, NSW 2113, duong EU-|04069-1 S S |Administration (TGA),
Australia ) ; i
GMP E’.r $ Australia
N ~
~ S
1569  |AstraZeneca Pty  [10-14 Khartoum Road, * ThuBc vd triing: H8n dich khi dung dung d& hit Twong  |MI-2021-LI- [ o |Therapeutic Goods 18
Ltd NORTH RYDE, NSW 2113, duong EU-|04434-1 S S |Administration (TGA),
Australia - : i
GMP gl 8 Australia
w0 [¥a)
o o
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AU-005 » Lipa Pharmaceuticals Ltd » 21 Reaghs Farm Road, MINTO NSW 2566, Australia
697 Lipa 21 Reaghs Farm Road, * Thu8c khéng vé trung khdng chira khang sinh nhdm Penicillins, Cephalosporins, hdc mén, steroids (trir prednisone, prednisolone) va thudc chéng ung thu: Tuong MI-2020-LI- o ~ Australian Therapeutic 11
Pharmaceuticals |MINTO NSW 2566, Australia |Thudc dang I8ng; dang bao ché ban rin; thudc cdm; bdt; vién nang mém; vién nén, vién nén bao phim; vién nang cirng. duong EU-|05846-1 § § Goods Administration
Ltd GMP ) g |(TGA)
N -
o —
1903 Lipa 21 Reaghs Farm Road, Thudc khéng vé trung khéng chira khang sinh nhém Penicillins, Cephalosporins, hormon, steroids (trir prednisone, prednisolone) va thuéc chéng ung thu: Tuong MI-2022-LI- ~ < Australian Therapeutic 22
Pharmaceuticals |MINTO NSW 2566, Australia |Thudc dang I8ng; dang bao ché ban rén; thudc rén phan ligu (vién nén, vién bao, vién nang cing); thudc cdm; bot; vién nang mém. duong EU-|00934-1 § § Goods Administration
Ltd GMP 5" 8‘ (TGA)
0 o
o~ o~
AU-006 » GlaxoSmithKline Australia Pty Ltd » 1061 Mountain Highway Boronia Vic (hodc Victoria) 3155 Australia
598 GlaxoSmithKline 1061 Mountain Highway Thudc khéng chira khang sinh nhém beta lactam, hormon, chéng ung thu va déc té bao: Twong  |MI-2015-LI- © o |Therapeutic Goods 10
Australia Pty Ltd Boronia Vic (hodc Victoria) * Thudc khéng v trung: Vién nén, vién nang cirng, thudc dang bom/théi (Insufflation); duong EU-[12213-1 § § Administration (TGA),
3155 Australia * Thu8c vo trung: thudc dung dich, thudc hdn dich, thudc tiém; thudc nudc udng. GMP 8‘ 8‘ Australia
~ &
~ —
1047 GlaxoSmithKline 1061 Mountain Highway Thudc khéng chira khang sinh nhém beta lactam, hormon, chéng ung thu va déc té bao: Twong [(MI-2019-LI- M — |Therapeutic Goods 13
Australia Pty Ltd Boronia Vic (hodc Victoria) * Thu8c khéng v trung: Vién nén, vién nang cirng, thudc dang bom/théi (Insufflation); duong EU- [03659-1 § § Administration (TGA),
3155 Australia * Thu8c vé trung: thudc dung dich, thudc hén dich, thudc tiém; thudc nuwdc udng. GMP g 8‘ Australia
< <
S S
1455 GlaxoSmithKline 1061 Mountain Highway Thudc khéng chira khang sinh nhém beta lactam, hormon, chéng ung thu va déc té bao: Twong [(MI-2021-LI- - ~ |Therapeutic Goods 17
Australia Pty Ltd Boronia Vic (hodc Victoria) * Thu8c khéng v trung: Vién nén, vién nang cirng, thudc dang bom/théi (Insufflation); duong EU-[01097-1 § § Administration (TGA),
3155 Australia * Thu8c vo trung: thudc dung dich, thudc hdn dich, thudc tiém; thudc nudc udng. GMP 8‘ g Australia
0 ~
S ~
2108 GlaxoSmithKline 1061 Mountain Highway Thuc khéng chira khang sinh nhém beta lactam: Tuong MI-2022-LI- ~ " Therapeutic Goods 25
Australia Pty Ltd ~ |Boronia Vic (hogc Victoria)  [* Thuc khong vé trung: Thude dang bdm/tNhSi (Insufflation); duong EU-|08116-1 § § Administration (TGA),
3155 Australia * Thu8c vo trung: thudc dung dich, thudc hdn dich, thudc nudc udng. GMP B' 8‘ Australia
* Péng goi thir cap va xuat xudng: Thudc vé trung, thudc khéng vo trung a a
* Vidc san xudt d6i vai vac xin Rotarix chi bao gom cac cong doan hon, déng, déng géi va dan nhan. N N
AU-007 » Pfizer (Perth) Pty Ltd » 15 Brodie Hall Drive Technology Park, Bentley WA 6102, Australia
903 Pfizer (Perth) Pty |15 Brodie Hall Drive Thudc khéng chira khang sinh nhém Penicillin va Cephalosporin: Twong [(MI-2019-LI- & — |Therapeutic Goods 12
Ltd Technology Park, Bentley * Thu8c vé trung: Dung dich tiém (bao gdm ca thudc chira chat ddc té bao); dung dich tiém truyén; dung dich hit; dung dich rira vét thvong; dang bao ché dwong EU-|12128-1 § § Administration (TGA),
WA 6102, Australia ban réﬁ (thudc kem, gel, m&); ' ) GMP ‘:.' ﬁl Australia
* Thu8c khéng vé trung: Dung dich udng; dang bao ché ban ran (thudc kem, gel, m&). & Y
- -
1836 Pfizer (Perth) Pty |15 Brodie Hall Drive * ThuBc vo trung: Dung dich tiém (bao gdm ca thudc chira chat doc té bao); dung dich tiém truyén; dung dich hit; dung dich rira vét thuong; Dang bao ché Twong  |MI-2021-LI- Therapeutic Goods 21
Ltd Technology Park, Bentley ban ran (thudc kem, gel, m&); dwong EU-{13150-1 b S, |Administration (TGA),
WA 6102, Australia * Thudc khong vé tring: Dung dich udng; dang bao ché ban rén (thudc kem, gel, m&). GMP 8. 8. Australia
(* Céch ghi khac: Technology N =]
Park, 15 Brodie Hall Drive, g ~
Ll
Bentley WA 6102, Australia)
AU-008 » Probiotec Pharma Pty Limited » 83 Cherry Lane Laverton North Vic 3026, Australia
254 Probiotec Pharma |83 Cherry Lane Laverton * Thudc khdng vé trung: thudc udng dang ldng; thudc dung ngoai dang 1ong (lotions); thudc dang ban ran (kem, gel, thudc m&); vién nang clng; vién nén; Twong  |MI-2018-LI- © — |Therapeutic Goods 7
Pty Limited North Vic 3026, Australia vién nén bao phim; vién nén bao dudng; thudc bot; thude cdm. duong EU-[11818-1 § § Administration (TGA),
* Kiém tra chat lugng, dan nhin, déng géi, xuat xudng vién nang mém. GMP Py o |Australia
* Kiém tra chat lugng: khong bao gdm kiém tra vi sinh. :'r‘ S:
o~ -
392 Probiotec Pharma |83 Cherry Lane Laverton * Thudc khdng vé trung: thudc udng dang ldng; thudc dung ngoai dang 16ng (lotions); thudc dang ban ran (kem, gel, thudc m&); vién nang clng; vién nén; PIC/S-GMP [MI-2018-LI- © « |Therapeutic Goods 8
Pty Limited North Vic 3026, Australia vién nén bao phim; vién nén bao dudng; thudc bot; thude cdm. 11818-1 § § Administration (TGA),
* Kiém tra chat lugng, dan nhan, déng géi, xuat xudng vién nang mém. oy o |Australia
* Kiém tra chat lugng: khong bao gdm kiém tra vi sinh. :'r' i
o~ -
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1160 |Probiotec Pharma |83 Cherry Lane Laverton * Thudc khdng vé trung: thudc udng dang 16ng; thudc dung ngoai dang 1ng (lotions); thuc dang bén rén (kem, gel, thuSc m&); vién nang cirng; vién nén; PIC/S- |MI-2020-LI- o " Therapeutic Goods 14
Pty Limited North Vic 3026, Australia vién nén bao phim; vién nén bao dudng; thudc bot; thudc cdm. GMP 13285-1 N & |Administration (TGA),
* Kiém tra chat lvgng, dan nhan, déng géi, xust xwdng vién nang mém. (twong 3 E Australia
* Kiém tra chat lugng: khong bao gdm kiém tra vi sinh. duong EU- =] it
9 =)
GMP) o ~
AU-009 » Contract manufacturing & Packgaking Services Pty Ltd » 20-22 Long Street, Smithfield NSW, 2164, Australia
599 Contract 20-24 Long Street, Smithfield [* ThuSc khéng vo trung (chira dwoc liéu, vitamin, chat khoang, chat b sung dinh dudng) (khong bao gdm cac thir nghiém vi sinh): vién nén bao phim; vién Tuong |MI-2018-LI- o ~ |Therapeutic Goods 10
manufacturing & |NSW, 2164, Australia (Dia chi [nang mém; vién nang cing; thudc kem, thuc m, gel. duong EU-[04661-1 é' § Administration (TGA),
Packaging Services |€U: 20-22 Long Street, GMP 8 o |Australia
Pty Ltd Smithfield NSW, 2164, & &
Australia) A o
AU-010 » Catalent Australia Pty Ltd » 217-221 Governor Road, Braeside Vic 3195, Australia
255 Catalent Australia |217-221 Governor Road, * Thudc khong vé trung (khéng chira penicillin, cephalosporin, hormon, steroid, antineoplastic): vién nang mém; vién nén bao phim; vién nang cirng. EU-GMP [MI-2018-LI- o — |Therapeutic Goods 7
Pty Ltd Braeside Vic 3195, Australia  |* Kiém tra chat lwgng: khéng bao gdm kiém tra vi sinh 09353-1 § § Administration (TGA),
) < |Australia
o o
(oY) ~
1785 Catalent Australia |217-221 Governor Road, * Thudc khong vé trung (khdng chira penicillin, cephalosporin, hormon, steroid, antineoplastic): vién nang mém; vién nén bao phim; vién nang cirng. PIC/S- MI-2021-LI- o - Therapeutic Goods 20
Pty Ltd Braeside Vic 3195, Australia  |* Kiém tra chat lwgng: khéng bao gdm kiém tra vi sinh GMP 04948-1 o o |Administration (TGA),
(Twong E % Australia
duong EU- & %
GMP) o -
AU-011 » Aspen Pharma Pty Ltd » 286-302 Frankston-Dandenong Road, Dandenong South VIC 3175, Australia
336 Aspen Pharma Pty |286-302 Frankston- * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang ldng; vién nén; thudc c8m; thudc bdt; thudc kem; thudc phun mu; thudc sic miéng; dung dich Twong  |MI-2017-LI- © o |Therapeutic Goods 8
Ltd Dandenong Road, diing ngoai; thudc md, bot nhio. duong EU- |03557-1 3 S |Administration (TGA),
Dandenong South VIC 3175, GMP S‘ 8‘ Australia
Australia o N
(o] o~
1235 Aspen Pharma Pty [286-302 Frankston- * Thu8c khdng vé trung: Vién nang cirng; thudc udng dang ldng; vién nén; thudc cdm; thudc bot; thudc kem; thudc phun mu; thudc sic miéng; dung dich Twong  |MI-2020-LI- o ~ |Therapeutic Goods 15
Ltd Dandenong Road, dung ngoai; thuc md, bét nhio. duong EU- [02666-1 § § Administration (TGA),
Dandenong South VIC 3175, GMP g' g Australia
Australia o 0
o o~
2109 Aspen Pharma Pty [286-302 Frankston- * ThuBc khdng vé trung: Vién nang cirng; thudc udng dang l6ng; vién nén; thudc cdm; thudc bot; thudc kem; thudc phun mu; thudc sic miéng; dung dich Australia- [MI1-2022-LI- ~ < Therapeutic Goods 25
Ltd Dandenong Road, dung ngoai; thudc m&, bt nhio. GMP 09770-1 I S |Administration (TGA),
Dandenong South VIC 3175, (twong ; E Australia
Australia & 2
duong EU - g
: O
GMP)
AU-012 » GlaxoSmithKline Consumer Healthcare Australia Pty Ltd » 82 Hughes Avenue Ermington NSW 2115, Australia
698 GlaxoSmithKline 82 Hughes Avenue * Thu8c khéng vé trung: Vién nén (bao gém ca vién nén sUi); thudc dang 16ng; thudc bét (khéng bao gdm ddéng géi va dan nhan); thudc dat; thube kem. PIC/S- |MI-2019-LI- o ° Therapeutic Goods 11
Consumer Ermington NSW 2115, GMP  |02914-1 3 S |Administration (TGA),
Healthcare Australia (twong 9 & |Australia
Australia Pty Ltd duong EU- ; g
o~ o
GMP)
AU-014 » Mega Lifesciences (Australia) Pty Ltd » 60 National Avenue, Pakenham VIC 3810, Australia
1236 Mega Lifesciences |60 National Avenue, * Thu8c khéng vé trung (Chi san xuat, khong kiém tra chat lwgng): Vién nang clrng chira L-Arginine; thudc bdt va thudc c8m; vién nén; Twong  |MI-2020-LI- o « |Therapeutic Goods 15
(Australia) Pty Ltd |Pakenham VIC 3810, * ThuBc khdng vé trung (Déng géi, dén nhan, xudt xudng): Vién nang mém. duwong EU-[01077-1 § § Administration (TGA),
Australia (D8i véi thudc kich thich, chi dwoc san xuat thudc udng dang ran chira cafein; D6i vai thude thong dai trang (colonic evacuation), chi dwoc san xuat thudc bot GMP & & |Australia
chira macrogol, picosulphate hoéc sodium sulphate; Khéng dwoc san xuat thudc sinh hoc, thudc chira Penicillin, Cephalosporin, hormon, steroid hodc thuéc E g
ung thu). =] ~
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1676 Mega Lifesciences |60 National Avenue, * Thudc khong vé trung (Chi sdn xuat, khong kiém tra chat lwgng): Vién nang cing; thudc bot va thudc cém; vién nén; Twong  |MI-2020-LI- o o |Therapeutic Goods 19
(Australia) Pty Ltd |Pakenham VIC 3810, * Thudc khéng vé trung (Déng goi, dan nhan, xuat xwdng): Vién nang mém. duong EU-|05942-1 § § Administration (TGA),
Australia * Kiém tra chat lvong: Vat ly. GMP g g Australia
o <
o N
AU-015 » Australian Nuclear Science and Technology Organisation T/A ANSTO » Building 23, New lllawarra Road, LUCAS HEIGHTS NSW 2234, Australia
1456 Australian Nuclear [Building 23, New lllawarra S&n xudt thudc phdng xa va chat phong xa: twong |MI-2020-LI- o o Therapeutic Goods 17
Science and Road, LUCAS HEIGHTS NSW | * Thu8c vd trung: Thudc tiém. duong EU-|13226-1 o & |Administration (TGA),
Technology 2234, Australia * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang long. GMP : ;I" Australia
Organisation T/A * Nguyén liéu APl v6 trung va khong vo trung. < Y
< ©
ANSTO -] °
AU-017 » Medical Developments International Limited » Building 8 & 10, 56 Smith Road, Springvale VIC 3171, Australia
1570 Medical Building 8 & 10, 56 Smith * San xuat API: Methoxyflurane dang Idng. Tuwong [MI-2021-LI- - o |Therapeutic Goods 18
Developments Road, Springvale VIC 3171,  |* San xudt, déng géi thir cap: Thudc hit chira Methoxyflurane. duong EU- [00946-1 § § Administration (TGA),
International Australia * Khéng cé hoat dong kiém nghiém. GMP 8’ ‘,_5‘ Australia
Limited Q o
AU-018 » Medical Developments International Limited » 4 Caribbean Drive, Scoresby VIC 3179, Australia
1571 Medical 4 Caribbean Drive, Scoresby  [* San xudt API: Methoxyflurane dang léng. Tuong |MI-2021-LI- - @ |Therapeutic Goods 18
Developments VIC 3179, Australia * San xuat, dong goi thir cap, xuat xuwdng: Thudc hit chira Methoxyflurane. dwong EU-|00947-1 § § Administration (TGA),
International * Khong c6 hoat dong kiém nghiém. GMP 8’ c‘_b‘ Australia
Limited Q o
BD-001 » Orion Pharma Ltd » 153- 154, Tejgaon Industrial Area, Dhaka-1208, Bangladesh
90 Orion Pharma Ltd |153- 154, Tejgaon Industrial |Thudc khong vé tring: Vién nén, vién bao phim; vién nang cing; syro dung dich, hdn dich, nhii twong, thudc nhé giot nhi khoa, Bt pha hén dich, thudc kem, |WHO-GMP DA/6- 0 o Drug Administration 6
Area, Dhaka-1208, m& thudc bét pha tiém 61/02/6694 § § Bangladesh
Bangladesh 8' 8'
= o
— —
BD-003 » Incepta Pharmaceuticals Limited » Dewan Idris Road, Bara Rangamatia, Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh
473 Incepta Dewan Idris Road, Bara * Thudc tiém - IV,IM,SC; thudc déng kho, thudc bot pha tiém; thudc tiém truyén tinh mach. WHO-GMP |DA/6- Directorate General of 9
Pharmaceuticals Rangamala, Zirabo, Ashulia, [* Vién nén: vién nén bao, vién nén khdng bao, vién nén giai phdng cham, vién nén giai phong kéo dai, vién nén sdi, vién nén phén tan, vién nén dat. 91/04/5435 Drug Administration &
Limited Savar, Dhaka-1341, * Vién nang: vién nang cing, vién nang chira dang chat long. Licensing Authority
Banglade'sh *:I'huéc béf, thuéc c6m bfo, thudc udng nhé giot, bdt pha thudc udng nho giot, thudc nhéd mili, thudc xit mili, si rd, dung dich udng, nhii dich uéng, bét pha . —  |(Drugs), Government of
(Cach viét khac: Dewan Idris  |hdn dich udng, Elixir, thuéc bét hit. a = the People's Republic of
Road, Bara Rangamatia, ; g B | dp h P
Zirabo, Ashulia, Savar, uOH 3 anglades
Dhaka, Bangladesh / Dewan o o
Idris Road, Bara Rangamatia,
Zirabo, Savar, Dhaka,
Bangladesh)
474 Incepta Dewan Idris Road, Bara * ThuBc khéng vé trung: Vién nang cirng, vién nén, vién nén bao phim. EU-GMP [UK GMP ~ o Medicines and 9
Pharmaceuticals |Rangamala, Zirabo, Savar, 35139 Insp 3 S |Healthcare Products
o~ ~N
Limited - Zirabo ~ |Phaka, Bangladesh GMP & & |Regulatory Agency
Plant 35139/9035 Z E (MHRA), United
04-0003 ~ | ™ |kingdom
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2045 Incepta Dewan Idris Road, Bara * Thudc tiém: thudc tiém dong khd, thudc bot pha tiém, thudc tiém truyén tinh mach. WHO-GMP |DA/6- Directorate General of 24
Pharmaceuticals Rangamatia, Zirabo, Ashulia, [* Vién nén: vién nén bao, vién nén khdng bao, vién nén giai phdng cham, vién nén giai phong kéo dai, vién nén sui, vién nén phan tan, vién nén dit. 91/04/1459 Drug Administration &
Limited Savar, Dhaka-1341, * Vién nang: vién nang cing, vién nang chita dang chat long. 9 N S, |Licensing Authority
" PR x . x PR N R PR . PR N el o L P A. R
Bangladesh :I'huoc bot, thudc com b?o, thudc udng nho giot, bot pha thudc uéng nho giot, thudc nhoé mii, thude xit mii, si ro, dung dich udng, nhii dich udng, bt pha g Q (Drugs), Government of
hdn dich udng, Elixir, thudc bét hit. g? 82 the People's Republic of
* Thudc chita khang sinh nhém Cephalosporin: thudc vién nén, vién nang, thudc bot pha hdn dich, thudce tiém bot. Py S p P
%) & [Bangladesh
2046 Incepta Dewan Idris Road, Bara * Thu8c khéng vé trung: Vién nang cirng, vién nén, vién nén bao phim. EU-GMP [UK GMP ~ ~ Medicines and 24
Pharmaceuticals ~|Rangamala, Zirabo, Savar, 35139 Insp by S |Healthcare Products
Limited - Zirabo Dhaka, Bangladesh GMP 2 2 |Regulatory Agency
Plant 35139/9035 E E (MHRA), United
04-0003 o “  |Kingdom
BD-004 » Square Pharmaceuticals Ltd » Square Road, Salgaria, Pabna, Bangladesh
600 Square Square Road, Salgaria, *V/ién nén: Vién nén bao phim, vién nén bao dudng, vién nén tran, vién nén nhai, vién nén kiém soat giai phong, vién nén phan tén, vién nén sui bot, vién WHO-GMP |DA/6- Directorate General of 10
Pharmaceuticals Pabna, Bangladesh nén dat dudi ludi, vién nén dat am dao. 5/99/4156 Drug Administration
Ltd *Vién nang: Vién nang clrng, vién nang kié[n soat giai phong. . ] . Q b (DGDA) Bangladesh
* Thudc udng dang ldng: Siro, dung dich, hén dich, bot pha dung dich, bt pha hdn dich, c6m pha dung dich, c6m pha hén dich, Elixir, dung dich nhé giot nhi 8 8
khoa. g g
* Thudc dung ngoai: kem, gel, m&, miéng dan, emulgel, lotion, dau goi. 2’ r‘:")
* Thudc xit mili, thudc nhé mii, dung dich khi dung.
* ThuSc d&t 4m dao, dit truc trang, thubc x6.
BD-005 » Square Pharmaceuticals Ltd. (Chemicals Division) » BSCIC Industrial Estate, Hemayetpur, Pabna 6602, Bangladesh
601 Square BSCIC Industrial Estate, * ThuBc vo trung chira khang sinh nhém Penicillin: Thuéc bot pha thudc tiém truyén. WHO-GMP | DA/6- Directorate General of 10
Pharmaceuticals Hemayetpur, Pabna 6602, * Thudc khdng vé trung chita khang sinh nhém Penicilli: Vién nén bao phim, vién nén khéng bao, vién nén phan tan; Vién nang ctng; Bot pha hén dich udng. 119/07/541 o - |Prug Administration &
Ltd. (Chemicals Banglaégsh. * S3n xuat ban thanh pham (khong chira khang sinh nhém Penicillin): Pellet. 6 § § Licensing Authority
Division) (Cach vi€t khac: BSCIC o o |(Drugs), Bangladesh
Industrial Area, Pabna - Q Q
Bangladesh hodc BSCIC g g
Industrial Area, Pabna,
Benalodach)
BD-006 » Square Pharmaceuticals Limited » Dhaka Unit, Kaliakoir, Gazipur, BD-1750, Bangladesh
904 Square Kaliakoir, Gazipur-1750, * Vién nén: Vién nén bao phim, vién nén bao dudng, vién nén khang bao, vién nén phan tan, vién nén nhai, vién nén giai phéng kéo dai, vién nén sui. WHO-GMP |DA/6- Directorate General of 12
Pharmaceuticals Bangladesh. * Vién nang: vié:n nang cirng, vién nang tac dung kéo dai, vién nang giai phong kéo dai. 5/99/6218 Drug Administration &
Limited (Cach viét khac: Kaliakoir, * Thudc nhé mat. o < Licensing Authority
. « R,
Gazipur, Bangladesh) i ;huoc xit d;nh |IEH. Q Q (Drugs), Government of
om tiém déng san. N A .
; s the People's Republic of
* Thu8c tiém truyén dang ldng thé tich Ion. 3 s',. Banel dp h P
* Thu8c chira khang sinh nhém Cephalosporin: Vién nén; Vién nang. e ° anglaces
905 Square Dhaka Unit, Kaliakoir, San xuat tai Formulation Unit 1 (FU1), the Oral Solid Dosage Form Facility: EU-GMP [UK GMP Medicines and 12
Pharmaceuticals |Gazipur, BD-1750, * Thudc khéng v trung: vién nang cirng; vién nén, vién nén bao phim. 29943 Insp o o |Healthcare Products
Limited Bangladesh. - _ GMP S S |Regulatory Agency
f(cal_dl‘(vfe‘éha_“ Dhlaxoun't' 29943/3094 | & | & |(MHRA), United
aliakoir, Gazipur- - - . .
03-0006 Kingdom
Bangladesh / Kaliakoir, = N 8
Gazipur-1750, Bangladesh)
BD-007 » Aristopharma Ltd. » Plot # 14-22, Road # 11 & 12, Shampur-Kadamtali I/A, Dhaka-1204, Bangladesh
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906 Aristopharma Ltd. |Plot 14-22, Road # 11 & 12,  [* Vién nén: vién bao tan trong rudt, vién nén bao phim, vién nén bao dudng, vién nén, vién nén nhai, vién nén bé dugc, vién nén giai phong cé kiém soét, WHO-GMP |DA/6- Ministry of Health & 12

Shampur-Kadamtali I/A, vién nén giai phéng kéo dai, vién nén giai phong bién ddi, vién nén giai phong duy tri, vién nén gidi phong hen gid, vién nén phan tan trong miéng. 34/96/8197 Family Welfare
Dhaka-1204, Bangladesh *Vién n?ng: vién narTg cu"ng, vién nang ba? tan trong rudt, vién na!wg giai phéng c6 kiém so~a't, vién n?ng giai p~héng duy tri, vién nang giai phéng bién doi. Bangladesh
* Sird; hén dich; thuSc udng nhé giot; thudc nhé mili; dung dich udng; gel udng; bdt pha hén dich; c8m pha hén dich. o -
* Thudc kem; thudc m&; lotion; gel; thudc nhé tai = g
* Thudc tiém v trung (dung dich tiém, bot khd pha tiém; thudc déng kho pha tiém; bom tiém dong sén; Insulin tiém; thudc tiém truyén. g g
* ThuSc mat v trung: thudc nhd mat, thudc nho mét & mii, gel tra mat, m& tra mét, nhii dich nhd mat, dung dich nhd mét, hdn dich nho mét. ; O"b'
* Thu8c hit dang phan ligu: thudc xjt dwdi ludi, thudc xjt mii phan liéu. N ~N
* Thuéc dan.
1904 Aristopharma Ltd. |Plot 14-22, Road #11 & 12, |* Vién nén: vién bao tan trong rudt, vién nén bao phim, vién nén bao duong, vién nén, vién nén nhai, vién nén bé duwgc, vién nén gidi phong cé kiém soat, WHO-GMP |DA/6- Directorate General of 22
Shampur-Kadamtali I/A, vién nén giai phéng kéo dai, vién nén giai phong bién ddi, vién nén giadi phong duy tri, vién nén gidi phong hen gid, vién nén phan tan trong miéng. 34/96/2073 Drug Administration,
Dhaka-1204, Bangladesh *Vién nang: vién narfg ct}l‘ng, vién nang ba¢') tan trong rudt, vién nang giai plhéng co kliém soat, viénNnang giai Fhéng du~y tri, vién nang giai phéng bién doi. 1 Bangladesh
* Sird; hén dich; thudc udng nhé giot; thudc nhé mili; xjt mii; dung dich udng; gel udng; bt pha hén dich; c8m pha hén dich. - ~
* Thu8c kem; thudc m&; lotion; gel; thudc nho tai; dung dich. S =]
* Thudc tiém vo trung (dung dich tiém, bot khd pha tiém; thuc dong khd pha tiém; bom tiém déng san; Insulin tiém; thudc tiém truyén). g ‘:
* Thudc mat vo trung: thudc nhd mét, thudc nhd méat & miii, gel tra mét, m& tra mat, nhii dich nhd mét, dung dich nhé mat, hdn dich nho mat. : :
* Thu8c hit dang phan liéu: thudc xjt dudi ludi, thudc xit mii phan ligu. -~ ~
* Thudc dan.
BD-008 » The Acme Laboratories Limited » Dhulivita, Dhamrai, Dhaka, Bangladesh
1237 The Acme Dhulivita, Dhamrai, Dhaka, Vién nén (tran, bao, phan tén, nhai, kiém soat giai phong, tan trong miéng, dudi ludi, dit) bao gdm ca thudc chira khang sinh nhém cephalosporin; vién nang | WHO-GMP DA/6- o ~ Directorate general of 15
Laboratories Bangladesh (gelatin cirng, gelatin m;ém, gidi phdng bién déi)bao gom ca thlj6c chtta khéng sinh nhém cephalosporin; 18/99/7351 § § Drug Administration,
Limited Siro, dung dich uéng, hén dich udng, nhii dich udng, bot pha hdn dich ung, bét pha dung dich uéng, gel udng, kem, m&, gel dung ngoai, lotion dung ngoai, g 8‘ Bangladesh
vién dat; e &
Thudc vo tring san xuat vo trung: dung dich thé tich nhé. N N
1238 The Acme Dhulivita, Dhamrai, Dhaka, * Thu8c khdng vé trung: vién nang cirng, vién nén, vién nén bao. EU-GMP |UK GMP o ~ Medicines and 15
Laboratories Bangladesh * Dong goi so cap: vién nang clng, vién nén, vién nén bao. 44338 Insp = S |Healthcare Products
Limited * Péng goi thir cap GMP E : Regulatory Agency
* Kiém tra chat lugng: vi sinh khong vé trung, héa hoc/ vat ly. 44338/1186 z E (MHRA), United
8716-0002 | ~ | ™ |Kingdom
BD-011 » ARISTOPHARMA LTD. » Gachha, Gazipur Sadar, Gazipur, Bangladesh
1457 ARISTOPHARMA Gachha, Gazipur Sadar, * Thudc khdng vé trung chita khang sinh nhém Cephalosporin: Vién nén bao phim; Vién nang ctrng; Thudc bot pha hén dich. WHO-GMP |DGDA/6- Directorate General of 17
LTD. Gazipur, Bangladesh * Thudc vé trung chira khang sinh nhém Cephalosporin: Thudc bét pha tiém. 209/2016/6 Drug Administration &
* Thudc vé trung khdng chira khang sinh nhém Cephalosporin: Dung dich nhé mét; Hon dich nhd mét. 351 9 o [Licensing Authority
g 8. (Drugs), Government of
g & [the People's Republic of
S S |Bangladesh
BE-001 » Schering - Plough Labo NV (N.V) » Industriepark 30, Heist-op-den-Berg, 2220, Belgium
78 Schering - Plough |Industriepark 30, Heist-op-  [* ThuSc khéng vé tring: Thu8c udng dang 16ng; thudc dung ngoai dang 18ng (bao gdm ca hén dich xit miii); thudc ban ran (thudc kem, thuc m&); vién nén, EU-GMP |BE/GMP/20 Federal Agency for 5
Labo NV (N.V) den-Berg, 2220, Belgium vién nén bao phim. 18/125 b |Medicines and Health
(Céch ghi khéc: Industriepark [* Déng géi so cap: cac dang bao ché trén bao gdm ca vién nang cirng. IS 2 |Products (FAMHP),
30, B- 2220, Heist-op-den- * Péng goi thir cap (bao gdm ca san pham: vién nang clirng Temodal (Temozolomide 5mg; 20mg; 100mg; 140mg; 180mg; 250mg), tén tai Viét Nam: Temodal g' g' Belgium
Berg, Belgium) Capsule). ey -
S ™
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256 Schering - Plough |Industriepark 30, Heist-op-  * Thudc vé trung: EU-GMP |BE/GMP/20 Federal Agency for 7
Labo NV (N.V) den-Berg, 2220, Belgium +Thudc tiét trung cudi: dung dich/ hdn dich thudc tiém thé tich nhé. 19/050 by @ |Medicines and Health
(Céch ghi khéc: Industriepark [+ Xuat xwéng 16 IS S |Products (FAMHP),
: . oA e TN A ) )
30, B- 2220, Heist-op-den- Ch}rng nhan 16 thudc sinh hoc: thudc cong nghé sinh hoc g 8 Belgium
Berg, Belgium) * Kiém tra chat luong N ~
o o
BE-002 » Janssen Pharmaceutica NV » Turnhoutseweg 30, Beerse, 2340, Belgium
91 Janssen Turnhoutseweg 30, Beerse, |* Thudc khéng vé trung: EU-GMP [BE/GMP/20 ~ ~ Federal Agency for 6
Pharmaceutica NV |2340 (ho3c B-2340), Belgium |+ Thuéc l6ng dung ngoai (dung dich, hén dich), thudc 18ng uéng (dung dich, siro, hén dich), thudc ban rén (kem, m&), miéng dan qua da. 17/007 b=y & |Medicines and Health
+ Xuat xudng ] ) 3 m Products (FAMHP),
* Péng goi so cap (Thudc 1dng dung ngoai (dung dich, hdn dich), thudc Idng udng (dung dich, siro, hdn dich), thudc ban rén (kem, m&), miéng dén qua da), Q - Belgium
déng géi thir cap. X -
* Vifen trn ch &+ livovne
92 Janssen Turnhoutseweg 30, Beerse, |* Thudc vé trung: EU-GMP |BE/GMP/20 o ~ |Federal Agency for 6
Pharmaceutica NV [2340 (hodc B-2340, Beerse), +Thudc sdn xuat v trung: dung dich thudc tiém thé tich nhd; hdn dich thudc tiém thé tich nho; dung dich thudc nhd mat. 17/124 § § Medicines and Health
Belgium +,Xuat,xu‘d?g} ﬁl ﬁl Products (FAMHP),
* Péng goi thit cap < < [Belgium
* Dugc chat vé trung: Paliperidone Palmitate. © ™
BE-003 » Alcon-Couvreur NV » Rijksweg 14, Puurs, 2870, Belgium
93 Alcon-Couvreur Rijksweg 14, Puurs, 2870 * ThuGc v6 tring: EU-GMP |BE/GMP/20 Federal Agency for 6
NV (hodc B-2870), Belgium Thudc san xut vd triing: dang bao ché ban rén (thusc m& tra mét); thudc nhd mét (dung dich, hdn dich) (bao gdm Prostaglandin). 18/132 o - Medicines and Health
Cach ghi khac: S.A. * Chirng nhan xudt xuéng: Thudc vo trung va Thudc sinh hoc. g S |products (FAMHP),
. o IS ]
Alcon-Couvreur Bdng gdi thit cép & &  |Belgium
—
N.V. hodc SA. 3 o
i
Alcon-Couvreur NV ”
1161  |Alcon-Couvreur Rijksweg 14, Puurs, 2870 * ThuGc v6 tring: EU-GMP |BE/GMP/20 Federal Agency for 14
NV (hodc B-2870), Belgium + Thudc san xut vd trung: dung dich thé tich nhd: Thudc nhé mét (dung dich, hdn dich). 19/025 o ~  |Medicines and Health
Céch ghi khac: S.A. * Thu6ce sinh hoc: Thudc cong nghé sinh hoc (chi pha ché va déng lo) b=y o |Products (FAMHP),
Alcon-Couvreur * Chirng nhan xut xudng: Thudc vo trung va Thudc cong nghé sinh hoc. E z Belgium
-
N.V. hoic SA. 2 o
i
Alcon-Couvreur NV ”
2110 |Alcon-Couvreur Rijksweg 14, Puurs, 2870 * ThuGc vé tring: EU-GMP |BE/GMP/20 Federal Agency for 25
NV (hodc B-2870), Belgium +Thudc san xut vd trung: dung dich thé tich nhd: Thudc nhé mét (dung dich, hdn dich). 21/065 N - Medicines and Health
Céch ghi khac: S.A. * Thu6ce sinh hoc: Thudc cong nghé sinh hoc (chi pha ché va déng lo) N S [Products (FAMHP),
Alcon-Couvreur * Ching nhan xuat xudng: Thudc vé tring va Thudc cong nghé sinh hoc. g :,; Belgium
< o S
N.V. hodc SA. m 2'
Alcon-Couvreur NV
BE-004 » S.M.B. Technology SA » Zoning Industriel - Rue du Parc industriel 39, Marche-en-Famenne, 6900, Belgium
398 S.M.B Technology [Zoning Industriel - Rue du * Thu8c khong vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang dng; thudc bot; thudc dan; vién nén; vién nén bao; vién nén sui. EU-GMP [BE/GMP/20 Federal Agency for 8
SA Parc industriel 39, Marche- 18/036 © «~ |Medicines and Health
(céch ghi khac: en-Famenne, 6900, Belgium S S |Products (FAMHP),
SMB Technology (cach ghi khac: Rue du Parc E 2 Belgium
Industriel 39 - 6900 Marche- Q inl
S.A) . ~ ~
en-Famenne-Belgium). ~ o0
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1837 S.M.B Technology |Zoning Industriel - Rue du * Thu8c khéng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang |dng; thudc bot; vién nén; vién nén bao; vién nén sui EU-GMP |BE/GMP/20 Federal Agency for 21
SA Parc industriel 39, Marche- 21/067 o < |Medicines and Health
(cach ghi khac: en-Famenne, 6900, Belgium S S |Products (FAMHP),
(cach ghi khac: Rue du P I3 N R
SMB Technology ~|!cach 8hi khac: Rue du Parc & < |Belgium
Industriel 39 - 6900 Marche- inl Q
S.A) . o —
en-Famenne-Belgium). o ~
BE-005 » Catalent Belgium SA » Font Saint Landry 10, Bruxelles, 1120, Belgium
257 Catalent Belgium [Font Saint Landry 10, * Thugc v6 trung: EU-GMP |BE/GMP/20 ~ o |Federal Agency for 7
SA Bruxelles, 1120, Belgium + Thu8c san xudt vé trung: Dung dich thé tich nhé. 17/044 § § Medicines and Health
+ Thudc tiét trung cudi: Dung dich thé tich nhé. ,s' <O',. Products (FAMHP),
=t Q Belgium
480 Catalent Belgium  [Font Saint Landry 10, * Thugc v6 trung: EU-GMP |BE/GMP/20 o « |Federal Agency for 9
SA Bruxelles, 1120, Belgium + Thu8c san xudt vé trung: Dung dich thé tich nhé. 20/003 S S |Medicines and Health
+ Thudc tiét trung cudi: Dung dich thé tich nhé. g g Products (FAMHP),
< o |Belgium
[22] o~
BE-006 » Besins Manufacturing Belgium SA » Groot Bijgaardenstraat 128, Drogenbos, 1620, Belgium
258 Besins Groot Bijgaardenstraat 128, [* Thudc khong v6 triing: EU-GMP |BE/GMP/20 Federal Agency for 7
Manufacturing Drogenbos, 1620, Belgium [+ Dang bao ché& ban ran (thudc kem, thudc m&, thudc gel) chira hormon; 19/095 Medicines and Health
. A o ~
Belgium SA + Chimg nhan xudt xudng IS & |Products, Belgium
*Done g6
(Cach ghi khac: Bonggdi: ) ' . ] S
Besins +Dong goi so cap: Vién nang mém chira hormon; Thu6c ban ran chira hormon. o il
Manufacturi +Ddng gdi thir cap. 3 S
an_u acturing * Kiém tra chat lwgng: Héa ly/Vat ly.
Belgium)
BE-007 » Pfizer Manufacturing Belgium NV » Rijksweg 12, Puurs, 2870, Belgium
592 Pfizer Rijksweg 12, Puurs, 2870, * Thudc vé tring: EU-GMP |BE/GMP/20 Federal Agency for 9
Manufacturing Belgium + Thudc san xut vd trung: Thudc dong khd (bao gdm ca thudc chira hormon); dung dich thé tich nhd, hdn dich thé tich nhé (bao gdm ca thudc chira 20/009 2 @ |Medicines and Health
Belgium NV hormon). ] & | & |products (FAMHP),
+ Thudc tiét trung cudi: Dung dich thé tich nho, g b= Belgium
* San pham sinh hoc: Pha ché, déng lo thudc mién dich, thudc cong nghé sinh hoc, thudc cé ngudn gdc tir ngudi hodc dong vat (heparin cé phan tlr lwgng m‘ 2‘
thap)
PRV (S TGP Y SRy WO NUQUEPY Y. SUPOS ) PRI [P NPT 0T JUPS Y Nl FPRPY Y PUPY SPPu PP SO S P VI O 7 Ypuigy vy
1786 Pfizer Rijksweg 12, Puurs, 2870, Déng goi thir cap vac xin EU-GMP |BE/GMP/20 - < |Federal Agency for 20
Manufacturing Belgium 21/026 § § Medicines and Health
Belgium NV g C‘—'; Products (FAMHP),
@ @ |Belgium
2111  |Pfizer Rijksweg 12, Puurs, 2870, * Thudc vé trung: EU-GMP |BE/GMP/20 - < |Federal Agency for 25
Manufacturing Belgium + Thu8c san xudt v trung: Dang 16ng thé tich nhé. 21/099 § § Medicines and Health
Belgium NV * San pham sinh hoc: Thudc mién djch.~ SI ey Products (FAMHP),
* Xudt xwdng thudc vé trung, thudc mién dich. by ,OL Belgium
* Péng goi thir cap. o N
BE-008 » Centre de Recherches et de Nouvelles Applications SA » Zoning Industriel d'Heppignies Ouest, Avenue d'Heppignies, Fleurus, 6220, Belgium
699 Centre de Zoning Industriel * Dong goi thir cap EU-GMP |BE/GMP/20 Federal Agency for 11
Recherches et de  |d'Heppignies Ouest, Avenue 19/079 a '  [Medicines and Health
Nouvelles d'Heppignies, Fleurus, 6220, S &  [Products (FAMHP),
Applications SA Belgium o & [Belgium
(en abrégé: CRNA 8 9
SA)
BE-009 » Baxter SA » Boulevard René Branquart 80, Lessines, 7860, Belgium
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412 Baxter SA Boulevard René Branquart  [* Thudc vé tring: EU-GMP |BE/GMP/20 o - Federal Agency for 8
80, Lessines, 7860, Belgium + Thudc san xudt v trung: ThuSc déng kha. 18/104 2 S |Medicines and Health
+ Thudc tiét trung cudi: 3 g Products (FAMHP),
- Dung dich, nhii dich thé tich 1¢n; e t Belgium
- Dung dich, nhii dich thé tich nhé. 3 2
* VoSt visdina: cde dong thife trn hon afm oA cdn nhim miln dich
1572  [Baxter SA (Baxter [Boulevard René Branquart  |* ThuSc vé trung: EU-GMP |BE/GMP/20 Federal Agency for 18
S.A/Baxter S.A.) 80, Lessines, 7860, Belgium + Thudc san xuat vé trung: Thudc dong khd. 19/113 Medicines and Health
Cach ghi khac: Bd. René + Thuéc tiéF trﬁngf:u(?ﬁi: o Products (FAMHP),
Branquart 80, B-7860 - Dung dich, nhii dich thg tich Ién; g m Belgium
Lessines, Belgium - Dung dich, nhii dich thé tich nha. I IS
hodc: Bd René Branquart 80, |* Xuat xuwdng thudc vd trung. 3 I
B-7860 Lessines - Belgium * Péng goi thir cap. g' ;;';
hodc: Boulevard René * Kiém tra chat lugng: Vi sinh: vé trung; Héa hoc/Vat ly.
Branquart 80, B-7860
Lessines - Belgium
2112  |Baxter SA (Baxter |Boulevard René Branquart  |* Thudc v6 trung: EU-GMP |BE/GMP/20 Federal Agency for 25
S.A/Baxter S.A.) 80, Lessines, 7860, Belgium + Thudc tiét trung cudi: 20/127 Medicines and Health
Cach ghi khac: Bd. René -Dung d?ch, nhii d?ch thé tich lon; Products (FAMHP),
Branquart 80, B-7860 . Dung dich, Ehu dich thé tich nho. : @ Belgium
Lessines, Belgium * Xuat xudng thudc vo trung. IS <
hodc: Bd René Branquart 80, |* Déng géi thir cap. 8 a
B-7860 Lessines - Belgium :5 3'
hodc: Boulevard René
Branquart 80, B-7860
Lessines - Belgium
BE-010 » GlaxoSmithKline Biologicals SA » Parc de la Noire Epine - Rue Fleming 20, Wavre, 1300, Belgium
907 GlaxoSmithKline  |Parc de la Noire Epine - Rue  [* Thudc v6 trung: EU-GMP |BE/GMP/20 | o « |Federal Agency for 12
Biologicals SA Fleming 20, Wavre, 1300, + Thu8c san xudt vé trung: Dung dich thé tich 1&n; thudc déng khd; dung dich thé tich nhé. 18/153 § § Medicines and Health
Belgium + Thudc tiét trung cudi: D~ung dich thé tich nhd; dung dich thé tich 1én. g' 8‘ Products (FAMHP),
* Ty e o AR L Ao - - ]
Thudc sinh hoc: Thuoc mién dich; thudc cong nghé sinh hoc. & : Belgium
1458  |GlaxoSmithKline |Parc de la Noire Epine - Rue |* Thudc vé trung: EU-GMP |BE/GMP/20 Federal Agency for 17
Biologicals SA Fleming 20, Wavre, 1300 + Thu8c san xudt vé trung: Dung dich thé tich 1&n; thudc déng khé; dung dich thé tich nhé. 19/019 o ~ |Medicines and Health
(GSK Biologicals) (ho3c B-1300 Wav.re, hodc + Thliéc ti:ét trUngMcué'Ai: D\ung dich thé tich nhd; dung dich thé tich 1én. § § Products (FAMHP),
1300 Wavre), Belgium + Xuat xudng thudc Yo tr\jng. > & |Belgium
* Thu8c sinh hoc: Thu8c mién dich; thudc cong nghé sinh hoc. Q Q
+ Xudt xudng thude sinh hoc. S X
* Pong goi thir cap.
1838 [GlaxoSmithKline |Parc de la Noire Epine - Rue |* Thudc vé trung: EU-GMP |BE/GMP/20 Federal Agency for 21
Biologicals SA Fleming 20, Wavre, 1300 + Thu8c san xudt vé trung: Dung dich thé tich 1&n; thudc déng khd; dung dich thé tich nhé. 20/092 4 o |Medicines and Health
(GSK Biologicals) (ho3c B-1300 Wavre, hodc + Thu'6c tiét trung cudi: Dung dich thé tich nhd; dung dich thé tich I&n. =] S |Products (FAMHP),
1300 Wavre), Belgium + Xuat xwdng thudc vé trung. E g Belgium
* Thudc sinh hoc: Thudc mién dich; thudc cong nghé sinh hoc. Q Q
. 3 P [<2] o™
+ Xuat xudng thudc sinh hoc. ~ ~
* Pong goi thir cap.
EMVITS " ookl PR T R NS W) llad A bl oo AV KA & Lol adanlo
BE-011 » GlaxoSmithKline Biologicals SA » Rue de I'Institut 89, Rixensart, 1330, Belgium
516 GlaxoSmithKline  |Rue de I'Institut 89, * ThuBc vo trung: EU-GMP |BE/GMP/20 a — |Federal Agency for 9
Biologicals SA Rixensart, 1330, Belgium + Thu8c san xudt vd trung: dung dich thé tich 1&n; dung dich thé tich nhé. 18/145 § § Medicines and Health
+ Thu@c tiét trung cudi: d~ung dich thé tich Ion. 8‘ :' Products (FAMHP),
* Ty e o b x L o
Thudc sinh hoc: thuc mién dich; thu6c cong nghé sinh hoc. g 8- Belgium
Danh sach téng hop co s& nudc ngoai dap tng GMP Trang 14 / 307 17-01-2023



. - Ao ol s P 1y | NGAY POT
ID CHU'NG | TEN CO’ SO’ SAN : " A NGUYEN | GIAY CH. [NGAY = P A
: pe PIA CHI PHAM VI CHUNG NHAN < A = HET CO’ QUAN CAP CONG
CHI XUAT : . y TAC GMP NHAN CAP Q =
HAN BO
1459 [GlaxoSmithKline |Rue de I'Institut 89, * ThuBc vo tring: EU-GMP |BE/GMP/20 Federal Agency for 17
Biologicals SA Rixensart, 1330, Belgium + Thu8c san xudt vd trung: dung dich thé tich 1&n; dung dich thé tich nhé. 20/095 by @ |Medicines and Health
(GSK Biologicals) + Thudc tiét trung cudi: dung dich thé tich I6n; dung dich thé tich nhé. IS S |Products (FAMHP)
+ Xudt xwdng thudc vo tring. g' fH\IA Belgium
* Thudc sinh hoc: thuc mién dich; thuSc cdng nghé sinh hoc. 0 Y
+ Xudt xwdng thudc sinh hoc. e °
X A, L N | i La HN
BE-012 » UCB Pharma SA » Chemin du Foriest, Braine-L'Alleud, 1420, Belgium
g
1573 UCB Pharma SA Chemin du Foriest, Braine- * Thudc khong vé trung: Vién nang cirng, vién nén EU-GMP [BE/GMP/20 o — |Federal Agency for 18
I'Alleud, 1420, Belgium * Chirng nhan 16 16/100 % § Medicines and Health
n o |Products (FAMHP),
< < )
N o [Belgium
- o
BE-013 » Baxalta Belgium Manufacturing SA » Boulevard René Branquart 80, Lessines, 7860, Belgium
700 Baxalta Belgium Boulevard René Branquart  |* Thudc vé trung: EU-GMP |BE/GMP/20 Federal Agency for 11
Manufacturing SA 80, Lessines, 7860, Belgium. + Thudc san xuat vé trung: Dung dich thé tich Ién; dung dich thé tich nhd; thudc dong kho. 17/118 Medicines and Health
Cach viét khac: Boulevard + Thudc tiét trung cudi: Dung dich thé tich Ién; dung dich thé tich nhé. Products, Belgium
René Branquart 80, Lessines, * Th:,oc S:h hoci ’
+ .
B- 7860, Belgium anpnemmed
+San pham mién dich. 0 -
* Chirng nhan xuét xudng 16: b =y
+San pham mau; N [N
+5an pham mién dich; a g
+San pham c6ng nghé sinh hoc Q -
* Déng goi thir cap.
* Kiém tra chat lvong:
+ Visinh: v6 trung.
+ Vi sinh: Khong vo trung.
+ Hda hoc/Vat ly.
4 Sinh hoc
1351 [Baxalta Belgium  [Boulevard René Branquart  [* Thudc vé trung: EU-GMP |BE/GMP/20 Federal Agency for 16
Manufacturing SA |80, Lessines, 7860, Belgium. + Thudc san xudt vé trung: Dung dich thé tich 1&n; dung dich thé tich nhé; thudc déng khé. 20/105 Medicines and Health
(*Céch ghi khéc: Boulevard  |* Thudc sinh hoc: Products, Belgium
René Branquart 80, Lessines, + San pham mau;
B- 7860, Belgium) +53n pham mién dich.
* Chirng nhan xuét xudng 16: S S
s 2 . o o
+San pham mau; NG N
+5an pham mién dich; i g
+San pham céng nghé sinh hoc S 5
* Pong goi thir cap.
* Kiém tra chat lugng:
+ Visinh: vo trung.
+ Visinh: Khong vo trung.
+Hoéa hoc/Vat ly.
BE-014 » Laboratoires Pharmaceutiques Trenker SA » Avenue Thomas Edison 32, Thines, 1402, Belgium
908 Laboratoires Avenue Thomas Edison 32,  |* Thudc khéng vo triing: vién nang clng; thudc dung ngoai dang 1dng; thudc udng dang 16ng; thudc bdt; vién nén, vién nén bao phim. EU-GMP |BE/GMP/20 0 —~ |Federal Agency for 12
Pharmaceutiques |Thines, 1402, Belgium 17/137 § § Medicines and Health
Trenker SA g & |Products (FAMHP),
8' o |Belgium
1985 Laboratoires Avenue Thomas Edison 32,  |* Thu8c khéng vé trung: Vién nang cing; thuc dung ngoai dang 16ng; thudc udng dang 1dng; thudc bét; vién nén, vién nén bao phim. EU-GMP |BE/GMP/20 - « |Federal Agency for 23
Pharmaceutiques |Thines, 1402, Belgium * Xudt xudng thude khdng vo trung. 20/104 § § Medicines and Health
Trenker SA * Pong goi so cap: Vién nang cirng; thudc dung ngoai dang 1dng; thudc udng dang ldng; thudc bdt; vién nén, vién nén bao phim. o & |Products (FAMHP)
* Pong goi thir cap. 3 ; Belgium
* Kiém tra chat lugng: Vi sinh (khéng vo tring); Héa hoc / Vat Iy. o <
BE-015 » Janssen Pharmaceutica NV » Lammerdries 55, Olen, 2250 (hodc B-2250), Belgium
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909 Janssen Lammerdries 55, Olen, 2250 |* Thu8c khéng vé trung: Thudc dang hat. EU-GMP |BE/GMP/20 o « |Federal Agency for 12
Pharmaceutica NV |(hodc B-2250), Belgium * Co s sén xudt ban thanh pham: 16/026 § § Medicines and Health
+ Vién nang clrng SPORAL (Itraconazole 100mg); ﬁl ﬁl Products (FAMHP),
+ Vién nang clrng giai phéng kéo dai REMINYL, 16mg (10,25 mg galanatamine hydrobromide twong duong 8mg galantamine). n - Belgium
+ Vién nang clrng giai phéng kéo dai REMINYL, 8mg (20,51 mg galanatamine hydrobromide twong duong 16mg galantamine). ° «™
1677 |Janssen Lammerdries 55, Olen, 2250  [* Thudc khong vo tring: Thudc dang hat. EU-GMP |BE/GMP/20 | « |Federal Agency for 19
Pharmaceutica NV |(hodc B-2250), Belgium * Co s sén xudt ban thanh pham: 21/011 § § Medicines and Health
+ Vién nang clrng SPORAL (Itraconazole 100mg); 8‘ 8‘ Products (FAMHP),
+ Vién nang clrng giai phéng kéo dai REMINYL, 16mg (10,25 mg galanatamine hydrobromide twong duong 8mg galantamine). & o |Belgium
+ Vién nang clrng giai phéng kéo dai REMINYL, 8mg (20,51 mg galanatamine hydrobromide twong duong 16mg galantamine). «™ ©
BE-017 » Tilman SA » Zoning Industriel Sud 15, Baillonville, 5377, Belgium
1239 Tilman SA Zoning Industriel Sud 15, * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang ldng; vién nén, vién nén bao (bao gdm ca vién nén bao phim). EU-GMP |BE/GMP/20 o « |Federal Agency for 15
Baillonville, 5377, Belgium  [* Thudc tir duoc lidu. 17/066 § § Medicines and Health
8: g Products (FAMHP),
g Q Belgium
1905 Tilman SA Zoning Industriel Sud 15, * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang ldng; vién nén, vién nén bao phim. EU-GMP |BE/GMP/20 Federal Agency for 22
Baillonville, 5377, Belgium * Thudc tir duoc lidu. 21/094 Medicines and Health
Céch ghi khéc: * Xudt xudng 16 thudc khdng vo trung . < |Products (FAMHP),
Zoning Industriel Sud 15, B-  [* Ddong gdi: S g Belgium
5377 Baillonville, Belgium + Déng gbi cap 1: Vién nang crng; vién nang mém; thudc udng dang 16ng; vién nén, vién nén bao phim. 2 g
hogc: 15 Zoning Industriel, +Déng gbi cap 2 < Q@
o ‘ (a2} o
B5377 Baillonville - Belgium | * Kiém tra chat lwgng: Hoa ly/Vat ly ~ (=}
BE-018 » Laboratoria Smeets NV » Fotografielaan 42, Wilrijk, 2610, Belgium
1574 Laboratoria Fotografielaan 42, Wilrijk, * Xuat xwdng thudc khéng vé trung. EU-GMP |BE/GMP/20 o ~ |Federal Agency for 18
Smeets NV 2610, Belgium * Dong goi so cap: Thudc udng dang 10ng; Thudc dung ngoai dang 16ng; Thudc bét, thudc cém. 19/116 § g, Medicines and Health
* Pong goi thir cap. g g' Products (FAMHP),
Lh o |Belgium
— —
BG-001 » Sopharma AD » 16 lliensko Shosse Str., Sofia 1220, Bulgaria
452 Sopharma AD 16 lliensko Shosse Str., Sofia |* ThuGc vo trung: EU-GMP |BG/GMP/20 | ~ o |Bulgarian Drug Agency 9
1220, Bulgaria + Thudc san xuat vé trung (khéng bao gdm déng géi): thudc ddng kho; dung dich thé tich nhé. 17/106 § §
=) o
- S
~ -
— ~
459 Sopharma AD 16 lliensko Shosse Str., Sofia |* Thudc khéng vé trung: Vién nang cing; vién nén, vién nén bao phim. EU-GMP [BG/GMP/20 S ~ |Bulgarian Drug Agency 9
1220, Bulgaria * Thudc duoc liéu. 19/153 § §
Lh ~
o —
Iy -
<) %)
602 Sopharma AD 16 lliensko Shosse Str., Sofia  [* Thudc vo tring: EU-GMP |BG/GMP/20 | o o |Bulgarian Drug Agency 10
1220, Bulgaria + Thudc san xudt vo trung: dung dich thé tich nhé. 20/174 § §
+ Thudc tiét trung cudi: dung dich thé tich nho. g' 8‘
< &
— i
2113  |Sopharma AD 16 lliensko Shosse Str., Sofia  [* Thudc vo tring: EU-GMP |BG/GMP/20 | \» |Bulgarian Drug Agency 25
1220, Bulgaria + Thudc san xudt vé trung (khéng bao gdm déng géi): thudc ddng khé; dung dich thé tich nho. 22/217 S S
* ThuBc khéng vé trung: Vién nang cirng; vién nén, vién nén bao phim. E g
* Thudc duoc liéu. o iy
~ S}
BG-002 » Sopharma AD » Vrabevo vig, 5660 district of Lovech, Bulgaria
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94 Sopharma AD Vrabevo vlg, 5660 district of |* Thudc khdng vé triing: vién nang crng; vién nén; dung dich thudc duing ngoai, nuérc sic miéng, thudc udng dang ldng (siro, dung dich, hén dich) thudc kem, EU-GMP |BG/GMP/20 © « |Bulgarian Drug Agency 6
Lovech, Bulgaria gels, m&. 18/116 b §
* Thudc dugc lidu Ry Ry
S I
& I~
- o
1906 Sopharma AD Vrabevo vlg, 5660, district of |* Thudc khdng vé trung: Vién nang crng; vién nén; dung dich thudc dung ngoai, nudc sic miéng; thudc udng dang ldng (siro, dung dich, hén dich); thudc EU-GMP |BG/GMP/20 Bulgarian Drug Agency 22
Lovech, Bulgaria kem, gel, m&. 21/186 bt 3
* Thuée duoc lidu. Q 2
* Pong goi so' cap: Vién nang cirng; vién nén; dung dich thudc dung ngoai, nudc sic miéng; thudc udng dang I1dng (siro, dung dich, hén dich); thudc kem, gel, S' oo'\
mé. ~ <
* Pong goi thir cap. o o
X A, re N | allicinl (LA Akl Aol b FAVEYS M
BG-003 » Balkanpharma - Razgrad AD » 68 Aprilsko vastanie Blvd., Razgrad 7200, Bulgaria
259 Balkanpharma - 68 Aprilsko vastanie Blvd., * Thu8c vé trung: EU-GMP |BG/GMP/20 © —~ |Bulgarian Drug Agency 7
Razgrad AD Razgrad 7200, Bulgaria +Thu6c sdn xuat vd trung: Dang bao ché bén rén, dung dich thé tich nhé (dung dich, hén dich nhé mét)(bao gdm ca thudc chira hormon corticosteroid); 18/126 § §
thudc bot pha dung dich tiém chira khang sinh nhém Cephalosporin; ~ &
* Thudc khong v trling: Vién nang cirng; dang bao ché ban rin; vién nén (bao gdm ca thubc chira hormon corticosteroid);vién nén bao phim; thudc bt pha g :
hdn dich udng. -~ M
1839  [Balkanpharma - 68 Aprilsko vastanie Blvd.,  |* Thudc v6 trung: EU-GMP |BG/GMP/20 | < |Bulgarian Drug Agency 21
Razgrad AD Razgrad 7200, Bulgaria +Thu6c sdn xuat vd trung: Dang bao ché bén rén, dung dich thé tich nhé (dung dich, hén dich nhé mét) (bao gdm ca thudc chira hormon hoic chét cé hoat 21/185 § §
tinh hormon) &S ~
* Thudc khong v trling: Vién nang clrng; dang bao ché ban rén; vién nén (bao gdm ca thudc chira hormon hoic chat cé hoat tinh hormon); vién nén bao ; g
phim; thudc bdt pha hén dich udng va dung dich uéng. A M
BG-004 » GE Pharmaceuticals Ltd » Industrial Zone, "Chekanitza-South" area Botevgrad, 2140 Bulgaria
260 GE Industrial Zone, "Chekanitza- |* Xuat xwdng thudc khdng vo trung; EU-GMP [BG/GMP/20 © ~ Bulgarian Drug Agency 7
Pharmaceuticals |South" area, 2140 * Dong goi so cap: vién nang cirng; vién nén; 18/121 = o
Ltd Botevgrad, Bulgaria * Pong goi thir cap. E z
* Kiém tra chat lugng: vi sinh (trir test vd khuan); héa hoc/vat Iy. (=] i
* Péng goi thit cap san pham cu thé: = =
L ThuAc hAt dAna LhA nha +iAm Bartazamibh Ganthan (TAn $2i \liAt Nam: RBartazamih Bi \
1986 |GE Industrial Zone, "Chekanitza- |* Xudt xudng thuSc khong vé trung; EU-GMP |BG/GMP/20 | ~ < |Bulgarian Drug Agency 23
Pharmaceuticals  |South” area, 2140 * Péng géi cap 1: vién nang cling; vién nén; 22/197 S S
Ltd Botevgrad, Bulgaria * Péng goi cap 2. E :
* Kiém tra chat lugng: vi sinh khdng vé trung; hda hoc/vat Iy. 2 ;;
- [S)
BG-005 » Balkanpharma - Dupnitsa AD » 3 Samokovsko Shosse Str., Dupnitsa 2600, Bulgaria
503 BALKANPHARMA - [3 SAMOKOVSKO SHOSSE * ThuBc khéng vé trung: Vién nang cirng; vién nén, vién nén bao phim. EU-GMP [BG/GMP/20 | o ~ |Bulgarian Drug Agency 9
DUPNITSA AD STR., DUPNITSA 2600, * Péng goi so cap: bao gdbm ca vién nang mém 19/151 § §
BULGARIA < &
S —
o -
— ™
2114  |BALKANPHARMA - |3 SAMOKOVSKO SHOSSE * ThuBc khdng vé trung: Vién nang cirng; vién nén, vién nén bao phim. EU-GMP |BG/GMP/20 ~ .~ |Bulgarian Drug Agency 25
DUPNITSA AD STR., DUPNITSA 2600, * Dong goi so cdp: bao gdbm ca vién nang mém 22/204 S S
BULGARIA * Dong goi th cip a 9
* Kiém tra chat lugng: vi sinh, ly/héa hoc S’r 3
o o~
BG-006 » Pharma PLC » 13, Neofit Rilski Street, 2600 Dupnitsa, Bulgaria
400 Pharma PLC 13, Neofit Rilski Street, 2600 |* Thudc khéng vo trung: vién nén. EU-GMP |BG/GMP/20 | o |Bulgarian Drug Agency 8
Dupnitsa, Bulgaria * Péng goi so cap: vién nang clrng; vién nén 16/091 § §
* Péng goi thir cap. & &
— -
I -~
S ~
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1048 [Pharma PLC 13, Neofit Rilski Street, 2600 [* Thudc khdng vo tring: vién nén.; vién nang clng EU-GMP |BG/GMP/20 o - Bulgarian Drug Agency 13
Dupnitsa, Bulgaria * Pong goi so cap: vién nang clrng; vién nén 19/166 b= o
Cach ghi khac: 13 Neofit * Pong goi thir cap. N N
‘, - o~
Rilski str., 2600 Dupnitsa, * Kiém tra chat lugng: i il
Bulgaria + Vi sinh: thu8c khéng vé trung. 3 -
e tlda bacA/at 1
BG-007 » INBIOTECH LTD » 7 Sheinovo Str., Sofia 1504, Bulgaria
454 |INBIOTECH LTD 7 Sheinovo Str., Sofia 1504,  [* Xuat xudng 16 thudc khong vo trung. EU-GMP [BG/GMP/20 | o, o |Bulgarian Drug Agency 9
Bulgaria 19/154 é' §
7o) ]
o -
o -
<] ™
- » Chemax Pharma » oritsa Str., Sofia , Bulgaria
BG-008 Ch Ph LTd » 8A Goritsa Str., Sofia 1618, Bulgari
910 Chemax Pharma 8 A Goritsa Str., Sofia 1618,  |* Thudc khong vé tring: Vién nang cirng; bot pha dung dich udng; bot pha hdn dich udng; thudc ung dang Idng; thubc dung ngoai dang 1dng; Vién nén. EU-GMP |BG/GMP/20 o o |Bulgarian Drug Agency, 12
LTd Bulgaria 19/150 § § Republic of Bulgaria
< ]
S —
® -
S ™
BG-009 » Vetprom AD » 26 Otez Paisii Str., Radomir 2400, Bulgaria
1162  [Vetprom AD 26 Otez Paisii Str., Radomir  |* Thudc vé trung: EU-GMP |BG/GMP/20 Bulgarian Drug Agency 14
2400, Bulgaria. + Thudc san xuat vé trung: Thudc Idng thé tich nhé (dung dich tiém) 18/125 o -
(Céch viét khac: 26 Otez + Thudc tiét trung cudi: Thudc 16ng thé tich nho (dung dich tiém) b =
Paissij Str., 2400 Radomir, + Chirng nhan 16 S E
Bulgaria) * Thudc khong v triing: Thubc udng dang ldng (siro, hdn dich), thudc ban ran (kem, m&, gel) Q Q
+ Chitng nhan 16 8 3
* Péng goi so cap, thit cap
1352  [Vetprom AD, the |26 Otez Paisii Str., Radomir ~ |* Thudc vé trung: EU-GMP |BG/GMP/20 0 —~ |Bulgarian Drug Agency, 16
Vpharma site 2400, Bulgaria + Thu8c san xuat vd trung: Dung dich thé tich nhé. 18/142 § § Republic of Bulgaria
(* Cach ghi khéc: 26 Otez + Thudc tiét trung cudi: Dung dich thé tich nhé. & &
Paisii Str., 2400 Radomir, * Thudc khdng vé trung: Thudc udng dang 1dng; Thudc dung ngoai dang dung dich; Thudc ban rén (kem, gel, m&). :b‘ :
Bulgaria) * Thudc sinh hoc: San pham cé ngudn géc tir ngudi hodc dong vat. A N
BG-011 » Balkanpharma- Troyan AD » 1 Krayrechna Str., 5600 Troyan, Bulgaria
1163 Balkanpharma- 1 Krayrechna Str., 5600 * Thudc khdng vé trung: thudc duing ngoai dang 1dng, thudc udng dang 1dng, thudc bén rén. EU-GMP |BG/GMP/20 o «~ |Bulgarian Drug Agency 14
Troyan AD Troyan, Bulgaria 19/148 3 S
< ]
S —
- -
o ™
BR-001 » Novartis Biociencias S.A » AV Nossa Senhora da Assuncao, 736, Sao Paulo Sao Paulo, Brasil
575 Novartis AV Nossa Senhora da * ThuBc vo trung: Dung dich thudc san xuat vé trung. WHO-GMP |6UAO0.H7MY. Brazilian Health 9
Biociencias S.A Assuncao, 736, Sao Paulo OCCV.79ELA| 9 [Regulatory Agency
Sao Paulo, Brasil K3T.E3YW.2 I <
RCSKSOUH | S | S
019.TUQ S S
603 Novartis AV Nossa Senhora da * ThuBc vé trung: dung dich thudc san xudt vé trung. WHO-GMP [FT6S.NWTD. Brazilian Health 10
Biociéncias S.A Assuncao, 736, So Paulo M6MF.7HON| — |Regulatory Agency
S3do Paulo, Brasil \WDIX.0G76 by =
(Céch viét khac: AV. Nossa CLNB.MVRL ; ;\."
S 3 . S =)
enhora da fssungao, No. EYE2.4WOA ot s
736, Butanta — CEP 05359- ~ ~
001, S3o Paulo - SP, Brasil)
BR-002 » Boehringer Ingelheim do Brasil Quimica E Pharrmaceutical Ltda » Rod. Regis Bittencourt (BR116), Km 286, Itapecerica Da Serra Sao Paulo, Brasil
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911 Boehringer Rod. Regis Bittencourt Thudc dang 16ng khdng vé trung: Dung dich; dung dich khi dung; hén dich, siro. WHO-GMP |EKTB.N5HC. Brazilian Health 12
Ingelheim do (BR116), Km 286, Itapecerica QJDP.WJ8X. Regulatory Agency
Brasil Quimica E [P Serra Sao Paulo, Brasil 4G2T.LW84.
Pharrmaceutical  |{* Cach ghi khac: LIPN.7BRIL.O
Ltda + Rod. Regis Bittencourt TON.TXW) o ~
(BR116), Km 286,06888-700, ' S S
Itapecerica Da Serra Sao ,:" (:
Paulo, Brasil 2 2
+ Rodovia Regis Bittencourt, A —
Km 286, Itapecerica Da Serra
Sao Paulo, CEP 06888-700,
Brasil)
912 Boehringer Rod. Regis Bittencourt * Thudc khdng vé trung: thudc udng dang long (dung dich, hén dich, siro); thudc xit mdii. EU-GMP |DE_RP_01_ Co quan tham quyén 12
Ingelheim do (BR116), Km 286, 06888-700, [Sdn pham cu thé: dung dich khi dung Berodual, Dexa Rhiospray GMP_2020_ Plc
Brasil Quimica e Itapecerica Da Serra Sao 0029
Farmaceutica Ltda Pau'f” P B'raSilI
(* Céch ghi khac: o o
+ Rod. Regis Bittencourt § §
(BR116), Km 286,06888-700, > 3
Itapecerica Da Serra Sao Q <
wn o~
Paulo, Brasil N ~
+ Rodovia Regis Bittencourt,
Km 286, Itapecerica Da Serra
Sao Paulo, CEP 06888-700,
Brasil)
BY-001 » Minskintercaps U.V » Building 2, 26/3 Inzhenernaya Str., 220075 Minsk, Republic of Belarus
15 Minskintercaps Building 2, 26/3 * Thudc khong vé trung: Vién nang cing, vién nang mém WHO-GMP|023/2016/G o |BdYtéBelarus 2
u.v Inzhenernaya Str., 220075 MP §
Minsk, Republic of Belarus &
o
]
BY-002 » Belmedpreparaty Republican Unitary production Enterprise » Workshop No. 2: 30 Fabritsius St., Minsk, Republic of Belarus
95 Belmedpreparaty |Workshop No. 2: 30 Thudc vé trung: dung dich thudc tiém thé tich nhé; dung dich thudc tiém truyén thé tich nho; thudc bot déng khéd pha dung dich tiém/ dung dich tiém truyén. | Belarus- |057/2017/G Ministry of Health of 6
Republican Fabritsius St., Minsk, GMP  |MP the Republic of Belarus
Unitary Republic of Belarus
production (Céch ghi khac: 30 Fabritsius
. St., Minsk, 220007, Republic
Enterprise
Cach ehi khic: of Belarus
(Cac ENTKNAC:  hosc: 220007 Minsk, 30, N Q
ReF_)UbI'can Fabritsius Street, Belarus) I I
Unitary ﬁl :‘1
production & &
Enterprise - -
“Belmedpreparaty
Tén viét tit:
Belmedpreparaty
RUE)
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96 Belmedpreparaty |Workshop No.2: 30 Thudc v trung chira chat kim té bao: Belarus- |077/2018/G Ministry of Health of 6
Republican Fabritsius St., Minsk, + Thu8c san xut v trung: dung dich thudc tiém thé tich nhd, dung dich thudc tiém truyén thé tich nhé; thudc bdt ddng khé pha tiém. GMP |MP the Republic of Belarus
Unitary Republic of Belarus
production (Cach ghi khac: 30 Fabritsius
Enterprise St., Minsk, 220007, Republic
. R of Belarus
(Céch gAh' khéc: hosc: 220007 Minsk, 30, ) o
RePUbI'can Fabritsius Street, Belarus) I IS
Unitary g g
production ~ g
Enterprise e e
“Belmedpreparaty
Tén viét tat:
Belmedpreparaty
RUE)

584 Republican Workshop No. 18: Republic  |Thu8c vé trung chira khang sinh nhém cephalosporin va carbapenem: thuéc bdt pha dung dich tiém/ tiém truyén. Belarus- [123/2019/G Ministry of Health of 9
Unitary of Belarus, Grodro Region, GMP  |MP the Republic of Belarus
production Lida, 19, 19/8 Kachan Str.;

Enterprise“Belmed Minsk 7 Betonny proezd, 3/6 @ I
reparaty” Fabritsius Lane IS IS5
P N P - v P (Cach ghi khac: Workshop [ s
(Tén viét tat: [S) S}
: 18: 19/8 Kachan Str.; Lida, o v—!
Belmedpreparaty ) h bt «”
rodno region, Republic O
Grod Republic of

RUE) Belarus)

585 Republican 30 Fabritsius St., Minsk, * ThuGc v6 tring: EU-GMP |030/2019/R National Agency for 9
Unitary Enterprise [220007, Republic of Belarus + Thudc san xudt v trung: thudc déng khd (chira chét dc té bao, chat kim té bao); dung dich thé tich nho. o) Medicines and Medical
N (Céch ghi khac: 220007 Devices (NAMMD),
"Belmedpreparaty g/lllnsk, 30, Fabritsius Street, Romania
" Workshop 2 elarus)

(Cach ghi khac: @ ~
Republican § §
Unitary B‘ ::'4‘
production s &
Enterprise =} o0
“Belmedpreparaty
Tén viét tat:
Belmedpreparaty
RUE)
- » Belarusian-Dutch Joint Venture "Pharmland” Limited Liability Company » -3, Leninskaya Street, Nesvizh, Minsk Region, , Republic of Belarus

BY-003 Bel Dutch Joint Vent Ph land" Limited Liability C 124-3, L ki Street, N h, Minsk R 222603, Republic of Bel

1240 Belarusian-Dutch |124, Leninskaya Street, * Thudc san xuat vé trung: Dung dich tiém truyén (dung dich thé tich nhd, dung dich thé tich I&n). WHO-GMP|147/2020/G B6 Y t& nudc cong hoa 15
Joint Venture Room 3, 222603 Nesvizh, MP Q @ |Belarus
"Pharmland" Minsk Region, Republic of 8' 8.

Limited Liability ~ [Belerus 8| 8
Company S S
BY-006 » Lekpharm Joint Limited Liability Company » 2a, Minskaya St., 301, Logoysk, 223141, Minsk Region Republic of Belarus
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1575 Lekpharm Joint 2a, 2a/4, Minskaya St., * Thudc tiém dong trong ampoules: Dung dich tiém, dung dich dam d3c dé pha dung dich tiém truyén, dung dich tiém tinh mach va (hoic) tiém bap, dung Belarus- [101/2018/G Ministry of Health of 18
Limited Liability ~ |Logoysk, 223141, Minsk dich tiém tly s6ng GMP  |MP the Republic of Belarus
Company. Region Republic of Belarus.

(* Cach ghi khc: (Dia chi san xuat: 223141, x =

. L Minsk Region, Logoysk, Q 2

Joint Limited . ) )

oo Minskaya Str., 2a/4; s s

Liability Company |5 iy 223141, Minsk o oh

"Lekpharm") Region, Logoysk, Minskaya “ o
Str., 2a)

1987 Lekpharm Joint 2a, 2a/4, Minskaya St., Building 2: Thu8c khéng vé trung: vién nén, vién nén bao phim, vién nang clng, thudc c8m, thudc bot Belarus- [146/2020/G Ministry of Health of 23
Limited Liability ~ |Logoysk, 223141, Minsk GMP  |MP the Republic of Belarus
Company. Region Republic of Belarus.

(Dia chi san xuat: 2a/4, IS4 Q
Minskaya Str., Logoysk 8] 8
223141, Minsk Region, 8 8
Belarus; 5 5
Dja chi kho: 2a, Minskaya
Str., Logoysk 223141, Minsk
Region, Belarus)
CA-001 » Patheon Inc » 2100 Syntex Court, Mississauga, Ontario, Canada, L5N 7K9
80 Patheon Inc 2100 Syntex Court, * San xuat san pham: Canada- |71151 - o Health Products and 5
Mississauga, Ontario, + Vién nang Lenvima (Lenvatinib 4mg) GMP a g Food Branch
Canada, L5N 7K9 + Vién nang Lenvima (Lenvatinib 10mg) (twong 3 E Inspectorate (HPFBI),
duong EU- ,o\' ,O; Canada
GMP) ° 1 °
97 Patheon Inc 2100 Syntex Court, * Thudc khong v trling (chira cac chat phai kiém soat hodc cd hoat tinh cao): Vién nang; thudc bot; dung dich; hdn dich; vién nén; vién nén bao phim. Canada- |74442 ° - Health Products and 6
Mississauga, Ontario, GMP S S |Food Branch
Canada, L5N 7K9 (twong by S Inspectorate (HPFBI),
duong EU- 2 3 Canada
GMP) ° |1 °
1907 Patheon Inc 2100 Syntex Court, * Thu8c khdng vé trung: Vién nang; thudc bot; vién nén; vién nén bao phim. Canada- [77648 o ~ Health Products and 22
Mississauga, Ontario, GMP =] S |Food Branch
Canada, L5N 7K9 (twong Ry X |inspectorate (HPFBI),
duong EU- uoa ﬁ Canada
GMP) ° 1 °
1988 Patheon Inc 2100 Syntex Court, * Thudc khéng vé trung: Vién nang; thudc bot; vién nén; vién nén bao phim. Canada- |79668 ~ " Health Product 23
Mississauga, Ontario, GMP S S |Compliance Directorate,
Canada, L5N 7K9 (twong 3 3 |canada
duong EU- 3 C,_':
GMP) R
CA-002 » Patheon Inc » 111 Consumers Drive, Whitby, Ontario, Canada L1N 5Z5
98 Patheon Inc 111 Consumers Drive, * Thudc khong vo trling: Vién nang clrng; Vién nén, vién nén bao phim; Hon dich; Dung dich; Thuéc bot. Canada- |72065 Health Products 6
Whitby, Ontario (hodc ON), GMP o o |Compliance Directorate,
Canada LIN 575. (twong by S |canada
(* Cach ghi khac: Whitby duong EU- 3 3
Operations, 111 Consumers GMP) g g
Drive, Whitby, ON, Canada A -
LIN 5Z5)
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1164 Patheon Inc 111 Consumers Drive, * Thudc khdng vé trung: Vién nang cirng; Vién nén, vién nén bao phim; Hon dich; Dung dich; Thudc bot. Canada- |74091 Health Canada - 14
Whitby, ON, Canada L1N 5Z5. GMP Regulatory Operations
(Céch ghi khdc: 111 (twong and Regions Branch,
Consumers Drive, Whitby, duong EU- § g Canada (tén mdi: Health
ON L1N 5Z5, Canada hoac I3 ~
111 Consumers Drive, GMP) g <HI3 Canadé - Regulatory
Whitby, Ontario, L1N 5Z5, 2 L|—I¢D Operations and
Canada) Enforcement Branch)
1576 Patheon Inc 111 Consumers Drive, * Thudc khong v trling: Vién nang crng; Vién nén, vién nén bao phim; Hon dich; Dung dich; Thuéc bot. Canada- |76430 Regulatory Operations 18
Whitby, ON, Canada L1N 5Z5. GMP and Enforcement
(* Cach ghi khac: 111 (twong Branch (tén cii:
Consumers Drive, Whitby, duong EU- § § Regulatory Operations
ON L1N 525, Canada hodc ~N N .
111 Consumers Drive, GMP) é SI and Regions Branch),
Whitby, Ontario, L1N 5Z5, é é Health‘ Produt?ts
Canada) Compliance Directorate,
Canada
CA-003 » Omega Laboratories Ltd » 10850 Hamon Montreal, Quebec, Canada H3M 3A2
99 Omega 10850 Hamon Montreal, Thu8c vé trung va thudc khéng vé trung: Dung dich thudc. Canada- |71801 o o Health Products and 6
Laboratories Ltd  |Quebec, Canada, H3M 3A2 GMP = S |Food Branch
(twong S‘, E Inspectorate (HPFBI),
duong EU- E 3 Canada
GMP) - -
1353 [Omega 10850 Hamon Montreal, Dung dich thudc: Dung dich tiém Otreotide Acetate Omega, tén tai Viét Nam: DBL Octreotide 0,1mg/ml (Octreotide dudi dang Octreotide Acetate 100 Canada- |76317 Health Products 16
Laboratories Ltd ~ |Quebec, Canada, H3M 3A2.  |mcg/ml) GMP g g Compliance Directorate,
(* Cach ghi khac: 10850 (twong E ‘: Health Canada
Hamon Montreal, QC, duwong EU- S ,OL
Canada, H3M 3A2) GMP) ~ ~
CA-004 » Pharmascience INC » 6111, Avenue Royalmount, Suite 100, Montreal, Quebec, Canada, H4P 2T4
701 Pharmascience INC [6111, Avenue Royalmount,  |* Thudc khéng vé trung: vién nang; vién nén; thudc bét. Canada- [100241-A o - Health Products 11
Suite 100, Montreal, Quebec, GMP a S |Compliance Directorate,
Canada, H4P 2T4 (twong o % |canada
duong EU- uog .?,
GMP) e
1577 Pharmascience INC|100-6111 Avenue Vién nén PMS-IRBESARTAN (IRBESARTAN 75MG) Canada- |75613 Regulatory Operations 18
Royalmount Montreal QC GMP g < |and Enforcement
H4P 2T4, Canada (cach ghi (twong & &  |Branch, Health Products
khac: 6111 Royalmount Ave duong EU- S S |Compliance Directorate,
100 Montreal, Quebec GMP) DI DI Canada
Canada, H4P 2T4)
1578  |Pharmascience INC [100-6111 Avenue Vién nén bao phim PMS-MONTELUKAST FC (MONTELUKAST (MONTELUKAST SODIUM) 10 MG) Canada- [75619 Regulatory Operations 18
Royalmount Montreal QC GMP IS < |and Enforcement
H4P 274, Canada (c4ch ghi (twong 2' 8. Branch, Health Products
khdc: 6111 Royalmount Ave duong EU- S S |Compliance Directorate,
100 Montreal, Quebec GMP) é 0‘_6‘ Canada
Canada, H4P 2T4)
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1579 Pharmascience INC [100-6111 Avenue Vién nén nhai PMS-MONTELUKAST (MONTELUKAST (MONTELUKAST SODIUM) 4 MG) Canada- |75617 Regulatory Operations 18
Royalmount Montreal QC GMP ] < |and Enforcement
H4P 274, Canada (cach ghi (twong & | & |[Branch, Health Products
khac: 6111 Royalmount Ave dwong EU- ﬁ, “"\.‘ Compliance Directorate,
100 Montreal, Quebec GMP) ® % |canada
Canada, H4P 2T4)
1580 Pharmascience INC|100-6111 Avenue Vién nén (tablet for suspension) PMS-DEFERASIROX (DEFERASIROX 125 MG) Canada- [76200 Regulatory Operations 18
Royalmount Montreal QC GMP J ' |and Enforcement
H4P 2T4, Canada (cach ghi (twong S & [Branch, Health Products
khac: 6111 Royalmount Ave duong EU- EI' E." Compliance Directorate,
100 Montreal, Quebec GMP) Q N |canada
Canada, H4P 2T4)
1581 Pharmascience INC|100-6111 Avenue Vién nang PMS-PREGABALIN (PREGABALIN 75 MG) Canada- |75620 Regulatory Operations 18
Royalmount Montreal QC GMP IS < |and Enforcement
H4P 2T4, Canada (cach ghi (twong g 8 Branch, Health Products
khac: 6111 Royalmount Ave duong EU- ﬁ' g Compliance Directorate,
100 Montreal, Quebec GMP) « % [canada
Canada, H4P 2T4)
1582  |Pharmascience INC [100-6111 Avenue Vién nén PMS-ENTECAVIR (ENTECAVIR 0.5 MG) Canada- [77259 Regulatory Operations 18
Royalmount Montreal QC GMP b & |and Enforcement
H4P 2T4, Canada (cach ghi (twong S & [Branch, Health Products
khdc: 6111 Royalmount Ave duong EU- uo? 8. Compliance Directorate,
100 Montreal, Quebec GMP) o < |canada
Canada, H4P 2T4)
1583 Pharmascience INC|100-6111 Avenue Vién nén PMS-URSODIOL C (URSODIOL 500 MG) Canada- |75623 Regulatory Operations 18
Royalmount Montreal QC GMP IS < |and Enforcement
H4P 2T4, Canada (cach ghi (twong S & [Branch, Health Products
khac: 6111 Royalmount Ave duwong EU- o S |Compliance Directorate,
100 Montreal, Quebec GMP) « % [canada
Canada, H4P 2T4)
1584 Pharmascience INC [100-6111 Avenue Vién nén bao phim PMS-ROSUVASTATIN (ROSUVASTATIN (ROSUVASTATIN CALCIUM) 5 MG) Canada- |77269 Regulatory Operations 18
Royalmount Montreal QC GMP b & |and Enforcement
H4P 2T4, Canada (cach ghi (twong S & [Branch, Health Products
khdc: 6111 Royalmount Ave duong EU- uc3 8. Compliance Directorate,
100 Montreal, Quebec GMP) o < |canada
Canada, H4P 2T4)
1585 Pharmascience INC |100-6111 Avenue Vién nén nhai PMS-MONTELUKAST (MONTELUKAST (MONTELUKAST SODIUM) 5 MG) Canada- |75618 Regulatory Operations 18
Royalmount Montreal QC GMP IS < |and Enforcement
H4P 274, Canada (céch ghi (twong g 8. Branch, Health Products
khéc: 6111 Royalmount Ave duong EU- o o |Compliance Directorate,
100 Montreal, Quebec GMP) ® % |canada
Canada, H4P 2T4)
1787  |Pharmascience INC [100-6111 Avenue * San xudt: Canada- (77270 Health Products 20
Royalmount Montreal QC +Vién nén PMS-Rosuvastatin (tén tai Viét Nam: Vién nén bao phim PMS-Rosuvastatin) (Rosuvastatin (Rosuvastatin calcium) 10 mg); GMP b N Compliance Directorate,
H4P 274, Canada (cach ghi (twong g. 8' Canada
khéc: 6111 Royalmount Ave duwong EU- 8] 8.
100 Montreal, Quebec GMP) hs] b
Canada, H4P 2T4)
Danh sach téng hop co s& nudc ngoai dap tng GMP Trang 23 /307 17-01-2023




ID CHUNG | TEN CO’ SO SAN . § . NGUYEN | GIAY CH. |necAy |NOAY - POl
CcHi XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cip ﬁi’; CO’ QUAN CAP C(l);é(;
1788 |Pharmascience INC[100-6111 Avenue * San xuét: Canada- |77271 Health Products 20
Royalmount Montreal QC +Vién nén PMS-Rosuvastatin (tén tai Viét Nam: Vién nén bao phim PMS-Rosuvastatin) (Rosuvastatin (Rosuvastatin calcium) 20 mg); GMP b N Compliance Directorate,
H4P 274, Canada (cach ghi (twong §& | & |canada
khac: 6111 Royalmount Ave duwong EU- kY 3
100 Montreal, Quebec GMP) :’ :'
Canada, H4P 2T4)
1908 Pharmascience INC|100-6111 Avenue Vién nang cirng; Vién nén, vién nén bao phim. Canada- |79372 Regulatory Operations 22
Royalmount Montreal QC GMP N @ |and Enforcement
H4P 2T4, Canada (cach ghi (twong S & [Branch, Health Products
khac: 6111 Royalmount Ave duwong EU- 3 3 |Compliance Directorate,
100 Montreal, Quebec GMP) 0 v |canada
Canada, H4P 2T4)
CA-008 » Apotex Inc. » 150 Signet Drive, Toronto, Ontario, M9L 1T9, Canada
604 Apotex Inc. 150 Signet Drive, Toronto, San xuat ban thanh pham (khéng bao gdm cong doan déng géi): Canada- |74259 ° - Health Products 10
Ontario, M9L 1T9, Canada +San pham: Vién nén giai phéng cham Esmacid (Esomeprazol duéi dang (Esomeprazole magnesium) 40mg). GMP = S |Compliance Directorate,
(co' s& san xudt) (twong 2 : Health Canada
duong EU- E 8
GMP) - -
2115 |Apotex Inc. 150 Signet Drive, Toronto, San xudt ban thanh pham (khéng bao gém céng doan déng gdi) va kiém nghiém: Vién nén, vién nén bao phim, vién nang. Canada- |79547 ~ o Health Products 25
Ontario, M9L 1T9, Canada GMP g S |Compliance Directorate,
(twong : 2 Health Canada
duong EU- g g
GMP)
CA-009 » Apotex Inc. » 4100 Weston road, Toronto, Ontario, M9L 2Y6, Canada
605 Apotex Inc. 4100 Weston road, Toronto, |Thuc hién cong doan déng goi: Canada- |74260 o o Health Products 10
Ontario, M9L 2Y6, Canada + San pham: Vién nén gidi phéng chdm Esmacid (Esomeprazol duwéi dang (Esomeprazole magnesium) 40mg). GMP g S |Compliance Directorate,
(co s dong goi) (twong Q % [Health canada
duong EU- g g
GMP) - -
2116 |Apotex Inc. 4100 Weston road, Toronto, |Déng gdi va dan nhan: Vién nén, vién nén bao phim, vién nang. Canada- |79546 ~ o Health Products 25
Ontario, M9L 2Y6, Canada GMP = S |Compliance Directorate,
(twong : :'; Health Canada
duong EU- g g
GMP)
CA-011 » Pharmascience Inc. » 100 Boul de L'Industrie, Candiac QC J5R 1J1, Canada
1586  [Pharmascience Inc.|100 Boul de L'Industrie, * San xuat: Canada- [76198 o ~ |Health Products 18
Candiac QC J5R 1J1, Canada |Vién nén PMS-Erlotinib (Erlotinib (Erlotinib Hydrochloride) 100 mg) GMP g S |Compliance Directorate,
(dong goi tai Pharmascience Inc, 6111 Royalmount Ave 100, Montreal, Quebec, Canada, H4P 2T4) (twong E E Canada
duong EU- 2 2
GMP) e
1678  [Pharmascience Inc.|100 Boul de L'Industrie, * San xuat: Canada- |76199 o ~ Health Products 19
Candiac QC J5R 1)1, Canada |Vién nén PMS-Erlotinib (Erlotinib (Erlotinib Hydrochloride) 150 mg) GMP g o Compliance Directorate,
(dong goi tai Pharmascience Inc, 6111 Royalmount Ave 100, Montreal, Quebec, Canada, H4P 2T4) (twong E :" Canada
duong EU- 2 2
GMP) ~ -
1909 [Pharmascience Inc. 100 Boul de L'Industrie, Vién nang clng; Vién nén, vién nén bao; Bot pha dung dich (thuéc vé trung); Dung dich (thudc vé trung). Canada- |79373 ~ " Health Products 22
Candiac QC J5R 1)1, Canada GMP S S |Compliance Directorate,
(twong > 5 |canada
duong EU- ._,O', i
GMP) A
CH-001 » B.Braun Medical AG » Route de Sorge 9, 1023 Crissier, Switzerland
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100 B.Braun Medical Route de Sorge 9, 1023 Thudc vé trung tiét trung cudi: dung dich thé tich I&n, dung dich thé tich nhé. Twong |19-1395 o ~ |Swiss Agency for 6
AG Crissier, Switzerland duwong EU- § § Therapeutic Products
GMP o 8? (Swissmedic)
o ©
— —
CH-002 » Novartis Pharma Stein AG » Schaffhauserstrasse, 4332 Stein, Switzerland
101 Novartis Pharma  |Novartis Pharma Stein AG * Thudc vé tring: Tuwong |GMP-CH- Swiss Agency for 6
Stein AG Technical Operations + Thu8c san xudt vd trung: thudc dong khé; dung dich thé tich nhé. duong EU- (1000723 Therapeutic Products
Schweiz, Steint Sterile, +Thu6§tiét trung cudi: dung dich}hé' tich nhé. ] ] ] ] ) GMP (Swissmedic)
Schaffhauserstrasse, 4332 * San pham sinh hoc: San pham mién dich; sdn pham cong nghé sinh hoc; san pham san xuét tir cong nghé tai té hop, té bao lai, khang thé don dong. o -
Stein, Switzerland * Péng goi so cap: bao gdm ca thudc udng dang léng. é‘ §
(* Cach viét khac: * Pong goi thir cap. & &
Schaffhauserstrasse, 4332 * Xudt xudng. ;‘ :‘
(ho3c CH-4332) Stein, * San pham: ~ ™
Switzerland) + Bot va dung méi dé pha dung dich tiém Xolair 150 mg (Omalizumab 150mg/lo);
+ Bot pha dung dich tiém Fraizeron (Secukinumab 150 mg).
+ Bot pha tiém Simulect (Basiliximab 20mg).
102 Novartis Pharma Novartis Pharma Stein AG * Thu8c khéng vé trung: vién nang cirng; vién nang cirng chira bot hit (bao gdbm ca chat cé hoat tinh cao); vién nén; vién nén bao phim; hé diéu trj qua da. Tuong GMP-CH- Swiss Agency for 6
Stein AG Novartis Technical * Péng goi, xudt xudng: cic dang thudc trén, bao gdm ca vién nang mém. dwong EU-|1000722 Therapeutic Products
Operations Schweiz, Stein GMP . - (Swissmedic)
Solids, Schaffhauserstrasse, a g
. - I I
4332 Stein, Switzerland & &
(* Cach viét khac: - -
) .—1
Schaffhauserstrasse, 4332 — o
(hodc CH-4332) Stein,
Switzerland)
1789  [Novartis Pharma [Novartis Pharma Stein AG * Thudc vo trung: Tuwong |GMP-CH- Swiss Agency for 20
Stein AG Technical Operations + Thudc san xuét vd trung: thudc déng khd; dung dich thé tich nhé. duong EU- 1002561 Therapeutic Products
Schweiz, Steint Sterile, +:I’hu6'i tiétl trung cuffi: durlg dic‘h:thé‘tl'ch rjhd L » ] R o o i ) GMP < S |(swissmedic)
Schaffhauserstrasse, 4332 * San pham sinh hoc: San pham mién dich; san pham céng nghé sinh hoc; san pham san xuat tir cong nghé tai t6 hop, té bao lai, khang thé don dong. 2] gl
Stein, Switzerland * Péng goi thir cap. S P
(* Cach viét khac: * Xuat xudng. 8' a"-;
Schaffhauserstrasse, 4332
(hodc CH-4332) Stein,
1790 Novartis Pharma |Novartis Pharma Stein AG * ThuBc khdng vé trung: vién nang cirng; vién nang cirng chita bdt hit (bao gdm ca chat c6 hoat tinh cao); vién nén; vién nén bao phim; hé diéu tri qua da. Tuong |GMP-CH- Swiss Agency for 20
Stein AG Novartis Technical * Dong goi, xuat xudng: cac dang thudc trén, bao gém ca vién nang mém. dwong EU-|1002597 Therapeutic Products
Operations Schweiz, Stein GMP — <« |(Swissmedic)
Solids, Schaffhauserstrasse, S S
. . o~ ~
4332 Stein, Switzerland a &
(* Cch viét khac: < <Q
~ %)
Schaffhauserstrasse, 4332 — -
(hodc CH-4332) Stein,
Switzerland)
CH-003 » Swiss Caps AG » Husenstrasse 35, 9533 Kirchberg SG, Switzerland
1354  [Swiss Caps AG Husenstrasse 35, 9533 * Thudc khdng vé trung: Vién nang mém (bao gdm thudc chira duoc chat nhay cdm hodc cé hoat tinh cao nhu hormon, ester clia acid béo, dan chét cia PIC/S-GMP |20-0671 Swiss Agency for 16
Kirchberg SG, Switzerland Vitamin D va Retinoic) Therapeutic Products
Céch viét khac: o ~  |(Swissmedic)
Husenstrasse 35, Kirchberg g S
9533, Switzerland : g
Hodc: o <
I )
Husenstrasse 35, Kirchberg =] ~
CH-9533, Switzerland
Danh sach téng hop co s& nudc ngoai dap tng GMP Trang 25/ 307 17-01-2023



- p o & e 1y | NGAY POT
ID CHU'NG | TEN CO’ SO’ SAN : " A NGUYEN | GIAY CH. [NGAY = P A
: pe PIA CHI PHAM VI CHUNG NHAN < A = HET CO’ QUAN CAP CONG
CHI XUAT : . y TAC GMP NHAN CAP Q =
HAN BO
1840 Swiss Caps AG Husenstrasse 35, 9533 * Thudc khdng vé trung: Vién nang mém (bao gdm thudc chira dugc chat nhay cdm hodc ¢ hoat tinh cao nhu hormon, ester clia acid béo, dan chét cla PIC/S-GMP |21-0301 Swiss Agency for 21
Kirchberg SG, Switzerland Vitamin D va Retinoic) Therapeutic Products
Cach viét khac: 4 < |(swissmedic)
Husenstrasse 35, Kirchberg g g
9533, Switzerland o q
— O
Hodc: i S}
N (=] ~
Husenstrasse 35, Kirchberg N —
CH-9533, Switzerland
CH-004 » Ferring International Center SA » Chemin de la Vergognausaz 50, 1162 St-Prex, Switzerland
460 Ferring Chemin de la Vergognausaz  |* Thudc khéng vé triing: thudc dang rén (vién nén, thudc cdm (granules), thudc dit). Twong |19-1017 Swiss Agency for 9
International 50 (hodc Chemin de la * Pong goi thir céap. dwong EU-|GMPEHV- a < |Therapeutic Products
Center S.A Vergognausaz), 1162 (hodc GMP |CH-1001161| & & |(swissmedic)
CH-1162), St-Prex (hoac la S
Saint-Prex), Switzerland A )
o —
1791 Ferring Chemin de la Vergognausaz  [* Thudc vé trung: chitng nhan 16 (batch certification (technical release)) Swiss GMP-CH- Swiss Agency for 20
International 50 (hodc Chemin de la * Thudc khdng vé trung: thudc dang ran (thudc cdm (granules, bao gdm ca cdm phéng thich cham - retard granules); vién nén (bao gdm ca vién nén giai GMP 1002448 b S, |Therapeutic Products
Center S.A Vergognausaz), 1162 (hodc  |phdng kéo dai - prolonged release tablet); thudc dat. (Tuong 2 I (Swissmedic)
CH-1162), St-Prex (hodc + chirng nhan 16 (batch certification (technical release)) duong EU- g 8'
Saint-Prex), Switzerland * Péng goi so cap, thir cap. GMP) < B‘
* Kiém tra chat lugng: Vi sinh (thudc khéng vo trung); ha/ly. N
CH-005 » Allpack Group AG » Pfeffingerstrasse 45, 4153 Reinach BL, Switzerland
1460 |Allpack Group AG [Pfeffingerstrasse 45,4153 |* Dong géi so cép, thir cép. Tuong [19-1372 o ~ |Swiss Agency for 17
Reinach BL, Switzerland duong EU- § § Therapeutic Products
GMP < & [(Swissmedic)
- -
Lh -
o ™
CH-006 » F. Hoffmann-La Roche AG » Kaiseraugst - Herstellung, Verpackung und Prufung von Arzneimitteln, Wurmisweg, 4303, Kaiseraugst, Switzerland
587 F. Hoffmann-La Kaiseraugst - Herstellung, * Thudc vo trung: Twong  |GMP-CH- Swiss Agency for 9
Roche AG Verpackung und Prufung von | + Thu8c san xuét vé trung: Thudc déng khd; dung dich thudc tiém thé tich nho; san phdm:thudc bdt Rocephin. dwong EU-|1000096 Therapeutic Products
(Céch viét khac: F. Arzneimitteln, Wurmisweg, + Thudc tiét trung cudi: dung dich thudc tiém thé tich nhé. GMP ] S |(swissmedic)
Hoffmann-La 4303, Kaiseraugst, * Thu8c sinh hoc: sdn pham cong nghé sinh hoc. IS IS
Roche Ltd.,) Switzerland * Xudt xwdng 16: thudc vo trung, thudc sinh hoc g S
v (Cach viét khac: Wurmisweg, | * Dong géi thir cap uo"x é«’
4303 (hodc CH-4303), * Dugc chat: 1% Benzylalcohol, Bevacizumab, G-CSF Solution in Sorbitol, Peginteferon-Alfa-2A, Trastuzumab, Rituximab, Atezolizumab, Mono-Pegylated
Kaiseraugst, Switzerland) Epoetin Beta, Epoetin Beta, Peg-GCSF-Solution in Sorbit, Interferon-Alfa-2A, Trastuzumab-Emtansine, Ceftriaxon, Polatuzumab.
1587  [F. Hoffmann-La Kaiseraugst - Herstellung, * San xuat thuBc vo trung: Tuwong |GMP-CH- Swiss Agency for 18
Roche AG Verpackung und Prufung von | + Thu8c san xuét vo trung: Thuc déng khd; dung dich thudc tiém thé tich nho, an pham:thudc bét Rocephin. dwong EU-|1001589 Therapeutic Products
(* Cach viét khac: Arzneimitteln, Wurmisweg, + Thudc tiét trung cudi: dung dich thudc tiém thé tich nhé. GMP Q D |(swissmedic)
F. Hoffmann-La 4303, Kaiseraugst, * San xuat thudc khdng vé trung: vién nang cirng; vién nén. I I
Roche Ltd.,) Switzerland * San xuat thudc sinh hoc: san pham cong nghé sinh hoc. :' :‘
v (* Cach viét khac: * Xuat xudng |6: thudc vo trung, thudc khdng vo trung, thudc sinh hoc. EI g
Wurmisweg, 4303 (hodc CH- |* Déng gdi so' cap: vién nang clrng; vién nang mém; vién nén.
4303), Kaiseraugst, * Péng goi thir cap
CH-007 » Cilag AG » Hochstrasse 201, 8200 Schaffhausen, Switzerland
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702 Cilag AG Hochstrasse 201, 8200 * Thudc v6 tring: Tuwong |GMP-CH- Swiss Agency for 11
Schaffhausen, Switzerland + Thu8c san xudt vd trung: thudc déng khé; dung dich thé tich nho duong EU- (1000993 Therapeutic Products
Céch viét khac: Hochstrasse + Xudt xuwdng 16 GMP (Swissmedic)
201, CH-8200 Schaffhausen, [* ThuBc khéng vé trung:
Switzerland + Vién nang citng, vién nén, vién nén bao phim. o ~
+ Xuat xuwdng 16. S S
* Ché& pham sinh hoc: san xuat va xuét xudng. 3 :"
* Dong goi: 2 o‘_i;
+ Dbng gbi so cap: vién nang cing, vién nén o N
+ Déng goi thir cap
* Kiém tra chat luong:
+ Vi sinh (vo trung va khéng vo trung)
+ Héa ly/vat Iy;
CH-008 » Rivopharm SA » Centro Insema, 6928 Manno, Switzerland
420 Rivopharm SA Centro Insema, 6928 Manno, |Thudc bao ché dang rén: Vién nén, vién nén bao phim, vién nang ctng Tuwong |19-1010 o ~ |Swiss Agency for 8
Switzerland duwong EU- § § Therapeutic Products
GMP va' 3' (Swissmedic)
~ Lh
o —
1989 Rivopharm SA Centro Insema, 6928 Manno, |* Thudc khéng vo trung: Vién nén, vién nén bao phim, vién nang cirng Twong  |GMP-CH- . < Swiss Agency for 23
Switzerland * Xudt xudng thude khong vo tring duong EU- (1002273 o S |Therapeutic Products
* Déng goi: GMP N o |(swissmedic)
+Déng gdi so cap: vién nang clng, vién nén, vién nén bao phim. Q Q
+Déng goi thir cap. Q g
* Wilm tra chAt Lvong: \i cinbh (KhAng uA teling\. A2 bacA/AE IV
CH-009 » CSL Behring AG » Wankdorfstrasse 10, 3014 Bern, Switzerland
586 CSL Behring AG Wankdorfstrasse 10, 3014 |* Thudc v6 tring Tuwong |GMP-CH- oy «  |Swiss Agency for 9
Bern, Switzerland + Thudc san xudt v trung: dung dich thudc tiém thé tich I&n; dung dich thudc tiém thé tich nhé. duong EU- (1000133 § § Therapeutic Products
* Thudc sinh hoc: ché pham tir mau; san pham mién dich. GMP < v |(Swissmedic)
S o
< <
N )
1355  [CSL Behring AG Wankdorfstrasse 10, 3014 |* ThuGc v6 tring Tuwong |GMP-CH- o o |Swiss Agency for 16
Bern, Switzerland + Thudc san xudt vo trung: dung dich thudc tiém thé tich I&n; dung dich thudc tiém thé tich nho. dwong EU-|1001268 § § Therapeutic Products
*Thudc sinh hoc: ché pham tir mau; san pham mién dich. GMP oy v |(Swissmedic)
o o
- Lh
- -
CH-010 » Zambon Switzerland Ltd » Via Industria 13, 6814 Cadempino, Switzerland
261 Zambon Via Industria 13, 6814 * ThuBc san xudt vo trung chira khang sinh nhém carbapenem: Thudc bdt pha dung dich tiém/ truyén; Twong  |GMP-CH- o o |Swiss Agency for 7
Switzerland Ltd Cadempino, Switzerland * Thu8c khéng vé trung: Vién nén; thudc bot, thudc cém. duong EU-|1001758 § § Therapeutic Products
GMP g' & [(Swissmedic)
- o
— [S)
CH-011 » Maropack AG » Industriestrasse Briseck 4, 6144 Zell LU, Switzerland
703 Maropack AG Industriestrasse Briseck 4, * Thudc khong vé tring: Thude dung ngoai dang 1dng; thudc udng dang ldng; thudc ban ran. Tuwong |GMP-CH- Swiss Agency for 11
6144 Zell LU (hodc: CH-6144 |* Thudc vi lugng déng can. duong EU-|1001150 <4 < |Therapeutic Products
Zell), Switzerland * Xudt xwdng: thudc khéng vé trung. GMP IS < (Swissmedic)
* Dong goi: g ‘r:'l‘
+Dong gbi so cap: Thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc ban ran. :‘ ;‘;
+Ddng goi thir cap.
E R V2T O SN Ny {5 ey
1990 Maropack AG Industriestrasse Briseck 4, * Thudc khdng vé trung: Thudc duing ngoai dang 16ng; thudc udng dang Idng; thudc ban rén. Twong  |GMP-CH- Swiss Agency for 23
6144 Zell LU, Switzerland * Thudc vi lwgng ddng can. duong EU- 1002496 bt S |Therapeutic Products
(Céch ghi khéc: * Xudt xudng: thube khdng vo trung. GMP IS 2 (Swissmedic)
Industriestrasse Briseck 4, * Dong goi: co'w g'
CH-6144 Zell, Switzerland) +Déng géi so cdp: Thudc dung ngoai dang 16ng; thudc udng dang Idng; thudc ban rén. 2‘ o0
+Déng goi thir cap. °
* Wil #vn chA* vovna: i cinh: UhAna uA tetina: WA hac/ A I
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CH-012 » Vifor SA » Route de Moncor 10, 1752 Villars-sur-Glane, Switzerland
1241 Vifor SA Route de Moncor 10, 1752 |* Thu8c khang vé trung: Twong [GMPE-CH- Swiss Agency for 15
Villars-sur-Glane, Switzerland |+ Vién nang ctng; thudc dung ngoai dang 1dng; thudc udng dang 1dng (dung dich, hén dich, siro, thudc nudc nhé giot); thudc bdt; thudc cdm; thudc ban duong EU- (1001198 Therapeutic Products
ran; vién nén. GMP I S |(Swissmedic)
+ Xudt xudng 16. IS <
* Thuée duoc lidu. B' g
* Péng goi: g ;';
+Dbng gbi so cap: cac dang thudc khdng vé trung néu trén.
+Déng goi thir cap.
CH-013 » Vifor (International) Inc » Rechenstrasse 37, 9014 St. Gallen, Switzerland
1165 Vifor Rechenstrasse 37,9014 St.  |Xuat xwdng thudc khdng vé trung. EU-GMP [GMPEHV- o «  |Swiss Agency for 14
(International) Inc |Gallen, Switzerland CH-1000727 § § Therapeutic Products
gl :. (Swissmedic)
< h
o~ -
2117 Vifor Rechenstrasse 37,9014 St.  [* Thu8c khéng vé trung: Tuong |GMP-CH- Swiss Agency for 25
(International) Inc |Gallen, Switzerland + Céc dang bao ché ran. duong EU- (1001855 b= ®  |Therapeutic Products
+ Xudt xudng 16. GMP g 8 (Swissmedic)
* Dong goi: P =
+ Déng gbi so cap: cac dang thudc khdng vé trung trén. “ ~
i —
+ Déng goi thir cap.
X AGE, A | PR VHPS TN N TS NV-0 1 Y Atil AN V-SuN INEYS M
CH-014 » UCB Farchim SA » Z.l. de Planchy, Chemin de Croix-Blanche 10, 1630 Bulle, Switzerland
1679  [UCB Farchim SA Z.l. de Planchy, Chemin de * Thudc khéng vé trling: vién nén, vién nén bao phim. PIC/S- |GMPE-CH- Swiss Agency for 19
Croix-Blanche 10, Bulle, * Xudt xudng: Thudc khéng vé trung; Thudc sinh hoc. GMPva [1001830 Therapeutic Products
1630, Switzerland * Dong goi: EU-GMP ] 0 (Swissmedic)
(cach ghi khac: Chemin de +Déng gdi so cap: vién nén, vién nén bao phim. IS <
Croix Blanche 10, Z.I. de +Déng goi thir cap. g B'
Planchy, CH-1630 Bulle, * Kiém tra chat lugng: 8' ;':;
Switzerland) +Visinh: Khéng vo trung.
+Hoba hoc/Vat ly.
CH-015 » Merck Serono S.A. » Succursale d'Aubonne, Zone Industrielle de I' Ouriettaz, 1170 Aubonne, Switzerland
913 Merck Serono S.A. [Succursale d'Aubonne, Zone [San xuat thuéc khéng bao gém céc ché phdm mau khong bén: PIC/S- |GMP-CH- Swiss Agency for 12
Industrielle de I' Ouriettaz, * Thudc vé trung: GMPva |1001095 Therapeutic Products
1170 Aubonne, Switzerland + Thudc san xuét vd trung: Thudc déng khé; Dung dich thé tich nhé. EU-GMP (Swissmedic)
(* Cach ghi khéc: Aubonne + Thudc tiét trung cudi: Dung dich thé tich nhé.
branch, Zone Industrielle de + Xudt xudng 16.
I' Ouriettaz, 1170 Aubonne, |* Thuéc sinh hoc: I IN
Switzerland / Zone + Thuéc cdng nghé sinh hoc. 8, 2.
Industrielle de I' Ouriettaz, + Xuat xwdng 16 thudc cong nghé sinh hoc. 3 4
1170 Aubonne, Switzerland / |* Déng géi thir cap. 9 S
Zone Industrielle de I' * Kiém tra chat lugng:
Ouriettaz, CH-1170 +Visinh: V6 trung.
Aubonne, Switzerland) +Visinh: Khéng vo trung.
+Hoa hoc/Vat ly.
+ Sinh hoc.
CH-016 » InfoRLife SA » Casai 7748 Campascio, Switzerland
502 InfoRLife SA Casai 7748 Campascio, * Thu8c vé trung: Tuwong |19-0177 o «  |Swiss Agency for 9
Switzerland + Thudc san xudt vo trung: dung dich thé tich nhd; dung dich thé tich lon. dwong EU- é‘ § Therapeutic Products
+ Thudc tiét trung cudi: dung dich thé tich nhd; dung dich thé tich I16n GMP & < | (Swissmedic)
o -
~ o
— o
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1841  |InfoRLife SA Casai, 7748 Campascio, * Thugc vé tring: Tuong  |GMP-CH- ° o |SWiss Agency for 21
Switzerland + Thu8c san xudt vd trung: Dung dich thé tich nhd; dung dich thé tich I&n. duong EU- (1001367 8 & |Therapeutic Products
+ 'I:'huéc’tiét trﬂgg C’I:Jf)ii‘ Dung djch‘thé tich nhé; dung dich thé tich Ion. GMP g L"TD‘ (Swissmedic)
* Xuat xudng thube vo trung (Technical release). Q Q
* Pong goi thir cap. =S 3
* Wil tra ch At Lvong: Vi cinh (VA tehng khAng vA tehing): HAS bage VA1
CH-018 » F. Hoffmann-La Roche AG (hodac F. Hoffmann-La Roche Ltd.) » Basel Grenzacherstrasse, Herstellung Wirkstoffe und Arzneimittel, Grenzacherstrasse 124, 4070 (hoac CH-4074) Basel, Switzerland
914 F. Hoffmann-La F. Hoffmann-La Roche AG * Thudc khong vé trung: vién nén; vién nén bao phim; thudc bot. Tuwong [GMP-CH- Swiss Agency for 12
Roche AG Basel Grenzacherstrasse, * Xudt xwdng: Thudc khdng vé trung. duwong EU- (1000099 a < |Therapeutic Products
(céch ghi khac: F. Herstellung Wirkstoffe und  |* Déng géi so cap: thubc bot. GMP g 2. (swissmedic),
Hoffmann-La Arzneimittel, * Kiém tra chat lugng. s S |switzerland
Roche Ltd.) Grenzacherstrasse 124, 4070 uOH DI
' (hodc CH-4074) Basel,
1588 F. Hoffmann-La F. Hoffmann-La Roche AG * Thu8c khéng vé trung: vién nén; vién nén bao phim; thudc bot. Tuong GMP-CH- Swiss Agency for 18
Roche AG Basel Grenzacherstrasse, * Xuat xwdng: ThuSe khdng vé trung. duong EU- (1001692 3 @ |Therapeutic Products
(* Cach ghi khac: Herstellung Wirkstoffe und  |* Déng gdi so cap: thudc bdt. GMP Q IS (Swissmedic),
F. Hoffmann-La Arzneimittel, * Kiém tra chat luwgng: Vi sinh (khéng vé trung); Héa hoc/ Vat Iy. d B' switzerland
Roche Ltd.) Grenzacherstrasse 124, 4070 0 -
. i
(hodc CH-4070) Basel, "
CH-020 » GSK Consumer Health SA » Route de I'Etraz, 1260 Nyon, Switzerland
704 GSK Consumer Route de I'Etraz 2, 1260 * Thudc khong v triing: Thude diing ngoai dang ldng; Thudc dung trong dang 1dng; Thudc dang ban rén. Tuwong |GMPEHV- o ~  |Swiss Agency for 11
Healthcare SA Nyon, Switzerland duong EU- [CH-1001066 § § Therapeutic Products
(Cach viét khac: Route de GMP 8’ g (Swissmedic)
I'Etraz, 1260 Nyon, A <
Switzerland) o -~
CH-021 » IBSA Institut Biochemique SA. » Via Cantonale - zona Serta, 6814 Lamone, Switzerland
606 IBSA Institut Via Cantonale - Zona Serta, ~ |* Thu8c vé trung: Twong |18-2487 0 «  |Swiss Agency for 10
Biochemique SA  |Lamone, 6814, Switzerland + Thu8c san xudt vé trung: Thudc ddng khd; Dung dich thé tich nhé. dwong EU- S § Therapeutic Products
9 " v o~
* Thu8c sinh hoc: Thudc cdng nghé sinh hoc; thudc tach chiét tir ngudi hodc dong vat. GMP & S (Swissmedic)
Ll —
- )
i —
1680  [IBSA Institut Via Cantonale - Zona Serta,  |* Thudc v6 tring: Tuwong |GMP-CH- Swiss Agency for 19
Biochimique SA 6814 Lamone, Switzerland + Thu8c san xudt vé trung: Thudc ddng khd; Dung dich thé tich nhé. duong EU- (1001974 o o |Therapeutic Products
(Céch ghi cil: IBSA + Xudt xugng 6. GMP S | S [(swissmedic)
: * Thudc sinh hoc: o o
Institut ; . . o o
Biochemique SA) + Thudc cdng nghé sinh hoc; thudc tach chiét tir ngudi hodc dong vat. Q An
+ Xudt xuwdng 16: Thudc cong nghé sinh hoc; thudc tach chiét tir ngudi hodc dong vat. 3 N
* Pong goi thir cap.
EMVIT$ e daoi L LW HPR N NP W 2N LW PRI N 74 -3 Sy
CH-022 » IBSA Institut Biochemique SA. » Via al Ponte 13, 6903 Lugano, Switzerland
607  [IBSA Institut Via al Ponte 13, Lugano, * Thugc vé tring: Tuong |18-2289 Swiss Agency for 10
Biochemique SA 6903, Switzerland + Thu8c san xudt vd trung: Dung dich thé tich nhé. duong EU- ® < |Therapeutic Products
+ Thudc tiét trung cudi: Dung dich thé tich nhé. GMP b S |(swissmedic)
+Xudt xudng 16. o] B‘
* Thu8c khéng vé trung: Xuat xudng 16. m’ g
* Thu8c sinh hoc: Thu8c téch chiét tir ngudi hodc dong vat.
* V.. Bs i h LAd
1681 IBSA Institut Via al Ponte 13, 6903 * Thu8c vé trung: Twong [GMP-CH- Swiss Agency for 19
Biochimique SA Lugano, Switzerland + Thudc san xudt v trung: Dung dich thé tich nhé. dwong EU-|1001978 Therapeutic Products
(Cach ghi cii: IBSA + Thudc tiét trlimg cudi: Dung dich thé tich nhé. GMP - m  |(swissmedic)
. + Xuat xudng 16. N S
;Z:::mique sA) * Xudt xudng 16 thudc khong vo tring. 2 g
* Thuéce sinh hoc: 2 g
+ Thudc tach chiét tir ngudi hodc dong vat. — —
+ Xuat xwdng 16: Thubc tach chiét tir ngudi hodc dong vat.
* Péng goi thi cap.
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CH-023 » IBSA Institut Biochemique SA. » Via del Piano, 6915 Pambio-Noranco, Switzerland
608 IBSA Institut Via del Piano, Pambio- * Thudc khdng vé trung: Vién nang clrng; vién nang mém; thudc udng dang 1dng; thudc dang bén ran; vién nén. Twong |18-2298 © « |Swiss Agency for 10
Biochemique SA  |Noranco, 6915, Switzerland [ * Thudc sinh hoc: Thudc téch chiét tir ngudi hodc dong vat. duong EU- § § Therapeutic Products
* Kiém tra chat lvong. GMP & 2 [(swissmedic)
* Pong goi thir cap. :’ 3
— S
1682 IBSA Institut Via del Piano, 6915 Pambio- |* Xuat xudng |6 thudc vé trung. Twong  |GMP-CH- Swiss Agency for 19
Biochimique SA Noranco, Switzerland * Thudc khdng vé tring: duwong EU-{1001973 Therapeutic Products
(Céch ghi cii: IBSA +Vién nang ctng; vién nang mém; thudc udng dang Idng; thudc dang ban rén; vién nén. GMP — o |(Swissmedic)
Institut + Xudt xudng 16. ] S
Biochemique SA) * Thusc sinh hoc: 2 S
+ Thu@c tach chiét tir ngudi hodc dong vat. 2 3
+ Xudt xwdng 16: Thudc tich chiét tir ngudi hodc dong vat.. — —
* Pong goi so' cp: Vién nang clrng, vién nang mém; thudc udng dang 1dng; thudc dang bén rin; vién nén.
* Pong goi thir cap.
CH-024 » Max Zeller Sohne AG » Seeblickstrasse 4, 8590 Romanshorn, Switzerland
915 Max Zeller S6hne |Seeblickstrasse 4, * Thudc khdng vé trung: Thudc udng dang 1dng; thudc dang ban ran; vién nén, vién nén bao phim. Twong |GMPE-CH- ° Swiss Agency for 12
AG Romanshorn, 8590, * Xudt xudng thudc khéng vé trung. dwong EU-|1001447 g g Therapeutic Products
Switzerland * Péng goi so cap: Thudc dang ban rén; vién nén, vién nén bao phim. GMP g N (Swissmedic)
(* Céch ghi khac: * Pong goi thir cap. in 8.
Seeblickstrasse 4, 8590 * Kiém tra chat lwgng: Héa hoc/Vat Iy. 3 5
n L cuitaariood
CH-025 » Alpex Pharma SA » Via Cantonale, 6805 Mezzovico-Vira, Switzerland
609 Alpex Pharma SA  |Via Cantonale, 6805 * Thudc khong vé trung: Vién nén phan tan. Tuong |17-2448 © o |Swiss Agency for 10
Mezzovico-Vira, Switzerland duong EU- 3 § Therapeutic Products
GMP 8’ & |(Swissmedic)
0 ©O
<] )
1049  [Alpex Pharma SA |Via Cantonale, 6805 * Thu8c khéng vé trung: Vién nén phan tan. Tuwong (20-0084 ) ~  |Swiss Agency for 13
Mezzovico-Vira, Switzerland duong EU- § § Therapeutic Products
GMP P N |(Swissmedic)
© <
S IS)
2118 |Alpex Pharma SA |Via Cantonale, 6805 * ThuBc khéng v6 trung: vién nén sii bot, vién nén phan tan Twong  |GMP-CH- Swiss Agency for 25
Mezzovico-Vira, Switzerland | * Xuat xwdng 16 thudc khéng vé trung duwong EU- (1002877 N S [Therapeutic Products
* Pong goi cap 1: cac dang thudc trén GMP < Q (Swissmedic)
* Dong goi cép 2 8' g'
* Kiém tra chat lugng: g S‘
+ Vi sinh: thuéc khéng vé trung
il
CH-026 » Baxalta Manufacturing Sarl » Route de Pierre-a-Bot 111, Neuchatel 2000, Switzerland
916 Baxalta Route de Pierre-3-Bot 111,  [* Thu8c vé trung: Twong [GMP-CH- Swiss Agency for 12
Manufacturing Sarl |2000 Neuchatel, Switzerland |+ Thudc san xuét vo trung: thudc dong kho. duong EU- (1001111 Therapeutic Products
+Xudt xuong 16. GMP o o |(Swissmedic)
* Thudc sinh hoc: S I
+Thuc cong nghé sinh hoc. g 2
+ Xuat xwdng 16 thudc cdng nghé sinh hoc. g 3
* Kiém tra chat lugng: o —
+ Vi sinh: Khong vo trung.
+Hoéa hoc/Vat ly.
CH-028 » Soho Flordis International Switzerland SA » Via Mulini, 6934 Bioggio, Switzerland
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2047  |Soho Flordis Via Mulini, 6934 Bioggio, * Thudc khong v trung: Tuwong  |GMP-CH- Swiss Agency for 24
International Switzerland +Vién nang ctng; Thudc udng dang long; Vién nén. duong EU- (1000268 2 < |Therapeutic Products
Switzerland SA +Xudt xudng 16. GMP Q & |(swissmedic)
. . ) )
(Tén cii: Ginsana Thuge d”“?'? liéu. ) o . 8 )
SA) * Dong gdi cap 1: Vién nang cirng; Vién nang mém; Thudc ung dang 1dng; Vién nén. zE o
* Poéng goi cap 2. °
X A, re N | allicinl. KLA At RN FIVEYS VA TN
CH-030 » Actelion Pharmaceuticals Ltd » Gewerbestrasse 16, 4123 Allschwil, Switzerland
1461 |Actelion Tru s& chinh: Xuat xwdng thudc vé trung va khéng vo trung. Tuong |GMP-CH- ° ~ Swiss Agency for 17
Pharmaceuticals ~|Gewerbestrasse 16, 4123 duong EU-|1000914 8 & |Therapeutic Products
Ltd AIIsch\nt, Swwzerland GMP 2 m (Swissmedic)
Dia diém san xuét: =] in
Gewerbestrasse 12, 4123 8 o]
Allechuail Suitzgriond
CH-031 » SwissCo Services AG » Bahnhofstrasse 14, 4334 Sisseln AG, Switzerland
1356 SwissCo Services Bahnhofstrasse 14, 4334 * Thu8c khéng vé trung: Vién nang cirng; vién nén, vién nén bao phim, vién nén bao dudng, vién nén si bot. Tuong GMP-CH- ° Swiss Agency for 16
AG Sisseln AG, Switzerland * Xuat xwdng thude khéng vé trung. dwong EU-|1000816 g g Therapeutic Products
* Thu8c dugc lidu; thudc vi lugng dong can. GMP 3 2 (Swissmedic)
* Péng goi so cap: Vién nang cirng; vién nén, vién nén bao phim, vién nén bao dudng, vién nén sli bot. =] il
* Pong goi thir cap. R =
* Kileo tra chat Lyong: WAL bac A/ 10
CH-032 » Medinova AG » Eggbiihlistrasse 28, 8050 Ziirich, Switzerland
1462 Medinova AG Eggbiihlstrasse 28, 8050 Xuét xwdng thudc vién nén (san phdm Fluomizin Vaginal Tablets) Twong  |GMP-CH- o ~ |Swiss Agency for 17
Ziirich, Switzerland duwong EU-[1000593 § § Therapeutic Products
GMP o 8 (Swissmedic)
- Lh
— o
CL-001 » Laboratorios Recalcine S.A » Av. Carrascal No. 5670, Quinta Normal, Santiago, Chile
1050 |Laboratorios Av. Carrascal No. 5670, * San xudt va dong goi so cép: Chile-GMP |0089/20 National Drug Agency 13
Recalcine S.A Quinta Normal, Santiago, +Thudc khong vé triung: vién nén; vién nén bao; vién nang; thuéc bot udng hodc dung ngoai; dung dich udng hodc duing ngoai; si ré; hdn dich; nhii tuong; Q N |Department of the
Chile kem; md; thudc dan. ] S & [Public Health Institute
* ThuBc khéng vé trung chira hormon sinh duc: thu8c dang ran (Vién nén, vién nén bao phim); kem; gel; thudc trirng. x S |of chile
* Thudc chira chét trc ché mién dich: thudc dang rén; kem; gel. ~ s
-
* Pong goi thir cap. o
X il Latl
CN-001 » Shaanxi Buchang Pharmaceutical Co., Ltd » No 16 Buchang road, Xianyang, Shaanxi Province, China
49 Shaanxi Buchang  [Co s& 2: No 16 Buchang Cosd2: Chinese- [SN20190346( « |FDA-China 4
Pharmaceutical road, Xianyang, Shaanxi Thudc dugc liéu, thudc ¢ truyén: Vién nang cing GMP b S
Co., Ltd Province g g
Lh <
- -
CN-002 » Beijing Boran Pharmaceutical Co., Ltd » Liucun Industrial, Changping Science Park, Beijing, China
103 Beijing Boran Liucun Industrial, Changping |* Thudc khéng vé trung: thudc cém. Chinese- [BJ20150144 n o |Food & Drug 6
Pharmaceutical Science Park, Beijing, China GMP é' c:> Administration, China
Co., Ltd E,I’ E)"
o a
o™ o~
CN-003 » AstraZeneca Pharmaceutical Company Ltd » No 2 HuangShan Road, Wuxi Jiangsu 214028, People Republic of China
1357 |AstraZeneca No 2 HuangShan Road, Wuxi, [* Thudc khong vo triing: vién nén. Chinese- [JS20160605 | — |liangsu Food and Drug 16
Pharmaceutical Jiangsu, China GMP é‘ § Administration, China
Company Ltd. S' c|_'3 Food and Drug
=) & |Administration, China
- o
CN-005 » Beijing yiling Pharmaceutical Co., Ltd. » No. 17 Tianfu Street, Beijing Bio - engineering & Pharmaceutical Industrial Park, Beijing, China
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561 Beijing yiling No. 17 Tianfu Street, Beijing |Thu8c tr dwgc liéu: vién nang cing, thudc cdm. Chinese- |BJ20180356 0 o |Beijing Food and Drug 9
Pharmaceutical Bio - engineering & GMP § § Administration, People's
Co., Ltd. Pharmaceutical Industrial & & |republic of China

Park, Beijing, China ; :'\
o o~
CN-006 » Shaanxi Buchang Pharmaceutical Co., Ltd » Weiyang Xi Luxi extension of Section 123, Xianyang City, China
1051 Shaanxi Buchang |Weiyang Xi Luxi extension of [Thudc dugc liéu (bao gdbm ca tir cao dugc liéu): vién nang cirng. Chinese- [SN20190346| ., < |Chinese Food and Drug 13
Pharmaceutical Section 123, Xianyang City; GMP § § Administration
China . ’
Co., Ltd 3 3
n <
- -
CN-009 » Tasly Pharmaceutical Group Co, Ltd » No.2 Tingjiang West Road, Beichen District, Tiajin, Shangdan Circulation Industrial Park, Shangzhou District, Shangluo, Shaanxi Province, China

610 |Tasly Site 1: No.2 Pujihe East Road, Thu8c ¢6 truyén Trung Qudc: Chinese- [TJ20180159 Chinese Food and Drug 10

Pharmaceutical Beichen District, Tiajin (Tasly - Site 1: Vién hoan giot; Thuéc cdm; Chiét xudt dong duoc. GMP Administration
Modern TCM Garden); . o < n . a N . N N . .

Group Co, Ltd Site2: No.2 Tingjiang West Road - Site 2: Thu6c c6m; Vién nang mém; Vién hoan; Vién hoan giot (ddng gai).
Beichen District, Tiajin " |- site 3: Chiét xust dong dugc (Dau Kinh Hoa, D3u Tia T8). 0 ™

2 . *
Site 3: Shangdan Circulation - Site 4: Chiét xudt dong duoc. < §
Industrial Park, Shangzhou District, °'° Ob
Shangluo, Shaanxi Province. Q Q
Site 4: No.82, Qianshan Road, ﬂ ¢°8
Huanren manchu autonomous
county, benxi, Liaoning Province,
P.R China
CN-011 » Liaoning Chengda Biotechnology Co., Ltd. » No.1 Xinfang Street Hunnan New District Shenyang City, China

377 Liaoning Chengda [No.1 Xinfang Street Hunnan  (* Vc xin dai bat hoat (san xuat trén t& bao Vero) dang 16ng va dang dong khé. Chinese- |LN20170037 ~ ~ |Liaoning Food and Drug 8
Biotechnology Co., |New District Shenyang City, |(San xudt tai Rabies Vaccine Workshop Il va Vaccine Injection Workshop I1). GMP 3 S Administration, China
Ltd. China z 2

N NN

< )

- -
CN-012 » Shenzhen Techdow Pharmaceutical Co., Ltd » No. 19 Gaoxinzhongyi Road, High-tech Industrial Park Nanshan District, Guandong Provine, Shenzhen 518057, China

1589  [Shenzhen No.19, Gaoxinzhongyi Road, [* Dung dich tiém thé tich nho. Chinese- [GD2016064 © « |Chinese Food and Drug 18
Techdow Nanshan District, Shenzhen, GMP |4 § § Administration
Pharmaceutical Guangdong Province, China o o

S S
Co., Ltd 2 ?

1590 [Shenzhen No.19, Gaoxinzhongyi Road, [* Thudc vo tring: EU-GMP |IWZ).405.55. Chief Pharmaceutical 18
Techdow High-tech Industrial Park, +Thudc san xudt vd tring: Dung dich tiém thé tich nhd Enoxaprinum sodium (bom tiém déng sén). 2018.MG.3 o ~ |Inspector (CPI), Poland
Pharmaceutical Nanshan District, Guangdong | + Xut xuéng. WTC/0489 b= o
Co., Ltd Province, Shenzhen 518057, |* Thudc sinh hoc: o1 01/109_ g E

! China +San pham chiét xuat tlr nguoi hodc dong vat: Dung dich tiém Enoxaprinum sodium (bom tiém ddng san). - S Q
+ Xudt xudng. 3 N
* Dong goi:
CN-015 » Shijiazhuang No. 4 Pharmaceutical Co., Ltd. » No. 288 Zhujiang Road, High-tech industrial development zone, Shijiazhuang, China

705 Shijiazhuang Yiling |238 Tianshan Street, High-  |* Thuc uéng dang ran: Vién nang cirng, thudc cdm (OSD Workshop 3) Chinese- [HE20180077| o « |Chinese Food and Drug 11

Pharmaceutical Tech Area, Shijiazhuang GMP Q c:> Administration
f Hebei Province, China h )
Co. Ltd., China 8 g
~ (X}
- —

917 Shijiazhuang No. 4 |No. 288 Zhujiang Road, High- [Workshop 103: Chinese- [HE20190014( < |HebeiDrug 12
Pharmaceutical tech industrial development |* Thudc vé trung: dung dich tiém truyén thé tich lon. GMP b= S Administration, China
Co.. Ltd zone, Shijiazhuang, China 2 :

. . o o
N I~
o =}
CN-017 » Sichuan Kelun Pharmaceutical Co. Ltd. » South of No. 2 road, Xindu Satellite City Industrial Development Zone, Chengdu, Sichuan, China
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706 Sichuan Kelun South of No. 2 road, Xindu * Thudc tiém truyén tinh mach thé tich I&n (Day chuyén san xuat H: dich truyén trong chai thly tinh, Day chuyén san xuat F: Nhii dich tiém truyén trong chai Chinese- |SC20170061 ~ ~ |China Food and Drug 11
Pharmaceutical Satellite City Industrial thay tinh; Day chuyén san xudt P: tui dich truyén ba ngén c6 bao ngoai), thudc tiém truyén tinh mach thé tich nhé (Day chuy@n san xuét E), lotion (day chuyén GMP § § Administration
Co. Ltd. Development Zone, H: dich truyén trong chai thay tinh). & &
Chengdu, Sichuan, China E u;b'
707 Sichuan Kelun South of No. 2 road, Xindu * Sodium Chloride Injection, 100ml Polypropylene bottle "CMX" Japan- 5123008005 0 - Ministry of Health, 11
Pharmaceutical Satellite City Industrial GMP 863 b & |Labour and Welfare
Co. Ltd. Development Zone, (twong Ry 2 [(MHLW), Japan
Chengdu, Sichuan, China dwong EU- Q Q
- -
GMP) « ”
708 Sichuan Kelun South of No. 2 road, Xindu * Sodium Chloride Injection, 250ml Polypropylene bottle "CMX" Japan- [5123108006 o < Ministry of Health, 11
Pharmaceutical Satellite City Industrial GMP  |280 = S |Labour and Welfare
Co. Ltd. Development Zone, (twong Ry 2 [(MHLW), Japan
Chengdu, Sichuan, China duong EU- 2 2
=] =)
GMP) - -
709 Sichuan Kelun South of No. 2 road, Xindu * Sodium Chloride Injection, 500ml Polypropylene bottle "CMX" Japan- |5123108006 o " Ministry of Health, 11
Pharmaceutical Satellite City Industrial GMP  [281 b= S |Labour and Welfare
Co. Ltd. Development Zone, (twong Ry 2 |(MHLW), Japan
Chengdu, Sichuan, China d (=] (=]
wong EU- A -
GMP) i i
CN-018 » Shijiazhuang No.4 Pharmaceutical Co., Ltd » Yangzi Road, Economic & Technological Development Zone, Shijiazhuang City, China
2048  |Shijiazhuang No.4 |Yangzi Road, Economic & * Thu@c vé trung: Chinese- [HE20180067| o « [|Hebei Food and Drug 24
Pharmaceutical Technological Development |+ Thudc tiét trung cudi: thuSc tiém truyén thé tich I&n. GMP § § Administration, People's
Co., Ltd Zone, Shijiazhuang City g é republic of China
~ o
i —
CN-020 » Shanxi Xinbaoyuan Pharmaceutical Co., Ltd » Zhongyangdadao Northside Pharmaceutical Industrial Zone Datong City, China
611 Shanxi Zhongyangdadao Northside [Nguyén liéu lam thudc Trimebutine maleate. Chinese- |SX20170213 | ~ |Shanxi Province Food 10
Xinbaoyuan Pharmaceutical Industrial GMP § § and Drug
Pharmaceutical Zone Datong City, China SI & |Administration, China
Co., Ltd ra' g
CN-021 » Wuhan Fuxing Biological Pharmaceutical Co. ,Ltd » No. 9 Fuxing Road, Hanchuan Economic Development Zone, Hubei Province, P.R. China
1166  [Wuhan Fuxing No. 9 Fuxing Road, Hanchuan [Dung dich tiém thé tich I&n (chai truyén thay tinh). Chinese- |HB20180399( o « |China Food and Drug 14
Biological Economic Development GMP § § Administration
Pharmaceutical Zone, Hubei Province, 8' 8‘
Co. ,Ltd P.R.China g 3-
CN-027 » Shanghai Chemo Wanbang Biopharma Co., LTD » 1098, Yuegong Road, Jinshan Industrial Zone, Shanghai, China
918  |Shanghai Chemo |1098, Yuegong Road, Jinshan |* B3t ddng khé pha tiém chira chét doc té bao. Chinese- [SH20190007 < |National Medical 12
Wanbang Industrial Zone, Shanghai, * Sinh phdm: Thudc tiém Erythropoietin ngudi téi t6 hop (t€ bao CHO). GMP by S |Products
Biopharma Co.,  |China 9 % |Administration, China
o IS
LTD - -
Ll Ll
CN-032 » Reyoung Pharmaceutical Co., Ltd » No. 1, Ruiyang Road, Yiyuan County, Shandong province, China
919 Reyoung No. 1, Ruiyang Road, Yiyuan |* Thudc tiém bot Penicillins (day chuyén san xuat s 301); Chinese- |SD20180716( o« |Shandong Food and 12
Pharmaceutical County, Shandong province, |* Thudc tiém bt (day chuyén san xuét s& 304); GMP § S Drug Administration,
Co. Ltd China * Dung dich tiém truyén thé tich nho (bao gém ca khong tiét trung cudi) (day chuyén san xuét s& 321). & E China
4 o )
N &
- -
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920 Reyoung No. 1, Ruiyang Road, Yiyuan |* Thu8c bdt dong khd pha tiém (day chuyén san xuat s8 203 xudng phia déng, day chuyén san xudt s& 206); Chinese- |SD20180815 © « |Shandong Food and 12
Pharmaceutical County, Shandong province, |* Thudc tiém bot Cephalosporins (day chuyén san xuat s 305 xudng 1); GMP § § Drug Administration,
Co., Ltd China * Thu8c tiém bot Penicillins (day chuyén san xudt s6 306). :' :' China
© Lh
o~ (o]
921 Reyoung No. 1, Ruiyang Road, Yiyuan |* Vién nén, cao 16ng, thu8c dit (tat ca chira nguyén liéu lam thudc chiét xuat cia Trung Quéc); vién nang. (Day chuyén chiét xudt s& 2 tai xwdng 401; day Chinese- |SD20180652 0 « |Shandong Food and 12
Pharmaceutical County, Shandong province, [chuy&n san xuat vién nén, vién nang tai xwdng 312; day chuyén san xuat hdn hop, thudc dit tai xwdng 401) GMP § § Drug Administration,
Co., Ltd China 8' 8' China
=) o
o o~
CN-033 » Haikou Pharmaceutical Factory Co., Ltd » 1. No.192, Nanhai Road, Xiuying District, Haikou, Hainan, China 2. 12km away from Haiyu Centerline, Yongxin Town, Xiuying District, Haikou city, China
922  |Haikou No.192, Nanhai Road, Thu8c c8m (workshop C02) Chinese- |HI20180037 | o « |China Food and Drug 12
Pharmaceutical Xiuying District, Haikou, GMP § § Administration
Factory Co., Ltd Hainan, China :' :'
< ]
— —
CN-034 » KPC Pharmaceuticals, Inc. » Qigongli, West Suburb, Kunming, Yunnan Province, China
1052  [KPC Qigongli, West Suburb, * Thu8c vé trung: Thudc bdt déng khd pha tiém (chiét xudt tir dugc lidu). Chinese- [YN20190025| o, < |Chinese Food and Drug 13
Pharmaceuticals, |Kunming, Yunnan Province, GMP § § Administration
Inc. China g g'
o o
— i
1591 KPC Qigongli, West Suburb, * Thu8c vo trung: dung dich tiém thé tich nho Chinese- [YN20160051| — |chinese Food and Drug 18
Pharmaceuticals, |Kunming, Yunnan Province, GMP § § Administration
Inc. China j :'
~ ©
— i
CN-035 » Shandong Kexing Bio-Products Co., Ltd » N0.2666 Chuangye road, Mingshui Development zone, Zhanggqiu, Jinan, Shandong, China
1053 Shandong Kexing |No.2666 Chuangye road, * Therapeutic bio-products (Thu8c tiém tai t6 hgp erythropoietin ngudi (CHO cell), gene workshop, Thudc tiém tai t8 hgp erythropoietin ngudi (CHO cell) Chinese- |SD20190879 o < |Shandong Food and 13
Bio-Products Co., [Mingshui Development zone, |production line) GMP 3 S |Drug Administration,
Ltd Zhanggiu, Jinan, Shandong, g' é China
China 2 =
o o~
CN-040 » JiangYin Tianjiang Pharmaceutical Co., Ltd » No.1, XinSheng road, High&New Technology Industries Development Zone, Jiangyin city, Jiangsu province, China
1167  |JiangYin Tianjiang [No.1, XinSheng road, * Nguyén liéu lam thudc: c8m vj thuéc ddng dugc; so ché va chiét xuat cdm déng dugc (concentrated granule for prescription (workshop 1 of preparation), Chinese- [J$20191115 o < Co quan thdm quyén 14
Pharmaceutical High&New Technology Preteatment and extracttion of concentration granule for prescription) GMP b=y S |Trung Quéc (National
Co., Ltd '”dus".'es Dlevellopmlent > & |Medical Products
Zonef Jlangylln city, Jiangsu @ ,?, Administration), China
province, China o o
CN-042 » Pfizer Pharmaceuticals Ltd » 22 Daqing Road, DETDZ, Dalian, 116600, China
1592 Pfizer 22 Dagqing Road, DETDZ, Tron bot vo trung Sulbactam Sodium - Cefoperazone Sodium 1:1 va 1:2 EU-GMP [IT/GMP/E/7 A ~ |ltalian Medicines 18
Pharmaceuticals  |Dalian, 116600, China /2019 § § Agency (AIFA)
Ltd T =
on h
o~ o~
1593 Pfizer No. 22 Daging Road, Plant 120C: Tron bot vo trung Sulbactam Sodium - Cefoperazone Sodium 1:1 va 1:2 Chinese- |LN20170023 ~ ~ Liaoning Food and Drug 18
Pharmaceuticals |Economic & Technical GMP § § Administration, China
Ltd Development Zone, Dalian, b b
R ) S
China < N
o~ ~
CN-047 » WuHan Pusheng Pharmaceutical Co., Ltd » No. 1 Yangguang Avenue, Miaoshan, Jiangxia District, Wuhan, Hubei, China
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1594  [WuHan Pusheng  [NO. 1 Yangguang Avenue, * Thudc bot dong khd pha tiém (Workshop 3). Chinese- |HB20180444 o " Hubei Province Food 18
Pharmaceutical Miaoshan, Jiangxia District, GMP a S |and Drug
Co., Ltd Wuhan, Hubei, China Py & |Administration, China
- -
ON', 25 Food and Drug
Administration
CU-001 » Centro de Ingenieria Genética y Biotecnologia (CIGB) » Avenida 31 entre 158 y 190, Cubanacan, Playa, La Habana, Cuba
570 Centro de Avenida 31, entre 158 y 190, [San xuat khang nguyén bé mat virus viém gan B tai t6 hop (rec-HBsAg), hoat chat dé san xuat vac xin Heberbiovac HB - 10; Heberbiovac HB - 20 va WHO-GMP |007-19-B Centro para el Control 9
Ingenieria Cubanacan, Playa, La Habana |Heberpenta - L a by Estatal de
Genéticay (Planta 1), Cuba g 2. Medicamentos, Equipos
Biotecnologia 3 5—.? y Dispositivos Médicos
(CIGB) N = |(CECMED), Cuba
714 Centro de Avenida 31 entre 158 y 190, |San xuét téng hop khang nguyén Haemophilius influenzae typ b cdng hop (Chi tién hanh giai doan cdng hop PRP va protein mang), hoat chat dé san xuét vic |WHO-GMP [011-19-B Centro para el Control 11
Ingenieria Cubanacén, Playa, La Habana [xin don gid hodc két hop, bao gdm ca véc xin Quimi-Hib®. ) o |Estatal de
Genéticay (Planta 3), Cuba g 8 Medicamentos, Equipos
Biotecnologia 5 8. y Dispositivos Médicos
(CIGB) b = |(CECMED), Cuba
715 Centro de Avenida 31, entre 158 y 190, |* San xuat hoat chat (API): Interferon alpha 2b ngudi téi té hop, yéu t8 kich thich Interferon gamma ngudi ti té hop, yéu té kich thich bach cau hat nguoi tdi | WHO-GMP|014-19-B Centro para el Control 11
Ingenieria Cubanacan, Playa, La t8 hop; nguyén liéu sinh hoc P64K tai t8 hop. Q N |Estatal de
Genéticay Habana, Cuba (Plantas 5y 6) g 8 Medicamentos, Equipos
Biotecnologia 8 8' y Dispositivos Médicos
(CIGB) S 3 |(CECMED), Cuba
2049 Centro de Avenida 31, entre 158 y 190, |* Déng géi thir cap: thudc tiém (dang 1dng va déng khé); thudc dan; kem WHO-GMP [008-21-B Centro para el Control 24
Ingenieria Cubanacén, Playa, La (chtra vaccines (khang virus, khdng vi khuan va két hop), chat kich thich mién dich, cac ché pham chéng thiu mau khac, thudc khang virus dé st dung toan Estatal de
Genéticay Habana, Cuba (Plant 10) than, chita bénh va chng huyét khéi) Medicamentos, Equipos
. - . o < !
Biotecnologia LcaCh V'etlkhac A(;’eln“e 3L o |y Dispositivos Médicos
(CIGB) (cach vigr  |Petween 158 and 190, Y1 % |(cecMED), cuba
, Cubanacan, Playa, Havana, =] o
khac Center for N o
R Cuba) Q b=
Genetic
Engineering and
Biotechnology)
CU-002 » Centro Nacional de Biopreparados (BIOCEN) » Carretera Beltran, km 1 1/2, Bejucal, Mayabeque, Cuba
1054 Centro Nacional Carretera Beltran, Km 1 1/2, |* Déng géi thudc tiém dang 1dng thé tich nhé va thudc bot dong khd tir nha may Plant of Parenteral Products 2 va 3 (PPP2 va PPP3) clia BIOCEN. WHO-GMP|015-19-B Centro para el Control 13
de Biopreparados |Bejucal, Mayabeque (Packing ) «  |Estatal de
(BIOCEN) Plant), Cuba S &  [Medicamentos, Equipos
3 & |y Dispositivos Médicos
2 S |(CECMED), Cuba
CU-003 » Centro de Inmunologia Molecular (CIM) » Calle 216 y esquina 15, Reparto Atabey, Playa, La Habana, Cuba
1055 |Centro de Calle 216 y esquina 15, * San xudt hoat chat Nimotuzumab. WHO-GMP|022-19-B Centro para el Control 13
Inmunologia Reparto Atabey, Playa, La Estatal de
Molecular (CIM) - |Habana, Cuba ) ~ |Medicamentos, Equipos
Planta de 2' S |y Dispositivos Médicos
Produccion de q > |(cecmED), cuba
- © S
Anticuerpos ~
Terapéuticos
(ANTYTER)
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1056 Centro de Calle 216 y esquina 15, * Thudc tiém thé tich nhé: IOR® EPOCIM 2000, IOR® EPOCIM 3000, IOR® EPOCIM 4000, IOR® EPOCIM 5000, IOR® EPOCIM 10000, IOR® EPOCIM 30000, IOR® WHO-GMP|020-19-B Centro para el Control 13
Inmunologia Reparto Atabey, Playa, La  |EPOCIM 40000, IOR® LEUKOCIM, CIMAher®, CIMAVAX®-EGF, MONTANIDE ISA 51VG va VAXIRA®. 9 |Estatal de
Molecular (CIM) - |Habana, Cuba g 8 Medicamentos, Equipos
Planta de g. 8 y Dispositivos Médicos
Procesamiento 3 3 |(CECMED), Cuba
Final
CY-001 » Medochemie Limited (Ampoule Injectable Facility) » 48 lapetou Street, Agios Athanassios Industrial Area, 4101 Agios Athanassios, Limassol, Cyprus
612 Medochemie 48 lapetou Street, Agios * Thudc v6 tring: EU-GMP |MEDO07/201 o _, |Pharmaceutical Services | 10
Limited (Ampoule |Athanassios Industrial Area, + Thu8c san xudt vd trung: Dung dich thé tich nhé. 8/001 = S |- Ministry of Health,
Injectable Facility) 4101 Agios Athanassios, + Thudc tiét trung cudi: Dung dich thé tich nhé. g : Cyprus
Limassol, Cyprus Q inl
=) -
- o
1463  [Medochemie 48 lapetou Street, Agios * Thudc vé trung: EU-GMP |MEDO07/202 ° o Pharmaceutical Services 17
Limited (Ampoule |Athanassios Industrial Area, + Thu8c san xuat vd trung: Dung dich thé tich nhé. 0/001 S S |- Ministry of Health,
Injectable Facility) 4101 Agios Athanassios, + Thudc tiét trung cudi: Dung dich thé tich nhé. E z Cyprus
Limassol, Cyprus Q i
3 3
CY-002 » Medochemie Limited - Central Factory » 1-10 Constantinoupoleos Street, 3011, Limassol, Cyprus
534 Medochemie 1-10 Constantinoupoleos *Thudc khéng vé trung: Vién nang clrng, vién nén, cac dang thudc ran khac: vién nén khéang dich vj, vién nén bao phim, vién nén giai phéng bién dai. EU-GMP |MEDO01/201 0 — |Pharmaceutical Services 9
Limited - Central |Street, 3011, Limassol, 8/002 § § - Ministry of Health,
Factory Cyprus ) & |Cyprus
< &
- o™
1792 Medochemie 1-10 Constantinoupoleos *Thudc khéng vé trung: Vién nang clrng, vién nén, cac dang thudc ran khac: vién nén khang dich vj, vién nén bao phim, vién nén giai phéng bién dai. EU-GMP |MEDO01/202 - < Pharmaceutical Services 20
Limited - Central  [Street, 3011, Limassol, * Dong goi so cdp; Cac dang thudc trén 1/001 § § - Ministry of Health,
Factory Cyprus * Poéng goi thir cap ‘:" B‘ Cyprus
* Kiém tra chat lugng: Héa ly/Vat ly/Vi sinh (thudc khéng vé trung) & &
S S
CY-003 » Medochemie Limited - Factory C » 2 Michael Erakleous Street, Agios Athanassios Industrial Area, 4101 Agios Athanassios, Limassol, Cyrus
558 Medochemie 2 Michael Erakleous Street,  |* Thudc khéng vé tring chira khang sinh nhém Cephalosporin: vién nang cing; vién nén; vién nén bao phim; thudc bt va thudc cdm pha hén dich udng; EU-GMP |MEDO04/201 o - Pharmaceutical Services 9
Limited - Factory C |Agios Athanassios Industrial |* xuat xudng 16 thudc khdng vé trung; ) 9/001 = |- Ministry of Health,
(Oral Facility) Area, 4101 Agios * Péng goi so cap: vién nang clirng; vién nén; vién nén bao phim; thudc bét va thude c6m pha hoén dich udng; : : Cyprus
Athanassios, Limassol, Cyprus | * Déng géi thit cap; =} i
* Kiém tra chat lugng. 3 -
613 Medochemie 2 Michael Erakleous Street,  [* ThuGc vé tring: EU-GMP |MEDO04/201 0 — |Pharmaceutical Services 10
Limited - Factory C |Agios Athanassios Industrial + Thudc san xudt vé trung: Bot pha dung dich tiém (chira khang sinh nhém Cephalosporin va Carbapenems). 8/002 § § - Ministry of Health,
Area, 4101 Agios g ‘,:': Cyprus
Athanassios, Limassol, Cyprus s &
Ll o
1793  [Medochemie 2 Michael Erakleous Street, [* ThuGc vé trung: EU-GMP |MEDO04/202 Pharmaceutical Services | 20
Limited - Factory C |Agios Athanassios Industrial |+ Thu8c san xuat vé trung: Bot pha dung dich tiém (chira khang sinh nhém Cephalosporin va Carbapenems). 1/001 - Ministry of Health,
(Tén trén gidy Area, 4101 Agios + Chirng nhan 16 thudc vé trung Cyprus
ching nhan méi: Athanassios, Limassol, Cyprus [* Dong gdi: - -
. + Dbng goi thir cap S S
Medochemie . - A e I N
. * Kiém tra chét lugng: Hoa ly/Vat ly/Vi sinh (Thudc vé trung va thudc khong vo trung) ~ o
Limited (Factory (S 5]
C) - Injectable B 5
facility))
CY-004 » Medochemie Limited (Cogols Facility) » 1-10 Constantinoupoleos Street, 3011, Limassol, Cyprus
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588 MEDOCHEMIE LTD |1-10 Constantinoupoleos * Thudc khdng vé trung: Thudc udng dang 1dng, thudc dang bén ran, thudc dan. EU-GMP |MEDO02/202 o ~ |Pharmaceutical Services 9
(COGOLS FACILITY) |street, 3011, Limassol, Cyprus 0/001 g S |- Ministry of Health,
o & |Cyprus
& I~
— 1%
1991 MEDOCHEMIE LTD |1-10 Constantinoupoleos * Thudc khdng vé trung: Thudc udng dang 1dng, thudc dang bén ran, thudc dan. EU-GMP |MED02/202 o < |Pharmaceutical Services 23
(COGOLS FACILITY) |street, 3011, Limassol, Cyprus|* Xudt xuwéng thudc khong vé trung. 1/001 S S |- Ministry of Health,
* Pong goi so cdp: Thudc udng dang 1dng, thudc dang bén ran, thudc dan. 3 ': Cyprus
* Pong goi thir cap. ; g
* Kiém tra chat lugng: Vi sinh (khéng vo tring); Hoa hoc / Vat Iy. o <
CY-005 » Remedica Ltd » Aharnon Street, Limassol Industrial Estate, Limassol, 3056, Cyprus
442 Remedica Ltd AHARNON STREET, LIMASSOL  [* Building 1: Thu8c khdng vé truing: vién nang cing; thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc bdt pha dung dich udng; thudc phun mu; EU-GMP |REMO00/201 Pharmaceutical Services 9
INDUSTRIAL ESTATE, BUILDING  [thugc dang ban rdn; thudc dat; vién nén, vién nén bao phim. 8/001 - Ministry of Health,
1-MAIN, BUILDING 2 - * Building 2: Thu8c khang vé trung chira khang sinh nhdm Penicillin: vién nang cirng; vién nén, vién nén bao phim; thudc bt pha dung dich udng. Cyprus
PENICILLINS, BUILDING 4 - * Building 4: Thu8c khdng vé trung chira khang sinh nhém Cephalosporin: vién nang clrng; vién nén; thudc bdt pha dung dich uéng.
CEPHALOSPORINS, BUILDING 5 - 1, Building 5: Thudc khdng vé trung chira hormon va corticosteroid: vién nén
HORM.& CORT., BUILDING 10 - ficing >: Thuoc khong vo trung chira hormon va * - ) .
ANTI-NEOPLASTIC * Building 10: Thu6c khong vo trung chira thuGc chéng ung thu: vién nang citng; vién nén, vién nén bao phim. x =
’ o o
IMMUNOMODULATING, N N
LIMASSOL, CYPRUS, 3056, S o
Cyprus S r';;
(Céch viét khéc: Aharnon Street,
Limassol Industrial Estate, 3056,
Limassol, Cyprus)
716 Remedica Ltd AHARNON STREET, * Building 5: Thuéc khéng vé trung chira hormon va corticosteroid: Vién nén. EU-GMP [REM Pharmaceutical Services 11
LIMASSOL INDUSTRIAL * Building 10: Thu8c khéng vé trung chira thudc chéng ung thu: Vién nang cirng; Vién nén, vién nén bao phim. 5&10/2019/ Ministry of Health,
ESTATE, BUILDING 5 - 001 o ~ |cyprus
HORMONES & g 8
I I
CORTICOSTEROIDS, & >
BUILDING 10 - NG -
~ -
ANTINEOPLASTIC & S Ll
IMMUNOMODULATING
AGENTS, LIMASSOL, 3056,
1683  |Remedica Ltd Aharnon Street, Limassol Building 1 - General products (thudc thudong): EU-GMP |REM01/202 Pharmaceutical Services [ 19
Industrial Estate, Limassol, * Thu8c khéng vé trung: 1/001 - Ministry of Health,
3056, Cyprus +Vién nang crng; thudc dung ngoai dang I8ng; thudc udng dang 1dng; thuéc bot pha hdn dich ung; thudc phun mu; thudc dang ban rén; thudc dét; vién b I lcyprus
nén, vién nén bao phim. < <
+ Xuat xudng 16. :' g
* Péng goi so cap: Vién nang clrng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc bot pha hdn dich udng; thudc phun mu; thudc dang bén rén; g' 8'
thu8c dat; vién nén, vién nén bao phim.
* Pong goi thir cap.
1684  |Remedica Ltd Aharnon Street, Limassol Building 2 - Penicillins: EU-GMP |REM02/202 Pharmaceutical Services [ 19
Industrial Estate, Limassol, * ThuBc khéng vé trung chira khang sinh nhém Penicillin: 1/001 < 3 [Ministry of Health,
Cyprus, 3056, Cyprus +Vién nang clrng; vién nén, vién nén bao phim; thudc bot pha hén dich udng. Q Q Cyprus
+Xudt xudng 16. o] Qg
* Pong goi so' cp: Vién nang cirng; vién nén, vién nén bao phim; thudc bot pha hdn dich udng. g’ 8‘
* Pong goi thir cap.
K Vifen ben AL Ae Lusnc. Aot VAo A bedimeee LA bas NIAS L
1992 Remedica Ltd AHARNON STREET, * BUILDING 5 - HORMONES AND CORTICOSTEROIDS: Thuéc khéng vé triing chira hormon va corticosteroid: Vién nén. EU-GMP [REMO05/202 ~ < |Pharmaceutical Services 23
LIMASSOL INDUSTRIAL 2/001 S | & |ministry of Health,
ESTATE, LIMASSOL, 3056, 2 S [cyprus
Cyprus S Ny
- ~
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2050 Remedica Ltd Aharnon Street, Limassol * Building 4: Thu8c khdng vé trung chira khang sinh nhém Cephalosporin: vién nang clrng; vién nén; thudc bdt pha dung dich uéng. EU-GMP |REMO04/202 - < Pharmaceutical Services 24
Industrial Estate, Limassol, 1/001 § § - Ministry of Health,
3056, Cyprus :' g Cyprus
N o
o <}

2119 Remedica Ltd AHARNON STREET, * Thudc khdng vé trung (cac san pham chdng ung thu): Vién nang cirng; Vién nén EU-GMP |REM10/202 Pharmaceutical Services 25
(BUILDING 10 - LIMASSOL INDUSTRIAL 2/001 ~ < Ministry of Health,
ANTINEOPLASTIC  |ESTATE, LIMASSOL, 3056, S | & |cyprus
& Cyprus 3 g
IMMUNOMODULA e 0y
TING PRODUCTS) R

CY-007 » Mundipharma Pharmaceuticals Ltd » 13 -15 Othellos Street, Dhali Industrial Area, Nicosia, Cyprus, 2540, Cyprus
262 Mundipharma 13 -15 Othellos Street, Dhali  [* Thudc khdng vo triing: Thudc duing ngoai dang 1dng; thudc dung trong dang 16ng; thudc phun mu; thudc ban ran (kem, gel, md); thudc dan. EU-GMP |MUNO01/201 o — |Pharmaceutical Services 7
Pharmaceuticals  |Industrial Area, Nicosia, 9/001 § § - Ministry of Health,
Ltd Cyprus, 2540, Cyprus 8‘ 8‘ Cyprus
o 5
— S

1242 Mundipharma 13 -15 Othellos Street, Dhali [* Thudc khéng vé trung: Thudc dung ngoai dang 16ng; thudc dung trong dang 16ng; thudc phun mu; thudc ban rén (kem, gel, m&); thudc dan. EU-GMP |MUNO01/202 o o |Pharmaceutical Services 15

Pharmaceuticals  |Industrial Area, Nicosia, 0/001 § § Ministry of Health,

Ltd Cyprus, 2540, Cyprus ‘:" 8‘ Cyprus
~ -
- -

CY-008 » Delorbis Pharmaceuticals Ltd » 17 Athinon str., Ergates Industrial Area, 2643 Ergates, Lefkosia, Cyprus
614 Delorbis 17 Athinon str., Ergates * ThuSc khdng vd trung: Vién nang cirng; vién nén; vién nén bao phim; bot pha hdn dich udng. EU-GMP |DELOR/001/ & — |Pharmaceutical Services 10
Pharmaceuticals  |Industrial Area, 2643 * Péng goi so' cap: cac dang thudc trén bao gdm ca thuc dang rdn chira doc té bao. 2019 § § - Ministry of Health,
Ltd Ergates, Lefkosia, Cyprus * Xudt xudng: cac dang thudc trén bao gdm ca thudc vé trung. A & |cyprus
* Kiém tra chat lugng: phép thir vi sinh khéng vo tring dugc hop dong véi don vi Foodlab Ltd. 3 E‘

— ™

1842 Delorbis 17 Athinon str., Ergates * ThuSc khdng vé trung: Vién nang cirng; vién nén; vién nén bao phim; bot pha hdn dich udng. EU-GMP |DELOR/001/ Pharmaceutical Services 21

Pharmaceuticals  |Industrial Area, 2643 * Xuat xudng: cac dang thudc trén bao gdm ca thudc vo trung. 2021 - Ministry of Health,
Ltd Ergates, Lefkosia, Cyprus * Dong goi: ] ) ] ] 0 Cyprus
Cach ghi khac: 17 Athinon - Déng goi so cap: cac dang thudc trén bao gdm ca thudc dang rdn chira doc té bao. IS IS
Street, Ergates Industrial - Déng géi thir cap g 9'
Area, 2643 Ergates, P.O. Box |* Kiém tra chat lugng: g (r:‘l’
28629, 2081 Lefkosia, Cyprus |- Vi sinh (v6 trung; khéng vo trung); hda hoc/vat ly; sinh hoc.
- Phép thir vi sinh khéng vé trung duwgc hgp déng véi don vi Foodlab Ltd.
CY-009 » Medochemie Ltd (Factory B) » 48 lapetou Street, Agios Athanassios Industrial Area, 4101 Agios Athanassios, Limassol, Cyprus
448 Medochemie Ltd |48 lapetou Street, Agios * Thudc khdng vé triing chita khang sinh nhém Penicillin: vién nang clrng; vién nén; vién nén bao phim; thudc cdm va thudc bot pha hén dich usng. EU-GMP [MEDO03/201 oy ~ Pharmaceutical Services 9
(Factory B) - Oral |Athanassios Industrial Area, 9/001 § § - Ministry of Health,
Facility 4101 Agios Athanassios, GO'., :‘: Cyprus
Limassol, Cyprus ps &
<) %)
493 Medochemie Ltd |48 lapetou Street, Agios * Thu8c san xudt vo trung chira khang sinh nhém Penicillin: thudc bt pha dung dich tiém EU-GMP [MEDO03/201 0 ~ |Pharmaceutical Services 9
(Factory B) Athanassios Industrial Area, 8/002 § § - Ministry of Health,
4101 Agios Athanassios, g :‘: Cyprus
Limassol, Cyprus S &
- %)
1993 Medochemie Ltd |48 lapetou Street, Agios * Thu8c san xuét vo trung chira khang sinh nhém Penicillin: thudc bt pha dung dich tiém EU-GMP [MEDO03/202 - « |Pharmaceutical Services 23
(Factory B) Athanassios Industrial Area, |* Xudt xudng thudc vé trung 1/001 % § - Ministry of Health,
Injectable facility 4101 Agios Athanassios, * Péng goi thir cap. ~ d Cyprus
Limassol, Cyprus * Kiém tra chat lugng: Vi sinh (vo trung; khéng vo trung); Héa hoc/Vat ly; Sinh hoc. E iy
- o
CY-011 » Medochemie Ltd (Factory AZ) » 2 Michael Erakleous Street, Agios Athanassios Industrial Area, Agios Athanassios, Limassol, 4101, Cyprus
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536 Medochemie Ltd 2 Michael Erakleous Street, * Thudc khéng v triing: Vién nang clrng; vién nén; vién nén giai phong thay déi; vién nén khang dich vi; vién nén bao phim. EU-GMP |MEDO05/201 o P Pharmaceutical Services 9
(Factory AZ) Agios Athanassios Industrial 9/002 § § - Ministry of Health,
Area, Agios Athanassios, g ﬁl Cyprus
Limassol, 4101, Cyprus g Ny
S ™
CZ-001 » Oncomed manufacturing a.s. » Kardsek 2229/1b Budova 02 Reckovice 62100 Brno, Czech
3 Oncomed Kardsek 2229/1b Budova 02 |* Déy chuy&n san xuat thuc vé tring: EU-GMP |sukls96769/ | o |State Institute for Drug 1
manufacturing a.s. |Reckovice 62100 Brno, Czech |  + Thu8c san xuét v trung: Dung dich thé tich lon, thuc ddng kho, dung dich thé tich nho chira chét doc té bao 2017 § § Control (SUKL), Czech
+ Thudc tiét trung cudi: Dung dich thé tich I&n, dung dich thé tich nhé chira chat doc té bao; g g Republic
~ o
S ~
523  [Oncomed Karasek 2229/1b, budova 02, * Thudc v6 triing chira chat kim té bao: EU-GMP |[sukls148875 State Institute for Drug 9
manufacturing a.s. Retkovice, 621 00 Brno, + Thu8c san xudt v trung: Dung dich thé tich 1én; thudc déng khd; dung dich thé tich nhé. /2019 Control (SUKL), Czech
Czech + T’hué'c tiét trimlg cudi: Dung dich thé tich Ién; dung dich thé tich nho. ] S |Republic
(* Cach ghi khdc: Karasek * Xuat xudng thudc vo trung. I IS
2229/1b, budova 02, 62100 |* Déng géi thir cap. ) 3
Brno-Reckovice, Czech) * Kiém tra chat lugng. m' 8'
* San pham cu thé (chi san xuat, déng géi so cap va dong goi thir cap):
+ Thu8c bdt pha dung dich dam d3c dé tiém truyén Pemetrexed Synthon 100 mg (Tén tai Viét Nam: Pemetrexed Biovagen).
1994  |Oncomed Karsek 2229/1b, budova 02, * Thuc v6 triing chita chéit kim t€ bao: EU-GMP |sukls201293 State Institute for Drug | 23
manufacturing a.s. Retkovice, 621 00 Brno, + Thudc san xudt v trung: Dung dich thé tich I&n; thudc déng khd; dung dich thé tich nho. /2021 Control (SUKL), Czech
Czech + Thudc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé tich nhé. N S |Republic
(* Céch ghi khéc: Karasek * Xudt xudng thudc vé trung. IS IS
2229/1b, budova 02, 621 00 |* Déng géi thir cap. g =)
Brno-Retkovice, Czech) * Kiém tra chat lugng: Héa hoc/Vat ly; Sinh hoc. <O'r B'
* San pham cu thé (chi san xuat, déng géi so cap va dong goi thir cap):
+ Thud8c bdt pha dung dich dam d3c dé tiém truyén Pemetrexed Synthon 100 mg (Tén tai Viét Nam: Pemetrexed Biovagen).
CZ-002 » VUAB Pharma a.s. » Vitavska 53, 25263 Roztoky, Czech Republic
76 VUAB Pharma a.s. |Vltavska 53, 25263 Roztoky, |Thudc vé trung: Thudc bot déng kho pha tiém (bao gdm ca hormones) EU-GMP |sukls62266/ [ o ~ [State Institute for Drug 5
Czech Republic 2019 § § Control (SUKL), Czech
S g Republic
0 ~
o~ —
1843  |VUAB Pharmaa.s. |[Vltavska 53,252 63 Roztoky, |* Thudc vé trung: EU-GMP |sukis222024 | < State Institute for Drug 21
Czech Republic + Thu8c san xudt vé trung: Thudc bdt déng khd pha tiém (bao gdm ca hormones). /2021 N S [Control (SUKL), Czech
* Xudt xudng thudc vo trung. E ;"\ Republic
* Xudt xudng thudc khong vé trung. ~ =)
* Dong goi thir cap. 3 3
* KiZeo tra chAt Leqng: \/i cinh (VA teling khAng uA teling): Hda hae /\/At 1 Siph b
CZ-003 » Teva Czech Industries s.r.o » Ostravska 305/29, Koméarov 747 70 Opava, Czech Republic
923 Teva Czech Ostravska 305/29, Komérov  [* ThuBc khéng vé truing: vién nang mém chira ciclosporin, thudc dung ngoai dang long chira hormon (khéng bao gdm hormon sinh duc) EU-GMP [sukls293205| o — |State institute for drug 12
Rl
Industries s.r.o 74770 Opava, - Czech /2018 IS § control, Czech Republic.
Republic P ey
— o
- )
Ll Ll
1595 [Teva Czech Ostravska 305/29, Komarov  |* Thudc khéng vé tring: vién nang mém (rc ché mién dich, thudc duing ngoai dang Idng chira hormon (khdng bao gdm hormon sinh duc); EU-GMP |sukls189852 | o o |Stateinstitute for drug 18
Industries s.r.o 747 70 Opava, - Czech * Péng goi so cap, thir cdp: vién nang mém (rc ché mién dich, thudc dung ngoai dang 16ng chita hormon (khéng bao gdm hormon sinh duc); /2020 § § control, Czech Republic.
Republic * Xudt xwdng thude khdng vo trung; & &
* Kiém tra chat lugng. ; ,OL
Ll -
CZ-004 » Ferring - LéCiva a.s. » K Rybniku 475, 252 42 Jesenice u Prahy, Czech
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591  |Ferring - Lé&iva a.s. [K Rybniku 475, 252 42 * ThuGc khdng vo trung: thudc dung ngoai dang Iong. EU-GMP |[sukls200879 | — |State Institute for Drug 9
Jesenice u Prahy, Czech /2018 3 S |control (SUKL), Czech
3 8 Republic
© ~
~ S
1358  |Ferring - Lé&iva a.s. |K Rybniku 475, 252 42 * Xudt xudmg 16 thudc khdng vo trung. EU-GMP [sukls56450/ | o o |State Institute for Drug 16
Jesenice u Prahy, Czech * Thudc khéng vé trung: i 2020 § § Control, Czech Republic
+ Thuc dung ngoai dang 1dng (bao gdbm hén dich thut tryc trang) o &
+ Xudt xudng 16. g 3
- o~
CZ-005 » Ferring - LéCiva a.s. » Ke Skale 455, 252 42 Vestec u Prahy (areal spol. ECP, a.s.), Czech
466 Ferring - LéCiva a.s. |Ke Skale 455, 252 42 Vestec |* Déng géi so cdp: thuSc dan, vién nén. EU-GMP [sukls200879 | o — |State Institute for Drug 9
u Prahy (aredl spol. ECP, a.s.), | * Ddng géi thr cap. /2018 § § Control (SUKL), Czech
Czech ) L :
3 8 Republic
© ~
~ S
1359  |Ferring - Lé&iva a.s. |Ke Skdle 455, 252 42 Vestec ~ [* Dong goi so cap: thudc dan. EU-GMP |sukls56450/ | o « |State Institute for Drug 16
u Prahy (aredl spol. ECP, a.s.), |* Déng géi thir cap. 2020 § § Control, Czech Republic
Czech o &b
4 <
o I
- o~
CZ-006 » PRO.MED.CS Praha a.s. » Teléska 377/1, Michle, Praha 4, 140 00, Czech Republic
1685 [PRO.MED.CS Tel¢skd 377/1, 140 00 Praha  |* Xudt xudng 16 thudc vo trung. EU-GMP |sukls67055/ State Institute for Drug 19
Praha a.s. 4 - Michle, Czech Republic * Thu8c khéng vé trung: 2020 < @ |Control, Czech Republic
+ Vién nang clrng; Vién nén, vién nén bao phim; Thudc bot. IS <
+ Xudt xwdng 16 bao gobm thudc dung trong dang ldng, thudc dan va thudc bét. g 8'
* Péng goi so cap: Vién nang cirng; Vién nén, vién nén bao phim. :& ~
* Pong goi thir cap. o
X Wil L LAL L i cinhb. Kha Atrl ki b JIVETS ™
CzZ-007 » Biomedica, spol. s r.o. » Biomedica, spol. s r.o. divize Horatev, Horatev 104, 289 12 Nymburk, Czech Republic
924 Biomedica, spol. s |Biomedica, spol. s r.o. divize |* Thudc vo trung: EU-GMP |sukls316098 State Institute for Drug 12
r.o. Horatev, Horatev 104, 289 + Thudc tiét trung cudi: Dung dich thé tich I&n. /2018 Control (SUKL), Czech
12 Nymburk, Czech Republic | + Xudt xudng 16. Republic
* Thu8c khéng vé trung: o <
+ Thuéc udng dang 16ng; Vién nén, vién nén bao phim; Thudc bét, thudc géi. 2 2
+ Xudt xudng 16. a2 bt
* Pong goi so cap: Thudc udng dang 16ng; Vién nén, vién nén bao phim; Thudc bét, thudc géi. 8' g
* Pong goi thir cap.
* Kiém tra chat lugng:
+Hoa hoc/Vat ly.
1910 |Biomedica, spol. s |Biomedica, spol. s r.o. divize [* Thudc v tring: EU-GMP |[sukls229717 State Institute for Drug 22
r.o. Horatev, Horatev 104, 289 + Thudc tiét trung cudi: Dung dich thé tich I&n. /2020 Control (SUKL), Czech
12 Nymburk, Czech Republic | + Xudt xudng 16. o < |Republic
* Thu8c khéng vé trung: S 8
+Thudc ubng dang 6ng; Vién nén, vién nén bao phim; Thudc bét, thudc goi. E :‘r‘
+ Xudt xudng 16. S'r S'r
* Dong goi: S -
+ Ddng gdi so cap: Thubc udng dang 16ng; Vién nén, vién nén bao phim; Thudc bét, thudc géi.
+Ddng goi thir cap.
DE-001 » Medac Gesellschatt fur klinische Speczialpraparate mbH » TheaterstraBe 6 22880 Wedel, Germany
4 Medac TheaterstraBe 6 22880 * Xuat xudng 16 (Thudc sdn xuat vo trung; thudc tiét trung cudi; san phdm cong nghé sinh hoc; thudc sinh hoc cé ngudn géc tir ngwdi hodc dong vat); EU-GMP |DE_SH_01_ © I Co quan Thim quyén 1
Gesellschaft fur ~ |Wedel Germany * Dong gdi thir cap GMP_2018_| 2 g |buc
klinische 0039 : :3
. — -
Speczialpraparate & &
- o~
mbH
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345 Medac TheaterstraBe 6 22880 * Xuat xudng 16 (Thudc sdn xuat vo tring; thudc tiét trung cudi; san phdm cdng nghé sinh hoc; thudc sinh hoc cé ngudn géc tir ngudi hodc dong vat; thudc EU-GMP |DE_SH_01_ o ° Co quan Thim quyén 8
Gesellschatt fur ~ |Wedel Germany khong vé trung); GMP_2018_| & S |buc
klinische * Dong goi thur cap 0039 > 3
. * Kiém tra chat lugng: héa hoc/ vat ly. Q <
Speczialpraparate N o : ;
p prap o 2
mbH, Germany
439 Medac TheaterstraBe 6 22880 * Xuat xudng 16 (ThuSc san xuét vo trung; thudc tiét trung cudi; sdn phdm céng nghé sinh hoc; thudc sinh hoc cé ngudn géc tir ngudi hodc dong vat); EU-GMP |DE_SH_01_ © ° Co quan Tham quyén 8
Gesellschaft fur ~ |Wedel Germany * Déng goi thir cap GMP_2018_| & S |buc
Klinische 0039 DN N
. i —
Speczialpraparate ob s
<] -
mbH
925 Medac TheaterstraBe 6 22880 * Xudt xudng 16 thudc vo trung. EU-GMP |DE_SH_01_ o ~ |coquan Tham quyén 12
Gesellschaft fur Wedel Germany * Xudt xudng 16 thudc khéng vé trung. GMP_2020_| S o |puc
Klinische * Xudt xudng 16 thubc cdng nghé sinh hoc, thudc sinh hoc ¢ ngudn géc tir ngudi hodc dong vat. 0032 g 0"70‘
Speczialpraparate * Bong gdi thir cap. e 3
- o~
mbH
2120 Medac TheaterstraBe 6 22880 * Xuat xudng 16 thudc vé trung. EU-GMP |DE_SH_01_ ~ < Co quan Tham quyén 25
Gesellschaft fur Wedel Germany * Xudt xudng 16 thudc khéng vo trung. GMP_2022_ S 8 |buc
Klinische * Xuat xudng 16 thudc cong nghé sinh hoc, thudc sinh hoc cé ngudn goc tir ngudi hodc dong vat. 0011 E g
. 4 o s
Speczialpraparate Bong goi thi cap. 2 2
o~ —
mbH
DE-002 » Haupt pharma Amareg GmbH » Donaustaufer Strabe 378, 93055 Regensburg, Germany
25 Haupt pharma Donaustaufer Strabe 378, * Thu8c khéng vé trung (bao gdm ca khang sinh, thudc kim té& bao, thudc déc té€ bao; thudc chira hormon hoéc hoat chat ¢ hoat tinh hormon; thudc trc ché EU-GMP |DE_BY_05_ . «~ |Co quan thdm quyén 2
Amareg GmbH 93055 Regensburg, Germany [mién dich): vién nang citng, thudc nudc dung ngoai, thudc bén rén, thudc dit, vién nén, vién nén bao. GMO 2017 by S Plrc
- - () o~
0024 S | B
- ©
™ )
717 Haupt pharma Donaustaufer Strabe 378, * Thu8c khéng vé trung (bao gdm ca khang sinh, thudc kim té& bao, thudc ddc té€ bao; thudc chira hormon hoéc hoat chat ¢ hoat tinh hormon; thudc trc ché EU-GMP |DE_BY_05_ . o |Coquan tham quyén 11
Amareg GmbH 93055 Regensburg, Germany |mi&n dich): vién nang cing, thuc nudc dung ngoai, thudc ban rén, thudc dt, vién nén, vién nén bao. GMP 2019 a o Plrc
- - () o~
0070 =) ]
- -
- -
[22] ™
DE-003 » Baxter Oncology GmbH » KantstraRe 2, 33790 Halle/Westfalen, Germany
29 Baxter Oncology  |KantstraRe 2, 33790 * Thu8c vé trung (chira hormon, chat déc t& bao, chat trc ché mién dich): EU-GMP |DE_NW_02_ o |Coquanthdm quyén 3
GmbH Halle/Westfalen, German + Thudc san xut vé trung: thudc déng khd; dung dich thé tich nhd; thudc dang ran va cay ghép. GMP_2017_ § Plc
+ Thudc tiét trung cudi: dung dich thé tich nho. 1001 -
* Thu8c sinh hoc: sdn phdm cong nghé sinh hoc; sdn pham c6 ngudn géc tir ngudi hodc dong vat (chira protein/DNA téi t& hgp, hormon dugc tach tir nudc g
i . pat
tiéu nguoi).
402 Baxter Oncology  |KantstraRe 2, 33790 * Thu8c vé tring (bao gdm ca hormon, chat ddc té bao, chat (rc ché mién dich): EU-GMP |DE_NW_02_ Co quan thadm quyén 8
GmbH Halle/Westfalen, Germany + Thu6c sdn xuat vd trung: thudc ddng khd; dung dich thé tich nhé; thudc dang ran va ciy ghép. GMP_2020_ g g Plc
Céch ghi khéc: Kantstrasse 2, + Thudc tiét trung cudi: dung dich thé tich nhé. 0006 E :,‘
D-33790- Halle, Germany * Thudc sinh hoc: sdn pham cong nghé sinh hoc; sdn pham cé ngudn gdc tir ngudi hodc dong vat (chira protein/DNA téi t& hgp, hormon duoc tach tir nudc Q =)
tiéu ngudi). b Y
DE-004 » Haupt Pharma Wiilfing GmbH » Bethelner Landstrasse 18 Gronau/Leine, Niedersachsen, 31028, Germany
104 Haupt Pharma Bethelner LandstraRe 18, * Thudc vé trung: EU-GMP [DE_NI_02_G Co quan thdm quyén 6
Wuelfing GmbH 31028 Gronau/Leine, +Thudc sdn xuat vo trung: Dung dich thé tich I¢n; Dung dich thé tich nhd; Thudc déng khd; Thudc dang rén va cdy ghép. MP_2018 0 Purc
(Tén cii: Wuelfing Germany + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhd; Thudc dang ran va cay ghép. 022 ] b
Pharma GmbH) * Thudc khong vé trung: Vién nang cirng; Thudc udng dang 1dng; Thudc dung ngoai dang Idng; Thudc bot, thudc cdm; Vién nén bao; Thudc bén rén; Thudc IS <
dan; Vién nén. SI SI
* Thudc sinh hoc: S3n phdm cong nghé sinh hoc. :' r‘i
* Thu6c tir duwoc lidu.
* Pong goi so' cap: Khdng bao gom thudc ban ran.
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1057 Haupt Pharma Bethelner LandstralRe 18, * Thudc vé trung: EU-GMP |DE_NI_02_G Co quan thdm quyén 13
Wiilfing GmbH 31028 Gronau/Leine, +Thudc sdn xuat vo trung: Dung dich thé tich I¢n; Dung dich thé tich nhd; Thudc ddng khd; Thudc dang rén va cdy ghép. MP_2020_0 Purc
(Tén cii: Wiilfing Germany + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhd; Thudc dang ran va cay ghép. 016
Pharma GmbH) (* Cach ghi khac: Bethelner | * Thudc khdng v tring: Vién nang cling; Thudc udng dang 1dng; Thudc dung ngoai dang 1dng; Thudc bot, thudc cdm; Vién nén bao; Thudc bén rén; Thudc o "
P Sy Landstrasse 18, 31028 dan; Vién nén. S S
(* Cach ghi khac: ) . s e s A q a
Gronau/Leine, Germany) * Thudc sinh hoc: San pham céng nghé sinh hoc. < o
Haupt Pharma PN N =) o
§ * Thudc tir duoc liéu. b &
V\{uelfjng Gmt?H - * Péng goi so cap: Vién nang cirng; Thudc udng dang ldng; Thudc dung ngoai dang 16ng; Thudc bét, thudc c8m; Vién nén bao; Thudc dan; Vién nén. A ©
Tén cii: Wuelfing * Dong goi thir cap.
Pharma GmbH) * Kiém tra chdt lugng: Vi sinh (vé trung, khéng vé trung); Héa hoc/Vat Iy.
DE-005 » INFAI GmbH » Zweigniederlassung Hagen, An der Kohlenbahn 39, 58135 Hagen, Germany
54 INFAI GmbH An der Kohlenbahn 39, - Pong goi so cap, thir cdp va xudt xudng 16:: EU-GMP [DE_NW_01_| o |co quan thdm quyen 2
58135 Hagen, Germany * Thu8c udng dang 16ng: Gastromotal GMP_2017_ § § Plrc
* Thu8c bot: Helicobacter testkit, Pancreo-Lip 0011 & N
S IS
© o
S ™
DE-006 » Catalent Germany Schorndorf GmbH » Steinbeisstr. 1 und 2, 73614 Schorndorf, Germany
79 Catalent Germany |Steinbeisstr. 1und 2, 73614 |* Thudc khéng vé triing: Vién nén, vién bao phim, vién nang cirng, cac dan thudc ran khac (thudc c6m) EU-GMP [DE_NW_01_ ~ o |coquan thaim quyén 5
Schorndorf GmbH |Schorndorf, Germany GMP_2017_ § § Drc
1056 ) 5
~ Lh
S o
926 Catalent Germany |Steinbeisstr. 1 und 2, 73614  [* ThuGc khong vé tring (bao gom ca thudc dugc liéu): Vién nén, vién bao phim, vién nang cing, cac dang thudc ran khac (thudc cm, thudc bot, vién tron EU-GMP |DE_BW_01_ Co quan thadm quyén 12
Schorndorf GmbH [Schorndorf, Germany (globuli), pellets) GMP_2020- ° - |Puc
* Péng goi: 0083 S S
+Ddng gbi so cap (bao gdm ca thudc dugc liéu): Bao gdm ca vién nang mém, thudc udng dang 16ng, thudc dung ngoai dang 1dng, thudc ban rén, thudc hit. E z
+ Déng goi thir cap Q Q
* Xuat xudng thudc khéng vé trung Y 3
* Kiém tra chat lugng: Héa ly/vat ly
DE-007 » Siegfried Hameln GmbH » Langes Feld 13, 31789 Hameln, Germany
83 Siegfried Hameln |Langes Feld 13, 31789 * San xuét thudc: EU-GMP |DE_NI_02_G| ¢ « |Coquanthdm quyén 5
GmbH Hameln, Germany + Thu6c san xuat vd trung: dung dich thé tich I&n; dung dich thé tich nhé; hén dich. MP_2019_0 § g, Pl
+ Thudc tiét trung cudi: dung dich thé tich I1&n; dung dich thé tich nhé. 016 < &
+ Thudc sinh hoc: Vaccin chita vi rit hodc vi khuan bat hoat (Chi cé tir cdng doan filling). uOH g
— ~
263  |Siegfried Hameln |Langes Feld 13, 31789 * San xuét thudc: EU-GMP |DE_NI_02_G| ¢ « |Coquanthdm quyén 7
GmbH Hameln, Germany + Thu6c san xuat vd trung: dung dich thé tich I&n; dung dich thé tich nhé; hén dich. MP_2019_0 é' § Pl
+ Thudc tiét trung cudi: dung dich thé tich I1&n; dung dich thé tich nhé. 016 < &
o i
Lh <
— I
1596  [Siegfried Hameln [Langes Feld 13, 31789 *ThuGc v6 triung EU-GMP |DE_NI_02_G| « |Coquanthdm quyén 18
GmbH Hameln, Germany + Thu6c sdn xudt vé trung: dung dich thé tich 1én; dung dich thé tich nhd; hén dich. MP_2021_0 § § Plc
+ Thudc tiét trung cudi: dung dich thé tich 1&n; dung dich thé tich nho. 003 - &
P ) i P N o i
*Xuat xudng, dong goi thir cap: thudc déng kho g iy
~ [S)
1686 [Siegfried Hameln [Langes Feld 13, 31789 * San xuat thudc: EU-GMP [DE_NI_02_G| o |Coquanthdm quyén 19
GmbH Hameln, Germany + Thu6c sdn xudt vé trung: dung dich thé tich 1én; dung dich thé tich nhd; hén dich. MP_2021_0 § § Plc
+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé tich nho. 003 & &
o —
~ o
~ [S)
DE-008 » GP Grenzach Produktions GmbH » Emil-Barell-Strasse 7, 79639 Grenzach-Wyhlen, Germany
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105 GP Grenzach Emil-Barell-Strasse 7, 79639 |* ThuGc vo trung: EU-GMP [DE_BW_01_| o |Coquan thdm quyén 6

Produktions GmbH |Grenzach-Wyhlen, Germany +Thudc sdn xuat vo trung: Dung dich thé tich nhd; Thudc dong kho; Thudc ban rén; Thudc dang rén va cdy ghép. GMP_2017_| & S Bl
+ Thudc tiét trung cudi: Dung dich thé tich nhd; Thudc ban rén; Thudc dang ran va cay gl']ép. 1077 g E
* Thu8c khéng vé trung: Thudc udng dang ldng; Thudc dung ngoai dang ldng; Thudc ban ran. < =}
* Thudc sinh hoc: San pham cong nghé sinh hoc; San pham téch chiét tir ngwdi hodc dong vat. Q 5
* DAnag adico cAn: UhAna han afAm thi&c dana lAna LhAna uA teiing: Ban aAm o3 vidn nana mA ™~
1464 |GP Grenzach Emil-Barell-Strasse 7, 79639  |* Thudc khdng vé trung: Thudc udng dang 16ng; Thudc dung ngoai dang 1dng; Thudc ban rén. EU-GMP |DE_BW_01_| o o |Coquanthdm quyén 17
Produktions GmbH |Grenzach-Wyhlen, Germany | * Xudt xudng thudc khéng vé trung. GMP_2020_ % § Purc
* Pong goi so cap: Vién nang mém; Thubc ubng dang 1dng; Thudc dling ngoai dang 16ng; Thudc ban rén; Vién nén. 0061 < &
* Poéng goi thir cap. 2 2
* Kiém tra chat lugng: Vi sinh (vo trung; khéng vo trung); Héa hoc/Vat ly; Sinh hoc. N ©
DE-009 » Bayer AG » MiillerstraBe 178, 13353 Berlin, Germany
106 Bayer AG (Tén cii: [MillerstraBe (hodc: * Thudc vé trung EU-GMP |DE_BE_01_ Co quan thdm quyén 6
Bayer Pharma AG) |Millerstrasse) 178, 13353 - Thu8c san xudt vo trung chira hormon: Thudc ddng khd; dung dich thé tich nhé (ampoules, vials and cartridges) GMP_2018_ Purc
Berlin, Germany - Thudc tiét trung cudi: Dung dich thé tich 16n (infusion bottles and cartridges), dung dich thé tich nhé (vials and pre-filled syringes) 0032
- Xuat xuwdng 16 o -
* Thudc khong vé trung: Xuat xudng 16 a S
* Thudc cdng nghé sinh hoc: 3 :
- San pham protein tai t6 hop/DNA Aflibercept (Eylea) E E‘
- Xuét xudng 16. — o0
* Pong goi
- Péng gbi so cap: vién nén chira hormon.
- Dong goi thir cap.
DE-010 » Holopack Verpackungstechnik GmbH » BahnhofstralRe 18, 74429 Sulzbach - Laufen, Germany
107 Holopack BahnhofstraPe 18, 74429 * Thudc vé trung: EU-GMP |DE_BW_01_ Co quan thdm quyén 6
Verpackungstechni |Sulzbach - Laufen, Germany +Thu6c sdn xuat vd trung (yéu cau dic biét: nguyén liéu cé tinh nhay cdm cao khéc, Prostaglandins/Cytokines, thudc trc ché mién dich, Sulphonamides): GMP_2019_ Q N |Bic
k GmbH (* Cach ghi khéc: Dung dich thé tich 1¢n, dung dich thé tich nho, dang bao ché ban rén. 0106 S Q
Bahnhofstrafe D-74429 * Thudc khong v triing (yéu cau dic biét: nguyén liéu cé tinh nhay cdm cao khéc, Prostaglandins/Cytokines, thudc (rc ché mién dich, Sulphonamides): Thuéc g B'
Sulzbach - Laufen, Germany) |dung ngoai dang 1dng, thudc udng dang Idng, dang bao ché ban ran. ﬁl :'r‘
* Thudc sinh hoc: Thudc cong nghé sinh hoc (protein, bao ché DNA, tai t6 hop enzyme).
X Thulcd L3 FYNTY-¢ ! da 3
DE-011 » Novartis Pharma Produktions GmbH » Oflinger Str. 44, 79664 Wehr, Germany
549 Novartis Pharma Oflinger Str. (hoéc Oflinger Thudc khéng vé trung: vién nang cirng; vién nén; vién nén bao (bao gém ca vién nén bao phim). EU-GMP [DE_BW_01_ & ~ Co quan tham quyén 9
Produktions GmbH |Strasse hogc GMP_2019_ § § Durc (Baden-
Oeflingerstrasse) 44, 79664 0033 8‘ ﬁl Wiirttemberg)
Wehr, Germany ps &
(o] ™
2051 Novartis Pharma Oflinger Str. (hodc Oflinger Thudc khéng vé trung: vién nang cirng; vién nén; vién nén bao (bao gém ca vién nén bao phim). EU-GMP [DE_BW_01_ ~ < |Coquan tham quyén 24
Produktions GmbH |Strasse hogc GMP_2022_ § § Durc (Baden-
Oeflingerstrasse) 44, 79664 0089 &> & |Wiirttemberg)
Wehr, Germany 2 3
~ 1S)
DE-012 » Vetter Pharma-Fertigung GmbH & Co. KG » Schiitzenstr. 87 und 99-101, 88212 Ravensburg, Germany
108 Vetter Pharma- Vetter Pharma-Fertigung * ThuBc vo trung: EU-GMP |DE_BW_01_ Co quan thdm quyén 6
Fertigung GmbH & |Schiitzenstr. 87 und 99-101, + Thu8c san xudt vo trung: thudc déng khd; dung dich thé tich nho. GMP_2018_ Plc
Co. KG 88212 Ravensburg, Germany. [ + Thuéc tiét trung cudi: dung dich thé tich nho. 0067
(Céch viét khac: * Thudc sinh hoc: ché pham tir huyét trong; thudc mién dich; thudc cong nghé sinh hoc (chira hormon va chét cé hoat tinh hormon); thudc cé ngudn géc tir
Schiitzenstrasse (hodc ngudi hodc dong vat. x =
Schutzenstrasse) 87 und ﬁl 8‘
(hodc and) 99-101, 88212 0 3
Ravensburg, Germany / m’ ;;;
Schutzenstrasse 87, D-88212
Ravensburg, Germany)
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1243  [Vetter Pharma- Vetter Pharma-Fertigung * Thudc v6 trung: EU-GMP |DE_BW_01_ Co quan thadm quyén 15
Fertigung GmbH & |Schiitzenstr. 87 und 99-101, + Thu8c san xudt vé trung (chira hormon va chat cé hoat tinh hormon): thuSc déng khd; dung dich thé tich nhé. GMP_2019_ Purc
Co. KG 88212 Ravensburg, Germany. | + Thudc tiét trung cudi (chira hormon va chat cé hoat tinh hormon): dung dich thé tich nhé. 0125
(Céch viét khac: * Thudc sinh hoc: ché pham tir mau; thudc mién dich; thudc cdng nghé sinh hoc (chira hormon va chat cé hoat tinh hormon); thudc cé ngudn géc tir ngudi ] ]
Schiitzenstrasse. 87 und 99- [hoic dong vat. IS <
101, 88212 Ravensburg, g 3
Germany / Schutzenstrasse g' :'
87, D-88212 Ravensburg,
Germany)
1465  |Vetter Pharma-  |Vetter Pharma-Fertigung * Thugc vé tring: EU-GMP [DE_BW_01_ Co quan tham quyén 17
Fertigung GmbH & |Schiitzenstr. 87 und 99-101, + Thu8c san xut vé trung (chira hormon va chat cé hoat tinh hormon): thudc déng khd; dung dich thé tich nhé. GMP_2020_ Pl
Co. KG 88212 Ravensburg, Germany. | + Thudc tiét trung cudi (chira hormon va chat cé hoat tinh hormon): dung dich thé tich nhé. 0077
(Céch viét khac: * Thudc sinh hoc: ché pham tir mau; thudc mién dich; thudc cdng nghé sinh hoc (chira hormon va chat cé hoat tinh hormon); thudc cé ngudn géc tir ngudi
Schiitzenstrasse (hodc hodc dong vat. IS4 Q
Schutzenstrasse) . 87 und 8 2
(hosc and) 99-101, 88212 S g
Ravensburg, Germany / 8' :.
Schutzenstrasse 87, D-88212
Ravensburg, Germany)
DE-013 » Panpharma GmbH (Tén cii: Rotexmedica GmbH Arzneimittelwerk) » BunsenstraBe 4, 22946 Trittau, Germany
109  [Panpharma GmbH |BunsenstraRe (hodc * Thugc vé tring: EU-GMP [DE_SH_01_ Co quan tham quyén 6
(* Tén cii: Bunsenstrasse) 4, 22946 + Thudc san xudt vd trung: Dung dich thé tich 1&n; dung dich thé tich nhé (chira héc mén va céc chat ¢ hoat tinh héc mén); GMP_2019_ w ° Purc (State Social
Rotexmedica Trittau, Germany + Thudc tiét trung cudi: Dung dich thé tich nho; dung dich thé tich Ion; 0040 g S [services Agency
GmbH * Thu8c sinh hoc: San pham cé ngudn gdc tir ngudi hodc ddng vat. E z Schleswig-Holstein)
. o o
Arzneimittelwerk) = &
) <)
718 Panpharma GmbH |BunsenstraBe (hodc * Thudc vo trung: EU-GMP |DE_SH_01_ Co quan thdm quyén 11
(* Tén cii: Bunsenstrasse) 4, 22946 + Thudc san xudt vé trung: Dung dich thé tich 1&n; dung dich thé tich nhé (chira hormon va céc chat c6 hoat tinh hormon). GMP_2020_ ° ~ Plrc
Rotexmedica Trittau, Germany + Thudc tiét trung cudi: Dung dich thé tich nho; dung dich thé tich I&n. 0034 S I
GmbH * Thu8c sinh hoc: San pham cé ngudn gdc tir ngudi hodc ddng vat. ; ‘:
=] -
Arzneimittelwerk) & o
(o] ~
2121  |Panpharma GmbH |BunsenstraBe (hodc * Thudc vo trung: EU-GMP |DE_SH_01_ Co quan thadm quyén 25
(Tén cii: Bunsenstrasse) 4, 22946 + Thudc san xuét vd trung: Dung dich thé tich I1&n; dung dich thé tich nhé (chita hormon va céc chat c6 hoat tinh hormon). GMP_2022_ Plrc
Rotexmedica Trittau, Germany + Thudc tiét trung cudi: Dung dich thé tich nhd; dung dich thé tich 16n. 0031 g §
GmbH * Thu8c sinh hoc: San phﬁm c6 ngudn gdc tir ngudi hodc dong vat. g g
Arzneimittelwerk) * Béng goi: Dér?g goi thit cap s o
* Kiém soat chat lwgng: Vi sinh: V8 trung; Héa hoc/vat ly; Sinh hoc i =
DE-014 » Solupharm Pharmazeutische Erzeugnisse GmbH » Industriestr.3, 34212 Melsungen, Germany
110 Solupharm Industriestr.3 (ho3c * ThuBc vo trung: EU-GMP |DE_HE_01_ © — |Coquanthdm quyén 6
Pharmazeutische |Industriestrasse 3) 34212 + Thudc san xudt vo trung: dung dich thé tich nhé. GMP_2018_ § § Plrc
Erzeugnisse GmbH Melsungen, Germany + Thudc tiét trung cudi: Dung dich thé tich I&n (khéng bao gdm vi lwgng déng cin), dung dich thé tich nhé. 0090 ,8' 8‘
* Thu8c vi lwgng ddng cén 3 &
o ~
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1360 [Solupharm Industriestr.3 (hodc * Thudc v6 tring: EU-GMP |DE_HE_01_ Co quan thdm quyén 16
Pharmazeutische |Industriestrasse 3) 34212 + Thu8c san xudt vd trung: dung dich thé tich nhé. GMP_2020_ Plrc
Erzeugnisse GmbH Melsungen, Germany + Thudc tiét trung cudi: Dung dich thé tich I&n (khdng bao gom vi lvgng dong cin), dung dich thé tich nhé. 0148 ° ~
* Xudt xudng thudc vé trung. IS =}
* Thu8c vi lvgng ddng cén Z m
* Péng goi: : :
+Ddng goi thir cap. ~ o0
* Kiém tra chat lugng:
+ Visinh (vo trung).
DE-015 » Catalent Germany Eberbach GmbH » Gammelsbacher Str. 2 — 69412 Eberbach, Germany
264 Catalent Germany |Gammelsbacher Str.2 — *ThuBc khéng v6 trung: vién nang mém (bao gom ca thudc chira chat doc té bao); thubc udng dang 16ng (khéng bao gom déng goi so cdp); vién nang dat hau | EU-GMP [DE_BW_01_ © « |Co quan thdm quyén 7
Eberbach GmbH  [69412 Eberbach, birc mdn va am dao (khéng bao gdm déng géi so cap). GMP_2018_ § § Plrc
0072 ) N
\—'c I~
— 1%
1687 [Catalent Germany [Gammelsbacher Str.2 - *ThuBc khéng v6 trung: vién nang mém (bao gom ca thudc chira chat doc t& bao); thubc udng dang 16ng (khdng bao gém déng goi so cdp); vién nang dat hau | EU-GMP [DE_BW_01_| <« |Coquan thdm quyén 19
Eberbach GmbH 69412 Eberbach, birc mdn va am dao (khéng bao gdm déng géi so cap). GMP_2021_ § § Plrc
(ching nhan khéng bao gdm san pham mau, san phdm mién dich, san pham trj liéu t& bao, sdn pham tri liéu gen, san pham in-vivo hodc chi thj gen, san pham 0068 & &
sinh hoc, sdn phdm phdng xa, san pham dich chiét tir nguwdi hay dong vat S-r 2
— —
DE-016 » Rottendorf Pharma GmbH » Ostenfelder Strafe 51-61, 59320 Ennigerloh, Germany
111 Rottendorf Ostenfelder StraBe 51-61, * ThuBc khéng v6 trung: vién nang cirng; vién nang mém; vién nén (bao gdm vién nén chira Tamoxifen, Flutamide va Clomifen va céc chét twong ty); viennén | EU-GMP [DE_NW_05_| o ~ |Coquanthdm quyén 6
Pharma GmbH 59320 Ennigerloh, Germany |bao dudng, vién nén bao phim, vién nén giai phong kéo dai; vién nén sui bot; thudc bdt; pellet; thudc cdm. GMP_2019_ § § Plrc
* Thu8c dugc lidu; thudc vi lugng dong can. 0027 o o
S =}
& <
S) -
2052 Rottendorf Ostenfelder StraBe 51-61, * Thu8c khéng vé trung: vién nang clrng; vién nang mém; vién nén; vién nén bao dudng, vién nén bao phim, vién nén giai phdng kéo dai; vién nén sui bot; EU-GMP |DE_NW_05_ 5 < Co quan thadm quyén 24
Pharma GmbH 59320 Ennigerloh, Germany |thu8c bét; pellet; thudc cdm. GMP_2021_| & S |puc
* Thus iéu; thudc vi Bng can. I N
l:I,OC d7u‘0!c Ileuithuc:c vi IEJ'ofrTg dong can 0030 Y a
* Xuat xudng thu6e khéng vo trung. = =]
* Péng goi so cap: thudc bot; pellet; thudc cém. 8 8
* Kidm tra chit Leqng: bia boc/yuak 1 (UA triing: khang VA tring)
DE-017 » BAG Health Care GmbH » AmtsgerichtsstraBe 1-5, D-35423 Lich, Germany
112 BAG Health Care  |BAG Health Care GmbH * Thudc vé trung: EU-GMP |DE_HE_01_ o ~ |Coquan thdm quyén 6
GmbH Amtsgerichtsstrape 1-5, D- + Thu8c san xudt vé trung: Thudc ddng khd; Dung dich thé tich nhé. GMP_2019_ § § Plrc
35423 Lich, German ! !
4 0106 5 N
o ]
m o
DE-018 » Bayer Weimar GmbH und Co.KG » DobereinerstraBBe 20, 99427 Weimar, Germany
113 Bayer Weimar Bayer Weimar GmbH und * Thu8c khéng vé trung: vién nén va vién nén bao phim (chira hormon va chat ¢ hoat tinh hormon). EU-GMP |DE_TH_O1H - o Co quan tham quyén 6
GmbH und Co.KG |Co.KG _GMP_2017| 3 S |btc
DébereinerstraRe 20, (hodc 1020 q d
h — ) =
Dobereinerstrasse 20) 99427 Q Q
Weimar, Germany X IN]
615 Bayer Weimar Bayer Weimar GmbH und * Thu8c khong vé trung: vién nén, vién nén bao dudng, vién nén bao phim (chira hormon va chat cé hoat tinh hormon). EU-GMP [DE_TH_O1H ° " Co quan thadm quyén 10
GmbH und Co.KG [Co.KG * Péng goi thir cap va xudt xwéng 16 hé dén qua da va dong géi lai thudc dang rén _GMP_2020| & S |puc
DobereinerstraRe 20, (hodc -005 N N
) o ~
Dobereinerstrasse 20) 99427 ) o
. =) -
Weimar, Germany %) o
DE-019 » Salutas Pharma GmbH » Otto-von-Guericke-Allee 1, 39179 Barleben, Germany
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114 Salutas Pharma Otto-von-Guericke-Allee 1,  [* Thu8c khéng vé tring: Vién nang cirng (bao gdm ca cac san phdm chita chét kim té& bao); thudc udng dang 16ng (bao gdm ca cac san pham chira chat e ché | EU-GMP [DE_ST_01_G Co quan thadm quyén 6

GmbH 39179 Barleben, Germany mién dich); vién nén va vién nén bao phim (bao gdm ca céc san phdm chita chat kim té bao, chét (rc ché mién dich va chat c6 hoat tinh nhay cdm cao khéc). MP_2019_0 g g Plrc
* Dér}g géj va xuéExu’émg thudc khéng vé trung. 035 E :
* Xuat xudng thude vo trung. < Q
* Kiém tra chdt lugng: Vi sinh: Khéng vé trung; Héa hoc/Vat ly. S S
1844  |[Salutas Pharma Otto-von-Guericke-Allee 1,  [* Thu8c khéng vé tring: Vién nang citng (chita chét kim té bao); thudc udng dang 1dng (chira chat (rc ché mién dich); vién nén va vién nén bao phim (bao gém | EU-GMP [DE_ST 01_G Co quan thadm quyén 21
GmbH 39179 Barleben, Germany  [ca thudc chira chat kim té bao, chat (rc ché& mién dich va chét cé hoat tinh nhay cam cao). MP_2021 0| d o |pic
* Xuat xudng thudc vo triung (thudc tiém truyén, dung dich tiém, thudc dong khd, thudc nhd mét, thube bot pha dung dich tiém/tiém truyén) 007 S S
* Xuat xudng thudc khdng vo trung: cac dang thudc trén va thubc bot, thudc dang ban ran va cay ghép. 3' g'
* Péng goi so cap: cac dang thudc khéng vo trung trén va thudc dén qua da; < -
* Péng goi thir cap: bao gdm ca thudc dit, vong dit - ”
* WA L LA PRV AFSTN "0l 4 -\ At Sl JAVETS IV
DE-020 » Vetter Pharma-Fertigung GmbH & Co.KG » Eisenbahnstrasse 2-4, 88085 Langenargen, Germany
115 Vetter Pharma- Eisenbahnstr. 2-4, 88085 * Thu8c vo trung (bao gdm ca thudc chira hoat chat cé hoat tinh hormon): EU-GMP |DE_BW_01_ Co quan tham quyén 6
Fertigung GmbH & |Langenargen, Germany. + Thu8c san xudt v trung: thudc dong khé ; dung dich thé tich nhé GMP_2019_ g g Pl
Co.KG (Céch ghi khéc: + Thudc tiét trung cudi: dung dich thé tich nho. ) 0127 : 2
Eisenbahnstrasse 2-4, 88085 |* Thudc sinh hoc: Ché& phdm mau: ch& phdm plasma; san phdm mién dich; san pham céng nghé sinh hoc (bao gdm ca thudc chira dugc chat ¢ hoat tinh il l
Langenargen, Germany) hormon); san pham chiét xuat tir ngudi, dong vat. 3 -
2122 Vetter Pharma- Eisenbahnstr. 2-4, 88085 * Thudc vo trung (bao gdm ca thudc chira hoat chat cé hoat tinh hormon): EU-GMP |DE_BW_01_ Co quan tham quyén 25
Fertigung GmbH & |Langenargen, Germany. + Thu8c san xuat v trung: thudc déng khé ; dung dich thé tich nho GMP_2022_ g g Plrc
Co.KG (Céch ghi khéc: + Thudc tiét trung cudi: dung dich thé tich nho. ) 0131 g E
Eisenbahnstrasse 2-4, 88085 |* Thudc sinh hoc: Ché& phdm mau: ché pham plasma; sdn phdm mién dich; sdn phdm coéng nghé sinh hoc (bao gdm ca thudc chira dugc chat cé hoat tinh s} o
Langenargen, Germany) hormon); san pham chiét xu4t tir ngudi, dong vat. S N
DE-021 » AbbVie Deutschland GmbH & Co., KG » Knollstrasse, 67061 Ludwigshafen, Germany
116 AbbVie Knollstrasse, 67061 * Thu8c khéng vé trung: Vién nang cirng; vién nén, vién nén bao phim. EU-GMP |DE_RP_01_ ~ - Co quan tham quyén 6
Deutschland Ludwigshafen, Germany * Xudt xudng thudc cdng nghé sinh hoc. GMP_2017_ § § Plrc
GmbH & Co., KG (céch viét khac: Knollstrasse, |* Dong géi thir cap. 1026 & &
! D- 67061 Ludwigshafen, ) )
Germany) °© ™
1688 [AbbVie Knollstrasse, 67061 * ThuBc khéng vé trung: Vién nang cirng; vién nén, vién nén bao phim. EU-GMP |DE_RP_01_ - o |Coquanthdm quyén 19
Deutschland Ludwigshafen, Germany * Xudt xwdng thudc cdng nghé sinh hoc. GMP 2021 S S |pue
GmbH & Co., KG (céch viét khac: Knollstrasse, [* Dong géi thir cap. 0013_ - UN'., E
D- 67061 Ludwigshafen, 2 uH%
Germany) — o
DE-022 » Roche Diagnostics GmbH » Sandhofer StraBe 116, 68305 Mannheim, Germany
117 Roche Diagnostics |Sandhofer StraRe (hodc: * Thu8c vé trung: EU-GMP |DE_BW_01_ Co quan thdm quyén 6
GmbH Strasse) 116, 68305 + Thu8c san xudt v trung: Thudc ddng kho; dung dich thé tich nhé. GMP 2018 Pl
Mannheim, Germany + Thudc tiét trung cudi: Dung dich thé tich nho. 0073_ B © b
* Thudc sinh hoc: San pham cong nghé sinh hoc (khang thé don dong sdn xuat bang cdng nghé gen, Epoetin beta, Peginterferon alfa-2a, I I
methoxypolyethyleneglycol-epoetin beta va CEA CD3 TCB). g g
* Dong goi: Dong gai thir cap. 3' g
* Xuat xudng:
+ Thudc vé trung: Thudc san xuat vo trung.
1361 Roche Diagnostics [Sandhofer StraRe (hodc: * Thu8c vé trung: EU-GMP [DE_BW_01_ Co quan thdm quyén 16
GmbH Strasse) 116, 68305 + Thudc san xudt vé trung: Thudc dong khd; dung dich thé tich nho. GMP 2020 Plc
Mannheim, Germany + Thudc tiét trung cudi: Dung dich thé tich nhé. 0104_ - ° o
* Thudc sinh hoc: San pham cong nghé sinh hoc (khang thé don dong san xuat bang cong nghé gen, Epoetin beta, Peginterferon alfa-2a, 5 S
methoxypolyethyleneglycol-epoetin beta). ; E
* Xuat xudng: 3 E
+ Thudc vé trung: Thudc san xuat vo trung. o —
+ Thudc sinh hoc: Thudc cdng nghé sinh hoc.
* Péng goi: Dong gdi thir cap.
DE-023 » IDT Biologika GmbH » Am Pharmapark 06861 Dessau-RoRlau, Germany
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118  |(IDT Biologika Am Pharmapark 06861 * Thudc v6 tring: EU-GMP [DE_ST_01_G Co quan thdm quyén 6
GmbH Dessau-Roblau, Germany + Thu8c san xudt vd trung: Dang 1ng thé tich 1&n, thudc déng khd, Dang 16ng thé tich nhé MP_2018 0 ® < [|Puc
* Thudc tiét trung cudi: Dang 1dng thé tich I&n, Dang 16ng thé tich nho 031 Q 2
* Thudc sinh hoc: san phdm céng nghé sinh hoc, vic xin, impfstoffe g' g
* API: virus seed material 8’ 82
* Pong goi thi cap.
* iR ben oL Re Lusn o
1244  [IDT Biologika Am Pharmapark 06861 * Thu8c vé trung: EU-GMP [DE_ST_01_G Co quan thdm quyén 15
GmbH Dessau-Rosslau, Germany + Thu8c san xudt vé trung: Dang 16ng thé tich I&n, thuSc déng khd, Dang 1ng thé tich nhd MP_20200 | & o |puc
(Am Pharmapark 06861 * Thudc tiét trung cudi: Dang ldng thé tich I&n, Dang ldng thé tich nhé 030 S S
Dessau-RoRlau, Germany) * Thudc sinh hoc: sdn phdm cong nghé sinh hoc g' oo'\
* API: virus seed material & S
o~ -
* Poéng goi thir cap.
LRVAT-FS LAt
DE-024 » Excella GmbH & Co.KG » Nurnberger Str.12 90537 Feucht, Germany
719 Excella GmbH & Nurnberger Str.12 90537 * Thudc khdng vé trung (hormon va chat cé hoat tinh hormon, ddc té bao/ kim t& bao, trc ché mi&n dich): vién nang cling, vién nén, vién nén bao phim. EU-GMP |DE_BY_05_ Co quan thadm quyén 11
Co.KG Feucht, Germany (céch viét |+ Chirng nhén 16 GMP_2018_| % N |Purc (Regierung von
khéc: Nurnberger Strasse 12, |* Déng gdi so cap (hormon va chét cé hoat tinh hormon, doc té& bao/ kim té bao, (rc ch& mién dich): vién nang cirng, vién nén, vién nén bao phim, vién nang 0064 I3 < Oberfranken), Germany
90537 Feucht, Germany) mém. g r‘:':
* Pong goi thir cap. N I~
o .. i
* Kiém tra chat lugng: hoa/ ly. "
DE-025 » LTS Lohmann Theraple-System AG » Lohmann Str.2, 56626 Andernach, Germany
397 LTS Lohmann Lohmannst. 2, 56626 * Thudc khdng vé trung: thuc khung tham; dang bao ché ban rin; miéng dan ngoai da chira héc mén va cac chat cé hoat tinh héc mén. EU-GMP |DE_RP_01_ © o |Coquanthdm quyén 8
Therapie - Andernach, Germany GMP- § § Plc
Systeme AG 2018_0005 g' 9
© )
<] ~
563 LTS Lohmann Lohmann Str.2, 56626 * Thudc khéng vé trung: EU-GMP [DE_RP_01_ © o |Coquanthdm quyén 9
Theraple-System  [Andernach, Germany +Thudc ban rén GMP_2018_ § § Pirc
AG + Khung thdm (Impregnated matrices) 0005 & S
S -
© )
S ~
1466 LTS Lohmann Lohmannstr. 2, 56626 * Thu8c khéng vé trung: thudc khung thdm; miéng dén ngoai da chira héc mén va cac chat cé hoat tinh hdc mén. EU-GMP [DE_RP_01_ - «~ |Coquan thdm quyén 17
Therapie - Andernach, Germany GMP_2021_| S S |puc
Systeme AG 0006 g' 9
N -
S ™
DE-026 » B.Braun Melsungen AG » StraRRe 1 (hodc Carl - Braun - StraRe 1), 34212 Melsungen, Germany
119 B.Braun StraPe 134212 Melsungen, [* ThuBc vé trung EU-GMP |DE-HE-01- o ~ |Coquan thdm quyén 6
Melsungen AG Germany + Thu8c tiét trung cudi: Dung dich thé tich nhd, nhii twong thé tich nho; Dung dich thé tich In; nhii twong thé tich 16n. GMP-2019- by S |puc
o~ o~
(Céch ghi khéc: Carl - Braun - 0172 S A
StraBe 1, 34212 Melsungen, : 2
Germany) © ~N
2123 B.Braun StraBe 1 34212 Melsungen, |* Thudc vé truing cé tiét trung cudi: Dung dich thé tich nhd; Dung dich thé tich I&n; EU-GMP |DE-HE-01- ~ »n |Co quan thdm quyén 25
Melsungen AG Germany *San pham duoc cdp phép xudt khau dén Viét Nam (theo Phu luc 8 - Gidp phép san xuat): Aminoplasma Hepa-10%; Aminoplasma B. Braun 10%E; GMP-2022- S S |pwe
(Céch ghi khac: Carl - Braun - |Aminoplasma B. Braun 5%E; Lipidem; Lipofundin MCT/LCT 10%; Lipofundin MCT/LCT 20%; NutriFlex Lipid Peri; Propofol - Lipuro 1% 0060 E 2
StraBe 1, 34212 Melsungen, 'O\- C‘_-"
Germany) - N
DE-027 » Bendalis GmbH » Keltenring 17, 82041 Oberhaching, Germany
120 Bendalis GmbH Keltenring 17, 82041 Xudt xudng thudc vo trung EU-GMP |DE_BY_04_ A « |Co quan thdm quyén 6
Oberhaching, Germany GMP_2019 S S |bwc
- - o~ o~
0041 s N
O -
- -
DE-028 » Biokanol Pharma GmbH » Kehler Str.7, 76437 Rastatt, Germany
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551 Biokanol Pharma |Kehler Str.7, 76437 Rastatt, |* Xu&t xuwdng: thudc vo trung, thudc khdng vé trung, thudc mién dich EU-GMP |DE_BW_01_ o w |Coquan tham quyén 9
GmbH Germany * Déng géi thr cép GMP_2019_| 3 S |owc
0133 =) ~
- -
© I~
- o
DE-029 » Octapharma Dessau GmbH » Otto-Reuter-Strae 3, 06847, Dessau-RoBlau, Germany
121 Octapharma Otto-Reuter-StraBe 3, 06847, |Dong gdi thir cap EU-GMP |DE_ST 01 G| o — |co quan thdm quyén 6
Dessau GmbH Dessau-Roplau, Germany MP_2018 0| & S |owc
045 ba) S
- ©
o~ -
1597 Octapharma Otto-Reuter-StraBe 3, 06847, |* Dng géi thir cap EU-GMP |DE_ST 01 G| - |Co quan tham quyen 18
Dessau GmbH Dessau-Roplau, Germany * Kiém tra chat lwgng: Héa hoc/Vat ly; Sinh hoc. MP 2021 O S S |pwe
- - o~ o
001 a 'C-,'>
~N a
o~ o~
DE-030 » Dr. Gerhard Mann Chem.-pharm. Fabrik GmbH » Brunsbutteler Damm 149-153, 155a, 165-173, 13581 Berlin, Germany
1058 Dr. Gerhard Mann |Brunsbutteler Damm 149- + Thudc sdn xuat vo trung: dang bao ché ban ran (gel tra mat, m& tra mét); dung dich thé tich nhé (thudc nhd mét). EU-GMP [DE_BE_01_ o ~ |Coquan thdm quyén 13
Chem.-pharm. 153, 155a, 165-173, 13581 [+ Thu8c khéng vé trung: thuc dung ngoai dang 1dng (dung dich dung ngoai da). GMP 2018 b S |puc
. - - () o
Fabrik GmbH Berlin, Germany 0017 % &
N o
(o] o™
DE-031 » Boehringer Ingelheim Pharma GmbH & Co. Kg » Binger Str. 173, 55216 Ingelheim am Rhein, Germany
365 Boehringer Binger Str. 173, 55216 * S3n xuat thudc: EU-GMP |DE_RP_01_ o —  |Co quan tham quyén 8
Ingelheim Pharma |Ingelheim am Rhein, + Thu8c san xuét vd trung: dung dich dé hit. GMP 2018 b S |puc
GmbH & Co. Kg Germany + Thudc khéng vo trung: vién nang clrng; thudc nudc udng; thudc bot; thudc cdm; ché pham sir dung ap luc; vién nén; dung dich dé hit; pellet. 0007 : g
* Péng goi so cap: vién nang mém ,O\- g
(o] o~
579 Boehringer Binger Strasse (hodc Strae  [* San xuat: EU-GMP |DE_RP_01_ Co quan thdm quyén 9
Ingelheim Pharma |hodc Str.)173, 55216 + Thu8c san xudt v trung: dung dich dé hit. GMP_2019_| - |Puc
GmbH & Co. Kg Ingelheim am Rhein, + Thudc khéng vé trung: vién nang clrng; thudc nudc udng; thudc bot; thudc cdm; ché pham st dung ap luc (khi dung); vién nén; vién nén bao phim; vién 0035 = o
Germany nén phdng thich cham; dung dich dé hit, pellet. g z
* Péng goi so cap: S -
. « I PR o x PRIV . . o L o
+ Vién nang cirng; vién nang mém; thudc nudc udng; thudc bot; thude com; ché pham st dung ap lwc (khi dung); vién nén; vién nén bao phim; vién nén 3 ™
phéng thich cham; dung dich dé hit, pellet.
DE-032 » Corden Pharma GmbH » Otto-Hahn-Str. 68723 Plankstadt, Germany
122 Corden Pharma Corden Pharma, * ThuSc khdng vé trung: vién nang cirng; thudc cdm, thudc bdt (chira hoat chat ¢ hoat tinh cao); vién nén, vién nén bao phim (chira hoat chat cé hoat tinh EU-GMP |DE_BW_01_ o N Co quan thadm quyén 6
GmbH Otto-Hahn-Str. 68723 cao). GMP_2019_| & o |Dic
Plankstadt, Germany hodc 0082 E g
Otto-Hahn-Strasse, 68723 S =)
Plankstadt - Germany = 2
1911 [Corden Pharma Corden Pharma, * Thudc khéng vé trung: vién nang clrng; thudc c8m, thudc bdt (chira hoat chat c6 hoat tinh cao); vién nén, vién nén bao phim (chira hoat chét c6 hoat tinh EU-GMP |DE_BW_01_ Co quan tham quyén 22
GmbH Otto-Hahn-Str. 68723 cao). GMP_2021_ b % |Puc
Plankstadt, Germany hodc * Dong goi: 0193 IS4 IS
Otto-Hahn-Strasse, 68723 +Ddng goi cap 1: cac dang thudc trén g' g
Plankstadt - Germany +Déng gbi cap 2 - 0
2y o LR AR WA A ~ )
* Xuat xudng thu6e khong vo trung
EXVAP e Lat allicinl (LA At AP B - NMYIVEYS V)
DE-033 » Merck KGaA » Frankfurter Strabe 250, 64293 Darmstadt, Germany
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ID CHU'NG | TEN CO’ SO’ SAN . i - NGUYEN | GIAY CH. |NGAy | NCAY - bOT
CcHi XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cip ﬁi{] CO’ QUAN CAP C(]);:‘)’G
123 Merck KGaA Frankfurter Strabe 250, A 18, |* ThuGc vo trung: EU-GMP |DE_HE_01_ Co quan tham quyén 6

A31,A32,D2,D3,D11,D l+Thu6c s&n xuat vo trung: thudc bot dong khd; dung dich thé tich nhé (bao gdm ca san phdm chira hormon hodc chat cé hoat tinh hormon); thudc nhé GMP_2018_ © - |Puc
12,D 15,039, N79, N80, N [mit. 0004 g =
90, PH 5, PH 16, PH 23, PH + Thudc tiét trung cudi: Dung dich thé tich nho. : g
28, PH 31, PH 33, PH 50, PH [* Thudc khéng vé trung: Vién nang cirng; thudc udng dang 16ng; vién nén; vién nén bao phim (bao gdm ca hormon va chat c6 hoat tinh hormon); Q Q
51, PH 52, PH 80, 64293 * Thudc sinh hoc: Thudc mién dich (dung dich thé tich nhd); thudc cdng nghé sinh hoc (dung dich thé tich nhd). =t 3
Darmstadt, Germany
433 Merck Healthcare |Frankfurter Strabe 250, A 31, [* Thudc vé trung: EU-GMP |DE_HE_01_ Co quan tham quyén P
KGaA A32,D11,D12,D15,D39, + Thu8c san xudt v trung: thudc bot déng khd; dung dich thé tich nhd (bao gdm cé san pham chita hormon hodc chat cé hoat tinh hormon); thudc nhé GMP 2019 Pl
(* Tén cii: Merck  |F 128, PH5, PH 15, PH 16, PH |mit. 0053
KGaA) 26, PH 28, PH 31, PH 33, PH + Th'ué'c tiét trung cudi: Dung dich thé tich n'hé. ]
50, PH 51, PH 52, PH 80, PH  [* Thu8c khéng vé trung: Vién nang cirng; thudc udng dang 16ng; vién nén; vién nén bao phim (bao gdm ca hormon va chat c6 hoat tinh hormon); o ~
85, PH 95 * Poéng goi so cap thudc khdng vé trung: bao gdbm ca thudc dung ngoai dang 16ng; khéng bao gém vién nang cirng. = g
64293 Darmstadt, Germany [* Thudc sinh hoc: Thudc mién dich (Thudc san xuat vé trung: dung dich thé tich nhd); thudc cong nghé sinh hoc (Thudc san xuat vé tring: dung dich thé tich UNL, :':,
(* Céch viét khéc: Frankfurter [nho). S 2
Strasse (ho&c Strabe, Strabe) N o
250 64293 (hoac D-64293)
Darmstadt, Germany)
1845 Merck Healthcare |Frankfurter Strabe 250, A 31, [* Thudc vé trung: EU-GMP |DE_HE_01_ Co quan tham quyén 21
KGaA A32,D11,D12,D15,D39, | +Thudc san xudt v trung: thudc bt ddng khod; dung dich thé tich nhd thudc nhé mét. GMP 2021 Plrc
(* Tén cii: Merck  |F 128, PH5, PH 15, PH 16, PH |+ Thudc tiét triing cudi: Dung dich thé tich nhd. 0126
KGaA) 26, PH 28, PH 31, PH 33, PH + Xudt xwdng: thudc vé trung.
50, PH 51, PH 52, PH 80, PH  |* Thu8c khdng vé trung: Vién nang cirng; thudc udng dang Idng; vién nén; vién nén bao phim. - o«
85, PH 95 + Xudt xwdng: thudc khéng vé trung. S g
64293 Darmstadt, Germany [* Thudc sinh hoc: Thudc mién dich (Thudc san xuat vo trung: dung dich thé tich nhd); thudc cong nghé sinh hoc (Thudc san xut vé tring: dung dich thé tich E 0le
(* Céch viét khac: Frankfurter [nhd). ; g
Strasse (hodc Strabe, Strabe) [ + Xuat xuéng: thudc sinh hoc. N ~
250 64293 (hoac D-64293) * Péng goi:
Darmstadt, Germany) + Déng gbi so cap: thudc khdng vé trung: thudc udng dang 16ng; vién nén; vién nén bao phim; thudc dung ngoai dang 1dng; (khéng bao gém vién nang cirng).
+Déng goi thir cap.
* Kiém tra chat lugng: vi sinh (v trung, khéng vé trung); Héa hoc/Vat ly; Sinh hoc.
DE-034 » Pfizer Manufacturing Deutschland GmbH » Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany
124 Pfizer Betriebsstatte Freiburg, Thuéc khdng vé trung bao gdm ca thudc ¢ hoat tinh cao: vién nang clrng, vién nén, vién nén bao phim, thudc c6m, pellet. EU-GMP [DE_BW_01_ ~ o |Coquan tham quyén 6
Manufacturing Mooswaldallee 1, 79090 GMP_2017_ § § Plrc
Deutschland GmbH | Freiburg, Germany 1070 =) @
3|
720 Pfizer Betriebsstatte Freiburg, Thuéc khdng vé trung bao gdm ca thudc ¢ hoat tinh cao: vién nang clrng, vién nén, vién nén bao phim, thudc c6m, pellet. EU-GMP |DE_BW_01_ o — |Coquan tham quyén 11
Manufacturing Mooswaldallee 1, 79090 GMP_2019_ § § Plrc
Deutschland GmbH |Freiburg, Germany 0084 8 )
N 3
1168 Pfizer Betriebsstatte Freiburg, * Thu8c khéng vé trung bao gdm ca thudc ¢ hoat tinh cao: vién nang cirng, vién nén, vién nén bao phim, thudc c6m, pellet. EU-GMP [DE_BW_01_| o ~ |Coquan thdm quyén 14
Manufacturing Mooswaldallee 1, 79090 * Xudt xudng thudc khéng vé trung GMP_2020_ § § Plrc
Deutschland GmbH |Freiburg, Germany * Pong goi so cap: vién nang clrng, vién nén, vién nén bao phim, thudc c6m, pellet (bao gdm ca thudc cé hoat tinh cao); vién nang mém; 0097 ~ &
* Pong goi thir cap; 2 e‘_b‘
* Kiém tra chat lugng: vi sinh khdng vo triing, héa hoc/ vat Iy. - N
1912 Pfizer Betriebsstatte Freiburg, * Thu8c khéng vé trung bao gdm ca thudc ¢ hoat tinh cao: vién nang cirng, vién nén, vién nén bao phim, thudc c6m, pellet. EU-GMP [DE_BW_01_ - «» |Coquan tham quyén 22
Manufacturing Mooswaldallee 1, 79090 * Xudt xudng thudc khéng vé trung GMP_2021_ § § Plrc
Deutschland GmbH |Freiburg, Germany * Pong goi so cap: vién nang clrng, vién nén, vién nén bao phim, thudc c6m, pellet (bao gdm ca thudc cé hoat tinh cao); vién nang mém; 0006 & S
* Pong goi thir cap; 3 :
* Kiém tra chat lugng: Vi sinh (khong vé tring); Héa hoc/ vat ly. A ©
DE-035 » Berlin Chemie AG » Tempelhofer Weg 83, 12347 Berlin, Germany
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361 Berlin Chemie AG [Berlin-Chemie AG, * San xuat ban thanh pham: EU-GMP |DE_BE_01_ ~ o |co quan thdm quyén s
Tempelhofer Weg 83, 12347 |+ Thudc khéng vo trung: Vién nén, vién nén bao phim, vién nén bao dudng, thudc cdm. GMP_2017_ § § Plrc
Berlin, Germany 1065 & N
— —
<} =
o~ —
1169 Berlin Chemie AG |Berlin-Chemie AG, * San xuat ban thanh pham: EU-GMP |DE_BE_01_ o ~ | Coquan tham quyen 1
Tempelhofer Weg 83, 12347 + Thu8c khdng vé trung: Vién nén, vién nén bao phim, vién nén bao dudng, thudc c8m. GMP_2020_ § § Plrc
Berlin, Germany + Thudc sinh hoc: thudc cé ngudn géc tir ngudi hodc ddng vat: bdt pancreas (porcine). 0007 o ey
o =)
< <
o~ (o]
1995  [Berlin Chemie AG [Berlin-Chemie AG, * San xudt ban thanh phdm: EU-GMP |DE_BE_01_ ~ o |Coquan thdm quyén 23
Tempelhofer Weg 83, 12347 |+ Thudc khéng vo trung: Vién nén (bao gdm ca thudc chira hormon L-thyroxine), vién nén bao phim, vién nén bao dudng, thudc cdm. GMP_2022- § § Pl
Berlin, Germany + Thudc sinh hoc: thudc cé ngudn géc tir ngudi hodc déng vat: bot pancreas (porcine). 0014 o &S
*Kiém tra chat lugng 3 E
o )
DE-036 » Pencef Pharma GmbH » Breitenbachstrabe 13-14, 13509 Berlin, Germany
125 Pencef Pharma Breitenbachstrabe 13-14, * Thu8c khéng vé trung chira khang sinh Penicillin: Vién nang cirng, Vién nén, vién nén bao phim, vién nén phan tan, vién nén hoa tan, thuéc bét pha hén EU-GMP |DE_BE_01_ ~ o Co quan tham quyén 6
GMBH 13509 Berlin, Germany dich udng, thudc bdt pha dung dich udng, thudc c6m pha dung dich udng, thudc cdm pha hdn dich, thudc bdt, thudc cdm GMP_2017_ § § Plrc
1014 8 8
a9 o
~ o
DE-037 » Boehringer Ingelheim Pharma GmbH & Co. KG » Birkendorfer StraBe 65 88397 Biberach an der Riss, Germany
126 Boehringer Boehringer Ingelheim * Thudc vé trung EU-GMP |DE_BW 01_ Co quan tham quyén 6
Ingelheim Pharma |Pharma GmbH & Co. KG + Thudc san xudt vd trung: Dung dich thé tich I1&n; dung dich thé tich nho; thudc déng khd; GMP_2017_ Plrc
GmbH & Co. KG Birkendorfer Str. 65 88397 + Thuéc tiét trung cudi: Dung dich thé tich nho; 1039 ~ Q
Biberach a.d.R. Germany * Thu8c khéng vé trung: Vién nén; vién nang cirng; thudc bot; thudc cdm; pellet; IS IS
Céch ghi khéc: Birkendorfer  [* Thudc sinh hoc khac: DNA/Protein téi t& hop; Khang thé don dong; cytokines. Co'\ 8'
StraBe 65 88397 Biberach an ﬁ ::
der Riss Germany
537  |Boehringer Boehringer Ingelheim * Thudce v6 trung EU-GMP [DE_BW_01_ Co quan thdm quyén 9
Ingelheim Pharma |Pharma GmbH & Co. KG + Thudc san xudt vé trung: Dung dich thé tich 1&n; dung dich thé tich nhé; thudc déng khé; GMP_2019_ Pl
GmbH & Co. KG Birkendorfer Str. 65 88397 + Thudc tiét trung cudi: Dung dich thé tich nho; 0122 ] N
Biberach a.d.R. Germany * ThuBc khdng vé trung: Vién nén; vién nang cirng; thudc bot; thudc cdm; pellet; IS IS
(Céch ghi khéc: Birkendorfer |* Thudc sinh hoc khac: DNA/Protein tai t6 hop; Khang thé don dong; cytokines Q Fy
StraBe 65 88397 Biberach an g"w m‘
der Riss Germany)
1689  [Boehringer Boehringer Ingelheim * Thudce v6 trung EU-GMP [DE_BW_01_ Co quan thdm quyén 19
Ingelheim Pharma |Pharma GmbH & Co. KG + Thu8c san xudt vé trung (Dung dich tiém/tiém truyén): Dung dich thé tich I&n; dung dich thé tich nhé; thudc déng khé (thudc bot déng khd); GMP_2020_ Plc
GmbH & Co. KG Birkendorfer Str. 65 88397 + Thudc tiét trung cudi: Dung dich thé tich nho; 0114 < ]
Biberach a.d.R. Germany * ThuBc khéng vé trung: Vién nén; vién nang cirng; thudc bdt; thudc c8m; pellet; I I
(Céch ghi khéc: Birkendorfer |* Thudc sinh hoc khac: DNA/Protein tai t& hop; Khang thé don dong; cytokines GO"\ g
StraPe 65 88397 Biberach an m’ 8'
der Riss Germany)
DE-038 » Deltamedica GmbH » Ernst-Wagner-Weg 1-5, Reutlingen, 72766, Germany
927  |Deltamedica Ernst-Wagner-Weg 1-5, * Xudt xudng thudc vo trung. EU-GMP [DE_BW_01_| o — |Co quan tham quyén 12
GmbH Reutlingen, 72766, Germany [* Xuat xuw&ng thudc khéng vé trung. GMP_2019_ é‘ § Plrc
* Dong goi thir cap. ! L
g & P 0006 b=y =]
< 0
— i
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1794 |Deltamedica Ernst-Wagner-Weg 1-5, * Xudt xudng thudc vo trung. EU-GMP |DE_BW_01_| < |Coquanthdm quyén 20
GmbH 72766 Reutlingen, Germany |* Xuét xuwdng thudc khéng vé trung. GMP 2021 S S |pwe
P ~ - & ~
* Dong gbi thir cap. J L
0112 'O\. 8
~ I
S ~
DE-039 » Haupt Pharma Wolfratshausen GmbH » Pfaffenrieder Strafle 5, 82515 Wolfratshausen, Germany
528 Haupt Pharma Haupt Pharma * Thugc vo trung: EU-GMP |DE_BY_04_ Co quan thadm quyén 9
Wolfratshausen Wolfratshausen GmbH + Thu8c san xudt vd trung: Dung dich thé tich 16n (bao gdm ca thudc chira chét kim t& bao); Dung dich thé tich nhd (bao gdm ca thudc chira chat kim té GMP_2020- ° ~ |Puc
GmbH Pfaffenrieder Strape 5, bao); HOn dich va thudc xit mi. 0001 g g
82515 Wolfratshausen, + Thudc tiét trung cudi: Dung dich thé tich I&n (bao gdm ca thudc chira chat kim t& bao); Dung dich thé tich nhé (bao gom ca thudc chira chat kim té bao); 3 m
Germany Hbn dich. Q Q
* Thudc khdng vé trung: Vién nang cirng ; Thudc duing ngoai dang 1dng; Thudc udng dang 1dng; Thudc bot va thudc cdm; dang bao ché bén rin; Vién nén. 3 3
DPéng gbi so cap thude vién nén chira chat kim té bao.
1913  [Haupt Pharma Haupt Pharma * Thugc v6 trung: EU-GMP |DE_BY_04_ Co quan thadm quyén 22
Wolfratshausen Wolfratshausen GmbH + Thu8c san xudt vd trung: Dung dich thé tich 1&n (bao gdm ca thudc chira chét kim t& bao); Dung dich thé tich nhd (bao gdm ca thudc chira chat kim té GMP_2021_| < |Purc
GmbH Pfaffenrieder Strape 5, bao); HOn dich va thudc xit mi. 0041 8 8
82515 Wolfratshausen, + Thuéc tiét trung cudi: Dung dich thé tich 16n (bao gdm ca thudc chira chat kim té bao); Dung dich thé tich nhé (bao gém ca thudc chira chat kim té bao); 2 z
Germany Hbn dich. Q Q
* Thudc khong vé tring: Vién nang cirng ; Thudc dung ngoai dang 16ng; Thudc udng dang 1dng; Thudc bdt va thudc c6m; dang bao ché ban ran; Vién nén. S 3
Péng goi cap 1 thudc vién nén chira chat kim t€ bao.
DE-040 » Abbott Laboratories GmbH » Justus-von-Liebig-Strabe 33, 31535 Neustadt, Germany
127 Abbott Justus-von-Liebig-Strabe 33, |* San xuat thudc: EU-GMP |DE_NI_02. G| o . |Co quan tham quyén 6
Laboratories 31535 Neustadt, Germany + Thu8c khéng vo trung: vién nang cing; MP_2019 0 S S Pl
GmbH + Thudc sinh hoc: thudc ¢ ngudn géc tir ngudi hodc dong vat. 013 : :‘g
* Xudt xwdng 16: bao gdbm ca vién nang mém. 2 g
* Péng goi so cap, dong goi thir cap: chi d6i vai vién nang cirng. © -
1598 [Abbott Justus-von-Liebig-Strabe 33, |* Thudc khéng vé trung: vién nang cirng. EU-GMP |DE_NI_02_G Co quan tham quyén 18
Laboratories 31535 Neustadt, Germany | * Xudt xwdng: vién nang cirng; vién nang mém. MP_2021_0 4 - Pl
GmbH * Thu8c sinh hoc: thudc cé ngudn gﬁ'F tr r?gu'di hodc dong vat. 008 o o
* Xuat xudng: thudc sinh hoc ¢ ngudn gdc tir ngudi hodc dong vat. E r‘:‘)
* Poéng goi: 3 a
. o e s . < h
+Ddng gdi so cap: chi d6i vdi vién nang cing. o o
+ Déng gbi thir cap: chi d8i vdi vién nang clrng.
DE-041 » Pharbil Waltrop GmbH » Im Wirrigen 25, 45731 Waltrop, Germany
1170  [Pharbil Waltrop Pharbil Waltrop GmbH * Thu8c khdng vé trung: Thudc udng dang l6ng; thudc dung ngoai dang l6ng; pellets (chira hormon); thuSc c8m (chita hormon); thudc bén rén (chira EU-GMP |DE_NW_05_| o ~ |Coquan thdm quyén 14
GmbH Im Wirrigen 25, 45731 hormon); thudc d4t am dao (chira hormon); vién nén (chita hormon). GMP_2019_ § § Plrc
Waltrop, German ! !
P \ 0030 B. 5
— <
o ~
2124  |Pharbil Waltrop Pharbil Waltrop GmbH * Thudc khdng vé trung: Thudc udng dang l6ng; thudc dung ngoai dang 1ng; pellets (chira hormon); thuSc cdm (chira hormon); thudc bén rén (chira EU-GMP |DE_NW_05_[ «, < |Coquan thdm quyén 25
GmbH Im Wirrigen 25, 45731 hormon); thudc d4t am dao (chira hormon); vién nén (chita hormon). GMP_2022_ S S |pue
Waltrop, Germany 0008 z :“
o -
- ~
- —
DE-042 » Thymoorgan Pharmazie GmbH » Schiffgraben 23, 38690 Goslar, Germany
721 Thymoorgan Schiffgraben 23, 38690 * ThuBc vo trung: EU-GMP |DE_NI_01_G Co quan thdm quyén 11
Pharmazie GmbH |Goslar, Germany + Thu8c san xudt vé trung: thudc déng khd (bao gdm ca thudc chira chat doc té bao); thudc 1dng thé tich nhé (chira chat doc té bao). MP_2019. 0| o 8 [|pire
(* Cach ghi cii: Schiffgraben + Thudc tiét trung cudi: thudc 16ng thé tich nho (chira chat doc té€ bao). 017 Q S
23, 38690 Vienenburg, + Xuat xudng 16. rs' ﬂ'
Germany) *Péng goi: n -
~ - o
+Dong gdi cap 2
X il brn chA |
DE-043 » Dr. Willmar Schwabe GmbH & Co. KG » Willmar-Schwabe-StraRe 4, 76227 Karlsruhe, Germany
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928 Dr. Willmar Willmar-Schwabe-StraRe 4,  |* Thudc khdng vé triing: Vién nang clng; vién nang mém; thudc diing ngoai dang 1dng; thudc udng dang Idng; thudc dang rén (thudc bot; thudc cdm; thudc EU-GMP [DE BW 01 Co quan tham quyén 12
- - - -
Schwabe GmbH & |76227 Karlsruhe, Germany  |dang hat nho (pillules)); vién nén; vién nén bao phim. GMP_2019_ g o |Pic
Co. KG (céch ghi khac: Willmar- * Cac thudc khac: 0060 g z
Schwabe-Str. 4, D-76227 + Thuéc duoc lidu. S =}
Karlsruhe, Germany) + Thuéc vi lwgng ddng cin (Homoeopathic products). 8 N
1245 Dr. Willmar Willmar-Schwabe-StraRe 4,  |* ThuSc khéng vo tring: Vién nang cing; vién nang mém; thudc dung ngoai dang 1dng; thubc ung dang 1dng; thudc dang ran (thudc bot; thudc cém; thude EU-GMP |DE_BW_01_ Co quan thadm quyén 15
Schwabe GmbH & |76227 Karlsruhe, Germany  |dang hat nho (pillules)); vién nén; vién nén bao phim. GMP_2019_ Purc
Co. KG (céch ghi khéc: Willmar- * Xuat xudng Thudc khéng vo trung. 0136
Schwabe-Str. 4, D-76227 * Cac thudc khac: o ~
Karlsruhe, Germany) +Thudc duoc lidu. 3 =
+ Thuéc vi lwvgng dong cdn (Homoeopathic products). g g
* Dong goi: S g
+Déng gbi so cap: cac dang thudc & muc Thudc khdng vé trung. A ™
+Déng goi thir cap.
* Kiém tra chat lugng:
+ Vi sinh: Khéng vo trung.
2053 [Dr. Willmar Willmar-Schwabe-StraBe 4,  |* Thudc v6 tring: Xuat xudng. EU-GMP |DE_BW_01_ Co quan thdm quyén 24
Schwabe GmbH & |76227 Karlsruhe, Germany  [* ThuSc khong vé trung: Vién nang cing; vién nang mém; thudc dung ngoai dang I6ng; thudc udng dang 16ng; thudc dang ran (thudc bdt; thudc cém; thudc GMP_2022_ Plc
Co. KG (cach ghi khac: Willmar- dang hat nhé (pillules)); vién nén; vién nén bao phim. 0010
Schwabe-Str. 4, D-76227 * Xuat xudng Thudc khdng vo trung.
Karlsruhe, Germany) * Cac thudc khac: N S
+Thudc duoc liéu. 8 2
+ Thu8c vi lvgng déng cin (Homoeopathic products). 2 s
* Pong goi: 2 ::'4‘
+Doéng goi so cdp: cac dang thudc & muc Thudc khéng vé trung.
+Déng goi thir cap.
* Kiém tra chat lugng:
+Visinh: Khéng v6 trung.
DE-045 » Stada Arzneimittel AG » Stadastrasse 2-18, 61118 Bad Vilbel - Germany
265 Stada Arzneimittel |STADA Arzneimittel AG * Xudt xudng thude vé trung;. EU-GMP |DE_HE_01_ N ~ |Coquan thdm quyén 7
AG Stadastrasse (hodc * Thudc khdng vé trung: vién nang cirng, thudc diing ngoai dang 1dng, thudc udng dang 16ng, dang bao ché ban ran, vién nén (bao gdm ca vién nén bao phim, GMP_2019_ b=y S |pwe
StadastraRe) 2-18, 61118 vién nén giai phéng thay déi, vién nén khang dich da day); 0168 ; g
Bad Vilbel - Germany * Xuat xudng thudc khéng vé trung: Bao gdm ca vién nhai, dang bao ché cé ap luc; thudc dat; thude dan qua da. g g
* Xuat xudng thudc sinh hoc: thuéc cdng nghé sinh hoc;. ~N N
DE-046 » Lindopharm GmbH » Neustrasse (hodc Neustrabe) 82 40721 Hilden, Germany
266 Lindopharm GmbH |Lindopharm GmbH * Thu8c khéng vé trung: Vién nén chira chat c6 hoat tinh hormon; thudc bét; thudc cém. EU-GMP [DE_NW_03_| o ~ |Coquan tham quyén 7
Neustrasse (hodc Neustrape) GMP_2018 S § Plrc
— — I
82 40721 Hilden, German ! !
Y 0038 N S
- -
i o
2125 Lindopharm GmbH |Lindopharm GmbH * ThuBc khéng vo trung: Vién nén chira chét c6 hoat tinh hormon; thudc vo trung khac (thudc bot; thude c6m). * Xudt xudng. * Dong goi : + Dong gbi so cdp: | EU-GMP [DE_NW_03_| < |Coquanthidm quyén 25
Neustrasse (hodc NeustraBe) |Vién nén; thudc vé trung khac (thuéc bot; thudc cdm) GMP_2022_ S S |pwe
82 40721 Hilden, Germany |+ Déng géi thi cap. * Kiém tra chat lwgng 0017 : E
o h
- <
— o
DE-047 » STADApharm GmbH » Feodor-Lynen-StraBBe 35, Hannover, Niedersachsen, 30625, Germany
453 STADApharm STADAPHARM GmbH, * Xudt xudng thudc vé trung. EU-GMP |DE_NI_02_G 5 ~ [Coquan Tham quyen )
GmbH Feodor-Lynen-StraBe 35, * Xudt xudng thudc khong vé trung. MP_2020_0 S S |pwe
30625 Hannover, Germany  [* Dong géi thi cap. 013 : E
o —
L h
~ o
DE-048 » Berlin-Chemie AG » Glienicker Weg 125 12489 Berlin, Germany
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722 Berlin-Chemie AG |Glienicker Weg 125, 12489  |* Thudc v6 tring EU-GMP |DE_BE_01_ Co quan thadm quyén 11

Berlin, Germany + Thudc tiét trung cudi: Dung dich thé tich I&n. GMP_2019_ Plrc
+ Xudt xudng 16. 0009
* Thu8c khéng vé trung:
+ Thuc udng dang 16ng; Thudc dat.
+ San xudt thudc cém (ban thanh pham). a 3
+ Xudt xudng 16. 8, 2.
* Pong goi so cap: Vién nang cirng; Vién nang mém; Thudc udng dang l6ng; Thudc dat; Vién nén (bao gébm ca hormones va sulfonamides), vién nén bao, vién g a
nén bao duong. :I ;.;
* Pong goi thir cap.
* Kiém tra chat luong:
+ Visinh: V6 trung.
+ Vi sinh: Khéng vo trung.
+Hoa hoc/Vat ly.
1996 Berlin-Chemie AG |Glienicker Weg 125, 12489  [* Xu&t xudng thuc vé trung. EU-GMP |DE_BE_01_ Co quan thdm quyén 23
Berlin, Germany * ThuBc khéng vé trung: ThuBc udng dang 1dng; Thudc dat; Thudc c8m (ban thanh pham); Vién nén. GMP_2022_| n [|PUc
* Xudt xwéng thudc khéng vo trung. 0013 o o
* Xuat xwdng thude sinh hoc: San pham tach chiét tir ngudi hodc dong vat: bot tuy (cla lon). : E
* Péng gobi so cap: Vién nang cirng; Vién nang mém; Thubc udng dang ldng; Thudc dit; Vién nén (bao gdbm ca hormon), vién nén bao phim, vién nén bao =] o
duwong, vién nén nhai. 5' R‘
* Pong goi thir cap.
DE-049 » Cheplapharm Arzneimittel GmbH » Ziegelhof 23-24, Greifswald, Mecklenburg-Vorpommern, 17489, Germany
723 Cheplapharm Ziegelhof 23-24, 17489, * ThuBc vé trung: EU-GMP [DE_MV_01_| o ~ |Coquan thdm quyén 11
Arzneimittel GmbH |Greifswald, Germany + Xudt xwdng thudc vé trung GMP_2019_ § § Plrc
* Thudc khong vé trung: 0017 ) &
+ Xuét xwédng thubc khong vo trung 3 :
o (a2}
DE-050 » Artesan Pharma GmbH & Co. KG » Wendlandstrabe 1, 29439 Luchow, Lower Saxony, Germany
1059 [Artesan Pharma WendlandstraBe 1, 29439 * Thudc khéng vé trung: EU-GMP [DE_NI_03_G Co quan thdm quyén 13
GmbH & Co. KG Lichow, Germany + Vién nang cirng; vién nang mém; vién nhai. MP_2018 0 « o |Puc
+Thudc bot, thudc cdm, thudc ban rén, vién nén, vién nén bao phim, vién nén bao dudng (bao gdm ca hormon hoic chat cé hoat tinh hormon trir hormon 020 IS IS
sinh duc; nystatin va khang sinh non - betalactam). ‘:!' 8'
* Thudc dwoc liéu; sdn pham vi lwgng dong cin. uOH «:",
* Xudt xudng: thude vé trung va cac dang thudc khéng vé trung néu trén.
¥ Dldno odishiy o850
1599  [Artesan Pharma  [WendlandstraBe 1, 29439 * ThuSc khéng vé trung: EU-GMP |DE_NI_03_G Co quan thadm quyén 18
GmbH & Co. KG Liichow, Germany (* cach ghi |  + Vién nang clng; vién nang mém; vién nhai. MP_2021_0 . - |Puc
khac: Wendlandstr.1, 29439 + Thudc bot, thudc cdm, thudc ban ran, vién nén, vién nén bao phim, vién nén bao dudng (bao gdm ca hormon hodc chat cé hoat tinh hormon trir hormon 007 o o
Lichow-Germany) sinh duc; nystatin va khang sinh non - betalactam). 2 ;
* ThuSc dugc liéu; san pham vi lwgng dong can. ) =}
* Xudt xwdng: thudc vd trung va céc dang thudc khéng vé trung néu trén. < 3
* Péng goi thir cap.
DE-051 » Artesan Pharma GmbH & Co. KG » Albrecht-Thaer-Strabe 9 29439 Luchow, Germany
1060 |Artesan Pharma Albrecht-Thaer-Strabe 9 * Déng goi so cdp va thit cap thudc khéng vé trung: vién nang cirng; vién nang mém; vién nhai; khung thdm; cac dang bao ché ran khac; vién nén; miéng dan; [ EU-GMP |DE_NI_03_G| o « |Coquan thdm quyén 13
GmbH & Co. KG 29439 Luchow, Germany thudc tr dugrc liéu; sdn phdm vi lwgng dong can. MP_2018_0 é‘ § Plrc
* Xuat xudng: thudc vé trung; thudc khong vé trung; thudc tir dugc liéu; san phdm vi lwgng dong can. 023 :' g
I
1690 [Artesan Pharma Albrecht-Thaer-StraBe 9, * Thudc vé trung: EU-GMP |[DE_NI_03_G Co quan thdm quyén 19
GmbH & Co. KG 29439 Lichow, Germany +Xudt xudng. MP_2021_0 Plc
* ThuBc khéng vé trung: 004 bt ]
+ Xudt xudng. I I
* Thu8c duoc liéu, sdn phdm vi lwgng déng can: chi cé xuat xudng, déng géi so cap, déng gdi thir cap. g' g
* Pong goi: ) m’ 8'
+Dong gdi so cap: vién nang cirng; vién nang mém; vién nhai; khung tham; dang bao ché ran khac; vién nén; miéng dan.
+Dong goi thir cap.
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DE-052 » AbbVie Biotechnology GmbH » Knollstrasse, 67061 Ludwigshafen, Germany
342 AbbVie Knollstrasse, 67061 * Xudt xudng thudc cong nghé sinh hoc EU-GMP |DE_RP_01_ o ~_|Coquan tham quyen s
Biotechnology Ludwigshafen, Germany GMP_2019_| S S |owc
GmbH (cach viét khac: Knollstrasse, 0046 :' g
D- 67061 Ludwigshafen, . by
Germany) N N
DE-053 » Dragenopharm Apotheker Piischl GmbH » GollstraBe 1 84529 Tittmoning, Germany
410 Dragenopharm Dragenopharm Apotheker * Thu8c khéng vé trung: vién nang cirng; thudc bdt; thude cdm; vién nang mém (chi bao gém bao vién); vién nén, vién nén bao phim, vién nén bao dudng EU-GMP |DE_BY_04_ Co quan thadm quyén 8
Apotheker Piischl |Puschl (hodc Puesch) GmbH  [* Thu8c dugc liéu GMP_2020_ ° - |Puc
(hoic Puesch) GéllstraBe 1 (hodc * Thu8c vi lvgng ddng can. 0025 8 S
GmBH Goellstrasse 1 hodc Géllstr.  [* Déng géi so cap: chi bao gdm vién nang mém. Z :.‘
1), 84529 (hoac D-84529) * Pong goi thir cap. Q Q@
. ) PR ., o PPN P R n =)
Tittmoning, Germany * Xuat xudng: chi bao gom thudc v trung; thudc uéng dang long. =] )
1846 Dragenopharm GéllstraBe 1 (hodc * Thu8c khéng vé trung: vién nang cirng; thudc bdt; thude cdm; vién nang mém (chi bao gém bao vién); vién nén, vién nén bao phim, vién nén bao dudng EU-GMP |DE_BY_04_ Co quan thadm quyén 21
Apotheker Piischl |Goellstrasse 1 hodc Gélistr.  [* Thu8c dugc liéu GMP_2021_ . < Plrc
(hoic Puesch) 1), 84529 (hodc D-84529) * Thu8c vi lvgng ddng can. 0079 I 8
GmllaH Tittmoning, Germany * Péng goi so cap: chi bao gdm vién nang mém. 3 g
* Pong goi thir cap. Q Q
* Kiém tra chat lugng: Héa hoc/Vat ly R N
* Xudt xudng: chi bao gdm thudc vé trung; thudc udng dang long.
DE-054 » Ferring GmbH » Wittland 11, 24109 Kiel, Germany
431 Ferring GmbH Wittland 11, 24109 (hogc D- |* Thudc vé trung: EU-GMP |DE_SH_01_ Co quan tham quyén g
24109) Kiel, Germany + Thudc san xuat vé trung chira hormon hodc cac hoat chat cé hoat tinh hormon: thuéc déng khd; dung dich thé tich nho; cac thudc vé trung khac dang vi GMP_2020_ Plrc
nang. 0017
+ Thudc tiét trung cudi: dung dich thé tich nhé. o ~
+ Xudt xudng. S S
* ThuBc khdng vé trung chita hormon hodc céc hoat chat ¢ hoat tinh hormon: E g
+ Thuéc udng dang Idng. S :
+ Xuat xuéng. N N
* Thu8c sinh hoc: thudc tir ngudi (thudc déng khd san xudt vo trung); cac san pham sir dung cdng nghé gen (thudc ddng kho san xuat vo trung).
* Péng goi: dong goi thir cap.
* Kiém sodt chat lwgng: vi sinh, héa hoc/vat Iy, sinh hoc.
2054  |Ferring GmbH Wittland 11, 24109 (hodc D- |* Thudc vé tring: EU-GMP |DE_SH_01_ Co quan thdm quyén 24
24109) Kiel, Germany + Thudc san xuat vé trung chira hormon hodc cac hoat chat cé hoat tinh hormon: thuéc déng khd; dung dich thé tich nho; céc thudc vé trung khac dang vi GMP_2021_ Plrc
nang. 0038
+ Thudc tiét trung cudi: dung dich thé tich nho.
+ Xuat xudng. b =
* Thu8c khéng vé trung chira hormon hodc céc hoat chat ¢ hoat tinh hormon: g. 8‘
+ Thudc udng dang léng. ] 3
+ Xuét xudng. g’ 5—45
* Thudc sinh hoc: thudc tir ngudi (thuc déng khd san xudt vé trung); cac san pham sir dung cdng nghé gen (thudc ddng kho san xuat vo trung).
* Péng goi: déng goi thir cap.
* Kiém soat chat lwgng: vi sinh, hda hoc/vat Iy, sinh hoc
* Viéc soi va déng géi thir cap thye hién tai Wittland 2, bdo quan tai Wittland 4-6.
DE-055 » Madaus GmbH » Liitticher Strae 5, 53842 Troisdorf, Germany
393 Madaus GmbH - [Madaus GmbH * Thudc khdng vé trung: vién nang cirng; thudc dung ngoai dang l6ng (bao gdm ca thudc xjt mii); thudc udng dang l6ng; dang bao ché ran khac (thudc bot, EU-GMP |DE_NW_04_| 4 o |Coquanthdm quyén 8
51101 KoIn Lutticher Strape 5, 53842 thudc c8m, pastilles); dang bao ché ban rin; vién nén, vién nén bao phim, vién nén bao dudng. GMP_2019_ § § Purc
Troisdorf, Germany * ThuSc duoc liéu; thudc vi lugng doéng can. 0001 & d
* Xuat xudng thudc vé trung. g z
~ ~
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616 Madaus GmbH - Madaus GmbH * Thudc khdng vé trung: vién nang cirng; thudc dung ngoai dang 1dng (bao gdm ca thudc xjt mi); thuc udng dang 16ng; dang bao ché ran khac (thudc bot, EU-GMP |DE_NW_04_[ o o |Coquan thdm quyén 10
51101 Koln Litticher StraBe 5, 53842 thudc c8m, pastilles); dang bao ché ban rén; vién nén, vién nén bao phim, vién nén bao duong. GMP_2020_ § § Plrc
Troisdorf, Germany * Thu8c dugc lidu; thudc vi lugng déng can. 0058 Ry b
* Xudt xudng thudc vé trung. 3 ,OL
- -
DE-057 » Lomapharm GmbH » Langes Feld 5, 31860 Emmerthal, Germany
929 Lomapharm GmbH |Langes Feld 5, 31860 * Thugc vo trung: EU-GMP |DE_NI_02_G Co quan thadm quyén 12
Emmerthal, Germany + Thu8c san xut vd trung: Dung dich thé tich nhd (chia ciclosporin, Tacrolimus). MP_2018 0 o o |puc
* Thu8c khéng vé trung: Thudc diing ngoai dang 16ng; thudc udng dang 16ng; vién nén bao phim, vién bao, thudc bét, thudc cdm; vién nén (bao gém ca vién 042 = S
nén bao phim tan trong rudt). 2 m
* Thu8c sinh hoc: Thudc 6 ngudn gc tir ddng vat (khdng bao gdm cé ngudn gdc tir ngudi hodc tir ndo, md than kinh déng vat); enzym; corticosteroid. Q -
¢ —
* Thudc tir duoc liu; 3 3
* Thu8c vi lvgng ddng can.
1847  [Lomapharm GmbH [Langes Feld 5, 31860 * Thugc v6 trung: EU-GMP |DE_NI_02_G Co quan thadm quyén 21
Emmerthal, Germany + Thu8c san xut v trung: Dung dich thé tich nhd (chta Ciclosporin, Tacrolimus). MP_2020_0 Pl
* Thu8c khéng vé trung: Thudc diing ngoai dang 16ng; thudc udng dang 16ng; vién nén bao phim, vién bao, thudc bét, thudc cdm; vién nén (bao gom ca vién 037
nén bao phim tan trong rudt). 2 Q
* Thu8c sinh hoc: Thudc 6 ngudn géc tir dong vat (khdng bao gdm cé ngudn gdc tir ngudi hodc tir ndo, md than kinh déng vat); enzym; corticosteroid. IS IS
* Thudc tir duoc liu; ] S
* Thu8c vi lvgng ddng can. oo'\ 8'
* Xudt xudng cac dang thudc trén.
* Péng goi so cap: thudc dung ngoai dang l6ng; thudc udng dang 16ng; vién nén bao phim, vién bao, thudc bét, thudc c8m; vién nén.
* Péng goi thir cap: tat ca cac dang thudc trén.
DE-058 » Fresenius Kabi Deutschland GmbH » FreseniusstraBe 1, 61169 Friedberg, Germany
436 Fresenius Kabi Freseniusstrasse (hoac * ThuBc vé trung: EU-GMP |DE_HE_01_ " N Co quan tham quyén g
Deutschland GmbH |FreseniusstraBe) 1, 61169 + Thudc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé tich nhé. GMP_2018_| & S |puc
Friedberg, Germany (bao gdm dung dich tiém, dung dich tiém truyén) 0129 E :
* Xuat xudng thudc vé trung. il il
* Péng goi: dong goi thir cap. S -
* WVifien trn ch A+ Livonea
1848  [Fresenius Kabi Freseniusstrasse (hodc * Thudc vo tring: EU-GMP |DE_HE_01_ [ < |Coquanthidm quyén 21
Deutschland GmbH|Freseniusstrae) 1, 61169 + Thuc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé. GMP_2021_ § § Plrc
Friedberg, Germany + Xuat xuwdng thude vé trung. 0138 & -
. 2 . L: .o — -
* Pong goi: dong goi thir cap. & A
* Kiém tra chat lugng: vi sinh (v6 trung, khdng vé triing); Héa hoc/Vat ly; Sinh hoc. ~N o
DE-059 » Menarini - Von Heyden GmbH » Leipziger StraBe 7-13, 01097 Dresden, Germany
437 Menarini - Von Leipziger StraBe 7-13, 01097 |* Thu8c khang vé trung: vién nén; vién nén bao phim; vién nén giai phéng kéo dai; thuéc cém. EU-GMP [DE_SN_01_ © — |Coquan tham quyén 8
Heyden GmbH Dresden, Germany * Dong goi, kiém tra chat lwgng, xudt xwdng: cac dang thudc trén, bao gdm ca vién nang clng, vién nang mém. GMP_2018_ § § Plrc
0012 8. 8.
) )
o~ o~
1467 Menarini - Von Leipziger StraBe 7-13, 01097 |* Thu8c khéng vé trung: thudc c8m; vién nén (bao gdm vién nén bao; vién nén giai phong kéo dai). EU-GMP [DE_SN_01_ - < |Coquanthidm quyén 17
Heyden GmbH Dresden, Germany * Xudt xudng thudc khéng vé trung néu trén; vién nang cing; vién nang mém. GMP_2021_ § § Plrc
* Pong goi so cap: cac dang thudc khong v triing néu trén; vién nang cirng; vién nang mém; thudc duorc liéu dang bao ché rén. 0011 o oS
* Pong goi thir cap. g S'r
* Kiém tra chat lugng: vi sinh (khong vé tring); Héa hoc/Vat ly. A ©
DE-060 » Sanofi-Aventis Deutschland GmbH » Industriepark H6chst -Briiningstrabe 50, H500, H590, H600, H785, H790, 65926 Frankfurt am Main, Germany
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477  [Sanofi-Aventis Industriepark Hochst-BriiningstraBe | * Thugc v6 trung: EU-GMP |DE_HE_01_ Co quan tham quyén 9

Deutschland GmbH|?% 1500 H590, H600, H750, H785, |\ Thy,8c san xust vé trung (chat doc t& bao/chat kim té& bao, hormon hodc chat c6 hoat tinh hormon): dung dich thé tich nhé; thudc cdy ghép va dang rén; vi GMP 2019 Purc
H790, 65926 Frankfurt am Main, — -
Germany hat. . . 0018
(* Céc céch ghi khac: + Thudc tiét trung cudi: dung dich thé tich nho; dung dich thé tich Ién.
- Industriepark Hoechst 65926 * Thudc khdng vé trung: thudc duing ngoai dang 1dng; thudc udng dang 1dng (hormon hodc chat cé hoat tinh hormon); thudc c6m; thudc ban rén.
Frankfurt am Main, Allemagne, * Thudc sinh hoc: thudc cong nghé sinh hoc; sdn pham chiét xuat tir nguoi hodc dong vat.
.Glirnimuas::epark Hochst, D-65926 * Béng goi: . . .
Frankfurt am Main, Ge’rmany. + Déng gbi so cap: thudc dung ngoai dang 16ng, thudc udng dang ldng (hormon hodc chat c6 hoat tinh hormon); thudc ban ran.
- Industriepark Hoechst, D-65926 +Déng goi thir cap.
Frankfurt am Main, Germany. * Kiém soat chat lwgng: vi sinh, héa hoc/vat ly, sinh hoc.
- Industriepark Hochst,
Briiningstrasse 50, D-65926 a ::“
Frankfurt am Main, Germany. g 2
- Industriepark Hochst, ~ &
BriiningstraRe 50, D-65926 Q Q
Frankfurt am Main, Germany. ﬁ B
- Industriepark Héchst, 65926
Frankfurt am Main, Germany.
- Briiningstrasse 50, D-65926
Frankfurt am Main, Germany.
- BriiningstraBe 50, Industriepark
Héchst, 65926 Frankfurt am Main,
Germany.
- Briiningstrasse 50, Industriepark
Héchst, 65926 Frankfurt am Main,
Germany)

1914  |Sanofi-Aventis Sanofi-Aventis Deutschland | * Thudc vé tring: EU-GMP [DE_HE_01_ Co quan tham quyén 22
Deutschland GmbH, Bereich + Thudc san xuét vd trung: dung dich thé tich nhd (chira chat ddc té€ bao/chat kim t& bao, hormon hoic cht cé hoat tinh hormon); thudc cdy ghép va dang GMP 2021 Plrc
GmbH Bereich Handelsprodukte ran (chira hormon hodc chét cé hoat tinh hormon); vi hat (chira hormon hodc chat cé hoat tinh hormon). 0021_ -

Handelsprodukte Industriepark Héchst- + Thudc tiét trung cudi: dung dich thé tich nho; dung dich thé tich Ion.
Briiningstrake 50, H500, + Xuat xuéng.
H590, H600, H750, H785, * Thu8c khéng vé trung: = Q
H790, H821, 65926 Frankfurt | + Thudc dung ngoai dang 16ng; thudc udng dang 1dng (chita hormon hodc chat cé hoat tinh hormon); thudc dang rén; thudc ban rén. 8] 8.
am Main, Germany + Xuat xudng. a S
* Thudc sinh hoc: g UOI"
+ Thudc cdng nghé sinh hoc; sdn pham chiét xuat tir ngudi hodc ddng vat.
+ Xuat xudng.
* Pong goi:
+Ddng gdi so cap: thudc dung ngoai dang 16ng, thudc udng dang 16ng (chira hormon hodc chat cé hoat tinh hormon); thudc ban ran.
+Déng goi thir cap.
DE-061 » KVP Pharma + Veterinar Produkte GmbH » Projensdorfer StraBBe 324 24106 Kiel, Germany

438 KVP Pharma + Projensdorfer Strake 324 * Thudc khdng vé trung: Thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc ban rén; thudc bot. EU-GMP [DE_SH_01_ © o |Coquan tham quyén 8
Veterinar 24106 Kiel, Germany * Déng goi so cdp: nguyén liéu lam thudc chira vi sinh vat: Emodepside. GMP_2018_ § § Plrc
Produkte GmbH 0015 ) o

2 | @

1849 KVP Pharma + Projensdorfer StraRe 324 * Thu8c khéng vé trung: Thudc dung ngoai dang 16ng; thuSc udng dang 16ng; thudc bot. EU-GMP [DE_SH_01_ Co quan tham quyén 21
Veterinar 24106 Kiel, Germany + Xuat xuwdng thude khdng vé trung. GMP_2021_| o o bt
Produkte GmbH * San pham khac: Déng gdi so cap nguyén liéu lam thudc chira vi sinh vat: Emodepside. 0031 <] 2

* Déng goi: g g
+ Dbng gdi so cap: Thubc dung ngoai dang long; thudc udng dang l6ng; thudc bt. S -
+Ddng goi thir cap. « o
X Wilea LAt alicinl (LA At AR E PN INEYS M
DE-062 » Daiichi Sankyo Europe GmbH » Luitpoldstrafe 1, 85276 Pfaffenhofen, Germany
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399 Daiichi Sankyo Daiichi Sankyo Europe GmbH [* Thugc v6 triing: EU-GMP |DE_BY_04_ ~ o |Coquanthdm quyén 8

Europe GmbH LuitpoldstraBe 1, 85276 + Thudc san xudt vé trung: Thudc déng kho. ) GMP_2017_ § § Plrc
Pfaffenhofen, Germany * Thudc san xuat khong vé trung: thudc dling ngoai dang 1dng; thudc udng dang 16ng; thudc c8m pha hdn dich udng; thudc ban ran; vién nén (thudc kim t& 1049 oy &
bao: vién nén bao phim Tivantinib) ; a
* Thudc sinh hoc: san pham mién dich udng: vién nén Luivac. N N
930  |Daiichi Sankyo Daiichi Sankyo Europe GmbH |* Thu8c vé tring: EU-GMP [DE_BY_04_ Co quan tham quyén 12
Europe GmbH LuitpoldstraBe (hodc + Thudc san xudt v trung: ThuSc déng khd (chi bao gdm déng géi thir cdp va xudt xudng). GMP_2019_ Pl
Luitpoldstrasse) 1, 85276 * Thu8c khéng vé trung: Vién nén, vién nén bao phim. 0148
Pfaffenhofen, Germany * Thudc sinh hoc: S3n phdm mién dich udng: vién nén Luivac. Q ]
* Xudt xudng thudc khong vo tring: thude dung ngoai dang 16ng; thudc udng dang 1dng; thudc cdm pha hdn dich udng; thudc bén rin; Vién nén, vién nén bao IS4 <
phim. g' g'
* Xudt xudng thudc sinh hoc (thudc mién dich). 8' E';
* Dong goi:
+ Déng gbi so cap: Vién nén, vién nén bao phim.
+Ddng goi thir cap.
1691  [Daiichi Sankyo Daiichi Sankyo Europe GmbH [* Thugc v6 tring: EU-GMP |DE_BY_04_ Co quan thadm quyén 19
Europe GmbH LuitpoldstraBe (hodc + Thudc san xudt v trung: ThuSc déng khd (chi bao gdm déng géi thit cdp va xudt xudng). GMP_2021_ Plrc
Luitpoldstrasse) 1, 85276 * Thu8c khéng vé trung: Vién nén, vién nén bao phim. 0066
Pfaffenhofen, Germany * Thudc sinh hoc: S3n phdm mién dich udng: vién nén Luivac. J N
* Xudt xudng thudc khong vo tring: thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc cdm pha hdn dich udng; thudc béan ran; Vién nén, vién nén bao IS <
phim. UOI’ ﬁl
* Xudt xwdng thudc sinh hoc (thudc mién dich). 8' 9
* Dong goi:
+ Déng gbi so cap: Vién nén, vién nén bao phim; vién nang clirng
+ Déng goi thir cap.
2055  |Daiichi Sankyo LuitpoldstraBe (hodc * ThuGc v6 tring: EU-GMP |DE_BY_04_ Co quan thdm quyén 24
Europe GmbH Luitpoldstrasse) 1, 85276 + Thudc san xudt vd trung: Thudc déng khd (chi bao gdm déng géi thir cap va xuat xuwdng). GMP_2022_ Plrc
Pfaffenhofen, Germany * Thu8c khéng vé trung: vién nén; vién nén bao phim. 0041
* Thudc sinh hoc: S3n phdm mién dich udng: vién nén Luivac. ] g
* Xudt xudng thudc khong vo tring: thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc cdm pha hdn dich udng; thudc ban rén; vién nén, vién nén bao IS IS
phim. g' :I
* Xuat xudng thudc sinh hoc: thudc mién dich; san phdm cdng nghé sinh hoc (chi bao gom déng gdi thir cap va xuét xudng). ﬁ 9
* Poéng goi:
+ Déng gbi so cap: vién nang clng; vién nén.
+Déng goi thir cap.
DE-063 » Bayer AG (Tén cii: Bayer Pharma AG) » Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany
527 Bayer AG (Tén cii: |Kaiser-Wilhelm-Allee, 51368 |* Thudc v6 trung: EU-GMP |DE_NW_04_ Co quan thadm quyén 9
Bayer Pharma AG) |Leverkusen, Germany + Thudc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé tich nhé. GMP_2019_ ) N |Bic
(céch viét khac: 51368 * Thu8c khéng vé trung: Vién nang cirng; vién nén; vién nén bao phim; vién nang chira bot hit; thudc bot; thude cdm. 0023 IS I
Leverkusen, Germany hoic D-|* Ddng géi so cap: chi vién nang mém. g 3'
51368 Leverkusen, Germany) [* Déng géi thir cap. g‘ c‘_";
1600 Bayer AG (Tén cli: |Kaiser-Wilhelm-Allee, 51368 |* Thudc vo trung: EU-GMP |DE_NW_04_ Co quan tham quyén 18
Bayer Pharma AG) |Leverkusen, Germany + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé. GMP_2021_ o ~ [PUc
(* Cach viét khac: 51368 + Xudt xudng Thudc vé trung. 0002 I o
Leverkusen, Germany hodc D-|* Thu8c khéng vé trung: Vién nang clrng; vién nén; vién nén bao phim; vién nang chira bét hit; thudc bot; thudc cém. E :
51368 Leverkusen, Germany) [ + Xuat xuwdng Thudc khong vé trung. o inl
* Pong goi so cap: bao gém ca vién nang mém. 3 =
* Pong goi thir cap.
EMVIT$ " ookl LW HPE N N Y-S llad A AR P N Ldd b Cial Lo
DE-064 » R-Pharm Germany GmbH » Heinrich-Mack-Str. 35, 89257 lllertissen, Germany
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931 R-Pharm Germany |Heinrich-Mack-Str. 35, 89257 |* Thudc khéng vé trung: EU-GMP |DE_BY_04_ Co quan thadm quyén 12

GmbH lllertissen, Germany + Vién nang cirng (bao gdm ca thudc chira hoat chat cé hoat tinh cao, trir khang sinh beta-lactam); ThuSc udng dang l6ng; Vién nén, vién nén bao phim (bao GMP 2019 Purc
g6m ca thudc chira hoat chat cé hoat tinh cao, trir khdng sinh beta-lactam). 0043_ - a N
+Xudt xudng 16. S 5
*Pdng goi: <O'f gl
+Déng goi so cé:p: Vién nang cirng (bao gdm ca thu8c chira hoat chét cé hoat tinh cao, trir khang sinh beta-lactam); Thuéc udng dang I6ng; Vién nén, vién nén 8' ;';
bao phim (bao gém ca thudc chira hoat chat cé hoat tinh cao, trir khdng sinh beta-lactam).
+Déng goi thir cap.
DE-065 » Wasserburger Arzneimittelwerk GmbH » Herderstrabe 1,2 und Molkerei-Bauer-Strabe 18 83512 Wasserburg, Germany
475 Wasserburger HerderstraBe 1,2 und * Thudc vé trung: EU-GMP |DE_BY 04_ Co quan tham quyén 9
Arzneimittelwerk |Molkerei-Bauer-StraBe 18, |+ Thudc san xuat vé trung: dung dich thé tich nhé; dung dich thé tich Ié¢n; thudc ddng kho. GMP 2020 Pl
GmbH 83512 Wasserburg, Germany. |+ Thudc tiét tring cudi: dung dich thé tich nhd; dung dich thé tich I&n. 0016_ B S 0
(Céch ghi khéc: HerderstraBe IS <
1,2 and Molkerei-Bauer- 8' 8'
StraBe 18, 83512 A @
Wasserburg, Germany)
DE-066 » Engalhard Arzneimittel GmbH & Co.KG » HerzbergstraRe 3, 61138 Niederdorfelden, Germany
458 Engelhard HerzbergstraBe 3, 61138 * Thudc khong vé trung: Thudc udng dang ldng; thudc bot; vién ngam; thudc ban rén. EU-GMP |DE_HE_01_ Co quan thadm quyén 9
Arzneimittel Niederdorfelden, Germany.  [* Xuat xwdng 16 bao gdm ca vién nén sui, vién dit, vién nang mém. GMP 2019 Plrc
GmbH & Co.KG (Céch viét khac: * Péng goi so cap bao gdm ca vién nhai (gums), vién nén bao phim. 0045_ -
Herzbergstrape 3, 61138
Niederdorfelden, Germany /
Herzbergstrasse 3, 61138 5] N
Niederdorfelden, Germany / 8] 2.
Herzbergstr. 3, 61138 S 3
Niederdorfelden, Germany / g RI
Herzbergstrasse 3, D-61138
Niederdorfelden, Germany)
1915 Engelhard HerzbergstraBe 3, 61138 * Thudc khong vé trung: Thudc udng dang 1dng; thudc bot; vién ngam; thudc ban rén. EU-GMP [DE_HE_01_ Co quan tham quyén 22
Arzneimittel Niederdorfelden, Germany.  [* Xuat xudng 16 bao gdm ca vién nén sui, vién ddt, vién nang mém. GMP 2022 Plrc
GmbH & Co.KG (Céch viét khac: * Pong goi cap 1 bao gdbm ca vién nhai (gums), vién nén bao phim. 0014_ B
Herzbergstrape 3, 61138
Niederdorfelden, Germany /
Herzbergstrasse 3, 61138 IN =2
Niederdorfelden, Germany / 8, 2.
Herzbergstr. 3, 61138 g S
Niederdorfelden, Germany / g' ml
Herzbergstrasse 3, D-61138
Niederdorfelden, Germany)
DE-067 » Lyomark Pharma GmbH » Keltenring 17 82041 Oberhaching Germany
531 Lyomark Pharma  |Lyomark Pharma GmbH Xudt xudng thudc v tring EU-GMP |DE_BY_04_ @ < |Coquanthdm quyén 9
GmbH Keltenring 17 82041 GMP_2019_ é‘ § Plrc
Oberhaching Germany 0039 o ~
S| =
b a
DE-068 » Sanavita Pharmaceuticals GmbH » Bruder-Grimm-StraBBe 121, 36396 Steinau an der StraBBe , Germany
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515 Sanavita Bruder-Grimm-StraRe 121,  |* Xuat xudng 16: thu8c vd trung; thudc khdng vé trung. EU-GMP |DE_HE_01_ o o |Coquan thdm quyén 9

Pharmaceuticals 36396 Steinau an der StraRe GMP_2017_ § § Pirc
GmbH » Germany 1054 S 3
S 3
1362 Sanavita Bruder-Grimm-StraRe 121, * Xudt xudng 16: thudc vé trung; thudc khéng vé trung. EU-GMP |DE_HE_01_ o ~ |Coquan tham quyén 16
Pharmaceuticals  |36396 Steinau an der StraBe |* Kiém tra chat luvgng: Héa hoc/Vat ly. GMP_2021_ § § Prc
GmbH » Germany 0018 S 5
Q a
DE-069 » Biotest Pharma GmbH » Landsteinerstrasse 5, 63303 Dreieich, Germany
529  |Biotest AG Biotest AG, * San phdm (khéng bao gom xudt xudng): EU-GMP |DE_HE_01_ Co quan tham quyén 9
Landsteinerstrasse 5, 63303 - Bot va dung méi pha tiém Haemoctin SDH 250; GMP_2019_ o o |puc
Dreieich, Germany - Dung dich tiém truyén Intratect; 0042 by 8
- Bot va dung méi pha tiém Haemoctin SDH 500; z z
- Dung dich tiém tinh mach Pentaglobin; Q \n
- Dung dich tiém Fovepta; 3 -
- Dich truy@n Biseko (Protein huyét tuvong ngudi 50g (Albumin 31g; Khéng thé ngudi 10g)/1000ml).
530 Biotest Pharma Biotest Pharma GmbH, Xudt xudng thudc vé trung va thudc sinh hoc (sdn phadm mau). EU-GMP |DE_HE_01_ o ~ |Coquan thdm quyén 9
GmbH Landsteinerstrasse 5, 63303 GMP_2019_ § § die
Dreieich, Germany 0072 UO? BI
N —
(o] o~
1850 [Biotest AG - Dja chi sx: IndustriestraBe  |* San pham (khéng bao gdm xuat xuwdng): EU-GMP |DE_HE_01_ Co quan tham quyén 21
14 (Industriestrasse 14), - B6t va dung méi pha tiém Haemoctin SDH 250; GMP 2021 Plrc
Landsteinerstrape - Dung dich tiém truyén Intratect; 0137_ -
(Landsteinerstrasse) 3, 5 va - Bot va dung méi pha tiém Haemoctin SDH 500; b N
10, Siemensstrape - Dung dich tiém tinh mach Pentaglobin; IS IS
(Siemensstrasse) 7 va 24, - Dich truyén Biseko. gl g'
63303 Dreieich, Germany - Djch truyén Albiomin 20%. g' g'
- Dia chi dang ky:
Landsteinerstrasse 5, 63303
Dreieich, Germany
2126  |Biotest Pharma Biotest Pharma GmbH, Xudt xudng thudc vé trung va thudc sinh hoc (san pham mau). EU-GMP |DE_HE_01_ o <« |Coquan thdm quyén 25
GmbH Landsteinerstrasse 5, 63303 GMP_2021 S S |bac
Dreieich, Germany 0113_ - g ;':
- <
N 3
DE-070 » CSL Behring GmbH » Emil-von-Behring-Strafle 76 35041 Marburg, Germany
494 CSL Behring GmbH |CSL Behring GmbH * Thu8c vé trung: EU-GMP |DE_HE_01_ o - Co quan thdm quyén 9
Emil-von-Behring-Strasse + Thudc san xudt vo trung: Dung dich thé tich Ion; thudc déng khd; dung dich thé tich nhd; san pham khéc: Fibrinogen Based Glue. GMP_2018_| o S |pic
(hoéc: StraBe) 76 + Thudc tiét trung cudi: dung dich thé tich nho; céc_sén pham khac: Nwérc cat pha tiém; dung dich Calciumchloride. 0147 E :.)‘
35041 Marburg, Germany * Ché& pham sinh hoc: ché pham tir mau; sdn phdm mién dich; san phdm céng nghé sinh hoc; sdn phdm cé ngudn géc tir ngudi hodc dong vat. I S}
* Thu8c khéc: thrombin, fibrinogen tir ngudi & S
1061 |CSL Behring GmbH [CSL Behring GmbH * Thudc v6 tring: EU-GMP |DE_HE_01_ Co quan thdm quyén 13
Emil-von-Behring-Strasse + Thu8c san xudt vd trung: Dung dich thé tich 1&n; thudc déng khd; dung dich thé tich nhd; sdn pham khac: Fibrinogen Based Glue. GMP 2020 Plrc
(hodc: StraBe) 76 + Thudc tiét trung cudi: dung dich thé tich nho; cac sdn phdm khéc: Nudc cat pha tiém; dung dich Calciumchloride. 0104_ B
35041 Marburg, Germany * Ché& pham sinh hoc: ché pham tir mau; san phdm mién dich; sdn pham cong nghé sinh hoc; sdn phdm cé ngudn géc tir ngudi hodc dong vat (Aprotinin IS I
(Bovine Lung)). < <
* Thu8c khéc: thrombin, fibrinogen tir nguoi 's' :'
* Xuat xudng: thudc vo triing; ché pham sinh hoc (ché pham tir mau; sdn phdm céng nghé sinh hoc; sdn pham c6 ngudn géc tir ngudi hodic dong vat). m' B'
* Pong goi: déng goi thir cap.
* Kiém tra chat lugng: Sinh hoc.
* Kiém tra chat lugng dugc thyc hién theo hop dong tai dia chi CSL Behring GmbH, Gorzhauser Hof 1, 35041 Marburg
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2056 |CSL Behring GmbH |Emil-von-Behring-Strasse * Thudc v6 trung: EU-GMP |DE_HE_01_ Co quan thadm quyén 24
(hodc: StraBe) 76 + Thu8c san xudt v trung: Thudc ddng khd; dung dich thé tich nhd; san pham khéc: Fibrinogen Based Glue. GMP_2022_ Purc
35041 Marburg, Germany + Thudc tiét trung cudi: dung dich thé tich nho; cac sdn phdm khac: Nude cat pha tiém; dung dich Calciumchloride. 0120
* Ché& pham sinh hoc: ché pham tir mau; san phdm mién dich; sdn pham cong nghé sinh hoc; san phdm cé ngudn gdc tir ngudi hodc dong vat (Aprotinin a w
(Bovine Lung)). IS <
* Thu8c khéc: thrombin, fibrinogen tir ngudi 'sl gl
* Xuat xudng: thudc vo trung; ché phdm sinh hoc (ché phdm tir mau; sdn pham liéu phap gene; sdn pham cong nghé sinh hoc; san pham cé ngudn gaoc tir 3' E'|>
ngudi hodc dong vat).
* Pong goi: déng goi thir cap.
* Kiém tra chat lugng: Sinh hoc.
DE-071 » CSL Behring GmbH » Gorzhduser Hof 35041 Marburg (Stadtteil Michelbach) Germany
495 CSL Behring GmbH |CSL Behring GmbH * Thugc vo trung: EU-GMP |DE_HE_01_ 0 « |Co quan thdm quyén 9
Goérzhduser Hof 1, 35041 + Thu8c san xudt v trung: thudc déng khd. GMP_2018_ § § Plrc
Marburg (Stadtteil * Ché& pham sinh hoc: ché pham tir mau; thudc cong nghé sinh hoc; san pham cé ngudn géc tir ngudi hodc dong vat. 0144 - b
Michelbach), Germany * Human-thrombin; fibrinogen tir ngudi “I: 3
o~ -
1062  [CSL Behring GmbH [CSL Behring GmbH * Thudc v6 trung: EU-GMP |DE_HE_01_ Co quan thdm quyén 13
Gérzhiuser Hof 1, 35041 + Thudc san xudt v trung: thudc déng khé. GMP_2020_| ~ [Pt
Marburg (Stadtteil * Ché& phdm sinh hoc: ché pham tir mau; thudc cdng nghé sinh hoc; sén phdm cé ngudn géc tir ngudi hodc dong vat. 0105 g S
Michelbach), Germany * Human-thrombin; fibrinogen tir ngudi S ‘:
* Kiém tra chat lugng: Q \n
+ Vi sinh: vo trung. I\ S
+ Hoda hoc/Vat ly.
2057 CSL Behring GmbH |Gorzhéuser Hof 1, 35041 * Thu8c vé trung: EU-GMP |DE_HE_01_ Co quan tham quyén 24
Marburg (Stadtteil + Thudc san xudt v trung: thudc déng khé. GMP_2022_| - |PUC
Michelbach), Germany * Ché pham sinh hoc: ché pham tir mau; thudc cdng nghé sinh hoc; san pham cé ngudn gdc tir ngudi hodc ddng vat. 0122 o a
* Human-thrombin; fibrinogen tir ngudi : ‘J:
* Kiém tra chat lugng: [S] Q
+ Visinh: vo trung. 3 =
+ Hoda hoc/Vat ly.
DE-072 » Hermes Arzneimittel GmbH » Hans - Urmiller - Ring 52, 82515 Wolfratshausen, Germany
1363 [Hermes Hans - Urmiller - Ring 52, * Thudc khong v trung: EU-GMP |DE_BY_04_ Co quan thdm quyén 16
Arzneimittel GmbH [82515 Wolfratshausen, + Thu8c c8m; vién nén. GMP_2019_ Plrc
Germany + Xuat xwdng: vién nang clng; vién nang; vién nhai; thuéc ban ran. 0126 ] N
* Poéng goi: ] &
+ Déng gbi so cap: thudc khdng vé trung néu trén. 3' 9'
+Ddng goi thir cap. S' co'-;
* Kiém sodt chat lugng:
+ Visinh hoc: khéng vo trung.
DE-073 » B. Braun Avitum AG Werk Glandorf » Kattenvenner Str. 32, 49219 Glandorf, Germany
525 B. Braun Avitum  |Kattenvenner Str. 32, 49219 |* Thudc vo trung: EU-GMP |DE_NI_04_ G| o ~ |Coquanthdm quyén 9
AG Werk Glandorf |Glandorf, Germany + Thu8c tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé. MP_2020_0 § § Plc
* Thu8c khéng vé trung: Thudc udng dang ldng. 009 < N
* Khéng cé hoat ddng déng géi va xuat xudng. ,O\l :
S ~
1364 B. Braun Avitum Kattenvenner Str. 32, 49219 |* Thu8c vé trung: EU-GMP |DE_NI_04_G| o «~ |Coquanthdm quyén 16
AG Glandorf, Germany + Thu8c tiét trung cudi: Dung dich thé tich I1&n; Dung dich thé tich nhé. MP_2021_0 § § Plc
* Thu8c khéng vé trung: Thudc dung trong dang 1dng. 008 o &
* Kiém tra chat lugng: Vi sinh (V6 trung, khéng vé trung); Héa hoc/Vat ly; Sinh hoc. g :
o ~
DE-074 » Aesica Pharmaceuticals GmbH » Alfred - Nobel - Str. 10 40789 Monheim am Rhein, Germany
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HAN BO
617 Aesica Alfred - Nobel - Str. 10 40789 |* Kiém tra chat lwong: hoa, Iy. EU-GMP |DE_NW 03_| . o |Co quan thdm quyen 10
Pharmaceuticals ~|Monheim am Rhein, GMP_2016_ § § Drc
GmbH Germany 0048 < 3
4 NN
<) h
I o
DE-076 » Aesica Pharmaceuticals GmbH » Galileistrabe 6, 08056 Zwickau, Germany
618 Aesica Galileistrabe 6, 08056 * Thudc khdng vd trung: Vién nang cirng, thudc 1dng udng, vién nén, miéng dan qua da, dang bao ché ran khac (vién nén bao, vién nén giai phéng cham, thudéc | EU-GMP DE_SN_01_ ~ o |Coquan tham quyén 10
Pharmaceuticals ~ |Zwickau, Germany bdt, thudc com, pellets) GMP_2017 3 S |pwre
- - o~ o
GmbH 1004 = %
< N
wn ~
- -
DE-077 » Denk Pharma GmbH & Co.KG » Gollstr. 1, 84529 Tittmoning, Germany
724 Denk Pharma Gollstr. 1, 84529 Tittmoning, [* Thudc vé trung: Chirng nhan 16 EU-GMP |DE_BY 04_ o —_|co quan thdm quyén 11
GmbH & Co.KG Germany * Thudc khéng v trung: Vién nang cirng, vién nén bao phim, vién nén. GMP_2019_ § § Plrc
* Kiém tra chat lugng: héa/ ly ) :
8 Y 0058 8 8.
=) N
- o~
1246 Denk Pharma Gollstr. 1, 84529 Tittmoning, |* Thu8c vé trung: Chirng nhan 16 EU-GMP |DE_BY 04_ ., ~ |Co quan tham quyén 15
GmbH & Co.KG Germany * Thu8c khéng v trung: Vién nang cirng, vién nén bao phim, vién nén, vién nén nhai GMP_2021_ S S |puc
* Kiém tra chat lugng: héa/ ly 0015 : 2
S b
- o
o ™
DE-078 » RubiePharm Arzneimittel GmbH » Briider-Grimm-Strale 62, 36396 Steinau a. d. StraBe, Germany
725 RubiePharm Briider-Grimm-StraRe 62, * Thudc khong vé trung: Thudc dang ban rin (thudc md); thudc dan EU-GMP |DE_HE_01_ o — [coquan tham quygn 11
Arzneimittel GmbH |36396 Steinau a. d. StraBe, GMP_2019_| 3 S |puc
Germany 0003 - N
o —
~ -
— ™
DE-079 » Schaper & Brummer GmbH & Co. KG » Bahnhofstr. 35, 38259 Salzgitter, Germany
1247  [Schaper & Bahnhofstr. 35, 38259 * ThuBc khéng v6 trung: Vién nang cirng; Vién nén; Thudc udng dang long; Thude cdm. EU-GMP |DE_NI_01_G| & o |Coquanthdm quyén 15
Brummer GmbH & |Salzgitter, Germany * Thu8c dworc liéu: Cac dang bao ché & muc thudc khdng vé trung. MP_2019_0 3 S |pue
Co. KG * Péng goi so cap: Vién nang cirng; Vién nén; Thudc udng dang 16ng; Thudc cdm. 030 z 2
* Pong goi thir cap. E z
* Kiém tra chat lugng: Vi sinh: Khéng vé trung; Héa hoc/Vat Iy. - @
DE-080 » Takeda GmbH » Robert-Bosch-Str. 8, 78224 Singen, Germany
1468 [Takeda GmbH Takeda (Werk Singen), * Thudc vo trung: EU-GMP |DE_BW_01_ Co quan thadm quyén 17
Robert-Bosch-Str. (hodc + Thu8c san xut vé trung: Thudc bdt déng kho; dung dich thé tich nho. GMP_2020_| o~ |PUC
Robert-Bosch-Strasse) 8, + Thudc tiét trung cudi: Dung dich thé tich nhé. 0058 S N
78224 (ho3c D-78224 hoic + Xuat xuwdng 16. g E
Deutschland-78224) Singen, |* Thudc khéng vé trung: Thuéc dung ngoai dang |dng; thudc udng dang l6ng; thudc dan; thudc trirng d&t &m dao. Q il
Germany + Xuat xudng 16. S by
* Péng goi thir cap.
T A IR VRS linialoniilad P ha e aal\ i Cialala,
DE-081 » Merz Pharma GmbH & Co. KGaA » Ludwigstrabe 22, 64354 Reinheim, Germany
726  |Merz Pharma LudwigstraBe 22 64354, * Thuc vo trung: Xudt xudng 16. EU-GMP |DE_HE_01_ Co quan thdm quyén 11
GmbH & Co. KGaA |Reinheim, Germany * ThuBc khéng vé trung: (bao gém ca thudc duoc liéu): GMP_2020_| ~ |Puc
+ Thudc dung ngoai dang ldng, thudc udng dang ldng, thudc ban ran. 0059 g o
+ Xuat xuwong Y QN
un o~
* Doéng goi: 2 o
+Dong gbi so cap (bao gom ca thudc dwoc lidu): Vién nang clrng, vién nang mém, thudc udng dang 1dng, thudc dung ngoai dang 1dng, thudc ban ran, vién N -
nén, vién nén bao phim
DE-082 » Klocke Pharma-Service GmbH » Strabburger Str.77, 77767 Appenweier, Germany
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ID CHUNG | TEN CO' SO SAN - ; . NGUYEN | GIAY CH. |NGAy |NGAY < DoT
CcHi XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cip ﬁi’; CO’ QUAN CAP C?;T‘j(;
727 Klocke Pharma- Klocke Pharma - Service * Thudc khdng vé trung: Vién nang clrng, vién nén, vién nén bao phim, vién nén bao dudng, dang bao ché ran khac (thudc bot, thudc com). EU-GMP |DE_BW_01_ ~ o |Coquan thdm quyén 11

Service GmbH Appenweier, Strassburger * Thudc sinh hoc: Dang bao ché rin (thudc bot chira oligo- va polypeptide - tir lach Ion; thudc pellets chira pancreatin tir tuyén tuy lon). GMP_2017_ § § Plrc
Str.77, 77767 Appenweier, * Pong goi thir cap. 1086 & vy
Germany * Kiém tra chat lugng. Z: 3
S) —
DE-083 » Octapharma Produktionsgesellschaft Deutschland mbH » Wolfgang-Marguerre-Allee 1, 31832 Springe, Germany
728 Octapharma Wolfgang-Marguerre-Allee 1, |* Ché pham sinh hoc:'Ché pham tir mau (San xudt vé trung: Dung dich thé tich I&n; dung dich thé tich nhd) gom: EU-GMP [DE_NI_02_G Co quan tham quyén 11
Produktionsgesells |[31832 Springe, Germany +San pham trung gian tir huyét twong: Cryoprecipitate; Immunoglobulin paste, fraction I/11/1ll concentrate; Immunoglobulin paste, fraction I/1ll; Gamma MP_2019_0 a < |Puc
chaft Deutschland globulin paste, fraction II; Albumin fraction V paste; Fraction IV paste; Albumin ultrafiltrate; Factor IX-Intermediate I; Albumin solution, addition of stabilizer, 023 I <
mbH batch-pasteurisation; Albumin solutions. g g'
+San pham tlr huyét twong: Albumin. ~ ~
* Xuat xwdng thudc sinh hoc: Ché pham tir mau. e ©
ViR ben oL L
1365 |Octapharma Wolfgang-Marguerre-Allee 1, |* Ché& phdm sinh hoc: Ché& pham tir mau (San xuat vé trung: Dung dich thé tich 1&n; dung dich thé tich nhé) gom: EU-GMP [DE_NI_02_G Co quan thadm quyén 16
Produktionsgesells |[31832 Springe, Germany +San pham trung gian tir huyét twong: Cryoprecipitate; Immunoglobulin paste, fraction I/11/1ll concentrate; Immunoglobulin paste, fraction I/1ll; Gamma MP_2020_0 S 0 |Bic
chaft Deutschland globulin paste, fraction II; Albumin fraction V paste; Fraction IV paste; Albumin ultrafiltrate; Factor IX-Intermediate I; Albumin solution, addition of stabilizer, 020 g g
mbH batch-pasteurisation; Albumin solutions. <o'r 8'
+ San pham tir huyét tuwong: Albumin. o) &
* Xuat xwdng thudc sinh hoc: Ché pham tir mau. ” -
* Wilea LA BV AP WAV TN Lo ldia b JAVETS VI ST Y
DE-084 » Pharbil Pharma GmbH » Reichenberger StraBe 43, 33605 Bielefeld, Germany
729 Pharbil Pharma Reichenberger StraRe 43, * Thu8c khéng v trung: Vién nang ci*ng; vién nén, vién nén bao; thudc dan; c8m ban thanh pham; pellet ban thanh pham. EU-GMP [DE_NW_02_| o « |Co quan thdm quyén 11
GmbH 33605 Bielefeld, Germany * Xuat xwdng thudc khéng vé trung. GMP_2019_ § § Plrc
* Péng goi so cap: Vién nang mém; dang bao ché ran khong vo triing déng dang géi (sachet). 0003 <~ A
* Pong goi thir cap. UOH 3
* Kiém tra chat lugng. A N
1366 Pharbil Pharma Reichenberger StraRe (hodc [* Thu8c khéng vé trung: Vién nang clng; vién nén, vién nén bao; vién nén dat tryc trang; c8m béan thanh pham; pellet ban thanh pham. EU-GMP [DE_NW_02_| o o |Coquanthdm quyén 16
GmbH Strasse) 43, 33605 (hodc D- | * Xu&t xwdng thudc khéng vé trung. GMP_2020_ § § Plrc
33605) Bielefeld, Germany * Péng goi so' cp: Vién nang mém; dang bao ché rin khdng vé trung déng dang géi (sachet). 0018 ~ A
* Pong goi thir cap. 3 g
* Kiém tra chat lwgng: Héa hoc/Vat Iy. o N
DE-085 » EVER Pharma Jena GmbH » Otto-Schott-Str. 15, 07745 Jena, Germany
932 EVER Pharma Jena |Otto-Schott-Str. 15,07745 | * Thudc v6 trung (bao goém ca thuSc chira hormon, thudc kim t€ bao déng lo): EU-GMP |DE_TH_O01H Co quan thadm quyén 12
GmbH Jena, Germany +Thudc san xudt v tring: Dung dich thé tich nho; bom tiém déng sén. _GMP_2018 @ < |buc
+ Thudc tiét trung cudi: Dung dich thé tich nhd; thudc dang rén va cdy ghép (cong doan tiét trung dugc hgp dong bén ngoai); bom tiém déng sén. 0023 IS I
* Xudt xwdng thudc vo trung. - g' 8'
* Péng goi thir cap. EI r‘i
* Kiém tra chat lugng.
1469 EVER Pharma Jena |Otto-Schott-Str. 15, 07745 * Thudc vé trung (bao gdm ca thudc chira hormon, thudc kim t€ bao thé tich nhé déng lo, methotrexate dong bom tiém): EU-GMP |DE_TH_O1H Co quan tham quyén 17
GmbH Jena, Germany +Thudc sdn xuat vo trung: Dung dich thé tich nhé; bom tiém déng sén. _GMP_2020| § o |buc
+ Thudc tiét trung cudi: Dung dich thé tich nhd; thudc dang rén va cdy ghép (cong doan tiét trung duwgc hop dong bén ngoai); bom tiém déng sén. 0016 2 IS
* Xudt xwdng thude vo tring. - :' g
* Pong goi thir cap. = Lh
* Kiém tra chat lugng: Vi sinh (v6 trung; khéng vé trung); Héa hoc/Vat Iy. « o
1601 [EVER PharmaJena [Otto-Schott-Str. 15,07745  |* ThuGc v6 trung (bao gom ca thudc chira hormon, thudc kim t& bao déng lo): EU-GMP |DE_TH_O1H Co quan thdm quyén 18
GmbH Jena, Germany + Thuéc san xudt vé trung: Dung dich thé tich nhé; bom tiém déng san. _GMP_2021| o o bt
+Thudc tiét trung cudi: Dung dich thé tich nhd; thudc dang ran va cdy ghép (cong doan tiét tring dugc hop dong bén ngoai); bom tiém déng san. 0005 IS I
* Xudt xwdng thudc vo tring. 8' g
* Péng goi thir cap. ~ h
* Kiém tra chat lugng. - N
DE-086 » EVER Pharma Jena GmbH » Bruesseler Str. 18, 07747 Jena, Germany
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933 EVER Pharma Jena |Brusseler Str. 18, 07747 * Pong goi thir cap. EU-GMP |DE_TH_O1H o o |Coquan thdm quyén 12
GmbH Jena, Germany * Kiém tra chdt lwgng (Héa hoc/Vat Iy): Kiém tra bao bi déng goi. _GMP_2018 § § Plrc
_0003 8' :'
th th
— —
1171  |EVER Pharma Jena |Briisseler Str. 18, 07747 * Dong géi thir cap. EU-GMP [DE_TH_O1H [ o o |Coquan thdm quyén 14
GmbH Jena, Germany * Kiém tra chat lugrig (Hoa hoc/Vat Iy): Kiém tra bao bi dong goi. _GMP_2020 § § Prc
_0015 o g
<) uh
o o~
DE-087 » Oncotec Pharma Produktion GmbH » Am Pharmapark, 06861 Dessau-RoB8lau, Germany
730 Oncotec Pharma  |Am Pharmapark, 06861 * Thugc vo trung: EU-GMP |DE_ST 01 _G| o o |Coquanthdm quyén 11
Produktion GmbH |Dessau-RoRlau, Germany + Thu8c san xudt v trung: Dung dich thé tich 1én; thudc déng khd; dung dich thé tich nhé. MP_2018 0 § § Pl
+ Thudc tiét trung cudi: Dung dich thé tich I&n. 010 & ~
* Xudt xwdng thudc vé trung. g ;-,'
* Kiém tra chat lugng. ” -
1470 [Oncotec Pharma  [Am Pharmapark, 06861 * Thudc vo trung: EU-GMP |DE_ST 01 _G| o ~ |Coquan thdm quyén 17
Produktion GmbH {Dessau-RoBlau, Germany + Thudc san xudt v trung: Dung dich thé tich 1&n; thudc déng khd; dung dich thé tich nho. MP_2020_0 § § blrc
+ Thudc tiét trung cudi: Dung dich thé tich 16n. ) .
. 007 g S
* Xudt xwdng thudc vé trung. - ~
* Kiém tra chat lugng: Héa hoc/Vat ly; Sinh hoc. o -
2058 |Oncotec Pharma |Am Pharmapark, 06861 * Thudc vo trung: EU-GMP |DE_ST_01_G| « <« |Coquan thdm quyén 24
Produktion GmbH |Dessau-RoBlau, Germany + Thudc san xudt v trung: Dung dich thé tich 1&n; thudc déng khd; dung dich thé tich nho. MP_2022_0 § § blrc
+ Thudc tiét trung cudi: Dung dich thé tich 16n. 013 & &
* Xudt xwdng thudc vé trung. g g
* Kiém tra chat lugng: Héa hoc/Vat ly; Sinh hoc. © A
DE-088 » B. Braun Melsungen AG » Mistelweg 2, 12357 Berlin, Germany
731 B. Braun Mistelweg 2, 12357 Berlin,  [* Thudc vé trung: EU-GMP |DE_BE_01_ - — |co quan tham quyen 11
Melsungen AG Germany + Thudc tiét trung cudi: Thudc dang 16ng thé tich nhé (Dung dich, nhii tuong). GMP_2019_ § g, Plc
+ Xudt xuwang 16 0011 o oh
* Péng goi thir cap 3 2
* Kiém tra chat lugng. © °
1471 [B.Braun Mistelweg 2, 12357 Berlin,  [* Thudc v0 tring: EU-GMP |DE_BE_01_ - o |Coquanthdm quyén 17
Melsungen AG Germany +Thudc tiét trung cudi: Thudc dang long thé tich nho (Dung dich, nhii twong). GMP_2021_ § g, Pirc
+Xudt xudng 16 0009 & &
* Péng goi thir cap S"r 8
* Kiém tra chat lugng. N A
DE-089 » Neovii Biotech GmbH » Am Haag 5,6,7 82166 Grafelfing, Germany
752 Neovii Biotech Am Haag 5,6,7 82166 * Thudc sinh hoc: cac san pham mién dich (dung dich dam déc dé pha dung dich truyén Grafalon (anti- human T-lymphocyte immunoglobulin from rabbits EU-GMP |DE_BY_04_ © « |Co quan thdm quyén 11
GmbH Grafelfing, Germany 20mg/ml)) GMP_2018_ é‘ § Plc
0091 ) 2
< <
S -
1795  [Neovii Biotech Am Haag 5,6,7 82166 * Thudc sinh hoc: s&n phdm mién dich (dung dich d4m d&c dé pha dung dich truyén Grafalon (anti- human T-lymphocyte immunoglobulin from rabbits EU-GMP |DE_BY_04_ - < |Coquan thdm quyén 20
GmbH Grafelfing, Germany 20mg/ml)). GMP_2021_ § § Plrc
* Xudt xudng thudc sinh hoc 0104 N Ry
* Kiém tra chat lwgng: Vi sinh (thudc khéng vé trung), héa ly/vat Iy, sinh hoc g g
(o] o~
DE-090 » Haupt Pharma Miinster GmbH » Schleebriiggenkamp 15, 48159 Miinster, Germany
732 Haupt Pharma Haupt Pharma Miinster * Thu8c khéng vé trung: EU-GMP |DE_NW_05_| o ~ |Coquan thdm quyén 11
Miinster GmbH GmbH Schleebriiggenkamp +Vién nang cirng; vién nén va vién nén bao (bao gdm hormon va chat kim t€ bao dua trén co ché ddi khdng hormon trc ché sinh téng hop hormon). GMP_2019_ é‘ § Plc
15, 48159 Miinster, Germany | + Chirng nhan xuat xuéng 0038 ey ~
* Pong goi so cap: bao gdm ca vién nang mém va thudc ban ran. 2 g
~ <]
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2059 Haupt Pharma Schleebriiggenkamp 15, * Thu8c khéng vé trung: EU-GMP |DE_NW_05_ Co quan thim quyén 24
Minster GmbH 48159 Miinster, Germany + Vién nang cirng; vién nén va vién nén bao (bao gdm hormon, chit c6 hoat tinh hormon va chat kim t& bao dya trén co ché d6i khang hormon trc ché sinh GMP_2019_| o 3 |puc
téng hop hormon). 0038 Q Q
+ Ching nhan xuét xudng 8' :'
* Déng goi cap 1: bao gdm cdvién hang mém (bao gdm hormon, chét c6 hoat tinh hormon va chat kim té€ bao dya trén co ché& d6i khdng hormon trc ché sinh ~ <+
téng hop hormon). e o
EXVAT- A0S LAkl N O Y IVEY S
DE-091 » Advance Pharma GmbH » Wallenroder Str. 8-14, 13435 Berlin, Germany
733 Advance Pharma |Wallenroder StraPe 8-14 * Thudc khong vé trung: vién nang cing, vién nang mém (bao gdm ca bao vién thudc vién nang mém), vién nén, vién ngam, vién nén bao phim, thuéc cém, EU-GMP |DE_BE_01_ Co quan thadm quyén 11
GmbH (hodc Wallenroder Strasse 8- |ban thanh phdm thudc cdm va vién nén. GMP_2020_| S N |
14), 13435 Berlin, Germany  |* Thu6c duwoc liéu. 0005 2. 2.
*Dong goi: i N
+Ddng gdi so cap: cac dang bao ché trén, thudc ban ran va thudc dat. ~ -
—
+Déng goi thir cap. ”
EHVAT- P LAt
DE-092 » URSAPHARM Arzneimittel GmbH » IndustriestralRe 35, 66129 Saarbriicken, Germany
734 URSAPHARM IndustriestraBe 35, 66129 * Thudc vo trung: EU-GMP [DE_SL_01 G| o — |Coquanthdm quyén 11
Arzneimittel GmbH{Saarbriicken, Germany + Thu8c san xut v trung: Dung dich thé tich I&n; Dung dich thé tich nhé; Thudc bén rén; MP_2019 0 S S |puc
+ Thudc tiét trung cudi: Dung dich nhd mét; Dung dich thé tich nhé. 009 3 ,T,
* Thudc khong vé triing: Vién nang clrng; Thudc dung ngoai dang 1dng; Thudc udng dang 16ng; Thudc bén rén; Vién nén; Thudc com. g ﬁ
* Thudc dwoc ligu; thudc vi lwgng dong can. -~ -
1172 URSAPHARM Industriestrape 35, 66129 * Thu8c vé trung: EU-GMP |DE_SL 01_G ° ~ |Coquan tham quyen 14
Arzneimittel GmbH [Saarbriicken, Germany + Thu8c san xudt v trung: Dung dich thé tich 1&n; Dung dich thé tich nhd; Thudc bén rén; MP_2020_0 S S |puc
+ Thudc tiét trung cudi: Dung dich nhd mét; Dung dich thé tich nhé. 029 : 2
* Thudc khong vé triing: Vién nang clrng; Thudc dung ngoai dang 1dng; Thudc udng dang 16ng; Thudc bén rén; Vién nén; Thudc com. ,‘_\-' E
* Thu8c dugc lidu; thudc vi lugng dong can. - Bl
DE-093 » Takeda GmbH » Betriebsstatte Oranienburg LehnitzstraBe 70-98, 16515 Oranienburg, Germany
934 Takeda GmbH Takeda GmbH - * Thu8c khéng v trung: Vién nang ci*ng; vién nén, vién nén bao phim. EU-GMP [DE_BB_01_ Co quan tham quyén 12
Betriebsstatte Oranienburg GMP_2019_ Plrc
LehnitzstraBe 70-98, 16515 0024
Orarjienbllirg, Gyermany 9 N
(* Céch viét khac: Takeda S S
GmbH - Production Site & POy
Oranienburg, Lehnitzstrape : g
70-98, 16515 Oranienburg, © o
Germany)
1602 [Takeda GmbH Takeda GmbH - * Thudc khong v trung: EU-GMP |DE_BB_01_ Co quan thadm quyén 18
Betriebsstatte Oranienburg, + Vién nang clrng; vién nén, vién nén bao phim. GMP_2020_ Plc
LehnitzstraBe 70-98, 16515 + Xudt xudng 16. 0040
Oranienburg, Germany * Péng goi so cap: Vién nang clrng; vién nén, vién nén bao phim. - -
(* Céch viét khac: Takeda * Péng goi thir cap. S S
GmbH - Production Site * Kiém tra chat lugng: Vi sinh: Khéng vé trung; Héa hoc/Vat Iy. : g
Oranienburg, Lehnitzstrape 2 C‘T;
70-98, 16515 Oranienburg, ~ [aa)
Germany)
DE-094 » GlaxoSmithKline Biologicals NL der SmithKline Beecham Pharma GmbH & Co0.KG » Zirkusstrabe 40, 01069 Dresden, Germany
935 GlaxoSmithKline  |GlaxoSmithKline Biologicals ~ [* San phdm sinh hoc: S&n pham mién dich: Vic xin cdm. EU-GMP |DE_SN_01_ Co quan thadm quyén 12
Biologicals NL der |ZirkusstraBe 40, 01069 * San xuat ban thanh pham: Fluarix, Prepandix va Pandemrix. GMP_2018_| Q |cliabuC
SmithKline Dresden, Germany * Pong goi so cap, thir cap: Vac xin vi khuan bat hoat, vac xin phdi hop vi khudn bat hoat va virus. 0004 Q S
Beecham Pharma * Pong goi thir cap: Dung moi. 8' rH\'J
GmbH & Co.KG S 1S
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1692 |GlaxoSmithKline  [GlaxoSmithKline Biologicals |* San phdm sinh hoc: EU-GMP |DE_SN_01_ Co quan thadm quyén 19
Biologicals NL der |ZirkusstraBe 40, 01069 +San xudt: Vic xin cim (toan bd cong doan trlir déng géi thir cap); vac xin viém gan (sdn xuat ban thanh pham cudi cling tir ban thanh phdm don dong va GMP_2021_| o o [ctabuC
SmithKline Dresden, Germany déng goi so cap). 0007 IS QL
Beecham Pharma *+Xuatxudng . ' o ' S b
GmbH & Co.KG * San xuat ban thanh pham: Fluarix, Prepandix va Pandemrix. ) N
DE-095 » Cheplapharm Arzneimittel GmbH » Bahnhofstr.1a; 17498 Mesekenhagen, Germany
936  |Cheplapharm Bahnhofstr.1a, 17498 * Xudt xugngthudc vo tring EU-GMP [DE_MV_01_| o ~ |Coquan thdm quyén 12
Arzneimittel GmbH |Mesekenhagen, Germany * Xudtxudng thudc khdng vé trung GMP 2019 b S |puc
* Déng goi thir cap 0016_ - ; E
* Thudc nhap khau: xuat xudng thudc vé trung va khong vo trung. 3 2
o~ o~
DE-096 » Holopack Verpackungstechnik: GmbH » BahnhofstraBe 20, 73453 Abtsgmiind-Untergroningen, Germany
1063 Holopack Bahnhofstrafe 20, 73453 * Thudc vo trung (yéu cau dic biét: nguyén liéu cé tinh nhay cdm cao khéc, Prostaglandins/Cytokines, thudc trc ché mién dich, Sulphonamides): EU-GMP |DE_BW_01_ Co quan thadm quyén 13
Verpackungstechni |Abtsgmiind-Untergréningen, [+ Thugc san xuét vé trung: Dung dich thé tich I&n, dang bao ché ban rén, dung dich thé tich nhé (bao gdm ca dung dich nhé mét). GMP_2019_ Pl
k GmbH Germany + Thudc tiét trung cudi: Dung dich thé tich I&n, dang bao ché ban rén, dung dich thé tich nho. 0108
Cach ghi khéc: * Thuc khdng vé trung (yéu cau dic biét: nguyén liéu cé tinh nhay cadm cao khac, Prostaglandins/Cytokines, thudc trc ché mién dich, Sulphonamides): Thuéc
Bahnhofstrasse, 73453 dung ngoai dang 16ng, thudc udng dang 16ng, dang bao ché ban rén. . ~
Abtsgmund-Untergroningen, |* Thu8c sinh hoc: Thudc cdng nghé sinh hoc (DNA/protein téi té hop, enzyme). a =]
Germany * Thu8c dugc liéu, thudc vi lvgng dong cén. z z
* Xudt xwdng thudc vé trung, thudc khéng vé trung, thudc sinh hoc. 2 :
* Péng goi: A Rl
+Doéng gbi so cdp (yéu cau dic biét: nguyén lidu ¢ tinh nhay cam cao khdc, Prostaglandins/Cytokines, thudc trc ché mién dich, Sulphonamides): Thudc dung
ngoai dang 1dng, thudc udng dang Idng, dang bao ché ban ran.
+Déng goi thir cap.
* Kiém tra chat lugng.
DE-098 » Vetter Pharma - Fertigung GmbH & Co. KG » Mooswiesen 2, 88214 Ravensburg, Germany
937 Vetter Pharma - Vetter Pharma - Fertigung * Thudc vé trung (khéng bao gdm dong goi thir cap): EU-GMP |DE_BW_01_ " B Co quan tham quyén 12
Fertigung GmbH & |Mooswiesen 2, 88214 + Thu8c san xudt v trung: thudc bot déng khd; dung dich thé tich nhé. GMP_2018_| & S Bl
Co. KG Ravensburg, Germany (cach + Thudc tiét trung cudi: dung dich thé tich nhé. 0064 E :.".
ghi khéc: Mooswiesen 2, * Thudc sinh hoc (khong bao gom déng géi thit cap): Ché phdm méu (san phdm dan chat tir huyét twong); san pham mién dich; sn phdm céng nghé sinh hoc (=] (=]
88214 Ravensburg, Germany) |(hormon hodc chat cé hoat tinh hormon trir hormon sinh duc), san pham chiét xuat tir ngudi hodc dong vat. < fa
* Wil enAt chit livona
1064 [Vetter Pharma-  [Vetter Pharma -Fertigung * Thudc vo trung: EU-GMP |DE_BW_01_ Co quan thdm quyén 13
Fertigung GmbH & |Mooswiesen 2, 88214 + Thudc san xudt vo trung: thudc bdt ddng khé; dung dich thé tich nhé. GMP_2019_| 9 < [Puc
Co. KG Ravensburg, Germany (cach |+ Thudc tiét trung cudi: dung dich thé tich nhé. 0011 IS I
ghi khac: Mooswiesen 2, * Thudc sinh hoc: Ché& pham mau (san phadm dan chat tir huyét tuong); san phdm mién dich; san pham cong nghé sinh hoc (hormon hodc chat cé hoat tinh 8' E,I"
88214 Ravensburg, Germany) [hormon trir hormon sinh duc), san pham chiét xuét tir ngudi hodc dong vat. g' c‘:':
* Pong goi thir cap.
KB cn e LA lusin
1367 |Vetter Pharma - Vetter Pharma - Fertigung * ThuBc vo trung (bao gdm ca thudc chira hoat chat cé hoat tinh hormon trir hormon sinh duc): EU-GMP |DE_BW_01_ Co quan tham quyén 16
Fertigung GmbH & |Mooswiesen 2, 88214 + Thu8c san xudt v trung: thudc déng khé; dung dich thé tich nhé. GMP_2020_ Purc
Co. KG Ravensburg, Germany + Thu'6c tiét trung cudi: dung dich thé tich nho. 0109 o -
(* Céch ghi khac: + Xuat xudng. 5] o
Mooswiesen 2, 88214 * Thudc sinh hoc: g S
Ravensburg, Germany) + Ché phdm mau (san phdm dan chét tlr huyét tuong); san pham mién dich; sdn phdm céng nghé sinh hoc (bao gdm ca thudc chira hoat chat cé hoat tinh 2 g
hormon trir hormon sinh duc); san pham chiét xuat tir ngudi hodc dong vat. ~ ~
+ Xudt xuwdng.
* Pong goi thir cap.
DE-099 » Medice Arzneimittel Piitter GmbH & Co. KG » Kuhloweg 37, D- 58638 Iserlohn, Germany
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1065 [Medice Medice Arzneimittel Piitter  |* ThuSc vé trung san xudt vé trung: Dung dich thé tich nho. EU-GMP |DE_NW _01_ Co quan tham quyén 13
Arzneimittel GmbH & Co. KG; * Thudc khdng vé triing: Vién nang clrng; vién nang mém (vién nang mém vé gelatin Nephrotrans); thudc usng dang 16ng; dang bao ché rén khac (thudc csm, GMP_2019_|[ 9 8 |t
Piitter GmbH & Kuhloweg 37, D- 58638 pellet); dang bao ché ban ran; vién nén;.vién nén bao phim; thudc vi lvgng dong cén. 0002 Q 2
Co. KG Iserlohn, Germany * Xudt xudng 16: Thudc sinh hoc chita Saccharomyces cerevisiae HANSEN (Perenterol); vién nén bao phim Sevelamercarbonat 800mg; bt pha hdn dich uéng 8' é
Sevelamercarbonat 2.4g. < ~
’ —
* Dong gdi thir cap e
X A, re it FAVAPS TN N 1Y At VSN FNEYS YIS NN
DE-100 » Ardeypharm GmbH » Loerfeldstr.20, 58313 Herdecke, Germany
1066 |Ardeypharm Loerfeldstr.20, 58313 * Thudc khong vé trung: Vién nang cirng, thudc dung ngoai dang 1dng, thubc udng dang 16ng, vién nén, thuéc bot, ché thudc. EU-GMP |DE_NW_01_ Co quan thadm quyén 13
GmbH Herdecke, Germany * San-pham sinh hoc: san phdm cdng nghé sinh hoc, san pham chiét xuat tir ngudi hodc dong vat, san pham vi sinh vat. GMP_2020_ § g Drc (Bezirksregierung
* Thubc duoc lidu, thudc vi lugng dong cén, nguyén liéu sinh hoc (biological active starting materials) 0019 g ‘: Arnsberg), Germany
*'Pong goi so cap: vién nang mém, dang bao ché ran khéc, dang ban ran. =} [S)
* Péng goi thir cap: Thudc vé trung 3 =
* Kidm tra chAt Lvong- i cinh (thiuAc khAng yA trling) hAag /I cinb bac (hinlagical)
DE-101 » Rentschler Biopharma SE (Tén cii: Rentschler Biotechnologie GmbH) » Erwin-Rentschler-StraRRe 21, 88471 Laupheim, Germany
1067 Rentschler Erwin-Rentschler-StraBe 21, |* Thudc vé trung: EU-GMP |DE_BW 01_ Co quan tham quyén 13
Biopharma SE 88471 Laupheim, Germany + Thu8c san xuét vd trung: ThuSc déng khd; dung dich thé tich nhé. GMP 2018 ® 9 |birc
(Tén cii: * Thusc sink hoc. 0003 R | R
Rentschler 5.' ﬁ
Biotechnologie = 3
GmbH)
DE-102 » Temmler Pharma GmbH » TemmlerstrafRe 2, 35039 Marburg, Germany
1068 Temmler Pharma |[Temmler Pharma GmbH, * Thu8c khéng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc c8m; thudc bot; vién nén, vién nén bao dudng, vién nén EU-GMP |DE_HE_01_ Co quan thadm quyén 13
GmbH Temmlerstrae 2, 35039 bao phim, vién nén sdi bot, vién ngam. GMP 2019 Plrc
Marburg, Germany * Xudt xudng 16. 0011 Q b
* Péng goi so cap: Vién nang cirng; thudc dung ngoai dang dng; thudc udng dang ldng; thudc c8m; thudc bdt; vién nén, vién nén bao dudng, vién nén bao IS IS
phim, vién nén si bot, vién ngam. g' ﬁl
* Pong goi thir cap. :'c' B‘
* Kiém tra chat lugng:
+ Visinh: Khdng vo trung.
1603 [Temmler Pharma [Temmler Pharma GmbH, * Thudc khong v trung: EU-GMP |DE_HE_01_ Co quan thadm quyén 18
GmbH TemmlerstraBe 2, 35039 + Vién nang c*ng; Vién nang mém; Thudc dung ngoai dang 1dng; Thudc udng dang 16ng; Dang bao ché ran khéc: thudc cdm giai phong thay d6i, thudc bot, GMP_2020_ Pl
Marburg, Germany vién nén bao dudng, pellet giai phdng duy tri; Vién nén: vién nén, vién nén sui, vién nén bao phim, vién ngam, pellet gidi phdng cham, vién nén dat dudi ludi. 0174 o -
+ Xudt xudng 6. 8 =y
* Péng goi so cap: Vién nang cing; Vién nang mém; Thudc dung ngoai dang 16ng; Thubc udng dang 1dng; Dang bao ché rén khac: thudc cdm gidi phdng thay E ;
d6i, thudc bot, vién nén bao dudng, pellet giai phéng duy tri; Vién nén: vién nén, vién nén sui, vién nén bao phim, vién ngam, pellet gidi phéng cham, vién E i
nén dat dudi ludi. — —
* Pong goi thir cap.
* Kiém tra chat lwgng: Héa hoc/Vat Iy.
DE-103 » AMW GmbH Arzneimittelwerk Warngau » Birkerfeld 11 83627 Warngau, Germany
1173 [AMW GmbH Birkerfeld 11 83627 * Thudc vé trung: EU-GMP |DE_BY 04_ | o o |Coquan thadm quyén 14
Arzneimittelwerk |Warngau, Germany + Thuc tiét trung cudi: ThuSc dang ran va ciy ghép. GMP_2018_ § § Buc
Warngau * Thu8c khong vé trung: Miéng dan qua da 0001 & b
o =)
Lh i
o —
1368 |AMW GmbH Birkerfeld 11, 83627 * Thudc vé trung: EU-GMP |DE_BY_04_ o — |Coquan tham quyén 16
(Tén cii: AMW Warngau, Germany + Thuéc tiét trung cudi: ThuSc dang ran va ciy ghép. GMP_2018_| & o |puc
GmbH 0087 > a3
- o i
Arzneimittelwerk 9 &
o ™
Warngau)
1997 [AMW GmbH Birkerfeld 11, 83627 * Thudc vé trung: EU-GMP |DE_BY_04_ - < |Coquan thdm quyén 23
(Tén cti: AMW Warngau, Germany +Thudc tiét trung cudi: Thudc dang rén va cay ghép. GMP_2021_| & S |bic
GmbH + Chirng nhan xuat xudng |16 0080 E ‘u‘l"
Arzneimittelwerk 2 ,Cﬁ
— S
Warngau)
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DE-104 » A. Nattermann & Cie. GmbH » Nattermannallee 1, 50829 K6In, Germany
1174 A. Nattermann & |Nattermannallee 1, 50829 * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang ldng; thudc dung ngoai dang 16ng; thudc bot; thudc c8m; thudc dang keo (pastilles); thudc dang EU-GMP |DE_NW_04_ Co quan thadm quyén 14
Cie. GmbH Kéln, Germany ban rén; vién nén; vién nén bao phim; vién nén bao dudng; vién nén sli bot. GMP_2019_ Plrc
(céch ghi khéc: * Xuat xwdng thudc khéng vé trung: 0017 o ~
Nattermannallee 1, 50829 * Thuée duoc lidu. = g
Cologne, Germany) * Dong goi: ::v‘ m
+Doéng goi so cdp: chi dong gdi so cdp thudc dang ban ran. 3 :
+Déng goithir-cap: bao gdm hoat ddng déng gdi, dan nhan, xudt xudng 16. gl ™
* Kiém tra chat luong:
+ Vi'sinh: Khéng vo trung.
2127 |A. Nattermann & [Nattermannallee 1, 50829 *Thu8c khdng vé trung: Vién nang cirng; thudc udng dang ldng; thudc dung ngoai dang 16ng; thudc bot; thudc c8m; thudc dang keo (pastilles); thudc dang EU-GMP |DE_NW_04_ Co quan thadm quyén 25
Cie. GmbH Kéln, Germany ban rén; vién nén; vién nén bao phim; vién nén bao dudng; vién nén sli bot. GMP_2021_ Plrc
* Xuat xwdng thudc khéng vé trung. 0052 . o
* Thuée duoc lidu. S =y
* Dong goi: g z
+Déng gbi so cdp: chi déng goi so cdp thudc dang ban ran. :" :
+Déng goi thir cdp: bao gdm hoat ddng déng gdi, dan nhan, xudt xudng 16. — Ll
* Kiém tra chat lugng:
+ Vi sinh: Khéng vo trung.
DE-105 » Rottendorf Pharma GmbH » Am Fleigendahl 3, 59320 Ennigerioh, Germany
1175  [Rottendorf Am Fleigendahl 3, 59320 * Déng goi: EU-GMP |DE_NW_05_| & ~ |Coquan thdm quyén 14
Pharma GmbH Ennigerloh, Germany +Ddng goi so cap: vién nang cirng; vién nang mém; thudc bot, pellet, thudc cdm; vién nén (bao gdm ca vién nén sui bot, vién nén bao phim, vién nén bao GMP 2019 S S |puc
dudng, vién nén phéng thich cham, vién nén chira Tamoxifen, Flutamide, Clomifen va cac chat tuong ty) 0028 S ,T,
+ Déng goi thir cap. 3 3
o o~
1851 [Rottendorf Am Fleigendahl 3, 59320 * Déng goi: EU-GMP |DE_NW_05_| <« |Coquan thdm quyén 21
Pharma GmbH Ennigerloh, Germany +Ddng goi so cap: vién nang cirng; vién nang mém; thudc bot, pellet, thudc cdm; vién nén (bao gdm ca vién nén sui bot, vién nén bao phim, vién nén bao GMP 2021 S S |pue
R - - & ~
dutmg) 0031 =) wh
+Ddng goi thir cap. E 8
* Kiém tra chat lvgng ~N S
DE-107 » medphano Arzneimittel GmbH » Maienbergstrasse 10-12, Ruedersdorf, 15562, Germany
1176  [medphano Maienbergstrasse 10-12, * Pong goi thir cap EU-GMP |DE_BB_01_ ~ - |Coquan thdm quyén 14
Arzneimittel GmbH | 15562 Ruedersdorf, Germany GMP_2017_| 3 S |puc
1008 x N
=) -
- ™
DE-108 » Bolder Arzneimittel GmbH &Co.KG » Rheinische Allee 11, 50858 K6In, Germany
1369 Bolder Rheinische Allee 11, 50858  [*Thudc khéng vo trung: vién ngam (pastille/ lozenges san xuat bang phuong phap d6 khuén). EU-GMP |DE_NW_04_| « |Co quan thdm quyén 16
Arzneimittel Kéln, Germany * Kiém tra chat lugng: héa hoc/ vat Iy. GMP_2017_ é‘ § Plrc
GmbH &Co.KG 1001 0 !
a -
~ ™
2128 Bolder Rheinische Allee 11, 50858  [*Thudc khéng vo trung: vién ngam (pastille/ lozenges san xuat bang phuong phap d6 khuén). EU-GMP |DE_NW_04_| «, < |Coquan thdm quyén 25
Arzneimittel Koln, Germany * Péng goi so cap: vién ngdm (pastille/ lozenges san xudt bang phwong phap d6 khuén). GMP 2022 S S |pue
. o — - & [N
GmbH &Co.KG * Dong goi thir cdp 0009 < =)
* Kiém tra chat lwgng: hda hoc/ vat ly. g :
S o
DE-109 » Aeropharm GmbH » Francois-Mitterrand-Allee 1, 07407 Rudolstadt, Germany
1248  |Aeropharm GmbH |Francois-Mitterrand-Allee 1, (* Thugc khong vo trung: EU-GMP [DE_TH_O1H | ¢ ~ |Co quan thdm quyén 15
07407 Rudolstadt, Germany + Dang bao ché ¢ p luc; thudc bét hit. _GMP_2019 é‘ § Plc
+ Xudt xudng 6. 0008 < &
* Pong goi thir cap. - E :
* Hoa hoc/Vat Iy. -~ ™
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2129 Aeropharm GmbH |Francois-Mitterrand-Allee 1, [* ThuGc khong vé tring: EU-GMP |DE_TH_O1H ~ < |Coquan thdm quyén 25
07407 Rudolstadt, Germany + Dang bao ché& c6 4p lurc; thudc bot hit., bao gom ca thiét bi Idp rap duoc. _GMP_2022 § § Plrc
+Xudt xudng 16. 0002 & S
* Pong goi thir cap. - E :
* Hoa hoc/Vat ly. N o
DE-110 » Anklam Extrakt GmbH » Johann-Friedrich-Bottger-StraBe 4 und 10 entsprechend Lageplan vom 30.11.2017; D-17389 Anklam, Germany
1916 Anklam Extrakt Johann-Friedrich-Béttger- Building Plant I: EU-GMP |DE_MV_01_ Co quan tham quyén 22
GmbH StraRe 4 und 10 * Nguyén liét tlr-duoc liéu (chiét xuat (bang phuong phép percolation), san xuat, dong géi so cip, thr cap bao gdm ca bd sung nhan dé truy xuat ngudn gdc, GMP_2021_| o o bt
entsprechend Lageplan vom [kiém tra chat lwvgng (héa hoc/ vat Iy)): 0008 I IS
30.11.2017; D-17389 +.C6n thudc (ré cay hoa anh thao); 8 3
Anklam, Germany. + Cao ldng (co xa huong); ) =)
o (14 £ 41 <A |4 8in $A A S ~
+ Cao dac (14 ac ti s6, |a tia t6 dat)
L. LA Ll oba £ | EAY N2 A
DE-113 » Dronania Pharmaceuticals GmbH » Karl-Benz-StraBe 3, 86825 Bad Warishofen, Germany
1693 Dronania Karl-Benz-StraBe 3, 86825 * Thudc khéng vé trung: EU-GMP |DE_BY_04_ Co quan thdm quyén 19
Pharmaceuticals |Bad Warishofen, Germany + Vién nang ctng; thudc dang 16ng dung ngoai; thudc dang 1dng dung trong; vién nén. GMP_2017_| N |[puc
GmbH * Thudc duoc lidu (Vién nang cing; thubc dang 16ng dung ngoai; thudc dang Idng dung trong; vién nén, tra bot); san pham vi lugng dong cén (Vién nang 1029 g g
clng; thudc dang 1dng dung ngoai; thudc dang 16ng dung trong; vién nén). B' g'
* pong goi: ~ -
+Doéng goi thir cap. o ”
* il LAt L Loda L)
DE-114 » etol Gesundheitspflege - und Pharmaprodukte GmbH » Konrad-Adenauer-Str.3, 77704 Oberkirch, Germany
1917 |etol Konrad-Adenauer-Str.3, * Thu8c khéng vé trung: EU-GMP |DE_BW 01_ Co quan tham quyén 22
Gesundheitspflege |77704 Oberkirch, Germany + Thudc dung ngoai dang 1&ng; thudc dung trong dang |6ng; thudc ban rén. GMP_2021_ o < Plrc (Baden-
-und + Chimg nhan 16. 0065 S S  |Wurttemberg), Germany
Pharmaprodukte * Thudc dugc liéu, thudc vi lwgng dong cén. : ‘:
* Pong goi: Q Q
GmbH . . « PN . N PN 2 PP n o
+Ddng gdi so cap: Thudc dung ngoai dang 1dng; thudc dung trong dang 1dng; thu6c ban ran. - I
+Déng goi thir cap.
DE-115 » Aspen Bad Oldesloe GmbH » IndustriestraBe 32-36, 23843 Bad Oldesloe, Germany
1604 Aspen Bad IndustriestraRe 32-36, 23843 |* Thudc v trung san xuat v trung: dung dich thudc hit thé tich nhé; EU-GMP |DE_SH_01_ Co quan thdm quyén 18
Oldesloe GmbH Bad Oldesloe, Germany * ThuBc khéng vé trung chita hormon/ chat ¢ hoat tinh hormon (khéng bao gdm hormon sinh duc): thudc dung ngoai dang 1dng; thudc udng dang léng; GMP_2019_ ® N Plrc
thudc béan ran; vién nén; thudc c6m; thudc tan (trituration); 0002 < Q
* Xudt xudng 16 thudc vé trung va khdng vo trung; g’ c‘:':
* Péng goi so cap thudc khdng vé tring: thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc ban ran; vién nén; thudc cdm; thudc tan (trituration); A -
* Pong goi thir cap. e «
DE-116 » Allphamed Pharbil Arzneimittel GmbH » Hildebrandstr. 10-12; 37081 Gottingen, Germany
1605  |Allphamed Pharbil [Hildebrandstr. 10-12; 37081 |* Thudc vé trung: xudt xudng 16; EU-GMP |DE_NI_01_G ° - Co quan thdm quyén 18
Arzneimittel GmbH |Gottingen, Germany * Thudc khéng vé trung: vién nang cirng, vién nén; vién nén bao phim; thudc bét; thudc cdm. MP_2020_0 g S |bic
* Thu8c sinh hoc: xuat xwdng 16 thudc cong nghé sinh hoc; 036 N g
Ll
* Thudc dugc lidu. — !
* Pong goi so cap, thir cap vién nang cirng, vién nén; dang bao ché rén khac; X S
* Wil tra chat Lugng
DE-117 » MEDA Pharma GmbH & Co. KG » BenzstrafBe 1 61352 Bad Homburg v.d.Hohe, Germany
1606 MEDA Pharma BenzstraBe (hodc * Xuat xudng thudc vo trung va thudc khong vé trung. EU-GMP |DE_HE_01_ o «~ |Coquanthdm quyén 18
GmbH & Co. KG Benzstrasse) 1, 61352 Bad  [* Kiém tra chat lwgng: Hoa ly/Vat ly GMP_2020_ § c:> Plc
Homburg v.d.Hohe, Germany 0102 ~ &
S —
o —
S %)
DE-118 » Merckle GmbH » Ludwig-Merckle-Strafle 3, 89143 Blaubeuren, Germany
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2060 Merckle GmbH Ludwig-Merckle-StraRe 3, * Thudc vé trung: EU-GMP |DE_BW 01_ Co quan tham quyén 24
89143 Blaubeuren, Germany | + Thudc san xuat vé trung: Dung dich thé tich I&n; dung dich thé tich nhé. GMP_2021_ Purc
(* Céch ghi khéc: Ludwig- + Thudc tiét trung cudi: Dung dich thé tich 16n; dung dich thé tich nhé. 0077
Merckle-Strasse 3, 89143 * Xudt xwdng thudc vo tring: Thudc dong kho; thudc dang bén rén; thudc dang rén.
Blaubeuren, Germany) * Thu8c khéng vé trung: Viénnang cirng; thudc dung ngoai dang 16ng; thudc udng dang |dng; vién nén; thudc déng tdi. b @
* Xudt xudng thudc khdng vo tring: vién nang mém; vién nhai (chewing gums); dang khung tham (impregnated matrices); bot/c6m pha hdn dich; dang bao 8, 8
ché c6 ap luc; dang ban ran; thudc dat; miéng dan qua da. S s
* Thu8c sinh hge: Thudc cdng nghé sinh hoc. 2' ﬁ
* Xudt xwdng thudc sinh hoc: Thudc cdng nghé sinh hoc; Thudc sinh hoc khéc (Hylak).
* Thu8ckhac: Thudc dugc liéu; thudc vi lvgng ddng can.
* Pong goi so' cdp: Vién nang cirng; vién nang mém; thudc dung ngoai dang long; thudc udng dang 1dng; vién nén; thudc dang ran.
*Pong goi thir cap.
DE-119 » Wiewelhove GmbH » Gildestrae 39, 49477 Ibbenbiiren, Germany
1852 Wiewelhove GmbH |GildestraBe 39, 49477 * Thu8c khéng vé trung: vién nén, vién nén bao phim, vién nén bao dudng, vién nang clng, vién nang mém (chi bao gdm hoat déng bao vién), thudc cém; EU-GMP |DE_NW_05_[ 4, ~ |Coquan tham quyén 21
Ibbenbiiren, Germany * Thudc duwoc lidu va thudc vi lvgng ddng cin: chi dang bao ché rén; GMP_2019_ § § Plrc
* Thudc sinh hoc: thudc chira enzyme chiét xuat tir vi khuan 0037 oy b
* Xudt xudng thudc khéng vé trung va thudc sinh hoc. g 2
— ~
DE-120 » Medphano Arzneimittel » Maienbergstrape 10-12, 15562 Ridersdorf, Germany
1918 [Medphano MaienbergstraBe 10-12, * Déng goi: EU-GMP |DE_BB_01_ - <« |Coquan thdm quyén 22
Arzneimittel 15562 Ridersdorf Germany | +BDdéng géi thir cap GMP_2021_ § § Durc
0025 ) 8
N 0
~ pat
DE-121 » Lyocontract GmbH » Pulverwiese 1, 38871 lisenburg, Germany
1998 Lyocontract GmbH [Pulverwiese 1, 38871 * ThuBc vé trung: EU-GMP |DE_ST 01_G Co quan tham quyén 33
llsenburg, Germany + Thu8c san xuét vd trung: dung dich thé tich I1&n, thudc d6ng khd, dung dich thé tich nho MP_2021_0 bsd @ |Blc
+ Thudc tiét trung cudi: Dung dich thé tich 1&n, dung dich thé tich nhd 023 Q S
* Thudc sinh hoc (v6 trung): thuéc mién dich, thudc cong nghé sinh hoc, sdn pham tir dich chiét tir ngudi hodc dong vat g' B'
* Xuat xudng thudc vé trung, thudc khong vé trung, thudc mién dich 0 m'
~ o~
* Dong gbi thir cap
* WiA L LAL L i cinb (LA Atrl A V- VY NETE IV
DE-122 » Loxxes Pharma GmbH » Amberger Str. 1-3, 82538 Geretsried-Gelting, Germany
1999  [Loxxess Pharma  [Amberger Str. 1-3, 82538 * Dong goi thir cap EU-GMP |DE_BY_04_ o o |Coquan thdm quyén 23
GmbH Geretsried-Gelting, Germany GMP_2020_ § § Pl
0082 g' 3'
o o
~ ~
DE-127 » Labor LS SE & Co. KG » Mangelsfeld 4, 5, 6, Bad 97708 Bad Bocklet-GroRenbrach, Germany
2130 |Labor LS SE & Co. |Mangelsfeld 4, 5, 6, Bad * Xudt xudng thudc vé trung. EU-GMP |DE_BY_05_ o ~ |Coquan thdm quyén 25
KG 97708 Bad Bocklet- * Xudt xudng thudc khdng vo trung. GMP_2020_ § § Pirc
GroRenbrach, Germany * Kiém tra chat lugng: Vi sinh (v6 trung, khdng vé triing); Héa hoc/Vat ly; Sinh hoc. 0035 < &
S I
® ]
o —
DK-001 » Xellia Pharmaceuticals ApS » Dalslandsgade 11, Kobenhavn S, 2300 (hodc 2300 Copenhagen S), Denmark
128 Xellia Dalslandsgade 11, San xuat duoc chat: EU-GMP |DK API-H o0 o |Danish Medicines 6
Pharmaceuticals Kobenhavn S, 2300 (hodc * Dugc chat khéng vé trung: Amphotericin B, Colistimethate Sodium, Colistin Sulphate, Polymycin B Sulphate, Tobramycin Sulphate, Vancomycin 00095918 § § Agency
ApS 2300 Copenhagen S), Hydrochloride. & Y
Denmark * Dugc chat vé trung: Bacitracin va Bacitracin Zink, Colistimethate Sodium, Polymycin B Sulphate, Tobramycin Sulphate, Vancomycin Hydrochloride. 2 g
o~ -
1370 |Xellia Dalslandsgade 11, * Thudce vé trung: EU-GMP |DKH o ~ |Danish Health and 16
Pharmaceuticals |Kobenhavn S, 2300 (hodc + Thudc san xudt vd trung: Thudc déng kho; thudc bdt pha tiém, tiém truyén; thudc bt hit. 00128620 § g, Medicines Authority
ApS 2300 Copenhagen S), N =)
Denmark g 'J:
- o~
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DK-002 » Novo Nordisk A/S » Novo Alle, Bagsvaerd, 2880, Denmark
340 Novo Nordisk A/S |Novo Allé, Bagsveerd, 2880, |* Thudc vo trung EU-GMP |DKH Danish Medicines 8
Denmark +Thudc sdn xuat vd tring: Dang I8ng thé tich nhé (dung dich, hdn dich). 00132620 Agency
(* Cach ghi khéc: Novo Allé, + Xudt xudng 16.
Bagsveerd, DK-2880, * Thu8c khéng vé trung:
Denmark) + Xudt xudng 16. IS4 N
* Thuéc sinh hoc: 8' 8
+ Thudc cdng nghé sinh hoc. 3 N
+ Xudt xwdng 16 thudc cong nghé sinh hoc. '-fo'7 8'
* Kiém trachat luong:
+Visinh: V6 trung.
+ Visinh: Khéng vo trung.
+Hoa hoc/Vat ly.
2131 Novo Nordisk A/S [Novo Alle 1, Bagsvaerd, * Thudc vé trung: EU-GMP |DKH Danish Medicines 25
2880, Denmark + T’hué'c san xudt v trung: Dang 1&ng thé tich nhé (dung dich, hén dich). 10000517 ~ w  |Agency
* Xudt xudng thudc vé trung. o 5
* Xuat xudng thudc khdng vo trung. : :.;
* Thudc sinh hoc: o Q
+ Thudc cdng nghé sinh hoc. 3 X
* Xudt xudng thudc cdng nghé sinh hoc.
il ok Alaiadan il 3 Kl A S Al ol Aol Gl
DK-004 » Novo Nordisk A/S » Brennum Park, Hillerod, 3400, Denmark
938 Novo Nordisk A/S |Brennum Park, Hillerod, * Thu8c sinh hoc: Thudc cong nghé sinh hoc (Dung dich thé tich nhé san xuét vé trung). EU-GMP |DKH o o |Danish Medicines 12
3400, Denmark * Xuat xuwdng thudce sinh hoc: Thudc cdng nghé sinh hoc. 00097718 § § Agency
* Pong goi thir cap. & &
* Kiém tra chat lugng: Héa hoc/Vat ly; Sinh hoc. g :-:
] o~
1796 Novo Nordisk A/S |Brennum Park, Hillerod, * Thu8c sinh hoc: Thudc cong nghé sinh hoc (Dung dich thé tich nhé san xuét vé trung). EU-GMP |DKH o ~ | Danish Medicines 20
3400, Denmark * Xuat xuwdng thudce sinh hoc: Thudc cdng nghé sinh hoc. 00125519 § § Agency
* Pong goi thir cap. & o
* Kiém tra chat lugng: Héa hoc/Vat ly; Sinh hoc. g 2
IS —
2132 |Novo Nordisk A/S |Brennum Park 1, Hilleroed,  |* Thudc v6 trung: EU-GMP |DKH Danish Medicines 25
3400, Denmark + Thudc san xudt vé trung: Thudc dang 1dng thé tich nhé. 10000355 N 3 |Agency
(* C4ch ghi khac: Brennum  |* Xu&t xudng thudc vé trung. Q S
Park, Hilleroed, 3400, * Thu8c sinh hoc: Thudc cdng nghé sinh hoc. rs' 3'
Denmark) * Xudt xwdng thudc sinh hoc: Thudc cong nghé sinh hoc. 3' 8'
* Poéng goi thir cap.
* il b LAt L Ao bac AAL LS
DK-005 » Novo Nordisk A/S » Hallas Alle, Kalundborg, 4400, Denmark
939  |Novo Nordisk A/S |Hallas Alle, Kalundborg, * Thudc vé trung: EU-GMP [DKH Danish Medicines 12
4400, Denmark + Thu8c san xut v trung: Dung dich thé tich nhé. 00104018 ® < |Agency
* Xudt xwdng thudc vé trung. b Q
* Thu8c sinh hoc: Thu8c cdng nghé sinh hoc. g 3‘
* Xudt xwdng thude sinh hoc: Thudc cdng nghé sinh hoc. g’ :‘5
* Pong goi thir cap.
K Vifen ben abAe Lusnc. A cinby LA dedine LhAna A dedinal LA ban NIASE LG Clnlb o
1371 Novo Nordisk A/S [Hallas Alle, Kalundborg, * ThuBc vo trung: EU-GMP [DKH Danish Medicines 16
4400, Denmark + Thudc san xudt vé trung: Dung dich thé tich nho. 00133820 ° - |Agency
* Xudt xwéng thudc vo trung. ] o
* Thudc sinh hoc: Thudc cong nghé sinh hoc. : S‘,
* Xudt xwéng thudc sinh hoc: Thudc cong nghé sinh hoc. Q Q
* Péng goi thir cap. S IN]
* Kiém tra chat lvgng: Héa hoc/Vat Iy; Sinh hoc.
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1607 [Novo Nordisk A/S [Hallas Alle, Kalundborg, * Thudc khéng vé trung: Vién nén. EU-GMP |DKH o - |Danish Medicines 18
4400, Denmark * Xuét xudng thudc khong vo triing. 10000143 S S |Agency
* Pong goi so cap: Vién nén. : :
(Pham vi chitng nhan: Building DF) S- a
- -
DK-006 » GMPack ApS » Plastvaenget 9, Hadsund, 9560, Denmark
940 GMPack ApS Plastveenget 9, Hadsund, * Péng goi so cap:)Vlién nang mém, vién nhai (chewing gum), vién nén. EU-GMP |DKH ~ o |Danish Health and 12
9560, Denmark * Dong géi thir.cap 00086517 S S |Medicines Authority
* Kiém tra chat lugng: Vi sinh (thudc khong vo tring). b & |(DHMA)
o o
< &
S -
DK-007 » H. Lundbeck A/S » Ottiliavej 9, Valby, 2500, Denmark
1069 H. Lundbeck A/S Ottiliavej 9, Valby; 2500, * Thu8c vé trung: EU-GMP |DKH Danish Medicines 13
Denmark + Thu8c san xudt vé trung: dung dich thé tich nhé. 00113519 Agency, Denmark
+ Thudc tiét trung cudi: dung dich thé tich nho.
+ Xuat xudng. @ ]
* Thu8c khéng vé trung: I <
+ Vién nang cirng; thuéc udng dang 16ng; vién nén. 8 bt
+ Xuat xuéng. g S'
* Dong goi:
+ Déng gbi so cap: vién nang cing; thudc udng dang ldng; vién nén.
+ Déng goi thir cap.
1694 H. Lundbeck A/S Ottiliavej 9, Valby, 2500, * ThuBc vé trung: EU-GMP [DKH Danish Medicines 19
Denmark + Thudc san xudt v trung: dung dich thé tich nhé. 10000032 Agency, Denmark
+ Thudc tiét trung cudi: dung dich thé tich nho.
+ Xuat xuéng. < @
* Thu8c khéng vé trung: IS IS
+ Thuéc udng dang l6ng; vién nén. o 3
+ Xudt xudng. :5 8‘
* Poéng goi:
+ Déng gbi so cap: thudc udng dang ldng; vién nén.
+Déng goi thir cap.
DK-008 » Leo Pharma A/S » Industriparken 55, Ballerup, 2750, Denmark
1177 [LEO Pharma A/S  [Industriparken 55, Ballerup, |* ThuSc vé trung: EU-GMP |DKH Danish Medicines 14
2750, Denmark + Thud8c san xudt vd trung: Dung dich thé tich nhd; acid fusidic vé trung. 00123119 Agency, Denmark
+ Thudc tiét trung cudi: Dung dich thé tich nhé.
* Thudc khong vé trung: Thude dung ngoai dang |dng; thudc udng dang 1dng; thudc ban ran; vién nén; vién nén bao phim gidi phdng cham; thudc khong vé S N
trung khéc (dung dich cho san xuét vién nang, bot cho san xuat vién nén, bt va dung méi cho dung dich dung ngoai da); I I
* Thu8c sinh hoc: Thudc cdng nghé sinh hoc; ché pham cé ngudn géc tir ngudi hodc ddng vat. o S
* Xudt xwéng thudc vo trung; thudc khéng vé trung; thudc sinh hoc. :5 3‘
* Dong goi:
+Dong gdi so cap: vien nang mém; Bt va dung méi cho dung dich dung ngoai da
+Ddng goi thir cap.
DK-009 » Novo Nordisk A/S » Kirke Vaerlgsevej 30, Varlgse, 3500, Denmark
1178  [Novo Nordisk A/S [Kirke Verlgsevej 30, * Pong goi thir cép. EU-GMP |DKH 0 — [Danish Health and 14
-
Veerlgse, 3500, Denmark 00109718 S C:> Medicines Authority
& S |(DHMA)
© I
o ~
1919  [Novo Nordisk A/S |Kirke Vaerlgsevej 30, * Xudt xwdng: thudc v trung; thudc sinh hoc. EU-GMP |DKH ~ < |Danish Health and 22
Veerlgse, 3500, Denmark * Pong goi thir cép. 10000344 % § Medicines Authority
I < [(DHMA)
o -
- )
o —
EE-001 » PharmaEstica Manufacturing (PharmaEstica Manufacturing OU) » Venapere tee 3, Pringi, Viimsi, 74011 Harju county, Estonia
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1608 [PharmaEstica Vanapere tee 3, Pringi, * Thudc khéng vé trung: EU-GMP |IN-2- Estonian State Agency 18
Manufacturing Viimsi, 74011 Harju county, +Vién nén sui bot. 14/20/3 Q 0 |of Medicines, Estonia
(PharmaEstica Estonia + Xuat xwdng vién nén sti bot. IS4 I
Manufacturing 00) * Dong goi: ) 3 g
+Ddng gbi so cap: vién nénsti bot. N 0
+Déng goi thir cap. © =
X Ailea INECH
ES-001 » Faes Farma, S.A » C/Maximo Aguirre,14, Lejona- Leioa, Vizcaya, 48940, Spain
30 Faes Farma, S.A C/Méximo Aguirre,14, * Thudc khong vé trung: Vién nang cing; thudc udng dang ldng; vién nén; vién nén bao phim. EU-GMP |ES/064HVI/1| o — |Agency for Medicines 3
Lejona- Leioa, Vizcaya, 8 § § and Health Products
48940, Spain. 8 8 (AEMPS), Spain
EN
2061 Faes Farma, S.A C/Méximo Aguirre;14, * Thuﬁ'F khéng vé trung: Vién nang cing; thudc uéng dang ldng; vién nén; vién nén bao phim. EU-GMP |NCF/EUS/18 o < Agency for Medicines 24
Lejona- Leioa, Vizcaya, + Xuét xwdng 16: Thudc khéng vé trung. 74E/016101 S 8 |and Health Products
48940, Spain. *Ponggsi: ) ) JO01HVI/20 | & 3 [(AEMPS), Spain
+Dong gbi so carj: cac dang bao ché trén va vién nang mém. 21 2 2
+Dong gdi thir cap. ~ —
* Wilm tra chAt Lvong: vicinh (kbhAng VA teling). HAS hac AJAL 1
ES-002 » Seid, S.A. » Ctra. de Sabadell a Granollers, Km 15, Lliga de Vall, Barcelona, 08185, Spain
51 Seid, S.A. Ctra. de Sabadell a Vién nang cing; thudc udng dang 16ng; thudc dung ngoai dang 16ng; thudc dang ban rén (md, gel thudc); vién nén. EU-GMP |NCF/1925/0 N o |Ministry of Health of 4
Granollers, Km 15, Llia de 01/CAT § § Government of
Vall, Barcelona, 08185, Spain UOH :‘ Catalonia, Spain
3 R
267 Laboratorio SEID, |Ctra. Sabadell a Granollers,  |* Thuc khéng vé trung: Vién nang cing; thudc dung ngoai dang 16ng; thudc udng dang 16ng; thuSc dang ban ran (chira hormon hodc chat c6 hoat tinh EU-GMP |NCF/2004/0 o ~  |Ministry of Health of 7
S.A Km 15, 08185 Lliga de Vall hormon); vién n'én. 01/CAT § § Government of
(Barcelona), Spain * Péng goi so cap: Cac dang thudc trén bao gdm ca Vién nang mém. 5.' B‘ Catalonia, Spain
N 3
1372 Seid, S.A. Ctra. de Sabadell a * ThuBc khéng vé trung: EU-GMP |NCF/2026/0 Ministry of Health of 16
Granollers, Km 15, 08185, +Vién nang cing; 01/CAT Government of
Llica de Vall, Barcelona, Spain [+ thudc udng dang 16ng; o — |catalonia, Spain
+thudc dung ngoai dang 1dng; 5 S
+vién nén. : ‘:
+ Xuét xuwdng thudc khong vé trung. 3 <O'r
* Poéng goi: A ©
+ Déng gbi so cap: cac dang thudc khdng vé trung trén.
+Déng goi thir cap.
2062 Seid, S.A. Ctra. Sabadell a Granollers, * ThuBc khéng vé trung: EU-GMP [NCF/2153/0 Ministry of Health of 24
Km 15, 08185, Llica de Vall, |+ Vién nang cirng; 01/CAT Government of
Barcelona, Spain + Thudc udng dang long; - <« |Catalonia, Spain
(Céch ghi khéc: Ctra. + Thudc dung ngoai dang long; g S
Sabadell-Granollers, Km 15, |+ Vién nén. g g
08185, Llissa de Vall, + Xuat xwdng thudc khdng vo trung. E :
Barcelona, Spain) * Dong goi: N ©
+Dong gdbi so cap: Vién nang cing; Thudc udng dang 16ng; Thudc dung ngoai dang 1dng; Vién nén.
+Ddng goi thir cap.
ES-003 » CYNDEA PHARMA S.L » Poligono Industrial Emiliano Revilla Sanz, Avda. de Agreda, 31, Olvega 42110 (Soria), Spain
53 CYNDEA PHARMA |Poligono Industrial Emiliano  [* Thudc khéng vé tring: EU-GMP |6358/16 © o |Co quan thdm quyén 4
S.L Revilla Sanz, Avda. de - Vién nang mém (bao gdm cd héc mén va chat cé hoat tinh héc mén) é‘ § Tay Ban Nha
Agreda, 31, Olvega 42110 - Vién nén, vién nén bao phim (bao gdbm ca héc mén va chat cé hoat tinh héc mén) < iy
(Soria), Espana (Tay Ban Nha) 2 3
- )
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564 CYNDEA PHARMA [Poligono Industrial Emiliano  |* Thudc khéng vé trung: EU-GMP |6358/19 o N Co quan tham quyén 9
S.L Revilla Sanz, Avda. de + Vién nang mém (bao gém ca héc médn va chat cé hoat tinh héc mén) b= & |Tay Ban Nha
Agreda, 31, Olvega 42110 + Vién nén, vién nén bao phim (bao gom ca hdc mén va chat cé hoat tinh héc mén) 3 :
(Soria), Espana (Tay Ban * Pong goi so cap: cac dang trén, bao gém ca vién nang cirng. =] el
Nha), Spain ~ -
2133 CYNDEA PHARMA [Poligono Industrial Emiliano  |* Thudc khéng vé trung: EU-GMP |6358/22 Co quan thdm quyén 25
S.L Revilla Sanz, Avda. de + Vién nang mém (bao gdm ca héc médn va chat cé hoat tinh héc mén) N w  |Tay Ban Nha
Agreda, 31, Olvega 42110 + Vién nén;vién nén bao phim (bao gdm ca héc mén va chat cé hoat tinh héc mén) IS <
(Soria), Espana (Tay Ban * Péng gobi'so cap: cac dang trén, bao gdm ca vién nang clrng. uo'w 8'
Nha), Spain * Déng goi so cap: cac dang trén, bao gdm ca vién nang clrng. :‘ E‘|>
* Dong goi thir cap
X WA L LA inb Lthu Ao Lba At AN V- VAN
ES-004 » Toll Manufacturing services, S.L » .C/Aragoneses, 2, Madrid, 28108 Madrid, Spain
57 Toll C/Aragoneses; 2, Madrid, * Thu8c khéng vé trung: Vién nang cirng, vién nén (bao gdm ca thudc gay nghién, hudng than) EU-GMP |ES/051HVI/1| ~ o |Agency for Medicines 5
Manufacturing 28108 Madrid Spain 7 § § and Health Products
services, S.L g @ |(AEMPS), Spain
~ ~
— S}
735 Toll C/Aragoneses, 2, Madrid, * Thu8c khéng vé trung: Vién nang clrng, vién nén. EU-GMP |ES/090HVI/2 Agency for Medicines 11
Manufacturing 28108 Madrid Spain * Xudt xwdng thudc khdng vé trung. 0 3 @ |and Health Products
services, S.L Céch ghi khac: Aragoneses, 2 |* Bong goi: 2 < (AEMPS), Spain
28108 Alcobendas (Madrid), +Ddng goi so cap: cac dang thudc trén bao gdm ca vién nang mém. g 8'
Spain +Ddng goi thir cap. § h
* Kiém tra chét lugng. °
LDl HIPN " INEN A LA NY-¢ A Lid L. YT}
ES-005 » Edefarm,S.L » Poligono Industrial Enchilagar del Rullo, 117.C.P.46191 Villamarchante, Valencia, Spain
58 Edefarm,S.L Poligono Industrial Doéng goi thir cap EU-GMP |4166-E/01- © ~ |Coquan quén ly Dugc 5
Enchilagar del Rullo, 18/C.VAL 3 S |TayBanNha
117.C.P.46191 S th
Villamarchante, Valencia, S 3
Spain A Rl
ES-006 » Laboratorios Salvat, SA » Gall, 30-36 08950 Esplugues De Llobregat, Spain
66 Laboratorios Gall, 30-36 08950 Esplugues |* ThuGc vé trung: EU-GMP [NCF/1732/0| ~ o |Ministry of Health of 5
Salvat, SA De Llobregat, Spain + Thu8c san xuat vd trung: Dung dich thé tich nhé. 02/CAT by § Government of
’ . . ~
* Thu8c khéng vé trung: Vién nang cirng; vién nén; vién nén bao phim; thudc dung ngoai dang 16ng; thudc ung dang 16ng; thudc ban ran; vién dan. S = |Catalonia, Spain
— o ’
~ ~
- o
129 Laboratorios Gall, 30-36 08950 Esplugues |* Thudc vé trung: EU-GMP |NCF/1934/0 | o, «~ |Coquan thdm quyén 6
Salvat, SA De Llobregat, Spain + Thu8c san xut v trung: Dung dich thé tich nhé. 01/CAT by S Tay Ban Nha
* Thudc khdng vé trung: Vién nang clrng; vién nén; vién nén bao phim; thudc duing ngoai dang 1dng; thudc udng dang dng; thudc ban rén. : 2
) —
0 -
S ™
ES-007 » Boehringer Ingelheim Espana, SA » c/Prat de la Riba, 50 08174 Sant Cugat De; Valles (Barcelona), Spain
67 Boehringer c/Prat de la Riba, 50 08174 |* Thuéc vé tring: EU-GMP [NCF/1913/0 Ministry of Health of 5
Ingelheim Espana, |Sant Cugat Del; Valles + Thuc tiét trung cudi: Dung dich thé tich nhé (dung dich tiém). 01/CAT a N |[Government of
SA (Barcelona), Spain. * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang long. b 2 |catalonia Spain
Céch ghi khéc: Prat de la g )
Riba, 50 08174 Sant Cugat m’ :;;
del; Valles (Barcelona), Spain.
2000 |Boehringer c/Prat de la Riba, 50 08174  [* Thudc vé trung: EU-GMP |NCF/2205/0 Ministry of Health of 23
Ingelheim Espana, |Sant Cugat Del; Valles + Thudc tiét trung cudi: Dung dich thé tich nhé (dung dich tiém). 01/CAT N o |Government of
SA (Barcelona), Spain. * Thu8c khéng vé trung: Vién nang cing; thudc udng dang long. Q S |catalonia Spain
(Céch ghi khéc: Prat de la g' 8'
Riba, 50 08174 Sant Cugat SI B‘
del; Valles (Barcelona), Spain)
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ES-008 » Lacer S.A » Boters, 5 Parc Tecnologic del Vallés 08290 Cerdanyola Del Vallés (Barcelona), Spain
73 Lacer S.A Boters, 5 Parc Tecnologic del [* Thudc khdng vo tring (bao gdm ca thudc gdy nghién va hudng than): Vién nang clng, thudc nudc udng, Vién nén, Vién nén bao phim, thudc bén ran, EU-GMP |NCF/1947/0 o o |Ministry of Health of 5
Vallés 08290 Cerdanyola Del |(thudc kem, thudc m@), cdc dang thudcran khac 01/CAT b S  |Government of
N ) o N ) R
Vallés (Barcelona), Spain & & Catalonia, Spain
© )
o~ o~
1179 Lacer, S.A C/. Boters, 5 Parc Tecnologic |* Thudc khdng v triing (bao gbm ca thudc gay nghién va hudng than): Vién nang cirng, thudc udng dang 1dng, Vién nén, Vién nén bao phim, thudc bén ran, EU-GMP |NCF/2002/0 Ministry of Heath of 14
del Vallés 08290 Cerdanyola  [(thudc kem, thusc m&), céc dang thudc rén khac 01/CAT Government of
Del Valles (Barcelona), Spain S 9 |catalonia Spain
(* Cach ghi khéc: Boters, 5 IS <
Parc Tecnologic del Vallés 8' gl
08290 Cerdanyola Del Vallés m' ;';
(Barcelona), Espaiia, Spain)
ES-009 » SAG Manufacturing, S.L:U» Crta. N-I, Km 36, San Agustin de Guadalix, 28750 Madrid Espana, Spain
74 SAG Crta,.N-l, Km 36, San Agustin |Thudc khong vo tring: Vién nang cing, thudc nwde udng, thudc nuée dlng ngoai, vién nén, vién nén bao phim, thudc ban ran, thudc ran khéc. EU-GMP [ES/118HVI/1 Agency for Medicines 5
Manufacturing, de Guadalix, 28750 Madrid 9/1 o « |and Health Products
S.LU Espana/ Spain. 3 S [(AEMPS), Spain
Cac viét khac: Carretera g ‘:
Nacional I, Km 36 28750 San Q Q
Agustin de Guadalix, Madrid Q X
Espana/ Spain.
ES-010 » B.Braun Medical, SA » Ctra. de Terrassa, 121 08191 RUBI (Barcelona), Spain
130 B.Braun Medical, [Ctra. de Terrassa, 12108191 |* Thudc vé trung cd tiét trung cudi: Dung dich thé tich nhd, Dung dich thé tich lon. EU-GMP |NCF/1946/0 o o |Ministry of Health of 6
SA RUBI (Barcelona), Spain 01/CAT § § Government of
co'\ 8' Catalonia, Spain
© o
o~ ™
577 B.Braun Medical, [Ctra. de Terrassa, 12108191 |* Thudc vé trung cd tiét trung cudi: Dung dich thudc tiém/ tiém truyén thé tich nhd, Dung dich thudc tiém/ tiém truyén thé tich Iom. EU-GMP |NCF/2013/0 o o |Ministry of Health of 9
SA RUBI (Barcelonal, Spain 01/CAT S | S |Government of
rvc; 8 Catalonia, Spain
n ~
o —
ES-011 » Laboratorios Lesvi, S.L. » Avda. Barcelona, 69, 08970 Sant Joan Despi (Barcelona), Spain
131  |Laboratorios Lesvi, [Avda. Barcelona, 69, 08970  [* Thudc v6 triing (bao gom ca thudc gay nghién, hudng than): EU-GMP [NCF/2007/0 | o o |Coquan thdm quyén 6
S.L. Sant Joan Despi (Barcelona), + Thudc san xuét vd trung: dung dich thé tich nho; 01/CAT § g, Tay Ban Nha
Spain + Thudc tiét trung cudi: dung dich thé tich nho; & &
* Thu8c khdng vé trung (bao gdm ca thudc gay nghién, hudng than): vién nang cirng, vién nén, dung dich udng, vién nén bao phim. g E‘
o~ ™
132 LABORATORIOS Avinguda de Barcelona, 69,  [* Thudc vé tring : EU-GMP |NCF/1950/0 Ministry of Health of 6
LESVI, SL 08970 Sant Joan Despi + Thudc san xudt v trung: Dung dich thé tich nhé. 01/CAT ) 9 |Government of
(Barcelona), Spain + Thudc tiét trung cudi: Dung dich thé tich nhd, dung dich thé tich Ion. IS S |catalonia, Spain
(* Cach ghi khéc: * ThuBc khdng vé trung : Vién nang cirng; vién nén; vién nén bao phim; thudc udng dang 1éng. g' 3'
Avda. Barcelona 69-08970 < <
o~ o
Sant Joan Despi, Barcelona,
S i)
ES-012 » Sanofi Aventis, SA » Ctra. C35 La Batlloria a Hostalric, km 63,09, 17404 Riells | Viabrea (Girona), Spain
554 Sanofi Aventis, SA |Ctra. C35 La Batlloria a * Thudc khéng v trling: Vién nang cl*ng; vién nén, vién nén bao (bao gdm ca thudc chita hormon hoic chat cé hoat tinh hormon trir hormon sinh duc); vién EU-GMP |NCF/1817/0 | & — |Ministry of Health of 9
Hostalric, km 63,09, 17404  |nén khéng acid da day 01/CAT b S |Government of
o~ o~
Riells | Viabrea (Girona), < & |catalonia Spain
Spain 3 E
S 1%
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1695 Sanofi Aventis, SA [Ctra. C35 La Batlloria a * Thu8c khéng vé trung: Vién nang cirng; vién nén, vién nén bao (bao gém ca thudc chira hormon hodc chat cé hoat tinh hormon trir hormon sinh duc); vién EU-GMP |NCF/2112/0 Ministry of Health of 19
Hostalric, km 63,09, 17404  |nén khéng acid da day; 02/CAT < N |Government of
Riells | Viabrea (Girona hodc |* Xuat xwdng thudc khdng vé trung; IS S |catalonia Spain
Gerona), Spain * Pong goi so cap Vién nang clng;.vién nén, vién nén bao (bao gdm ca thudc chira hormon hodc chit cé hoat tinh hormon trir hormon sinh duc); vién nén 8' fH\IA
khang acid da day; o -
* Pong goi thir cap; « ”
X Ailea INECH
ES-013 » Rovi Pharma Industrial Services, S.A (Tén cii: Frosst Ibérica, S.A) » Via Complutense, 140, Alcala de Henares, 28805 Madrid, Spain
736 Rovi Pharma Via Complutense, 140, Alcald [* ThuSc khong vo tring: Vién nén, vién nén bao phim, dang bao ché ran khac (thudc cdm). EU-GMP [ES/063HVI/2 ° " Agency for Medicines 11
Industrial Services, |(hodc Alcala) de Henares, * Xudt xudng thudc khong vo trung. 0 8 & |and Health Products
S.A 28805 Madrid, Spain * Déng goi so cap: Cac dang bao ché trén bao gdm ca vién nang cing. 3 : (AEMPS), Spain
(Tén cii: Frosst *'Dong gbi thit cap 3 ::
. iz P
Ibérica, S.A) Kiém tra chat lvong. ~ ™
ES-014 » Italfarmaco, S.A » C/San Rafael, 3, Pol. Ind. Alcobendas, Alcobendas, 28108 Madrid, Spain
737 Italfarmaco, S.A C/ San Rafael, 3, Pol. Ind, Thudc khdng vé tring: Thudc dung ngoai dang 16ng (dung dich, hén dich); thudc udng dang Idng (dung dich, hdn dich); thudc bdt, thuc cdm, thudc dang EU-GMP |ES/003HVI/1| o < |Agency for Medicines 11
Alcobendas, Alcobendas, pellet, gel dung tai am dao chita hormon va chét c6 hoat tinh hormon. 8 S S and Health Products
i i o N .
28108 Madrid, Spain o < (AEMPS), Spain
Lh o
o 1%
1797 Italfarmaco, S.A C/ San Rafael, 3, Pol. Ind, Thudc khéng vé tring: Thudc dung ngoai dang 16ng (dung dich, hén dich); thudc udng dang Idng (dung dich, hdn dich); thudc bdt, thuc cdm, thudc dang EU-GMP |ES/003HVI/1| o ~ |Agency for Medicines 20
Alcobendas, Alcobendas, pellet, gel dung tai &m dao chira hormon va chét cé hoat tinh hormon. 8 S S and Health Products
i i o N .
28108 Madrid, Spain 8 8' (AEMPS), Spain
(o)) o~
S —
1853 [Italfarmaco, S.A  [C/San Rafael, 3, Pol. Ind, *Thudc khéng vo trung: EU-GMP |ES/190HVI/2 Agency for Medicines 21
Alcobendas, Alcobendas, +Thudc dung ngoai dang 1dng (dung dich, hén dich); thudc udng dang 1dng (dung dich, hdn dich); thudc bt, thuc cdm, thudc dang pellet, gel dung tai am 1 4 < |and Health Products
28108 Madrid, Spain dao chira hormon va chét c6 hoat tinh hormon. N 8 (AEMPS), Spain
+ Ching nhan 16 : ‘:
*Déng goi so cap: Thuc dung ngoai dang 18ng (dung dich, hén dich); thudc udng dang Idng (dung dich, hdn dich); thudc bét, thudc cdm, thudc dang pellet, i Q
gel dung tai 4m dao chira hormon va chét c6 hoat tinh hormon N A
*Dong goi thir cap
ES-015 » Lilly, S.A » Avda dela Industria, 30, Alcobendas, 28108 Madrid, Spain
268 Lilly, S.A. Avda de la Industria, 30, * Thu8c khdng vé trung: vién nén, vién nén bao phim. EU-GMP [ES/052HVI/1 Agency for Medicines 7
Alcobendas, 28108 Madrid, |* Déng géi so cdp: Cac dang thudc trén, bao gdm ca vién nang cing. 8 and Health Products
Spain & | & |(AEMPS), Spain
(hodc Avda Industria 30, IS IS
Alcobendas, 28108 Madrid, g 3
Spain/ Avda dela Industria, uN"x g‘
30, 28108 Alcobendas,
Madrid, Spain)
416 Lilly, S.A. Avda de la Industria, 30, * ThuBc khéng vé trung: vién nén, vién nén bao phim. EU-GMP [ES/052HVI/1 Agency for Medicines 8
Alcobendas, 28108 Madrid, |* Xudt xudng thudc sinh hoc (san phdm céng nghé sinh hoc; san pham chiét xuat tir ngudi hodc ddng vat); xudt xudng thudc v trung, xudt xuwéng thudc 8 and Health Products
Spain khong vo trung. ] S |(AEMPS), Spain
(hodc Avda Industria 30, * Dong goi so cdp: vién nén, vién nén bao phim, vién nang cing. IS I
Alcobendas, 28108 Madrid, |* Déng géi thi cép. g a
Spain/ Avda dela Industria, ~|* Kiém tra chat lwong. m' I
30, 28108 Alcobendas,
Madrid, Spain)
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1472 [Lilly, S.A. Avda de la Industria, 30, * Thu@c khdng vé trung: vién nén, vién nén bao phim. EU-GMP |ES/049HVI/2 Agency for Medicines 17
Alcobendas, 28108 Madrid, |* Chirng nhan 16 (batch certification): thudc sinh hoc (san phdm céng nghé sinh hoc; san pham chiét xuat tir ngudi hodc dong vat); thudc vé trung, thuc 1 and Health Products
Spain khong vo trung. (AEMPS), Spain
(hodc Avda Industria 30, * Pong goi so cap: vién nén, vién nén bao phim, vién nang cirng. b i
Alcobendas, 28108 Madrid, |* Déng géi thir cap. IS <
Spain/ Avda de la Industria, |* Kiém tra chat lvgng. g gl
30, 28108 Alcobendas, 5' 8
Madrid, Spain/ Avda
Industria 30, 28108
Alcobendas, Madrid, Spain)
ES-016 » Synthon Hispania, SL » ¢/ Castell6, 1, 08830 SANT BOI DE LLOBREGAT (Barcelona), Spain
269 Synthon Hispania, |c/ Castelld, 1, 08830 SANT * Xudt xudng thudc vé trung. EU-GMP |NCF/2225/0 Agency for Medicines 7
SL BOI DE LLOBREGAT * Thudc khéng vé trung: Vién nén; vién nang clrng; pellets; vién nén bao phim (bao gém ca thudc gay nghién va huéng than); thudc bot (géi); vién nén phéng 01/CAT and Health Products
(Barcelona), Spain (cach ghi |thich kéo dai (AEMPS), Spain
khac: Pol:Ind.Les Salines, * Xuat xudng san pham cu thé: N ]
Carrer Castell6, 1, 08830 + Thudc bot pha dung dich dam dic dé tiém truyén Pemetrexed Synthon 100 mg (Tén tai Viét Nam: Pemetrexed Biovagen); 8 2
SANTBOI DE LLOBREGAT, + Thu8c bdt pha dung dich dam d3c dé tiém truyén Pemetrexed Synthon 500 mg (Tén tai Viét Nam: Pemetrexed Biovagen); 8' gl
Spain; hodc Castell 1, + Thudc bdt déng khd pha tiém Bortezomib Genthon (Tén tai Viét Nam: Bortezomib Biovagen). 8' m'
Poligono Las Salinas, 08830
Sant Boi de Llobregat
(Barcelona), Spain)
ES-017 » Glaxo Wellcome S.A » Avda. De Extremadura, 3. Poligono Industrial Allenduero, 09400-Aranda de Duero. (Burgos), Spain
403 Glaxo Wellcome Avda. De Extremadura, 3. * ThuSc khdng vé trung: Thudc udng dang 1dng; vién nén, vién nén bao phim; thuc phun mu dang hén dich, dung dich dé xit mi. EU-GMP |3167/19 Co quan thadm quyén 8
S.A Poligono Industrial Allenduero, — [* xy4t xuwéng thudc khéng vé trung. Tay Ban Nha
09400-Aranda de Duero. * Déng goi:
(Bur’gos), S.pair]. +Doéng gbi so cdp: Thudc udng dang Idng; vién nén, vién nén bao phim; thudc phun mu dang hdn dich, dung dich dé xit mii.
(* Cach ghi khéc: Avda. De +Déng gi thir cip.
Extremadura no 3, 09400 * Kiém tra chit lrong @ ~
Aranda de Duero. (Burgos), v S 8
Spain; Avenida De Extremadura [N N
3, Aranda de Duero, Burgos, E- 8 q
09400, Spain; = -
Avenida Extremadura, 3, 09400-
Aranda de Duero (Burgos) (hodc
Aranda de Duero, Burgos
09400), Spain
2134 |Glaxo Wellcome  [Avda. De Extremadura, 3. * Thu8c khéng vé trung: Thudc udng dang ldng (bao gdm ca thudc chira hormon hodc duoc chat cé hoat tinh hormon); vién nén, vién nén bao phim; thuéc EU-GMP [3167/22 Co quan thdm quyén 25
SA Poligono Industrial Allenduero,  [shun mu dang hén dich, dung dich dé xit miii (bao gom ca thudc chira hormon hoéc hoat chat cé hoat tinh hormon) Tay Ban Nha
09400-Aranda de Duero. * Xuat xwdng thudc khdng vé trung.
(Burlgos), S.pairj. * Déng goi:
(* Cach ghi khéc: Avda. De . L. . A . . N N N . . " 2 2 . . . A
Extremadura no 3, 09400 +Dodng goi so cap: Vién nangf:u’ng; Thudc udng d%ng léng (bao g?m ca thuo’c chira hormon hodc dugc cha't c6 hoat tinh hormon); vién nén, vién nén bao
Aranda de Duero. (Burgos), phim; thudc phun mu dang hén dich, dung dich dé xit miii (bao gdm ca thudc chira hormon hodc dugc chat cé hoat tinh hormon) g g
Spain; Avenida De Extremadura |+ P6ng g6i thit cép. N [N
3, Aranda de Duero, Burgos, E- | * Kiém tra chat lugng: vi sinh (khéng vé tring), héa/ Iy 5 38
09400, Spain; S <
Avenida Extremadura, 3, 09400-
Aranda de Duero (Burgos) (hodc
Aranda de Duero, Burgos
09400), Spain
ES-018 » Altan Pharmaceuticals, S.A. » Avda, de la Constitucion, 198-199, Poligono Industrial Monte Boyal, Casarrubios del Monte, 45950 Teledo Spain
133 |Altan Avda, de la Constitucion, 198-|* Thudc vé trung: EU-GMP |[ES/145HV/1| o « |Coquan thdm quyén 6
Pharmaceuticals, |199, Poligono Industrial + Thudc san xudt vo trung: thudc déng khd; dung dich thé tich nho. 9 é‘ § Tay Ban Nha
S.A. Monte Boyal, Casarrubios del | + Thudc tiét trung cudi: dung dich thé tich nhé. - S
Monte, 45950 Teledo Spain : g
o =1
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2001 |Altan Avda, de la Constitucion, 198-|* Thudc v6 tring: EU-GMP |ES/159HV/2 o < |Coquan thim quyén 23
Pharmaceuticals, |199, Poligono Industrial + Thu8c san xudt v trung: thudc déng khé (Bt ddng khd pha dung dich tiém truyén); dung dich thé tich nhé. 1 S S Tay Ban Nha
S.A. Monte Boyal, Casarrubios del |+ Thudc tiét trung cudi: dung dich thé tich nhé. g oNg
Monte, 45950 Teledo Spain 3 3
o~ o~
ES-019 » Laboratorios Normon, S.A » Ronda de Valdecarrizo, 6, Tres Cantos 28760 (Madrid) Espana
134 Laboratorios Ronda de Valdecarrizo, 6, * Thudc vé trung/(bao'gdm ca thudc gay nghién, chit hudng than): EU-GMP |ES/041HVI/1 Agency for Medicines 6
Normon, S.A Tres Cantos 28760 (Madrid) +Thudc s3h xuat vd tring: Thudc déng khd; Dung dich thé tich nhd; Thudc cay ghép va thudc dang rén (chita khdng sinh nhém B-Lactam); 9 o & |and Health Products
Espana + Thuc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhd; ] 2 (AEMPS), Spain
(Céch ghi khéc: Ronda de * Thudc khéng vé trung (bao gdm ca thudc gay nghién, chat hudng than): Vién nang cirng (bao gém ca thudc chita khéng sinh nhém B-Lactam); Thudc dung g fH\'A
Valdecarrizo, 6, 28760 Tres _{ngoai dang 16ng; Thudc udng dang Idng; Vién nén va vién nén bao phim (chita khang sinh nhém B-Lactam, thudc ddc té bao/ thudc kim t€ bao, hormon va 8’ ;';
Cantos (Madrid), Spain) chat c6 hoat tinh hormon, thuc mién dich); Vién nén, vién nén bao phim, vién nén phan tan; Vién bao khang virut.
2063 Laboratorios Ronda de Valdecartizo, 6, * ThuBc vo trung (bao gdm ca thudc gdy nghién, chat huwéng than): EU-GMP |ES/041HVI/1 Agency for Medicines 24
Normon, S.A Tres Cantos, 28760 (Madrid) +Thu6c sdn xuat vd trung: Thudc déng kho; Dung dich thé tich nhé; Thudc cay ghép va dang ran: thudc bot pha tiém (bao gdm ca chira khang sinh nhém B- 9/1 ~  |and Health Products
Espana Lactam); , S | & [(AEMPS), Spain
(Céch ghi khéc: Ronda de + Thudc tiét trung cudi: Dung dich thé tich I1&n; Dung dich thé tich nho; : :
Valdecarrizo, 6, 28760 Tres | * Thudc khéng vé trung (bao gdm ca thudc gay nghién, chat hudng than): Vién nang cirng (bao gdm ca thudc chira khang sinh nhém B-Lactam); Thuéc dung =] o
Cantos (Madrid), Spain) ngoai dang 16ng; Thudc udng dang 16ng; Vién nén va vién nén bao phim (chira khang sinh nhém B-Lactam, thudc doc té& bao/ thudc kim té& bao, hormon va Q N
chat cé hoat tinh hormon, thudc mién dich); Vién nén, vién nén bao phim, vién nén phan tan; Vién bao khang virut, thuéc bdt pha hén dich (bao gom ca
ES-021 » LABORATORIO REIG JOFRE, SA » Gran Capita, 10, 08970 Sant Joan Despi (Barcelona), Spain
135 LABORATORIO C/ Jarama 111 Poligono * Thudc vé trung: EU-GMP |ES/O70HVI/1| o ~  |Ministry of Health of 6
REIG JOFRE, SA Industrial, Toledo, 45007 +Thudc sdn xuat vd trung: thudc dang rén va cdy ghép (chira khang sinh nhém Penicillin va khang sinh nhém Cephalosporin). 9 § § Government of
Toledo Espana, Spain * Thudc khong vé trling (chira khang sinh nhém Penicillin) : vién nang cing; thudc uéng dang 10ng; vién nén; dang bao ché ran khéc (vién bao phim, thudc b o |catalonia Spain
bot, thudc cém) E <O'r
N S
426 LABORATORIO Gran Capita, 10, 08970 Sant [ * Thudc vé trung: EU-GMP |NCF/1840/0 Ministry of Health of 8
REIG JOFRE, SA Joan Despi (Barcelona), Spain |+ Thu8c san xuét vo trung: Thuc déng khd (chira hormon hodc cac cht cé hoat tinh hormon); Dung dich thé tich nhd (chita hormon hodc cac chét ¢ hoat 01/CAT Government of
tinh hormon). - < |Catalonia, Spain
+ Thudc tiét trung cudi: Dung dich thé tich 16n; Dung dich thé tich nho. g =
* Thu8c khéng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng (chira hormon hodc cac chit cé hoat tinh hormon); thu8c uéng dang 16ng (chira ,‘:-‘ :
hormon hodc cac chat cé hoat tinh hormon); dang bao ché ban rén (chira hormon hodc céc chat cé hoat tinh hormon); thudc dit; vién nén (chira hormon g E
hodc cac chat cé hoat tinh hormon). — ™
* Thudc sinh hoc (khong bao gdm hoat dong véi vi sinh vat séng hodc nudi cdy té bao): San pham mién dich; sdn pham céng nghé sinh hoc; san pham tach tir
ngudi hodc dong vat.
ES-022 » Laboratorios Leon Farma S.A » Poligono Industrial Navatejera, C/ La Vallina s/n, Villaquilambre-Leon, Spain
1070 Laboratorios Leon |C/ La Vallina s/n, Poligono * Thudc khdng vé triing chira héc mén va cac hoat cht cé hoat tinh héc mén: vién nang cirng; vién nang mém; dang bao ché bén rén; vién nén; vién nén bao; | EU-GMP [4208/18 0 « |Coquanthdm quyén 13
FarmaS.A Industrial Navatejera, vong dat am dao. b S Tay Ban Nha
¢ ¢ o~ o~
Villaguilambre, Leon, 24008, [* Dong goi: dong goi so cap; dong goi thir cap. < PN
Spain * Kiém tra chat lugng. 3 g
— o
1609 Laboratorios Leon |C/ La Vallina s/n, Poligono * Thu8c khéng vé trung chira héc mén hodc céc hoat chat cé hoat tinh héc mén: vién nang cing; vién nang mém; thudc udng dang ldng; dang bao ché ban EU-GMP [4208/21 Co quan thdm quyén 18
FarmaS.A Industrial Navatejera, rén; vién nén; vién nén bao; vong dit am dao. Tay Ban Nha
Villaquilambre, Leon, 24008, | + Xuat xuwdng Thudc khéng vé trung.
Spain * Pong goi: dong goi so cap; dong goi thir cap.
(cach ghi khac: C/ La Vallina  |* Kiém tra chat lwgng: Héa hoc/Vat ly. = S
s/n, Poligono Industrial IS <
Navatejera, 24008 3 S
Navatejera, Leon, Spain; C/ 8‘ m‘
La Vallina s/n, P.I Navatejera,
24008, Villaquilambre, Leon,
Spain)
ES-023 » Laboratorios Liconsa, S.A » Avda. Miralcampo, 7, Pol. Ind. Miralcampo, Azuqueca de Henares, 19200 Guadalajara, Spain
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941 Laboratorios Avda. Miralcampo, 7, Pol. * Thu8c khéng vé trung (bao gdm ca thudc chira chat gay nghién, hudng tam than): EU-GMP |ES/085HVI/1 Agency for Medicines 12

Liconsa, S.A Ind. Miralcampo, Azuqueca + Vién nang cirng (bao gdm ca thudc chira hormon hodc chat cé hoat tinh hormon, khéng bao gdm thudc chira hormon sinh duc; bao gdm ca vién nang bao 9 and Health Products
de Henares, 19200 tan trong rudt); dang bao ché bén rén (bao gdm ca thudc chira hormon hogc chat cé hoat tinh hormon, khéng bao gdm thudc chira hormon sinh duc); (AEMPS), Spain
Guadalajara, Spain + Vién nang mém; Vién nén; Vién nén bao phim. a @
(cach ghi khdc: Avenida IS4 <
Miralcampo 7, Poligono g ﬁl
Industrial Miralcampo, :' ;';
19200 Azuqueca de Henares,
Guadalajara, Spain)
ES-024 » Alcon Cusi SA » Camil Fabra, 58, 08320 EL Masnou (Barcelona), Spain
270 Alcon Cusi SA ¢/Camil Fabra, 58, 08320 EL-" | * Thudc v trung: EU-GMP |NCF/1923/0 | o ~ |Ministry of Health of 7
Masnou ( Barcelona), Spain +Thudc sdn xuat v tring (bao gdm ca hormon hogc chét cé hoat tinh hormon trir hormone sinh duc): thuc m& tra mét; dung dich thé tich nhé (thusc 01/CAT § § Government of
(hodc: Camil Fabra, 58, nhd mét); <+ & |catalonia, Spain
08320 EL.Masnou, * Thudc khéng v trung: Thudc udng dang 1dng (hormon hodc chat c6 hoat tinh hormon trir hormone sinh duc). i g
Barcelona, Spain) N N
1696 Siegfried El c/Camil Fabra, 58, 08320 EL  |* Thudc vo trung san xuat vo trung (bao gdm cd hormon hodc chat cé hoat tinh hormon trir hormone sinh duc): thudc m& tra mét; dung dich thé tich nhd EU-GMP |NCF/2147/0 Ministry of Health of 19
Masnou, S.A. (tén [Masnou ( Barcelona), Spain |(thuSc nhd mét); 01/CAT b= N  |Government of
cii 1a Alcon Cusi SA) (hodc: Camil Fabra, 58, * Thu8c khéng vé trung: Thudc udng dang dng (hormon hodc chét cé hoat tinh hormon trir hormone sinh duc). 2 < Catalonia, Spain
08320 El Masnou, Barcelona, |* Xuat xuwdng thudc vé trung va khéng vé trung; 'é r‘:':
Spain) * Péng goi so cap thudc khdng vé trung; 0 -
g g N o0
Poéng goi thir cap;
X AL L NN |
ES-025 » Labiana Pharmaceutical, SLU » ¢/ Casanova, 27-31 Corbera De Llobregat, Barcelona, 08757, Spain
371 Labiana ¢/ Casanova, 27-31, Corbera [* Thudc vé trung: EU-GMP |NCF/2009/0 Ministry of Health of 8
Pharmaceuticals, |De Llobregat, Barcelona, + Thu8c san xuat vé trung: Thubc déng khd (bao gdm ca thuc chira hormon hodc chat cé hoat tinh hormon); Dung dich thé tich nhé (chira hormon hodc chat 01/CAT 2 |Government of
SLU 08757, Spain c6 hoat tinh hormon). g g Catalonia, Spain
(Céch ghi khéc: ¢/ Casanova, [+ Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich nhé. g' g'
27-31- Corbera De Llobregat, [* Thuéc khéng vé trung: Vién nang cirng; Thudc dung ngoai dang 16ng (bao gdm ca thudc chira hormon hodc chat cé hoat tinh hormon; thudc chira chat gay & -
E-08757 Barcelona, Spain) nghién, hudng than); Thudc dung trong dang 16ng (bao gdm ca thudc chira hormon hodc chét cé hoat tinh hormon; thuéc chira chat gy nghién, hudng than); e ”
A Ay g
ES-026 » Laboratorios Rubio, S.A » C/. Industria, 29 Pol. Ind. Comte de Sert 08755 CASTELLBISBAL (Barcelona), Spain
271 Laboratorios C/. Industria, 29 Pol. Ind. * Thu8c khéng vé trung (bao gdm ca san xuat va bao quan thudc gay nghién/hwdng tdm than): vién nang clng; vién nén, vién nén bao phim, dang bao ché EU-GMP |NCF/1943/0 @ «~ |Ministry of Health of 7
Rubio, S.A Comte de Sert 08755 rén khac (b6t pha hdn dich udng). 02/CAT 3 S  |Government of
CASTELLBISBAL (Barcelona), & | & |catalonia, spain
Spain < < ’
3 3
ES-027 » Kern Pharma, SL » Poligon Industrial Colén Il. Venus, 72, 08228 Terrassa (Barcelona) - Spain
337 Kern Pharma, SL  |Poligon Industrial Colén II. | * Thudc v6 trung: EU-GMP |NCF/1807/0 © ° Ministry of Health of 8
Venus, 72, 08228 Terrassa + Thudc san xudt vd trung: Dung dich thé tich 1&n; thudc d6ng khé (bao gdm san pham chira hormon hodc chira chat cé hoat tinh hormon); Dung dich thé 04/CAT b= S |Government of
(Barcelona) - Spain tich nhé (bao gdm san pham chira hormon hoéc chira chat cé hoat tinh hormon). E :.‘ Catalonia, Spain
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé. S i
* Thu8c khong vé trung: Vién nang clirng; vién nén, vién nén bao phim (bao gébm san pham chira hormon hoéc chira chat cé hoat tinh hormon); thuéc uéng X N
n thi X A%
1180 [Kern Pharma, SL  [Poligon Industrial Colon Il.  [* Thudc vé trung: EU-GMP |NCF/1953/0 Ministry of Health of 14
Venus, 72, 08228 Terrassa + Thudc san xuét vd trung: Dung dich thé tich 1&n; thudc dong kho (bao gdm ca san pham chira hormon hoic chita chat cé hoat tinh hormon); Dung dich 01/CAT Government of
(Barcelona) - Spain thé tich nhé (bao gébm c san phdm chi*a hormon hodc chira chat cé hoat tinh hormon). ) % |catalonia, Spain
(* Cach ghi khéc: Poligono + Thudc tiét trung cudi: Dung dich thé tich 16n; dung dich thé tich nhé. IS <
Industrial Colon Il. Venus, 72, [* Thu8c khéng vé trung: Vién nang cttng; vién nén, vién nén bao phim (bao gém ca san pham chita hormon hoéc chita chat cé hoat tinh hormon); thudc uéng :' g‘
08228 Tarrasa (Barcelona) - |dang 16ng; thudc ban ran, thudc dt. 8' ;';
Spain)
ES-029 » B.Braun Medical, S.A. » Ronda de Los Olivares, parcela 11, Poligono Industrial Los Olivares, Jaen, 23009 Jaen Espana, Spain
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1071 B.Braun Medical, |[Ronda de Los Olivares, * ThuBc vo trung (bao gdm ca thudc chira hormon hodc chat cé chira hormon): EU-GMP |ES/093HVI/1 Agency for Medicines 13
S.A. parcela 11, Poligono +Thudc sdn xuat vd trung: Dung dich thé tich nhd; Thudc dang rén va cdy ghép. 7* and Health Products
Industrial Los Olivares, Jaen, [+ Thudc tiét trung cudi: Dung dich thé tichnhé. < < |(AEMPS), Spain
23009 Jaen Espana, Spain * Thu8c khéng vé trung: IS <
+ Thuc dung ngoai dang léng; <O'f 8'
+Thudc dang bén ran (bao'gdm ca thudc chira hormon hodc chét cé chira hormon). :' :'
* Thudc sinh hoc: ché pham chiét xuat tir ngudi hodc dong vat.
* Thu8c vi lvgng dong can.
ES-030 » LABORATORIO ALDO-UNION SL » Baronessa de Malda, 73, 08950 Esplugues de Llobregat (Barcelona), Spain
414 LABORATORIO Baronessa de Malda, 73, * ThuBc khéng vé trung: Vién nén (bao gdbm ca hormon va chat ¢ hoat tinh hormon); thudc uéng dang ldng; thudc dung ngoai dang 16ng; thudc phun mu EU-GMP |NCF/1930/0 o ~ |Ministry of Health of 8
ALDO-UNION SL  |08950 Esplugues de (bao gdm ca hormon va chét cé hoat tinh hormon); 01/CAT § § Government of
Llobregat (Barcelona), Spain ,_,OH ﬁl Catalonia, Spain
b b
2135 LABORATORIO Baronessa de Malda, 73, * Thu8c khéng vé trung: Vién nén (bao gdbm ca hormon va chéat ¢ hoat tinh hormon); thudc uéng dang ldng; thudc dung ngoai dang 16ng; thudc phun mu EU-GMP |NCF/2250/0 ~ \n  |Ministry of Health of 25
ALDO-UNION SL  |08950 Esplugues de (bao gdm ca hormon va chat c6 hoat tinh hormon); 01/CAT § § Government of
Llobregat (Barcelona), Spain B' g' Catalonia, Spain
g | S
ES-031 » Laboratotios Cinfa S.A » Ctra. Olaz Chipi, 10. Poligono Industrial Areta, 31620 Huarte (Navarre), Spain
2002 |Laboratorios Cinfa |Ctra. Olaz Chipi, 10, Poligono |* Thudc khéng vo trung. EU-GMP |NCF/02/201 Government of Navarre, | 23
S.A Industrial Areta, 31620 +Vién nang ctrng; dung dich dung ngoai; dung dich dung trong; thudc dang ran khac; vién nén. 9 Q 0 [Spain
Huarte (Navarre), Spain + Xuat xudng 16 I3 <
* Dong goi: :' r‘:':
+Ddng gdi so cap: vién nang cirng; dung dich dung ngoai; dung dich udng; thudc dang rén khac; vién nén. < I~
+ Déng goi thir cap. e "
X AGE, A |
ES-032 » TEDEC-MEUNI FARMA, S.A. » Ctra. M-300, Km. 30,500, Alcala de Henares, 28802 Madrid Espana, Spain
449 Meiji Pharma Avda. De Madrid, 94, Alcala  |* Thudc v6 tring: EU-GMP |ES/142HVI/1 Agency for Medicines 9
Spain, S.A. (Tén de Henares, 28802 Madrid + Thu8c san xudt vd trung: dung dich thé tich nhé. 8 a & |and Health Products
cG: TEDEC-MENI Espana, Spain + Thudc tiét trung cudi: dung dich thé tich nhé. 2 < (AEMPS), Spain
FARMA, S.A.) (Dia chi cii: Ctra. M-300, Km. [ * Thu8c khdng vé trung (bao gdm thudc gay nghién/hudng than): Vién nang cing; thudc udng dang ldng; thudc dat; vién nén, vién nén bao phim (bao gdm co'\ g'
30,500, Alcala de Henares, thu8c chira khéng sinh nhém Cephalosporin). N -
28802 Madrid Espana, Spain) - ”
ES-033 » Novartis Farmaceutica, SA » Ronda de Santa Maria, 158, 08210 Barbera Del Valles (Barcelona), Spain
535  |Siegfried Barbera, |Ronda de Santa Maria (hodc |*Thudc khdng vé triing (bao gom ca thudc géy nghién, hudng than): EU-GMP [NCF/2108/0 Ministry of Health of 9
S.L Ronda Santa Maria) , 158, +vién nén, vién nén bao phim; vién nang clng (bao gdm ca chét kim t& bao); vién nang clrng chira bét hit. 01/CAT Government of
(Tén ci: Novartis |08210 Barbera Del Valles + Xudt xudng 16; Catalonia, Spain
Farmaceutica, SA (hodc Barbera Del Vallés), +Dong gai so cap: Vién nén, vién nén bao phim, vién nang citng (bao gdm ca chat kim t& bao); vién nang cing chira bét hit; g g
hosc Novartis Barcelona, Spain +Dong géi thir cép. : 2
Farmacéutica, SA) 3 :
S ™
ES-034 »J.Uriach | CIA, SA » Avinguda Cami Reial, 51-57, Poligon Industrial Riera de Calders, 08184 Palau - Solita | Plegamans (Barcelona), Spain
738 J.Uriach Y Avinguda Cami Reial, 51-57, [* Thudc khéng vé truing: Vién nang clng; Vién nén; vién nén bao phim. EU-GMP |NCF/2020/0 Ministry of Health of 11
Compania SA. 08184 Palau - Solita | 01/CAT Government of
Plegamans (Barcelona), <] < Catalonia, Spain
Spain. < <
Cach viét khac: Avda Cami g g‘
Reial, 51-57, 08184 Palau - : ;;
Solita i Plegamans Barcelona,
Spain
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2003 J.Uriach Y Avinguda Cami Reial, 51-57, |* Thu8c khéng vé trung: Vién nang cing; Vién nén; vién nén bao phim. EU-GMP |NCF/2117/0 Ministry of Health of 23
Compania SA. 08184 Palau - Solita | 01/CAT Government of
(Céch ghi khac: Plegamans (Barcelona), = S |Catalonia, Spain
. . Spain. I I
J.Uriach and Cia., N f}‘
SA) (Cach ghi khac: Avda Cami Y S
o Reial, 51-57, 08184 Palau - 2 E'>
Solita i Plegamans Barcelona,
Spain)
ES-035 » Recipharm Leganés S.L.U » Calle Severo Ochoa 13, Leganés, 28914 Madrid, Spain
483 Recipharm Calle Severo Ochoa 13, * ThuSc khdng vd trung: vién nang clrng; vién nén; vién nén bao (thudc trc ché mién dich). EU-GMP |ES/001HVI/1 Agencia Espanola de 9
Leganés S.L.U Leganés, 28914 Madrid, *'San xuat va bao quan thudc gay nghién; thudc hudng tam than. 8 © o [Medicamentosy
Spain * Bong goi: ) 3 S  |Productos Sanitarios,
+Ddng gdi so cap: vién nang cltng; vién nén; vién nén bao. 3 g Spain
+Déng goi thir cap. Q -
- 2 ~, 0 wn
* Kiém soat chat lwgng: =] o
+ Vi sinh: khong vo trung.
e el L
ES-036 » LDP-Laboratorios Torlan SA » Ctra. De Barcelona, 135-B, 08290 Cerdanyola Del Valles (Barcelona), Spain
497 LDP-Laboratorios [Ctra. De Barcelona, 135-B, * ThuBc v6 tring: EU-GMP |NCF/2024/0| o « |Ministry of Health of 9
Torlan SA 08290 Cerdanyola Del Valles |+ Thudc san xuat vé trung: thuéc dang ran va cdy ghép chita khang sinh betalactam (thuéc bot pha tiém). 01/CAT S S  |Government of
f N N ) .
(Barcelona), Spain @ < Catalonia, Spain
<) o
N o™
1697 [LDP-Laboratorios |Ctra. De Barcelona, 135-B, * ThuBc v6 tring: EU-GMP |NCF/2140/0 | « [|Ministry of Health of 19
Torlan SA 08290 Cerdanyola Del Valles |+ Thudc san xuat vé trung: thuéc dang ran va cdy ghép chita khang sinh betalactam (thuéc bot pha tiém). 01/CAT S S  |Government of
() o
(Barcelona), Spain d ! : :
5 5 Catalonia, Spain
© o
S )
ES-037 » Prasfarma SL » C/ Sant Joan, 11-15 08560 Manlleu (Barcelona), Spain
739 Prasfarma SL C/ Sant Joan, 11-15, 08560  |Thudc chira thudc ddc té& bao, hormon hodc chat cé hoat tinh hormon: EU-GMP |NCF/1739/0 Ministry of Health of 11
Manlleu (Barcelona), Spain  |* Thudc vé trung: 01/CAT Goverment of Catalonia,
+ Thudc san xuat vé trung: Thudc déng khd; dung dich thé tich nhé. Spain
+ Thudc tiét trung cudi: Dung dich thé tich nhé.
+ Xudt xudng 16. ~ o
* ThuBc khéng vé trung: by S
+ Vién nang ctrng; Vién nén (Vién nén, vién nén bao phim). 2 g
+ Xudt xudng 16. : g
* Péng goi so cap: Vién nén. — -
* Poéng goi thir cap.
* Kiém tra chat lugng:
+ Hoéa hoc/Vat ly.
+ Vi sinh: VO trung.
ES-038 » Altan Pharmaceuticals, S.A. » Poligono Industrial de Bernedo, s/n, Bernedo, 01118 Alava - Spain
619  |Altan Poligono Industrial de * Thudc v6 tring: EU-GMP |ES/037HVI/1| o — |Agency for Medicines 10
Pharmaceuticals, |Bernedo, s/n, Bernedo, + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé. 9% § § and Medical Devices
S.A. 01118 Alava - Spain 8‘ g (AEMPS), Spain
h o
Ll Ll
1610 [Altan Poligono Industrial de * Thudc v6 tring: EU-GMP |ES/037HVI/1| ~ |Agency for Medicines 18
Pharmaceuticals, |Bernedo, s/n, Bernedo, + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé. g¥* S S |and Medical Devices
S.A. 01118 Alava - Spain + Xudt xudng 16. ,:': E (AEMPS), Spain
* Pong goi thir cap. 3 E
* Kiém tra chat lugng: Vi sinh: Vo trung; Héa hoc/Vat Iy. e -
ES-039 » Instituto Grifols, SA » Poligon Industrial Llevant, Can Guasch, 2 08150 Parets Del Valles (Barcelona), Spain
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740 Instituto Grifols,  |Poligon Industrial Llevant, * Thudc vo tring EU-GMP |NCF/2019/0 Ministry of Health of 11

SA Can Guasch, 2 08150 Parets + Thu8c san xudt vd trung: Dung dich thé tich nhd; Thuéc ddng khé. 01/CAT Government of
Del Valles (Barcelona), Spain | + Thudc tiét trung cudi: Dung dich thé tich nhé. Catalonia, Spain
+ Xudt xudng 16. . -
* Thudc sinh hoc: g g
+ Ché& pham mau. E :
+ Xudt xudng 16 ch@ pham mau. 3 :‘
* Pong goi thircap. S ™
* Kiém tracchat lvong:
+Visinh: V6 trung.
+Hoa hoc/Vat ly.
1698 [Instituto Grifols,  |Poligon Industrial Llevant, * Thudc v6 tring EU-GMP |NCF/2133/0 Ministry of Health of 19
SA Can Guasch, 2 08150 Parets + Thu8c san xut vd trung: Dung dich thé tich nhd; Thuéc déng khé. 01/CAT Government of
Del Valles (Barcelona), Spain | + Thudc tiét trung cudi: Dung dich thé tich nhé. Catalonia, Spain
+ Xudt xudng 16. - <«
* Thuéc sinh hoc: § §
+ Ché& phdm mau. & &
+ Xuat xwdng 16 ché phdm mau. 3 S
* Pong goi thir cap. ~ o
* Kiém tra chat lugng:
+ Visinh: V6 trung.
+ Hoa hoc/Vat ly.
ES-040 » GP Pharm, SA » Pol. Ind. Els Vinyets - Els Fogars, 2, Ctra. C-244, Km. 22; 08777 Sant Quinti de Mediona (Barcelona), Spain
741 GP Pharm, SA Pol. Ind. Els Vinyets - Els * ThuBc vé trung: EU-GMP |NCF/1823/0 o - Agency for Medicines 11
Fogars, 2, Ctra. C-244, Km. + Thu8c san xudt vd trung: Dung dich thé tich nhé (bao gdm ca thudc chira chat doc té bao/chat kim té bao; hormon hodc chat ¢ hoat tinh hormon); 01/CAT 2 o |and Health Products
22; 08777 Sant Quinti de thudc déng khd pha dung dich tiém (bao gém ca thudc chira chat doc t& bao/chat kim t& bao; hor.mon hogc chéat ¢6 hoat tinh hormon); thu8c tiém khéng cé uN'w ; (AEMPS), Spain
Mediona (Barcelona), Spain  |dugc chat (dung méi hoan nguyén va liposomas) dugc déng trong lo, 8ng tiém, bom tiém déng san. Q Q
+ Thudc tiét trung cudi: Dung dich thé tich nhé (bao gdm ca thudc chira chat doc té bao/chat kim té bao; hormon hodc chat cé hoat tinh hormon); thuéc = 8
+iArn LhAna rA divoe chit (duna mAi hadn nainsAn o i V\divoe dAna tvana la Anc +ide hom iAo dAng eSn
1373 |GP Pharm, SA Pol. Ind. Els Vinyets - Els * Thudc vé trung: EU-GMP |NCF/2105/0 Agency for Medicines 16
Fogars, 2, Ctra. C-244, Km. + Thu8c san xudt vé trung: Dung dich thé tich nhd (bao gdm ca thudc chira chat doc t& bao/chat kim té bao; hormon hodc chat cé hoat tinh hormon); 01/CAT and Health Products
22; 08777 Sant Quinti de thu8c déng khé pha dung dich tiém (bao gém ca thudc chira chat doc té bao/chat kim té bao; hor~mon hodc chéat ¢6 hoat tinh hormon); thu8c tiém khéng cé (AEMPS), Spain
Mediona (Barcelona), Spain  |dugc chat (dung méi hoan nguyén va liposomas) duoc dong trong lo, 8ng tiém, bom tiém déng san. - .
(Céch ghi khéc: Poligono + Thudc tiét trung cudi: Dung dich thé tich nhé (bao gdm ca thudc chira chat doc té bao/chat kim té bao; hormon hodc chat cé hoat tinh hormon); thudc =] o
Industrial Els Vinyets-Els tiém khong cé duwoc chat (dung mdi hoan nguyén va liposomas) duoc déng trong lo, 8ng tiém, bom tiém déng san. z E
Fogars, Sector 2. Carretera S’.r ;"
comarcal C-244, Km 22, ~N o
08777-Sant Quinti de
Mediona (Barcelona), Spain).
ES-043 » Laboratorios Francisco Durban, S.A. » Poligono Industrial La Redonda, C/IX, no 2, El Ejido, 04710 (Almeria), Spain
742 Laboratorios Poligono Industrial La * Thu8c khéng vé trung: Vién nang cirng; vién nén; bot pha hén dich uéng. EU-GMP |ES/087HV/1 0 o Agency for Medicines 11
Francisco Durban, |Redonda, C/IX, no 2, El * Xuat xwdng thude khéng vé trung. 8 § § and Health Products
S.A. Ejido, 04710 Almeria, Spain  [* D6ng goi so cdp: Cac dang bao ché khéng vé trung trén. !s' ‘C_"> (AEMPS), Spain
* Pong goi thir cap. g A
* Kiém tra chat lvong. - ©
1249 Laboratorios Poligono Industrial La * Thu8c khéng vé trung: Vién nang cirng; vién nén; bot pha hén dich uéng. EU-GMP |ES/005HV/2 - P Agency for Medicines 15
Francisco Durban, |Redonda, C/IX, no 2, El * Xuét xudng thudc khong vo tring. i 1 § § and Health Products
S.A. Ejido, 04710 Almeria, Spain  |* Déng gdi so cdp: Vién nang cirng; vién nén; bot pha hon dich udng. = o |(AEMPS), Spain
* Pong goi thir cap. 3 S'r
* Kiém tra chat lugng: Vi sinh (khéng vo tring); Hoéa hoc/Vat ly - N
ES-044 » Farmasierra Manufacturing, S.L. » Ctra. Irun, Km. 26,200, San Sebastian de los Reyes, 28709, Madrid Espana, Spain
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743 Farmasierra Ctra. Irun, Km. 26,200, San * Thudc khdng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; dang bao ché rén khéc; thudc dang ban rén; vién nén. EU-GMP |ES/029HVI/2| o o |Agency for Medicines 11
Manufacturing, Sebastian de los Reyes, * Déng géi so cép, thir cap. 0 § § and Health Products
S.L 28709, Madrid Espana, Spain [* Xudt xudng. Ry & |(AEMPS), Spain
o o — 4
o I~
— ™
ES-045 » Berlimed S.A » C/Francisco Alonso n0 7, Poligono Industrial Santa Rosa, Alcald de Henares, 28806 Madrid Espaiia, Spain
1072 |Berlimed S.A C/Francisco Alonso no 7, * Thudc vé tring: EU-GMP |ES/078HVI/1 Agency for Medicines 13
Poligono Industrial Santa + Thu8c tiéttrung cudi: dung dich thé tich Ién; dung dich thé tich nhé. 9 and Health Products
Rosa, Alcald de Henares, * Thudc khéng vé trung: vién nang mém; thudc dung ngoai dang 1dng (bao gdm thudc chita hormon va chat ¢ hoat tinh hormon); thuc udng dang 14ng. o o |(AEMPS), Spain
28806 Madrid Espafia (Spain) |(Bao'gdm thudc chita dugc chat gay nghién, hudng than) g a
Céch ghi khéc: * Xuat xudng thudc vé trung va thudc khéng vé trung g m
Francisco Alonso, 7 Poligono | * Déng géi so cdp va thi cap g :
Industrial Santa Rosa; 28806 |[* Kiém tra chat lwgng: Vi sinh thudc vo trung va thudc khong vé triing, héa hoc/vat ly — o
Alcala de Henares, Madrid,
Spain
ES-046 » Industria Quimica YFarmacéutica, VIR S.A » C/Laguna 66-68-70, Pol. Industrial Urtinsa I, Alcorcén, 28923 Madrid Espana, Spain
942 Industria Quimica “|CG/Laguna 66-68-70, Pol. * Thudc khong vé triing: vién nang clrng; thudc udng dang 16ng; thudc bot; dang bao ché béan rén (thudc md, gel); vién nén, vién nén bao phim. EU-GMP |ES/131HVI/2| o < |Agency for Medicines 12
e ’ ) I N
Y Farmacéutica, Industrial Urtinsa Il 0 3 S |and Health Products
VIR S.A Alcorcén, 28923 Madrid S ®  |(AEMPS), Spain
Espana, Spain. E ,OL
S S
1699 [Industria Quimica |C/Laguna 66-68-70, Pol. * Thudc khéng vo trung: EU-GMP |ES/145HVI/2 5 < Agency for Medicines 19
Y Farmacéutica, Industrial Urtinsa Il, + Vién nang clng; thuéc udng dang 1dng; thudc bot; dang bao ché béan ran (thudc md, gel); vién nén, vién nén bao phim. 1 N A |and Health Products
5 ] 5t xwdng 18 ] ~ .
VIR S.A Alcorcdn, 28.923 Madrid +lXuat ?(lu‘dngNIQ B ] o i o ) o o o . Y Ry (AEMPS), Spain
Espana, Spain. * Pong gdi so cap: Vién nang cing; thudc udng dang l1dng; thudc bot; dang bao ché béan ran (thuéc ma, gel); vién nén, vién nén bao phim. in Q
* Pong goi thir cap. 8 3
* Kileo tra chat Lyong: \icinh: KhAng ud teling: LAS hac A3 1
ES-049 » LABORATORIOS CINFA, S.A. » Travesia de Roncesvalles, 1 de Olloki 31699 (Navarre), Spain
1181 [LABORATORIOS Travesia de Roncesvalles, 1 [* ThuSc khéng vé trung: Vién nang cing; Vién nén, vién nén bao phim. EU-GMP |NCF/03/201 Health Department of 14
CINFA, S.A. de Olloki 31699 (Navarre) * Xuat xwdng: miéng dén qua da, thudc dan, thudc ban rén va vién nang mém. 9 g g the Navarre
Spain * éng goi: o % |Government, Spain
+ Dbng gdi so cap: vién nang clng; vién nén, vién nén bao phim. i i,
+Ddng goi thir cap. 3 -
* Ki&eo teo chAt Lecng: \fi cinb (KhAng VA teling): UAa boc /AL
ES-050 » Laboratorios Alcala Farma, S.L. » Avenida de Madrid, 82, Alcald de Henares, 28802 Madrid, Espaiia
1798 [Laboratorios Avenida de Madrid, 82, * ThuBc vo trung: EU-GMP |ES/047HVI/2 Agency for Medicines 20
Alcald Farma, S.L.  |Alcalé de Henares, 28802 - Thudc san xudt vé trung: Thudc déng khd; Dung dich thé tich nhé. 1 and Health Products
Madrid, Spain - Thudc tiét trung cudi: dung dich thé tich nhé. (AEMPS), Spain
* Xuat xudng thudc vé trung; thudc khdng vé trung. 4 <
* Thudc khdng vé trling: vién nang clrng; thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc ban ran; vién nén; vién nén bao dwong, cém, bot. S S
* Thudc duoc liéu. a iy
* PDéng goi: g S:
- Déng gdi so cap: vién nang clrng; vién nang mém; thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc ban ran; vién nén; vién nén bao dwong, com, N o
bot.
- Déng goi thir cap.
* Kiém tra chat lugng: Vi sinh (v trung; khéng vo trung); Héa hoc/Vat ly.
ES-051 » Ferrer Internacional, SA » ¢/. Joan Buscalla, 1-9, 08173 Sant Cugat Del Vallés (Barcelona), Spain
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1250 [Ferrer ¢/. Joan Buscalla, 1-9, 08173  [* ThuGc vé trung: EU-GMP |NCF/2011/0 Ministry of Health of 15
Internacional, SA  [Sant Cugat Del Valles + Thu8c san xudt vd trung: Dung dich thé tich nhd; Thuéc dng khé. 01/CAT Government of
(Barcelona), Spain + Thudc tiét trung cudi: Dung dich thé tich nhé. Catalonia, Spain
+ Xudt xudng 16. o -
* Thu8c khéng vé trung: g =]
+Vién nang cing; Vién nén, vién nén bao phim; Thudc ung dang Idng; Thudc dung ngoai dang 1dng; Thudc dang ban ran (kem, gel, m&); Thudc dit. 2 m
+ Xuat xwéng 16. 2 :
* Pong goi so cAp: Vién nang cirng; Vién nén, vién nén bao phim; Thudc udng dang 10ng; Thudc dung ngoai dang 16ng; Thudc dang ban rén (kem, gel, m&); o ™
Thudc dit:
* Donggoi thir cap.
* Kiém tra chat lugng: Vi sinh: vo tring; Vi sinh: Khong vé trung; Héa hoc/Vat ly.
ES-052 » SERRA PAMIES, SA » Ctra. de Castellvell, 24, 43206 Reus (Tarragona), Spain
1251  [SERRA PAMIES, SA |Ctra. de Castellvell, 24, * Thugc v6 trung: EU-GMP |NCF/1956/0 Ministry of Heath of 15
43206 Reus (Tarragona), + Thuc tiét trung cudi: Dung dich thé tich nhé. 01/CAT o _, |Government of
Spain + Xuét xudng 16. b=y S |catalonia, Spain
* Thudc khong vé trung: 2 ‘:
+ Vién nang cirng; Vién nén; Thudc udng dang ldng; Thudc dung ngoai dang long. o -
+ Xudt xudng 16. N X
* Péng goi so cap: Thudc khdng vé trung: Vién nang cirng; Vién nén, vién nén bao phim; Thudc udng dang 16ng; Thudc dung ngoai dang léng.
il ok ldale NIV AR W P I MR V-3 LW D N 71 -3 A S
ES-053 » Laboratorium Sanitatis, S.L. » C/ Leonardo da Vinci, 11 (Parque Tecnolégico de Alava), Mifiano, 01510 Alava, Spain
1252 Laboratorium C/ Leonardo da Vinci, 11 * Thudc khdng vé trung: Thudc dung ngoai dang 16ng; thuéc udng dang 1dng; thudc dang bén rén; vién nén, vién nén bao phim. EU-GMP |ES/046HVI/2| o o |Agency for Medicines 15
Sanitatis, S.L. (Parque Tecnoldgico de * Xuat xwdng thudc khdng vé trung. 0 S S |and Health Products
Alava), Mifiano, 01510 Alava, |* Ddng géi so cap: Thubc dung ngoai dang l6ng; thudc udng dang 1dng; thudc dang ban ran; vién nén, vién nén bao. 2 2 (AEMPS), Spain
Spain * Pong goi thir cap. g E
* Kiém tra chat lugng: Vi sinh (khéng vé trung); Héa hoc/Vat ly. ™ ™
ES-054 » Wyeth Farma, S.A » Autovia del Norte A1, Km 23, desvio Algete, Km. 1, San Sebastian de los Reyes, 28700 Madrid, Spain
1611 [Wyeth Farma, S.A [Autovia del Norte A1, Km 23, |* ThuBc v6 tring: EU-GMP |ES/012HVI/1 o - Agencia Espanola de 18
desvio Algete, Km. 1, San + Thudc san xudt v trung: thudc bt dong kha. 9 g S [Medicamentos y
ia A 3 () o . .
Sebastian del los Reyes, . +Xliat )fu‘dng. i o o a 2 |Productos Sanitarios,
28700 Madrid, Espana/Spain |* Thudc sinh hoc: san phdm céng nghé sinh hoc. =] tn Spain
* Déng gbi thir cdp. 3 3
* Kisdm tra chat Lygng
ES-055 » Famar Health Care Services Madrid, S.A.U » Avda. Leganes, 62, Alcorcon 28923 (Madrid), Espana
1473 Famar Health Care |Avda. Leganés, 62, Alcorcén, |* ThuBc vé trung: EU-GMP |ES/083HVI/2 Agency for Medicines 17
Services Madrid, ~|28923 Madrid + Thu8c san xudt vé trung: thudc déng khd; dung dich thé tich nho. 1 and Health Products
S.AU (Cach Yiét khac: Avd'a4 + Trluﬁc tjét trihmg‘cué'i: _ciung dich Fhé tich nhf’). . o - . o N _ o o by 5 (AEMPS), Spain
Leganés, 62, Alcorcon, * Thu6c khong v trung: vién nang clrng (bao gom ca chira chat gay nghién); dung dich thudc dung ngoai; dung dich thudc udng; thudc bét; vién nén (bao 8, 8.
Madrid, 28923), Spain gdm ca chira chat gdy nghién, hormon va chat cé hoat tinh hormon); vién bao. F Q
* Thu8c sinh hoc: Thudc ¢ chiét xuat tir ngudi hodc dong vat (chi bao gdm giai doan déng &ng cho thudc chira enoxaparine, danaparoid sodium, protamine). m' i\
* Xudt xwdng thudc vé trung, khdng vé trung va sinh hoc
* Kiém tra chat lugng: vi sinh vo tring va khong vé trung, héa hoc/ vat ly; sinh hoc
ES-056 » Towa Pharmaceutical Europe, SL » C/ de Sant Marti, 75 -97 08107 Martorelles, Spain
1474 |Towa C/ de Sant Marti, 75 -97 * Thudc khdng vé triing: Vién nang cng; vién nén; thudc bot; thudc udng dang 16ng (dung dich udng, hén dich udng); thudc dung ngoai dang 16ng; thudc ban | EU-GMP |NCF/2018/0 o ~ |Ministry of Health of 17
Pharmaceutical 08107 Martorelles, Spain ran (kem, gel, m&). 01/CAT § § Government of
Europe, SL 8 E." Catalonia, Spain
©0 )
Ll -
FI-001 » Orion Corporation / Orion Oyj / Orion pharma » Orionintie 1, 02200 Espoo, Finland
136  |Orion Corporation [Orionintie 1, 02200 Espoo,  |* Thudc vé tring: EU-GMP (2258/06.08. | o [Finnish Medicines 6
/ Orion Oyj / Orion [Finland + Thu8c san xuat v trung: Thuc bot déng khé pha tiém, tiém truyén; dung dich dam déc thé tich nhd dé pha tiém, tiém truyén; dung dich dung trong 00.04/2018 = S |Agency (FIMEA)
pharma bang quang; dung dich dung trong niém mac miéng. : :.;
+ Thudc tiét trung cudi: Dung dich dam déc thé tich nhé dé pha tiém, tiém truyén. =] =}
* Thudc khéng vé trung: Thudc udng nhd giot dang 16ng; vién nén (bao gdm ca thuc chira sulphonamide); thudc bét hit. I~ =
* DAna adicon r8n: Ban 0Am o3 Uidn nana cailbne UiAn nana mAm
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272 Orion Oyj / Orion |Orionintie 1, 02200 Espoo,  [* Thudc v tring hoat tinh cao: EU-GMP |5643/06.08. N « |Finnish Medicines 7

Corporation / Finland + Thu8c san xudt v trung: Dung dich dam déc thé tich nhé dé pha tiém, tiém truyén; dung dich dung trong niém mac miéng. 00.04/2019 § § Agency (FIMEA)
Orion Pharma + Thudc tiét trung cudi: Dung dich dam déc thé tich nhé dé pha tiém, tiém truyén. & A
* Thu8c khéng vé trung: Vién nang cirng hoat tinh cao; thuSc udng nhé giot dang Idng; vién nén hoat tinh cao; thudc bét hit hoat tinh cao. 2 3
* Pong goi so cap: Cac dang thudc trén, khdng bao gdm vién nang cirng, vién nén. © -
273 Orion Oyj / Orion |Orionintie 1, 02200 Espoo,  [* ThuGc vé tring: EU-GMP |3953/06.08. o - Finnish Medicines 7
Corporation / Finland + Thu8c san xuat v triing: Thuc bot déng khé pha tiém, tiém truyén; dung dich dam déc thé tich nhd dé pha tiém, tiém truyén; dung dich dung trong bang 02.00/2017 b= o |Agency (FIMEA)
Orion Pharma quang; dung djch dung trong niém mac miéng. 3 g
+ Thudc tiét trung cudi: Dung dich ddm déc thé tich nhé dé pha tiém, tiém truyén. il =}
* Thudc khong v trung: ThuSc udng nhé giot dang 16ng; vién nén (bao gdm ca thuc chira sulphonamide); thudc bét hit. S 3
* DAna adico cAn: CAr dana thi&e +rAn han aAm A UiAn nana cvna UiAn nana mAm
521 Orion Oyj / Orion |Orionintie 1, Espoo, 02200, {*Thudc vé trung: EU-GMP |003953/06.0 o — |Finnish Medicines 9
Corporation / Finland + Thu8c san xudt v trung: Dung dich dam dac thé tich nhd dé pha tiém, tiém truyén; dung dich dung trong niém mac miéng. 8.02.00/201 é‘ § Agency (FIMEA)
Orion Pharma + Thudc tiét trung cudi: Dung dich ddm déc thé tich nhd dé pha tiém, tiém truyén. 7 & N
* Thudc khong vé trung: Vién nang cirng; thudc udng nhé giot dang 16ng; vién nén, vién nén bao phim; thuéc bét hit. : 2
* Dong goi so cdp: Cac dang bao ché trén, trir vién nang clng, vién nén, vién nén bao phim. - -
1612 Orion Oyj / Orion |Orionintie:1, 02200 Espoo, * ThuBc vo trung hoat tinh cao: EU-GMP [FIMEA/2020 Finnish Medicines 18
Corporation / Finland + Thu8c san xudt v trung: Dung dich dam d&c thé tich nhd dé pha tiém, tiém truyén; dung dich dung trong niém mac miéng. /001590 Agency (FIMEA)
Orion Pharma + Thudc tiét trung cudi: Dung dich dam déc thé tich nhé dé pha tiém, tiém truyén. ° o
* Xuat xudng thudc vé trung. I =3
* Thudc khong vé trung: Vién nang cirng hoat tinh cao; thudc udng nhé giot dang Idng; vién nén hoat tinh cao; vién nén bao phim; thudc bét hit hoat tinh cao. g ;-:
* Xuat xudng thudc khéng vé trung. S ’?
* Péng goi so cap: Thubc udng nhé giot dang 16ng; thudc bot hit hoat tinh cao. — —
* Pong goi thir cap.
* Kiém tra chat lugng: Vi sinh (vo trung, khéng vo trung); Héa hoc/Vat ly; Sinh hoc.
FI-002 » Orion Oyj / Orion Corporation / Orion Pharma » Tengstréminkatu 8, Turku, FI-20360, Finland
274 Orion Oyj / Orion |Tengstréminkatu 8, Turku, FI- [* Thu8c khéng vé trung hoat tinh cao: Vién nang cing (chira chét déc té€ bao); thudc dung ngoai dang 16ng (chira hormon); thudc gel, thuéc m& (chira EU-GMP [5650/06.08. N ~ |Finnish Medicines 7
Corporation / 20360, Finland hormon); vién nén (chira chat déc té bao va sulphonamide). 00.04/2019 § § Agency (FIMEA)
Orion Pharma (* Cach ghi khéc: * Péng goi so cap: Khong bao gdbm vién nang cirng. & &
Tengstrominkatu 8, Turku, 2 :
20360, Finland) o Rl
2136 Orion Oyj / Orion |Tengstréminkatu 8, Turku, FI- [* ThuGc khong vé triing hoat tinh cao: Vién nang cirng (chira chat ddc té bao); thu6c diing ngoai dang long (chira hormon); thudc gel, thu6c m& (chira EU-GMP [FIMEA/2022 ~ » |Finnish Medicines 25
Corporation / 20360, Finland hormon); vién nén (chira chat doc té bao va sulphonamide). /000364 § § Agency (FIMEA)
Orion Pharma (* Céch ghi khéc: * Pong goi so cap: Khéng bao gébm vién nang cirng. < h
Tengstrominkatu 8, Turku, g g
20360, Finland) © —
FI-003 » Orion Oyj / Orion Corporation / Orion Pharma » Joensuunkatu 7, Salo, FI-24100, Finland
275  |Orion Oyj / Orion |Joensuunkatu 7, Salo, FI- * Xudt xudng thude vé trung; EU-GMP [5647/06.08. | o ~ |Finnish Medicines 7
Corporation / 24100, Finland * Xuat xwdng thude khéng vé trung; 00.04/2019 § § Agency (FIMEA)
Orion Pharma * Pong goi so cap thudc hoat tinh cao: Vién nang cing; vién nang mém; vién nén (bao gém ca thudc chira Sulphonamide). ey ~
* Pong goi thir cap. 2 E:
S] ™
1700  |Orion Oyj/ Orion [loensuunkatu 7, Salo, FI- * Xuat xudng thuc vé tring; EU-GMP [FIMEA/2020| <« |Finnish Medicines 19
Corporation / 24100, Finland * Xuat xwdng thude khéng vé trung; /007862 § § Agency (FIMEA)
Orion Pharma * Pong goi so cap: Vién nang cirng (hoat tinh cao); vién nang mém (hoat tinh cao); vién nén, vién nén bao phim (bao gdm ca thudc chira Sulphonamide, bao 1A &
gdm ca thudc hoat tinh cao, trir thudc ddc té bao/kim té bao, trir thudc chira hormon sinh duc). 2 ‘C_-"
* Pong goi thir cap. - -
FI-004 » Bayer Oy » Pansiontie 47, 20210 Turku, Finland
943 Bayer Oy Pansiontie 47, Turku, FI- * Thudc vo tring: EU-GMP |004108/06.0| o «~ |Finnish Medicines 12
20210, Finland +Thudc tiét trung cudi: Thudc cay ghép va dang rén (bao gdm thudc chira chat cé hoat tinh hormon); thudc giai phéng hoat chat tai ti cung (bao gdm thudc 8.02.00/201 § § Agency (FIMEA)
(Céch viét khac: Pansiontie  |ch(ra chat c6 hoat tinh hormon). 7 4 >
47, 20210 Turky, Finland) < 2
~ S
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2004 |Bayer Oy Pansiontie 47, Turku, FI- * Thudc vé trung: EU-GMP [FIMEA/2021 5 < Finnish Medicines 23
20210, Finland + Thudc tiét trung cudi: Thudc cdy ghép va dang rén (bao gdm thudc chira chét cé hoat tinh hormon); thudc gidi phong hoat chat tai t&r cung (bao gom /003144 o S |Agency (FIMEA)
(Céch ghi khéc: Pansiontie thu8c chira chéat c6 hoat tinh hormon). N o
47, 20210 Turku, Finland) * Xudt xudng thudc vé trung. 'O\, 8
* Pong goi thir cap. S 3
* Wil tro ch At Lvong \licinbh (VA +ring KhAng uA teiing) HAS b FAVEYH VIR ST S 2
FI-005 » Orion Oyj / Orion Corporation / Orion Pharma » Volttikatu 8, Kuopio, 70700, Finland
1182  [Orion Oyj/ Orion [Volttikatu 8, Kuopio, 70700, |* ThuSc khéng vé trung (san phdm c6 hoat tinh cao): thudc dung ngoai dang l6ng (dung dich dung ngoai, nhd mii, xit mii, rira mii, nhé tai, rira tai, thuéc x8); | EU-GMP [002273/06.0 o ~ Finnish Medicines 14
Corporation / Finland thudc udng dang Idng (bao gdm ca thudc nhé giot, thudc udng dang Idng chira sulfonamides). 8.02.00/201| & o |Agency (FIMEA)
Orion Pharma * Xudtxuong. 6 3 5
* Dong goi: - Q
+Ddng gdi so cap: thudc udng dang 1ong; thudc dang ban rén S -
L DAnc ~AL +hiv cAn
2137 Orion Oyj / Orion |Volttikatu 8, Kuopio; 70700, [* ThuGc khong v tring (san pham c6 hoat tinh cao): thuSc duing ngoai dang 16ng (dung dich dung ngoai, nhé miii, xit mii, rira miii, nhé tai, rira tai, thudc x8); | EU-GMP |FIMEA/2021 Finnish Medicines 25
Corporation / Finland thudc udng dang I6ng (thudc nhé giot, thudc udng dang Idng chira sulfonamides). /006492 g § Agency (FIMEA)
Orion Pharma * Xuat xwdng thudc khéng vé trung. : ‘:‘
* Dong goi: < °
+ Déng gbi so cap: thudc udng dang ldng; thudc dung ngoai dang Iéng. N A
e DARg glithy c3n
FI-006 » Santen Oy » Niittyhaankatu 20, Tampere, 33720, Finland
1613 [Santen Oy Niittyhaankatu 20, 33720 * Xudt xudng thuc vé trung. EU-GMP |FIMEA/2019 | 4, o |Finnish Medicines 18
Tampere, Finland * Xuat xudng thudc sinh hoc: Sdn pham téch chiét tir nguwdi hodc dong vat. /000238 § § Agency (FIMEA)
28
pa b
FI-007 » Santen Oy » Kelloportinkatu 1, Tampere, 33100, Finland
1614 |[Santen Oy Kelloportinkatu 1, Tampere, [* Xuat xwéng thudc vé trung. EU-GMP |FIMEA/2019| o o |Finnish Medicines 18
33100, Finland * Xuat xudng thudc sinh hoc: Sdn pham téch chiét tir nguwdi hodc dong vat. /000663/Sit § § Agency (FIMEA)
e2 S' C‘—';
kS <
FR-001 » Lilly France » Zone Industrielle, 2 rue du colonel Lilly, Fegersheim, 67640, France
22 Lilly France Zone Industrielle, 2 rue du * Thu8c san xudt vé trung (bao gém thudc hormon khéng bao gdm hormone sinh duc cé tac dung tranh thai): EU-GMP [2018/HPF/F CQQL Dugc Phap 2
colonel Lilly, Fegersheim, + Thudc déng kho, R/097 (ANSM)
67640, France + Dung dich thé tich nhé. ] b
+ Chirng nhan xuat xudng I IS
* Thudc sinh hoc: g' “:'1
+5an pham céng nghé sinh hoc g' ;';
+ Chirng nhan xuat xudng
* Pong goi thir cap
1374 Lilly France Zone Industrielle, 2 rue du * Thu8c san xudt vé trung (bao gém thudc hormon khéng bao gdm hormone sinh duc cé tac dung tranh thai): EU-GMP |2021/HPF/F National Agency for 16
colonel Lilly, Fegersheim, + Thuéc déng kho, R/058 theo Safety of Medicine
67640, France + Dung dich thé tich nho. < 3 |and health Product,
+ Xuat xudng 16. 8. 8. France
* Thudc sinh hoc: g b=y
+53n pham cong nghé sinh hoc a' i\
+ Xuat xudng 18.
* Pong goi thir cap
FR-002 » Pharmaster » Zone industrielle de Kraft, Ernstein, 67150, France
31 Pharmaster Zone industrielle de Kraft, * Thudc SX vo trung: dung dich thé tich Ién; Thudc ban ran; dung dich thé tich nho; EU-GMP [HPF/FR/141 ~ o |French National Agency 3
Ernstein, 67150 France * Thu8c khéng vé trung: dung dich dung ngoai, dung dich thuéc uéng /2017 § § for Medicines and
) @ [Health Products Safety
9 ;‘; (ANSM)
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509 Pharmaster Zone industrielle de Krafft,  |* ThuBc vé trung: EU-GMP |2020/HPF/F o « |French National Agency 9

Ernstein, 67150 France +Thudc sdn xuat vd trung: dung dich thé tich I&n; thudc ban rin; dung dich thé tich nhé; R/046 § § for Medicines and
* Thu8c khdng vé trung: dung dich dung ngoai, dung dich thuéc udng. 8‘ ﬁl Health Products Safety
N < [(ANSM)
o 1%
FR-003 » Laboratoires Bouchara Recordati » 70, Avenue du General de Gaulle, Puteaux, 92800, France
32 Laboratoires 70, Avenue du General de Co s& xuat xudng:xuat xudng |16 thudc khdng vé trung. EU-GMP |2018/HPF/F © o |French National Agency 3
Bouchara Gaulle, Puteaux, 92800 R/155 § § for Medicines and
Recordati France (hodc 92800, g g' Health Products Safety
Puteaux, France) & & |(ANsMm)
o~ o
FR-004 » Laboratoires Merck Sharp & Dohme Chibret » Route de Marsat, Riom, Clermont Ferrand Cedex 9, 63963, France
42 Laboratories Route de Marsat,Riom, Ddng goi thir cdp va xudt xudng thudc san xudt: EU-GMP [2018/HPF/F French National Agency 4
Merck Sharp & CLERMONT-FERRAND CEDEX |* Thu8c vé trung: R/021 for Medicines and
Dohme-Chibret 9, 63963, France + Th}16c san xuat vo FrimgN: Thuéc déng kho; Dung dich thé tich nhé. ] S |Health Products Safety
* Thudc sinh hoc: Thudc mién dich; thudc cong nghé sinh hoc. 8. g- (ANSM)
Xudt xwdng thudc nhap khau: = S
* ThuBc vé trung: DI g'
+ Thudc san xuat vé trung.
+ Thudc tiét trung cudi.

744 Laboratoires Route de Marsat, Riom, * ThuBc v6 tring: EU-GMP |2019/HPF/F French National Agency 11
Merck Sharp & Clermont Ferrand Cedex 9, |- Thu@c san xuat vo trung: R/278 for Medicines and
Dohme Chibret 63963, France + Thudc déng kho chira khang sinh nhém B-Lactam. Health Products Safety

(* Céc cach ghi khac: + San pham: Bt pha dung dich tiém truyén Invanz (Ertapenem; 1g); Bt pha dung dich tiém truyén Cancidas (Each vial contains 70mg of caspofungin (as (ANSM)
- Route de Marsat, Riom, F-  |acetate)); Bot pha dung dich tiém truyén Cancidas (Each vial contains 50mg of caspofungin (as acetate)).
63963 Clermont-Ferrand + Dung dich thé tich nho. S N
Cedex 9, France; * Thudc sinh hoc: Thudc mi&n dich; thudc cong nghé sinh hoc. 8. 8.
- Route de Marsat, Riom, * Xudt xwdng thudc vo trung; thudc khéng vé trung va thudc sinh hoc. S a3
63963 Clermont-Ferrand * Poéng goi thir cap. 3' 'j_i’
Cedex 9, France) * Kiém tra chét lugng.

* Xudt xwdng thudc nhap khau:

- Thudc vé trung:

+ Thudc san xut vo trung.

+ Thudc tiét trung cudi.

1375 FAREVA Mirabel Route de Marsat, Riom, * Thu8c vo trung: EU-GMP |2021/HPF/F French National Agency 16
(Tén cii: Clermont Ferrand Cedex 9, - Thu8c san xudt vé trung: R/010 for Medicines and
Laboratoires 63963, France + Thuéc déng kho chira khang sinh nhém B-Lactam. Health Products Safety
Merck Sharp & (* Cac cach ghi khac: +San phdm: Bot pha dung dich tiém truyén Invanz (Ertapenem; 1g); Bt pha dung dich tiém truyén Cancidas (Each vial contains 70mg of caspofungin (as (ANSM)

Dohme Chibret) - Route de Marsat, Riom, F- |acetate)); Bot pha) dung dich tiém truyén Cancidas (Each vial contains 50mg of caspofungin (as acetate)).
63963 Clermont-Ferrand + Dung dich thé tich nho. ba] Q
Cedex 9, France; * Thudc sinh hoc: Thudc mién dich; thudc cong nghé sinh hoc. 8' 8.
- Route de Marsat, Riom, * Xudt xwdng thudc vé trung; thudc khéng vé trung va thudc sinh hoc. s 3
63963 Clermont-Ferrand * Pong goi thir cap. g' ;;';
Cedex 9, France) * Kiém tra chat lugng.
* Xuat xwdng thudc nhap khau:
- Thudc vé trung:
+ Thu@c san xuat vé trung.
+ Thu@c tiét trung cudi.
FR-005 » MACO PRODUCTION SAS » rue Lorthios, MOUVAUX, 59420, France
44 MACO Rue Lorthios, Mouvaux, * Thu8c vé trung: EU-GMP [2018/HPF/F 0 o |French National Agency 4
PRODUCTION SAS- |59420, France + Thudc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé tich nhé. R/268 é‘ § for Medicines and
MOUVAUX N & |Health Products Safety
® Q (ANSM)
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492 MACO rue Lorthios, MOUVAUX, * Thudc vé trung: EU-GMP |2018/HPF/F © o |French National Agency 9
PRODUCTION SAS- |59420, France + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé. R/268 § § for Medicines and
MOUVAUX ~ & [Health Products Safety
o S [(ANsMm)
- ™
FR-006 » Laboratoires Galeniques Vernin » 20 rue Louis-Charles Vernin, DAMMARIE LES LYS, 77190, France
45 Laboratoires 20 rue Louis-Charles Vernin, [* ThuSc khéng vé trung: vién nang mém; thudc bot; thudc dan; vién nén. EU-GMP |2018/HPF/F © « |French National Agency 4
Galeniques Vernin [DAMMARIE LES LYS, 77190, |* Thuéc tir durgc fiéu. R/156 8 | & [forMedicinesand
France ) & [Health Products Safety
< < [(ANSM)
o~ o
2138 Laboratoires 20 rue Louis-Charles Vernin, [* ThuSc khéng vé trung: vién nang mém; thudc bét; thudc dan; vién nén. EU-GMP |2022_HPF_F French National Agency 25
Galeniques Vernin |DAMMARIE LES LYS, 77190, |* Xut xuwéng thudc khdng vo trung. R_005 N % [for Medicines and
France ) * Thudc tir duoc liéu. 8, 8' Health Products Safety
Cach viét khdc: 20, rue Louis- |* Ddng goi: ) ] ) ) p=d 9 (ANSM)
Charles Vernin, 77190, +Ddng gdi so cap: vién nang mém; thudc bot; thude dan; vién nén. <) -
DAMMARIE LES LYS, France |+ Dong géi thir cp. ~ e
X AGE, e NN | PPN " 1 - At RN FIVEYSIV
FR-007 » Laboratoires Mayoly Spindler » 6 avenue de I'Europe, CHATOU, 78400, Franc
46 Laboratoires 6 avenue de I'Europe, * Pong goi so cap, thir cap thube khong vo tring: vién nang mém; vién nhai; thudc udng dang 16ng; thudc ban ran; vién nén; thude duoc lidu. EU-GMP [2019/HPF/F o o |French National Agency 4
Mayoly Spindler - |CHATOU, 78400, France * Xuat xudng 16 thudc khdng vé trung: vién nang mém; vién nhai; thuéc uéng dang 16ng; thudc ban ran; vién nén; R/083 § § for Medicines and
Chatou * Kiém tra chat lugng thudc khdng v trung: vién nang mém; vién nhai; thuc uéng dang 1dng; thubc béan rén; vién nén; thudc duoc liéu. 8‘ 8‘ Health Products Safety
® Q (ANSM)
944 Laboratoires 6 avenue de I'Europe, * Thudc khong v trling: Vién nang clrng; thudc udng dang long; thudc ban ran. EU-GMP [2020/HPF/F French National Agency 12
Mayoly Spindler ~ [CHATOU, 78400, France * Thugce duoc ligu. R/039 for Medicines and
* Xuat xudng thudc khéng vé trung. < 90 |Health Products Safety
. oA o o
Déng goi: ) ) o . ] ) N & [(ANSM)
+Ddéng goi so cap: Vién nang clrng; vién nang mém; vién nhai; thuéc udng dang léng; thudc ban ran; vién nén. S N
+Déng goi thir cap. :' ;';
* Kiém tra chat lugng:
+ Vi sinh: chi giéi han trong kiém tra chat lugng nuéc tinh khiét va méi truong.
FR-008 » Aspen Notre Dame De Bondeville » 1 rue de L' Abbaye, Notre Dame De Bondeville, 76960, France
68 Aspen Notre 1rue de L' Abbaye, Notre * Thudc vé trung (céc thudc Certoparine, Fondaparinux sodium, Nadroparine Calci, cdc 6ng dung méi pha tiém cla vac xin Varilrix, nwéc pha tiém cla véc xin EU-GMP [2019/HPF/F o ~ |French National Agency 5
Dame De Dame De Bondeville, 76960, |Priorix ): R/173 § § for Medicines and
Bondeville France + Thudc san xuat vo tr'\‘mg: Dung dich thé tich nhé; g 8' Health Products Safety
+ Thudc tiét trung cudi: Dung dich thé tich nhé. & %
~ o
FR-009 » PIERRE FABRE MEDICAMENT PRODUCTION » Aquitaine Pharm International 1, Avenue du Béarn, IDRON, 64320, France
82 PIERRE FABRE Aquitaine Pharm * San xuat thudc: EU-GMP |2018/HPF/F French National Agency 5
MEDICAMENT International 1, Avenue du + Thu8c san xudt v trung: thudc déng khé (bao gdm cé thudc chira hormon); dung dich thudc tiém thé tich nhé (bao gém ca thudc chira chat déc té bao). R/186 for Medicines and
PRODUCTION Béarn, IDRON, 64320, France | + Thudc tiét triing cudi: dang bao ché bén rin; dung dich thudc tiém thé tich nho (bao gém ca thudc chira hormon). g g Health Products Safety
* T e o PR .
Thuéc sinh ho'c. thudc cong nghé sinh hoc. & & |(ANSM)
* Dong gdi thudc: S N
+Ddng gbi so cap: vien nang mém chira chat doc té bao. :' ;';
+Dbng goi thir cap.
* Xudt xudng 16.
FR-010 » DELPHARM LILLE SAS » Parc d'Activités Roubaix - Est, 22 rue de Toufflers CS 50070, LYS LEZ LANNOY, 59452, France
137 DELPHARM LILLE |Parc d'Activités Roubaix - 1. San xuét toan bd cong doan: EU-GMP |2018/HPF/F | o o |French National Agency 6
SAS Est, 22 rue de Toufflers CS * Thudc khéng vé trung bao gém ca thudc chira thudc ddc té bao, thudc chira hormon sinh duc: vién nang cirng; vién nén, vién nén bao phim, vién nén bao R/052 § § for Medicines and
50070, LYS LEZLANNOY, ~|dudng. o ' ' o & & |Health Products Safety
59452, France * Thu8c sinh hoc: Thu8c mién dich; thudc cdng nghé sinh hoc; thudc ¢ ngudn géc tir ngudi hodc déng vat. oy ps (ANSM)
2. Déng gbi so cdp thudc chira hormon sinh duc: Vién nang mém, dang bao ché ban ran. N N
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745 DELPHARM LILLE |Parc d'Activités Roubaix - * Thu8c khéng vé trung bao gdm ca thudc chira thudc ddc té bao, thudc chira hormon sinh duc: vién nang clng; vién nén, vién nén bao phim, vién nén bao EU-GMP |2020/HPF/F o ~ |French National Agency 11
SAS Est, 22 rue de Toufflers CS  |dudng. R/060 § § for Medicines and
50070, LYS LEZ LANNOY, * Pong goi so' cdp thudc chira hormon sinh dyc: Vién nang mém, dang bao ché ban rén. Ry < |Health Products Safety
59452, France g e‘_'o' (ANSM)
- o
FR-011 » Delpharm Tours » Rue Paul Langevin, 37170, Chambray Les Tours, France
138 Delpharm Tours  |Rue Paul Langevin, 37170,  |* ThuGc v6 tring: EU-GMP |2019/HPF/F o ~ |French National Agency 6
Chambray Les Tours, France - Thu8c san xudt vo trung va tiét trung cudi: dung dich thé tich nhé (riéng d8i véi thudc Dung dich tiém Acupan khdngcé xudt xuéng 16). R/276 by S |for Medicines and
o~ o~
) & [Health Products Safety
°o" S |(ANSM)
1920 Delpharm Tours Rue Paul Langevin, 37170, * Thudc vo tring san xuat vo trung va tiét trung cudi: dung dich thé tich nho; EU-GMP |2021/HPF/F o <« |French National Agency 22
Chambray Les Tours, France [* Xudt xudng 16 thuSc vé tring; R/162 S S |for Medicines and
(ho3c Rue PaulLangevin, * Déng goi thir cap g Lr; Health Products Safety
Chambray Les Tours, 37170, |* Kiém tra chat lugng: Vi sinh (v6 trung va khong vé trung); Héa hoc/ vat ly; Sinh hoc. 0‘_6' a (ANSM)
France) - -
FR-012 » Biocodex » 1, avenue Blaise Pascal, 60000 Beauvais, France
139 Biocodex 1, avenue Blaise Pascal, * Thudc vo trung: xudt xudng 16; EU-GMP |HPF/FR/030 | o o |French National Agency 6
(céch ghi khéc: 60000 Beauvais, France * ThuBc khdng vé trung: vién nang cirng; thuSc dung ngoai dang 16ng; thudc ung dang 16ng; thudc c8m; thudc bdt; vién nén, vién nén bao phim (san xuat /2018 b S |for Medicines and
" 2 e 3 a ~ 4 < () o
Biocodex - dong goi, xudt xuong 16); thue ban ran. = o |Health Products Safety
Beauvais) * Thu8c sinh hoc: men Saccharomyces boulardiii E g (ANSM)
o~ o~

353 Biocodex 1, avenue Blaise Pascal, * Thudc vo trung: xudt xudng 16; EU-GMP |2020/HPF/F o o |French National Agency 8
(céch ghi khéc: 60000 Beauvais, France * Thu8c khdng vé trung: vién nang cirng; thudc dung ngoai dang |6ng (bao gdm thudc nhé tai); thudc udng dang 16ng; thudc c8m; thudc bdt; thudc ban ran. R/041 S S |for Medicines and
Biocodex - * Thudc sinh hoc: men Saccharomyces boulardiii : E Health Products Safety

S o
Beauvais) g‘ g (ANSM)

552 Biocodex 1, avenue Blaise Pascal, * Thudc v6 trung: xudt xudng 16; EU-GMP |2020/HPF/F o « |French National Agency 9
(céch ghi khéc: 60000 Beauvais, France * ThuBc khdng vé trung: vién nang cirng; thudc dung ngoai dang 16ng (bao gém thudc nhd tai); thudc udng dang 16ng; thudc c8m; thudc bot; R/085 § § for Medicines and
Biocodex - * Thu8c sinh hoc: men Saccharomyces boulardiii &> & |Health Products Safety

o IS
Beauvais) D m (ANSM)
FR-013 » PANPHARMA » ZI du Clairay, LUITRE, 35133, France
140 PANPHARMA ZI du Clairay, LUITRE, 35133, |* ThuGc v6 trung: EU-GMP |2018/HPF/F o0 « |French National Agency 6
France + Thu6c san xu4t vd trung: Thudc cdy ghép va dang ran (chita khang sinh nhém beta lactam). R/158 § § for Medicines and
g g: Health Products Safety
S < |(ANSM)
1615 PANPHARMA Zl du Clairay, LUITRE, 35133, |* Thudc v trung: Thudc sdn xuat vo trung: Thudc cdy ghép va dang rén (chira khang sinh nhém penicillins va cephalosporins). EU-GMP |2021/HPF/F - « [|French National Agency 18
France * Xudt xudng 16; R/129 § § for Medicines and
* Péng goi thir cap; g g Health Products Safety
* Kiém tra chat lugng. & & |(ANSM)
o ~
FR-014 » SOPHARTEX (hodc Laboratoires Sophartex) » 21 rue du Pressoir, VERNOUILLET, 28500, France

141 SOPHARTEX (ho3c |21 rue du Pressoir, * ThuSc khong vé trung: Vién nang cirng (bao gdm ca thudc chira khéang sinh Penicillin); thudc uéng dang ldng; thudc c8m; vién nén (bao gébm ca thudc chira EU-GMP |2019/HPF/F o ° National Agency for the 6
Laboratoires VERNOUILLET, 28500, France |khéng sinh Penicillin); vién bao duong, vién nén bao phim. R/264 b= S |Safety of Medicine and
Sophartex) Cach ghi khéc: 21 rue du * San pham: g E Health Products

Pressoir, 28500, - ThuBc bdt udng Hidrasec 10mg Infants (racecadotril 10mg); i i (ANSM), France
M A x ) . I =) )
VERNOUILLET, France - Thudc bdt udng Hidrasec 30mg Children (racecadotril 30mg). o —

1073 SOPHARTEX (hodc |21 rue du Pressoir, * ThuBc khéng vé trung: Vién nang cirng; thudc udng dang ldng; thudc cdm, thude bdt; vién nén; vién nén dat am dao; vién bao dudng, vién nén bao phim. EU-GMP |2020/HPF/F National Agency for the 13
Laboratoires VERNOUILLET, 28500, France |* Xudt xuw&ng thudc khéng vé trung R/094 3 o |Safety of Medicine and
Sophartex) Cach ghi khac: 21 rue du * Dong goi: o o gl 2' Health Products

Pressoir, 28500, + Ddng gdi so cap: vién nang cing; thudc udng dang 1dng; thudc c8m; vién nén; vién nén dit am dao. B 54 (ANSM), France
VERNOUILLET, France +Ddng goi thir cap. B’ é ’
* Kiém tra chat lugng: Héa hoc/Vat ly.
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2139 SOPHARTEX (hodc |21 rue du Pressoir, * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang ldng; thuSc cdm, thude bdt; vién nén; vién nén dit am dao; vién bao dudng, vién nén bao phim. EU-GMP |2022_HPF_F National Agency for the 25
Laboratoires VERNOUILLET, 28500, France |* Xudt xuw&ng thudc khéng vé trung R_006 N S |Safety of Medicine and
Sophartex) Céch ghi khac: 21 rue du * Dong goi: Q &  [Health Products
Pressoir, 28500, + Ddng goi so cap: vién nang cing; thudc udng dang 1dng; thudc c8m; vién nén; vién nén dit am dao. g 8' (ANSM), France
VERNOUILLET, France +Ddng goi thir cap. o - ’
* Kiém tra chat lugng: Héa'hoc/Vat ly. e N
FR-015 » DELPHARM REIMS » 10 rue Colonel Charbonneaux, REIMS, 51100, France
142 DELPHARM REIMS |10 rue Colonel * Thudc khong vé trung: Vién nang cirng; dung dich udng; thudc bdt, thudc cdm; vién nén tran, vién nén bao dudng, vién nén bao phim. EU-GMP [HPF/FR/298 ~ o |French National Agency 6
- REIMS Charbonneaux, REIMS, /2017 8 | S [forMedicines and
51100, France g’ & [Health Products Safety
g & |(ANSM)
746 DELPHARM REIMS |10 rue Colonel * Thudc khong vé trung: Vién nang cirng; dung dich udng; thudc bdt, thudc cdm; vién nén tran, vién nén bao dudng, vién nén bao phim. EU-GMP [2020/HPF/F o o |French National Agency 11
Charbonneaux; REIMS, * Xudt xudng thudc khong vo trung. R/013 S S |for Medicines and
51100, France * Péng goi so cap: Cac dang bao ché khdng vo trung trén. 2 z Health Products Safety
* Pong goi thir cap. 2 : (ANSM)
* Kiém tra chat lugng. N Rl
FR-016 » Laboratoire Renaudin » Zone Artisanate Errobi, Itxassou, 64250, France
276 Laboratoire Zone Artisanale Errobi, * Thudc vé trung: EU-GMP |2019/HPF/F French National Agency 7
Renaudin - Itxassou, 64250, France + Thudc tiét trung cudi: dung dich thé tich Ién; dung dich thé tich nho. R/055 ) < [for Medicines and
Itxassou (céch viét (Cach viét khac: Zone g 8 Health Products Safety
khac: Laboratoire Artisanale, Itxassou, 64250, g 8 (ANSM)
Renaudin) France / Z.A. Errobi, 64250, 5 <
Itxassou -France)
1799 [Laboratoire Zone Artisanale Errobi, * ThuBc v6 tring: EU-GMP |2019/HPF/F French National Agency 20
Renaudin - Itxassou, 64250, France + Thudc tiét trung cudi: dung dich thé tich 1&n; dung dich thé tich nhé. R/0S5_P 20| o o |for Medicines and
Itxassou (cach vigt |(Cach viét khac: Zone 21 8] 8. Health Products Safety
khic: Laboratoire |ATtisanale, ltxassou, 64250, 3 S |(ANSM)
Renaudin) France / Z.A. Errobi, 64250, % =)
Itxassou -France)
FR-017 » Delpharm Dijon » 6 Boulevard de L'Europe, Quetigny, 21800, France
277 Delpharm Dijon 6 Boulevard de L'Europe, * Thudc vo trung: EU-GMP |2019/HPF/F o ~ French National Agency 7
Quetigny, 21800, France + Thudc san xudt vo trung: Dang Idng thé tich nhd, Dang rén va cay ghép. Bot ban thanh pham hdn dich nano (limited to sterile nanosphere suspension in R/052 b= o |for Medicines and
bulk). . ) ﬁ : Health Products Safety
+ Thudc tiét trung cudi: Dang léng thé tich nhé. S il (ANSM)
* Thudc khong v trling: Vién nang ctrng, thudc bot, thudc cdm, thudc ban ran, vién nén. 3 -
* Thife cinh hac: CAn nhim cA naiAn ofc chift vii A #00 naevi hafe dAAna GAE
2140 |Delpharm Dijon 6 Boulevard de L'Europe, * Thudc vé trung: EU-GMP |[2022_HPF_F ~ < French National Agency 25
Quetigny, 21800, France +Thudc sdn xuat vd trung: Dang I8ng thé tich nhd, Dang ran va cdy ghép. Bt ban thanh pham hén dich nano (limited to sterile nanosphere suspension in R_056 S S |for Medicines and
bulk). ) 3 %, |Health Products Safety
+ Thudc tiét trung cudi: Dang Idng thé tich nhé. Q il (ANSM)
* Thudc khdng vé trung: Vién nang cirng, thudc bot, thudc cdm, thudc ban rén, vién nén. pa g
* ThuAc cinh bac: S3n nbAm cA ngdn g, hidt viuAt tiv ngirdvi hoale dAng yAt
FR-018 » Ipsen Pharma Biotech » Parc d'Activité du Plateau de Signes, Chemin départemental N 402, Signes, 83870, France
465 Ipsen Pharma Parc d'Activité du Plateau de |* Thu8c vé trung: EU-GMP |2020/HPF/F o o |French National Agency 9
Biotech Signes, Chemin + Thudc san xudt vé trung: Thudc déng khd chira (hormon). R/017 § § for Medicines and
départemental No 402, + Thudc tiét trung cudi: dung dich thé tich nhd; thudc ban ran, thudc ran va cdy ghép (chira hormon). & & |Health Products Safety
Signes, 83870, France * Thu8c sinh hoc: San pham céng nghé sinh hoc. 2 :‘: (ANSM)
[22] o~
1253  [Ipsen Pharma Parc d'Activités du Plateau  [* Thu8c vé trung: EU-GMP |2021/HPF/F - o |French National Agency 15
Biotech de Signes, Chemin + Thudc san xudt vé trung: Thudc déng khd chira (hormon). R/014 S S |for Medicines and
départemental No 402, + Thudc tiét trung cudi: dung dich thé tich nhd; thudc ban ran, thudc ran va cdy ghép (chira hormon). m :" Health Products Safety
Signes, 83870, France * Thudc sinh hoc: San pham céng nghé sinh hoc. 2 g (ANSM)
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FR-019 » Ethypharm » Zone Industrielle de Saint-Arnoult, Chateauneuf EN Thymerais, 28170, France
747 Ethypharm Zone Industrielle de Saint- * Thu8c khéng vé trung: vién nang cirng; vién nén, vién nén bao phim; thudc bot; thudc cdm. EU-GMP |2018/HPF/F ) — |French National Agency 11
Arnoult, Chateauneuf EN R/159 § § for Medicine and Health
Thymerais, 28170, France g ﬁl Products Safety (ANSM)
- I~
o~ o
1921 Ethypharm Zone Industrielle de Saint- * Thu8c khéng v trung: vién nang cirng; vién nén, vién nén bao phim; thudc bot; thudc cdm. EU-GMP |2021/HPF/F o <« |French National Agency 22
Arnoult, Chateauneuf en * Xudt xudng thudc khéng vé trung. R/123 S S |for Medicine and Health
Thymerais, 28170, France * Kiém tra chat lugng: Vi sinh (khéng vo tring); Hoa hoc / Vat Iy. E rr\?) Products Safety (ANSM)
) =}
- h
o~ o~
FR-020 » Beaufour Ipsen Industrie » rue Ethé Virton, Dreux, 28100, France
143 Beaufour Ipsen rue Ethé Virton, Dreux, * Thudc khdng vé trung: Vién nang cirng; thudc udng dang 1dng; thudc bot pha hdn dich udng; thudc bot; vién nén, vién bao. EU-GMP |2019/HPF/F o ~ |French National Agency 6
Industrie 28100, France * Thudc duoc liéu. R/268 § § for Medicines and
* Xuat xudng thude vo trung. 8‘ ﬁl Health Products Safety
< -
S 1%
FR-021 » Pharma Developpment » Zone Industrielle, chemin de Marcy, Corbigny, 58800, France
278 Pharma Zone Industrielle, chemin de |* Thudc khong vo tring: thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc dang ban rin (kem, gel, m&). EU-GMP |2019/HPF/F N — |French National Agency 7
Developpement  |Marcy, Corbigny, 58800, * Thudc duoc ligu. R/090 § § for Medicines and
France 8' S |Health Products Safety
o & [(ANSM)
- -
FR-022 » Laboratoire Chauvin » zone Industrielle Ripotier Haut, Aubenas, 07200, France
144 Laboratoire zone Industrielle Ripotier * Thudc vé trung: EU-GMP |HPF/FR/082 French National Agency 6
Chauvin - Aubenas |Haut, Aubenas, 07200, + Thudc san xuét vd trung: dung dich thé tich nho; /2017 ~ @ |for Medicines and
(Tén khac: France + Thudc tiét trung cudi: dung dich thé tich nhé. Q S |Health Products Safety
Laboratoire * Thudc khdng vé trung: dung dich thudc diing ngoai. g' r‘:': (ANSM)
Chauvin) N 3
581 Laboratoire zone Industrielle Ripotier * Thudc vé trung: EU-GMP |2019/HPF/F French National Agency 9
Chauvin - Aubenas |Haut, Aubenas, 07200, + Thu8c san xut v trung: dung dich thé tich nho; R/185 2 Q  |for Medicines and
(Tén khac: France + Thudc tiét trung cudi: dung dich thé tich nhé. IS S |Health Products Safety
Laboratoire * Thudc khong vé trung: dung dich thudc dung ngoai. g r‘:': (ANSM)
Chauvin) X -
FR-023 » Upsa Sas » 979 Avenue des Pyrénées, Le Passage, 47520, France
145 Upsa Sas 979 Avenue des Pyrénées, Le |* ThuGc khong v trung: EU-GMP |2018/HPF/F o — |French National Agency 6
Passage, 47520, France + Thu8c c8m; thudc bot (bao gém ca thudc bét sti bot); vién nén (bao gdm ca vién nén sli bot). R/157 b= o |for Medicines and
(Céch viét khac: 979 Avenue [+ Xudt xudng Ié; o ] ) o i L ) g 2 Health Products Safety
des Pyrénées, 47520, Le * Pong gdi so cap: vién nang cirng; thudc cdm, thudc bot (bao gom ca thudc bt sdi bot); vién nén (bao gdm ca vién nén sui bot). Q i, (ANSM)
Passage, France) * Pong goi thir cap. 3 -
* WiBon tra ch&t bvona: \icinh (bhAna A tetinal: VA WilhAs hae
1854  [Upsa Sas 979 Avenue des Pyrénées, Le [* Thudc khéng vo trung: Thudc c8m; thudc bdt (bao gém ca thudc bot sdi bot); vién nén (bao gébm ca vién nén sui bot). EU-GMP [2021/HPF/F o - French National Agency 21
Passage, 47520, France * Xudt xudng thudc khong vé trung. R/78 o o |for Medicines and
P . oA y PR L x x P T, LA e o IS IS
(* Céch viét khaf:. ?79 Dc])ng g?! sulcae. Vién nang cirng; thubc cdm, thubc bot (bao gom ca thube bot sui bot); vién nén (bao gdm ca vién nén sdi bot). By & |Health Products Safety
Avenue des Pyrénées, * Dong gobi thir cap. Q o (ANSM)
47520, Le Passage, France) * Kiém tra chat lugng: Vi sinh (khéng vé trung); Vat ly / Héa hoc. by b
FR-024 » Merck Sante s.a.s » 2 rue du Pressoir Vert, Semoy, 45400, France
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146 |Merck Santes.a.s (2 rue du Pressoir Vert, * Thudc v6 tring: EU-GMP |2019/HPF/F | o |National Agency for the 6

Semoy, 45400, France + Thu@c san xudt vé trung: thudc dong khé. R/315 3 S |Safety of Medicine and
* Thu8c khéng vé trung (bao gdm ca thude chira sulphonamide): vién nén, vién nén bao phim (bao gdm ca vién nén phéng thich kéo dai). : ; Health Products
°:.‘I’| z (ANSM), France
2141 Merck Sante s.a.s |2 rue du Pressoir Vert, * Thudc vé trung: EU-GMP [2022_HPF_F National Agency for the 25
Semoy, 45400, France + Thudc san xudt v trung: thudc déng khd. R_061 Safety of Medicine and
(* cach viét khac: 2 rue du + Xuét xwdng:thudc vé trung néu trén. ] S, |Health Products
Pressoir Vert, 45400, Semoy, |* Thuﬁ'F khéng vé trung (bao gdm ca thudc chira sulphonamide): vién nén, vién nén bao phim (bao gém ca vién nén phéng thich kéo dai). a 2[ (ANSM), France
France) + XUat xuwdng: thudc khdng vé trung néu trén. 9 bt
* Dong goi: :5 3'
+Déng gbi so cap: thudc khdng vé trung néu trén.
+Déng goi thir cap.
FR-025 » Pharmatis » Zone d'ActivitésEst n° 1, ESTREES SAINT DENIS, 60190, France
147 Pharmatis Zone d'Activités Estn° 1, * Thu8c khéng vé trung: Thudc dung ngoai dang ldng; Thudc udng dang 14ng. EU-GMP |2019/HPF/F o ~ |French National Agency 6
ESTREES SAINT DENIS, R/250 8 | S [forMedicines and
60190, France g & |Health Products Safety
9 o |(ANSM)
2142  |Pharmatis Zone d'Activités Estn° 1, * ThuBc khéng vé trung: EU-GMP |[2022_HPF_F French National Agency 25
ESTREES SAINT DENIS, + ThulSc dung ngoai dang 16ng; Thudc udng dang 1dng. R_123 N 1 |for Medicines and
60190, France + Xuat xudng. 8. g. Health Products Safety
*oongesi i o ) , . 8 | 2 |;ansm
+Dong gdi so cap: Thude dung ngoai dang long; Thudc udng dang Idng; Thudc dang ban ran. h 0
+Doéng goi thir cap. o ~
* il LAt ikt L Ao LA bl L bda bacluitll
FR-026 » Sanofi Winthrop Industrie - Le Trait » 1051 boulevard Industriel, LE TRAIT, 76580, France
748 SANOFI 1051 boulevard Industriel, LE |* Thu8c vé trung: EU-GMP |2020/HPF/F ° - |French National Agency 11
WINTHROP TRAIT, 76580, France + Thudc san xuat vé trung: dung dich thé tich nhé. R/091 N S |for Medicine and Health
INDUSTRIE + Thudc tiét trung cudi: dung dich thé tich nho. ) ; ; Products Safety (ANSM),
* Thudc sinh hoc: san phdm céng nghé sinh hoc; sdn pham cé ngudn gdc tlr ngudi hodc dong vat; san pham mién dich: vac xin bat hoat (chi déng lo vo trung g 'Ci France
va dong goi). ~ o
2005 |SANOFI 1051 boulevard Industriel, LE |* Thu8c vé trung: EU-GMP |2021/HPF/F French National Agency 23
WINTHROP TRAIT, 76580, France + Thu@c san xudt vé trung: dung dich ’thé’ tich nho. R/126 o < for Medicine and Health
INDUSTRIE + Thu@c tiét trung cudi: dung dich thé tich nho. . ) S S |Products Safety (ANSM),
* Thudc sinh hoc: san phdm céng nghé sinh hoc; sdn pham cé ngudn géc tir ngudi hodc dong vat; san pham mién dich: vac xin bat hoat (chi déng lo vé tring "‘\.‘ : France
va déng goi). Q Q
* Xuat xudng thudc vé trung; sdn pham céng nghé sinh hoc; san pham cé ngudn géc tir ngudi hodc dong vat; Q 3
* Pong goi thir cap;
EMV2T$ e dooi L PR Y-S W) lclad, i o Ldd Ll oo
FR-027 » Laboratoire Aguettant » 1 rue Alexander Fleming, Parc Scientifique Tony Garnier, Lyon, 69007, France
148 Laboratoire 1 rue Alexander Fleming, * Thudc vé tring: EU-GMP |2019/HPF/F French National Agency 6
Aguettant Parc Scientifique Tony +Thudc san xudt vd trung: dung dich thudc tiém thé tich nho; R/320 a < |for Medicines and
Garnier, Lyon, 69007, France + Thudc tiét trung cudi: dung dich thudc tiém thé tich Ién; dung dich thudc tiém thé tich nho. g. 2‘ Health Products Safety
(Cach ghi khac: 1 rue o I (ANSM)
Alexander Fleming, Lyon, :! :;;
69007, France)
1855 Laboratoire 1 rue Alexander Fleming, * ThuBc vo trung: EU-GMP [2021/HPF/F French National Agency 21
Aguettant Parc Scientifique Tony + Thu6c san xuat vo trung: dung dich thudc tiém thé tich nho; R/148 o 3 |for Medicines and
Garnier, Lyon, 69007, France + Thudc tiét trung cudi: dung dich thudc tiém thé tich |&n; dung dich thudc tiém thé tich nhé. IS S |Health Products Safety
(Céch ghi khéc: 1 rue +Chitng nhan 16 ) g (ANSM)
Alexander Fleming, Lyon, * Péng goi thir cap =) I
69007, France) * Kiém tra chat lvgng N e
FR-028 » Innothera Chouzy » Rue René Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150, FRANCE
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149 Innothera Chouzy |Rue René Chantereau, * Thudc khdng vé trung: thudc udng dang ldng (siro, dung dich, hdn dich), vién nén va vién nén bao phim (bao gdm ca thudc dugc liéu), vién nén nhai. EU-GMP |2018/HPF/F French National Agency 6
Chouzy-sur-Cisse, Valloire- * Déng goi so cdp: vién nang mém. R/256 for Medicines and
sur-Cisse, 41150, FRANCE. Health Products Safety
(* Céc cach ghi khac: g § (ANSM)
+ Rue René Chantereau - ~ ~
L'Isle Vert 41150 Chouzy-sur- s N
Cisse, France. ) ]
~ ™
+ L'Isle Vert, Rue René
Chantereau, Chouzy-sur-
Cisse, 41150, France.)
1701  [Innothera Chouzy [Rue René Chantereau, * Thudc khong vo trung: EU-GMP |2021/HPF/F French National Agency | 19
Chouzy-sur-Cisse, Valloire- [+ Thudc udng dang Idng (siro, dung dich, hdn dich), vién nén va vién nén bao phim (bao gdm ca thudc dwoc lidu), vién nén nhai.; vién nang mém R/089 for Medicines and
sur-Cisse, 41150, FRANCE: + Xudt xuwdng Health Products Safety
(* Cac cach ghi khac: * Déng goi so cdp: cac dang bao ché trén. ] N (ANSM)
+ Rue René.Chantereau - * Déng goi thir cap. IS IS
L'Isle Vert 41150 Chouzy-sur- 3 a
Cisse, France. ~ ~
S -
+ L'Isle Vert, Rue René
Chantereau, Chouzy-sur-
Cisse, 41150, France.)
FR-029 » Farmea » 10 rue Bouche Thomas, Zac d'Orgemont, Angers, 49000, France
1254 Farmea 10 rue Bouché Thomas, ZAC |* Thu8c vé trung: xuat xudng 6. EU-GMP |2019/HPF/F French National Agency 15
d'Orgemont, ANGERS, * Thu8c khéng vé trung: R/230 for Medicines and
49000, France + Vién nang cing; thudc dang 1dng dung trong (bao gdm ca dang hdn dich); thudc 16ng duing ngoai; thudc bdt; thudc cdm; thudc dat; vién nén; vién nén bao Health Products Safety
phim (t{ao gdm ca vién nén thudc dugc liéu, vién nén bao phim thudc dugc liéu).. o o |(ANSM)
+ Xuat xudng 16. a8 S
« s I I
* Thudc duoc liéu. Py &
* PDéng goi: S :
+Déng gbi so cap: tat ca cac thudc & muc thudc khdng vé trung (bao gdm ca vién nang mém). [S) ™
+ Déng gbi thir cap: thudc vo trung va thudc khéng vo trung néu trén.
* Kiém tra chat lugng.
(duwgc cap phép cho hoat ddng déng gdi so cap; dong gdi thir cap va xuat xwdng vién nén chira sulphonamides; duwgc cap phép san xuat va déng géi ddi véi
FR-030 » RECIPHARM FONTAINE » Rue des Prés Potets Fontaine Les Dijon, 21121, France
150 RECIPHARM Rue des Prés Potets Fontaine |* Thudc khéng vé trung: Vién nang cing; vién nén; vién nén bao phim. EU-GMP |2018/HPF/F o - National Agency for the 6
FONTAINE Les Dijon, 21121, France * Dong goi so cdp: bao gdm ca vién nang mém. R/056 § § Safety of Medicine and
g' ﬁl Health Products
- & |(ANSM), France
o ™
1856 Recipharm Rue des Prés Potets Fontaine [* Thudc khéng vé trung: Vién nang clng; vién nén; vién nén bao phim. EU-GMP [2021/HPF/F - " National Agency for the 21
Fontaine Les Dijon, 21121, France + Xuat xwdng Thudc khéng vé trung. R/106 o o [safety of Medicine and
* Pong goi so cap: Vién nang clirng; vién nén; vién nén bao phim; vién nang mém. ; 2 Health Products
* D(ling gol thf cap. 3 E (ANSM), France
* Kiém tra chat lugng: vi sinh (khéng vo trung); Hoa hoc/ Vat ly. - —
FR-031 » MYLAN LABORATORIES SAS » route de Belleville, lieu-dit Maillard, CHATILLON SUR CHALARONNE, 01400, France
151 MYLAN route de Belleville, lieu-dit * Thu8c khéng vé trung: Vién nang cing; thudc udng dang ldng; vién nén; vién nén bao phim. EU-GMP [2019/HPF/F o « |French National Agency 6
LABORATORIES  [Maillard, CHATILLON SUR R/149 3 S |for Medicines and
SAS CHALARONNE, 01400, France g' & |Health Products Safety
N < [(ANSM)
~ ™
FR-032 » Laboratoire Aguettant » Lieu-dit Chantecaille, CHAMPAGNE, 07340, France
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279 Laboratoire Lieu-dit Chantecaille, * Thudc v6 tring: EU-GMP |2018/HPF/F o0 o |French National Agency 7
Aguettant CHAMPAGNE, 07340, France | + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé. R/048 § § for Medicines and
g: 5_? Health Products Safety
s o |(ANSM)
o~ -
1255 [Laboratoire Lieu-dit Chantecaille, * ThuBc vo tring: EU-GMP |2020/HPF/F o « |French National Agency 15
Aguettant CHAMPAGNE, 07340, France | + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhd. R/123 § § for Medicine and Health
* Xuat xudng thuléc VO trung g 8‘ Products Safety (ANSM)
* Dong gdi thir cap @ S
* Kiém tra chat lugng: héa ly/vat ly/vi sinh thudc vé tring va thudc khong vé tring - N
FR-033 » Les Laboratoires Servier Industrie » 905 route de Saran, GIDY, 45520, France
152 Les Laboratoires 905 route de Saran, GIDY, Thudc khdng vé triing: Vién nang cirng (bao gdm ca thudc chita chat doc tinh d&i véi kha nang sinh san); thudc c8m pha hdn dich/dung dich udng; vi c6m EU-GMP |2018/HPF/F © o |French National Agency 6
Servier Industrie  |45520, France (microgranules); vién nén, vién nén bao phim, vién nén bao dudng, vién nén phdng thich cé kiém soat, vién nén giai phéng bién dsi, vién nén bao phim giai R/235 § § for Medicines and
p,héng kéo dai, vién nén bao phim gidi phdng cé bién dai, vién nén bao dwdng gidi phdng cham (bao gdm ca thudc chira chat ddc tinh ddi vdi kha ning sinh 8‘ ﬁl Health Products Safety
san). - < |(ANSM)
[a2] o
FR-034 » Catalent France Beinheim SA » 74 rue Principale, Beinheim, 67930, France
1183 Catalent France 74 rue Principale, Beinheim, [* Thudc khéng vé trung: Vién nang mém (chira chat cé hoat tinh hormon). EU-GMP [HPF/FR/128 ~ o French National Agency 14
Beinheim SA 67930, France /2017 § § for Medicines and
uo:1 g: Health Products Safety
b n (ANSM)
1475 |[Catalent France 74 rue Principale, Beinheim,  [* Thugc khong vé triing: EU-GMP |2021/hPF/F 5 - French National Agency 17
Beinheim SA 67930, France + Vién nang mém (bao gdm cé thudc chira chat cé hoat tinh hormon). R/005 a8 a8 |for Medicines and
+Xudt xudng I'a 9 g Health Products Safety
* Péng goi so cap: Vién nang mém (bao gdm ca thudc chira chat cé hoat tinh hormon). o t (ANSM)
* Pong goi thir cap. 3 Q
* Kileo tea chAt Lyong: \icinh: KhAng ud teling: LAS hac A3 1
FR-035 » UNITHER LIQUID MANUFACTURING - COLOMIERS » 1-3 Allée de la Neste, ZI d'En Sigal, COLOMIERS, 31770, France
441 UNITHER LIQUID |1-3 Allée de la Neste, ZI d'En  [* Thudc khéng vé trung: Thudc udng dang Idng; thudc duing ngoai dang I8ng; thudc dét (bao gdm ca thudc tring); thudc ban rén. EU-GMP [2019/HPF/F N — |French National Agency 9
MANUFACTURING [Sigal, COLOMIERS, 31770, * Thu@c sinh hoc: Cac san pham chiét xuét tir ngudi hodc dong vat. R/136 § § for Medicines and
France * Thude duroc ligu. iy 4 [Health Products Safety
<t Q (ANSM)
1476 UNITHER LIQUID |1-3 Allée de la Neste, ZI d'En  |* Thudc khéng vé trung: Thudc udng dang Idng; thudc duing ngoai dang Idng; thudc dét (bao gdm ca thudc tring); thudc ban rén. EU-GMP [2020/HPF/F o = |French National Agency 17
MANUFACTURING [Sigal, COLOMIERS, 31770, * Thu@c sinh hoc: Cac san pham chiét xudt tir ngudi hodc dong vat. R/115 § § for Medicine and Health
France * Thudc duoc liéu. g g' Products Safety (ANSM)
on ~
o ~
FR-036 » Novo Nordisk Production SAS » 45 Avenue d'Orléans, 28000 (hodc F-28000) Chartres, France
338 Novo Nordisk 45 Avenue d'Orléans, * Thudc vo tring: EU-GMP |2019/HPF/F o o |French National Agency 8
Production SAS Chartres, 28000, France +Thudc san xuat vd trung: Dung dich, hdn dich thé tich nhé. R/292 § § for Medicines and
* Thu8c sinh hoc: Thu8c cdng nghé sinh hoc. 8‘ g Health Products Safety
by 3‘ (ANSM)
945 Novo Nordisk 45 Avenue d'Orléans, * Thudc vo tring: EU-GMP |2020/HPF/F French National Agency 12
Production SAS Chartres, 28000, France +Thudc sdn xuat vd trung: Dung dich, hdn dich thé tich nhé. R/126 for Medicines and
+ Xuat xuwéng 16. Health Products Safety
* Thuécfinh hoc: <4 @ (ANSM)
+ Thudc cdng nghé sinh hoc. IS IS
+ Xudt xudng 16 thudc cong nghé sinh hoc. hs 5
* Dong goi thir cap. 8' ﬁ"
* Kiém tra chat lugng:
+Visinh: V6 trung.
+ Visinh: Khéng vo trung.
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FR-037 » Sanofi Winthrop Industrie - Compiegne » 56 route de Choisy au Bac, COMPIEGNE, 60205, France
334 Sanofi Winthrop |56 route de Choisy au Bac, * Thu8c khéng vé trung: Vién nang cirng; Thudc bot (bao gdm thudc chira khang sinh nhém Cephalosporins); Vién nén, vién nén bao phim (bao gém thudc EU-GMP |HPF/FR/154 ~ o |French National Agency 8
Industrie - COMPIEGNE, 60205, France [chtra khang sinh nhém Cephalosporins)- /2017 b S |for Medicines and
o~ o~
Compiegne ) & [Health Products Safety
x © (ANSM)
620 Sanofi Winthrop 56 route de Choisy au Bac, * Thu8c khéng v trung: Vién nang cirng; Thudc bot (bao gdm thudc chira khang sinh nhém Cephalosporins); Vién nén, vién nén bao phim (bao gém thudc EU-GMP |2020/HPF/F o o |French National Agency 10
Industrie COMPIEGNE, 60205, France [chtra khang sinh-nhom Cephalosporins). R/068 S S |for Medicines and
o~ o~
o & [Health Products Safety
Q -
o) < |(ANSM)
S ™
FR-038 » Sanofi Winthrop Industrie - Carbon Blanc » 1 rue de la Vierge, Ambares et Lagrave, Carbon Blanc, 33565, France
280 Sanofi Winthrop |1 rue de la Vierge, Ambarés  [* Thuc v trung: EU-GMP |2018/HPF/F French National Agency 7
Industrie - Carbon |et Lagrave, Carbon Blanc, + Thu8c san xudt vé trung: dung dich thé tich nhé. R/196 @ = [for Medicines and
Blanc (tn khac: 33565, France (cach ghi khac: | + Thudc tiét trung cudi: dung dich thé tich nho. Q S |Health Products Safety
sanofi Winthrop 1 ruede la Vierge, Ambarés  [* Thu8c khéng vé trung: vién nang clng; vién nén; vién nén bao; vi cdm. 8' r‘:': (ANSM)
Industrie) et Lagrave, 33565 Carbon * Thu8c sinh hoc: thudc cé ngudn gdc tir nguwdi hodc ddng vat; enzym vi sinh vat. < -
Blanc Cedex, France) * Péng goi so cap va thi cap: vién nang cirng; vién nén; vién nén bao; vi cém. e «
1702  [Sanofi Winthrop |1 rue de la Vierge, Ambarés  |* ThuSc vé trung: EU-GMP |2021/HPF/F French National Agency 19
Industrie - Carbon |et Lagrave, Carbon Blanc, + Thu8c san xudt v trung: dung dich thé tich nhé. R/037 for Medicines and
Blanc (tén khac: 33565, France (cach ghi khac: [ + Thudc tiét trung cudi: dung dich thé tich nho. Health Products Safety
sanofi Winthrop 1 rue de la Vierge, Ambares + Xuat xudng. (ANSM)
Industrie) et Lagrave, 33565 Carbon * Thudc khong vé trung: - o
Blanc Cedex, France) + Vién nang cing; vién nén; vién nén bao; vi cém. 8 S
+ Xuat xudng. S 2
* Thudc sinh hoc: S’ :'r'
+Thudc c6 ngudn géc tir ngudi hodc dong vat; enzym vi sinh vat. N ©
+ Xuat xudng.
* Péng goi:
+Dong goi so cap: vién nang cirng; vién nén; vién nén bao; vi cém.
+Dong goi thir cap.
FR-039 » Fareva Amboise » Zone Industrielle, 29 route des, Poce Sur Cisse, 37530, France
621 Fareva Amboise Zone Industrielle, 29 route  |* ThuBc vé trung EU-GMP |2019/HPF/F S « |French national Agency 10
des Industries, POCE SUR + Thudc san xuét vd trung: Dung dich thé tich 1&n; dung dich thé tich nhé. R/115 § § for Medicines and
CISSE, 37530, France + Thudc tiét trung cudi: Dung dich thé tich 16n; dung dich thé tich nho. < & |Health Products Safety
* Thudc khdng v triing: Vién nang cirng; thudc bot pha hdn dich udng; thudc dén qua da (di (rng nguyén); vién nén, vién nén bao phim. g E‘ (ANSM)
* Thudc sinh hoc (thudc dan qua da): thudc (rc ché mién dich; thudc cé ngudn gdc tir ngudi hodc dong vat. - ™
1703  [Fareva Amboise Zone Industrielle, 29 route  |* ThuBc vé tring EU-GMP |2021/HPF/F French national Agency 19
des Industries, POCE SUR + Thudc san xudt vé trung: Dung dich thé tich I&n; dung dich thé tich nhé. R/158 for Medicines and
CISSE, 37530, France + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé. Health Products Safety
+ Xuat xudng 16. (ANSM)
* Thu8c khong vé trung: i N
+Vién nang ctrng; thudc bot pha hdn dich udng; thudc dan qua da (dj tng nguyén); vién nén, vién nén bao phim. g 8‘
+ Xudt xudng 16. 9 3
* Thu8c sinh hoc (thudc dén qua da): g’ :'
+Thudc trc ché mién dich; thudc cé ngudn géc tir ngudi hodc dong vat.
+ Xuét xudng 16: Thudc tre ché mién dich; thudc cé ngudn géc tir ngudi hodc dong vat.
* Péng goi so cap: Vién nang cing; thudc bot pha hdn dich udng; thudc dan qua da (dj ng nguyén); vién nén, vién nén bao phim.
* Péng goi thir cap.
FR-040 » Sanofi Winthrop Industrie - Tours » 30-36 avenue Gustave Eiffel, Tours, 37100, France
281 Sanofi Winthrop 30-36 avenue Gustave Eiffel, [* ThuSc khéng vo trung: vién nang clrng; vién nén, vién nén bao phim. EU-GMP [2018/HPF/F © o |French National Agency 7
Industrie Tours, 37100, France R/072 § § for Medicines and
8 8 Health Products Safety
= S
o —
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749 Sanofi Winthrop  |30-36 avenue Gustave Eiffel, [* ThuGc khong vé tring: vién nang clng; vién nén, vién nén bao phim, vién nén phéng thich cham, thudc bét, thude cém EU-GMP |2019/HPF/F o " French National Agency 11
Industrie - Tours  |Tours, 37100, France * Xudt xudng thudc khdng vo trung; xut xwdng thudc vé trung (chi cho thudc nhap khau) R/340 b= S |for Medicines and
(céch ghi khac: * Kiém tra chat lugng: Héa ly, vat ly, vi sinh (khong vé trung) : 2 Health Products Safety
3 " — -
Sanofi Winthrop ~ &
Industrie) - i
FR-041 » Capsugel Ploermel SAS » ZI de Camagnon, 56800 Ploermel, France
282 Capsugel Ploermel |ZI de Camagnon, Ploermel, * Thudc khong v trung chira hoat tinh cao: Vién nang cing; Vién nang mém (ch(ra hormon sinh duc). EU-GMP [2019/HPF/F oy — |French National Agency 7
SAS 56800, France R/117 § § for Medicines and
g “"\.‘ Health Products Safety
= bl (ANSM)
1704 Capsugel Ploérmel |ZI de Camagnon, Ploermel * Ban thanh phadm: Thudc khdng vé trung chira hoat tinh cao: Vién nang cirng; Vién nang mém (chira hormon sinh duc). EU-GMP [2021/HPF/F French National Agency 19
(hodc Ploermel)  |(hodc Ploérmel), 56800, * Xudt xudng thudc khong vo tring R/074 for Medicines and
) ” pe WS I —
(Tén khac: France * Kiém tra chat lugng (Hoéa ly/vat ly) N g Health Products Safety
Capsugel Ploermel uNg E (ANSM)
< . o i
(hodc Ploérmel) ~ o
SAS) o o
FR-042 » SANOFI PASTEUR » PARC INDUSTRIEL D'INCARVILLE, VAL DE REUIL, 27100, FRANCE
335 SANOFI PASTEUR |Parc Industriel d'Incarville, * ThuBc vé trung: EU-GMP |2019/HPF/F French National Agency 8
Val-De-Reuil, 27100, France + Thu8c san xuat v trung: Thudc déng khd; dung dich thé tich nhé. R/306 for Medicines and
(Céch ghi khéc: Parc + Thudc tiét trung cudi: Dung dich thé tich nhé. Health Products Safety
Industriel d'Incarville, 27100 [* Thudc sinh hoc: San pham mién dich; san pham cong nghé sinh hoc; san pham cé ngudn gdc tir ngudi hodc dong vat. o o |(ANSM)
Val De Reuil, France / Parc a =]
Industriel d'Incarville, Val De 3 :
Reuil 27100, France / Parc ;" E‘
Industriel d'Incarville, Val-De- — o
Reuil 27100, France)
FR-043 » SANOFI PASTEUR » 1541 AVENUE MARCEL MERIEUX, MARCY L'ETOILE, 69280, FRANCE
622 SANOFI PASTEUR [1541 avenue Marcel * ThuBc vo trung: EU-GMP |2019/HPF/F French Health Products 10
Mérieux, Marcy L'Etoile, + Thu8c san xudt vé trung: Thubc déng khd; dung dich thé tich nhé. R/123 Safety Agency (AFSSAPS)
69280, France + Thudc tiét trung cudi: Dung dich thé tich nhé. Q b
(Céch ghi khdc: 1541 avenue |* Thudc sinh hoc: San phdm mau, San phdm mién dich; san phdm cong nghé sinh hoc; san pham cé ngudn géc tir nguoi hodc dong vat. I <
Marcel Mérieux, Marcy g‘ g‘
L'Etoile 69280, France / 1541 3 ;;
avenue Marcel Mérieux,
69280 Marcy L'Etoile, France)
1616 [SANOFI PASTEUR |1541 avenue Marcel * Thudc vé trung: EU-GMP |2021/HPF/F National Agency For The [ 18
Mérieux, Marcy L'Etoile, + Thu8c san xudt v trung: Thudc ddng khd; dung dich thé tich nhé. R/049 Safety Of Medicine amd
69280, France + Xudt xudng 16. < 0 |Health Products, France
(* Cach ghi khac: 1541 * Thudc sinh hoc: IS <
avenue Marcel Mérieux, +53n phdm mau; san pham mién dich; san phdm céng nghé sinh hoc; san pham cé ngudn géc tir ngudi hodc dong vat. g' ‘C_">
Marcy L'Etoile 69280, France | + Xudt xuwdng 16: San phdm mau; san pham mién dich; sdn phdm cong nghé sinh hoc; sdn phdm c6 ngudn géc tir ngudi hodc dong vat. m' %'
/ 1541 avenue Marcel * Pong goi thir cap.
Mérieux, 69280 Marcy * Kiém tra chat lugng: Vi sinh: V6 trung; Vi sinh: Khong vé trung; Héa hoc/Vat ly; Sinh hoc.
FR-044 » Laboratoire Unither » ZI de la Guérie, Coutances Cedex, 50211, France
450 Laboratoire ZI de la Guérie, Coutances  |* ThuSc vé trung: EU-GMP |2019/HPF/F | o «~ |French National Agency 9
Unither Cedex, 50211, France +Thudc sdn xuat vo trung: dung dich thé tich nhd; thudc dang ban rin (gel). R/059 by S |for Medicines and
* Thudc sinh hoc: hdn dich udng chira bao tl vi khuén. g a Health Products Safety
o0 < |(ANSM)
- o
Danh sach téng hop co s& nudc ngoai dap tng GMP Trang 95/ 307 17-01-2023




. - Ao ol s P 1y | NGAY POT
ID CHUNG | TEN CO’ SO’ SAN 2 ~ A NGUYEN | GIAY CH. |[NGAY s e o
: pee PIA CHI PHAM VI CHUNG NHAN p A = HET CO’ QUAN CAP CONG
CHi XUAT : & : TAC GMP NHAN CAP HAN Q BO
FR-045 » Famar Orleans » 5 Avenue de Concyr, Orleans Cedex 2, 45071, France
394 Famar Orleans 5 Avenue de Concyr, Orleans |* Thudc khong vé triing: thudc duing ngodi dang 18ng; thudc udng dang 18ng; thudc bdt; thuSc cdm; san pham st dung &p luc; dang bao ché ban rén; vién nén; | EU-GMP [2019/HPF/F o - National Agency for the 8
Cedex 2, 45071, France vién nén sli R/178 by S |Safety of Medicine and
g : Health Products
-
N < |(ANSM), France
- o
1922 Delpharm Orleans |5 Avenue de Concyr, Orleans |* ThuSc khdng v trung: thuSc dung ngoai dang 18ng; thudc udng dang 18ng; thudc bot; thudc c8m; san phdm st dung 4p luc; dang bao ché ban rin; vién nén; [ EU-GMP |2019/HPF/F o o National Agency for the 22
(Tén cii: Famar Cedex 2, 45071, France vién nén s, R/326 b & |safety of Medicine and
(] o~
Orleans) ﬁ :‘4 Health Products
o & |(ANSM), France
o %)
2006 Delpharm Orleans |5 Avenue de Concyr,-Orleans |* Thudc khdng vé trung: thudc dung ngoai dang 16ng; thuéc udng dang 16ng; thudc bét; thuSc cdm; san pham st dung ap lwc; dang bao ché ban rén; vién nén. | EU-GMP |2021/HPF/F National Agency for the 23
(Tén cii: Famar Cedex 2, 45071; France * Xudt xudng thudc khong vo tring R/120 4 < |safety of Medicine and
Orleans) *Donggdi: ) L . o ) . \ S S |Health Products
+Déng gbi so cap: thudc dung ngoai dang l6ng; thudc udng dang 16ng; thudc bot; thudc cdm; san phdm sir dung &p lwc; dang bao ché bén ran; vién nén. : :.; (ANSM), France
+Ddng géi thir cap. [S) S} !
* Kim tra chat lugng: Vi sinh (khéng vé trung); Héa hoc/Vat ly. ~ Q
FR-047 » Cenexi - Fontenay Sous Bois » 52 rue Marcel et Jacques Gaucher Fontenay Sous Bois, 94120, France
750 |Cenexi-Fontenay |52rueMarceletJacques  |*Thucvo tring: EU-GMP |2018/HPF/F National Agency for the | 11
Sous Bois (Cach Gaucher Fontenay Sous Bois, | + Thu8c san xudt v trung: Dung dich thé tich nhé. R/223 Safety of Medicine and
ghi khac: Cenexi 94120, France + Thudc tiét trung cudi: Dung dich thé tich nhé. © < |Health Products
ho3c Cenexi SAS) (* Céch ghi khac: 52 rue * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang l6ng; thudc dat; vién nén, vién nén bao phim, vién nén bao duong. I IS (ANSM), France
Marcel et Jacques Gaucher - |* Xuat xuwéng: bao gdm ca thudc cong nghé sinh hoc. 3' ﬁl ’
94120 Fontenay - Sous Bois, |* Ddng goi: ‘:c' ;'c’
France) + Déng gbi so cap thude khdng vo trung, bao gdm ca vién nang mém.
+Déng goi thir cap.
1705 [Cenexi- Fontenay |52 rue Marcel et Jacques * Thudc vé tring: EU-GMP |2021/HPF/F National Agency for the 19
Sous Bois (Cach Gaucher Fontenay Sous Bois, | + Thudc san xudt vé trung: Dung dich thé tich nhé. R/116 Safety of Medicine and
ghi khac: Cenexi 94120, France + Thudc tiét trung cudi: Dung dich thé tich nhé. b M |Health Products
hoiic Cenexi SAS) (* Cach ghi khac: 52 rue * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang long; thudc dat; vién nén, vién nén bao phim, vién nén bao duong. IS IS (ANSM), France
Marcel et Jacques Gaucher - [* Xuat xuwdng: bao gdm ca thudc céng nghé sinh hoc. B' g' !
94120 Fontenay - Sous Bois, |* Déng goi: u‘_"'x ;‘c’
France) +Déng gbi so cap thudc khdng vo trung, bao gdm ca vién nang mém.
+Déng goi thir cap.
FR-048 » Glaxo Wellcome Production » ZI de la Peyenniére, Mayenne, 53100, France
435 Glaxo Wellcome Zl de la Peyenniere, * Thudc khong vé triing chira khang sinh Penicillin: Vién nang cing; thudc bot, thudc bot pha hdn dich ung; vién nén; vién nén bao phim. EU-GMP [2018/HPF/F o ~ National Agency for the 8
Production Mayenne, 53100, France R/263 = S |Safety of Medicine and
o o~
& & [Health Products
— -
& <& |(ANSM), France
S %)
FR-049 » Carelide » rue Michel Raillard, Mouvaux, 59420, France
550 Carelide rue Michel Raillard, * Thudc v6 trung tiét trung cudi: dung dich thé tich I&n; dung dich thé tich nhé. EU-GMP |2019/HPF/F A ~ |French National Agency 9
Rl
Mouvaux, 59420, France R/346 S S |for Medicines and
g' 15 [Health Products Safety
~ S [(ANSM)
o~ i
1923 Carelide rue Michel Raillard, * Thudc vé trung tiét trung cudi: dung dich thé tich I&n; dung dich thé tich nhé. EU-GMP |2019/HPF/F ~ <« |French National Agency 22
Mouvaux, 59420, France * Xudt xudng 16; R/346 § § for Medicines and
* Bong géi thir cdp; < & [Health Products Safety
* Kiém tra chat lugng. = & |(ANSM)
o ~
FR-050 » Septodont hodc Septodont SAS hodc Specialites Septodont » 58 rue du pont de Creteil, Saint Maur des Fosses, 94100, France
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351 Septodont ho3c 58 rue du pont de Creteil, * Thudc vo trung tiét trung cudi: thudc dang rén hodc cdy ghép; dung dich thé tich nho; EU-GMP |HPF/FR/058 French National Agency 8
Septodont SAS Saint Maur des Fosses, * Thudc khdng vé trung: dung dich thudc dung trong; thudc bdt; thudc ban rén; vién nén; /2019 g g for Medicines and
hoc Specialites 94100, France. * thét xult’?'ng thxuéc %) tru.ng va kj]éng vo trung. o o : : Health Products Safety
Septodont * Dong gdi so cap: dung dich thudc dung trong; thu6e bot; thudc bén ran; vién nén; S il (ANSM)
* Pong goi thir cap. 3 -
* Kidmotra chat Lygng
FR-051 » Meda Manufacturing » Avenue JF Kennedy, MERIGNAC, 33700, France
401 Meda Avenue JF Kennedy, * Thudc khdng vé trung: thuéc dang khung thdm (Impregnated matrices); thudc dung ngoai dang l6ng; thudc udng dang 18ng; thudc ban rin (gel, m& va kem); | EU-GMP [HPF/FR/232 ~ o |French National Agency 8
Manufacturing MERIGNAC, 33700, France  |thudc dan! /2017 § § for Medicines and
* Xuat xurdng thudc vo trung. 8‘ :' Health Products Safety
g? = |(ANSM)
751 MEDA Avenue JF Kennedy, * Thudc khdng vé trung: thuéc dang khung thdm (Impregnated matrices); thuSc dung ngoai dang 18ng; thuSc uéng dang l6ng; thudc bén ran (gel, m& va kem). | EU-GMP [2019/HPF/F French National Agency 11
MANUFACTURING |MERIGNAC, 33700, France * Xudt xwdng: thudc v trung; thudc khdng vé trung. R/317 o ~ [for Medicines and
* Déng goi: . , S S [Health Products Safety
+Déng gbi so cap: thudc dang khung thdm (Impregnated matrices); thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc dang ran (thudc cém); thudc : ;.“ (ANSM)
ban ran. i =}
+Doéng goi thir cap. Q Q
* Kiém tra chat lugng.
FR-054 » Laboratoires Grimberg SA » ZA des Boutries rue Vermont, Conflans Sainte Honorine Cedex, 78704 France
456  |Laboratoires ZA des Boutries, rue * Xudt xudng 16 thude vo trung. EU-GMP |2020/HPF/F French National Agency 9
Grimberg SA Vermont, Conflans Sainte * Thudc khdng vé truing: vién nang cirng; thudc bdt (bao gdm ca bdt pha hdn dich nhé tai); vién nén, vién nén bao phim. R/024 ° « [|for Medicines and
Honorine Cedex, 78704, S S  |Health Products Safety
France o o
i o~ o  |(ANSM)
(Cach viét khac: Z.A. des Q Q
) © N
Boutries, rue Vermont, o —
78704 Conflans Sainte
FR-055 » Laboratoire Unither - Amiens » Espace Industriel Nord, 151 rue André Durouchez CS 28028, AMIENS, 80084 CEDEX 2, France
895 LABORATOIRE Espace Industriel Nord, 151  |* Thu8c vé trung: EU-GMP |2020/HPF/F French National Agency 11
UNITHER rue André Durouchez CS +Thudc sdn xuat vd trung: Thudc dang ban rén; dung dich thé tich nhé (bao gdm dung dich khi dung). R/103 for Medicine and Health
28028, AMIENS, 80084 +Ching nhén 16. Products Safety (ANSM)
CEDEX 2, France * Thu8c khéng vé trung: o ~
(* Céch viét khac: Espace + Thu@c dung ngoai dang 1dng; Thudc dung trong dang long. g =
Industriel Nord, 151 rue + Chirng nhan 16. E :
Andre Durouchez - CS 28028, |* Déng géi so cap: Thudc dung ngoai dang 16ng; Thudc dung trong dang ldng. g ;"
80084 AMIENS CEDEX 2, * Pong goi thir cap. Al -~
France) * Kiém tra chat lugng:
+Visinh: V6 trung.
+ Visinh: Khéng vo trung.
2143  |LABORATOIRE Espace Industriel Nord, 151  [* Thu8c vé trung: EU-GMP |2022_HPF_F French National Agency 25
UNITHER rue André Durouchez, +Thudc sdn xuat vd trung: Thudc dang ban rén; dung dich thé tich nhé (bao gdm dung dich khi dung). R_063 for Medicine and Health
AMIENS CEDEX 2, 80084, +Chizng nhén 16. Products Safety (ANSM)
France * Thu8c khéng vé trung: ~ <«
(* Céch viét khac: Espace + Thu8c dung ngoai dang 1dng; ThuSc dung trong dang long. =) g
Industriel Nord, 151 rue + Chirng nhan 16. 3 g
Andre Durouchez - CS 28028, |* Déng géi so cap: ThuSc dung ngoai dang 16ng; Thudc dung trong dang léng. 2 ,Cj
80084 AMIENS CEDEX 2, * Pong goi thir cap. ~ -~
France) * Kiém tra chat lugng:
+ Visinh: V6 trung.
+ Visinh: Khéng vo trung.
FR-056 » Sanofi Winthrop Industrie - Maisons-Alfort » 180 rue Jean Jaurés, Maisons-Alfort, 94700, France
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532 Sanofi Winthrop 180 rue Jean Jaurés, Maisons-|* Thu8c v trung: EU-GMP [2019/HPF/F National Agency for the 9
Industrie Alfort, 94700, France + Thu8c san xudt v trung: Thudc ddng kho; dung dich thé tich nhé. R/167 o N Safety of Medicine and
(* Céch viét khéc: (Ca’cl:1 viét khac: 1?0 rue Jean |* Thudc sinh hoc: Thudc chiét xuat cé ngudn géc tir ngudi hodc dong vat. g S |Health Products
sanofi Winthrop Jaures, 94702 Maisons-Alfort g m (ANSM), France
. Cedex, France) =] —
Industrie - = &
Maisons Alfort) - ”
FR-058 » Cenexi HSC » 2 rue Louis Pasteur, Herouville Saint Clair, 14200, France
1256  [Cenexi HSC 2 rue Louis Pasteur, * Doéng goi: EU-GMP |2018/HPF/F French National Agency 15
Herouville Saint Clair, 14200, |. +Ddng géi so cdp: ThuSc khéng vé trung: thuSc udng dang long. R/261 @ = |for Medicine and Health
France +Ddng gdi thir cap. a 2' Products Safety (ANSM)
(céch ghi khac: 2, rue Louis N N
Pasteur, 14200 Herouville St ) -
Clair, France) e ”
FR-059 » Delpharm Huningue SAS » 26 rue de la Chapelle, HUNINGUE, 68330, France
533 Delpharm 26 rue de la Chapelle, * Thudc khong vé trling (bao gdm ca thudc chira héc mon): thube dung ngoai dang 1dng, thudc udng dang 1dng, dang bao ché ban ran, thuéc dan. EU-GMP [2019/HPF/F s o |French National Agency 9
Huningue SAS HUNINGUE, 68330 (hodc F R/245 § § for Medicines and
68330, HUNINGUE), France g’ g' Health Products Safety
& & |(ANSM)
<] ™
FR-060 » Laboratoires Expanscience » rue des Quatre Filles, Epernon, 28230, France
481 Laboratoires rue des Quatre Filles, * Thudc khéng vo trung: vién nang cing. EU-GMP |2018/HPF/F 0 « |French National Agency 9
Expanscience Epernon, 28230, France * Dong goi: R/165 § § for Medicines and
+ Déng gbi so cap: vién nang clng; vién nén. ,8' 8‘ Health Products Safety
+Doéng goi thir cap. q T
i ©  |(ANSM)
1184 |[Laboratoires rue des Quatre Filles, * Thu8c khéng vé trung: EU-GMP |2020/HPF/F French National Agency 14
Expanscience Epernon, 28230, France +Vién nang cirng. R/149 Q ®  |for Medicines and
* Xust xudng 10. S &  [Health Products Safety
* D4
Pong goi: ) S S [(ANSM)
+Dong goi so cap: vién nang cirng; vién nén. :& A
+Dbng goi thir cap. ~
X ilea Latl
FR-061 » Guerbet » 16-24 rue Jean Chaptal, Aulnay Sous Bois, 93600, France
482 Guerbet 16-24 rue Jean Chaptal, * ThuGc vé tring: EU-GMP |2019/HPF/F S « |French National Agency 9
Aulnay Sous Bois, 93600, + Thudc tiét trung cudi: dung dich thé tich 1&n; dung dich thé tich nhé. R/111 § g, for Medicines and
France g < [Health Products Safety
3 & |(ANSM)
1706 |Guerbet 16-24 rue Jean Chaptal, * ThuGc vé trung: EU-GMP |2021/HPF/F French National Agency 19
Aulnay Sous Bois, 93600, + Thudc tiét trung cudi: dung dich thé tich 1&n; dung dich thé tich nho. R/051 . < |for Medicines and
France +Xuat xudng. § § Health Products Safety
* & 5 b truneg:
Thuoi: kh07ng Vo trung: o & |(aNsm)
+ Xuat xuong. S Q
* A Aie o wn
Dong goi: ~ =
+Dong gdi thir cap
el il tendendend A3 Lol A b AW R AR RA
FR-062 » Laboratoires Besins International » 13 rue Périer, Montrouge, 92120, France
1376  [Laboratoires 13 rue Périer, Montrouge, * Thudc khéng vo trung: EU-GMP |2019/HPF/F French National Agency 16
Besins 92120, France + Thuéc ban rin chira hormon (trir thudc chira hormon sinh duc cé tac dung tranh thai). R/266 o N |for Medicine and Health
International +Xuat xudng. g Crxlf Products Safety (ANSM)
* Déng goi: 3 N
+Dong gbi so cap thudc ban ran chira hormon (trir thudc chira hormon sinh duc cé tac dung tranh thai) néu trén. S -
~ -
+Dong goi thir cap. ”
* Vifon tvn ch At Livvnea
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FR-064 » Laboratoires Galderma » ZI Montdésir, Alby Sur Cheran, 74540, France
753 |Laboratoires ZI Montdésir, Alby Sur * Thugc khdng v triing: EU-GMP |2019/HPF/F French National Agency | 11
Galderma Cheran, 74540, France +Thudc dung ngoai dang 16ng; Thuse dang ban ran. R/344 o o |for Medicines and
+Xudtxuonglo. ] ) > S |Health Products Safety
* Pong goi so cap: Thudc dung ngoai dang 16ng; Thudc dang ban ran. Z g (ANSM)
* Pong goi thir cap. i Q
* Kiém tra chat lughg: 3 3
+ Vi sinh: Khdng vo trung.
946 Laboratoires ZI Montdésir, Alby Sur * Thugc khong vo trung: EU-GMP |2020/HPF/F French National Agency 12
Galderma Cheran, 74540, France ‘+Thudc dung ngoai dang 16ng; Thudc dang ban ran. R/100 ° ~ |for Medicines and
+Xust X”“,’ng,'a‘ ) ) ) S S [Health Products Safety
* Péng goi so cap: Thudc dung ngoai dang 16ng; Thudc dang ban ran. g m (ANSM)
* Pong goi thir cap. Q in
* Kiém tra chat lugng: 3 S
+ Visinh: Khéng vo trung.
e aal\lai L
FR-065 » Upsa Sas » 304 avenue du Docteur Jean Bru, AGEN, 47000, France
754 Upsa Sas 304 avenue du Docteur Jean |* Thu8c khéng vé trung: Vién dan. EU-GMP |2018/HPF/F o - French National Agency 11
Bru, AGEN, 47000, France * Dong goi so cdp: Vién dan. R/282 = o |for Medicine and Health
(céch ghi khéc: 304 avenue  [* Pdng géi thir cap. : E Products Safety (ANSM)
du Docteur Jean Bru, 47000 A A
AGEN, France) 3 S
1707 |Upsa Sas 304 avenue du Docteur Jean |* Thudc khéng vé tring: EU-GMP |2021/HPF/F o < National Agency For The [ 19
Bru, AGEN, 47000, France +Thu8c dan. R/103 s S |Safety Of Medicine and
(cach ghi khdc: 304 avenue + Xuét xudng 16. : z Health Products, France
du Docteur Jean Bru, 47000 [* Déng géi so cap: Thudc dan. S} [S]
AGEN, France) * Pong goi thir cap. & 3
FR-066 » Janssen Cilag - Val de reuil » Domaine de Maigremont, Val-de-reuil, 27100, France
755 Janssen Cilag Domaine de Maigremont, * Thudc khong v triing: Vién nang clrng; thudc dung ngoai dang 16ng; thudc udng dang ldng; thudc ban ran; vién nén, vién nén bao phim. EU-GMP [2019:HPF/F French National Agency 11
VAL-DE-REUIL, 27100, France |* Xuat xwdng thudc khéng vé trung. R/138 Q < |for Medicine and Health
Céch viét khac: Domaine de  |* Ddng géi: IS 2 |Products Safety (ANSM)
Maigremont, 27100, Val-de- +Ddng gdi so cap: Vién nang cirng; vién nang mém; thudc dung ngoai dang 16ng; thudc udng dang ldng; thudc ban ran; vién nén, vién nén bao phim. g' r‘:'l‘
Reuil, France +Déng goi thir cap. 3‘ ;';
* Kiém tra chat lugng.
1800 Janssen Cilag Domaine de Maigremont, * Thudc khdng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc ban rén; vién nén, vién nén bao phim. EU-GMP [2021/HPF/F French National Agency 20
VAL-DE-REUIL, 27100, France [* Xudt xudng thudc khéng vé trung. R/140 o % [for Medicines and
Céch viét khac: Domaine de  [* Pdng goi: <] S |Health Products Safety
Maigremont, 27100, Val-de- +Dong goi so cdp: Vién nang clng; vién nang mém; thudc dung ngoai dang 16ng; thudc udng dang Idng; thudc ban rén; vién nén, vién nén bao phim. co"w 3‘ (ANSM)
Reuil, France +Ddng goi thir cap. 0 B‘
* Kiém tra chat lugng. o
FR-068 » Adare Pharmaceuticals SAS » Route de Bi, La Prévoté, Houdan,78550, France
756 Adare Route de B(, La Prévoté, * Thu8c khéng vé trung: Vién nang cirng, thudc bot. EU-GMP [2019/HPF/F o - French National Agency 11
Pharmaceuticals |Houdan, 78550, France * Xudt xwdng thudc khdng vé trung. R/319 b o |for Medicine and Health
SAS * Thu8c sinh hoc: Thudc san xuét tir cong nghé Ién men (khéng chira vi sinh vat séng). E : Products Safety (ANSM)
* Péng goi so cap: Vién nang cirng, thudc bot. ".' -
* s R © —
Pong goi thir cap. ~ o0
* Vifen tvn ch At Livne
1477 Adare Route de B, La Prévoté, * Thu8c khéng vé trung: Vién nang cirng, thudc bot. EU-GMP |2021/HPF/F French National Agency 17
Pharmaceuticals ~|Houdan, 78550, France * Xudt xudng thudc khong vé tring. R/020 by @ |for Medicine and Health
SAS * Thu8c sinh hoc: Thudc san xuat tir cong nghé Ién men (khéng chira vi sinh vat séng). IS S |Products Safety (ANSM)
* Xudt xudng thudc sinh hoc: Thudc san xuat tir cdng nghé 1én men (khéng chira vi sinh vat séng). g' ‘c_")
* Pong goi so cap: Vién nang cirng, thudc bot. “ )
-
* Pong goi thir cap. o
* WiBon trn ch &t hvovna: Vi cinh (LhAna A teitinal. LA~ has AJAE 1
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FR-069 » CIS BIO INTERNATIONAL » Route Nationale 306, Saclay BP 32, GIF SUR YVETTE, 91192, France
757 CISBIO Route Nationale 306, Saclay |* ThuGc vo trung: EU-GMP |2020/HPF/F o o |French National Agency 11
INTERNATIONAL  [BP 32, GIF SUR YVETTE, + Thu8c san xudt v trung: thudcdéng khé; dung dich thé tich nhé (thudc phdng xa). R/116 § § for Medicine and Health
91192, France + Thudc tiét trung cudi: dung-dich thé tich nho (thudc phéng xa); Column of molybdenum -99 for radionuclide generator of technetium. 0 < |Products Safety (ANSM)
* Thu8c phéng xa khdng vé trung: vién nang cirng; thudc udng dang 16ng; may tao hat nhan phéng xa. ,O\- 3
* Thudc sinh hoc phéng xa ' ché pham tir mau; thudc min dich; thudc cong nghé sinh hoc; thudc chiét xuat tir ngudi hodc dong vat. © @
FR-070 » Delpharm Saint Remy » Rue de L'Isle, Saint Remy Sur Avre, 28380, France

947 Delpharm Saint Rue de L'lsle, Saint Remy Sur [* Thudc v4 trung: EU-GMP |2019/HPF/F | o « |French National Agency | 12
Remy (tén cii: Avre, 28380, France + Thudc san xudt v trung: thudc dong khé; dung dich thé tich nhé. R/330 § § for Medicines and
Famar L'Aigle) * Xuat xuong. ~ < [Health Products Safety

Do.ng goi. o o |(ANSM)
* Kiém tra chat lugng. © ©

1924  [Delpharm Saint Rue de L'lsle, Saint'Remy Sur |* Thudc vé trung: EU-GMP |2021/HPF/F - < |French National Agency 22
Remy (tén cii: Avre, 28380, France + Thu8c san xut v trung: thudc dong khé; dung dich thé tich nhé. R/128 § § for Medicines and
Famar L'Aigle) + Xuat xwdng thudc v trung. o b [Health Products Safety

* Péng goi: déng goi thir cap. g v? (ANSM)
* Kiém tra chat lwgng: Vi sinh (v6 trung, khéng vé trung); Héa ly/Vat ly; Sinh hoc (phép thir endotoxin). -~ o
FR-071 » AstraZeneca Dunkerque Production » 224 avenue de la Dordogne, Dunkerque, 59640, France

758 AstraZeneca 224 avenue de la Dordogne, |* Thudc khdng v triing: Dang bao ché c6 ap luc (bao gdm ca hén dich nén dudi ap sudt dung dé hit). EU-GMP |2019/HPF/F o ~ |French National Agency 11
Dunkerque Dunkerque, 59640, France  [* Xudt xudng. R/034 § § for Medicine and Health
Production * Dong gdi s cap, ddng goi thit cap. 8' & |Products Safety (ANSM)

* Kiém tra chat lvgng. s iy
o~ ™
FR-072 » GLAXOSMITHKLINE BIOLOGICALS » 637 rue des Aulnois, SAINT AMAND LES EAUX, 59230, France

948 GLAXOSMITHKLINE |637 rue des Aulnois, SAINT | * VAc xin sdn xuat vo trung (bao gom ca cong doan pha ché): thudc déng kho; thudc 1dng thé tich nho. EU-GMP |2018/HPF/F © « |French National Agency 12
BIOLOGICALS - |AMAND LES EAUX, 59230, R/249 8 | S [forMedicines and
SAINT AMAND LES |France o 15 [Health Products Safety
EAUX N g (ANSM)

1478  |GLAXOSMITHKLINE [637 rue des Aulnois, SAINT  |* Vic xin san xudt vé trung: thudc déng khé; thudc 16ng thé tich nhé. EU-GMP |2021/HPF/F | o |French National Agency | 17
BIOLOGICALS AMAND LES EAUX, 59230, R/041 § § for Medicines and

France g' < [Health Products Safety
b <] (ANSM)
FR-073 » PIERRE FABRE MEDICAMENT PRODUCTION - GIEN » site Progipharm, rue du Lycée, GIEN, 45500, France

1185 [PIERRE FABRE site Progipharm, rue du * Thudc khéng vo trung: EU-GMP |HPF/FR/300 French National Agency 14
MEDICAMENT Lycée, GIEN, 45500, France + Vién nang clng; Thudc dung ngoai dang 16ng; Thudc udng dang 16ng; Thudc dang ban rén; Vién nén, vién nén bao phim; Thudc c6m; Dang bao ché cé ap /2017 ~ < |for Medicine and Health
PRODUCTION - lyc. by S  |Products Safety (ANSM)

GIEN + Xudt xudng 16. E :
* Péng goi so cap: Vién nang clng, vién nang mém; Thudc dung ngoai dang 1dng; Thudc udng dang 16ng; Thudc dang béan ran; Vién nén, vién nén bao phim; ':.‘ il
i
Thuéc c8m; Dang bao ché cé ap luc. o ™
* Péng goi thir cap.

1801 Pierre Fabre Site Progipharm, rue du * Thu8c khéng vé trung: EU-GMP [2021/HPF/F French National Agency 20
Medicament Lycée, GIEN, 45500, France +Vién nang cirng; Thudc dung ngoai dang I6ng; Thudc udng dang 16ng; Thudc dang ban rn; Vién nén, vién nén bao phim; Thudc cdm; Dang bao ché cé ép R/093 o S, |for Medicine and Health
Production lve. . 2' Cr\j Products Safety (ANSM)

+ Xudt xuwéng 16. <3 S
* Péng goi so cap: cac thudc trén. — O
Ll
* Péng goi thir cap. ~
X Wi&, L LA+ L M ciob (KbLA At Ao i b JAVEYS M
FR-074 » Unither Industries » Zone Industrielle Le Malcourlet, Gannat, 03800, France
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1186 Unither Industries |Zone Industrielle Le * Thu8c khéng vé trung: Thudc bét, thudc c8m; thudc ddt (hocmon); vién nén. EU-GMP |2019/HPF/F French National Agency 14
Malcourlet, Gannat, 03800, + Chirng nhan 16 R/180 o ~ |for Medicines and
France * Thu8c sinh hoc: thudc cdng nghé sinh hoc b= S |Health Products Safety
+ Chitng nhan 16 g : (ANSM)
* ThuSc duoc ligu Q inl
* Péng goi so cap: Thude,bdt, thude cdm; thude dat (hocmon); vién nén. < -
* Pong goi thir cap.
RIS okl Aleiadalila o Ll 2o A N A NP AR adande.
FR-075 » Laboratories Rosa-Phytopharma » 2 avenue du Traité de Rome, CHATOU, 78400, France
1187 |Laboratories Rosa- |2 avenue du Traité de Rome, |* Xudtxuwdng 16: Thudc khong vo trung EU-GMP |2019/HPF/F | o o |French National Agency | 14
Phytopharma CHATOU, 78400, France R/080 § § for Medicines and
8' & [Health Products Safety
& 4 |(ANSM)
o ™
FR-076 » Laboratoires Chemineau » 93 route de Monnaie, Vouvray, 37210, France
1188 Laboratoires 93 routé de Monnaie, * Thudc khdng vé trung: thudc diing ngoai dang 1dng; thudc udng dang 1dng; thudc bdt, thudc phun mi; dang bao ché ban ran (bao gdm chét ¢ hoat tinh EU-GMP |2019/HPF/F French National Agency 14
Chemineau Vouvray, 37210, France hormon). R/212 o «~ |for Medicines and
(* Céch ghi khac: 93 route de |* Xuat xwdng thu6c khéng vo trung by S |Health Products Safety
Monnaie, 37210, Vouvray, * Dong goi: S :.". (ANSM)
France) +Ddng gbi so cap: thudc dung ngoai dang 16ng; thudc udng dang ldng; thudc bot, thudc phun mu; dang bao ché ban rin (bao gom chat cé hoat tinh Q Q
hormon). Q 38
+ Déng goi thir cap.
1925 Laboratoires 93 route de Monnaie, * Thu8c khéng VC")‘ tirtlng: thudc dung ngoai dang 1dng; thudc udng dang 1dng; thudc bot, thudc phun mu; dang bao ché bén rén (bao gdm chat ¢ hoat tinh EU-GMP |2022/HPF/F French National Agency 22
Chemineau Vouvray, 37210, France hormon). R/003 ~ < |for Medicines and
(* Cach ghi khéc: 93 route de [* Xuat xwdng thudc khdng vé trung o S |Health Products Safety
Monnaie, 37210, Vouvray, |* Ddng géi: 2 g (ANSM)
France) +Ddng gbi so cap: thudc dung ngoai dang 16ng; thudc udng dang ldng; thudc bot, thudc phun mu; dang bao ché ban rin (bao gom chat cé hoat tinh Q Q
hormon). =t S
+Déng goi thir cap.
s il Alaiada il ol o s A b} AV P Llad Ll
FR-077 » Fresenius Kabi France » 6 rue du Rempart, Louviers, 27400, France
1257  [Fresenius Kabi 6 rue du Rempart, Louviers, [* Thudc v trung: EU-GMP |2018/HPF/F o0 « |French National Agency 15
France 27400, France + Thudc tiét trung cudi: dung dich thé tich Ion; dung dich thé tich nho. R/099 § g, for Medicines and
+ Xudt xudng. g & [Health Products Safety
. s o - :
Pong goi thir cap. & & |(ANSMm)
* Kiém tra chat lugng. — ™
1479  [Fresenius Kabi 6 rue du Rempart, Louviers, |* Thuc v trung: EU-GMP |2021/HPF/F - « |French National Agency 17
France 27400, France + Thudc tiét trung cudi: dung dich thé tich Ion; dung dich thé tich nho. R/061 S S |for Medicines and
pe 5 () o
+ Xuat xuong. s < |Health Products Safety
. s o
Déng géi thir cap. o0 O |(ANSM)
* Kiém tra chat lugng. N )
FR-078 » Laphal Industries - Allauch » Avenue de Provence, BP 7, Allauch, 13190, France
1926 Laphal Industries - |Avenue de Provence, BP 7,  |* Thudc khéng vo trung: EU-GMP |2020/HPF/F ° - French National Agency 22
Allauch Allauch, 13190, France + Thu8c dung ngoai dang |6ng; thudc dung trong dang 16ng; thudc dat. R/139 oy o |for Medicine and Health
A 3 o o~
+ Xuat xuong. b & |Products Safety (ANSM)
* PDéng goi: “.' -
+Dong gdi so cap: cac dang thubc khdng vé trung néu trén. 3 -
L DAng gAithiy cin
FR-079 » Laboratoires Crinex » 3 rue de Gentilly, Montrouge, 92120, France
1927 |Laboratoires 3 rue de Gentilly, Xudt xuwdng thudc khong vé tring. EU-GMP [2018/HPF/F | o « |French National Agency | 22
Crinex Montrouge, 92120, France R/194 § § for Medicine and Health
g? g Products Safety (ANSM)
- o~
o o
FR-080 » FAREVA PAU 2 » 50 chemin de Mazerolles, IDRON, 64320, France
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2007 FAREVA PAU 2 50 chemin de Mazerolles, * Thudc v6 tring: EU-GMP |2020/HPF/F o ~ |French National Agency 23
IDRON, 64320, France + Thu8c san xudt v trung: Thudc ddng khé (thudc doc t& bao, hormon); Dung dich thé tich nhé (thudc ddc té bao). R/143 § § for Medicines and
+Thudc tiét trung cudi: Dung dich thé tichnhé. & & |Health Products Safety
* Thudc sinh hoc: S3n phdm mién/dich (ban thanh pham) . Z: Z' (ANSM)
* Kiém tra chat lugng: Vi sinh: Khéng vo trung; Héa hoc/Vat ly. - @
FR-082 » Recordati Rare Diseases » Eco River Parc, 30 rue des Peupliers, nanterre, 9200, France
1617 |Recordati Rare Eco River Parc, 30 rue des * Xudt xudng 16-thudc vo tring. EU-GMP |2019/HPF/F | o ~ |French National Agency | 18
Diseases Peupliers, nanterre, 9200, * Xudt xudng)l6 thudc khong vo trung. R/142 § § for Medicines and
France * Xuat xudng 16 thudc sinh hoc: sdn phdm méu, san pham cong nghé sinh hoc. A < |Health Products Safety
o IS
< < [(ANSM)
o~ -
2064 |Recordati Rare Eco River Parc, 30 rue des * Xudt xudng 16 thudc vé trung. EU-GMP |2020/HPF/F o o |French National Agency 24
Diseases Peupliers, Nanterre, 92000, |* Xuat xu&ng 16 thudc khéng vé trung. R/133 § § for Medicines and
France * Xuat xudng |16 thudc sinh hoc: sdn phdm méu, san pham cong nghé sinh hoc. Py &  |Health Products Safety
* Pong goi thir cap. : E (ANSM)
S ~
FR-083 » Haupt Pharma » 1 rue Comte de Sinard, Livron Sur Drome, 26250, France
1480 [Haupt Pharma 1 rue Comte de Sinard, * ThuGc v6 tring: EU-GMP |2020/HPF/F French National Agency 17
(* Céch ghi khac: |Livron Sur Drome, 26250, + Thu8c san xudt vé trung: Dung dich thé tich nho. R/081 for Medicines and
Haupt Pharma France + Thudc tiét trung cudi: Dung dich thé tich nhé. Health Products Safety
Livron SAS hoiic *Xuit'xu‘c?ng thu8c vé trung. S 0 (ANSM)
Haupt Pharma * Thu8c khéng v trung: Thudc dit. IS IS
U P * Xuat xwdng thudc khéng vé trung. S =
ivron) * Thu8c sinh hoc: San pham tach chiét tir ngudi hodc dong vat. 8' 3'
* Xudt xudng thudc sinh hoc: San pham téch chiét tir ngudi hodc dong vat.
* Péng goi so cap: Thudc dit.
* Pong goi thir cap.
FR-084 » EXCELVISION » 27 rue de La Lombardiére, ZI La Lombardiére, ANNONAY, 07100, France
1618  [EXCELVISION 27 rue de La Lombardiére, ZI [* ThuGc vé trung: EU-GMP |2021/HPF/F 5 - French National Agency 18
La Lombardiere, ANNONAY, | + Thu8c san xuat vé trung: Dung dich thé tich nhé (trc ché& mién dich). R/054 I & |For The Safety Of
07100, France + Thudc tiét trung cudi: Dung dich thé tich nhé. : g Medicine and Health
+ >l<uat X,L.mn,g Ii. l‘ro.1 ;; Product
* Dong gbi thir cap. ~ ~
* Wi&m tra chAt Lvong- Vi cinh- VA +riing- Vi cinh- KhAng v triing: HAg hoc AJAE IV
FR-086 » LABORATOIRE AJC PHARMA » usine de Fontaury, CHATEAUNEUF SUR CHARENTE, 16120, France
2144  |Laboratoire AJC usine de Fontaury, * Thudc khéng vé trung: EU-GMP |2018/HPF/F o French National Agency 25
Pharma Chateauneuf Sur Charente, |+ Vién nang cing; Vién nén; Thudc bot, thudc cdm. R/195 = g for Medicines and
16120, France + Xudt xudng 16. ; : Health Products Safety
* Pong goi cap 1: Vién nang cing; Vién nén; Thudc bot, thude cdm. [S] bl (ANSM)
* Pong goi cap 2. = -
* Wil tra chAt Lugng: AL hac AJAL LG
FR-087 » Fareva Pau » Fareva Pau 1, Avenue du Béarn, Idron, 64320, France
1928 |Fareva Pau Fareva Pau 1, Avenue du * ThuGc vé trung: EU-GMP |2021/HPF/F French national Agency 22
(céch ghi khéc: Béarn, Idron, 64320, France + Thudc san xudt vo trung: thudc déng khé (bao gdm ca thudc chira hormon, khéng bao gdm hormon sinh duc); dung dich thé tich nhé (bao gém ca thudc R/091_NA for Medicines and
Fareva Pau 1) (céch ghi khéc: Avenue du chira chat déc té bao). b 3 |Health Products Safety
Béarn, Idron, 64320, France) + Thudc tiét trung cudi: thudc dang ban ran; dung dich thé tich nhd (bao gdm ca thudc chita hormon, khong bao gdm hormon sinh duc). IS IS (ANSM)
+ Xuat xwdng |16 thubc vé trung. GO"\ 8‘
* Xuat xudng 16 thudc khong vé trung. DI g‘
* Péng goi so cap: Vién nang mém chira chat doc té bao.
* Péng goi thir cap.
FR-088 » Valdepharm » Parc Industriel d'Incarville, Parc de la Fringale-CS 10606, Val de Reuil Cedex, 27106, France
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2008 |Valdepharm Parc Industriel d'Incarville, ~ |* ThuGc v6 trung: EU-GMP |2022_HPF_F French National Agency 23
Parc de la Fringale-CS 10606, [+ Thu8c san xudt vé trung: thudc déng khd (bao gdm cé san pham chita héc mén), dung dich thé tich nhé (bao gém ca san pham chira héc mén) R 007 for Medicines and
Val de Reuil Cedex, 27106, |+ Thudc tiét trung cudi: dung di~ch thé tich nho (bao gom ca san pham chira héc mén) B Health Products Safety
France * Thudc sinh hoc: sdn phdm miéndich i ] i (ANSM)
(Céch ghi khéc: * Xuat xudng |16 thudc vo trungva thudc sinh hoc (sdn phdm mién dich) IS <
Parc Industriel d'Incarville, * Pong goi cap 2 5" g
Parc de la Fringale-CS 10606, |* Kiém tra chat lvgng: V4t ly, héa ly, vi sinh (thudc vo trung/thudc khdng vo trung) :' :'
27106 Val de Reuil Cedex,
France)
FR-089 » Laboratoires BTT » ZI De Krafft, 67150 Erstein, France
2065 Laboratoires BTT |zl De Krafft, Erstein 67150, * Xudt xudng thudc vé trung; thudc khéng vé trung. EU-GMP |2020/HPF/F French National Agency 24
France * Thu8c khéng vé trung (bao gém ca thudc chira khang sinh nhém penicillin): Vién nang citng, vién nén, thudc bot R/112 for Medicines and
* San xuat thudc khac: Thudc tir duogc lidu < N |Health Products Safety
* Dong gdi so cdp: S S (ANSM), France
+ Thudc khéng vé trung (bao gdm ca thudc chira khang sinh nhém penicillin): Vién nang cing, vién nén, thudc bt Y b
+Vién nang mém 8' ﬂl
+ Vién nhai
* Pong goi thir cap.
GB-001 » Eisai Manufacturing Limited » European knowledge centre mosquito way hatfield AL10 9SN, United Kingdom
5 Eisai European Knowledge Centre |* Day chuyén SX thu8c khéng vé trung: Vién nang cirng, Vién nén, vién nén bao phim EU-GMP |UK MIA 0 > Medicines and 1
Manufacturing Mosquito way Hatfield AL 10 32301 Insp b S |Healthcare Products
Limited 9sn UK GMP /IMP 3 3 Regulatory Agency
32301/7262 | 3 < |(MHRA), United
19-0007 o ™ |kingdom
27 Eisai European knowledge centre |* Thu6c sdn xuat v trung: dung dich thé tich nhé (déng géi thit cap va chirng nhan 16) EU-GMP |UK MIA o Medicines and 2
Manufacturing mosquito way hatfield AL10  [* Thu8c khéng vé trung: Vién nang cing, vién nén. 32301 Insp S |Healthcare Products
Limited 95N, UK GMP/IMP E Regulatory Agency
32301/7262 3 (MHRA), United
19-0007 ©  |Kingdom
153 Eisai European Knowledge Centre, |* Xuat xudng 16: Thudc vé trung, thudc vo trung, khéng vo trung va céng nghé sinh hoc. EU-GMP [UK MIA Medicines and 6
Manufacturing Mosquito way, Hatfield * ThuBc khéng vé trung (san xudt, dong goi thir cdp, ki€ém tra chat lugng): Vién nang cirng, Vién nén, Vién nén bao phim; 32301 Insp 2 < |Healthcare Products
Limited (Ltd.) (Hertfordshire) AL 10 9SN, * Péng goi thir cap; GMP/GDP/I 8. 8. Regulatory Agency
United Kingdom * Kiém tra chat lugng: khéng bao gdm phép thir vé trung. MP ] = |(MHRA), United
32301/7262 | 8 N |Kingdom
19-0008
1929 Eisai European Knowledge Centre, |* Xuat xudng 16: Thuéc vé trung, thudc cdng nghé sinh hoc. EU-GMP (UK MIA ~ " Medicines and 22
Manufacturing Mosquito way, Hatfield * Thudc khéng vé truing: Vién nang cirng; Vién nén, vién nén bao phim. 32301 Insp S & |Healthcare Products
Limited (Ltd.) (Hertfordshire) AL 10 9SN, * Pong goi so cap: Vién nang cirng; Vién nén, vién nén bao phim. GMP/IMP : E Regulatory Agency
United Kingdom * Pong goi thir cap. 32301/7262 3 ? (MHRA), United
* Kiém tra chat lugng: Vi sinh (khéng vé trung); Héa hoc/Vat ly. 19-0012 o — Kingdom
GB-002 » Macarthys laboratories Limited T/A Martindale Pharma » Bampton Road, Harold Hill, Romford, RM3 8UG, United Kingdom
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65 Macarthys Bampton Road, Harold Hill, [* Thudc v6 tring: EU-GMP |UK MIA Medicines and 5
laboratories Romford, RM3 8UG - United + Thu8c san xuat vd trung: Dung dich thé tich nhd, 1883 Insp Healthcare Products
Limited T/A Kingdom + Thudc tiét trung cudi: Dung dich thé tich nhé. GMP/GDP Regulatory Agency
Martindale Pharma|é¢h ghi khac: Bampton 1883/2700- (MHRA), United
Cach ghi khac: Road, Harold Hill, RorT\ford, 0046 Kingdom
Essex, RM3 8UG - United
Macarthys Kingdom g g
laboratories I S
Limited hodc S o
Macarthys 8 X
laboratories
Limited T/A
Martindale
Pharmaceuticals
2145 Macarthys Bampton Road, Harold Hill, |* Thu8c vé trung: UK-GMP |UK MIA Medicines and 25
laboratories Romford, RM3 8UG- United + Thu8c san xudt vd trung: Dung dich thé tich nhg, (twong  |1883 Insp Healthcare Products
Limited T/A Kingdom Cach ghi khac: + Thudc tiét trung cudi: Dung dich thé tich nhé. duong EU- |GMP/IMP Regulatory Agency
Martindale Bampton Road, Harold Hill, GMP)  |1883/2700- (MHRA), United
Romford, Essex, RM3 8UG - .
Pharma i ! 0052 Kingdom
, . United Kingdom
Cach ghi khac: N I
Macarthys g 8
laboratories 8 5
Limited hodc 2 I
Macarthys
laboratories
Limited T/A
Martindale
Pharmaceuticals
GB-003 » AstraZeneca UK Limited » Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom
283 AstraZeneca UK Silk Road Business Park, * ThuGc vé tring: EU-GMP |UK MIA Medicines and 7
Limited Macclesfield, SK 10 2NA, + Thudc san xuat vd trung: Thudc dang ran va ciy ghép chira hoat chat LHRH Agonist (san pham Zoladex). 17901 Insp @ = |Healthcare Products
United Kingdom (ho&c + Thudc tiét trung cudi: Dung dich thé tich nho (san pham thudc xjt mii Zomig) . GMP/GDP/I Q S Regulatory Agency
Cheshire, Macclesfield, SK 10 [* ThuSc khéng vé trung: vién nén; vién nén bao phim (bao gdm ca thudc chira hoat chat antiestrogen). MP g' :' (MHRA), United
2NA, United Kingdom). 1790171011 | & | & |kingdom
7- 0039
759 AstraZeneca UK Silk Road Business Park, San xuat: EU-GMP [UK MIA Medicines and 11
Limited Macclesfield, SK 10 2NA, * Thudc v6 tring: ) 17901 Insp Healthcare Products
United Kingdom (hodc Silk + Thudc san xuét vo trung: ThuSc dang ran va cdy ghép chira hoat chat LHRH Agonist (san pham Zoladex). GMP/GDP/I Regulatory Agency
Road Business Park, + Thudc tiét trung cudi: Dung dich thé tich nhé (sdn pham thudc xjt mﬁi Zomig) . ) ] MP . ~  |(MHRA), United
Cheshire, Macclesfield, SK 10 [* Thu'6c kt\éng véfrUng: vién nén; vién nén bao phim (bao gdm ca thudc chira hoat chat antiestrogen- thudc Nolvadex). 17901/1011 é‘ § Kingdom
2NA, United Kingdom). * Xuat xudng thube vo trung va khéng v’f) trung; ) ) o ) 7-0042 oy b
* Pong goi so cap: Vién nang cirng, thudc dang 16ng dung ngodi, thudc dang 16ng dung trong, thudc ban ran, vién nén, vién nén bao phim, thuéc ran khac; 13p E 3
rap bé hit khi dung; - =
* Pong goi thir cap
* Kiém tra chat lugng: vi sinh: vo tring va khéng vé trung; héa hoc/ vat ly.
* Xuat xudng thudc nhap khau.
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1930 |AstraZeneca UK  [Silk Road Business Park, * Thudc v6 tring: EU-GMP |UK MIA Medicines and 22
Limited Macclesfield, SK 10 2NA, +Thudc sdn xuat vo trung: Thudc dang rén va cdy ghép chira hoat chat LHRH Agonist (s3n pham Zoladex). 17901 Insp Healthcare Products
United Kingdom (hogc Silk + Thudc tiét trung cudi: Dung dich thé tich nhé (sdn pham thudc xjt mii Zomig) . GMP/GDP/I ° = |Regulatory Agency
Road Business Park, * Thu’6c khéng vé Frung: vién nén;vién nén bao phim (bao gdm ca thudc chira hoat chat antiestrogen- thudc Nolvadex). MP IS 8 (MHRA), United
Cheshire, Macclesfield, SK * Xudt xudng th}Jéc vO trungva khong vlc") trung; ) ) o ) 17901/1011 2 m Kingdom
10 2NA, United Kingdom). * Péng goi so cap: Vién nang cirng, thudc dang 16ng dung ngoai, thudc dang 16ng dung trong, thudc ban ran, vién nén, vién nén bao phim, thudc ran khac; 13p 7-0043 E g
rap bd hit khi dung; ~ —
* Poéng goi thircap
* Kiém tra chdt luong: Vi sinh (V6 trung va khong vé trung); Héa hoc/ vt ly.
GB-004 » Wyeth Pharmaceuticals » New Lane, Havant, P09 2NG, United Kingdom
154 Wyeth New Lane, Havant, P09 2NG, | * Xué:t xwdng thude vé trung. EU-GMP |[UKMIA 11 o ~ Medicines and 6
Pharmaceuticals ~|United Kingdom * Xuét xuéng thudc khdng vé tring. . Insp GMP by & |Healthcare Products
(* Cach ghi khac: New'Lane, [* Xudt xudng thulé'c sinh hoc: Sn phadm mién dich; San phadm cong nghé sinh hoc. 11/4452- 2 ;I" Regulatory Agency
Havant, Hampshire, P09 * Dong gbi thir cap. 0029 uo'w a (MHRA), United
2NG, United Kingdom) — — Kingdom
GB-005 » Catalent UK Swindon Zydis Limited, UK » Frankland road Blagrove Swindon SN5 8RU, United Kingdom
284 Catalent UK Frankland road Blagrove * Thudc khong vé trung: Ban thanh pham Vién nén, Vi~én nén dong khé (Zydis) (Khong cé hoat dong déng géi). EU-GMP |UK MIA © o Medicines and 7
Swindon Zydis Swindon SN5 8RU, United * Thu@c sinh hoc: Ban thanh phdm dang san phdm mién dich (Khéng c6 hoat déng dong géi) 14023 Insp b S |Healthcare Products
Limited, UK Kingdom GMP/IMP S ONg Regulatory Agency
14023/4574 | 2 |(MHRA), United
-0017 - - Kingdom
384 Catalent UK Frankland road Blagrove * Thu8c khéng vé trung: Ban thanh pham Vién nén, Vién nén déng kho (Zydis) (Khéng cé hoat dong déng goi). EU-GMP |UK MIA Medicines and 8
Swindon Zydis Swindon SN5 8RU, United * Thudc sinh hoc: Ban thanh pham dang san phdm mién dich (Khéng cé hoat dong déng géi) 14023 Insp g g Healthcare Products
Limited, UK Kingdom (hogc: Frankland GMP/IMP : 2 Regulatory Agency
road Blagrove Swindon, 14023/4574 | S 2 |(MHRA), United
Wiltshire SN5 8RU, United 0018 ~ ~ Kingdom
Kingd Al
GB-006 » Glaxo Operations UK Ltd Trading AS Glaxo Wellcome Operations » Priory Street Ware SG12 0DJ, United Kingdom
155 GLAXO PRIORY STREET, WARE, SG12 [* Thu8c khéng vé trung: vién nang cltng; vién nén; vién nén bao phim, thuéc bot dé hit (bao gdm ca thudc chira steroid, khong bao gom thuéc chitra hormon). | EU-GMP |UK MIA 4 Medicines and 6
OPERATIONS UK |0DJ, United Kingdom * Nguyén liéu lam thudc: dugc chat vi mé. Insp Healthcare Products
LTD TRADING AS ~ |(Cach ghi khac: PRIORY GMP/IMP Regulatory Agency
GLAXO STREET, WARE, 4/15159- (MHRA), United
WELLCOME Hertfordshire, SG12 0DJ, 0027 Kingdom
United Kingdom)
OPERATIONS o ~
(Cach ghi khéc: b=y S
“GLAXO o by
OPERATIONS UK 3| 3
LTD”; “GLAXO i
OPERATIONS UK
LTD (TRADING AS
GLAXO
WELLCOME
OPERATIONS))
285 Glaxo Operations |Priory Street, Ware, SG12 * Thudc khong vo trung: EU-GMP |UK MIA 4 © & |Medicines and 7
UK Ltd Trading AS |0DJ, United Kingdom + Vién nén; vién nén bao phim; vién nang cirng. Insp b= S |Healthcare Products
Glaxo Wellcome +Thudc dang ran khac: thudc bot dé hit chira steroids (don va da lidu); thudc bot (c8m) pha hdn dich udng. GMP/IMP : S‘, Regulatory Agency
Operations * Thu6c sinh hoc: thudc sinh hoc chira steroids. 4/15159- g i (MHRA), United
0026 ° | ° [kingdom
GB-007 » Norton Healthcare Limited T/A Ilvax Pharmaceuticals UK » Aston Lane North Whitehouse Vale Industrial Estate Runcorn WA7 3FA, United Kingdom
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156 Norton Healthcare |Aston Lane North * Thudc v6 trung: EU-GMP |UK MIA 530 ~ o |Medicines and 6
Limited T/Alvax | Whitehouse Vale Industrial +Thudc sdn xuat vd trung: Dung dich, hdn dich, nhii dich thudc tiém thé tich nho. Insp GMP by S |Healthcare Products
Pharmaceuticals  |Estate Runcorn WA7 3FA, + Thudc tiét trung cudi: Dung dich thé tich nhé. 530/14004- E 3 Regulatory Agency
. . . s b
UK United Kingdom Do.ng goi thf cap. 0025 'O\, g (MHRA), United
* Kiém tra chat lvgng. o ~ .
Kingdom
760 Norton Healthcare |Aston Lane North * Thudc vé trung: EU-GMP |UK MIA 530 ° ~ Medicines and 11
Limited T/Alvax | Whitehouse Vale Industrial +Thu6c sdn xuét vétrung: Dung dich, hén dich, nhii dich thudc tiém thé tich nhé. Insp GMP 8 o |Healthcare Products
Pharmaceuticals Estate Runcorn WA7 3FA, + Thudc tiét triing cudi: Dung dich thé tich nhé. 530/14004- 2 : Regulatory Agency
X X ) P
UK United Kingdom Dcing goi thtr cap. 0026 2 E (MHRA), United
* Kiémtrachat lvgng. o i) Kingdom
GB-008 » Merck Sharp & Dohme Limited » Shotton Lane, Cramlington, NE23 3JU, United Kingdom
1074  [Merck Sharp & Shotton Lane, Cramlington, [* Thudc khéng vé trung (khéng bao gdm cdng doan xudt xwdng): Vién nén;vién nén bao phim; vién nén nhai; bét cho dung dich uéng EU-GMP |UK MIA 25 Medicines and 13
Dohme Limited NE23 3JU, United Kingdom | * Ban thanh pham cém. Insp GMP Q < |Healthcare Products
(hosc Ltd) ( Cach ghi khac: Shotton * Dong goi so cépl: Vién nén;vién nén bao phim; bt cho dung dich uéng. 25/4061- 8, 8' Regulatory Agency
Lane, Cramlington, * Déng gdi thir cap. 0029 b=y N (MHRA), United
Northumberland, NE23 3JU, ) I~ X
\ . — o |Kingdom
United Kingdom)
1481 |Organon Pharma |Shotton Lane, Cramlington, [*San xudt: EU-GMP |UK MIA 25 Medicines and 17
(UK) Limited NE23 3JU, United Kingdom  [Thu@c khéng vé trung: Vién nén; vién nén bao phim; vién nén nhai; bdt va c8m pha dung dich udng (bulk granules and bulk blend for oral solution) Insp 5 - Healthcare Products
(Tén cii: Merck ( Céch ghi khac: Shotton * Péng gobi so cap: Vién nén; vién nén bao phim; bot va cdm pha dung dich udng (bulk granules and bulk blend for oral solution). GMP/IMP N a Regulatory Agency
Sharp & Dohme  |-ane Cramlington, * Dong gdi thir cép. 25/4061- S | S |(MHRA), United
L . Northumberland, NE23 3JU, |* Kiém tra chat lwgng =) — X
Limited (hodc Ltd)) X . PR 0030 h & |Kingdom
United Kingdom) * Xuat xudng 16 ~ —
GB-009 » Ipsen Biopharm Limited » Ash Road Wrexham Industrial Estate Wrexham, LL13 9UF, United Kingdom.
520 Ipsen Biopharm Ash Road Wrexham * ThuBc vé trung: EU-GMP |UK MIA o ~ Medicines and 9
Limited Industrial Estate Wrexham, + Thu8c san xuat v trung: thudc déng kho; dung dich thé tich nhé. 3070 Insp b S |Healthcare Products
LL 13 9UF, United Kingdom. |* Tr:uﬁc sinh Poc: _thué'c céng nghéj:_sinh hoc. GMP ; :.; Regulatory Agency
(khong bao gém giai doan déng gai) 3070/14720 2 2 (MHRA), United
-0043 o o Kingdom
1482 |Ipsen Biopharm Ash Road Wrexham * ThuGc vé tring: EU-GMP |UK MIA o ~ Medicines and 17
Limited Industrial Estate Wrexham, + Thudc san xuét vd trung: thudc déng khd; dung dich thé tich nhé. 3070 Insp I & |Healthcare Products
LL 13 9UF, United Kingdom. |* Thluﬁ'c slinh I'joc: tl:\uf)'c c?ng ‘ngl'fé sinfl1 hoc; ) GMP uNH :.r‘ Regulatory Agency
:Ding goi: :Snlg g0i so cap va dong goi thir cap. 3070/14720 uOH 3 (MHRA), United
Kiém tra chat lvgng. 0046 ~ ~ Kingdom
GB-010 » Fleet Laboratories Limited » 94 Rickmansworth Road, Watford, Hertfordshire, WD18 7JJ, United Kingdom
366 Fleet Laboratories |94 Rickmansworth Road, * Thudc khdng vé trung: thudc dung ngoai dang Idng (dung dich, nhii dich); thudc udng dang 1dng (dung dich, hdn dich); dang bao ché ban rén (kem, m&, gel) EU-GMP [UK MIA Medicines and 8
Limited Watford, Hertfordshire, (bao gdm ca thudc chira hormon). 4394 Insp o ~ |Healthcare Products
WD18 7JJ, United Kingdom. GMP/GDP b=y S Regulatory Agency
Cach ghi khac: o o .
133/3787- on o [(MHRA), United
94 Rickmansworth Road, 0023 Q Q Kinedom
Watford, WD18 71J, United b & 8
Kingdom.
GB-011 » Reckitt Benckiser Healthcare (UK) Limited » Dansom Lane, Hull, HU8 7DS, United Kingdom
286  [Reckitt Benckiser [Dansom Lane, Hull, HU8 7DS, |* ThuGc khdng v trung: EU-GMP |UK MIA 63 Medicines and 7
Healthcare (UK) United Kingdom. +San xudt: Vién nang clrng; vién nang mém; thuéc diing ngoai dang 1dng; thudc udng dang 1dng; thudc ban ran; vién nén. Insp GMP ~ ~ |Healthcare Products
Limited Céch viét khéac: Dansom + Xudt 'xu'é'ng' thudc khang vé trung. ) ] 63/17092- b=y S |Regulatory Agency
Lane, Hull, East Yorkshire, * San xuat thudc sinh hoc : Ban thanh phdm Nystatin (cho Thu8c kem Timodine). 0037 g : (MHRA), United
HU8 7DS, United Kingdom. * Dong goi: i < Kinedom
+Ddng gbi so cap: Vién nang clrng. 3 = &
+Déng goi thir cdp
E R V2T OO SR I RO ) L O I P MO U DY - GOpY SR, DU N I DL NPy Y-S KA
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GB-012 » Ferring Controlled Therapeutics Limited » 1 Redwood Place, Peel Park Campus, East Kilbride, Glassgow, G74 5PB, United Kingdom
428 Ferring Controlled |1 Redwood Place, Peel Park | * Thuc khong vo trung: hé phan phdi thudc dit am dao (san pham Propess (Dinoprostone 10mg). EU-GMP [UK MIA o ~ Medicines and 8
Therapeutics Campus, East Kilbride, * Péng goi thir cap (San pham Rekovelle (Follitropin delta 12mcg/0,36ml; 36mcg/1,08ml; 72mcg/2,16ml). 8731 Insp = o |Healthcare Products
Limited G_lasgo‘”' G74 5PB, United GMP 2 ,T, Regulatory Agency
Kingdom /MP8731/1 | S |(MHRA), United
8177-0019 - " |Kingdom
GB-013 » MEDIMMUNE UK LIMITED » 6 Renaissance Way, Liverpool, L24 9JW, United Kingdom
569 MEDIMMUNE UK [6 RENAISSANCE WAY, * Thu@c.vo trung: EU-GMP |UK MIA ~ o Medicines and 9
LIMITED LIVERPOOL, L24 9JW, United +Thudc'san xudt vd trung: Ban thanh pham gt virus don gid. 19437 Insp g S |Healthcare Products
Kingdom * Thudc sinh hoc: San pham mién dich; Vac xin. GMP/IMP g ; Regulatory Agency
*Kiémtrachdtluong. L , o ) 19437/1047 | 2 | 2 |(MHRA), United
* Xuat xudng cho thudc nhap khau: Thubc vo trung (Thudc san xuat vo trung); Thudc sinh hoc (San phdm mién dich; Vac xin). 62-0016 o ~ Kingdom
1258 [MEDIMMUNE UK (6 RENAISSANCE WAY, * Thugc v6 trung: EU-GMP |UK MIA Medicines and 15
LIMITED LIVERPOOL, L24 9JW, United | + Thu8c sdn xudt v trung: Ban thanh pham git virus don gia. 19437 Insp 2 o |Healthcare Products
Kingdom * Thudc sinh hoc: S3n phdm mién dich; San pham cdng nghé sinh hoc; Véc xin. Khang thé don dong / Imfinzi (durvalumab) / COVID-19 Vaccine AZD1222(en). GMP 2 < Regulatory Agency
* Xuat xudng thudc sinh hoc: Vac xin. Khang thé don dong / Imfinzi (durvalumab) / COVID-19 Vaccine AZD1222(en). 19437/1047 d r‘:': (MHRA), United
* Kiém tra chdt luvgng: Vi sinh (V6 trung, khdng vé trung); Héa hoc/Vat ly; Sinh hoc. 62-0017 ) o Kin dor’rl‘l
* Xudt xudng cho thudc nhap khau: Thudc vé trung (Thudc san xuét vo trung); Thudc sinh hoc (San phdm mién dich; Vac xin). o o 6
GB-014 » Bard Pharmaceuticals Limited » Unit 191, Cambridge Science Park, Milton Road, Cambridge CB4 0GW, United Kingdom
484 Bard Unit 191, Cambridge Science [* Thudc khong vo tring: vién nang clrng; vién nén; vién nén bao; thudc cdm pha hdn dich uédng. EU-GMP |UK MIA ~ o> Medicines and 9
Pharmaceuticals Park, Milton Road, * Xudt xwdng: thudc v trung; cdc dang thudc khéng vé trung phia trén. 1811 Insp b=t = [Healthcare Products
Limited C_ambridge CB4 0GW, United (* Dong goi: ) L ) ) o . GMP/IMP E ﬁ Regulatory Agency
Kingdom + Bc?ng gc])f so‘,carj: vién nang cirng; vién nén; vién nén bao; thudc cdm pha hon dich uéng. 1811/21989 g o‘_b‘ (MHRA), United
+Dong gdi thir cap. 0031 — (=] Kingdom
* Kidm At chat Lvong- hAg b JIVETE Y g
GB-015 » Andersonbrecon (UK) Limited » Unit 2-7, Wye Valley Business Park, Brecon Road, Hay-On-Wye, Hereford, HR3 5 PG, United Kingdom
761 Andersonbrecon  [Unit 2-7, Wye Valley * Xudt xudng: thudc vé trung; thudc khdng vé tring; thudc sinh hoc (thudc mién dich; thudc cong nghé sinh hoc). EU-GMP |UK MIA ° - Medicines and 11
(UK) Limited Business Park, Brecon Road, |[* Ddng goi: 11724 Insp 5 & |Healthcare Products
Hay-On-Wye, Hereford, HR3 + Déng gbi so cap: vién nang clrng; vién nang mém; vién nén. GMP z 2 Regulatory Agency
5PG, United Kingdom +Déng goi thir cap. 11724/1144 2 E‘ (MHRA), United
* Kiém tra chat lwgng: hda hoc/vat ly 45-0010 o o0 Kingdom
GB-016 » SmithKline Beecham Ltd T\A SmithKline Beecham Pharmaceuticals » Clarendon Road, Worthing, BN14 8QH, United Kingdom
894 SmithKline Clarendon Road, Worthing,  [* Thuéc vé trung chira khang sinh nhom Penicillin: EU-GMP (UK MIA Medicines and 11
Beecham Ltd T\A  [BN14 8QH, United Kingdom +Thudc sdn xuat vd trung: Thudc cdy ghép va dang rin. 10592 Insp Healthcare Products
SsmithKline (Céch ghi khac: Clarendon * Thu8c khéng vé trung chira khang sinh nhém Penicillin: GMP/GDP Regulatory Agency
Beecham Road, Worthing, West +Vién nén, vién nén bao phim. 10592/3922 (MHRA), United
Pharmaceuticals Sl-JSSEX, BN14 8QH, United +lChunlg nhf;m IMo4 0037 Kingdom
, o, Kingdom) * Dong goi thir cap. ] N
(Cach ghi khac: s 0 b= S
X X * Kiém tra chat luong: I I
Sm'thKl'n? . + Visinh: V6 trung. SI ‘f:'“
Beecham Limited / + Vi sinh: Khong vo tring. m' ;';
SmithKline +Héa hoc/Vat ly.
Beecham
Pharmaceuticals)
GB-017 » Glaxo Operations UK Ltd Trading as Glaxo Wellcome Operations » Harmire Road, Barnard Castle, County Durham, DL12 8DT, United Kingdom
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623  [Glaxo Operations |Harmire Road, Barnard * Thudc vo trung (khong bao gdm xuét xudng): EU-GMP [UKMIA 4 Medicines and 10
UK Ltd Trading as |Castle, DL12 8DT, United + Thu8c san xudt vd trung: Dung dich thé tich 1&n; dung dich thé tich nhé. Insp Healthcare Products
Glaxo Wellcome Kingdom. + Thudc tiét trung cudi: Dung dich thé tich 16n; dung dich thé tich nhé (chira chat doc t& bao). GMP/IMP Regulatory Agency
Operations - Cach viét khac: Harmire * Thudc khong vé trung: Thudc diing ngoai dang 16ng; thudc dang 1dng dung trong; thudc ban rén. 4/3848- (MHRA), United
Cach ghi khac: Road, Barnard Castle, * Thudc chira khang sinh nhémiCephalosporin: vién nén, vién nén bao phim; thudc cdm pha hdn dich udng. 0037 Q ] Kin don']
g 5 Durham DL12 8DT, United * Thudc sinh hoc: Thudemién dich; thudc cdng nghé sinh hoc; thudc cé ngudn gdc tir ngudi hodc dong vat; thudc chira steroid, chdng khuan, chdng nam. 8 2 €
Glaxo Operations . oh ™
N Kingdom. S S
UK Ltd 'hoac Glaxo Hodc Harmire Road, Barnard = N
Operations UK Castle, County Durham DL12
Limited 8DT, United Kingdom.
1708 |[Glaxo Operations |Harmire Road, Barnard * Thudc v6 tring: EU-GMP |UK MIA 4 Medicines and 19
UK Ltd Trading as |Castle, DL12 8DT, United + Thu8c san xudt vd trung: Dung dich thé tich 1&n; dung dich thé tich nhé. Insp Healthcare Products
Glaxo Wellcome Kingdom. + Thudc tiét trung cudi: Dung dich thé tich I1&n; dung dich thé tich nhé (chira chat doc t& bao). GMP/IMP Regulatory Agency
Operations - Cach viét khac: Harmire + Xudt xuwdng 16. 4/3848- (MHRA), United
Céch ghi khac: Road; Barnard Castle, * Thu8c khéng vé trung: 0038 IS4 Q Kin don']
Gl gO t‘. Durham DL12 8DT, United + Thudc khéng chira khang sinh nhém Betalactam: Thudc dung ngoai dang 16ng; thudc dung trong dang 16ng; thudc ban ran. S I 8
axo pevra lons Kingdom. +Thudc chira khang sinh nhém Cephalosporin: vién nén, vién nén bao phim; thudc cdm pha hén dich udng. 3 a
UK Ltd _hOac Glaxo Hodc Harmire Road, Barnard + Xudt xudng 16. ‘9\"\ R'
Operations UK Castle, County Durham DL12 [* Thuéc sinh hoc:
Limited 8DT, United Kingdom. +Thudc mién dich; thudc cong nghé sinh hoc; thudc cé ngudn géc tlir ngudi hodc dong vat; thudc chira steroid, chéng khuén, chéng nam.
+ Xudt xwdng 16: Thudc cong nghé sinh hoc.
* Péng goi thir cap.
GB-018 » Glaxo Operations UK Ltd Trading as Glaxo Wellcone Operations » North Lonsdale Road, Ulverston, LA12 9DR, United Kingdom
762 Glaxo Operations |North Lonsdale Road, Nguyén liéu san xuat vé trung: Ceftazidime pentahydrate; Avibactam sodium; Cefuroxim sodium. EU-GMP |UK APl 4 ~ ~ Medicines and 11
UK Ltd. (tén khéc: |Ulverston, LA12 9DR (hodc Insp GMP g & |Healthcare Products
Glaxo Wellcome C}merla LA12 9DR), United 4/15697 - E : Regulatory Agency
Operations) Kingdom 0019 2 | S [(MHRA), United
S ™ .
Kingdom
GB-019 » Central Pharma (Contract Packing) Limited » Caxton Road, Bedford, MK41 0XZ, United Kingdom
763 Central Pharma Caxton Road, Bedford, MK41 [* Xu&t xuwdng 16 thudc khéng vé trung. EU-GMP [UK MIA Medicines and 11
(Contract Packing) |0XZ, United Kingdom (Cach  [* Xu&t xuéng 16 thudc v tring. 27794 Insp ) < |Healthcare Products
Limited ghi khac: Caxton Road, * Pong goi so cap: Vién nang cirng; Vién nang mém; Vién nén; Thudc dung ngoai dang 16ng; Thudc dung trong dang 16ng; Dang bao ché cé ap luc. GMP/GDP < Q Regulatory Agency
(Co s& d6ng goi Bedford, Bedfordshire, MK41 |* Déng géi thir cap. 27794/1317 8' ﬁl (MHRA), United
X X - e LA At v d ' ’
ther cap, xudt 0XZ, United Kingdom) Kiém tra chat luong: Héa hoc/Vat ly. 0029 N ] Kingdom
xuwdng)
2146 Central Pharma Caxton Road, Bedford, MK41 [* Xu&t xwéng 16 thudc khéng vé trung. UK-GMP |UK MIA Medicines and 25
(Contract Packing) |0XZ, United Kingdom (Céch  |* Xuét xuéng 16 thudc vo trung. (twong  |27794 Insp Healthcare Products
Limited ghi khac: Caxton Road, * Péng goi cap 1: Vién nang cing; Vién nang mém; Vién nén; Thudc dung ngoai dang 1dng; Thuéc dung trong dang ldng; Dang bao ché cé ép luc. duwong EU-|GMP/GDP Regulatory Agency
Bedford, Bedfordshire, MK41 |* Déng géi cap 2. GMP 27794/1317 b = MHRA), Uni
, United
0XZ, United Kingdom hodc ) / IS ] ( ; )
-0031 ) ) Kingdom
Caxton Road, ELM Farm N 3
Industrial Estate, Bedford, Sc' é
Bedfordshire, MK41 0XZ,
United Kingdom)
GB-021 » Waymade PLC » Sovereign House, Miles Gray Road, Basildon, S514 3FR, United Kingdom
1259 Waymade PLC Sovereign House, Miles Gray |* Thu8c vé trung: xudt xuéng 16; EU-GMP |UK MIA o - Medicines and 15
Road, Basildon, S514 3FR, * ThuBc khdng vé trung: xudt xudng 16; 6464 Insp b= S |Healthcare Products
United Kingdom * Péng goi: so cap (vién nang clrng, vién nang mém, vién nén); GMP m g Regulatory Agency
. oA U
Bong gdi thir cap; 6464/17190 | o |(MHRA), United
-0032 o ' |Kingdom
Danh sach téng hop co s& nudc ngoai dap tng GMP Trang 108 / 307 17-01-2023



. - Ao ol s P iv | NGAY POT
ID CHU'NG | TEN CO’ SO’ SAN : " A NGUYEN | GIAY CH. [NGAY = P A
: pee PIA CHI PHAM VI CHUNG NHAN < A = HET CO’ QUAN CAP CONG
CHi XUAT : & : TAC GMP NHAN CAP HAN Q BO
1931 [Waymade PLC Sovereign House, Miles Gray [* Thu6c vé trung: xuat xuwdng 16; EU-GMP [UK MIA ~ < Medicines and 22
Road, Basildon, $514 3FR, * Thudc khéng vé trung: xuat xuwdng 16; 6464 Insp o S |Healthcare Products
. ) 3 PRV . N e . S S
United Kingdom : gz:g gz:.;z??cca; fwen nang ctng, viéh nang mém; vién nén, vién nén bao phim); GMP é g Regulatory Agency
88 p; 6464/17190 | & & |(MHRA), United
-0032 - ° |Kingdom
GB-022 » ACCORD-UK LIMITED » WHIDDON VALLEY, BARNSTAPLE, EX32 8NS, United Kingdom
764 ACCORD-UK WHIDDON VALLEY, * Thudc khong v trung: vién nang cirng; thudc dat; vién nén, vién nén bao phim, vién nén bao dudng. EU-GMP [UK MIA 142 Medicines and 11
LIMITED BARNSTAPLE, EX32 8NS, Insp © N [Healthcare Products
Ulmtedull<|ngc:|om GMP/IMP S & [Regulatory Agency
cach viét khac: 142/6742- S S |(MHRA), United
WHIDDON VALLEY, 0039 o ;; Kingdom
BARNSTAPLE, DEVON, EX32
QNS Lioitod Lo = .
GB-025 » Fisons Limited T\A Aventis Pharma (Holmes Chapel) » 72 London Road Holmes Chapel Crewe, CW4 8BE, United Kingdom
1075  [Fisons Limited TA |72 London Road Holmes * ThuGc khdng vo trung: dang bao ché c6 ép luc. EU-GMP |UK MIA 113 Medicines and 13
Aventis Pharma  |Chapel.Crewe, CW4 8BE, * Dong goi thir cap. Insp ® Q  |Healthcare Products
(Holmes Chapel) |United Kingdom * Kiém tra chét lugng. GMP/GDP/I | & & [Regulatory Agency
MP S S |(MHRA), United
113/15353- | 3 &8 |Kingdom
0027
GB-026 » AndersonBrecon (UK) Limited » Unit 1, Talgarth Business Park, Trefecca Road, Talgarth, Brecon, LD3 0PQ, United Kingdom
1260 Andersonbrecon Unit 1, Talgarth Business Déng gbi so cap: vién nang clrng, vién nang mém, vién nhai, khung thdm, thudc d&t, vién nén, miéng dan qua da. EU-GMP [UK MIA o - Medicines and 15
(UK) Limited Park, Trefecca Road, Dong géi thir cap. 11724 Insp by & |Healthcare Products
Talfgarth,'Brecon, LD3 0PQ, GMP/IMP g a Regulatory Agency
United Kingdom 11724/9224 | 3 < |(MHRA), United
2-0009 o “  |Kingdom
GB-028 » Almac Pharma Services Limited » Seagoe Industrial Estate, Portadown, Craigavon, BT63 5UA, United Kingdom
1261 Almac Pharma Seagoe Industrial Estate, * Xudt xwdng thude vé trung. EU-GMP (UK MIA Medicines and 15
Services Limited Portadown, Craigavon, BT63 |* Thudc khéng vé trung: Vién nang clrng; vién nén, vién nén bao phim; thudc bét, thude cém. 20782 Insp ° o |Healthcare Products
SUA, United Kingdom * Xudt xwdng thube khdng vo trung. GMP/GDP/I ] S |Regulatory Agency
. e £ o1 - R o i , . A IS IS
(*dCach_glhl khéc: Seagoe :Xuyat xu‘lo.‘ng thMuoc _sinh hoc (s?n phe.lin Ile’u ph_aj) ggn,;ong :_ghe sr:nrl h;)i:). e o MP 8. q. (MHRA), United
In ystrla Esta_te, BT_63 5UA Bc?ng gcﬂ so‘lcar:. Vién nang ctrng; vién nén, vién nén bao phim; thuéc bot, thudc com. 20782/1532 2 o Kingdom
Craigavon, United Kingdom) |* Ddong goi thir cap. 3-0016 =] o0
* Kiém tra chat lugng: Vi sinh (khéng vé tring); Héa hoc/Vat ly. h
GB-029 » Penn Pharmaceuticals Limited » Units 23-24, Tafaraubach Industrial Estate, Tafarnaubach, Tredegar, Gwent, NP22-3AA, United Kingdom
1483 Penn Units 23-24, Tafarnaubach * ThuBc vo trung: Xudt xudng 16 EU-GMP (UK MIA o ~ Medicines and 17
Pharmaceutical Industrial Estate, * bong géi: 4351 Insp 3 S |Healthcare Products
Services Limited Tafarnaubach, Tredegar, +Doéng gbi cdp 1: Thudc khdng vo trung: vién nang cirng, dung dich thudc duing ngoai, dung dich thudc udng, thudc ban rén, thudc dat, vién nén, vién nén bao GMP/IMP g C".: Regulatory Agency
NP22 3AA, United Kingdom phirln o 4351/15302 :'r‘ 3 (MHRA), United
+Doéng goi cap 2; 0030 ~ ~ Kingdom
GB-032 » Pharmaserve (North West) Limited » 9 Arkwright Road, Astmoor Industrial Estate, Runcorn, WA7 1NU, United Kingdom
1619 Pharmaserve 9 Arkwright Road, Astmoor  [* Thudc khéng vé trung: ThuSc udng dang 16ng; Dang bao ché cé ép lyc. EU-GMP [UK MIA o - Medicines and 18
(North West) Industrial Estate, Runcorn, * Xuat xudng thudc khéng vé trung. 32169 Insp b o |Healthcare Products
Limited WA7 1NU, United Kingdom  [* Thu8c duoc liéu. GMP/IMP 2 :“ Regulatory Agency
: Dc])ng g?! sulcaez Thuéc ding ngoai dang 16ng; Thudc udng dang 16ng; Dang bao ché cé ap luc. 32169/1562 g g (MHRA), United
Pong goi thir cap. 0022 o = |kinedom
* Kilm tra chat Lvgng: HAL hoc/A/AE LG g
GB-034 » Dendron Brands Limited » 94 Rickmansworth Road, Watford, Hertfordshire, WD18 7JJ, United Kingdom. Cach ghi khac: 94 Rickmansworth Road, Watford, WD18 7JJ, United Kingdom
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2147 |Dendron Brands |94 Rickmansworth Road, * Thudc khong vo trung: EU-GMP |UK MIA Medicines and 25
Limited Watford, Hertfordshire, +Thudc dung ngoai dang 16ng (dung dich, nhii dich); thudc udng dang 1dng (dung dich, hdn dich); dang bao ché ban rén (kem, m&, gel) (bao gdm ca thudc 52731 Insp ° ~ |Healthcare Products
WD18 7JJ, United Kingdom. |chi&ra hormon). GMP/GDP 8 8 Regulatory Agency
Cach ghi khac: + Xuat xuwéng 16. 133/3787- g : (MHRA), United
94 Rickmansworth Road, * Dong goi: Q < .
Watford, WD18 7JJ, United +Déng gbi so cap thudc khdng vo trung, bao gdm ca vién nang mém. 0025 < - Kingdom
Kingdom. +Déng goi thir cap)
RIS okl Aleiada ol A N AR P N Llad Lo
GR-001 » Vianex S.A. — Plant C » 16th km Marathonos Ave, Pallini Attiki, 15351, Greece
21 Vianex S.A. — Plant |16th km Marathonos Ave, * Thudc v trung (bao gdm ca thudc chira chat doc té bao va chat kim té bao): EU-GMP |79257/13- — |National Organization 2
C Pallini Attiki, 15351, Greece + Thuéic san xudt vé tltimg: Thudc bétidéng khd; Dung dich thé tich nhé; 10-2017 § for Medicines (EOF),
+ Thudc tiét trung cudi: Dung dich thé tich nhé. ﬁl Greece
b
1857 |Vianex S.A.— Plant |16th km Marathonos Ave, * ThuBe Yﬁ tring : EU-GMP |28005/26-4- 5 < National Organization 21
C Pallini Attiki, 15351, Greece + Thu8c san xudt vd trung: Thudc ddng khod; Dung dich thé tich nhé; 2021 N S |for Medicines (EOF),
+ Thudc tiét trung cudi: Dung dich thé tich nhé. g ; Greece
* Xudt xudng thudc vé trung va thudc khéng vé trung =] =)
* Péng goi thir cap 3 3
* Kileo tea chAt Lyong: WA /AR A cinh (hiAc uA tehng S thin Ao khang yA g fcinh bac (LA toct)
GR-002 » HELP S.A » Pedini loanninon, loannina, 45500, Greece
35 HELP S.A Pedini loanninon, loannina, |* Thudc khéng vé trung: vién nén bao phim (bao gdm ca thudc chira Progesterone). EU-GMP [165690/8-6- © —~ |National Organization 3
45500, Greece 2018 S | S [for Medicines (EOF),
g: <O:r Greece
3 N
765 Help Abee/ Help  |Pedini loanninon, loannina, |* Thudc vé trung: EU-GMP |65690/8-6- 0 — |National Organization 11
S.A. 45500, Greece + Thu8c san xuat vd trung: Dung dich thé tich nhé. 2018 § § for Medicines (EOF),
+ Thudc tiét trung cudi: Dung dich thé tich nhé. ~ & |Greece
* Thudc khdng vé trung: Vién nang cirng; Thudc dung ngoai dang Idng; Thudc udng dang Idng (Siro, hdn dich, thudc nhé giot); Thudc dang bén rdn (kem, gel, g :
m®); ThuBc dat; Vién nén, vién nén bao phim. o «”
1858  |Help Abee/ Help  |Pedini loanninon, loannina,  [* Thudc vd tring: EU-GMP (66794/12-7- National Organization 21
S.A. 45500, Greece + Thu8c san xuat vd trung: Dung dich thé tich nhé. 2021 for Medicines (EOF),
+ Thudc tiét trung cudi: Dung dich thé tich nhé. by S |Greece
* Thudc khdng vé trung: Vién nang cirng; Thudc dung ngoai dang 1dng; Thudc udng dang Idng (Siro, hdn dich, thudc nhé giot, dung dich udng); Thudc dang < <
ban rdn (kem, gel, m&); Thudc dét; Vién nén, vién nén bao phim. BI g
* Xuat xudng thudc vé trung va thudc khéng vo trung m' <O'r
* Pong goi cap 1: cac dang thudc trén va thudc dugc liéu
* Pong goi cap 2
GR-003 » Vioser S.A Parenteral Solutions Industry » 9th km National Road Trikala-Larisa, Taxiarches Trikala, 42100, Greece
56 Vioser S.A 9th km National Road Trikala- | Thudc v trung tiét trung cudi: Dung dich thé tich 1én, dung dich thé tich nhé (khéng bao gdm dang ampoule) EU-GMP |60404/4-7- ~ - National Organization 4
Parenteral Larisa, Taxiarches Trikala, 2017 § § for Medicines (EOF),
Solutions Industry |42100, Greece 5 & |Greece
g | %
1802 Vioser S.A 9th km National Road Trikala- |+ Thuc vo trung tiét trung cudi: Dung dich thé tich Ién, dung dich thé tich nhé (khéng bao gdm dang ampoule) EU-GMP [50792/31-5- - < |National Organization 20
Parenteral Larisa, Taxiarches Trikala, + Xuat xuwdng thudc vé trung 2021 § § for Medicines (EOF),
Solutions Industry |42100, Greece +Ddng géi thir cap ~ < |Greece
+ Kiém tra chat lwgng: Vi sinh (thudc vo trung, thudc khéng vo trung), héa ly, vat ly g C‘_-"
<] ~
GR-004 » One Pharma Industrial Pharmaceutical Company Societe Anonyme » 60th, km N.N.R. Athinon-Lamias, Sximatari Voiotias, 32009, Greece
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75 One Pharma 60th, km N.N.R. Athinon- * Thudc khéng vé trung: Vién nang cirng; thudc dung ngoai dang l6ng; thudc ubng dang dng; vién nén; vién nén bao phim. EU-GMP |39675/27-4- National Organization 5
Industrial Lamias, Sximatari Voiotias, 2017 N Q  |for Medicines (EOF),
Pharmaceutical ~ [32009, Greece S & |Greece
Company Societe 3 8.
Anonyme S S
949 One Pharma 60th, km N.N.R. Athinon- * Thudc khong v tring: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; vién nén; vién nén bao phim. EU-GMP (90170/3-9- National Organization 12
Industrial Lamias, Sximatari Voiotias,  [* Xuat xuwdng thuSc vé trung va thudc khéng vé trung 2020 for Medicines (EOF),
Pharmaceutical 32009, Greece * Dong goi: Greece
Company Societe +Dong goi so cdp: bao gdbm ca vién nang mém
Anonyme +Déng goi thir cap o -
s * Kiém tra chat lwgng: Vi sinh (thuc vo trung, thudc khéng vé trung), héa ly/vat ly 5 S
(* Cach viét khac: & ( € € e) VIvatly 2‘ 8
One Pharma g 5
Industrial ~ 8
Pharmaceutical
Company S.A)
GR-005 » Remedina S.A. » 23 Gounari & Areos Str., Kamatero Attiki, 13451, Greece
158 Remedina S.A. 23 Gounari & Areos Str., * ThuBc vo trung chira khang sinh nhém cephalosporins, carbapenems: EU-GMP [70779/2-7- National Organization 6
Kamatero Attiki, 13451 + Thu8c san xudt v6 trung: thudc bt pha tiém. 2018 « < [for Medicines (EOF),
Greece * Thudc khdng vd trung chita khang sinh nhém cephalosporins, carbapenems: Vién nang cirng; thudc bt pha hdn dich, vién nén; vién nén bao phim. IS S |Greece
(Cach ghi khac: 23 Gounari & g 8'
Areos Str., 13451, Kamateroi, N N
- =}
Greece)
1620 Remedina S.A. 23 Gounari & Areos Str., * Thudc vo trung chira khang sinh nhém cephalosporins, carbapenems: EU-GMP [17461/23-3- National Organization 18
Kamatero Attiki, 13451 + Thudc san xudt v trung: thudc bot pha tiém. 2021 by S |for Medicines (EOF),
Greece * Thudc khdng vé trung chita khang sinh nhém cephalosporins, carbapenems: Vién nang cirng; thudc bt pha hdn dich, vién nén; vién nén bao phim. IS S |Greece
(* Cach ghi khac: 23 Gounari g 8'
& Areos Str., 13451, h h
X ~ o
Kamateroi, Greece)
GR-006 » PHARMATHEN INTERNATIONAL SA » Industrial Park Sapes Rodopi Perfecture, Block No 5, Rodopi, 69300, Greece
159 PHARMATHEN Industrial Park Sapes Rodopi |* ThuGc vo trung: EU-GMP |82818/1-8- National Organization 6
INTERNATIONAL  |Prefecture, Block No 5, +Thudc sdn xuat vo trung: hdn dich tiém thé tich nhd; thudc bot pha tiém. 2018 o < |for Medicines (EOF),
SA Rodopi, 69300, Greece * Thu8c khdng vé trung: Vién nang cirng;vién nang giai phong kéo dai; vién nén; vién nén bao phim. I S |Greece
Céch viét khac: Sapes * Péng goi so cap: vién nang mém. g' c‘:':
industrial park, Block 5, * Dugc chat khéng vo trung: Cholecalciferol Concentrate :& ;';
Rodopi, GR-69300-Greece
1932 PHARMATHEN Industrial Park Sapes Rodopi |* Thu8c vé trung: EU-GMP [2139/11-1- National Organization 22
INTERNATIONAL |Prefecture, Block No 5, +Thudc sdn xuat vo trung: hdn dich tiém thé tich nhd; thudc bot pha tiém. 2022 ~ < [|for Medicines (EOF),
SA Rodopi, 69300, Greece + Xult xuwdng I S |Greece
Céch viét khac: Sapes * Thu8c khéng vé trung: Vién nang cirng;vién nang giai phong kéo dai; vién nén; vién nén bao phim. E :
industrial park, Block 5, * Pong goi so cap: vién nang clrng; vién nang mém; vién nén. Q <
Rodopi, GR-69300-Greece * Pong goi thir cap. 3 3
* Dugc chat khéng vo trung: Cholecalciferol Concentrate
GR-007 » Rafarm SA » Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki, TK 19002, TO 37, Greece
387 Rafarm SA Thesi Pousi-Xatzi Agiou * Thudc vo trung: EU-GMP |82820/2-7- © ~ |National Organization 8
Louka, Paiania Attiki, TK + Thu8c san xudt vd trung: Dang 16ng thé tich nhd. 2018 b S |for Medicines (EOF)
v. 2 ar 5 () ~ ’
19002, TO 37, Greece + Thudc tiét trung cudi: Dang Idng thé tich nho. b & |Greece
* Thudc khdng vé trung: Vién nang cirng; thudc 1dng dung ngoai; thudc 1dng udng; thudc ban ran (thudc kem, md, gel); vién nén, vién nén bao phim; dang bao ,O\- E
ché& rén khac (thudc bot, cdm). A @
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1803 Rafarm SA Thesi Pousi-Xatzi Agiou * Thudc v6 trung: EU-GMP |72553/23-7- - < |National Organization 20

Louka, Paiania Attiki, TK + Thu8c san xuat vd trung: Dang lng thé tich nhé. 2021 S S |for Medicines (EOF),
19002, TO 37, Greece + Thudc tiét trung cudi: Dang Idng thé tichnhd. g g Greece
* Thudc khdng vé trung: Vién nang clrng; thudc 1dng dung ngoai; thudc 1dng udng; thudc ban ran (thudc kem, md, gel); vién nén, vién nén bao phim; dang bao 3 3
ché& rén khac (thudc bot, cdm). N ©
GR-008 » Cooper S.A. » 64 Aristovoulou str., Athens, 11853, Greece
160  |Cooper S.A. 64 Aristovoulou str., Athens, |* Thuéc vé tring: EU-GMP (39834/13-4- o — |National Organization 6
11853, Greece +Thudc s3h xuat vd trung: Dung dich thudc tiém thé tich nhd;dung dich thudc nhd mét, dung dich thudc nhd miii, thudc bot pha tiém chira khang sinh 2018 by S |for Medicines (EOF),
nhom penicillins; 3 : Greece
+ Thudc tiét trung cudi: Dung dich thudc tiém thé tich I&n; Dung dich thudc tiém thé tich nhé. g @
* Thu8c khéng vé trung: dung dich thudc udng, dung dich thut tryc trang. ” -

1076  [Cooper S.A. 64 Aristovoulou str., Athens, | * Thudc vé trung: EU-GMP |45232/22-4- ° " National Organization 13
(Céch ghi khéc: 11853, Greece +Thudc sdn xuat vd tring: Dung dich thudc tiém thé tich nhd;dung dich thudc nhd mét, dung dich thudc nhd miii, thudc bot pha tiém chira khang sinh 2020 ] S |for Medicines (EOF),

Cooper S.A nhém pernicillins; ] ] ) ] ) E : Greece
Pharmaceuticals) +Th'uéc tiét trung cudi: Dung dich thtféc t!ém thé tich I&n; Dung dich thu8c tiém thé tich nhé. 'O\, a
* Thu6e khong vo trung: dung dich thudc udng, dung dich thut truc trang. — ~
GR-009 » Rontis Hellas Medica and Pharmaceutical Products S.A. » P.O. BOX 3012 Larisa Industrial Area, Larisa, 41004, Greece

421 Rontis Hellas P.0. BOX 3012 Larisa * Thudc khong vé trung: Vién nang cirng; vién nén; vién nén bao phim. EU-GMP (18128, o - National Organization 8
Medical and Industrial Area, Larisa, 21799/1-3- § § for Medicines (EOF),
Pharmaceutical ~ |41004, Greece 2019 @ 5 |Greece
Products S.A. ] ]

1859  [Rontis Hellas P.O. BOX 3012 Larisa * Thudc khéng vo trung: EU-GMP |107887/30- National Organization 21
Medical and Industrial Area, Larisa, + Vién nang ctrng; vién nén; vién nén bao phim. 11-2021 < S [for Medicines (EOF),
Pharmaceutical 41004, Greece +Ching nhan 16 S & |Greece
Products S.A. * Dong goi: . S o

+Dong gbi so cap: Vién nang cirng; vién nén; vién nén bao phim. <) <
+Dbng goi thir cap: - e
EIaV-eoN LAt
GR-010 » Elpen Pharmaceutic Co.,Inc » Marathonos Ave. 95, Pikermi Attiki, 19009, Greece
287 Elpen Marathonos Ave. 95, Pikermi |* Thu8c vé trung: EU-GMP |100686/10- National Organization 7
Pharmaceutical Attiki, 19009, Greece. + Thu8c san xudt vé trung: Thudc déng khd; dung dich thé tich nhé. 8-2019 o ~ |for Medicines (EOF),
Co.,Inc (Céch viét khac: 95 + Thudc tiét trung cudi: Dung dich thé tich 16n; dung dich thé tich nho. b= SN |Greece
Marathonos Ave., 190 09 * Thu8c khéng vé trung: Vién nang cirng; thudc udng dang ldng; vién nén, vién nén bao phim (bao gém ca thudc chira khang sinh nhém Penicillin); thudc bot, ; z
Pikermi, Attica, Greece) thudc cdm (bao gdm ca thudc chira khang sinh nhém Penicillin). =] i
* Péng goi so cap: Vién nang cirng; thudc udng dang 16ng; vién nén, vién nén bao phim (bao gdm ca thudc chira khang sinh nhém Penicillin); thudc bét, thuéc N =
c8m (bao gdm ca thudc chira khang sinh nhém Penicillin).
GR-011 » Famar A.V.E Alimos Plant » Agiou Dimitriou 63, Alimos Attiki, 17456, Greece
288 Famar A.V.E Agiou Dimitriou 63, Alimos  |* Thu8c san xut vo trung va thudc tiét tring cudi: Dung dich thé tich nhé EU-GMP |70002/4-8- ~ « |National Organization 7
Alimos Plant 63, Attiki, 17456, Greece * ThuBc khéng vé trung: Dung dich udng; 2017 é‘ § for Medicines (EOF),
AG. Dimitriou Str * Xuat xudng thudc vé trung va khéng vé trung & & |Greece
* Kiém tra chat lugng: vi sinh khong vé trung; héa hoc/ vat Iy. ;l.: E
S ™

404 Demo SA 21st Km National Road * ThuBc vo trung: EU-GMP (39803/1-4- National Organization 8
Pharmaceutical Athens - Lamia, Krioneri + Thu6c san xuat vo trung: dung dich thé tich I¢n; dung dich thé tich nhd; thudc ddng khd; thudc rén va cdy ghép chira khang sinh nhém Beta-lactam 2020 for Medicines (EOF),

Industry Attiki, 14568, Greece (Cephalosporins, Carbacephems, Carbapenems). Greece
(Céch ghi khéc: 21st km + Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé tich nho.
National Road Athens - * Thu8c khéng vé trung: thudc dung ngoai dang 1dng; thudc uéng dang léng. IS4 Q
Lamia, 14568 Krioneri, ﬁl 8‘
Greece / 21st km National S S
Road Athens - Lamia, 14568 m’ ﬁ
Krioneri, Athens, Greece /
21st km National Road
Athens - Lamia, 14568
Krioneri, Greece)
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1804 |Famar A.V.E Agiou Dimitriou 63 str., * Thudc san xudt vo trung va thudc tiét trung cudi: Dung dich thé tich nhd EU-GMP |38515/26-4- 5 < National Organization 20
Alimos Plant Alimos Attiki, 17456, Greece |* Thudc khéng vé trung: Dung dich udng; 2021 o S |for Medicines (EOF),
(céch viét khac: Famar A.V.E  [* Xut xudng thuSc vo trung va khéng vd trung N Y |Greece
Alimos Plant 63, AG * Kiém tra chat lugng: vi sinh khong vo tring; héa hoc/ vat Iy. 'O\. 8.
Dimitriou Str, Greece). X &
GR-012 » Pharmathen SA » Dervenakion 6, Pallini Attiki, 15351 Greece
289 Pharmathen SA Dervenakion 6, Pallini Attiki, |* Thudc vé trung: EU-GMP [100681/8-8- National Organization 7
15351 Greece (hodc 6 + Thu8c'sdn'xudt v trung: dung dich thé tich I&n, dung dich thé tich nho 2019 o « |for Medicines (EOF),
Dervenakion street, Pallini, + Thudc tiét trung cudi: dung dich thé tich 16n, dung dich thé tich nhd by S |Greece
Athens, GR-15351, Greece)  |* Thudc khéng vé trung: Vién nang cing, Vién nén, vién nén bao phim; Thudc dung ngoai dang 1dng; Vién nén nhai. g E
* Xuat xudng: thudc vo trung, thudc khéng vo trung, thudc sinh hoc (san pham chiét xuat tir ngudi hodc dong vat); Q Q
* Péng goi so cap: bao gdbm ca vién nang mém; 3 3
* Péng goi thir cap
1933 Pharmathen SA Dervenakion 6, Pallini Attiki, |* Thuéc vé trung: EU-GMP [141425/21- National Organization 22
15351 Greece (hodc 6 + Thu8c san xudt v trung: dung dich thé tich I&n, dung dich thé tich nho 12-2021 ~ < [for Medicines (EOF),
Dervenakion street, Pallini, + Thudc tiét trung cudi: dung dich thé tich I16n, dung dich thé tich nhd o S |Greece
Athens, GR-15351, Greece)  |* Thudc khéng vé trung: Vién nang cing, Vién nén, vién nén bao phim; Thudc dung ngoai dang 1dng; Vién nén nhai. : E
* Xuat xudng: thudc vo trung, thudc khong vo trung, thudc sinh hoc (san pham chiét xuat tir ngudi hodc dong vat); =] i
* Péng goi so cap: bao gdm ca vién nang mém; 3 4]
* Pong goi thir cap
GR-013 » Boehringer Ingelheim Ellas A.E » 5th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece
443 Boehringer Sth km Paiania-Markopoulo, [* Thudc khéng vo triing: vién nang clrng; vién nén, vién nén bao phim. EU-GMP (24076/11-4- © - National Organization 9
Ingelheim Ellas A.E |Koropi Attiki, 19400, Greece |* Thudc dugc ligu. 2018 b S  |for Medicines (EOF),
(Céch ghi khac: 5th km z z Greece
Paiania-Markopoulo, 19400 Q i
Koropi, Greece) 2 -
2066 Boehringer Sth km Paiania-Markopoulo, [* Thudc khéng vé trung: vién nang clrng; vién nén, vién nén bao phim. EU-GMP [80923/23-9- National Organization 24
Ingelheim Hellas  |Koropi Attiki, 19441, Greece |+ Xudt xudng thugc khdng vo trung. 2021 & for Medicines (EOF),
Single Member (Cdch ghi dia chi cti: 5thkm  |* D6ng goi 87069/24-9- Greece
SA. Paiania-Markopoulo, Koropi [+ Ddéng géi so cap: vién nang cirng; vién nén. 2021 b =
(Tén ci: Attiki, 19400, Greece; Hodc: |+ Ddng gdi thir cép. 2] gl
Boehringer Sth km Paiania-Markopoulo, [* Kiém tra chat lvgng: Héa hoc/Vat ly. 8 8.
19400 Koropi, Greece) < I~
Ingelheim Ellas N N
A.E)
GR-014 » Medicair Bioscience Laboratories S.A » 61st km National road Athinon - Lamias, Sximatari Viotias, 32009, Greece
464 Medicair 61st km National road * Thudc khdng vé trung: Vién nang cirng, thudc dung ngoai dang l6ng, thudc udng dang l6ng, thudc xit (pressurised preparations), thudc ban rn, vién nén EU-GMP [51579/3-5- S — |National Organization 9
Bioscience Athinon - Lamias, Sximatari 2019 & § § for Medicines (EOF),
Laboratories S.A | Viotias, 32009, Greece 69818/6-6- N Z," Greece
2019 5 Q
1860 Medicair 61st km National road * Thudc khong vé trling: Vién nang clrng, thudc dung ngoai dang 16ng, thudc udng dang 10ng, thudc xit (pressurised preparations), thudc ban ran, vién nén EU-GMP |64740/30- - = [|National Organization 21
Bioscience Athinon - Lamias, Sximatari 07-2021 § § for Medicines (EOF),
Laboratories S.A | Viotias, 32009, Greece 5 5 |Greece
2| =
GR-016 » Kleva Pharmaceuticals S.A. » Parnithos Ave. 189, Acharnai Attiki, 13675, Greece
446 |Kleva Parnithos Ave. 189, Acharnai |* Thudc v tring: EU-GMP (112137, o — |National Organization 9
Pharmaceuticals  |Attiki, 13675, Greece +Thudc san xudt vo trung: Dung dich thé tich I&n; Dung dich thé tich nhd (bao gdm ca thudc chira hormon, ngoai trir hormon sinh duc). 119180/4- é‘ § for Medicines (EOF),
SA. + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé (bao gdm ca thudc chira hormon, ngoai trir hormon sinh duc). 12-2018 - o |Greece
* Thudc khong v trling: Vién nang clrng; thudc dung ngoai dang 16ng; thudc udng dang ldng; thudc ban ran (gel chira hormon, ngoai trir hormon sinh duc); E g
vién nén. - N
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1262 [Kleva Parnithos Ave. 189, Acharnai [* Thudc v6 tring: EU-GMP |70180/5-8- o « |National Organization 15
Pharmaceuticals  |Attiki, 13675, Greece + Thu8c san xudt vd trung: Dung dich thé tich 1&n; Dung dich thé tich nhé (bao gdm ca thuc chita hormon, ngoai trir hormon sinh duc). 2020 § § for Medicines (EOF),

S.A. + Thudc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé tich nhé (bao gom ca thudc chira hormon,lngoai trir hormon sinh duc). & o |Greece
* Thu8c khéng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc ban ran (gel chira hormon, ngoai trir hormon sinh duc); ; @
vién nén. - N
GR-017 » Demo SA Pharmaceutical Industry » 21st Km National Road Athens - Lamia, Krioneri Attiki, 14568, Greece
624 Anfarm Hellas S.A. |61st km NAT.RD. Athens - *ThuBc v6 tring: EU-GMP |62713/23-4- o ~ National Organization 10
Lamia, Schimatari Viotias, +Thudc sdnxudtvd triung: dung dich thé tich I&n; thudc dong kho; dung dich thé tich nhd; thudc dang rén va cdy ghép (bao gdm ca thudc chira khang sinh 2019 b= o |for Medicines (EOF),
32009, Greece (cach ghi nhém cephalosporins va carbapenem). YN Y |Greece
y . . ~ S
khéc: Sximatari Viotias, + Thudc tiét trung cudi: dung dich thé tich nho; dung dich thé tich Ion. =] il
32009- Greece) * Thudc khdng vé trung: vién nang cirng; thudc udng dang 1dng, thudc duing ngoai dang Idng, thudc ban ran; vién nén, vién bao phim (bao gdm ca thudc chira = -
kbing cinh obhim Lol H vy 12y il
GR-019 » Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories SA » 14th km National Road 1, Building A and Building B, Kato Kifisia Attiki, 14564, Greece

1077 Uni-Pharma Kleon |14th km NationalRoad 1, * ThuBc vo trung: EU-GMP [104817/17- ° - National Organization 13
Tsetis Building A and Building B, + Thu8c san xuat vd trung: Dung dich thé tich nho; 11-2020 S S |for Medicines (EOF),
Pharmaceutical Kato Kifisia Attiki, 14564, + Thudc tiét tring cudi: Dung dich thé tich nhd (bao gdm thudc nhd mét, thudce xit miii, thudc dang syringe déng san); ) 2 E Greece
Laboratories SA Greece * Thudc khong vé trung: Vién nang cing; vién nang mém; thudc dung ngoai dang 1dng (bao gdm lotion); thudc udng dang 1&ng (si rd, hdn dich, thuéc nhd — =)

giot); thubc bot ung (bao gdm thudc bot sli bot, si ré khd); dang bao ché ban rin (kem, gel, m&); thudc dan; vién nén (bao gdm vién nén sti bot, vién nén 3 S
hoan viAn nhai wiAn nolm)

1377  |Uni-Pharma Kleon |[14th km National Road 1, * ThuBc v6 tring: EU-GMP [125320/ 7- ° - National Organization 16
Tsetis Building A and Building B, + Thu8c san xudt v6 trung: Dung dich thé tich nho; 12-2020 5 & [for Medicines (EOF),
Pharmaceutical Kato Kifisia Attiki, 14564, + Thudc tiét trung cudi: Dung dich thé tich nhd (bao gdm thudc nhd mat, thudc xit miii, thuc dang syringe déng sén); ) : g Greece
Laboratories SA Greece * Thu8c khéng vé trung: Vién nang clirng; vién nang mém; thudc dung ngoai dang ldng (bao gdém lotion); thudc uéng dang 1dng (dung dich, si rd, hén dich, Cl e

thudc nho giot); thudc bot usng (bao gom thudc bot sti bot, si ré khd); dang bao ché ban rén (kem, gel, m&); thudc dan; vién nén (bao gom vién nén si bot, Q 3
ido ndn bo idonbal idn ngio)
GR-020 » Genepharm AE / Genepharm SA » 18th km Marathonos Ave, Pallini Attiki, 15351, Greece
625 Genepharm AE/  |18th km Marathonos Ave, * Thubc vo trung: EU-GMP [30207/6-3- o ~ [|National Organization 10
Genepharm SA Pallini Attiki, 15351, Greece + Thu8c san xuat vd trung: Dung dich thé tich nhé. 2020 § § for Medicines (EOF),
+ Thudc tiét trung cudi: Dung dich thé tich nhé. < & |Greece
* Thu8c khéng vé trung: Vién nang cirng; vién nén, vién nén bao phim, vién nén phan tan. g :
i o
GR-021 » Vianex S.A. - Plant D » Industrial Area Patron, Agios Stefanos, Patra, Axaia, 25018, Greece
766 Vianex S.A. - Plant [Industrial Area Patron, Agios |* Thudc vé triing: EU-GMP |[86639/5-8- o « |National Organization 11
D Stefanos, Patra, Axaia, +Thudc sdn xuat vd trung: thudc dang rén va thudc cdy ghép chira khang sinh nhém Cephalosporins. 2019 § § for Medicines (EOF),
25018, Greece * Thudc khdng vé trung chita khang sinh nhém Cephalosporins: vién nang cirng, vién nén, vién nén bao phim, bot pha hdn dich uéng. g' ,‘:'1 Greece
© -
S ™
GR-022 » Vianex S.A. - Plant A » 12km National Road Athinon-Lamias, Metamorfosi Attiki, 14451, Greece
767 Vianex S.A - Plant A|12km National Road Athinon- |* Thudc vé trung: EU-GMP |73120/25-8-| o [National Organization 11
Lamias, Metamorfosi Attiki, + Thu8c san xuat vé trung: dung dich thé tich 1&n; dung dich thé tich nhé. 2017 § § for Medicines (EOF),
14451, Greece + Thudc tiét trung cudi: dung dich thé tich I6n; dung dich thé tich nhé. ey ~  |Greece
* Thudc khdng vé trung: thudc udng dang Idng; dang bao ché ban rén. 2 S'r
* Pong goi so cap: dang bao ché rin khéc. - ©
1378  |Vianex S.A - Plant A|12km National Road Athinon- [* Thudc v8 tring: EU-GMP [24095/5-3- o < National Organization 16
Lamias, Metamorfosi Attiki, + Thu8c san xudt v trung: dung dich thé tich 1&n; dung dich thé tich nhé. 2021 o |for Medicines (EOF),
14451, Greece + Thudc tiét trung cudi: dung dich thé tich I6n; dung dich thé tich nhé. g Y |Greece
. . . o
* Thu8c khéng vé trung: thudc udng dang 16ng; thudc ban ran. (=] )
* Xudt xudng thudc vé trung va khéng vé trung. 8 8
* DAng gdi ey cAn: thiAe wAng dang lAng: thin&e hin rfn: dong hio cha rin khi
GR-023 » Vianex S.A. - Plant B » 15th km Marathonos Avenue, Pallini Attiki, 15351, Greece
950 Vianex S.A. - Plant |15th km Marathonos * Thu8c khdng vé trung: vién nang cirng; vién nén; vién nén bao phim, vién nén bao dudong. EU-GMP |119711/8- @ « |National Organization 12
B Avenue, Pallini Attiki, 15351, [* Xuat xwdng thudc khéng vé trung; 10-2019 é‘ § for Medicines (EOF),
Greece. * Péng goi thir cap A & |Greece
* Kiém tra chat lugng: phép thir vi sinh khéng vé tring, héa hoc/ vat ly. 2 :
— (a2}
GR-024 » BROS ENME / BROS LTD » NaArjvng 15 & Auyri¢ / Galinis 15 & Avgis, Néa Kndiowd Attikrig / Nea Kifisia Attiki, 14564, Greece
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1078 [BROSLTD Galinis 15 & Avgis, Nea Kifisia |* Thudc vé trung: EU-GMP |106493/20- ° | National Organization 13
Attiki, 14564, Greece +Thudc sdn xuat vd trung: Dung dich thé tich nhd; Thudc dang rén va cdy ghép chira khang sinh nhém Cephalosporin. 10-2020 § § for Medicines (EOF),
* Thudc khdng vé trung: Vién nang cirng; Thudc dung ngoai dang Idng; Thudc dung trong dang Idng; Thudc bot pha hdn dich udng; Thudc dang ban rén (kem, 51¢/bis & < |Greece
gel, m@); Vién nén, vién nén bao phim. : g
- o~
GR-025 » GALENICA PHARMACEUTICAL INDUSTRY S.A. » 3rd km Old National Road Chalkida - Athens, Glifa Chalkida Eubia, 34100, Greece
1189  [GALENICA 3rd km Old National Road * Thudc vé trung: EU-GMP |53222/24-4-] o ~_|National Organization 14
PHARMACEUTICAL |Chalkida - Athens, Glifa + Thu8c sdn xudt vd trung: Dung dich thé tich nhé. 2019 § § for Medicines (EOF),
INDUSTRY S.A. Chalkida Eubia, 34100, + Thudc tiét trung cudi: Dung dich thé tich nhé. ) b & |Greece
Greece * Thudc khéng vé trung: Vién nang cirng; Thudc udng dang 16ng; Thudc dang ban rén (kem, m&); Thudc dan; Vién nén. 3 2
o~ o~
GR-028 » Lavipharm AE/ Lavipharm SA » Agias Marinas str., Paiania Attiki, TO 59, 19002, Greece
1934 Lavipharm AE/ Agias Marinas str; Paiania * ThuSc khdng vd trung: Vién nang cirng, thudc diing ngoai dang 1dng, thudc udng dang Idng, thudc dang ban rén (kem, md, gel), thudc dt, vién nén, miéng EU-GMP |106946/11- - « |National Organization 22
Lavipharm SA Attiki, TO 59, 19002, Greece |dan ngoai da. 11-2021 3 S |for Medicines (EOF),
+ Chirng nhan 16 & & |Greece
* Poéng goi so cap, dong goi thir cap. g ;
* Kiém tra chat lugng: Vi sinh, Héa/ly. N A
HR-001 » JADRAN - GALENSKI LABORATORU d. d. (JGL d.d.) » Svilno 20, Rijeka, 51000, Croatia
445 JADRAN - Svilno 20, 51000 Rijeka, * ThuBc vé trung: EU-GMP |[UP/I-530- 0 - Agency for Medicinal 9
GALENSKI Croatia + Thu8c san xut v trung: dung dich thé tich nhé (thudc nhé mét, thudc nhé miii va thudc xit mii). 10/18- = o |Products and Medical
LABORATORI d. d. 03/05; 381- : E Devices (HALMED),
— o .
(JGLd.d.) 10-05/241- uog m‘ Croatia
18-10
HR-002 » Belupo d.d (Belupo Inc.) » Ulica Danica 5, 48000 Koprivnica, Republika Hrvatska (Ulica Danica 5, 48000 Koprivnica, Republic of Croatia)
1621 [Belupod.d Ulica Danica 5, 48000 * Thudc vé trung: ching nhan 16 EU-GMP |UP/I-530- Agency for Medicinal 18
(Belupo Inc.) Koprivnica, Republika * San pham chiét xuét tir ngudi hodc ddng vat: chitng nhan 16. 10/17-03/20 ~ — |Products and Medical
Hrvatska (Ulica Danica 5, * Thudc khdng vé trung: Vién nang clrng, thudc diing ngoai dang 1dng, thudc udng (internal use) dang Idng, thudc xit, thudc ban rén (kem, md, gel), thudc dit, by & [Devices (HALMED)
48000 Koprivnica, Republic  |vién nén; thuéc bét, thuSc c6m pha hén dich udng E 2 Croatia
of Croatia). * Thudc dugc liéu i i
o . < N P PO Y 2 A S 0 —
* Déng goi so cap: cac dang bao ché cong b6 va bao gdbm ca vién nang mém ~ o0
* Pong goi thir cap
1935 [Belupo d.d (cdch |Ulica Danica 5, 48000 * ThuGc vo trung: chirng nhan 16 EU-GMP |UP/I-530- Agency for Medicinal 22
ghi khac: Belupo Koprivnica, Republika * San pham chiét xuat tir ngudi hodc dong vat: chirng nhan 16. 10/19- ° o |Products and Medical
Inc. hodc Belupo Hrvatska (Ulica Danica 5, * Thudc khdng vé trung: Vién nang clrng, thudc diing ngoai dang 1dng, thudc udng (internal use) dang Idng, thudc xit, thudc ban rén (kem, md, gel), thudc dit, 03/28; 381- ] S [Devices (HALMED)
Pharmaceuticals |#8000 Koprivnica, Republic |vién n:én; thudc bdt, thudc c6m pha hén dich udng. 10-05/322- z 2 Croatia
X of Croatia). * Thube duoc liéu. Q Anl
and Cosmetics, , e kA ixos A . 20-09 o -
* Dong gdi so cap: cac dang bao ché cong bo va bao gdbm ca vién nang mém. N o0
Incorporated) . oA o
Boéng goi thir cap.
HR-004 » Pliva Croatia Ltd (Pliva Hrvatska d.o.0.) » Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Republic of Croatia (hodac Prilaz baruna Filipovic¢a 25, 10000 Zagreb, Republika Hrvatska)
1709 Pliva Croatia Ltd Prilaz baruna Filipovi¢a 25, * Thudc khdng vé trung: Vién nang cirng; thudc dang ban rén; vién nén, vién nén bao phim (bao gdm ca thudc chira hormon, chat doc té bao, hoat tinh cao); EU-GMP |UP/1-530- Agency for Medicinal 19
(Pliva Hrvatska 10000 Zagreb, Republic of  |thudc b6t pha hén dich udng, thudc cdm pha hdn dich udng; thudc bt udng. 10/19- ) o |Products and Medical
d.0.0.) Croatia * Xudt xwdng thude khdng vo trung. ) 03/12; 381- <] g‘ Devices (HALMED),
(hodc Prilaz baruna Filipoviéa [* Déng gdi so cap: Vién nang clng; thudc dang ban ran; vién nén, vién nén bao phim (bao gém ca thudc chira hormon, chat doc té bao, hoat tinh cao); thuéc 10-05/241- 8' N croatia
25, 10000 Zagreb, Republika [bot pha hdn dich udng, thudc cm pha hén dich udng; thudc bot udng. 19-07 %H -
Hrvatska) * Pong goi thir cap (bao gébm ca thudc chira hormon, chat doc té bao, hoat tinh cao). ®
EXVAP e Lat allicinl (LA At A NN JAVEYSIV
HU-001 » Chemical Works of Gedeon Richter Plc. (Gedeon Richter Plc.) » Gyomrai Gt 19-21., Budapest, 1103, Hungary
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161  |Chemical Works of [Gyémréi Gt 19-21,, ¥ Thuge vb tring: EU-GMP |OGYEI/9446 National Institute of 6
. Thudc sa 4t v6 trung: Di dich thé tich Ién; D dich va hén dich thé tich nhé; Thudc dong kho (b 6m ca thudc c6 chira chét kim té bao). .
Gedeon Richter Budapest, 1103, Hungary + u(:cs.aAn xL!a %) Nr.lfng un.g icl A /e |c' '(m ung icl h‘ve/a on ’!c € tich nho; Thudc dong kho (bao gom ca thudc cé chira chat kim té€ bao) -6/2019 Pharmacy and Nutrition
+ Thudc tiét trung cudi: Dung dich thé tich Idn; Dung dich thé tich nho.
Plc. (Gedeon + Xugt xuéng 16. (OGYEI), Hungary
Richter Plc.) * Thudc khéng vé trung:
+ Vién nang ctrng; thudc duing ngoai dang 1dng; thudc udng dang 1dng; thudc bot va thudc cdm; vién nén, vién bao (bao gom ca thudc chira hormon), dang bao ché ban ran.
+ Xudt xudng 16. a ::‘l
* Thudc sinh hoc: g 2
+S3n pham céng ngh@ sinh-hoc; san pham chiét cé ngudn géc tir ngudi hodc dong vat. < &
+ Xudt xudng 16:. 53n pham cong nghé sinh hoc; san pham chiét c6 ngudn géc tir ngudi hodc dong vat Q A
N s ) —
Dugc chat sinh hoc. — o
* Dong goi:
+Dong goi so cdp: Vién nang cng; thudc diing ngoai dang 1dng; thudc ung dang 1dng; thudc bot va thudc c6m; vién nén, vién bao (bao gdm ca thudc chira hormon), dang bao ché ban ran.
+Déng godi thir cap.
*Kiém tra chat lugng
2148 Gedeon Richter Gyomréi Gt 19-21., Budapest |* Thudc vo trung: EU-GMP |OGYEI/2078 National Institute of 25
Plc. X, 1103, Hungary + Thudc san xuat vo trung: Dung dich thé tich Ién; Dung dich thé tich nhd; Thudc dong khé (bao gdm ca thudc cé chira chat kim té bao). 6-7/2022 Pharmacy and Nutrition
+ Thudc tiét trung cudi: Dung dich thé tich Ién; Dung dich thé tich nhé. OGYEI), H
+ Xudt xudng 16. ( ), Hungary
* Thudc khéng vé trung:
+ Vién nang crng; thudc dung ngoai dang l6ng; thudc udng dang 16ng; thudc bdt va thudc cém; vién nén, vién bao (bao gdm ca thudc chira hormon), dang bao ché ban ran. ~ "
+ Xuét xudng 16. S S
* Thudc sinh hoc: N N
+ San pham cong nghé sinh hoc; sdn pham chiét cé ngudn géc tir ngudi hodc dong vat. 5 <olr
+ Xuat xudng 16: San pham cong nghé sinh hoc; san pham chiét c6 ngudn goc tir ngudi hodc dong vat 9 By
* Dong goi:
+Déng goi so cp: Vién nang cing; thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc bdt va thudc cm; vién nén, vién bao (bao gdm cé thudc chira hormon), dang
bao ché ban rén.
+Dong goi thir cap.
*Kiém tra chat lugng
HU-003 » CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd. (CHINOIN Private Co. Ltd.), Site 2 » Lévai utca 5, Veresegyhaz, 2112, Hungary
331 CHINOIN Lévai utca 5, Veresegyhaz, * ThuBc khéng vé trung: vién nang cirng; thudc bdt, thudc cdm; vién nén. EU-GMP |OGYEI/1775 National Institute of 8
Pharmaceutical 2112, Hungary 7-2/2018 Pharmacy and Nutrition
and Chemical (OGYEI), Hungary
Works Private Co.
Ltd. (CHINOIN
Private Co. Ltd.),
Site 2
(Veresegyhaz site) X S
[Cach ghi khac: S| &
CHINOIN E’.r r;
Pharmaceutical 3 bt
and Chemical
Works Private Co.
Ltd. (CHINOIN
Private Co. Ltd.)]
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2009

CHINOIN
Pharmaceutical
and Chemical
Works Private Co.
Ltd. (CHINOIN
Private Co. Ltd.),
2.telephely /Site 2
(Veresegyhaz site)

Lévai utca 5, Veresegyhdz,
2112, Hungary

* Thu8c khéng vé trung: vién nang cirng; thudc bdt, thubc cdm; vién nén.

EU-GMP

OGVYEI/4953
7-2/2021

30-04-2021

30-04-2024

National Institute of
Pharmacy and Nutrition
(OGYEI), Hungary

23

HU-004

» CHINOIN Pharm

aceutical and Chemical Works Private Co. Ltd., Site 3 » Csanyikvolgy, Miskolc, 3510, Hungary

290

CHINOIN
Pharmaceutical
and Chemical
Works Private Co.
Ltd. (CHINOIN
Private Co. Ltd.),
Site 3
(Csanyikvolgy site)

Csanyikvolgy, Miskolc, 3510,
Hungary

* Thu8c vé trung:
+ Thudc san xuat vo trung: Dung dich thé tich nhé.
+ Thudc tiét trung cudi: Dung dich thé tich nhé.
* Thudc sinh hoc: S3n phdm mién dich; San pham tach chiét tir ngudi hodc dong vat.

EU-GMP

OGVYEI/3882
9-2/2019

25-06-2019

18-07-2021

National Institute of
Pharmacy and Nutrition
(OGYEI), Hungary

1710

CHINOIN
Pharmaceutical
and Chemical
Works Private Co.
Ltd. (CHINOIN
Private Co. Ltd.),
Site 3
(Csanyikvolgy site)
(* Cac cach ghi
khac:

- CHINOIN
Pharmaceutical
and Chemical
Works Private Co.
Ltd. (CHINOIN
Private Co. Ltd.).
- CHINOIN
Pharmaceutical
and Chemical
Works Private Co.
Ltd.)

Csanyikvolgy, Miskolc, 3510,
Hungary.

(* Céch ghi khac: 3510
Miskolc, Csanyikvolgy,
Hungary)

* ThuBc vé trung:
+ Thudc san xuat vé trung: Dung dich thé tich nhé.
+ Thudc tiét trung cudi: Dung dich thé tich nhé.
* Xuat xudng thudc vé trung.
* Thudc sinh hoc: S3n phdm mién dich; San pham tach chiét tir ngudi hodc dong vat.
* Xudt xudng thudc sinh hoc: San pham téch chiét tir ngudi hodc dong vat.
* Poéng goi thir cap.
* Kiém tra chat lugng: Vi sinh (v8 trung; khéng vé trung); Héa hoc/Vat Iy.

EU-GMP

OGVYEI/2943
7-2/2021

06-03-2021

25-06-2023

National Institute of
Pharmacy and Nutrition
(OGYEI), Hungary

19

HU-005

» Institute of Isotopes Co. Ltd. » Konkoly Thege M. u. 29-33., Budapest, 1121, Hungary
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376  |lzotép Intézet Konkoly Thege M. u.29-33., |* Thu8c vé tring: EU-GMP |OGYEI/1536 National Institute of 8
Kutato, Fejleszts, |Budapest, 1121, Hungary + Thu8c san xudt v trung: Dung dich thé tich nhé (chira thudc phéng xa); Kit danh diu phéng xa. -6/2019 Pharmacy and Nutrition
Termel6 és + Thudc tiét trung cudi: Dung dich thé tich nhd (d']l]‘a thudc phdng xa); Kit danh diu phéng xa. (OGYEI), Hungary
Szolgéltaté * Thu8c khéng vé trung: Vién nang cirng (chira thudc phéng xa); Binh phat hat nhan phéng xa (radionuclide generators).
(<)) o~
Korlatolt 3 =
Pyl o~ [oN]
FelelGségl 8‘ ﬁl
Tarsasag (Izotop & &
Intézet - ”
Kft.)/Institute of
Isotopes Co. Ltd.
HU-006 » Béres Pharmaceuticals Private Limited Company » Nagysandor Jézsef u. 39., Szolnok, 5005, Hungary
344 Béres Nagysandor Jézsefu. 39., * Thu8c khéng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang ldng; thudc bdt, thudc cdm; vién nén, vién nén bao phim, EU-GMP |OGYEI/4923 National Institute of 8
Pharmaceuticals  |Szolnok, 5005, Hungary * Thudc duoc liéu. 9-6/2019 < o |Pharmacy and Nutrition
Private Limited 8 8 (OGYEI), Hungary
Company (Béres 8. 8
Pharmaceuticals S 5
Ltd.)
HU-007 » Egis Pharmaceuticals Plc. » Bokényfoldi ut 118-120., Budapest, 1165, Hungary
348 Egis Bokényfoldi ut 118-120., * ThuBc vé trung: EU-GMP |OGYEI/3973 National Institute of 8
Pharmaceuticals |Budapest, 1165, Hungary + Thu8c san xudt vd trung: Dung dich thé tich nho. -6/2019 Pharmacy and Nutrition
Plc. (* Céch viét khac: + Thudc tiét trung cudi: Dung dich thé tich nho. o ~ |(0GYEI), Hungary
(* Cach viét khac: | 1165 Budapest, * Thu8c khéng vé trung: Vién nang ci*ng; thudc bdt, thudc cdm; vién nén, vién nén bao phim. b =y
Egis Bokényfoldi ut. 118-120., * Xudt xudng thudc vo trung, thudc khdng vé trung, thudc cdng nghé sinh hoc z z
& . Hungary * Péng goi so cap thudc khdng vé trung: bao gdm céc dang thudc trén va thudc doc té bao, thudc cdng nghé sinh hoc. Q -
Pharmaceuticals I . U o —
R . - Production site of * Dong goi thir cap o ™
Private Limited Bokényfold; H-1165 * Kiém tra chat lugng: khong bao gdm thir nghiém vé trung.
Company) Budapest, Bokényféldi it
HU-008 » Egis Pharmaceuticals Plc Site 3. » Matyas kiraly ut 65., Kérmend, 9900, Hungary
350 Egis Matyas kirdly Ut 65., * Thudc khdng vé trung: Vién nang ctng; thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc bét, thudc cdm; thuc phun mi bao gom ca khang sinhva [ EU-GMP |OGYEI/2087 National Institute of 8
Pharmaceuticals |Kérmend, 9900, Hungary. thudc bt hit; dang bao ché ban ran; thudc dan; vién nén, vién nén bao phim (bao gdm ca thudc chira chat kim té bao). 7-7/2018 Pharmacy and Nutrition
Plc Site 3. (Céch viét khac: * Péng goi so cap: cac dang thudc trén khdng bao gém thudc phun mu; bao gém ca vién nang clrng chira chat doc té bao. ® < |(0GYEI, Hungary
(Cach viét khac: -9900, Ké6rmend, Matyas g g
Egis kirdly u. 6l54, H'ungary; 5 N
Ph tical - Production site of ~ -
arMAaceuticals |y srmend, H-9900 kérmend, © o
Private Limited Matyas kirdly u 65, Hungary)
Company)
1622 Egis Matyas kirdly Ut 65., * Thu8c khéng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang ldng ( bao gém c3 siro); thudc bét, thudc cém; thudc phun mu bao EU-GMP |OGYEI/1015 National Institute of 18
Pharmaceuticals |Kérmend, 9900, Hungary. g6m ca khang sinh va thuéc bét hit; dang bao ché ban ran; thuSc dan; vién nén, vién nén bao phim (bao gdm cé thudc chira chat kim t& bao). 7-7/2021 Pharmacy and Nutrition
Plc Site 3. (* Cach viét khac: * Péng goi so cap: cac dang thudc trén khéng bao gém thudc phun mu; bao gém ca vién nang clrng chira chat déc té bao. (OGYEI), Hungary
(* Cach viét khac: | 9900, K6rmend, Matyas * Péng goi thir cap
Egis kiraly u. 65., Hungary; * Kiém tra chat lugng: vi sinh khéng vé trung, héa hoc, vat ly. b N
Ph tical - Production site of 8 8‘
.armac.eu' 1€als | kormend, H-9900 Kérmend, 2 =]
Private Limited Matyas kirdly u 65, Hungary) gl é
Company hodc
Egis
Pharmaceuticals
PLC)
HU-009 » ExtractumPharma Co. Ltd. » IV. Korzet 6., Kunfehérté, 6413, Hungary
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951 ExtractumPharma |IV. Kérzet 6., Kunfehérto, * Thu8c khéng vé trung: vién nang cirng; thudc bdt; thube cdm; vién nén; vién nén bao phim. EU-GMP OGYEI/4512 o < |National Institute of 12
Co. Ltd. 6413, Hungary * Déng goi so cdp: cac dang thudc trén, bao gdm ca vién nang mém. 1-2/2020 § § Pharmacy and Nutrition,
. s o X ,
Poéng goi thir cap. 5 < Hungary
® I~
S ™
2067 ExtractumPharma |[IV. Kérzet 6., Kunfehérto, * Thu8c khéng vé trung:vién nang cirng; thudc bdt; thube cdm; vién nén; vién nén bao phim. EU-GMP |OGYEI/5312 o <« [|National Institute of 24
Co. Ltd. 6413, Hungary +Xudt xudng: ThuGc khong vo trung. 4-7/2021 § § Pharmacy and Nutrition,
* Péng goi so c¢ap: cac dang thudc trén, bao gém ca vién nang mém. ey o |Hungary
* Pong goi thir cap. : 3
* Kiémitra chat lugng: Héa hoc/vat ly. N o
HU-010 » TEVA Gydgyszergyar Zrt. » Sitel; Pallagi ut 13., Debrecen, 4042, Hungary

952 TEVA Site 1; Pallagi Gt 13., * Thudc khong v trung: Vién nang cirng (bao gdm ca san pham c6 hoat tinh hormon); vién nang mém; thudc dung ngoai dang 1dng; thudc udng dang 1dng; EU-GMP OGYE|/5987 National Institute of 12
Gydgyszergyar Zrt. |Debrecen, 4042, Hungary thudc vi nang va thudc bot; thudc ban rén (bao gdm ca san pham cd hoat tinh hormon); thudc dan; vién nén, vién nén bao phim (bao gom ca san phdm cé 4-2/2020 Pharmacy and Nutrition
(TEVA (Cach ghi khac: H-4042 hoat tinh hormon). o < |(OGYEI) Hungary

) I N
Pharmaceutical Eebrecen, Pallagi Ut 13, 8. 2.
Works Private ungary) 3] ﬁl
Limited Company) Q =

1711 |TEVA Site1; Pallagi it 13, * Thugc khong v6 triing: EU-GMP |OGYEI/1895 National Institute of 19
Gyogyszergyar Zrt. |Debrecen, 4042, Hungary + Vién nang cirng (bao gdm ca san pham cé hoat tinh hormon); vién nang mém; thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc vi nang va thudc 3-8/2021 Pharmacy and Nutrition
(TEVA (Céch ghi khéc: H-4042 bot; thudc ban rén (bao gdm ca san phdm c6 hoat tinh hormon); thuéc dan; vién nén, vién nén bao phim (bao gdm ca san phdm c6 hoat tinh hormon). . < |(OGYEI) Hungary
Pharmaceutical Debrecen, Pallagi Ut 13, + Xudt xudng 16. S g
Works Private Hungary) * Péng goi so cap: Vién nang cirng (bao gdm ca san pham cd hoat tinh hormon); vién nang mém; thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc vi S :-;

Limited C nang va thudc bot; thudc ban rén (bao gdm ca san pham cé hoat tinh hormon); thudc dan; vién nén, vién nén bao phim (bao gém ca san pham cé hoat tinh S,r 2
imited Company) hormon). s, b=y
* Pong goi thir cap.
* Kiém tra chat lwgng: Vi sinh: Khéng vé trung; Héa hoc/vat ly; Sinh hoc.
HU-011 » Medi-Radiopharma Egészségiigyi Szervezd, Tanacsadé, Szolgaltaté és Kereskedelmi Kft./Medi-Radiopharma Ltd. » Site 1., Szamos u. 10-12., Erd, 2030, Hungary

768 Medi- Site 1., Szamos u. 10-12., Erd, |* San xuat, xuat xudng, déng gdi thir cap thudc phong xa vo triing: EU-GMP |OGYEI/2913 National Institute of 11
Radiopharma 2030, Hungary + Thudc san xudt v trung: ThuSc déng khd; dung dich thé tich nhd; Kit chan doan Technetium. 4-6/2018 Pharmacy and Nutrition
Egészségigyi + Thudc tiét trung cudi: Dung dich thé tich nho; Kit chan doan Technetium. (OGYEI), Hungary
Szervezd * Kiém tra chat lwgng: hda hoc/ vat ly. © -

’ - o
Tanacsado, g 8.
Szolgéltatd és % r‘:
Kereskedelmi S bt
Kft./Medi-

Radiopharma Ltd.

1712 Medi- Site 1., Szamos u. 10-12., Erd, |* San xuat, xuat xwdng, déng géi thir cap thudc phdng xa vo trung: EU-GMP |OGYEI/4566 National Institute of 19
Radiopharma 2030, Hungary + Thudc san xudt vo trung: Thudc dong khd; dung dich thé tich nhd; Kit chdn doan Technetium. 4-7/2021 Pharmacy and Nutrition
Egészségiigyi + Thudc tiét trung cudi: Dung dich thé tich nh; Kit chan doan Technetium. (OGYEI), Hungary
Szervezd * Kiém tra chat lwgng: hda hoc/ vat ly. - <«

’ (o] o~
Tanacsado, 2' 8.

Szolgaltato és 8| 8
Kereskedelmi S Q
Kft./Medi-
Radiopharma Ltd.
HU-013 » Meditop Pharmaceutical Ltd » Ady Endre u. 1., Pilisborosjeno, 2097, Hungary
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1190 Meditop Ady Endreu. 1, * Thudc khong v trung: EU-GMP |OGYEI/3053 ° - National Institute of 14
Pharmaceutical Ltd | Pilisborosjeno, 2097, Hungary| + Vién nang cing; thudc dung ngoai dang 16ng (chi xuat xudng); thudc udng dang 16ng (chi xuat xudng); thudc bét, thudc cdm; vién nén; vién nén bao phim. 9-5/2020 8 & |Pharmacy and Nutrition
+ Xuat xudng 16. ) o E [70‘ (OGYEI), Hungary
* Pong goi so cap: vién nang clrng; thudc bdt; thudc cdm; vién nén; vién nén bao phim. =] Q
* Pong goi thir cap. S S
ID-001 » PT. Tunggal Idaman Abdi » Hormon Plant 2 (Lantai 1); JIl.Jend.Ahmad Yani No 7, Rawamangun , Jakarta Timur, Indonesia
7 PT. Tunggal Hormon Plant 2 (Lantai 1);  |* Thudc tiém chita-hormone gidi tinh va tranh thai thé tich nho PIC/S-GMP |4146/CPOB/ | « o |National Agency for 1
Idaman Abdi Jl.Jend.Ahmad Yani No 7, A/IV/14 § § Drug and Food Control
Rawamangun , Jakarta Timur < <+ (NADFC), Indonesia
, Indonesia Svr S'r
- -
ID-002 » PT. Sunthi Sepuri » JL. Raya Serang Km. 17, Cikupa Tangerang 15710, Indonesia
13 PT. Sunthi Sepuri  [JL. Raya Serang Km. 17, * Thudc khong vé trung: Thudc udng dang 1dng khéng chira khang sinh nhém beta-lactam PIC/S-GMP |4501/CPOB/ o |National Agency for 2
Cikupa Tangerang 15710, A/IX/15 § Drug and Food Control
Indonesia & |(NADFC), Indonesia
o
)
ID-003 » PT. Sydna Farma » JI. RC. Veteran No. 89, Bintaro - Jakarta Seletan, Indonesia
291 PT. Sydna Farma JI. RC. Veteran No. 89, * Thudc khong vé trung: Vién nén tranh thai va hormon sinh duc; Vién nén bao tranh thai va hormon sinh duc. PIC/S-GMP |4991/CPOB/ ~ ~ National Agency for 7
Bintaro - Jakarta Selatan, A/VII/17 § § Drug and Food Control
Indonesia g é (NADFC), Indonesia
= -
i o
ID-004 » PT. ETHICA INDUSTRI FARMASI » Kawasan Industri Jababeka Tahap V, Blok B1B1, Desa Jayamukti, Kecamatan Cikarang Pusat, Kabupaten Bekasi, Jawa Barat, Indonesia
1623 PT. ETHICA Kawasan Industri Jababeka |*Thudc vé trung (tiét trung cudi va san xuat vé trung): dung dich thé tich nhd (bao gdm ca thudc chira khang sinh non-betalactam PIC/S-GMP |HK.02.06.IF/ © - National Agency for 18
INDUSTRI FARMASI | Tahap V, Blok B1B1, Desa V/0077/201 | & & |Drugand Food Control
Jayamukti, Kecamatan 6 > & |Republic of Indonesia
Cikarang Pusat, Kabupaten Q Q
Bekasi, Jawa Barat, Indonesia b c'::
1713 PT. ETHICA Kawasan Industri Jababeka  [*Thu8c vé trung (tiét trung cudi va san xuat vé trung; khéng bao gdm thudc tranh thai, hormone sinh duc va thudc ddc té bao): dung dich thé tich nhé (bao [ PIC/S-GMP [PW- National Agency for 19
INDUSTRI Tahap V, Blok B1B1, Desa gdm ca thudc chira khang sinh non-betalactam); S.01.04.1.3. Drug and Food Control
FARMASI (hogc  |/ayamukti, Kecamatan 331.05.21- Republic of Indonesia
PT. ETHICA Cikarang Pusat, Kabupaten 0023
INDUSTRI Bekasi, Jawa Barat, Indonesia - ©
(hodc Kawasan Industri N 8
FARMASI I I
Jababeka Tahap V, Blok @ @
(PT.ETHICA)) B1B1, Kelurahan Jayamukti, 3 C‘_-"
Kecamatan Cikarang Pusat, ~ ~
Kabupaten Bekasi, Provinsi
Jawa Barat, Indonesia)
ID-005 » PT. Novell Pharmaceutical laboratories » JIl. Wanaherang No.35, Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia
413 PT. Novell JI. Wanaherang No.35, * ThuBc vo trung: Thudc tiét trung cudi va san xuat vo trung (bao gom ca thudc chira khang sinh non-beta lactam, khong bao gém thudc chira hormone sinh | PIC/S-GMP [5100/CPOB/ | o « |National Agency for 8
Pharmaceutical Tlajung Udik, Gunung Putri, |duc, thudc tranh thai, thudc kim t& bao) : dung dich thé tich nhé; A/1/18 § § Drug and Food Control
laboratories Bogor 16962, Indonesia 2 = |(NADFC), Indonesia
=) =)
- -
626 PT. Novell JI. Wanaherang No.35, * Thuc vé trung tiét trung cudi: dung dich thé tich nhé (ampoule); EU-GMP |DE_BE_01_ o ~ |Coquanthdm quyén 10
Pharmaceutical Tlajung Udik, 16962 Gunung GMP_2020_ § § Dirc
laboratories Putri, Bogor, Indonesia 0017 g :'
< N
S —
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1263  [PT. Novell JI. Wanaherang No.35, * Thudc vé trung san xuat vo trung (bao gdm ca thudc chira khang sinh non-beta lactam) : thu8c déng khé pha tiém. PIC/S-GMP|5517/CPOB/ | o < |National Agency for 15
Pharmaceutical Tlajung Udik, Gunung Putri, A/IX/19 § § Drug and Food Control
laboratories Bogor 16962, Indonesia g S |(NADFC), Indonesia

N R

1264 PT. Novell JI. Wanaherang No.35, * Thu8c khéng vé trung:vién nang cirng (bao gdm ca thudc chira khang sinh non-beta lactam, khéng bao gdm thudc chira hormone sinh duc, thuéc tranh PIC/S-GMP |5944/CPOB/ o .~ |National Agency for 15
Pharmaceutical Tlajung Udik, Gunung Putri, |thai, thuGc kim té bao) A/X11/20 § § Drug and Food Control
laboratories Bogor 16962, Indonesia ~ & |(NADFC), Indonesia

] b

1265 [PT. Novell JI. Wanaherang No.35, * Thugc vo trung: PIC/S-GMP|5515/CPOB/ | & < |National Agency for 15
Pharmaceutical Tlajung Udik, Gunung Putri, +Thudc tiét trung cudi va san xudt vd trung (bao gdm ca thudc chira khang sinh non-beta lactam, khéng bao gém thudc chira hormone sinh duc, thudc A/IX/19 § § Drug and Food Control
laboratories Bogor 16962, Indonesia tranh thai, thuéc kim Fé’ bao) : du|'1g dich thé tich nhd dé’r\ 100mL; ) ] ] g é (NADFC), Indonesia

+ Nhii dich tiém thé tich nhé dén 100mL tiét trung cudi (khdng bao gém thudc chira khang sinh non-beta lactam, hormone sinh duc, thudc tranh thai, thuéc g S
kim t& bao). N @

1266  |PT. Novell JI. Wanaherang No.35, Thugc khdng v triing: vién nang mém. PIC/S-GMP |5610/CPOB/ | o »n |National Agency for 15
Pharmaceutical Tlajung Udik, Gunung Putri, A/1/20 § § Drug and Food Control
laboratories Bogor 16962, Indonesia g o |(NADFC), Indonesia

S ]

1267 |PT. Novell JI. Wanaherang No.35, * Thu8c vé trung san xuat vo trung (bao gdm ca thudc chira khéng sinh non-beta lactam, khéng bao gdm thudc chita hormone sinh duc, thudc tranh thai, PIC/S-GMP|5518/CPOB/ | o < |National Agency for 15
Pharmaceutical Tlajung Udik, Gunung Putri, [thudc kim t& bao) : thuc bét pha tiém. A/IX/19 § § Drug and Food Control
laboratories Bogor 16962, Indonesia ) S |(NADFC), Indonesia

N R

1268 |PT. Novell JI. Wanaherang No.35, * Thu8c khéng vé trung: vién nén, vién nén bao phim (bao gdm ca thudc chita khang sinh non-beta lactam, khéng bao gdm thudc chita hormone sinh duc, PIC/S-GMP|5943/CPOB/| o n |National Agency for 15
Pharmaceutical Tlajung Udik, Gunung Putri, [thudc trdnh thai, thudc kim t& bao) A/XI11/20 § § Drug and Food Control
laboratories Bogor 16962, Indonesia ~ & |(NADFC), Indonesia

] b

1269 [PT. Novell JI. Wanaherang No.35, Thudc khong v6 trung: thudc dung ngoai dang long PIC/S-GMP|5946/CPOB/| o .~ |National Agency for 15
Pharmaceutical Tlajung Udik, Gunung Putri, A/X11/20 § § Drug and Food Control
laboratories Bogor 16962, Indonesia ~ & |(NADFC), Indonesia

] b

1270 PT. Novell JI. Wanaherang No.35, * ThuBc vo trung tiét tring cudi: dung dich thé tich I6n tir 100mL (bao gém ca thudc chira khang sinh non-beta lactam); nhii dich tiém thé tich Ion tir 100mL; | PIC/S-GMP [5516/CPOB/ | o < [|National Agency for 15
Pharmaceutical Tlajung Udik, Gunung Putri, A/IX/19 § § Drug and Food Control
laboratories Bogor 16962, Indonesia 3 S |(NADFC), Indonesia

N R

1271 PT. Novell JI. Wanaherang No.35, Thudc khéng vé trung: vién nén, vién nén bao phim. EU-GMP [NL/H 19/ S ~ Health and Youth Care 15
Pharmaceutical Tlajung, Gunung Putri, Bogor 2009630 é' § Inspectorate -
laboratories 16962, Indonesia g é Pharmaceutical Affairs,

=) S |Netherlands
ID-006 » PT. Dexa Medica » JI. Jend. Bambang Utoyo No. 138 Palembang, Indonesia
769 PT. Dexa Medica |JI. Jend. Bambang Utoyo No. [* Thudc chita khang sinh nhém Cephalosporin: vién nén; vién nén bao phim; PIC/S-GMP |B- o — |National Agency for 11
138 Palembang, Indonesia ST.03.04.33 § § Drug and Food Control
1.03.19.204 | & |(NADFC), Indonesia
0 b 8
770 PT. Dexa Medica |JI. Jend. Bambang Utoyo No. [* Thudc chita khang sinh nhém Cephalosporin: vién nang ctng. PIC/S-GMP |B- S — |National Agency for 11
138 Palembang, Indonesia $T.03.0433 | 3 S |brugand Food Control
1.03.19.204 8' g' (NADFC), Indonesia
1 £ 8
ID-008 » PT. Otto Pharmaceutical Industries » JI. Dr. Setiabudi Km 12, 1 Kab. Bandung Barat., Indonesia
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1272 PT.Otto J1. Dr. Setiabudi Km 12, 1 * Thu8c khéng vé trung (khéng bao gém: thudc trdnh thai, héc mén sinh duc, thudc déc té bao, khang sinh beta lactam): Vién nén, vién nén bao phim (bao PIC/S-GMP [5356/CPOB/ o < |National Agency for 15
Pharmaceutical ~ |Kab. Bandung Barat., gom ca khdng sinh khong betalactam). A/lI/19 § § Drug and Food Control
Industries Indonesia ) % |(NADFC), Indonesia
o N
N o
ID-009 » PT. Merck Tbk » JI. TB. Simatupang No.8 Pasar Rebo, Jakarta Timur 13760, Indonesia
953 PT. Merck Tbk JI. TB. Simatupang No.8 * Thudc khéng v tring non-betalactam (khéng chira khang sinh, khdng bao gdm thudc tranh thai, hormon sinh duc, ddc t& bao): Vién nén, vién nén bao PIC/S-GMP |4832/CPOB/| —~ |National Agency for 12
Pasar Rebo, Jakarta Timur phim, vién bao duong, vién nén bao tan trong rugt A/XII/16 b S Drug and Food Control
. o N .
13760, Indonesia N & |(NADFC), Indonesia
© o
— (o]
954 PT. Merck Tbhk JI. TB. Simatupang No.8 * Thugc khong vo trung: PIC/S-GMP |4833/CPOB/ | — |National Agency for 12
Pasar Rebo, Jakarta Timur + Vién nang cirng non-betalactam (khéng chira khang sinh, khéng bao gdm thudc tranh thai, hormon sinh duc, déc té bao). A/XIl/16 by S Drug and Food Control
E o N .
13760, Indonesia N & |(NADFC), Indonesia
© o
— (o]
1861  [PT. Merck Tbk (Divisi Plant) JI. T.B. * Thudc khéng vo trung: PIC/S-GMP |PW- National Agency for 21
Simatupang No.8, Kelurahan + Vién nén, vién nén bao phim, , vién bao dudng, vién nén bao tan trong rudt (non-betalactam (khéng chira khang sinh, khéng bao gdm thudc tranh thai, S.01.04.1.3. b ©  |Drug and Food Control
Gedong, Kecamatan Pasar hormon sinh duc, déc té bao)). 331.09.21- IS < (NADFC), Indonesia
Rebo, Kota Jakarta Timur, 0084 g r‘:'l‘
Provinsi DKl Jakarta, g i)
Indonesia
1862 PT. Merck Tbk (Divisi Plant) JI. T.B. * Thubc khong vé trung: PIC/S-GMP [PW- National Agency for 21
Simatupang No.8, Kelurahan + Vién nang cling non-betalactam (khéng chira khang sinh, khéng bao gdm thudc tranh thai, hormon sinh duc, déc té bao). S.01.04.1.3. < & |Drug and Food Control
Gedong, Kecamatan Pasar 331.09.21- | & & |(NADFC), Indonesia
Rebo, Kota Jakarta Timur, 0097 g N
Provinsi DKI Jakarta, g o
Indonesia ~
ID-010 » PT. Boehringer Ingelheim Indonesia » Jalan Lawang Gintung 89 Bogor - Indonesia
955  |PT.Boehringer  |Jalan (hogcL.) Lawang * Thudc udng dang léng: siro, hén dich udng. PIC/S-GMP (4802/CPOB/ | —  [National Agency for 12
Ingelheim Gintung 89 (hodc No. 89) A/X/16 § § Drug and Food Control
Indonesia Bogor —Indonesia ) & |(NADFC), Indonesia
0 I
o~ o~
956 PT. Boehringer Jalan (hodc JI.) Lawang * ThuBc khdng vé trung, khéng chita khang sinh B-Lactam, thudc trdnh thai, hormon sinh duc va chat kim t€ bao: vién nén; vién nén bao PIC/S-GMP |4801/CPOB/ © — |National Agency for 12
Ingelheim Gintung 89( hodc No. 89) A/X/16 § § Drug and Food Control
Indonesia Bogor, Indonesia ) & |(NADFC), Indonesia
0 I
o~ o~
ID-011 » PT. Global Onkolab Farma » JI. Rawa Gatel Il S Kav.36, Kawasan, Industri Pulogadung, Desa/Kelurahan Jatinegara, Kecamatan Cakung, Kota Adm. Jakarta Timur, Provinsi DKI Jakarta, Indonesia
1079 PT. Global JI. Rawa Gatel Il S Kav.36, * ThuBc vo trung: PIC/S-GMP |5247/CPOB/ National Agency for 13
Onkolab Farma Kawasan, Industri + Thu8c ung thu san xudt vé trung: Dung dich thé tich nhé; A/X11/18 o « |Drugand Food Control
Pulogadung, Desa/Kelurahan |+ Thudc ung thu tiét trung cudi: Dung dich thé tich nho. b= S |(NADFC), Indonesia
Jatinegara, Kecamatan : 2
Cakung, Kota Adm. Jakarta in i
Timur, Provinsi DKI Jakarta, 3 3
Indonesia
ID-012 » PT. Tanabe Indonesia » JI. Rumah Sakit No. 104 Ujungberung Bandung 40612, Indonesia
1191 PT. Tanabe J1. Rumah Sakit No. 104 * San xuat (bao gdm ca déng géi so cap va déng gdi thit cap): Vién nang cirng; vién nang cirng giai phdng cham (Sustained release capsule) (trir khang sinh PIC/S-GMP [4337/CPOB/ | 1n o [|Head of National 14
Indonesia Ujungberung Bandung nhém betalactam, thudc tréanh thai, thudc chira hormon sinh duc va chét kim té bao). A/I/15 é‘ § Agency for Drug and
40612, Indonesia =) o |Food Control, Indonesia
N Lh
— i
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1379 [PT. Mitsubishi J1. Rumah Sakit No. 104, RT  [* San xudt (bao gdm ca déng goi so cap va déng géi thi cap; trir thudc tranh thai, thudc chira hormon sinh duc va chat kim té bao): PIC/S-GMP|5513/CPOB/ | o .~ |National Agency for 16
Tanabe Pharma 001 RW 005, Kel. Pakemitan, | + Vién nang ctng (bao gém ca khang sinh non-betalactam) A/1X/19 S S Drug and Food Control
N IS A
Indonesia Kec. Cinambo, Kota + Vién nang clrng giai phéng cham (Sustained release capsule) (khdng bao gébm khéng sinh). 2 & Republic of Indonesia
Bandung, Jawa Barat, g g
Indonesia N -
1380 [PT. Mitsubishi J1. Rumah Sakit No. 104, RT  |* San xudt (bao gém ca dong goi so' cap va dong goi thi cap; trir khang sinh nhém betalactam, thudc tranh thai, thudc chira hormon sinh duc va chat kimt€ [ PIC/S-GMP|5512/CPOB/ | o, n |Head of National 16
Tanabe Pharma 001 RW 005, Kel. Pakemitan, |bao): A/IX/19 § § Agency for Drug and
Indonesia Kec. Cinambo, Kota + Vién nén (baogdm ca khang sinh non-betalactam) N < |Food Control, Indonesia
Bandung, Jawa Barat, + Vién nén bao (bao gdm ca khéng sinh non-betalactam) g a
Indonesia N -
ID-013  » PT. Rohto Laboratories Indonesia » JI. Raya Cimareme No.203 Padalarang, Kab. Bandung Barat - Jawa Barat, Indonesia
1192 PT. Rohto JI. Raya Cimareme No.203 * Thudc khong vé triing (non betalactam): Thudc dung ngoai da dang 16ng (topical liquid). PIC/S-GMP |5508/CPOB/ | o, < |National Agency for 14
Laboratories Padalarang, Kab. Bandung A/IX/19 § § Drug and Food Control
Indonesia Barat - Jawa Barat, Indonesia g ,C_I.> (NADFC), Indonesia
o &
- -
ID-014 » PT. Fresenius Kabi Combophar » JI.Raya Simpang No.383 Padalarang, Cimahi, Jawa Barat, Indonesia
1381 PT. Fresenius Kabi [JI.Raya Simpang No.383 Thudc khéng vé trung Non Betalactam: Vién nén, vién nén bao. PIC/S-GMP |4974/CPOB/ | ~ |National Agency for 16
Combiphar Padalarang, Cimahi, Jawa A/VI/17 § § Drug and Food Control
Barat, Indonesia L ! :
8 5 (NADFC), Indonesia
o o
S] S
ID-015 » PT. Ferron Par Pharmaceuticals » Kawasan Industri Jababeka I, JI. Jababeka VI Blok J No.3, kel. Harjamekar, Kec. Cikarang, Utara, Kab. Bekasi, Jawa Barat, Indonesia
1382 PT. Ferron Par Kawasan Industri Jababeka I, |Thudc vé trung Non Betalactam: Thudc tiém thé tich nhé (san xuat vo trung; tiét trung cudi) PIC/S-GMP|5137/CPOB/| « |National Agency for 16
Pharmaceuticals  |JI. Jababeka VI Blok J3 A/VIII/20 § § Drug and Food Control
Cikarang, Kabupaten, Bekasi, & & (NADFC), Indonesia
Indonesia 2 3
o~ —
1383  |PT. Ferron Par Kawasan Industri Jababeka |, [* Thuéc khéng chita khdng sinh betalactam: vién nang cting PIC/S-GMP|5055/CPOB/ |~ ~ |National Agency for 16
Pharmaceuticals  |JI- Jababeka VI Blok J3, A/XI/17 § § Drug and Food Control
Cikarang, Kabupaten Bekasi, < & |(NADFC), Indonesia
Indonesia : :'r'
(o] —
1384 PT. Ferron Par Kawasan Industri Jababeka I, |* Thuc khéng chita khang sinh betalactam: Vién nén, vién nén bao phim PIC/S-GMP |4782/CPOB/ © — |National Agency for 16
Pharmaceuticals  |JI- Jababeka VI Blok J3, A/IX/16 § § Drug and Food Control
Cikarang, Kabupaten Bekasi, Iy @ |(NADFC), Indonesia
Indonesia rcv"v 2
o o~
1385 PT Ferron Par Jababeka Industrial Estate |, |* Thu8c khéng vé trung: Vién nang cirng; vién nén, vién nén bao phim EU-GMP [UK GMP o ~ Medicine and 16
Pharmaceuticals  |Cikarang, J. Jababeka VI Blok 32874 Insp b=y S |Healthcare products
13, Bekasi, 17520, Indonesia GMP g g Regulatory Agency
32874/4446 | > |(MHRA), United
44-0006 o ' |Kingdom
1484 |PT. Ferron Par Kawasan Industri Jababeka |, [Thu@c vé trung Non Betalactam: Thudc tiém thé tich 1én PIC/S-GMP [5845/CPOB/ National Agency for 17
Pharmaceuticals  |/I. Jababeka VI Blok J No.3, A/VIII/20 Q 1y |Drug and Food Control
kel. Harjamekar, Kec. gl g‘ (NADFC), Indonesia
Cikarang, Utara, Kab. Bekasi, x N
Jawa Barat, Indonesia - 0
[22] —
ID-016  » PT. Mersifarma Tirmaku Mercusana » JI.Raya Pelabuhan Km.18 Desa Cikembar, Kecamtan, Cikembar, Kabupaten, Jawa Barat, Indonesia
1273  [PT. Mersifarma Jl.Raya Pelabuhan Km.18 Unit 4: Thu8c khéng vo trung Non-Betalactam: vién nén; vién nén bao PIC/S-GMP |5488/CPOB/ | 4 < |National Agency for 15
Tirmaku Desa Cikembar, Kecamtan, A/VIII/19 3 S |brugand Food Control
Mercusana Cikembar, Kabupaten, Jawa o S |(NADFC), Indonesia
Barat, Indonesia E &
— -
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ID-019 » PT. Abbott Indonesia » JL. Raya Jakarta - Bogor Km. 37, Kel. Sukamaju, Kec. Cilodong, Depok, Jawa Barat, Indonesia
1386 PT. Abbott JL. Raya Jakarta - Bogor Km. [Vién nén, vién nén bao phim. PIC/S-GMP|4422/CPOB/ 0 = National Agency for 16
Indonesia 37, Kel. Sukamaju, Kec. AV/15 3 S |Drugand Food Control
Cilodong, Depok, Jawa Barat, ,_,OH 8‘ (NADFC), Indonesia
Indonesia & &
o~ o
1387 PT. Abbott JL. Raya Jakarta - Bogor Km. |H&n dich thudc udng; siro; Dung dich thudc udng PIC/S-GMP|4423/CPOB/ " o National Agency for 16
-
Indonesia 37, Kel. Sukamaju, Kec. AV/15 3 S |Drugand Food Control
Cilodong, Depok, Jawa Barat, ,_,OH 8‘ (NADFC), Indonesia
Indonesia & &
o~ o
1388 [PT. Abbott JL. Raya Jakarta - BogorKm. | Thudc bot uéng PIC/S-GMP |4424/CPOB/ 0 o National Agency for 16
Indonesia 37, Kel. Sukamaju, Kec. AV/15 3 S |Drugand Food Control
Cilodong, Depok, Jawa Barat, ,_,OH 8‘ (NADFC), Indonesia
Indonesia & &
o~ o
1485 PT. Abbott JLRaya Jakarta - Bogor Km. [Vién nén, vién nén bao phim. PIC/S-GMP |5636/CPOB/ o 9 National Agency for 17
Indonesia 37, Kel. Sukamaju, Kec. A/1/20 § S  [Drugand Food Control
Cilodong, Depok, Jawa Barat, 8‘ 8‘ (NADFC), Indonesia
Indonesia & &
N ™
1486 PT. Abbott JL. Raya Jakarta - Bogor Km. |H&n dich thudc udng; siro; Dung dich thudc udng PIC/S-GMP|5637/CPOB/ ° 0 National Agency for 17
Indonesia 37, Kel. Sukamaju, Kec. A/1/20 § S  [Drugand Food Control
Cilodong, Depok, Jawa Barat, 8‘ 8‘ (NADFC), Indonesia
Indonesia & &
N ™
1487  |PT. Abbott JL. Raya Jakarta - Bogor Km. |Thudc bot uGng PIC/S-GMP|5638/CPOB/ | o .~ |National Agency for 17
. o o
Indonesia 37, Kel. Sukamaju, Kec. A/1/20 3 S [Drugand Food Control
Cilodong, Depok, Jawa Barat, S' ‘é’ (NADFC), Indonesia
Indonesia =) o
o~ ™
2149 |PT. Abbott JL. Raya Jakarta - Bogor Km. | ThuGc bot uGng; thuc c6m. PIC/S-GMP [5638/CPOB/ | o «» |National Agency for 25
Indonesia 37, Kel. Sukamaju, Kec. A/1/20 § § Drug and Food Control
Cilodong, Depok, Jawa Barat, S' ‘é’ (NADFC), Indonesia
Indonesia =) o
o~ ™
ID-020 » PT Konimex » JI. Sanggarahan, Kec. Grogol, Kec. Grogol, Kab. Sukoharjo, Jawa Tengah, Indonesia
1488 [PT Konimex JI. Sanggarahan, Kec. Grogol, |Thu6c udng dang dung dich Non-Betalactam. PIC/S-GMP|5793/CPOB/ | o .~ |National Agency for 17
Kec. Grogol, Kab. Sukoharjo, A/VII/20 S S |brugand Food Control
Jawa Tengah, Indonesia 'SI g (NADFC), Indonesia
o 0
~ o
ID-021 » PT. Bayer Indonesia » Jalan Raya Jakarta Bogor KM 32, Cisalak, Kec. Sukmajaya, Kota Depok, Jawa Barat, Indonesia
1863 PT. Bayer Jalan Raya Jakarta Bogor KM |* Thu8c khéng vé trung Non-Betalactam: Vién nén, vién nén bao. PIC/S-GMP|5727/CPOB/ National Agency for 21
Indonesia 32, Cisalak, Kec. Sukmajaya, A/IV/20 Drug and Food Control
Kota Depok, Jawa Barat, 2 (NADFC), Indonesia
Indonesia (hodc JI. Raya §
Bogor Km 32 Depok, 16416, > S n
Indonesia) =g g,
88| 4
R
o~ Ll
o o o0
o~
<
S
0
o~
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1864 |PT. Bayer Jalan Raya Jakarta Bogor KM |* Thudc khdng vé trung Non-Betalactam: Vién nén sui. PIC/S-GMP [5728/CPOB/ National Agency for 21
Indonesia 32, Cisalak, Kec. Sukmajaya, A/IV/20 Drug and Food Control
Kota Depok, Jawa Barat, = (NADFC), Indonesia
Indonesia (hodc JI. Raya =
Bogor Km 32 Depok, 16416, = .
Indonesia) % S o
9&| o
£E L
ox=x| <
o -
[SIS) ™
N
<
<
)
o~
ID-025 » PT. Otsuka Indonesia » JI. Sumber Waras No. 25 Lawang, Malang, Indonesia
1865 PT. Otsuka JI. Sumber Waras No. 25 Thuéc tiém thé tich Ién (>100mL) khéng chira khang sinh, déng tii mém, tiét trung cudi. PIC/S-GMP|5355/CPOB/ | &, < |National Agency for 21
Indonesia Lawang, Malang, Indonesia A/lll/19 § § Drug and Food Control
@ P (NADFC), Indonesia
N -
(o] —
IE-001 » Genzyme Ireland Limited » IDA Industrial park, Old Kilmeaden Road, Waterford, Ireland
12 Genzyme Ireland  [IDA Industrial park, Old * Thudc khong v trling: Vién nang clrng, thudc bot pha hdn dich udng, vién nén; EU-GMP [16649/M10 o [|Health Products 2
Limited Kilmeaden Road, Waterford, |* Thu8c san xuét vo trung: thudc bdt déng khd, dung dich thé tich nho 13 § Regulatory Authority
Ireland * Thudc cdng nghé sinh hoc: thudc vé trung chira hoat chat sinh hoc & |(HPRA), Ireland
3 ),
N
o
373 Genzyme Ireland  [IDA Industrial Park, Old * Thudc vé trung: EU-GMP [21688/M10 N — |Health Products 8
Limited Kilmeaden Road, Waterford, | + Thu8c san xuat vé trung: Thudc déng khd; Dung dich thé tich nhé. 13 > § Regulatory Authority
x o~
Ireland * Thudc khong vé trung: Vién nang cing; thudc bot pha hdn dich; vién nén, vién nén bao phim. b A (HPRA), Ireland
* Thudc sinh hoc: San pham cong nghé sinh hoc (Céc san pham vé trung chira chat cé hoat tinh sinh hoc). g g
~ )
1624 [Genzyme Ireland |IDA Industrial Park, Old * ThuBc vo trung: EU-GMP [29528/M01 Health Products 18
Limited Kilmeaden Road, Waterford, | + Thu8c san xuat vd trung: Thuéc déng khd; Dung dich thé tich nhé. 013 Regulatory Authority
Ireland + Xudt xudng 16. (HPRA), Ireland
* Thu8c khéng vé trung: o -
+ Vién nang ctng; thudc bot pha hon dich; vién nén, vién nén bao phim. =] o
+ Xudt xudng 16. z g
* Thudc sinh hoc: g ;"
+San pham céng nghé sinh hoc (Céc san pham vé trung chira chat cé hoat tinh sinh hoc). -~ N
+ Xuat xwdng 16: sdn pham céng nghé sinh hoc.
* Péng goi so' cap: Vién nang cirng; thudc bot pha hdn dich; vién nén, vién nén bao phim.
* Pong goi thir cap.
IE-002 » Helsinn Birex Pharmaceuticals Ltd » Damastown, Mulhuddart, Dublin 15, Ireland
60 Helsinn Birex Damastown, Mulhuddart, * Thu8c khéng vé trung: Vién nang cirng; vién nén; vién nén bao; thudc bét; thudc cdm. EU-GMP [15413/M29 ~ o [|Health Products 5
Pharmaceuticals  |Dublin 15, Ireland. 4 § § Regulatory Authority
Ltd 9 o |(HPRA), Ireland
0 <)
<] I
771 Helsinn Birex Damastown, Mulhuddart, San xuét: EU-GMP |25798/M29 o - Health Products 11
Pharmaceuticals  |Dublin 15, Ireland. * Thudc khéng vé trung: Vién nang cirng (chira vién nén/ vién nang mém); vién nén; vién nén bao; thudc bét; thuée cém. 4 g o [Regulatory Authority
Ltd * Pong goi so cdp: vién nang cirng; vién nang mém, vién nén; thudc bot; thudc cdm; thudc ban ran. ] N (HPRA), Ireland
— o~ ’
* Pong goi thir cap; S} -
* Kiém tra chat lwong: phép thir vi sinh khdng vé trung; hda hoc/vat ly. S -
* XAt viedng thiu s phan kha
IE-003 » Gilead Sciences Ireland UC » IDA Business and Technology Park, Carrigtohill, Co. Cork, Ireland
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77 Gilead Sciences IDA Business and Technology |Thu8c khéng vé trung: Vién nén, Vién nén bao phim, Thudc bot. EU-GMP |20496/M58 ™ - Health Products 5
Ireland UC Park, Carrigtohill, Co. Cork, 9 § § Regulatory Authority
Ireland ! }
'0\. <°.r (HPRA), Ireland
wn ™M
o -
1714 Gilead Sciences IDA Business and Technology |* Thu8c khéng vé trung: Vién nén, Vién nén bao phim, Thudc bét. EU-GMP |30705/M58 5 < Health Products 19
Ireland UC Park, Carrigtohill, Co. Cork, |* Dong géi: 9 o S |Regulatory Authority
Ireland +Déng gbi so c§pl: Vién nén, vién nén bao, Thudc bét 3 3 (HPRA), Ireland
+Ddng gdi thir cap Q Q
* Xudt xuwdng thudc vé trung va thudc khéng vé trung 2 @
* Widm tra ch At Lvong: bAoA /i cinb (3 A KhAng wA teling)
IE-004 » Pfizer Ireland Pharmaceuticals » Little Connell, Newbridge, Co Kildare, Ireland
292 Pfizer Ireland Little Connell, Newbridge, Co |* Thudc khéng vé trung (bao gém ca thudc cé hoat tinh hormone): Vién nang cing, vién nén, vién nén bao phim. EU-GMP [15440/M10 ~ o [|Health Products 7
. —
Pharmaceuticals  |Kildare, Ireland 63 3 § Regulatory Authority
8 gl (HPRA), Ireland
o ~
(2] —
957 Pfizer Ireland Little Connell, Newbridge, * Thudc khéng vé trung (bao gém ca thudc cé hoat tinh hormon): Vién nang cling, vién nén, vién nén bao phim, vién nén giai phong kéo dai EU-GMP |26079/M10 Health Products 12
3 N
Pharmaceuticals  |Co. Kildare, Ireland * bong géi thir cap 63 ) S |Regulatory Authority
* Kiém tra chat lugng: vi sinh khong vé trung, héa hoc/ vat ly g' ,‘:'1 Ireland
o -
i o
IE-005 » Leo Laboratories Ltd » 285 Cashel road, Crumlin, Dublin 12, D12 E923, Ireland
388 Leo Laboratories  |285 Cashel road, Crumlin, * Thudc san xuat vo tring: thudc ban ran. EU-GMP |19383/M46 0 — |Health Products 8
Ltd Dublin 12, D12 E923, Ireland [* Thudc khdng vo trung: khung tham; thudc 1dng duing ngoai; dang bao ché cé 4p luc; thudc dang ban ran. § § Regulatory Authority
g gl (HPRA), Ireland
[32] ~
- S
1715 |Leo Laboratories |285 Cashel road, Crumlin, * Thudc san xust vé trung: thudc ban rin. EU-GMP |29515/M46 - « |Health Products 19
Ltd Dublin 12, D12 E923, Ireland |* Thuéc khéng vé trung: khung thdm; thudc 1dng dung ngoai; dang bao ché cé 4p luc; thudc dang ban rin. § § Regulatory Authority
g S |(HPRA), Ireland
L ©
o -
IE-006 » Pfizer Ireland Pharmaceuticals » Grange Castle Business Park, Clondalkin, Dublin 22, Ireland
427  |Pfizer Ireland Grange Castle Business Park, |* Thuc vé trung: EU-GMP [21704/M11 Health Products 8
Pharmaceuticals |Clondalkin, Dublin 22, Ireland |+ Thudc san xuat vé trung: dung dich thé tich nhé. 173 Regulatory Authority
+ Xuat xudng. (HPRA), Ireland
* Thuéc sinh hoc:
+ Thudc mién dich (dang bom tiém dong sén thudc) (1) a =
+ Thudc cdng nghé sinh hoc (2). 8' 8.
+Xudt xudng. S 3
* Kiém tra chat lugng. m‘ Oo"
N6i dung lam r&:
- (1): lién quan dén san xuat vac xin cdng hop cé tap nhidm thap, ban thanh pham va thanh pham (bom tiém déng sén thudc).
- (2): lién quan t&i viéc bao quan ngan hang té bao va lién quan tdi san xuit cic hoat chat sinh hoc sir dung céng nghé t& bao clia ddng vat cé vd, su tach
chiét/tinh ché va bao ché dudi dang ban thanh pham tap nhiém thap. Viéc bién ddi cac hoat chat sinh hoc ciing thudc pham vi nay.
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1866 Pfizer Ireland Grange Castle Business Park, |* ThuGc v trung: EU-GMP |30771/M11 Health Products 21
Pharmaceuticals  |Clondalkin, Dublin 22, Ireland |  + Thudc sdn xuat vo trung: dung dich thé tich nhé (bom tiém déng san). 173/00001 Regulatory Authority
+ Xuat xuwdng. (HPRA), Ireland
* Thuéc sinh hoc:
+Thudc mién dich (dang bom tiém déng sén thudc) (1) = &
+ Thudc cdng nghé sinh hoc (2). 2 2
+ Xudt xudng. o] 3
* Kiém tra chatlugng. g 0‘_'|°
N6i dung lam r6:
- (1): lién quan dén san xuét véc xin cng hop cé tap nhiém thap, ban thanh pham va thanh pham (bom tiém déng san thudc).
- (2):lién quan t&i viéc bao quan ngan hang té bao va lién quan tdi san xuat cic hoat chat sinh hoc sir dung céng nghé t& bao clia ddng vat cé vd, sy tach
chiét/tinh ché va bao ché dudi dang ban thanh pham tap nhiém thap. Viéc bién ddi cac hoat chat sinh hoc ciing thudc pham vi nay.
IE-007 » Fournier Laboratories Ireland Limited » Anngrove, Carrigtwohill, Co. Cork, Ireland
162 Fournier Anngrove, Carrigtwohill, Co. |* Thu8c khéng vé trung: Vién nén; vién nang cing; vién nén bao phim. EU-GMP [21678/M01 N - Health Products 6
Laboratories Cork, Ireland 020/00001 § § Regulatory Authority
Ireland Limited ] < |(HPRA), Ireland
<) I
N o~
1716 Fournier Anngrove, Carrigtwohill, Co. |* Thu8c khéng vé trung: Vién nén (bao gébm vién nén bao phim); vién nang cirng. EU-GMP (30380/M10 - < Health Products 19
Laboratories Cork, Ireland * Kim tra chat lvgng: Hoa hoc/Vat ly. 20/00001 § § Regulatory Authority
Ireland Limited 8 8. (HPRA), Ireland
© Lh
o o
IE-009 » Chanelle Medical » Dublin Road, Loughrea, Co. Galway, Ireland
369 Chanelle Medical [Dublin Road, Loughrea, Co.  |* Thu8c khéng vé trung: Vién nang cirng; thudc dung ngoai dang 16ng; thudc udng dang 1&ng; vién nén; vién bao phim; thudc bot; thudc cém. EU-GMP |23854/M68 o ~ |Health Products 8
Galway, Ireland 8 § § Regulatory Authority
5 @ |(HPRA), Ireland
~ o
— o
2010 |Chanelle Medical |Dublin Road, Loughrea, Co.  |* Thu8c khéng vé trung: Vién nang clng; thudc dung ngoai dang 16ng; thudc udng dang 16ng; vién nén; vién bao phim; thudc bét; thudc cém. EU-GMP |30422/M68 o <« |Health Products 23
Galway, Ireland 8 § § Regulatory Authority
uolw 8 (HPRA), Ireland
~ o
(o] o~
IE-010 » GE Healthcare Ireland Limited » IDA Business Park, Carrigtohill, Co. Cork, Ireland
163  |GE Healthcare IDA Business Park, * Thudc v6 trung: EU-GMP [21690/M23 | o ~ |Health Products 6
Ireland Limited Carrigtohill, Co. Cork, Ireland | + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nho 5 § g, Regulatory Authority
] & |(HPRA), Ireland
o -
o ™
1936 |GE Healthcare IDA Business Park, * ThuBc vé trung: EU-GMP |31503/M00 - « [|Health Products 22
Ireland Limited Carrigtohill, Co. Cork, Ireland | + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé. 235 § § Regulatory Authority
* Xuat xudng thudc vé trung. & < |(HPRA), Ireland
* Péng goi thir cap. i -
— wn
* Kiém tra chat lwgng: Vi sinh (v6 trung, khéng vo trung); Héa hoc / Vat ly. ™ ©
IE-011  » Servier (Ireland) Industries Ltd » Moneylands, Gorey Road, Arklow, Co. Wicklow, Y14 E284, Ireland
164 Servier (Ireland) Moneylands, Gorey Road, * Thu8c khéng vé trung: Vién nén, vién nén bao phim. EU-GMP ([22779/M68 Health Products 6
Industries Ltd Arklow, Co. Wicklow, Y14 Regulatory Authority
E284, Ire/land g < [(HPRA), Ireland
(Cach viét khac: Q ]
* Moneylands, Gorey Road, BI Slf
Arklow, Co. Wicklow, Ireland g’ ;';
* Gorey Road, Arklow, Co.
Wicklow, Ireland)
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1805  [Servier (Ireland) Moneylands, Gorey Road, * Thudc khdng v6 trung: Vién nén, vién nén bao phim. EU-GMP |31295/M68 Health Products 20
Industries Ltd Arklow, Co. Wicklow, Y14 * Xudt xudng 16 thudc khéng vé trung Regulatory Authority
E284, Ireland * Dong goi: ] b (HPRA), Ireland
(Céch viét khac: +Dbng gbi so cap: Vién nén, vién nén bao phim IS <
* Moneylands, Gorey Road, |+ Ddng géi thir cap. g' é
Arklow, Co. Wicklow, Ireland [* Kiém tra chat lwgng: Visinh (thudc khong vé trung); Hoa ly/Vat ly. uH'w EI;
* Gorey Road, Arklow, Co.
Wicklow, Ireland)
IE-012 » Rottapharm Ltd. » Damastown Industrial Park, Muthuddart, Dublin 15, Ireland
293 Rottapharm Ltd. Damastown Industrial Park, |* Thu8c khéng vé trung: Vién nang cing; thudc udng dang ldng; thudc bt pha dung dich udng; vién nén, vién nén bao phim. EU-GMP |23729/M86 o ~ |Health Products 7
. ~ I .
Mulhuddart, Dublin 15, 8 8. 2. Regulatory Authority
Ireland & &4 |(HPRA), Ireland
< I~
- 1%
2150 Rottapharm Ltd. Damastown Industrial Park, |* Thu8c khéng vé trung: Vién nang cing; thudc udng dang ldng; thudc bdt pha dung dich udng; vién nén, vién nén bao phim. EU-GMP |32159/M86 ~ .» |Health Products 25
Mulhuddart, Dublin 15, * Xudt xudng bao gdm cd miéng dan thadm thau qua da. 8 S S Regulatory Authority
I N
Ireland 4 !
3 8. (HPRA), Ireland
N <
— —
IE-014 » Allergan Pharmaceuticals Ireland » Castlebar Road, Westport, County Mayo, Ireland
395 Allergan Castlebar Road, Westport, * ThuGc v6 tring: EU-GMP |20423/M00 Health Products 8
Pharmaceuticals |Co. Mayo, Ireland. +Thudc sdn xuét vd trung: Thudc dong khd; dang bao ché bén rén (hdn dich nhd mét); dung dich thé tich nhd (dung dich nho mat); Thudc cy ghép va dang 148-00001 Regulatory Authority
Ireland (* Cach ghi khac: Castlebar  |rén. Q < |(HPRA), Ireland
Road, Westport, County + Thudc tiét trung cudi: Thudc cdy ghép va dang ran. I IS
Mayo, Ireland) * Thu8c sinh hoc: San phdm cdng nghé sinh hoc. g 8'
* San pham: DI <O'r
+ Implant tiém trong dich kinh Ozurdex (Dexamethason 700 pg/implant;
+ Bot pha dung dich tiém Botox® (Tén tai Ireland: BOTOX), 100 Allergan Units Powder for soluiton for injection (Botulinum toxin type A Ph. Eur (tl vi khudn
1080 Allergan Castlebar Road, Westport, * Thudc vé tring: EU-GMP [28629/M00 Health Products 13
Pharmaceuticals |Co. Mayo, F28 AW28, Ireland. | * Thudc san xudt vo tring: Thudc dong khd; dang bao ché ban ran (hén dich nhd mét); dung dich thé tich nhd (dung dich nhd mat); Thudc cdy ghép va dang rén. 148/00001 Regulatory Authority
* Cach ghi khac: Castlebar +Thudc tiét trung cudi: Thudc cay ghép va dang ran.
Ireland { & * Thudc sinh hoc: San pham coéng nghé sinh hoc. (HPRA), Ireland
Road, Westport, County ., A v . .
* Xudt xudng thudc vo trung, thudc cong nghé sinh hoc.
Mayo, Ireland) % s oo
Dong goi thir cap. o .
* Kiém tra chat luong: S S
+ Vi sinh: v6 trung, khéng vo trung. N N
+Hda hoc/Vat ly. :I 8‘
+ Sinh hoc. g g
* San pham:
+ Implant tiém trong dich kinh Ozurdex (Dexamethason 700 pg/implant;
+ B6t pha dung dich tiém Botox® (Tén tai Ireland: BOTOX 50/100/200 Allergan Units Powder for soluiton for injection (Botulinum toxin type A Ph. Eur (tlr vi khuan Clostridium
botulinum)).
IE-015 » GlaxoSmithKline Dungarvan Limited » Knockbrack, Dungarvan, Co. Waterford, Ireland
507 GlaxoSmithKline Knockbrack, Dungarvan, Co. |*Thu8c khéng vé trung: vién nén; vién nén bao phim; vién nén sli bot; miéng dan. EU-GMP [19379/M47 0 — |Health Products 9
Dungarvan Limited |Waterford, Ireland * Ban thanh pham: c6m. 7 § § Regulatory Authority
alr 8. (HPRA), Ireland
< -}
B S
1193  [GlaxoSmithKline  |Knockbrack, Dungarvan, Co. [* ThuSc khéng vo tring: vién nén; vién nén bao phim; vién nén sui bot; miéng dan. EU-GMP |26479/M47 Health Products 14
Dungarvan Limited |Waterford, Ireland * Ban thanh ph&m: cdm. 7 Q % [Regulatory Authority
* Xuat xudng. ] ] ) ] & |(HPRA), Ireland
* Pong goi: déng goi so cap (khdng bao gdm cdm sui bot), déng géi thir cap. 5 ]
* Kiém tra chat lugng: h ~
. N PN o o
+ Visinh: Khéng vo trung.
ek JIVEYS IV
IE-017 » Niche Generics Limited » Unit 5, 151 Baldoyle Industrial Estate, Dublin 13, Ireland
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553 Niche Generics Unit 5, 151 Baldoyle * Thudc khdng vo trung: Vién nén EU-GMP |26512/M10 [ o o |Health Products 9
Limited Industrial Estate, Dublin 13, 12 § § Regulatory Authority
Ireland ! !
a 8. (HPRA), Ireland
o <
o o~
IE-019 » Alkermes Pharma Ireland Ltd » Monksland, Athlone, Co.Westmeath, N37 EA09, Ireland
627 Alkermes Pharma |Monksland, Athlone, * Thu8c khéng v tring: Vién nang cirng, vién nén, vién nén bao phim. EU-GMP [22307/M10 P o Health Products 10
Ireland Ltd Co.Westmeath, N37 EA09, 67 § § Regulatory Authority
Ireland . L
* Q (HPRA), Ireland
- ©
o~ -
IE-020 » MSD International GmbH T/A MSD Ireland (Carlow) » Dublin Road, Carlow, County Carlow, Ireland
628 MSD International |Dublin Road, Carlew, Co. * Thu8c vo trung: (khéng bao gdm déng géi thir cdp va xudt xudng): EU-GMP |18380/M11 Health Products 10
GmbH T/A MSD (hodc County) Carlow, Ireland |+ Thudc san xuat vé trung: Dung dich thé tich nhé. 312/00001 @ Q  |Regulatory Authority
Ireland (Carlow) * Ché& pham sinh hoc: San pham mién dich. 8, 8' (HPRA), Ireland
(Céch ghi khéc: 3 ba
MSD Ireland) 3 N
1489 MSD International |Dublin Road, Carlow, Co. * Thudc vo trung: (khdng bao gdm déng géi thir cap va xuat xudng): EU-GMP [29819/M11 Health Products 17
GmbH T/A MSD (hodc County) Carlow, Ireland |+ Thudc san xu&t vé trung: Dung dich thé tich nhé. 312/00001 b= @ [Regulatory Authority,
Ireland (Carlow) * Ché& pham sinh hoc: San pham mién dich. 8, 8. Ireland
(Cach ghi khac: 5" :.
MSD Ireland) 38 8
IE-021 » Pinewood Laboratories Limited » Ballymacarbry, Clonmel, Co. Tipperary, Ireland
629 Pinewood Ballymacarbry, Clonmel, Co. [* Thudc khéng vé trung: Thudc ding ngoai dang 16ng; thudc udng dang 16ng; thudc bot, thue cdm; thube dang ban ran (thudc kem, thude md). EU-GMP [24905/M28 N ~ |Health Products 10
Laboratories Ltd | Tipperary, Ireland * Dong géi so cap: Cac dang bao ché trén. 1 § § Regulatory Authority
* éng gdi thir cép. S | 4 |HPRA), Ireland
* Kiém tra chat lugng. po Ng
Ll —
2068 Pinewood Ballymacarbry, Clonmel, Co. [* Thudc khong vo tring: Thudc duing ngoai dang Idng; thudc udng dang 16ng; thudc bot, thudc cém; thudc dang ban ran (thudc kem, thudc md). EU-GMP |30882/M00 - « [|Health Products 24
Laboratories Ltd  |Tipperary, E91 D434, Ireland |* Dong gdi so' cap: Thudc duing ngoai dang 16ng; thudc udng dang 16ng; thudc bot, thudc cdm; thudc dang bén rén (thuéc kem, thusc m&). 281/00001 § § Regulatory Authority
* Déng goi thir cap. =) = |(HPRA), Ireland
* Kiém tra chat lugng: Vi sinh (khéng vé tring); Héa hoc/Vat ly. S 2
— o
IE-022  » Athlone Laboratories Limited » Ballymurray, Roscomon, Co. Roscomon, Ireland
630 Athlone Ballymurray, Co. * Thudc khéng vé triing chira khang sinh nhém Penicillin: Vién nang ctng; vién nén; thuéc bét (Reconstitution). EU-GMP ([24347/M29 o «~ |Health Products 10
laboratories Roscommon, Ireland 8 § § Regulatory Authority
Limited (Céch viét khéc: Ballymurray, & o |(HPRA), Ireland
Roscommon Co. 2 <
wn
Roscommon, Ireland) - A
IE-024 » Astellas Ireland Co. Ltd » Killorglin, Co. Kerry, V93 FC86, Ireland
772 Astellas Ireland Killorglin, Co. Kerry, V93 * Thudc vé trung: EU-GMP [26162/M01 Health Products 11
Co. Ltd FC86, Ireland + Thu8c san xudt v trung: Dung dich thé tich nhé. 035/00001 ° ~ |Resulatory Authority
(* Cach ghi khac: Killorglin, * ThuBc khéng vé trung: Vién nang clrng, vién nang cirng phong thich kéo dai. N S (HPRA), Ireland
Co. Kerry, Ireland) * Xuat xwdng thudc vo trung va thudc khéng vé trung. E :
* Dong goi: Q <
2 2 P s . — -
+Dong goi so cap: Vién nang cirng. (2] 3]
+Ddng goi thir cap.
IE-025 » Amgen Technology (Ireland) Unlimited Company » Pottery Road, Dun Laoghaire, Dublin, Ireland
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1490 |[Amgen Pottery Road, Dun Laoghaire, |* Thudc vé trung: EU-GMP [21694/M01 Health Products 17
Technology Co. Dublin, Ireland + Thu8c san xudt vd trung: Thudc ddng khod; Dung dich thé tich nhé; 066 2 < [Regulatory Authority
(Ireland) * Xuat xudng thuée véltn‘mg. ] ] ] a 2' (HPRA), Ireland
Unlimited * Thudc sinh hoc: Thudc cong nghé sinh hoc (chi san xuat thanh pham, khéng bao gdm cong doan san xuat hoat chat). 5 =]
Compan * Xudt xudng thudc sinh hoc: Thudc cdng nghé sinh hoc. uo'q :&
pany * Pong goi thir cap.
i Ren ben oL A Vumin e N il LA et Ll Ao oA betino) WAS bas NIRE 1S Clolb bias
1491 [Amgen Pottery Road, Dun Laoghaire, |* Co s& san xuat (khong bao gdm déng géi thir cap va xuat xudng): U.S. cGMP |5BFY-N5DF; ° ~ United States Food and 17
Technology Dublin, Ireland +San phdm Kanjinti™ (Trastuzumab-Anns) Vial for injection, Single dose vial (Trastuzumab-Anns 150 mg). (twong |QFHE-SD2B ] S |Drug Administration
(Ireland) + San pham Kanjinti™ (Trastuzumab-Anns) Vial for injection, Single dose vial (Trastuzumab-Anns 420 mg). dwong EU- g g (U.S. FDA)
Unlimited GMP) s b
Company e °
IE-026 » AbbVie Ireland NL B.V » Manorhamilton Road, Sligo, Ireland
1274 AbbVie Ireland NL [Manorhamilton'Road, Sligo, |* Thu8c khéng vé trung: vién nang cirng; vién nén; vién nén bao (bao gébm ca thudc chira chat ¢ hoat tinh hormon - Levothyroxine) EU-GMP [26095/M11 o ~ |Health Products 15
B.V Ireland * Kiém tra chat lwong. 249-00001 3 S |Regulatory Authority
— S |(HPRA), Ireland
- -
— 0
(o] —
IE-027 » Takeda Ireland Ltd. (Grange Castle) » Grange Castle Business Park, Dublin 22, D22 XR57, Ireland
1625 |Takedalreland  [Grange Castle Business Park, |* Ban thanh phdm thuc bot. EU-GMP |25622/M80 | ~ |Health Products 18
Ltd. (Grange Dublin 22, D22 XR57, Ireland [* Xuat xwéng 16; 7-2 § § Regulatory Authority
Castle) * Dong goi so cdp, thur cap. oo'w & |(HPRA), Ireland
© o
] ™
IE-029 » Rowa Pharmaceuticals Ltd » Newtown, Bantry, Co. Cork, P75 V009, Ireland
1717 [Rowa Newtown, Bantry, Co. Cork, [* Thudc khong vé triing: EU-GMP |31072/M00 5 < Health Products 19
Pharmaceuticals  |P75 V009, Ireland + Thudc udng dang Idng (dung dich); Thudc dung ngoai dang Idng (dung dich nhé tai), Thudc ban ran (kem, gel); Thudc bot. 074 N 8 |Regulatory Authority
Ltd + Xust xuwdng 16. ' > % |(HPRA), Ireland
* Péng goi so cap: Vién nang cirng, vién nang mém; Thudc dung ngoai dang 1dng, Thudc béan ran; Thudc bot. [S] =)
* Déng gbi thir cép. N 3
* KiZeo tra chAt Lpgng: HAa boc AAHIG
IE-030 » Renew Pharmaceuticals Ltd. » Athlone Business and Technology Park, Garrycastle, Athlone, Co. Westmeath, N37 F786, Ireland
2011 Renew Athlone Business and * Xuat xudng thudc vé trung EU-GMP [30526/M12 - < |Health Products 23
Pharmaceuticals  |Technology Park, 791/0001 § § Regulatory Authority
Ltd. Garrycastle, Athlone, Co. < - (HPRA), Ireland
Westmeath, N37 F786, < 2
Ireland e ~N
IN-001 » Reliance Life Science Private Limited » R-282, T.T.C Area of M.1.D.C, Thane-Belapur Road, Rabale Navi Mumbai 400701, India
10 Reliance Life R-282, T.T.C Area of M.I.D.C, [VAc xin tai t6 hop/ thudc: WHO-GMP |NEW-WHO- FDA Maharashtra, India 1
Science private Thane-Belapur Road, Rabale |Day chuyén t&ng hop, chiét xuat: ban thanh pham; thudc tiém; dung dich thé tich nhé pha tiém; thuSc déng khd/ bdt pha tiém; GMP/CERT/ @ o
Limited Navi Mumbai 400701, India  |Day chuyén san xuit, déng goi: thubc déng khd/ bét pha tiém; KD/70542/2 gl g‘
018/11/246 | 3 3
21 N Q
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631 Reliance Life Dhirubhai Ambani Life * Thu8c khéng vé trung (Thuc ung thu): vién nang cirng; vién nén, vién nén bao phim. EU-GMP |UK GMP Medicines and 10
Sciences Pvt.Ltd  |Science Centre (DALC), 41432 Insp Healthcare Products
(Plant 6) Thahe, Belapyr Road, Rabale, GMP Regulatory Agency
r;‘a‘zo“(;';()”;bla';j Maharashtra, 41432/6618 | | |(MHRA), United
= ndia .
: 812-0005 3 S |Kingd
(Céch ghi dia chi khéc: g | 8§ [TEM
Dhirubhai Ambani Life g 9
Sciences Centre (DALC), Plant g ;",
3, 5, 6 Plot No. R-282, Thane
Belapur Road, Rabale, Thane
400701 Maharashtra State,
India)
632 Reliance Life Dhirubhai Ambani Life Plant 6: WHO-GMP |NEW-WHO- FDA Maharashtra, India 10
Sciences Pvt.Ltd.  |Sciences Centre (DALC), Plant |* Thu8c khéng vé trung (chita chat gay ddc té bao): Vién nén, vién nén bao phim; Vién nang cing. GMP/CERT/ 3 o
3,5, 6 Plot No. R-282, Thane kD/91940/2 | S S
Belapur Road, Rabale, Thane 020/11/325 B' B'
400701 Maharashtra State, 02 < o
india - -
IN-002 » Theon Pharmaceuticals Ltd. » Vill. Sainimajra, Tehsil Nalagarh, Distt. Solan (H.P), India
14 M/s Theon Vill. Sainimajra, Tehsil * Thu8c khéng vé trung khéng chira khang sinh nhdm beta lactam: Vién nén, vién nén bao phim WHO-GMP |HFW- - CQQL Duogc bang 2
Pharmaceuticals  |Nalagarh, Distt. Solan (H.P), H[Drug]233/ § Himachal Pradesh - An
Ltd. India 06 N 1)
©
o~
IN-003 » Glenmark Pharmaceuticals Limited » Plot No.2, Phase-Il, Pharma Zone Indore Special Economic Zone Pithampur, Dist, Dhar (M.P.), Pincode 454 775, India
16 Glenmark Plot No.2, Phase-ll, Pharma  [* Thu8c khéng vé trung: Vién nén, vién nén bao phim, vién nang cirng, India- [UK-GMP Medicines and 2
. —
Pharmaceuticals  |Zone Indore Special GMP/WHO 33881 Insp & |Healthcare Products
Limited E?O"O""C Zone P'thamp“rf -GMP  [GMP :'; Regulatory Agency
Z'S:'f;ha: “;’,“"‘)' Pincode 17350/5879 S |(MHRA), United
54775, India 877-0006 ' |kingdom
892 Glenmark Plot No. 2, Phase II, Pharma  |* Thu8c khéng vé trung: EU-GMP |[UK GMP © ~ Medicines and 11
Pharmaceuticals  |Zone SEZ, Pithampur, District | + San xudt: Vién nang cirng; vién nén, vién nén bao phim. 33881 Insp 3 S |Healthcare Products
Limited Dhar, Madhya Pradesh, IN * Pong goi thir cap GMP : z Regulatory Agency
454775, India * Kiém tra chat lugng: Vi sinh (thudc khéng vo tring), héa ly, vat Iy. 17350/5879 S il (MHRA), United
mn — ’
877-0006 S | ™ |kingdom
893 Glenmark Plot No. 2, Phase Il, Pharma |* Thudc khéng vé trung: Vién nang cing; Vién nén, vién nén bao phim; Thudc m& va thudc kem. WHO-GMP |N0.06/2012 Office of the Controller 11
Pharmaceuticals ~ |Zone, Indore Special o N |Food and Drugs
Limited Economic Zone, Pithampur, 2' 8. Administration, Madhya
Dis, Dhar, (M.P), Pin code: g g Pradesh, India
454775, India & 3 4
Ll i
2012 Glenmark Plot No. 2, Phase Il, Pharma |* Thu8c khéng vé trung: Vién nang cing; Vién nén, vién nén bao phim; Thuéc m& va thudc kem. WHO-GMP |No0.06/2012 Office of the Controller 23
Pharmaceuticals ~ |Zone, Indore Special N u  [Food and Drug
Limited Economic Zone, Pithampur, S &  |Administration, Idgah
Dis, Dhar, (M.P), Pin code: g g Hills, Bhopal (Madhya
454775, India 8 8 |Pradesh), India
IN-004 » DR. REDDY’S LABRATORIES LTD » Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.Solan (HP) 173205, India
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36 DR. REDDY’S Formulation Unit-6, Vill. Vién nén, vién nang ctrng, Pellets, WHO-GMP |HFW-H Health & Family 3
LABRATORIES LTD |Khol, Nalagarh Road, Baddi, [Drugs] < |Department Himachal
Distt.Solan (HP) 173205, India 471/05 Vol- QL Pradesh Baddi
11l & |- state Drugs Controller
S |india
IN-005 » IMMACULE LIFESCIENCES PRIVATE LIMITED » Village Thanthewal, Ropar Road, Nalagarh, District Solan, Himachal Pradesh, IN 174101, India
47 IMMACULE Village Thanthewal, Ropar * Thu8c vé tring: EU-GMP |UK GMP 0 o Medicines and 4
LIFESCIENCES Road, Nalagarh, District + Thudc san xudt vd trung: Thudc ddng kho; dung dich thé tich nhé (chi thudc déng lo, khéng bao gdm ampoule). 47115 Insp = o |Healthcare Products
PRIVATE LIMITED |Solan, Himachal Pradesh, IN GMP Ry o |Regulatory Agency
174101, India 47115/1573 | & S |(MHRA), United
0061-0003 o " |Kingdom
IN-006 » Cian Healthcare Pvt. Ltd. » Khasra No. 248, Vill. Sisona, Bhagwanpur, Roorkee, Dist. Haridwar, Uttarakhand, India
48 Cian Healthcare Khasra No. 248, Vill. Sisona, |* Thudc khéng vé trung: Vién nén, vién nén bao; Vién nang ctrng; Thubc bdt, thudc cm; Thudc kem m& dung ngoai; Thudc nwéc udng. WHO-GMP [17/P/1/153/| o o |Office of the Drugs 4
Pvt. Ltd. Bhagwanpur, Roorkee, Dist. 2012/1085 | S S |controlling & Licensing
Haridwar, Uttarakhand, India & - Authority Uttarakhand
o IS
~ ©
i —
IN-007 » Pell Tech health care PVT.LTD. » Plot No 20B, Tansa farm Estate Village Met, Gonsai, Bhiwandi-wada, Thane 421312, Maharashtra State, India
50 Pell Tech health Plot No 20B, Tansa farm * Thudc khong vé triung: vién nén; vién nang cing, Pellets , vién nén bao phim. WHO-GMP |NEW-WHO- Food & Drug 4
care PVT.LTD. Estate Village Met, Gonsai, GMP/CERT/ Q ' |Administration, M,S
Bhiwandi-wada, Thane KD/75607/2 g 8 Bandra (E) Mumbai
421312, Maharashtra State, 019/11/270 3 S |Maharasghtra State,
India 31 N N India
City: Surat, Dist: Surat N N
LGuliorat ot lodi
IN-008 » BLUE CROSS LABORATORIES PVT » L-17, Verna Industrial Estate, Verna, Goa 403722. Goa State, India
52 BLUE CROSS L-17, Verna Industrial Estate, |[* Thudc khéng vé trung: Thuéc uéng dang 16ng; Vién nén, vién nén bao phim; Thudc kem, thuéc gel WHO-GMP |450/MFG/W «~ |Food & Drug Control 4
LABORATORIES Verna, Goa 403722. Goa HO- § Administration
PVT State, India GMP/DFDA/ & |goverment GOA, India
2018/2049 o
o~
IN-009 » CADILA HEALTHCARE Ltd » Sarkhej-Bavla N.H.N° : 8-A, Moraiya, Tal: Sanand, AHMEDABAD, 382-210, India
61 CADILA Sarkhej-Bavla N.H.N° : 8-A, * ThuBc khéng vé trung: Vién nang clrng; vién nang mém; vién nén; vién nén bao. WHO-GMP |2019/HPF/P o ~ |French National Agency 5
HEALTHCARE Ltd |Moraiya, Tal: Sanand, T/004 § § for Medicines and
AHMEDABAD, 382-210, India & & |Health Products safety
S 0 |(ANSM)
165 CADILA Plot No. 417, 419, 420, * Thu8c khéng vé trung: vién nang cirng; vién nang mém; vién nén; vién nén bao, thudc hit phan liéu, thuéc dan qua da, thudc xit mii. WHO-GMP|1807937 © - Food & Drug Control 6
HEALTHCARE Ltd  |Sarkhej-Bavla National = o |Administration,
Highvx_lay No 8A, Village - : ‘: Gandhinagar, Gujrarat
Moraiya, Tal - Sanand, Dist: g S: State, India
AHMEDABAD, 382 210, — —
Cuiinrat Ctata India
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166

CADILA
HEALTHCARE Ltd

Survey No. 417, 419 & 420, Sarkhej -
Bavla National Highway No. 8 A,
Village - Moraiya, Taluka - Sanand,
Dist. -AAHMEDABAD - 382 210,
Guijarat State, India

Cach ghi khac: Plot No. 417, 419 &
420, Sarkhej Bavla National
Highway No. 8 A, Village - Moraiya,
Tal - Sanand Dist: Ahmedabad 382
210, Gujarat State, India;

Survey No. 417, 419 & 420, Sarkhej
Bavla National Highway No 8 A,
Village - Moraiya, Tal - Sanand, Dist.
-Ahmedabad - 382 210, India;
Sarkhej-Bavla N.H. No 8A, Moraiya,
Tal. Sanand, Dist: Ahmedabad
Guijarat State, India

* ThuBc khéng vé trung: vién nang cirng; vién nang mém; vién nén; vién nén bao.

EU-GMP

2019/HPF/P
T/004

20-06-2019

31-12-2022

French National Agency
for Medicines and
Health Products Safety
(ANSM)

1867

CADILA
HEALTHCARE
LIMITED

Survey No. 417, 419 & 420, Sarkhej -
Bavla National Highway No. 8 A,
Village - Moraiya, Taluka - Sanand,
Dist. -AHMEDABAD - 382 210,
Guijarat State, India

Cach ghi khac: Plot No. 417, 419 &
420, Sarkhej Bavla National
Highway No. 8 A, Village - Moraiya,
Tal - Sanand Dist: Ahmedabad 382
210, Gujarat State, India;

Survey No. 417, 419 & 420, Sarkhej
Bavla National Highway No 8 A,
Village - Moraiya, Tal - Sanand, Dist.
-Ahmedabad - 382 210, India;
Sarkhej-Bavla N.H. No 8A, Moraiya,
Tal. Sanand, Dist: Ahmedabad
Guijarat State, India

* Thu6c khong vé trung: vién nén; vién nén bao; vién nang cirng; vién nang mém; thudc hit phan liéu, thudc xit mi.

WHO-GMP

21113021

18-11-2021

17-11-2024

Food & Drug Control
Administration,
Gandhinagar, Gujrarat
State, India

21

IN-010

» AKRITI PHARMACEUTICALS PVT.LTD » Plot No. D-10 & D-11 MIDC Jejuri -Nira Road, Jejuri,Taluka Purandar, Dist-Pune 412303 Maharashtra State, India

63

AKRITI
PHARMACEUTICAL
SPVT.LTD

Plot No. D-10 & D-11 MIDC
Jejuri -Nira Road,
Jejuri,Taluka Purandar, Dist-
Pune 412303 Maharashtra
State, India

* Thu8c khdng vé trung non-Betalactam: Vién nang cirng, m&, kem, gel, lotion, thudc dét, vién nén.

WHO-GMP

NEW-WHO-
GMP/CERT/
PD/72622/2
018/11/256
12

14-11-2018

07-11-2021

FDA Maharashtra, India

IN-011

» Macleods Pharmaceuticals LTD » Khasra No.21, 22, 66, 67868 Aho-Yangtam, Namchepung, P.O. Ranipool, East -Sikkim -737135, India

64

Macleods
Pharmaceuticals
LTD

Khasra No.21, 22, 66, 67868
Aho-Yangtam, Namchepung,
P.O. Ranipool, East -Sikkim -
737135, India

* Thu8c khong vé trung chira khang sinh nhém Cephalosporin: Vién nén, vién nén bao phim, sird khé.

WHO-GMP

27/WHO-
GMP/DC/SK
M

23-09-2019

23-09-2022

Government of Sikkim
Department of Health
Care, Human Service&
Family Welfare (Drug
and Cosmetics Cell
Tadong-Gangtok

IN-012

» DR. REDDY’S LABRATORIES LTD FTO-IX »

Plot No. Q1 to Q5, Phase - IIl, Duvvada, VSEZ, Visakhapatnam, Andha Pradesh — 530046, India

69

DR. REDDY’S
LABRATORIES LTD
FTO-IX

Plot No. Q1 to Q5, Phase —
1ll, Duvvada, VSEZ,
Visakhapatnam, Andha
Pradesh — 530046, India

Dung dich thu8c tiém thé tich nhé; thudc bdt déng khé pha tiém.

WHO-GMP

L.Dis.No:
147/DCA/AP
/2018

07-07-2018

07-07-2021

Government of Andhra
Pradesh — Drugs Control
Administration
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773 Dr. Reddy's Plot No. Q1 to Q5, Phase lll, [* Thudc vé trung: EU-GMP |DE_BY 04_ . N Co quan tham quyén 11
Laboratories Ltd. - |Duvvada VSEZ +Thudc sdn xuat vo trung: Dung dich thé tich nho; thudc bt dong kho; bom tiém déng sén GMP_2019_| & S |buc
FTO9 Visakhapatnam District, + Thudc tiét trung cudi: Dung dich thé tich nhd; bom tiém déng san. 0128 g N
Andra Pradesh, 530046, India | * Déng géi thir cap in g
* Kiém tra chét luvong. < 3
(Db i kbhAang hao gAra tbhiu&e obA podt thiAe hit +hiu&e vit oo lii)
IN-013  » G.D. Laboratories (India) Pvt. Ltd » P.W.D. Red House rooad, Nohar, Distt. Hanumangarh (Rajasthan), India
70 G.D. Laboratories |P.W.D. Red House rooad, Vién nén; vién hén-bao phim; vién nang cirng; dung dich thudc udng; hdn dich thudc udng; thudc kem, m& ding ngoai. WHO-GMP |DC/D- © « |Government of 5
(India) Pvt. Ltd  |Nohar, Distt. Hanumangarh 3/WHO/201| & | S |Rajasthan-India
Rajasthan), India q !
(Raj ) 6/495 & &
N Lh
— -
167 G.D. Laboratories |P.W.D. Rest House road, * Thudc khong vo trling: Vién nén; vién nén bao phim; vién nang ctrng; dung dich thudc udng; hén dich thudc udng; thudc kem, thuéc m& dung ngoai. WHO-GMP |DC-2/D- o ~ |Government of 6
(India) Pvt. Ltd Nohar, Distt. Hanumangarh 3/WHO- § § Rajasthan - India
(Rajasthan), India GMP/2019/ & o
o o
44 : | 2
IN-014 » Acme Generic LLP » Plot No. 115, HPSIDC Industrial Area Davni, P.O. Gurumajra, Tehsil Nalagarh, Distt. Solan (H.P), India
71 Acme Generic LLP [Plot No. 115, HPSIDC Vién nén (bao gdm ca thudc chira hormon); vién nén bao phim; vién nén bao dudng; vién nang cing. WHO-GMP |HFW-H Health & Family Welfare 5
Industrial Area Davni, P.O. [Drug] 1/15 ® < Department Himachi
Gurumajra, Tehsil Nalagarh, I3 S |Pradest, Distt. Solan -
Distt. Solan (H.P), India o 8 India
3 @ |(State Drugs Controller)
IN-015 » Natco Pharma (Pharma-Division) Limited » Kothur, Rangareddy District, 509228 Telangana, India
168 M/s. Natco M/s. Natco Pharma (Pharma- [* Thu6c san xuét vé triing doc té bao: dung dich tiém, thuSc dong kho; WHO-GMP |3405/E/(K)/ Co quan quan ly dugc 6
Pharma (Pharma- |Division), Kothur, * ThuBc khéng vé trung: Vién nén, vién nén bao phim (bao gdm ca thudc ddc té bao), vién nang cing (bao gém ca thudc doc té bao), thuc bét, thudc hit, T5/2018 Bang Telangana, An D6
Division) Limited Rangareddy District, 509228 |pellet. ® <
Telangana, India (cach ghi I <
khéc: Kothur, g g
Mahaboobnagar (District) g g
Telangana- india).
169 M/s. Natco M/s. Natco Pharma (Pharma- |* ThuGc vo trung: EU-GMP |DE_HH_01_ [ ~ o |Coquan thdm quyén 6
Pharma (Pharma- |Division), Kothur, + Thudc san xudt vé trung: thudc déng khé Bendamustin 25mg, 100mg déng lo. GMP- S § Plrc
o~
Division) Limited Rangareddy District, 509228 |* Thu8c khéng vé trung: Vién nang cing Lenalidomide 2,5mg, 5mg, 7,5mg, 10mg, 15mg, 20mg, 25mg; vién nén bao phim Imatinib 100mg, 400mg. 2017_1003 b P
Telangana, India 3 g
— —
170 M/s. Natco Pharma-Division, Unit IV, * Thudc khéng vé truing: Vién nén, vién nén bao phim. EU-GMP |71433/12-7- National Organization 6
Pharma (Pharma- |Kothur, Rangareddy District, 2018 o «~ [for Medicines (EOF),
Division) Limited | Telangana, 509228, India by S |Greece
(cach ghi khac: Kothur, g :
Mahaboobnagar (District) Q <
N . 0 —
Telangana- india). N o0
IN-018 » Sun Pharmaceutical Medicare Limited » Survey No. 22 & 24, Village - Ujeti, Post - Baska, Tal - Halol, Dist: Panchmahal - 389350, Gujarat state, India
171 Sun Survey No. 22 & 24, Village - |* Thu8c vé trung: WHO-GMP[19091586 - N Food & Drugs Control 6
Pharmaceutical Ujeti, Post - Baska, Tal - Halol | + Thu8c san xut v trung: dung dich thé tich nhé; thudc hit (dang dung dich). b= o |Administration, Gujarat
Medicare Limited |- 389350, Dist. Panchmahal, + Thudc tiét trung cudi: dung dich thé tich nhé. ; ; state, India
Guijarat state, India +Thudc nhé mét (dang dung dich va hén dich). s} =]
S a
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172 Sun Survey No: 22 & 24, Ujeti * Thu8c vo trung: EU-GMP [NL/H Health Care 6
Pharmaceutical (District Panchmahal), + Thu8c san xuat vd trung: Dung dich thé tich nhé. 19/2009637 | < o |inspectorate -
Medicare Limited |Gujarat, 389350, India S &  [Pharmaceutical Affairs
) o |and Medical
Q = |Technology, Netherlands
IN-019 » Swiss Garnier Life Science » 21-23, Industrial Area, Mehatpur, Distt. Una (H.P.) - 174315, India
1492 Swiss Garnier Life |21-23, Industrial Area, + Vién nén, vién nén bao WHO-GMP |HFW-H State Drugs Controller, 17
Science Mehatpur, Distt. Una (H.P.) - [+ Vién.hang cing [Drugs] a < |Health & Family Welfare
174315, India + Thudc udng dang long 12/06 S S Department Himachal
+ Thudc bdt udng SI g Pradesh, India
+ Thuc dung ngoai: Thudc kem, thudc m#, lotion. - o
o~ o~
IN-020 » Aspiro Pharma Limited » Sy.-No. 321, Biotech Park, Phase-Ill, Karkapatla Village, Markook Mandal, Siddipet District - 502281, Telangana State, India
958 M/s. Aspiro Sy.-No:321, Biotech Park, * Sén pham: o WHO-GMP |L.Dis.No.177 Drug Control 12
Pharma Limited  <|Rhase-Ill, Karkapatla Village | *Pantoprazole for injection 40me; . 8/E1/2019 Administration
Markook Mandal. Siddipet + Rabeprazole sodium for injection 20mg/vial; ’
arkook Mandal, Slccipe + Levetiracetam injection 500mg/5mL; Government of
District, Telangana State, +Zoledronic acid for injection 4mg/vial; Telangana, India
India + Omeprazole sodium for injection 40mg/vial;
+ Voriconazole for injection 200mg/vial; o P
+ Ondansetron injection BP 2mg/mL, 4mg/2mL; 8 g
+ Lidocaine hydrochloride injection USP 20mg/2mL, 50mg/5mL, 300mg/30mL, 400mg/20mL; g “.‘
+ Esomeprazole sodium for injection 20mg/vial, 40mg/vial, 40mg; [y 3
+ Ketorolac Tromethamine injection USP 60mg/2mL, 30mg/mL, 15mg/mL; ~ ~
+ Glycopyrrolate injection USP 1mg/5mL, 4mg/20mL; o~ o~
+ Neostigmine Methylsulfate injection USP 10mg/10mL, 5Smg/10mL;
+ Furosemide injection USP 20mg/2mL;
+ Pantoprazole sodium for injection 40mg/vial;
+ Palonosetron hydrochloride injection 0.25mg/5mL;
+ Propofol injectable emulsion USP 200mg/20mL;
+ Rocuronium bromide injection 50mg/5mL, 100mg/10mL.
1718  [M/s. Aspiro Sy. No. 321, Biotech Park, * San pham: WHO-GMP [L.Dis.No. - < |Drug Control 19
Pharma Limited Phase-lll, Karkapatla Village + Remdesivir Injection 100mg / 20mL (dung dich tiém truyén); 443/E1/202 S § Administration
< ,
Markook Mandal, Siddipet + Remdesivir for Injection 100mg / vial (Bt déng khé pha tiém truyén); 1 h & |Government of
District, Telangana State, + Remdesivir Injection 100mg / 20mL COVIFOR (dung dich tiém truyén); g g Telangana, India
India + Remdesivir for Injection 100mg / vial COVIFOR (B&t déng khé pha tiém truyén); - - !
1868  [Aspiro Pharma Survey number 321, Biotech |* ThuGc v6 tring: EU-GMP |NL/H Health Care 21
Limited Park, Phase IIl, Karkapatla, + Thudc san xudt vé trung: Thudc déng kho. 20/2017458 | @ |Inspectorate -
Markook Mandal, Telangana, | + Thudc tiét trung cudi: Dung dich thé tich nhé. IS S |Pharmaceutical Affairs
. i ) b ) )
?Tmtdmm ozl *Eﬂngtgm t:ftfap‘ Vi sinh (v6 triing, khéng vé triing); Héa hoc/Vat ly; Sinh hoc (Endotoxi g g |ond Medical
ndia iém tra chat lwgng: Vi sinh (v6 trung, khéng vé trung); Hoa hoc/Vat ly; Sinh hoc (Endotoxin). oy S |Technology, Netherlands
IN-021 » Evertogen Life Science Limited » Plot No. S-8, S-9, S-13/P and S-14/P, Green Industrial Park, Polepally village, Jadcherla Mandal, Mahaboobnagar District, Telangana-509301, India
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440 Evertogen Life Plot No. $-8, 5-9, S-13/P and S-  |* San pham: Carbidopa/Levodopa Tablets 25/250mg (Carbidopa USP 25mg, Levodopa USP 250mg); Carbidopa/Levodopa Tablets 10/100mg (Carbidopa USP 10mg, Levodopa USP 100mg); WHO-GMP |L. Dis. No. Drugs Control 8
Sciences Limited 14/P, TSIIC, Pharma SEZ, Green Carb}dopa/Levodopa Tablets 25/100mg (Carbldop‘a USP 25mg, Levodopa USP 100mg); Carbidopa an(‘i Levodopa Tablets 25/250mg (Carbidopa Ph.‘Eur 25mg, Levodopa Ph.Eur 250mg); 0166/E1/20 Administration -
Industrial Park, Polepally (V), Carbidopa and Levodopa Tablets 25/100mg (Carbidopa Ph.Eur 25mg, Levodopa Ph.Eur 100mg); Carbidopa and Levodopa Tablets 10/100mg (Carbidopa Ph.Eur 10mg, Levodopa Ph.Eur 100mg);
Jadcherla (M), Mahabubnagar, Telmisartan 40mg and Amlodipine Smg Tablets (Telmisartan Ph.Eur 40mg, Amlodipine Besilate Ph.Eur twong dwong Amlodipine 5mg); Telmisartan 80 mg and Amlodipine 10mg Tablets 19 Government of
Telangana, IN-509301, India (Telmisartan Ph.Eur ngg, Amlodipin‘e Besilate Ph.Eur tuong d.u'fmg Amlodipine 10mg];.TeImisartan 80 mg and Aml.o(?iipine 5.mg Tablets (Telmisartan Ph.Eur t?OImg, Amlodipine.BesiIate Ph.Eur Te|angana, India
(* Céch ghi khac: Plot No. 5-8, S- tuong duong Amlodipine 5mg); Telmisartan 40 mg and Amlodipine 10mg Tablets (Telmisartan Ph.Eur 40mg, Amlodipine Besilate Ph.Eur twong duong Amlodipine 10mg); Telmisartan 80 mg and
Hydrochlorothiazide 12.5 mg Tablet (Telmisartan Ph.Eur 80mg, Hydrochlorothiazide Ph.Eur 12.5mg); Telmisartan 40 mg and Hydrochlorothiazide 12.5 mg Tablet (Telmisartan Ph.Eur 40mg,
9,5-13/P and 5-14/P, Green Hydrochlorothiazide Ph.Eur 12.5mg); Telmisartan Hydrochlorothiazide Tablet 80/25mg (Telmisartan Ph.Eur 80mg, Hydrochlorothiazide Ph.Eur 25mg); Esomeprazole Megnesium 20mg Tablets
Industrial Park, Polepally (Ezolong-20) (Esomeprazole Magnesium (As trihydrate) tvong duong Esomeprazole USP 20mg); Esomeprazole Megnesium 40mg Tablets (Ezolong-40) (Esomeprazole Magnesium (As trihydrate) (<2 ~N
Village, Jadcherla Mandal, tuong duong Esomeprazole USP 40mg); Esomeprazole Megnesium 20mg Tablets (Ezolong-20); Telmisartan Tablets 20mg (Telmisartan Ph.Eur 20mg); Telmisartan Tablets 40mg (Telmisartan by S
Mahaboobnagar district, 509 Ph.Eur 40mg); Telmisartan Tablets 80mg (Telmisartan Ph.Eur 80mg); Amlodipine 5mg Tablets (Amlodipine Besilate Ph.Eur tuvong duwong Amlodipine 5mg); jipine 10mg Tablets (Amlodipine E ‘:
301, Telangana State, India) Besilate Ph.Eur tuong duwong Amlodipine 10mg); Cetirizine Dihydrochloride 10mg Tablets (Cetirizine Dihydrochloride Ph.Eur 10mg); Cetirizine Hydrochloride 20mg Tablets (Cetirizine Q Q
Hydrochloride Ph.Eur 20mg); Combigrip Hot Sip (Lemon) (Paracetamol B.P 500mg, Citirizine Hydrochloride Ph.Eur/B.P 10mg, Phenylephrine Hydrochloride Ph.Eur/B.P 10mg); Film-coated Tablet 8 8
Novox 500mg (Levofloxacin Hemidydrate twong duong Levofloxacin (anhydrous) USP 500mg; Film-coated Tablet Ofor (Orinidazole IH 500mg, Ofloxacin USP 200mg); Mebeverine Hydrochloride
200mg Capsule (Mebesyn Retard) (Mebeverine Hydrochloride BP/IH 200mg); Metformin Hydrochloride Tablets 500mg (Metformin Hydrochloride Ph.Eur 500mg); Metformin Hydrochloride
Tablets 750mg (Metformin Hydrochloride Ph.Eur 750mg); Metformin Hydrochloride Tablets 1000mg (Metformin Hydrochloride Ph.Eur 1000mg); Trientine Hydrochloride Capsule 250mg
(Trientine Hydrochloride USP 250mg); Azithromycin 250mg Tablets (Azithromycin Dihydrate Ph.Eur twong duong Azithromycin 250mg); Azithromycin 500mg Tablets (Azithromycin Dihydrate
Ph.Eur twong duong Azithromycin 500mg).
1081  [Evertogen Life Plot No: -8 5-9 5-13 (Partly) &S-14 |* Thugc khéng vé triing: Vién nang cing; vién nén; bot pha hén dich. Twong  |MI-2019-CE- Therapeutic Goods 13
Sciences Limited | {7ort¥) Pharma sE2 TSI, Green duong EU-|08425-1 Administration (TGA),
Industrial Park, Polepally Village,
Jadcherla Mandal, Mahboobnagar, GMP Australia
Telangana State, India
(* Céc cach ghi khéc:
- Plot No. $-8, $-9, S-13/P and S-
14/P, TSIIC, Pharma SEZ, Green 8 m
Industrial Park, Polepally (V), 8 8
Jadcherla (M), Mahabubnagar, < 0
Telangana, IN-509301, India. n Q
- Plot No. 58, 5-9, 5-13/P and S- 3 N
14/P, Green Industrial Park,
Polepally Village, Jadcherla Mandal,
Mahaboobnagar district, 509 301,
Telangana State, India)
2151  |Evertogen Life Plot No. $-8, $-9, S-13/P & S- [* Vién‘":'": omg Tablets (Amod et . o ome) WHO-GMP [L. Dis. No. Drugs Control 25
. . + Amlodipine 5mg, 10mg Tablets (Amlodipine Besilate Ph.Eur twong dwong Amlodipine 5mg, 10mg); L .
Sciences Limited 14/P' TSIC, Ph,arma SEZ, + Carbidopa and Levodopa Tablets 25/250mg (Carbidopa Ph.Eur 25mg, Levodopa Ph.Eur 250mg); 90986/TS/2 Administration -
Green Industrial Park, + Carbidopa and Levodopa Tablets 25/100mg (Carbidopa Ph.Eur 25mg, Levodopa Ph.Eur 100mg); 022 Government of
Polepally (V), Jadcherla (M), + Carbidopa and Levodopa Tablets 10/100mg (Carbidopa Ph.Eur 10mg, Levodopa Ph.Eur 100mg); Telangana, India
Mahabubnagar, Telangana, + Carbidopa/Levodopa Tablets 25/250mg (Carbidopa USP 25mg, Levodopa USP 250mg);
IN-509301, India + Carbidopa/Levodopa Tablets 10/100mg (Carbidopa USP 10mg, Levodopa USP 100mg);
+ Carbidopa/Levodopa Tablets 25/100mg (Carbidopa USP 25mg, Levodopa USP 100mg);
+ Metformin Hydrochloride Tablets 500mg, 750mg, 1000mg (Metformin Hydrochloride Ph.Eur 500mg, 750mg, 1000mg);
+ Telmisartan 40 mg and Amlodipine 10mg Tablets (Telmisartan Ph.Eur 40mg, Amlodipine Besilate Ph.Eur twong duwong Amlodipine 10mg);
+ Telmisartan 40mg and Amlodipine 5mg Tablets (Telmisartan Ph.Eur 40mg, Amlodipine Besilate Ph.Eur tuong duwong Amlodipine 5mg);
+ Telmisartan 80 mg and Amlodipine 10mg Tablets (Telmisartan Ph.Eur 80mg, Amlodipine Besilate Ph.Eur twong duwong Amlodipine 10mg); ~ ™
+ Telmisartan 80 mg and Amlodipine 5mg Tablets (Telmisartan Ph.Eur 80mg, Amlodipine Besilate Ph.Eur tuong duwong Amlodipine 5mg); S 8
+ Telmisartan 80 mg and Hydrochlorothiazide 12.5 mg Tablet (Telmisartan Ph.Eur 80mg, Hydrochlorothiazide Ph.Eur 12.5mg); [ N
+ Telmisartan 40 mg and Hydrochlorothiazide 12.5 mg Tablet (Telmisartan Ph.Eur 40mg, Hydrochlorothiazide Ph.Eur 12.5mg); 's B
+ Telmisartan Hydrochlorothiazide Tablet 80/25mg (Telmisartan Ph.Eur 80mg, Hydrochlorothiazide Ph.Eur 25mg); 0 )
+ Telmisartan Tablets 20mg, 40mg, 80mg (Telmisartan Ph.Eur 20mg, 40mg, 80mg). - -
* Vién nén bao phim:
+ Azithromycin 250mg, 500mg Tablets (Azithromycin Dihydrate Ph.Eur twong duwong Azithromycin 250mg, 500mg);
+ Cetirizine Dihydrochloride 10mg, 20mg Tablets (Cetirizine Dihydrochloride Ph.Eur 10mg, 20mg);
+ Esomeprazole Megnesium 20mg, 40mg Tablets (Esomeprazole Magnesium (As trihydrate) twong duwong Esomeprazole USP 20mg, 40mg);
+ L in Hemidydrate equi to Levofloxacin (anhydrous) USP 500mg Tablets;
+ Orinidazole IH 500mg Ofloxacin USP 200mg Tablets.
* Vién nang:
+ Mebeverine Hydrochloride 200mg Capsule (Mebeverine Hydrochloride BP/IH 200mg);
+ Trientine Hydrochloride 250mg Capsule (Trientine Hydrochloride USP 250mg).
* Thudc bot/com:
+ Paracetamol B.P 500mg, Citirizine Hydrochloride Ph.Eur/B.P 10mg, Phenylephrine Hydrochloride Ph.Eur/B.P 10mg.
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2152  |Evertogen Life Plot No. $8 S9 $13/P S14/P  |San xuat tai Block Ill: EU-GMP |OGYEI/1269 National Institute of 25
Sciences Limited |Tsiic, Pharma SEZ Green * Thudc khéng vé trung: Vién nang clrng; vién nén. 0-6/2022 g g Pharmacy and Nutrition
Industrial Park, Polepally, * Déng gc:)? SU,CSE: Vién nang clrng; vién.nén; thudc bot, cdm (dong tui). ; :"r (OGYEI), Hungary
Jadcherla, Mahbubnagar, * Dong gbi thir cap. Q 5]
509301, India * Kiém tra chat lugng: Vi sinh-(khéng vo tring); Héa hoc/Vat ly. 3 8
IN-022 » Mylan Laboratories Limited [OTL] » Plot No. 284-B, Bommasandra-Jigani Link Road, Industrial Area, Anekal Taluk, Bangalore, 560105, India
1082 MYLAN Plot No. 284-B, * ThuBc vo trung doc té bao: Thudc dong khd; dung dich thé tich nhé. WHO-GMP |DCD/SPL-CL- | & — |Drug Control 13
LABORATORIES  |Bommasandra-Jigani Link 1/cr- S | S |pepartment,
LIMITED [OTL] Road, Industrial Area, Anekal 1045/2018- | & < |Government of
Taluk, Bangalore, 560105, 19 g oS Karnataka, India
India - N !
2013 Mylan Plot No. 284-B, * ThuBc vo trung doc té€ bao: Thudc dong khd; dung dich thé tich nhé. WHO-GMP [DCD/SPL.CEL| = |Drug Control 23
Laboratories Bommasandra-Jigani-Link /CR- % § Department,
Limited OTL Road, Industrial Area, Anekal 951/2021- = & |Government of
Taluk, Bangalore - 560 105, 22 A 1h  |Karnataka, India
India o -
IN-023  » Swiss Parenterals Ltd. » Unit I, Plot No. 402, 412-414 Kerala Industrial Estate, GIDC, Near Bavla, Ahmedabad, Gujarat, 382220, India
173 Swiss Parenterals [Unit II, Plot No. 402, 412-414 |* Thudc vé trung: EU-GMP |OGYI/36509 | ~ o |National Institute of 6
Ltd. Kerala Industrial Estate, + Thu8c san xut v trung: Thudc bot pha tiém chira khang sinh nhém Cephalosporin. -13/2015 § § Pharmacy and Nutrition
GIDC, Near Bavla, g' 8‘ (OGYEI), Hungary
Ahmedabad, Gujarat, & NS
382220, India o °
174 Swiss Parenterals |(Unit l), Plot No. 402, 412-  |* Thu&c vé tring: WHO-GMP [1809990 © _, |Food & Drugs 6
Ltd. 414 Kerala Industrial Estate, + Thu8c san xut v trung: Thudc bot pha tiém chira khang sinh nhém Cephalosporin. b & |Administration, Gujarat
GIDC, Near Bavla, Dist: g g state, India
Ahmedabad-382 220, Q Q
Gujarat state, India 8 g
1275  [Swiss Parenterals |Unit-II, Plot No.: 402, 412-  [* Thudc vé trung: EU-GMP |UP/I-530- ° - |Asency for Medicinal 15
Ltd. 414, Kerala Industrial Estate, | + Thu8c san xudt v trung: Thudc bt pha tiém hogc tiém truyén chira khang sinh nhém Cephalosporin. 10/20- 8 S |Products and Medical
GIDC, Near Bavla, * Poéng goi thir cap. . _ N N :
Ahmedabad - 382220, * Kiém tra chat lugng: Vi sinh (vo trung; khéng vo trung); Héa hoc/Vat ly 03/18; 381 S S Devices (HALMED),
’ & 8; Khong 81 Roa hoc/Vatly. 13-08/322- | & |Croatia
Guijarat, India 20-03 ) ~
IN-024 » Biocon Limited » Special Economic Zone, Plot no.s 2, 3, 4 &5, Phase IV, Bommasandra - Jigani Link Road, Bommasandra Post, Bangalore, 560 099, India
175 Biocon Limited Special Economic Zone, Plot  |* Thu8c vé trung: EU-GMP (23939 Health Products 6
no.s2,3,4&5,PhaselV, + Thu8c san xudt vé trung: Thudc dong khé (chita hoat chat Trastuzumab); dung dich thé tich nhé (chira hoat chét Insulin). Regulatory Authority
Bommasandra — Jigani Link  [(Hoat déng san xu4t nguyén liéu va thanh phdm déu tién hanh tai Building B1 va B2). (HPRA), Ireland
Road, Bommasandra Post,
Bangalore (hodc Bengaluru), . ~
560 099, India § §
(* Céch ghi khac: Plot No. 2- &> ~
4, Phase IV, Bommasandra Q o
o —
Jigani Link Road, A ™
Bommasandra Post,
Bangalore - 560 099, India)
176 M/s. Biocon Special Economic Zone, Plot ~ [* Thudc v triing: WHO-GMP |DCD/CR- Government of 6
Limited no.s 2, 3,4 &5, Phase-1V, + Thu8c san xudt vd trung: Thubc ddng kho (chira hoat chat Trastuzumab); dung dich thé tich nhé (chira hoat chét Insulin). 1719/SPLCL| o, - |rarnataka - Drugs
Bommasandra - Jigani Link -1/2018- 3 S |Control Department,
Road, Bommasandra Post, 2019 & iy India
Bengaluru (hodc tén cii Q <
Bangalore) - 560 099, India S 8
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1806 Biocon Biologics Block No. B1, B2, Q13 of Q1 |* Thu8c vé trung: WHO-GMP |DCD/CR- Government of 20
India Limited and W20 & Unit S18, 1st + Thu8c san xut v trung (d6ng lo/bom tiém thanh pham): Insulin injection (rDNA Origin); Insulin Glargine injection (rDNA Origin); Nimotuzumab injection; 73/SPL.CL- Karnataka — Drugs
Floor, Block B4, Special Trastuzumab injection; Bevacizumab injection; Recombinant Human Erythropoietin injection; Recombinant Streptokinase injection; Pegfilgrastim (rDNA 1/2020-2021 Control Department,
Economic Zone, Plot no.s 2, |Origin) solution for injection; Recombinant Human Granulocyte Colony Stimulating Factor injection (rh-GCSF/Filgrastim); Itolizumab injection. S q India
3,4 &5, Phase-1V, * Kiém tra chét luong. IS <
Bommasandra — Jigani Link | * Déng gdi & Dén nhan. 3 N
Road, Bommasandra Post, g' m'
Bengaluru (hodc tén cii
Bangalore) - 560 099, India
IN-027 » Inventia Healthcare Ltd. » F1-F1/1, Additional Ambernath M.1.D.C., Ambernath (East), Thane 421506 Maharashtra State, India
513 Inventia F1-F1/1 Additional * Thu8c khéng vé trung: Vién nang; thudc cdm (granules, pellets); Vién nén (bao gdm vién nén phéng thich cham, vién nén phéng thich kéo dai) (sustained WHO-GMP |NEW-WHO- Food & Drug 9
Healthcare limited |Ambernath M.1.D.C;; release, extended release) GMP/CERT/ L] < |Administration, M.S.
(cach ghi khac: Ambernath (East), District KD/72681/2 g 8 Bandra (E), Mumbai,
Inventia Th;ne, Maharashtra, 421 506 018/11/261 q ﬁl Maharashtra state, India
Healthcare Ltd.) R 54 ] g
514 Inventia F1-F1/1, Additional * Thubc khong vé trung: vién nang cirng. EU-GMP [FT077/MH/0 ° ~ National Authority of 9
Healthcare limited |[Ambernath M.LD.C,, 01/2020 S S |Medicines and Health
i 1 o~ ~
(cach ghi khac: Ambernath (East), District & < |Products (INFARMED),
Inventia Thane,d!VIaharashtra, 421 ’0\, g Portugal
Healthcare Ltd.) 506 India - o
774 Inventia F1-F1/1, Additional * Thu8c khéng vé trung: vién nang cirng, Vién nén (bao gém ca vién nén bao phim) EU-GMP |FT077/MH/0 ° ~ National Authority of 11
Healthcare limited |Ambernath M.1.D.C., 02/2020 8 S |Medicines and Health
(cach ghi khac: Ambernath (East), District Ry 2 |Products (INFARMED),
Inventia ;hzr:e’dMaharQSh"a’ 421 g 3 Portugal
Healthcare Ltd.) 06 India o ~
IN-028 » MERIDIAN ENTERPRISE PVT LTD » Plot No: 418, G.I.D.C., Kabilpore, Navsari; Pin-396424, Gujarat State, India
177 MERIDIAN Plot No: 418, G.I.D.C., * Vién dat va dung dich dung ngoai (suppositories and external preparation) WHO-GMP 1802641 0 o FDA Gujarat, India 6
ENTERPRISE PVT Kabilpore, Navsari; Pin- 3 §
LTD 396424, Gujarat State, India g 2
o o
— —
IN-029 » ICPA HEALTH PRODUCTS LTD. » 286/287, GIDC, ANKLESHWAR, BHARUCH, GUJARAT STATE, INDIA
1276 ICPA HEALTH 286/287/288, GIDC, * Thu8c khéng vé trung: Thudc m& dung ngoai, thudc 16ng dung ngoai WHO-GMP 20021830 o « |FDA Gujarat, India 15
PRODUCTS LTD.  |ANKLESHWAR -393002, Dist. S S
BHARUCH, GUJARAT STATE, Y a
INDIA g i
— o
IN-031 » Torrent Pharmaceuticals Ltd. » Baddi Plant Village: Bhud & Makhnu Majra, Tehsil: Baddi-173205, Dist. Solan (Himachal Pradesh), India
381 Torrent Baddi Plant Village: Bhud & * Thu8c khéng vé trung: Vién nang cirng, vién nén. EU-GMP [DE_BY_05_ Co quan tham quyén 8
. Makhnu Majra, Tehsil: Baddi- * Kiém t hat | : g
Pharmaceuticals 173205, Dist. Solan (Himachal i1em tra chat luvong. GMP_2018_ burc
Ltd. Pradesh), India (cac cach ghi khac: 0017
Village: Bhud & Makhnu Majra,
Tehsil: Baddi,- 173205, Distt: Solan o« -
(H.P), India / Vill. Bhud & Makhnu g g
Majra, Baddi- 173205, Teh [N N
Nalagarh Distt: Solan (H.P), India / 8 3
Vill. Bhud & Makhnu Majra, Baddi- O -
173205, India / Bhud makhnu ° A
majra, Tehsil Nalgardh Baddi. Solan,
Solan Himachal Pradesh, Solan,
Himachal Pradesh 173205, India)
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IN-032 » Sandoz Private Limited » MIDC, Plot No. 8-A/2, 8-B, T.T.C. Ind. Area, Kalwe Block 400708 Navi Mumbai, India
1626  [Sandoz Private MIDC, Plot No. 8-A/2, 8-B, * Thudc khéng vo trung: Vién nang ctng; Vién nén, vién nén bao phim. EU-GMP |INS-481703-| o o |Austrian Federal Office 18
Limited T.T.C. Ind. Area, Kalwe Block, |* Déng gdi s cap: Vién nang clrng,vién nang mém; Vién nén, vién nén bao phim. 13567739- S S |for Safety in Health Care
v [oN]
400708 Navi Mumbai, India  [* Ddng gdi thir cap. 16364931 g O
* Kiém tra chat lugng: Vi sinh: Khéng vé trung; Héa hoc/Vat ly. : i
o~ (o]
1627 Sandoz Private Plot No. 8-A/2 & 8-B, TTC * Thu8c khéng v trung: Vién nang cirng; Vién nén. WHO-GMP |NEW-WHO- Food & Drug 18
Limited Industrial Area, Kalwe Block, GMP/CERT/ | g 0 |Administration,
Village Dighe, Navi Mumbai <} <] i
ge Dighe, ) KD/90076/2 | & & |Maharashtra State, India
Thane 400708 Maharashtra 020/11/334 Q 2
State, India 03 ) &
o~ (o]
IN-033 » Sun Pharmaceutical Industries Ltd. India, Halol » Baroda Highway, Halol, Gujarat, 389350, India
1083  [Sun Halol-Baroda Highway, Halol, [* Thugc v6 tring: Indian- 11805816 Food & Drug Control 13
Pharmaceutical Dist: Panchmahal, Gujarat, |+ Thudc dong kho, thudc 18ng thé tich nhd, thudc nhd mét. GMP o < |Administration
Industries Ltd. 389350, India (Halol-Baroda |* Thu8c khéng vé trung: Vién nang citng, vién nén, thudc dung ngoai (thudc xit mii, thudc hit dinh liéu). IS Q Gandhinagar, Gujarat
India, Halol Highway, Halol-389350, Dist: |* Thu8c chita ddc té& bao: vién nén, vién nang, thudc vé trung (Thudc déng khd, thudc 1dng thé tich nho, thudc Idng thé tich 16n) 8' 8' state, India
! Panchmahal, Gujarat state,  |* Thudc chita hocmon sinh duc: vién nén, vién nang mém, thudc dung ngoai dang gel, thudc vé trung (thudc 16ng thé tich nho) S’ 03 !
India)
1084 Sun Halol-Baroda Highway, Halol, |* Thudc vé trung: EU-GMP |NL/H Health Care 13
Pharmaceutical Dist: Panchmahal, Gujarat, [+ Thu8c sdn xuét vé trung (bao gdm ca thuSc ddc té bao): Thubc ddng khd, thuBc 16ng thé tich nhé. 20/2017457 Inspectorate -
Industries Ltd. 389350, India (cach ghi khac: [+ Thudc tiét trung cudi (bao gom ca thudc doc té& bao): Thudc ldng thé tich I&n, thudc Idng thé tich nhd. ) o |Pharmaceutical Affairs
India, Halol (cach Halol-Baroda Highway, Halol- |* Thudc khéng vé trung: Vién nang cing, vién nén, vién nén bao phim (bao gdm ca thudc ddc té bao), vién nén (chira hocmon sinh duc), bét hit (inhalation § § and Medical
ghi khéc: Sun 385_)350, Dist: Pan_chmahal, powyder),l;.)re-dlhs’pens?d.ﬁ 8 8 Technology, Netherlands
Ph tical Guijarat state, India) * Ddéng gbi so cap, thir cap. o g
armaceutica * Kiém tra chat lugng. - e
Industries Ltd.)
IN-034 » Hetero Labs Limited » TSIIC, Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District., Telangana, 509301, India
633 Hetero Labs Unit V, Block V and V-A, Block V va V-A: EU-GMP [FI006/001/2 National Authority of 10
Limited TSIIC- Formulation SEZ, S. * ThuBc khéng vé trung: Vién nén, vién nén bao phim; vién nang cing. 019 Medicines and Health
Nos 439, 440, 441 & 458, Products (INFARMED),
Polepally Village, Jadcherla Portugal
Mandal, Mahaboobnagar
District., Telangana, 509301, 3 Q
) o o
India QY o
(Cach ghi khac: Unit V, Sy. S =
No. 439, 440, 441 & 458, g Q
TSIIC Formulation SEZ,
Polepally Village, Jadcherla
Mandal, Mahaboobnagar
District, Telangana, India)
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634 Hetero Labs Unit V, Block VB, TSIIC- Block VB: EU-GMP |18/09386-7 Norwegian Medicines 10

Limited Formulation SEZ, S. Nos 439, [* Thu8c khéng vé trung: Agency
440, 441 & 458, Polepally + Thu@c ung thu: Vién nén, vién nén bao phim; Vién nang cirng.
Village, Jadcherla Mandal,
Mahaboobnagar District.,
Telangana, Pin-509301, India x N
(Cach ghi khac: Unit V, Sy. S S
No. 439, 440, 441 & 458, s 3
TSIIC Formulation SEZ, o) bl
Polepally Village, Jadcherla
Mandal, Mahaboobnagar
District, Telangana, India)

635 Hetero Labs Unit-V, Sy. No:439, 440, 441 |Abacavir sulfate and Lamivudine tablets 600mg/300mg; Abacavir and Lamivudine tablets 600mg/300mg; ABACAVIR TABLETS 300mg; Abiraterone acetate tablets 250mg; Afatinib tablets 40mg, | \WHO-GMP |L.DIS.NO. Drugs Control 10
Limited Unie |8 458 TSIC Formlaion 208 0 e mson o o e o s oS 735/e1/201 paminstrtion
(Cach ghi khac: SEZ Polepally Village, TABLETS 30meg; Clopidogrel tablets 75mg, 300mg; DACLATASVIR TABLETS 30mg: DACLAHEP; DERIPEX 10, 15; EFAVIRENZ, LAMIVUDINE AND TENOFOVIR DISOPROXIL FUMARATE TABLETS 9 Government of
Hetero Labs Jadcherla Mandal, 600/200/300meg; Efavirenz, Emtricitabine and tenoforvir disproxil fumarate tablets 600mg/200mg/300mg; Efavirenz 600mg, Emtricitabine 200mg and Tenofovir Disoproxil Furamate 300mg Telangana, India
Limited) Mahaboobnagar District., Tablets; Efavirenz Tablets 600mg; Entecavir tablets 0.5mg, 1mg; Eszopiclone tablets 1mg, 2mg, 3mg; Fexofena.din.e hydrochloride tablets 120mg; FEXOFENADINE HYDROCHLORIDE TABLETS

Telangana State, India 180mg: FEXOGEN 180; GEFITINIB TABLETS 250mg; IBRUTINIB CAPSULES 140mg; Irbesartan and hydrochlorothiazide tablets 300mg/12.5mg, 300mg/25mg; Irbesartan tablets 75mg, 150mg,
300mg; IRBESARTAN AND HYDROCHLOROTHIAZIDE TABLETS 150mg/12.5mg: IRBIGEN-H 150mg/12.5mg; Lacosamide tablets 50mg, 100mg, 150mg, 200mg; Lamivudine and Zidovudine tablets
USP 150mg/300mg; Lamivudine tablets 100mg; Ledipasvir and sofosbuvir tablets 90mg/400mg; LENALIDOMIDE CAPSULES 5mg, 10mg, 25mg; Levofloxacin tablets 250mg, 500mg; Levofloxacin N ~
tablets USP 250 mg, 500 mg; Memantine hydrochloride tablets 5mg, 10mg, 15mg, 20mg; Montelukast sodium chewable tablets 4mg, 5mg, 10mg; Montelukast Sodium Tablets 10 mg; 8 S
Mycophenolate Mofetil capsules 250mg, 500mg; Mycophenolate Mofetil Capsules USP 250 mg; Mycophenolate Mofetil Tablets 500mg; Olmesartan medoxomil tablets 5mg, 10mg, 20mg, 40mg; N N
OLMESARTAN MEDOXOMIL TABLETS 20mg, 40mg: OLMICARD 20, 40; Olmesartan Medoxomil and Hydrochlorothiazide Tablets 20mg/12.5mg, 40mg/12.5mg, 40mg/25mg; Olanzapine tablets 5 '5 B
mg, 10 mg; Pantoprazole gastro resistant tablets 20mg, 40mg; Perindopril tablets 8mg; Perindonpril erbumine tablets 8mg; POMALIDOMIDE CAPSULES 1mg, 2mg, 3mg, 4mg; PRASUGREL TABLET - -
5mg, 10mg; Quetiapine fumarate tablets 25mg, 100mg, 200mg, 300mg; Quetiapine fumarate tablets USP 25 mg; ROSUVASTATIN TABLETS 10mg, 20mg: ROST 10, 20; ROSUVASTATIN CALCIUM ™ A
TABLETS 5mg, 10mg, 20mg, 40mg; Saquinavir mesilate tablets 500mg; Sildenafil citrate tablets 20mg, 25mg, 50mg, 100mg; SITAGLIPTIN FILM COATED TABLETS 25mg, 50mg, 100mg; SITAGLIPTIN
AND METFORMIN HYDROCHLORIDE 50mg/850mg, 50mg/1000mg FILM COATED TABLETS; Telmisartan and hydrochlorothiazide tablets USP 40mg/12.5mg, 80mg/12.5mg; Telmisartan and
Hydrochlorothiazide 80mg/12,5mg; TELMISRATAN TABLETS 40mg, 80mg: TELCARD 40, 80; Tenofovir disoproxil Fumarate and Lamivudine tablets 300mg/300mg; TENOFOVIR ALAFENAMIDE
TABLETS 25mg; Tolterodine Tartrate tablets 1 mg, 2 mg; Valacyclovir hydrocloride tablets 1000mg, 500mg; Valganciclovir tablets 450mg; VALGANCICLOVIR TABLETS 450mg: GANCIL 450;
Ziprasidone capsules 20mg, 40mg, 60mg, 80mg.

636 Hetero Labs Unit-V, Sy. No.439, 440, 441 |Moxifloxacin hydrochloride Tablets 400 mg; Moxifloxacin Tablets 400 mg; Telmisartan tablets 20 mg; Aripiprazole tablets 30 mg; Aripiprazole tablets 100 mg; |WHO-GMP [L. Dis. No. Drugs Control 10
Limited Unit-V & 458, TSIIC- Formulation Progulanil tablets 100 mg; Valsartan tablets 80 mg. 4528/E1/20 ° - |Administration,
(Céch ghi khac: SEZ Polepally Village, 19 S S |Government of
Hetero Labs Jadcherla Mandal, 3 > Telangana, India

L Mahaboobnagar District., S =]
Limited) . ~ -
Telangana State, India — o
1937 Hetero Labs Sy. No. 410 & 411, TSIIC, B&o cdo thanh tra: Thu8c vién nén va thudc tiém diéu tri ung thu; WHO-GMP [L.Dis. Drugs control 22
Limited (Unit VI) Formulation SEZ, Polepally Gidy chirng nhan GMP: No.4167/E1/ Administration,
Village, Jadcherla Mandal, * Thu8c vo trung: Mozifor (Paclitaxel injection 24 mg/ 1.2 ml), Plerifor (Paclitaxel injection 24 mg/ 1.2 ml); Pemcet 100 (Pemetrexed for injection 100mg); 2020 Government of
Mahaboobnagar - District, Pemcet 500 (Pemetrexed for injection 500mg); Pemtero 100 (Pemetrexed for injection 100mg); Pemtero 500 (Pemetrexed for injection 500mg);Trexed 100 Telangana, India
Telangana State, India (Pemetrexed for injection 100mg); Trexed 500 (Pemetrexed for injection 500mg);Docetero 20 (Docetaxel injection 20mg/mL); Docetero 80 (Docetaxel - <
injection 80mg/4mL); Docetero 160 (Docetaxel injection 160mg/8mL); Notrix 100mg/5mL (Irinotecan hydrochloride concentrate for solution for infusion 100 g S
mg/5ml (20mg/mL); Notrix 400mg/2mL (Irinotecan hydrochloride concentrate for solution for infusion 40 mg/2ml (20mg/mL)); Mephal (Melphanlan 50mg E 2
powder for solution for injection/infusion; Lupero (Leuprolide acetate injection 14mg/2.8mL (1mg/0.2mL); Luperol (Leuprolide acetate injection 14mg/2.8mL ; :’
(1mg/0.2mL); Cabxel (Cabazitaxel injection 60mg/1.5mL); Decitabine for injection 50mg/vial (20mL); Decitabine 50mg powder for concentrate for solution for - -
infusion; Hetgem 1g (Gemcitabin for injection 1g); Hetgem 200mg (Gemcitabin for injection 200mg); Cilatin 100 (Cisplatin injection 100mg/100mL (1mg/1mL))
* Thu8c khong vé trung (vién nén bao phim): Imaterso (Imatinib Tablets 400mg); Imaten 100 (Imatinib mesylate Tablets 100mg); Imatero 100 (Imatinib
mesylate Tablets 400mg); Bicahet 50mg (Bicalutamide Tablets 50mg) ; Bicahet 150 (Bicalutamide Tablets 150mg);
Danh sach téng hop co s& nudc ngoai dap tng GMP Trang 140 / 307 17-01-2023



- p o & e 1y | NGAY POT
ID CHUNG | TEN CO’ SO’ SAN 2 ~ A NGUYEN | GIAY CH. |[NGAY s e o
: pee PIA CHI PHAM VI CHUNG NHAN p A - HET CO’ QUAN CAP CONG
CHI XUAT ) . y TAC GMP NHAN CAP Q =
HAN BO
2014 |Hetero Labs Unit V, Block V and V-A, * Thudc khdng vé trung: Vién nén; vién nang cirng; thudc bot. EU-GMP [FI006/001/2 National Authority of 23
Limited TSIIC- Formulation SEZ, . |* Dong goi: 020 Medicines and Health
Nos 439, 440, 441 & 458, +Ddng gbi so cap: vién nang clrng; vién.nén; thudc bot. Products (INFARMED)
Polepally Village, Jadcherla +D'oing goi thf cap. N ’ o ) . g g Portugal
Mandal, Mahaboobnagar * Kiém tra chét luvgng: Vi sinhr(khéng vé trung); Hoa hoc/Vat ly. 4 <
District, Telangana State, * Pham vi kiém tra bao gdm)ca vién nén bao phim Entecavir 0,5mg va Entercavir Img 3 a
509301, India * Thudc bdt chi dugc)san xuat tai Unit V-A. o 5
IN-036 » Intas Pharmaceuticals Limited » Plot numbers 457, 458 & 191/218P, Sarkhej-Bavla Highway, Matoda, Sanand, Ahmedabad, Gujarat, IN-382210, India
1085 Intas Plot No 457 & 458, Village Matoda, | * Vjén nén, vién nén bao; Vién nang cltng; Thudc tiém (dung dich thé tich nhé); Ch& phdm dung ngoai (thuéc m#). WHO-GMP |19071474 Food and Drugs Control 13
Pharmaceuticals  |52V12 Roadand PlotNo 191/218 P, | T, 5¢ dc t6 bao: Vien nén, vién nén bao; Vién nang cirng; Thudc tiém truyén (thudc déng khd); Ché pham diing ngoai (thudc md). Administration
. Village Chacharwadi, Tal -Sanand, X ’ .
Limited Vill: Matoda & Chacharwadi - 382 Gandhinagar, Gujarat
210, Dist. Ahmedabad, Gujarat state, India
State, India a m
(Céch ghi khéc: Plot No.-457 - 458, 8 Q&
Village-Matoda, Bavla Road, And ~ ~
Plot No: 191/218 P, Village: Q Q
Chacharwadi, Ta:-Sanand, Dist. - 8 8
Ahmedabad, India / Plot No. 457,
458, Village-Matoda Bavla Road,
Dist-Ahmedabad, India)
1086 [Intas Plot numbers 457, 458 & * Thudc v6 tring: EU-GMP |UK GMP Medicines and 13
Pharmaceuticals |191/218P, Sarkhej-Bavla + Thu8c tiét trung cudi: Dung dich thé tich nha. 17543 Insp Healthcare Products
Limited Highway, Matoda, Sanand, * Thudc khong vé trung: Vién nang cirng; Thudc m&; Vién nén, vién nén bao phim. GMP Regulatory Agency
] 3 A4 . P oo Al a -
/;Q;Zel%at:a:-' G:J?r:t,r:Nkh N gc?ng gcﬂ s:,carj. Vién nang cirng; Thuéc md; Vién nén, vién nén bao phim. 17543/9621 9 o (MHRA), United
, India (Céc g i khac: : _cinggmt trcap‘ ' -0024 [H] 3 S |Kingdom
Plot No.-457 - 458, Village- Kiém tra chat lugng: b >
Matoda, Bavla Road, And +Visinh: Vo trung; g E‘
Plot No: 191/218 P, Village: |+ Vi sinh: Khdng vo trung; o Ll
Chacharwadi, Ta:-Sanand, +Hoba hoc/Vat ly.
Dist. -Ahmedabad, India)
IN-037 » Mylan Laboratories Limited » Plot No. 11, 12 & 13, Indore Sez, Pharma Zone, Phase I, Sector lll, District Dhar, Pithampur, Madhya Pradesh, 454775, India
178 Mylan (hogc M/s. |Plot No. 11,12 & 13, Indore  |* Thudc khong vo tring: vién nang cing; vién nén, vién nén bao phim EU-GMP |OGYESI/495 National Institute of 6
Mylan) Sez (hodc Indore SEZ hodc 52-5/2017 o «~ |Pharmacy and Nutrition
Laboratories Indore Special Economic b S |(oGYEl, Hungary
Limited Zone), Pharma Zone, Phase g :
I, Sector Ill, District Dhar, A i
—
Pithampur, Madhya Pradesh, 3 o0
454775, India
179 Mylan (ho&c M/s. |Plot No. 11, 12 & 13, Indore  |* Thuc khéng v trung: vién nang clng; vién nén, vién nén bao phim WHO-GMP|07/2014 Food and Drug 6
Mylan) Sez (hodc Indore SEZ hodc o — |Administration Madhya
Laboratories Indore Special Economic S S |Pradesh, India
Limited Zone), Pharma Zone, Phase E :.‘
I, Sector Ill, District Dhar, Q <
Pithampur, Madhya Pradesh, 3 ~
454775, India
IN-038 » Milan Laboratories (India) Pvt. Ltd » Plot Nos. 25,36,63,64,65,67&87 Jawahar Co-Op Industrial Estate Ltd, Kamothe, Raigad 410209 Maharashtra State, India
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637 Milan Plot Nos. Vién nang (bao gdm ca thudc chira khang sinh nhém penicillin); bot pha syro/hdn dich (bao gdm ca thudc chira khang sinh nhém penicillin); Thudc duing ngoai | WHO-GMP | NEW-WHO- FDA Maharashtra, India 10
Laboratories 35,36,63,64,65,67&87 (kem, md, gel), thuc udng dang ldng; vién nén, vién nén bao (bao gdm ca thudc chira khang sinh nhém penicillin); GMP- 3 <
(India) Pvt. Ltd Jawahar Co-Op Industrial CERT/KD/84 a 2'
Estate Ltd, Kamothe, Raigad 030/2020/1 va 8
41q209 Maharashtra State, 1/30714 8 8
India
2153 Milan Plot Nos. * Thudc khong vd trling: Vién nang clrng; thudc duing ngoai dang 16ng; thudc udng dang 16ng; dang bao ché ban ran; vién nén; bot dé pha hoan nguyén EU-GMP |1S/03/20 Icelandic Meicines 25
Laboratories 35,36,63,64,65,67&87 (Powders for reconstitution). § g Agency
(India) Pvt. Ltd Jawahar Co-Op Industrial * Péng gobi'so cap: thudc khdng vé trung Z m
Estate Ltd, Kamothe, Raigad |* Déng gbi thir cap =) il
410209 Maharashtra State, _{* Kiém tra chat lugng: vi sinh (khong vé trung); héa hoc/ vat Iy. 9 -
lodia
IN-039 » Fresenius Kabi Oncology Limited » Village Kishanpura, Baddi, Tehsil Nalagarh, District Solan, IN-174101, India
638 Fresenius Kabi Village Kishanpura, P.O. Guru [* Thudc tiém thé tich nhd diéu tri ung thw: Thudc déng kho; thudc dang léng. WHO-GMP [HFW-H > — [Health and Family 10
Oncology Limited |Majra, Tehsil Nalagarh, Distt. [Drugs] § § Welfare Department
Solan(H.P.), India 488/06 Vol- g g Himachal Pradesh, India
v 2| &
639 Fresenius Kabi Village Kishanpura, P.O. Guru [* Thudc diéu tri ung thu: vién nén, vién nang clng WHO-GMP [HFW-H o —  |Health and Family 10
Oncology Limited |Majra, Tehsil Nalagarh, Distt. [Drugs] § § Welfare Department
Solan (H.P.), India 150/06 Vol- g g Himachal Pradesh, India
v 2| &
640 Fresenius Kabi Village Kishanpura, Baddi, * ThuBc vo trung EU-GMP [UK GMP Medicines and 10
Oncology Limited |Tehsil Nalagarh, District + Thu8c san xuét vd trung: ThuSc déng khd; Dung dich thé tich nhé. 29338 Insp Healthcare Products
Solan, IN-174101, India + Thudc tiét trung cudi: Dung dich thé tich nhé. GMP Regulatory Agency
(Cach ghi khac: Village * Thu8c khéng vé trung : Vién nang cing, Vién nén. 29338/4438 (MHRA), United
X . . * PR . PR )
Klshanpura,{ Balddl, Tehsil Thuéc diéu tri ung thu: Thudc doc té bao. 41-0008 0 o Kingdom
Nalagarh, District Solan o o
S Niesrs Y N
(hodc District Solan, & <
) — =
Himachal Pradesh), IN- - s
174101, India / Village © m
Kishanpura, P.O. Guru Majra,
Tehsil Nalagrarh, Distt. Solan
(H.P.) 174101, India)
1807 |Fresenius Kabi Village Kishanpura, Baddi, " ThuScvd tring ) o i EU-GMP |DE_HE_01_ Co quan tham quyén 20
P Tehsil Nal h, District + Thudc san xudt vo trung: Thudc dong kho; Dung dich thé tich nho. .
Oncology Limited el > |Na isz; 1 IIS ;I,C +Thudc tiét trung cudi: Dung dich thé tich nhd. GMP_2021_ birc
Solan, IN-174101, India * Thugc khac: Thudc dc t& bao. 0045
(Cach ghi khac: Village +Déng goi thir cdp
Kishanpura, Baddi, Tehsil +Kiém tra chat lugng: Vi sinh (thudc vé trung); héa ly, Vat ly
Nalagarh, District Solan - Pham vi thanh tra: - P
(hodc District Solan, +Bot phef dunhg dicrj tiém tflﬂjy'én Be:\damustin Kabi Z,Smg/m\i S 8
. hal Pradesh), IN- + Dung dich dam ddc pha tiém truyén Busulfan Fresenius Kabi 6mg/ml N N
Himacha r? es . ’ + Dung dich dadm d&c pha tiém truyén Carboplatin Kabi 6mg/ml 8 8
174101, India / Village + Dung dich pha tiém hoc tiém truyén Cyratabin 100mg/ml h ©
Kishanpura, P.O. Guru Majra, |+ Dung dich dam dic dé pha dung dich tiém truyén Doxetaxel Kabi 20mg/ml, 80mg/4ml, 160mg/8ml; N -
Tehsil Nalagrarh, Distt. Solan |*Dungdich dam ddc pha tiém truyén Etoposid Fresenius Kabi 20mg/ml
(H.P.) 174101, India) +Duhng dich dam fﬂéc ;?hha tiém.htruyén (JtemFitabine 38mg/ml
+ Bt pha dung dich tiém truyén Gemcitabine 38mg/ml
+ Dung dich dam d&c dé pha dung dich tiém truyén Irinotecan Kabi 20mg/ml
+ Dung dich dam d&c dé pha dung dich tiém truyén Oxaliplatin Kabi 5mg/ml
+ Dung dich dadm d&c dé pha dung dich tiém truyén Paclitaxel Kabi 6mg/ml
IN-040 » Zota Healthcare Ltd » Plot No 169, Surat Special Economic Zone, Near Sachin Railway Station, Sachin, city: Surat, Dist: Surat, Gujarat State, India
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641 Zota Healthcare Plot No 169, Surat Special Vién nén, vién nén bao phim; vién nén giai phong duy tri; vién nén bao tan trong rudt; vién nén giai phéng cham; vién nang WHO-GMP (20021858 ° Food & Drugs Control 10
. . o
Ltd Economic Zone, Near Sachin IS & |Administration Gujarat
Railway Station, Sachin, city: o N State, India
Surat, Dist: Surat, Gujarat 8' 8.
State, India S 3
IN-041 » Giyaan Pharma Pvt Ltd » Plot No.6, IDA, Renigunta, Tirupati, Andhra Pradesh, India
180 M/s Giyaan Plot No.6, IDA, Renigunta, Thudc khong vé triing chira khang sinh nhém Penicillin: Vién nang clrng, vién nén, vién nén bao phim, b6t pha hdn dich udng WHO-GMP [L.Dis.No o ~ |Government of Andhra 6
Pharma Pvt Ltd 517520, Tirupati, Chitoor 4548/Accou § § Pradesh — Drugs Control
Dist, Andhra Pradesh, India nts/2019 N & |Administration, India
=) =
— —
IN-042 » IND-SWIFT Limited » Off NH-21 Village Jawaharpur Tehsil Dera Bassi District S.A.S Nagar (Mohali) Punjab, In 140507, India
959 M/s IND-SWIFT Off NH-21 Village Vién nén; vién nang cirng; thubc bot khé. Indian- [2019/4510 o — |Food & Drugs 12
Limited Jawaharpur Tehsil Dera Bassi GMP § § Administration, Punjab
District S.A.S Nagar (Mohali) A < (India)
Punjab, In 140507, India 2 g
=1 o
960 IND-SWIFT Limited |Off NH-21 Village * Thudc khong vé trung: vién nang cirng, vién nén, vién nén bao phim. EU-GMP [UK GMP Medicines and 12
Jawaharpur Tehsil Dera Bassi 31450 Insp Healthcare Products
District S.A.S Nagar (Mohali) GMP o = |Regulatory Agency
:urya%fl;w’\llgozsloc_lllndla 31450/3603| S | & [(MHRA), United
o3c: -21 Village ) ) ;
11-0012 =] N |Kingd
Jawaharpur Tehsil Derabassi 00 : E ingdom
District SAS Nagar (Mohali) o o0
Punjab-140507, India
1628 M/s IND-SWIFT Off NH-21, Village Vién nén; vién nang cirng; thudc bot khé. India-GMP |Drugs (3) Pb 4 < Food & Drugs 18
Limited Jawaharpur, Tehsil 2021/2658 o S |Administration, Punjab
Derabassi, District S.A.S N [N (India)
Nagar (Mohali), Punjab, g. é,'
India, Pin -140507(hoc = 3
140507 haosc I 140507\
IN-043  » AKRITI PHARMACEUTICALS PVT.LTD » Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.Solan (HP) 173205, India
181 AKRITI Formulation Unit-6, Vill. * Thu8c bot pha tiém chira Cephalosporin WHO-GMP |NEW-WHO- FDA Maharashtra, India 6
PHARMACEUTICAL |Khol, Nalagarh Road, Baddi, GMP/CERT/ | ® by
S PVT.LTD Distt.Solan (HP) 173205, India PD/72622/2 IS IS
018/11/256 | o b
12 3 5
IN-044 » Themis Medicare Ltd. » Sector 6A, Plot No.16, 17 & 18, IIE, Sidcul, Ranipur, Haridwar, Uttarakhand, India
182 M/s Themis Sector 6A, Plot No.16, 17 &  |* Thu8c tiém non beta lactam WHO-GMP|17P/1/15/20 Drugs Licensing & 6
Medicare Ltd. 18, lIE, Sidcul, Ranipur, * Thuc vién nén non beta lactam 06 Controlling Authority
Haridwar, Uttarakhand, India |* Thu8c rifampicin ] b (Uttarakhand), India
(Céch viét khac: 6A, Plot * ThuSc m&, gel I <
No.16, 17 & 18, IIE, Sidcul, ) =)
Haridwar, Uttarakhand, - g' c'?l;
249403, India)
2154 |M/s Themis Sector 6A, Plot No.16, 17 &  |* Dung dich thudc tiém thé tich nho khéng chira khang sinh nhém beta lactam WHO-GMP|26/1/Ausha - < |Drugs Licensing & 25
Medicare Ltd. 18, lIE, Sidcul, Distt. * Thudc vién nén khdng chira khéng sinh nhom beta lactam dhi/a6/2019| S S Controlling Authority
Haridwar, Uttarakhand- * Thudc rifampicin: vién nén /19895 3 :: (Uttarakhand), India
249403, India * ThuBc m, gel ; :
— i
IN-045 » Synthokem Labs Private Limited » Unit Il Plot No. 222 to 224 & 235 to 237, Phase Il, IDA, Pashamylaram, Patancheru Mandal, Sanagreddy (District) - 502319 Telangana State, India
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183

Synthokem Labs
Private Limited

Unit Il Plot No. 222 to 224 &
235 to 237, Phase II, IDA,
Pashamylaram, Patancheru
Mandal, Sanagreddy
(District) - 502319 Telangana
State, India

Nguyén liéu lam thuéc Guaifenesin, Chlorphenesin, Mephenesin, Mebeverine Hydrochloride

WHO-GMP

L. Dis.
No.12941/E(
R)/TS/2017

03-05-2018

03-05-2020

Drugs Control
Administration
Government of
Telangana, India

IN-046

» Bharat Serums and Vaccines Limited » Plot No K-27, Anand Nagar, Additional MIDC, Ambernath East, Thane 421501, Maharashtra, India

573

Bharat Serums
and Vaccines
Limited

Plot No K-27, Jambivili
Village, Anand Nagar,
Additional MIDC, Ambernath
(East), Thane 421501,
Maharashtra State, India
(Cach ghi khac: K-27,
Jambivili Anand Nagar,
Additional MIDC Ambernath,
Maharashtra, India)

* Thudc tiém (Bao gdm ca thubc chira chat Anti-Toxin, ché pham mau, hormon); thuéc déng khé/ thudc bét pha tiém (bao gdm ca thudc chira hormon, anti-
toxin, ch€ phdm mau); thudc bot pha tiém (ché pham mau, hormon.)
* Duwrgc chat: hormon, anti-toxin, ché phdm mau.

WHO-GMP

NEW-WHO-
GMP/CERT/
KD/74397/2
019/11/265
54

17-01-2019

15-01-2022

Food & Drugs
Administration,
Maharashtra State, India

574

Bharat Serums
and Vaccines
Limited

Plot No K-27, Anand Nagar,
Additional MIDC, Ambernath
East, Thane 421501,
Maharashtra, India

(Cach ghi khac: K-27,
Jambivili Anand Nagar,
Additional MIDC Ambernath,
Maharashtra, India)

Thudc vé trung: Thudc déng kho (chi d4p dung ddi véi thudc sdn xuat tai unit 1; line A (Vial Line) san xuat Liposomal Amphotericin B bot pha tiém truyén)

EU-GMP

UP/I-530-
10/19-
03/27; 381-
10-05/243-
19-03

14-10-2019

12-04-2021

Agency for Medicinal
Products and Medical
Devices (HALMED),
Croatia

IN-047

» Aurobindo Pharma Limited Unit XII » Survey Number 314, Bachubally (Village), Quthubullapur (Mandal), R.R. District, Hyderabad, Talangana State, 500 090, India

642

Aurobindo
Pharma Limited
Unit XII

Survey Number 314, Bachubally
(Village), Quthubullapur (Mandal),
R.R. District, Hyderabad, Telangana
State, 500 090, India

(* Céch viét khéc: Survey No. 314,
Bachupally Village, Bachupally
Mandal, Medchal-Malkajgiri
district, Telangana State, India hodc
Survey Number 314, Bachupally
Village, Quthubullapur Mandal,
Ranga Reddy District, Andhra
Pradesh, India)

Thudc chira penicillin: Dang bao ché ran (vién nén; vién nang; hdn dich udng); thudc tiém vé trung (thudc bot pha tiém)

WHO-GMP

13178/A3/2
017

29-06-2018

29-06-2021

Drugs Control
Administration
Government of
Telangana, India

10

643

Aurobindo
Pharma Limited
Unit XII

Survey Number 314, Bachubally
(Village), Quthubullapur (Mandal),
R.R. District, Hyderabad, Telangana
State, 500 090, India

(* Cach viét khac: Survey No. 314,
Bachupally Village, Bachupally
Mandal, Medchal-Malkajgiri
district, Telangana State, India hodc
Survey Number 314, Bachupally
Village, Quthubullapur Mandal,
Ranga Reddy District, Andhra
Pradesh, India)

* ThuBc vo trung chira khang sinh nhém penicillin:
+ Thudc san xuat vo trung: thudc bot pha dung dich tiém/ tiém truyén.
* Thudc khong vé triing chira khang sinh nhém penicillin: vién nang cirng; thudc bot pha hdn dich udng; Vién nén.
* San pham cu thé:
+ Thudc bot pha dung dich tiém/ tiém truyén (Amoxicillin; Ampicillin; Ampicillin + Sulbactam; Flucloxacillin; Piperacillin+Tazabactam);
+ Vién nén bao phim (Co-Amoxiclav); vién nén (Flucloxacillin; Phenoxymethyl penicillin; Pivmecillinam, Amoxicillin; Pantoprazole 40mg; Clarithromycin
500mg );
+ Vién nang (Amoxicillin; Cloxacillin; Flucloxacillin);
+Thudc bot pha hdn dich udng (Amoxicillin; Co-Amoxiclav; Flucloxacillin, Amoxicillin+Clavulanic)

EU-GMP

000308/06.0
8.02.00/201
7

14-08-2018

20-04-2021

Finnish Medicines
Agency (FIMEA)

10
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2015 Aurobindo Survey No. 314, Bachupally Village, |* Thu8c vo trung: Thudc bdt pha tiém. WHO-GMP 80404/TS/2 Drugs Control 23
L Bachupally Mandal, Medchal- * Thudc khdng vo tring: Vién nang; Bot pha hén dich udng; Vién nén bao phim. L .
Phe‘lrma Limited Malkaijgiri district, Pincode 500090, |* Cac thudc cu thé da dugc danh gia: 022 Administration
Unit XII Telangana State, India + Amoxicillin and Clavulanate Potassium for-Oral Suspension USP 400-57mg/5mL, 600-42.9mg/5mL, 156.25mg/5mL, 228.5mg/5mL. Government of
(* Cach ghi khc: Survey Number |+ Amoxicillin and Clavulanate Potassium for Injection 1.2g, 1200mg; BP 1.2g. Telangana, India
314, Bachubally (Village), +Vién nén bao phim Amoxicillin and-Clavulanate Potassium Tablets USP 250-125mg, 500-125mg, 875-125mg.
Quthubullapur (Mandal), R.R. + Amoxicillin Capsules BP 250mg,’500mg; USP 250mg, 500mg.
District, Hyderabad, Telangana + Amoxicillin for Oral Suspénsion USP 125mg/5mL, 250mg/SmL, 500mg/SmL; BP 125mg/SmL.
State, 500 090, India hodc Survey |+ Amoxicillin Sodium/for Injection BP 1000mg, 250mg, 500mg.
Number 314, Bachupally Village, [+ Ampicillin and.Cloxacillin Capsules 500mg. ~ "
Quthubullapur Mandal, Ranga + Ampicillin and Sulbactam for Injection USP 1.5g, 15g, 3.0g. I 5
Reddy District, Andhra Pradesh, + Ampicillin for Injection USP 1000mg, 500mg. N [N
India) + Ampicillin Oral Suspension BP 125mg/5mL. s S
+Ampicillin Sodium for Injection BP 1g, 2g, 250mg, 500mg. o ~
+ Cloxacillin Sodium for Injection BP 500mg. N o~
+ Co-Amoxiclav for Injection BP 1.2g, 600mg
+Vién nén bao phim Co-Amoxiclav Tablets BP 250-125mg, 500-125mg, 875-125mg.
+ Co-Amoxiclav for Oral Suspension 125-31.25mg/SmL, 250-62.5mg/SmL.
+ Flucloxacillin Capsules BP 250mg, 500mg.
+ Flucloxacillin Oral Suspension125mg/5mL.
+ Oxacillin for Injection USP 500mg.
+Vién nén bao phim Phenoxymethylpenicillin Tablets 1000mg; BP 250mg.
+ Vién nén bao phim Pivmecillinam Hydrochloride Tablets 200mg.
2069 |Aurobindo Survey Number 314, * ThuGc v6 tring: EU-GMP |FIMEA/2020 Finnish Medicines 24
Pharma Limited Bachupally, Bachupally + Thudc san xudt vd trung: ThuSc bot pha dung dich tiém/tiém truyén. /006963-6 Agency (FIMEA)
Unit XII Mandal, Medchal Malkajgiri |* Thudc khong vo triing: Vién nang cing; thudc bot pha hdn dich udng; Vién nén.
district, Telangana State, 500 [* Ddng géi so cp: Vién nang ctng; thudc bot pha hdn dich udng; Vién nén. - <«
090, India * Pong goi thir cap. S 9
* Kiém tra chat lugng: Vi sinh (V6 trung; Khéng vé trung); Héa hoc/Vat ly. E ‘:
* Gidy chirng nhan chi gi¢i han cho cac san pham sau: Amoxicillin capsules 250mg & 500mg; Dicloxacillin capsules 250mg & 500mg; Cloxacillin capsules 2 2
500mg; Flucloxacillin capsules 250mg & 500mg; Co-Amoxiclav tablets 250-125mg, 500-125mg & 875-125mg; Flucloxacillin tablets 500mg, 750mg & 1000mg; N ~
Phenoxy methyl penicillin tablets 800mg & 1000mg; Pivmecillinam tablets 200mg & 400mg; Amoxicillin dispersible tablets 375mg, 500mg, 750mg & 1000mg;
Co-Amoxiclav PFOS 400+57mg/5ml; Flucloxacillin oral suspension 125mg/5ml; Piperacillin & Tazobactam injection 4.5g & 2.25g; Amoxicillin injection 250mg,
500mg, 1g & 2g; Ampicillin + Sulbactam for injection 1.5g & 3.0g.
IN-048 » Recipharm Pharmaservices Pvt. Ltd » Km 34, Tumkur Road, Village-Teppada Begur, Nelamangala, Bangalore Rural, 562123, India
1719 Recipharm Khata N0.845/713 and * Vién nén Bedaquiline 100mg (Sirturo 100mg tablets). WHO-GMP |Cr- Government of 19
Pharmaservices  [1108/970/1, 34th Km, 698/2021- by @ |Karnataka Drugs Control
Pvt. Ltd Tumkur Road, T.Begur, 22 8 8. Department, India
Nelamangala, India GSC No: % $
DD00852100( 3
0050
1720 [Recipharm 34th Km, Tumkur Road, * Thudc khéng vé trling: Vién nén Sirturo 100mg. EU-GMP |BE/GMP/20 © ~ |Federal Agency for 19
Pharmaservices |Village-Teppada Begur, * Déng gdi so cap: Vién nén Sirturo 100mg. 18/001 § § Medicines and Health
Pvt. Ltd Nelamangala, Bangalore * Pong goi thir cap. S & |Products, Belgium
Rural - 562123, India * Kiém tra chat lugng: Vi sinh: Khéng vé trung; Héa hoc/Vat ly. I ‘:
Ll o
IN-049 » Hetero Labs Limited - Unit Il » Unit 1l Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055 Telangana, India
644 Hetero Labs Unit Il Formulation Plot No  |* Thu8c khéng vé trung: vién nang cing; vién nén, vién nén bao phim; Thuéc udng dang long. EU-GMP |ES/065HV/1 Co quan thdm quyén 10
Limited 22-110IDA, Jeedimetla, 7* o — |TayBanNha
Hyderabad, 500 055 S g
Telangana, India z :
(Céch ghi khac: Unit lll, 22 - Q <
—
110 1.D.A, Jeedimetla, 5 -
Hyderabad, Telangana State,
645 Hetero Labs Unit I, 22 - 110 1.D.A, Levetiracetam Tablets 500 mg; Levetiracetam Tablets 750 mg; Levetiracetam Tablets 1000 mg; Lansoprazole Delayed Release Capsules 15 mg; Lansoprazole WHO-GMP |L. Dis.No. N ~ |Drugs Control 10
Limited Jeedimetla, Hyderabad, Delayed Release Capsules 30; Lithium Carbonate Capsules 300 mg; Oseltamivir Phosphate Capsule IP 75 mg; Ritonavir Tablets IP 100 mg; Ritonavir & Lopinavir 2797/E1/20 by S |Administration
~ ~ ’
Telangana State, India Tablets; Dabigatran Etexilate capsules 150 mg. 19 0 &% |Government of
o o
~ ™~ [Telangana, India
o~ o~
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1389 Hetero Labs Unit I, 22 - 110 1.D.A, * Theo béo cdo thanh tra: Vién nén, vién nén bao phim; Vién nang; Thudc uéng dang 16ng. WHO-GMP|L. Dis.No. Drugs Control 16
f * Theo danh muc san pham dinh kém gidy chirng nhan GMP: Ritonavir & Lopinavir Tablets; Sertraline hydrochloride Tablets 25mg; Torsemide Tablets 5Smg; Torsemide Tablets 10mg; Torsemide
imi Jeedimetla, Hyderabad - P giay chung nha p ] Y g g; 8 . )
Limited Tel ISt Vt Indi ! Tablets 20mg; Torsemide Tablets 100mg; Levetiracetam Oral Solution 100 mg/mL; Zidovudine Oral Solution 50mg/5ml; Zidovudine Oral Solution USP 50mg/5ml; Indomethacin Capsules USP 8242/E1/20 Admlnlstratlon,
elangana State, India 25mg; Valacyclovir HCL Tablets 500mg; Ritonavir Tablets 100mg; Valacyclovir Tablets 500mg; Levocetirizine Dihydrochloride Tablets Smg; Indinavir Sulphate Capsules 400mg; Zidovudine Tablets 18 Government of
USP 300mg; Tenofovir Disoproxil Fumarate Tablets; Duloxetine Hydrochloride Capsules 20mg; Duloxetine Hydrochloride Capsules 30mg; Duloxetine Hydrochloride Capsules 60mg; Lamivudine Te|angana, India
Oral Solution 10mg/mL; Darunavir Tablets 400mg; Darunavir Tablets 600mg; Lamivudine Tablets 300mg; Pregabalin Capsules 25mg ; Pregabalin Capsules 50mg; Pregabalin Capsules 75mg;
Pregabalin Capsules 100mg; Pregabalin Capsules 150mg; Pregabalin Capsules 200mg; Pregabalin Capsules 300mg; Sortroline hydrochloride Tablete 25mg Sertraline hydrochloride Tablets;
Sertraline hydrochloride Tablets25mg; Sertraline hydrochloride Tablets 50mg; Sertraline hydrochloride Tablets 100mg; Emtricitabine & Tenofovir Disproxil Fumarate Tablets; Efavirenz,
Lamivudine & Tenofovir Disoproxil Fumarate Tablets; Metoprolol Succinate Extended Realease Tablets USP 25mg; Metoprolol Succinate Extended Release Tablets USP 50mg; Citalopram Tablets
USP 20mg; Citalopram Tablets USP 40mg; Esomeprazole Tablets 20mg; Esomeprazole Tablets 40mg; Cetirizine Dihydrochloride and Ambroxol Hydrochloride Syrup (5mg+30mg/5mL); Atazanavir
Sulphate and Ritonavir Tablets 300/100mg; Glimepiride Tablets 1 mg; Glimepiride Tablets 2 mg; Glimepiride Tablets 4mg; Nebivolol Hydrochloride Tablets 2.5mg; Nebivolol Hydrochoride
Tablets Smg; Efavirenz, Lamivudine & Tenofovir Disoproxil Fumarate Tablets 600mg/300mg/300mg; Ritonavir Tablets USP 100mg; Levetiracetam Tablets 500mg; Levetiracetam Tablets 1000mg; o ~
Sofosbuvir Tablets 400mg; Tadalafil Tablets USP 20mg; Efavirenz Tablets USP 600mg; Lopinavir and Ritonavir Tablets USP 100mg/25mg; Lopinavir and Ritonavir Tablets USP 200mg/50mg; 8 g
Ritonavir Tablets USP 100mg; Darunavir Tablets 400mg; Darunavir Tablets 600mg; Oseltamivir Capsules USP 75mg; Levetiracetam Tablets USP 250mg; Levetiracetam Tablets USP 500mg; N N
Levetiracetam Tablets USP 750mg; Levetiracetam Tablets USP 1000mg; Dabigatran Etexilate Capsules 150mg; Roflumilast Tablets 500mcg; Nebivolol Tablets 5mg; Duloxetine Hydrochloride g g
Delayed Release Capsules 30mg; Duloxetine Hydrochloride Delayed Release Capsules 60mg; Finasteride Tablets 1mg; Finasteride Tablets 5mg; Levetiracetam Tablets 250mg; Levetiracetam ~ ~
Tablets 750mg; Tenofovir Disoproxil Fumarate and Lamivudine Tablet; Abacavir Tablets USP 300mg; Methocarbamol Tablets USP 500mg; Zidovudine Oral solution 50mg/5mL; Zidovudine Oral N N
solution USP 50mg/5mL; Atazanavir Sulfate and Ritonavir Tablets 300mg/100mg; Fenofibrate Tablets USP 145mg; Hydralazine Hydrochloride Tablets USP 50mg; Dolutegravir Tablets 50mg;
Lithium carbonate capsules USP 300mg; Darunavir and Ritonavir Tablets 400mg/ 50mg; Methocarbamol Tablets USP 750mg; Oseltamivir Capsules 30mg; Oseltamivir capsules 45 mg;
Levocetirizine Dihydrochloride oral solution 2.5mg/5mL; Nebivolol tablets 2.5mg; Dabigatran Etexilate capsules 110 mg; Efavirenz, Lamivudine & Tenofovir Disoproxil Fumarate Tablets
400mg/300mg/300mg; Atazanavir Capsules 150mg; Pregabalin capsules 225mg; Dapagliflozin Tablets 5mg; Dapaglilozin Tablets 10mg; Atazanavir Sulphate Capsules 150mg; Atazanavir Sulphate
Capsules 200mg; Atazanavir Sulphate Capsules 300mg; Itraconazole pellets 22.0% w/w; Tolterodine Tartratate extended release pellets (as 2.47% w/w of Tolterolterodine Tartrate); Duloxetine
Hydrochloride Delayed release pellets 16.8 %; Esomeprazole magnesium delayed release pellets 27.1% ; Lansoprazole delayed release pellets 9.2%; Omeprazole delayed release pellets 8.5%.
1629 Hetero Labs Unit Ill, 22 - 110 I.D.A, * Theo bdo cdo thanh tra: Vién nén, vién nén bao phim; Vién nang; Thudc udng dang 16ng. WHO-GMP [L. Dis.No. Drugs Control 18
Limited Jeedimetla, Hyderabad, * Theo danh muyc san phdm dinh kém gidy chirng nhan GMP: Lamividine and Zidovudine Tablets 150/300mg; Lamividine, Zidovudine and Nevirapine tablets 3120/E1/20 Administration,
Telangana State, India 150/300/200mg; Nevirapine Oral Suspension USP 50mg; Nevirapine Tablets USP 200mg; Lamivudine Tablets 150mg; Tenofovir disoproxil fumarate and 19 Government of
lamivudine Tablets 300mg/300mg Co-Packaged with Nevirapine Tablets USP 200mg; Amlodipine Besylate tablets 5mg; Amlodipine Besylate tablets 10mg; o ~ |Telangana, India
Citalopram Tablets USP 20mg; Glimepiride Tablets USP 1mg; Glimepiride Tablets USP 2mg; Omeprazole Delayed Release Capsules 20mg; Omeprazole gastro s S !
resistant capsules 40mg; Lamividine and Zidovudine Tablets 150/30mg; Stavudine Capsules USP 20mg; Levofloxacin hemihydrate tablets 500mg; Ezetimibe E ‘:
and simvastatin Tablets 10mg/10mg; Ezetimibe and Simvastatin Tablets 10mg/20mg; Ezetimibe and Simvastatin Tablets 10mg/40mg; Ezetimibe and : :
Simvastatin Tablets 10mg/80mg; Clobazam Tablets 20mg; Ezetimibe Tablets 10mg; Raltegravir tablets 400mg; Raltegravir potassium tablets 400mg; o ©
Dolutegravir, Lamivudine and Tenofovir Disoproxil Fumarate Tablets 50/300/300mg; Dimethyl fumarate delayed release capsules 120mg; Dimethyl fumarate
delayed release capsules 240 mg; Loratidine oral solution USP 5mg/5mL; Dolutegravir, Emtracitabine and Tenofovir Alafenamide Tablets 50/200/25mg;
Lacosamide Oral solution 10mg/mL; Valaciclovir Tablets 500mg.
2016  |Hetero Labs Unit IIl Formulation Plot No | * Thudc khong v6 trung: EU-GMP [ES/026HV/2 Co quan thdm quyén 23
Limited 22-110 IDA, Jeedimetla, +Vién nang cing; vién nén, Thudc udng dang long. 2 ~ < |TayBanNha
Hyderabad, 500 055 *Dong goi: N S
Telangana, India +Dong gdi cap 1: vién nang cirng; vién nén; thudc udng dang 1dng. 2 z
(Cach ghi khac: Unit lll, 22 - |+ Ddng géi cap 2 =) i
. 2 , 0 ~
110 I.D.A, Jeedimetla, *Kiém tra chat lugng — o
Hyderabad, Telangana State,
aalio)
IN-050 » Innova Captab » 81-B, EPIP, Phase-I, Jharmajri, Baddi, Distt. Solan [H.P], India
775 Innova Captab 81-B, EPIP, Phase-|, * ThuBc khdng vé trung: vién nén; vién nén bao phim; vién nang cing; thudc ma. WHO-GMP |HFW-H State Drugs Controller, 11
Jharmajri,l Baddi, Distt. Solan [Drug] ® < |Controlling cum
[H.P], India 162/09 3. 8[ Licensing Authority,
o & [Baddi, Distt. Solan [H.P]
® | & [173205, India
IN-052 » Naprod Life Sciences Pvt. Ltd » Plot No. G-17/1, MIDC, Tarapur, Boisar, Thane 401506, Maharashtra State, India
184 Naprod Life Plot No. G-17/1, MIDC, +Vién nén, vién nén bao phim, vién nang cirng chira chat doc té bao. WHO-GMP |NEW-WHO- FDA Maharashtra, India 6
Sciences Pvt. Ltd  |Tarapur, Boisar, Thane + Thudc tiém dang l6ng (dung dich, nhii dich), thudc déng khd (bao gdm ca thudc doc té bao). GMP/CERT/ Q a3
401506, Maharashtra State, KD/80691/2 IS <
. h h
India. 019/11/275 | & | &
30 3 3
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396  |Naprod Life G17/1 Tarapur industrial * Thudc vé tring: EU-GMP |OGYEI/4129 National Institute of 8
Sciences Pvt. Ltd  |Area (M.1.D.C), Boisar, + Thu8c san xudt v trung (bao gdm ca thudc ddc t& bao/kim t& bao): Thudc déng khd, thudc tiém dang 16ng (dung dich, nhii dich) thé tich nhé. 7-4/2018 Pharmacy and Nutrition
M?haras_htral,401506, India [+ Thuzic tiéE trﬂn§ lef)'i (baolg‘c")m fé t[]ué'f u?g thl-l‘h): thl:lé(c t_iis.m c!ang léng .(dun_gAdich, nhﬁ'djch) thé tich nho; Q % |(0GYEN), Hungary
(Céch ghi khac: Plot No.G- * ThuGc khong vo trung (chira chat déc té bao): Vién nén, vién nén bao phim, vién nang cirng. 8' gl
17/1, MIDC, Tarapur, Boisar, by 3
Dist: Palghar - 401506, 2 ;;
Maharashtra State, India)
2155 Naprod Life G17/1 Tarapur industrial * Thu8c tiém dang ldng chira doc t€ bao; thudc tiém dang ldng (khéng bao gdm khéng sinh nhém Cephalosporin, Penicillin, thudc déc t& bao; Hormon). WHO-GMP |NEW-WHO- FDA Maharashtra, India 25
Sciences Pvt. Ltd  |Area (M.1.D.C), Boisar, * ThuBc déng khd/thudc bot pha tiém chira doc té bao; ThuSc dong khd/thude bt pha tiém (khdng bao gdm khang sinh nhém Cephalosporin, Penicillin, GMP/CERT/ ~ -
Maharashtra, 401506, India  |thu8c doc t& bao; Hormon). KD/111021/ I 5
Cach ghi khéc: Plot No.G- * Vién nang cirng chira doc té€ bao; vién nén, vién nén bao phim chira doc té bao 2022/11/40 z :.;
17/1, MIDC, Tarapur, Boisar, 081 Q =]
Dist: Palghar - 401506, India b N
IN-053 » Cipla Limited » Verna Industrial Estate, Verna - Goa, India
294 M/s Cipla Ltd. Plot No.S-103 to S-105, S-107 |* Unit VII: Thu8c khéng vé trung: vién nén, vién nén bao; vién nang cirng; WHO-GMP |789/MFG/W o ~ Co quan quén ly Dugc 7
to S-112, L-138, L-147, L- * Unit VIII: Thudc khong vé trung chira hormone: vién nén, vién nén bao; vién nang cing; thudc ban ran dung ngoai; HO- = o Bang Goa, An po
147/1 to L-147/3&L-147/A,  |* Unit X: Thu8c khéng vé trung chira chat doc té€ bao: Vién nén, vién nén bao, vién nang cing. GMP/DFDA/ uN'w E
Verna Industrial Estate Q Q
’ 2019/737 . ;
Verna- Goa, India 2 2
776 Cipla Ltd. (Unit 1) |Unitl, Plot No. L-139 to L- San xuat, déng goi va kiém tra chat lugng: Thubc xit miii; ThuGc nhd mat. WHO-GMP|721/MFG/W | & ~ |Directorate of Food & 11
146, Verna Industrial Estate, HO- § § Drugs Administration,
Verna - Goa, India GMP/DFDA/ [ = < |Govt. of Goa, India
2019/3298 g 8
777 |Cipla Ltd. (Unit1) [Cipla Ltd. (Unit1), Plot No. L- [* ThuGc khéng vé trung: EU-GMP |DE_ST_01_G Co quan thdm quyén 11
Plot No. L-139 139, 5-103 & M-62, Verna + Thu8c dung trong dang |dng: Dung dich khi dung. MP_2018 0 Pl
Industrial Estate, IN-403 722 |* Déng géi so cip: 022 ® <
Verna, Goa, India + Thuc dung trong dang ldng: Dung dich khi dung. I <
(Céch ghi khac: Unit 1, Plot  |* Déng géi thr cap: o o
No. L-139 to L-146, Verna * Kiém tra chat luong: 8' ;';
Industrial Estate, Verna - + Visinh: Khéng vo trung.
Goa, India) +Hoa hoc/Vat ly.
778 M/s Cipla Ltd Plot No. L-139 to L-146, +Unit I: ThuSc nhd mét, respules, thudc xit miii; WHO-GMP|721/MFG/W | & ~ |Food & Drug Admn, 11
Verna Industrial Estate, + Unit II: thudc hit . HO- § § Bambolim Goa, India
Verna-Goa, India + Unit l1l: Vién nén, thu8c dung ngoai tai chd GMP/DFDA/ & A
+Unit IV: Vién nén b VS
2019/3298 g ©
779 Cipla Ltd. Verna Industrial Estate, 403  |* Thu8c khéng vé trung: vién nén, vién nén nhiéu I&p. EU-GMP |DE_RP_01_ o o |Coquanthdm quyén 11
(Unit 111 & 1V) 722 Goa, Verna Salcette, GMP_2020_| S S |owc
India 0024 g' 8‘
— ~
Ll -
962 Cipla Ltd. (Unit 1) |Cipla Ltd. (Unit 1), Plot No. L- [* ThuGc khong vé tring: EU-GMP |DE_ST_01_G © - |Coquan thdm quyén 12
Plot No. L-139 139, 5-103 & M-62, Verna + Thud8c dang c6 p luc (pressurised preparations). MP_2018 0 = o |Puc
Industrial Estate, IN-403 722 |* Ddng géi so cap, déng gdi thr cap. 021 : 2
Verna, Goa, India * Kiém tra chat lugng: inl i,
+ Visinh: Khéng vo trung. by -
L WAS haes NAE I
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1087 Cipla Limited (Unit | UnitX, Plot No. L_—139, S-103 & M- |* Thu8c khdng vé truing chira chat ddc té bao: Vién nang clrng, vién nén, vién nén bao phim; EU-GMP |[UK GMP Medicines and 13
X) \6,:,,\,/522;n&tig:;is;jtn:ia * Déng goi th cép. 14694 Insp Healthcare Products
(céch \’/iét k’ha’c' ! * Kiém tra chat lugng: Vi sinh (khong vé triing); Héa hoc/ vat ly. GMP Regulatory Agency
- Unit X, Plot No. 5-103 to 5-105, S- 14694/1022 (MHRA), United
107 to $-112 & L-147, L-147/1 to L- o ~ .
147/3, L-147/A & L-138, Verna 7632-0003 § § Kingdom
Industrial Estate, Verna, Salcette, - &
Goa, IN 403772, India Q inl
- Plot No. 5103 to 5-105, 5-107 to S- - -
112, 1138, L-147, L-147/1 to L-
147/3 & L-147/A, Verna Industrial
Estate, Verna - Goa, India).
IN-054 » XL Laboratories Private Limited » E-1223, Phase | Extn. (Ghatal), RIICO Industrial Area, Bhiwadi, Rajasthan, 301019, India
295 XL Laboratories E-1223, Phase’l Extn. * Vién nén; vién nang clng; vién nang mém; thudc uéng dang 1dng (siro, dung dich); bt pha hdn dich/dung dich udng. WHO-GMP |DC-1/A- ° ° Drugs Control 7
Private Limited (Ghatal), RIICOIndustrial * Thudc chira Cephalosporin: vién nén; vién nang cirng; bot pha hén dich uéng. 1/WHO 8 & |Organisation Swasthya
" i Rai I3 I
Area, Bh'Wa_d" Rajasthan, GMP/2020/ - o |Bhawan Tilak Marg,.
301019, India 142 s 2 |saipur (India)
— o~
296 XL Laboratories E-1223, Phase | Extn. * Thu8c khéng vé trung: vién nang cirng; thudc udng dang long (siro, dung dich); thudc bdt pha dung dich udng; vién nén. EU-GMP OGYE|/3394 o < |National Institute of 7
Private Limited (Ghatal), RIICO Industrial 1-6/2018 § § Pharmacy and Nutrition
Area, Bhiwadi, Rajasthan, 8' ﬁl (OGYEI), Hungary
301019, India N ]
o 1%
IN-057 » Serum Institute of India Pvt. Ltd » 212/2, Hadapsar, Pune - 411028, Dist-Pune-Zone3, India
538 SERUM INSTITUTE |212/2, HADAPSAR, PUNE - [San pham: WHO-GMP 6091001| o o |FDA Maharashtra, India 9
OF INDIA PVT.LTD |411028, DIST-PUNE-ZONE3, [+ V3c xin dai b4t hoat déng khé RABIVAX-S (Rabies vaccine inactivated, freeze-dried). § §
INDIA + Véc xin vi rat séng, gidm doc luc, dong khd MMR - Measles, Mumps va Rubella (live attenuated, freeze-dried). & A
+Véc xin 5/1 (Dipteria, Tetanus, Pertussis, Hepatitis B, Haemophillus influenza type b conjugate vaccine adsorbed). ; Z
S S}
1390  |SERUM INSTITUTE [212/2, HADAPSAR, PUNE - |San ph&m: WHO-GMP 6094542 =) — |FDA Maharashtra, India 16
OF INDIA PVT.LTD |411028, DIST-PUNE-ZONE3, [+ Vic xin dai b4t hoat déng khé RABIVAX-S (Rabies vaccine inactivated, freeze-dried). § §
INDIA + Véc xin vi rat séng, giam doc lwc, dong khd MMR - Measles, Mumps va Rubella (live attenuated, freeze-dried). ~ ~
+Véc xin 5/1 (Dipteria, Tetanus, Pertussis, Hepatitis B, Haemophillus influenza type b conjugate vaccine adsorbed) khéng bao gom dang bom tiém déng san. g g
1 <}
1493  |SERUM INSTITUTE [212/2, HADAPSAR, PUNE - |San ph&m: WHO-GMP|6097571 - ~ |FDA Maharashtra, India 17
OF INDIA PVT.LTD |411028, DIST-PUNE-ZONE3, [+ Vic xin dai b4t hoat déng khé RABIVAX-S (Rabies vaccine inactivated, freeze-dried). § §
INDIA + Véc xin vi rat séng, giam doc lwc, dong khd MMR - Measles, Mumps va Rubella (live attenuated, freeze-dried). & -
+ Véc xin 5/1 (Dipteria, Tetanus, Pertussis, Hepatitis B, Haemophillus influenza type b conjugate vaccine adsorbed) khéng bao gém dang bom tiém déng sdn uOH S'r
— i
1721  |SERUM INSTITUTE [212/2, HADAPSAR, PUNE - |San ph&m: WHO-GMP 6100477 - ~ |FDA Maharashtra, India 19
OF INDIA PVT.LTD |411028, DIST-PUNE-ZONE3, [+ Vdc xin dai bat hoat déng khé RABIVAX-S (Rabies vaccine inactivated, freeze-dried). § §
INDIA + Véc xin vi rat séng, giam doc lwc, dong khd MMR - Measles, Mumps va Rubella (live attenuated, freeze-dried). ~ ~
+Véc xin 5/1 (Dipteria, Tetanus, Pertussis, Hepatitis B, Haemophillus influenza type b conjugate vaccine adsorbed) khdng bao gom dang bom tiém déng san E 3
S o
2017 |SERUM INSTITUTE |212/2, HADAPSAR, PUNE - [San pham: WHO-GMP 6104127 ~ " FDA Maharashtra, India 23
OF INDIA PVT.LTD |411028, DIST-PUNE-ZONE3, [+ Vdc xin dai bat hoat déng khé RABIVAX-S (Rabies vaccine inactivated, freeze-dried). I o
INDIA + Véc xin vi rat séng, giam doc lwc, dong khd MMR - Measles, Mumps va Rubella (live attenuated, freeze-dried). E :.‘
+Véc xin 5/1 (Dipteria, Tetanus, Pertussis, Hepatitis B, Haemophillus influenza type b conjugate vaccine adsorbed) khéng bao gom dang bom tiém ddng san Q Q
g | 2
2156 |SERUM INSTITUTE |212/2, HADAPSAR, PUNE - |San pham: WHO-GMP 6108393 ~ o |Food & Drug 25
OF INDIA PVT.LTD |411028, DIST-PUNE-ZONE3, [+ VAc xin dai bat hoat dong khd RABIVAX-S (Rabies vaccine inactivated, freeze-dried). § § Administration
INDIA + Ve“%c xin vi rut séng, giam doc luc, déng khd MMR - Measles, Mumps va Rubella (live attenuated, freeze-dried). ) ) g g Maharashtra, India
+ Vac xin 5/1 (Dipteria, Tetanus, Pertussis, Hepatitis B, Haemophillus influenza type b conjugate vaccine adsorbed) khéng bao gém dang bom tiém déng san & s
— —
IN-058 » Sun Pharmaceutical Industries Limited » Sez Unit 1, A-41, Industrial Area, Phase VIIIA, S.A.S Nagar, Mohali-160071, Punjab, India
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1494  |[Sun Sez Unit 1, A-41, Industrial  |Vién nén; vién nang ct*ng. WHO-GMP [4265/2018 ™ — |Food & Drugs Control 17
Pharmaceutical Area, Phase VIIIA, S.A.S § § Administration Punjab,
Industries Limited |Nagar, Mohali-160071, Iy & [India

Punjab, India s b
o~ —

1869 Sun Sez Unit 1, A-41, Industrial Vién nén; vién bao; vién'nang ctrng; Siro khd va hdn dich udng gidi phong kéo dai WHO-GMP [Pb Food & Drugs Control 21
Pharmaceutical Area, Phase VIIIA, S.A.S 2021/2711 Administration Punjab,
Industries Limited |Nagar, Mohali-160071, S S |india

Punjab, India (Cach ghi khac: IS <
Sez Unit I, Plot No. A-41, ) 8
Industrial Area, Phase VIII A, ;. D
S.A.S Nagar, Mohali-160071,

Punjab, India)

2018 Sun Sez Unit |, Plot No: A-41, *Thudc khdng vé trung: Vién nén; vién nén bao phim. EU-GMP [NL/H o o |Health and Youth Care 23
Pharmaceutical Industrial Area, Phase VIIl A, |*Déng géi so cdp: Vién nén, vién nén bao phim 18/2008858 § § Inspectorate -

Industries Limited |S-A-S Nagar, Mohali-160071, |*Dong goi th‘?Cé’p g & [Pharmaceutical Affairs,
Punjab; India *Kiém tra chat lvgng. it < |Netherlands
= o0
IN-059 » Wockhardt Limited » Biotech Park, H-14/2, MIDC Waluj, Aurangabad 431136 Maharashtra state, India
297 Wockhardt Limited |Biotech Park, H-14/2, MIDC  |* Thu8c san xudt vé trung: Thudc tdi t6 hop dang tiém, bao gom: WHO-GMP | NEW-WHO- Food & Drugs 7
Waluj, Aurangabad 431136 + Biphasic Isophane Insulin Injection. GMP/CERT/ Administration (FDA)
Maharashtra state, India + Erythropoietin Injection. AD/80990/2 Maharashtra, India
+ Human Insulin Isophane Suspension and Human Insulin Injection.
+ Insulin Glargine Injection. 2;9/11/283 g g
+ Insulin Human Injection. 3 g
+ Insulin Injection. 2 S
+ Isophane Insulin Human Suspension. A ©
+ Human Insulin Isophane Suspension.
+ Isophane Insulin Injection.
+ Recombinant Human Erythropoietin Injection.
2157  |Wockhardt Limited |Biotech Park, H-14/2, MIDC  |Vac xin/thudc ti t6 hgp dang tiém, bao gdm: WHO-GMP [NEW-WHO- Food & Drugs 25
Waluj, Aurangabad 431136 |+ Biphasic Isophane Insulin Injection. GMP/CERT/ Administration (FDA)
Maharashtra state, India + Erythropoietin Injection. AD/113905/ Maharashtra, India
+ Human Insulin Isophane Suspension and Human Insulin Injection. 2022/11/41
+ InsuI!n Glargine Iljuec.tlonA 623 N 9
+ Insulin Human Injection. o o
+ Insulin Injection. g g
+ Isophane Insulin Human Suspension. 2 i’
+Human Insulin Isophane Suspension. o o
+ Isophane Insulin Injection.
+ Recombinant Human Erythropoietin Injection.
+ Recombinant Insulin Glargine Injection.
IN-060 » Medopharm » No. 34-B, Industrial Area, Malur-563 160, Kolar District, Karnataka, India
1088 M/s. Medopharm |No. 34-B, Industrial Area, Vién nén; vién nang. WHO-GMP | DCD/Spl.CI- o ~ Drugs Control 13
Malur-563 160, Kolar 1/CR- § § Administration
District, Karnataka, India 1079/2019- :' g Government of
20 N h  [Karnataka, India
o ~
IN-062 » Titan Laboratories Pvt., Ltd » Plot No. E-27/1, E27/2, M.I.D.C, Mahad, Village - Jite, Raigad 402309, Maharashtra State, India
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1391  |Titan Laboratories |Plot No. E-27/1, E-27/2, * Thudc khdng vé triing: Thudc cm; Pellets; Vién nén. WHO-GMP |NEW-WHO- FDA Maharashtra, India | 16
Pvt. Ltd. M.1.D.C, Mahad, Village - Jite, GMP/CERT/ ® b
Raigad 402309, Maharashtra KD/76699/2 IS <
State, India ow/11/263 | & | o
88 Py R
1392 Titan Laboratories [Plot No. E-27/1, E-27/2, * Thudc khong v tring: Vién nang cing (Vién nang Ezetimibe 10mg/Rosuvastatin 10mg; vién nang Ezetimibe 10mg/Rosuvastatin 10mg; vién nang WHO-GMP |NEW-WHO- FDA Maharashtra, India 16
Pvt. Ltd. M.1.D.C. Mahad, Village - Jite, |Mycophenolic Mofetil 250mg/500mg; vién nang gidi phdng chdm Mycophenolic Acid 180mg/360mg; Vién nang Pantoprazole 40mg/Itopride hydrochloride GMP/CERT/ 3 ]
Raigad 402309, Maharashtra |150mg; Vién nang gidi phéng kéo dai Tamsulosin HCl 0,4mg; Vién nang Tamsulosin HCl 0,4mg/Dutasteride 0,5 mg; Vién nang Dexlansoprazole 30mg/60mg) KD/91162/2 IS QL
State, India 020/11/326 BI BI
26 Q ]
2070 Titan Laboratories |Plot No. E-27/1,.E-27/2, * Thu8c khéng vé trung: Thudc c8m; Pellets; Vién nén, vién nén bao phim. WHO-GMP |NEW-WHO- FDA Maharashtra, India 24
Pvt. Ltd. M.1.D.C, Mahad, Village - Jite, GMP/CERT/ N 0
Raigad 402309, Maharashtra KD/109577/ 2 I
SRIndia 02211/0 | & | 3
011 a3 a
IN-063 » Mepro Pharmaceuticals Private Limited » Unit Il, Q Road, Phase IV GIDC, Wadhwan, Surendranagar, Gujarat, 363 035, India
1393 Mepro Unit I, Q Road, Phase IV * Thu8c khéng vé trung: Vién nang cirng; Vién nén, vién nén bao phim, vién nén bao tan trong rudt; Thudc dung ngoai (kem, gel, m&). WHO-GMP 20031915 o . Food & Drugs Control 16
Pharmaceuticals  |GIDC, Wadhwan, § § Administration, Gujarat
Private Limited Surendranagar, Gujarat, 363 8' 8' State, India
035, India - &
- -
1495 Mepro Unit I, Q Road, Phase IV * Thudc khdng vé triing: Vién nang cirng; dang bao ché ban rin (kem, gel, m&); vién nén, vién nén bao phim. EU-GMP OGYEI/248» & ~ National Institute of 17
Pharmaceuticals  |GIDC, Wadhwan, 7/2019 § § Pharmacy and Nutrition
Private Limited Surendranagar, Gujarat, 363 g & |(OGYEI), Hungary
035, India ot )
o ™
IN-064 » Atra Pharmaceuticals Limited » Bulding I, Plot No.H-19 MIDC Waluj Aurangabad (MS) 431133 India
298 Atra Plot No. H-19 MIDC Waluj, * Thu8c khéng v trung: Vién nang ci*ng; vién nén; vién nén bao phim. WHO-GMP |NEW-WHO- Food & Drugs Control 7
Pharmaceuticals ~ |Aurangabad, 431133 GMP/CERT/ | ® < |Administration, M.S.
Limited Maharashtra state, India AD/72284/2| & | & [BrandraE, Mumbai,
018/11/250 | & S |Maharashtra state, India
L I
55 ~ ~
2019 RV Lifesciences Plot No. H-19, M.I.D.C,, * Thu8c khéng vé trung: Vién nang cirng; vién nén; vién nén bao phim. WHO-GMP |NEW-WHO- Food & Drug 23
Limited (tén cii: Waluj, Aurangabad 431133 GMP/CERT/ . < Administration, M.S.
Atra Maharashtra state, India AD/105016/ | & A [Bandra-kurla Complex,
Pharmaceuticals 2021/11/38 E :“ Bandra (E), Mumbai -
Limited) 287 g‘ ; 400 051. Maharashtra,
o™ o~ .
India
IN-065 » Cipla Limited » Plot No 9 & 10 Pharma zone, Phase Il Sector Il Indore Special Economic Zone, Pithampur District Dhar, Madhya Pradesh, India
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646

Cipla Limited

Plot No 9 & 10, Phase Il,
Indore Special Economic
Zone, Pithampur, Dist, Dhar,
Madhya Pradesh, India. (cach
ghi khac: Plot No 9 & 10,
Indore Special Economic
Zone, Phase I, Pithampur,
District Dhar Madhya
Pradesh, IN-454775
Indore/India)

* Thu8c vo trung:

+Thudc tiét trung cudi: thudc tiém (syringe déng sin);

+Thudc sdn xuat v triing: thuéc nhd mat da lidu, thudc hit (dung dich, hdn dich); thudc xit miii (dung dich, hén dich);
* Thu8c khéng vé trung: thudc udng dang 16ng, thudc bét, thudc c8m, vién nang cirng, pellet; vién nén, vién nén bao, vién nén sti bot, thudc bét sui bot;
thudc hit (dang bét); thudc hit (dang binh xit phan ligu).

WHO-GMP

03/2010

22-09-2016

18-06-2022

Co quan quan ly Dugc
bang Madhya Pradesh,
An Db.

10

961

Unit Il, Cipla
Limited, Indore Sez

Unit II, Plot No 9 & 10,
Indore Special Economic
Zone, Phase I, Pithampur,
District Dhar, Madhya
Pradesh, IN-454 775, India

* Thudc khéng vé trung: dang bao ché cé ép lyc; thudce hit dang phan liéu.

EU-GMP

UK GMP
14694/1638
7087-0003

03-12-2019

31-12-2022

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

12

1194

Cipla Limited

Plot No 9-& 10, Pharma Zone
Phase 1 Section IlI, Indore
Special Economic Zone,
Pithampur, District Dhar,
Madhya Pradesh, 454775 India
(Céch viét khac:

+ Plot No 9 & 10, Indore Special
Economic Zone, Phase I,
Pithampur, District Dhar,
Madhya Pradesh, IN- 454775
India;

+ Plot No 9 & 10, Pharma Zone,
Phase Il, Indore SEZ,
Pithampur,(MP) - 454775 India)

Unit I: ThuSc nhd mat, dung dich khi dung, thudc udng dang long;

U.S. cGMP
(twong
duong EU-
GMP)

3008581988

13-04-2018

31-12-2021

United States Food and
Drug Administration
(U.S. FDA)

14

1630

Unit 3, Cipla
Limited, Indore Sez

Unit lll, Plot No 9 & 10,
Indore Special Economic
Zone, Phase I, Pithampur,
District Dhar, Madhya
Pradesh, IN-454 775, India.

* ThuBc khdng vé trung: thudc xit mii
* Pong goi thir cap.
* Kiém tra chat lugng: Vi sinh: khéng vo trung; Héa hoc/Vat ly.

EU-GMP

UK GMP
14694/1638
7104-0003

03-12-2019

31-12-2022

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

18

1870

Cipla Limited

Plot No 9 & 10, Pharma Zone
Phase Il Section Ill, Indore
Special Economic Zone,
Pithampur, District Dhar,
Madhya Pradesh, 454775 India
(cach viét khac:

+ Plot No 9 & 10, Indore Special
Economic Zone, Phase I,
Pithampur, District Dhar,
Madhya Pradesh, IN- 454775
India;

+ Plot No 9 & 10, Pharma Zone,
Phase Il, Indore SEZ,
Pithampur,(MP) - 454775 India)

Unit I: Dung dich khi dung; thu8c uéng dang léng

U.S. cGMP
(twong
duong EU-
GMP)

3008581988

13-04-2018

18-06-2022

United States Food and
Drug Administration
(U.S. FDA)

21

IN-066

» Ipca Laboratories Limited » Plot No. 255/

1. Athal, Silvassa - 396230, U. T of Dadra & Nagar Haveli, India

299

M/s Ipca
Laboratories
Limited

Plot No. 255/1. Athal,
Silvassa - 396230, U. T of
Dadra & Nagar Haveli, India

* ThuBc vién nén; vién bao dwdng; vién bao phim; vién nang cirng.

WHO-GMP

DMHS/ADC/
WHO-
GMP/Ipca/2
015/1/752

30-01-2019

27-01-2022

Administration of Dadra
and Nagar Haveli, UT,
India
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300 Ipca Laboratories |Plot No. 255/1, Village Athal, |* Thudc khong vo tring: Vién nang cting; vién nén, vién nén bao phim, vién nén giai phong cham, vién nén khang dich vi, caplet. EU-GMP |DE_BY_05_ Co quan tham quy&én 7
Limited Union Teritory of Dadra & GMP_2020_ Plrc
Nagar Haveli, 396230 0010
Silvassa, India
(Cach ghi khac: Plot No. o ~
255/1, Athal, U.T of Dadra & g g
Nagar Haveli, Silvassa, India 2 g
Ho3c: Plot No. 255/1, Athal, 2 2
Silvassa, UT of DNH, India N ©
Hodc: Plot No. 255/1, Athal,
Silvassa, Pin 396 230,
(D&NH), India)
IN-067 » Micro Labs Limited » No. 92, Sipcot Industrial Complex, Hosur - 635 126, India
407 Micro Labs Limited |No. 92, Sipcot Industrial * Thudc khong vé trung (khdng chira khang sinh Beta-lactam, hormon sinh duc va doc té bao): vién nén, vién nén bao phim, si ré kho, vién nang cirng gelatin - [WHO-GMP |K DIS. No: Department of Food 8
Complex, Hosur - 635126,  |va thudc dung ngoai. 21087/D1/4 ® Q  [safety and Drugs
India, /2017 g 8 Control Administration,
Cach ghi khac: 92 Sipcot, b N Government of
Hosur-635 126, Tamil Nadu 0 - . .
) B Tamilnadu, India
India © ”
1496 Micro Labs Limited |No. 92, Sipcot Industrial * Thu8c khéng vé trung: Vién nén, vién nén bao phim; vién nang cirng. EU-GMP |UK GMP - ~ Medicines and 17
Complex, Hosur, Tamil Nadu, |* Déng géi thir cap. 22481 Insp 3 S |Healthcare Products
IN-635 126, India * Kiém tra chat lugng: Vi sinh (khong vo tring); Héa hoc/Vat ly. GMP : :."_ Regulatory Agency
(Pham vi chitng nhan chi bao gém hoat dong tai khu virc MLO3, khéng bao gdm khu vire MLO1 va MLO2) 22481/1173 Q Q (MHRA), United
o o] ’
71-0005 ° ©  |kingdom
1808 Micro Labs Limited |No. 92, Sipcot Industrial * Thudc khong vé trung (khdng chira khang sinh Beta-lactam, hormon sinh duc va doc té bao): vién nén, vién nén bao phim, si ré kho, vién nang cirng gelatin - [ WHO-GMP |K DIS. No: Department of Food 20
Complex, Hosur - 635 126, va thudc dung ngoai. 030/D1/4/2 Safety and Drugs
India. 020 Control Administration,
(* Céc cach ghi khac: - o |Government of
- i | o o~
92 §|pcot, HOSI:JI' 635 126, 2 S |Tamilnadu, India
Tamil Nadu, India Py >
- 92, Sipcot Industrial S’.r E‘
Complex, Hosur - 635 126, 5] Ll
Tamil Nadu, India
- No. 92, Sipcot Indl Area,
Hosur Dharmapuri, Tamil
IN-068 » S Kant Healthcare Ltd » Plot No. 1802 - 1805, G.1.D.C. Phase Ill, Vapi, City Vapi - 396 195, Dist.Valsad, Gujurat State, India
1089 S Kant Heathcare [Plot No. 1802-1805, G.I.D.C. |* Thudc khéng vé trung: Vién nén, vién nén bao phim, vién nang, thudc bot thudc c6m pha hdn dich, thudc dung ngoai (M&, kem, gel), thudc nuwéc udng. WHO-GMP 18111101 0 — |FDA Guajarat India 13
Limited Phase IIl,.VAPI-396195, Dist: § §
Valsad, Gujarat state India & N
Ll -
h <
Ll Ll
1090 |[S Kant Heathcare |Plot No. 1802-1805, G.I.D.C. |* Thudc khdng vo tring: Vién nang clng; thudc udng dang 1dng; thudc bot, thudc cdm pha hdn dich; thudc bén rin (thudc md, gel, kem), vién nén, vién né EU-GMP |MT/015HM/| o o |Medicines Authority of 13
Limited Phase IIl,.VAPI-396195, Dist: |bao phim 2020 S S |malta (MAM)
Valsad, Gujarat state India E z
o =}
o -
— o
IN-069 » Bharat Biotech International Limited » Genome Valley, Shameerpet Mandal, Medchal District, Telangana State, India
375 Bharat Biotech Genome Valley, Shameerpet | * Vac xin Dai déng kho; WHO-GMP [03/HD/AP/9 | — |Drug Control 8
International Mandal, Medchal District - * Vac xin Rotavirus séng (udng). 8/V/R by S |Administration
; I I ,
Limited 500 078, Telangana, India g & |Government of
o < [Telangana, India
- o
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2158 Bharat Biotech Sy. No. 230, 231 & 235, * Véc xin Dai déng kho; WHO-GMP |1646/STORE Drug Control 25
International Genome Valley, Turkapally, [* Véc xin Rotavirus séng (udng). $/2020 < ] Administration,
Limited Shamirpet Mandal, Medchal- 5 S |Government of
Malkajgiri District - 500 078, : : Telangana, India
Telangana State, India 0 o) ’
o o~
IN-070 » Sai Mirra Innopharm Pvt. Ltd., » No. 288 & 299, SIDCO Estate, Chennai - 98, India
963 M/s. Sai Mirra No. 288 & 299, SIDCO Estate, [* Thudc khdng vo trung: Vién nén, vién nén bao phim, Vién nang cirng, Thudc udng dang 16ng, Thudc bdt udng (khéng bao gdm thudc chira betalactam, héc [ WHO-GMP[19787/D1/4 s — |Coquan quan ly duvoc 12
Innopharm Pvt. Ambattur, Chennai - 98, India |mén sinh duc, ddc t& bao) /2018 3 S |Anps (FDA Tamil Nadu
~ ~ N 4
Ltd., B’ g' India)
o <
o o
IN-071 » Vovantis Laboratories pvt Ltd:» Survey No. 546/1/1, OPP Ranoli Railway Station, Near Gacl Plant, Ranoli - 391 350, Vadodara, Gujarat State, India
1631 [Vovantis Survey No.5546/1/1, OPP Vién nén; thudc bot udng. India-GMP (20021824 o o |Food&Drug Control 18
Laboratories pvt ~ |Ranoli Railway Station, Near § § Administration, Gujarat
Ltd Gacl Plant, Ranoli - 391 350, & & State, India
Vadodara, Gujarat State, 2 2
India o ©
IN-072  » Human Biologicals Institute (A Division of M/s. Indian Immunologicals Limited) » Kozhipannai, Pudumund (Post) Dr. Basavaiah Nagar Udhagamandalam- 643 007, India
544 Human Biologicals |Kozhipannai, Pudumund VAc xin ABHAYRAB (vac xin dai tinh ché trén té bao Vero). WHO-GMP (K DIS. No: Department of Food 9
Institute (A (Post), Dr. Basavaiah Nagar, 16284/D1/4 | _, |safety and Drugs
Division of M/s. Udhégamandal_am -643 007, /2018 a S |Control Administration,
Indian Tamilnadu, India 3 2 Government of
Immunologicals A & |Tamilnadu, India
L (o] o™
Limited)
IN-073  » Athena Drug Delivery Solutions Pvt. Ltd » Plot No. A-1 to A-5, M.1.D.C, Chemical Zone, Ambernath (W), Thane 421501, Maharashtra State, India
576 Athena Drug Plot No. A-1 to A-5, M.L.D.C, |Vién nang cing; thudc c6m; pellet, vién nén, vién bao phim. WHO-GMP |NEW-WHO- FDA Maharashtra, India 9
Delivery Solutions |Chemical Zone, Ambernath GMP/CERT/ | ® S
Pvt. Ltd (W), Thane 421501, KD/66994/2 | & I
Maharashtra State, India 018/11/228 g' 8'
87 a a
964 ATHENA DRUG PLOT A1-A5, MIDC, * Thu8c khdng vé trung: vién nang cirng; thudc tui, thudc cdm; pellet; vién nén; vién bao; vién nén phéng thich kéo dai. EU-GMP |FTO78/MH/0| o « |National Authority of 12
DELIVERY CHEMICAL ZONE, 01/2020 S | S |Medicinesand Health
SOLUTIONS PVT.  [AMBERNATH (WEST), N & [Products (INFARMED),
MAHARASHTRA, 421 501, T '
LTD. ¢ g =] = |Portugal
India - ™ &
1277 Athena Drug Plot No. A-1 to A-5, M.I.D.C, |Vién nang ctng; thudc c6m; pellet, vién nén, vién nén bao phim; vién nén phéng thich kéo dai. WHO-GMP |NEW-WHO- FDA Maharashtra, India 15
Delivery Solutions |Chemical Zone, Ambernath GMP/CERT/ | o 3
Pvt. Ltd (W), Thane 421501, KD/98377/2 | & IS
Maharashtra State, India 021/11/349 g' g‘
33 3 8
IN-076 » Sovereign Pharma Private Limited » Survey No. 46/1-4, Village Kadaiya, Daman - 396 210, India
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1091 Sovereign Pharma |Survey No. 46/1-4, Village San xuat 6ng dung méi; dung mdi hoan nguyén (nuwdc pha tiém vira da 0,5 ml) cho véc xin ABHAYRAB (vac xin dai bat hoat tinh ché trén t& bao Vero dang bot [ WHO-GMP No.DCD/ ADMINISTRATION OF 13
Private Limited Kadaiya, Daman - 396 210,  |déng kho). D&D/LA/201 DAMAN & DIU (UT),
India 8-2019/669 © - DRUGS LICENSING
= S |AUTHORITY, DRUGS
Ry 2 |conTrOL
S | & |DEPARTMENT, PRIMARY
« ™ |HEALTH CENTER,
DAMAN 396 220, INDIA
IN-077 » Venus Remedies, Limited » Hill Top Industrial Estate, Jharmajri, EPIP Phase-I (Extn), Bhatoli Kalan, Baddi, Distt. Solan, Himachal Pradesh, 173205, India
418 Venus Remedies Hill Top Industrial Estate; * ThuBc vo trung: EU-GMP |[FI042/MH/0 ~ " National Authority of 8
Limited Jharmajri, EPIP Phase-! + Thu8c san xudt v trung: thudc déng khd (bao gdm ca chat kim té& bao); thudc bt (chira khang sinh nhém Cephalosporins va Carbapenems); dung dich 01/2017 b=y S |Medicines and Health
(Extn), Bhatoli Kalan, Baddi, [thé tich nhé. ":,‘ : Products (INFARMED)
Distt. Solan; Himachal + Thudc tiét trung cudi: dung dich thé tich nhé (chira chat kim té bao). S il Portugal
Pradesh; 173205, India b by
419 Venus Remedies Hill Top Industrial Estate, * Thu8c bot pha tiém: Thudc chira khang sinh nhém Cephalosporins va Carbapenems, thudc Non-Betalactam. WHO-GMP |HFW-H State Drugs Controller, 8
Limited Jharmajri, EPIP Phase-| * Thu8c diéu tri ung thu: Thudc tiém dang ldng, thudc ddng khé pha tiém. [Drugs] @ = |Controlling-cum-
(Extn.), Bhatoli Kalan, Baddi, [* Thudc tiém dang long (PFS, Ampoules & Vial) va thudc déng kho pha tiém. 231/05 I3 < Licensing Authority
Distt. Solan, Himachal (Vol.X1) 3 & |Himachal Pradesh, India
Pradesh, 173205, India ) o
— -
1938 Venus Remedies Hill Top Industrial Estate, * Thudc bot pha tiém: Thudc chira khang sinh nhém Cephalosporins va Carbapenems. WHO-GMP |HFW-H State Drugs Controller, 22
Limited Jharmajri, EPIP Phase-| * Thu@c diéu tri ung thu: Thuc tiém dang 16ng, thudc déng khd pha tiém. [Drugs] b S, |Controlling-cum-
(Extn.), Bhatoli Kalan, Baddi, [* Thudc tiém dang 16ng (PFS, Ampoules & Vial) va thuéc déng kho pha tiém. 231/05 2 I Licensing Authority,
Distt. Solan, Himachal * Thudc udng dang géi chira khang sinh nhém Cephalosporins (Vol.XII) <o'r <O'r Himachal Pradesh. India
Pradesh, 173205, India b s !
(o] —
1939 [Venus Remedies  [Hill Top Industrial Estate, * ThuGc bét pha tiém WHO-GMP [HFW-H State Drugs Controller, 22
Limited Jharmajri, EPIP Phase-| [Drugs] b S |Controlling-cum-
(E."m‘)' Bham'" Kalan, Baddi, 231/05 8] 9'. Licensing Authority,
Distt. Solan, Himachal (Vol.XII) 3 S |Himachal Pradesh, India
Pradesh, 173205, India 8’ 8‘
IN-079 » BDA Healthcare Pvt Ltd » Plot No B-123 near ITI MIDC Parseoni Nagpur 441105 Maharashtra State, India
389 BDA Healthcare Plot No B-123 near ITI MIDC |* Thudc khéng vé trung: Vién nang, thudc bot udng, vién nén WHO-GMP [NEW-WHO- FDA Maharashtra State, 8
Pvt Ltd Parseoni Nagpur 441105 GMP/CERT/ © Q |[India
Maharashtra State, India ND/69229/2| & &
018/11/233 | 3 | I
68 Q a
IN-081 » Dr. Reddy's Laboratories Ltd. » Survey No. 47, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Telangana, India
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487 Dr. Reddy‘s Biologics, * San pham: Darbepoetin alfa (r-DNA) — Bulk; Cresp 25 (Darbepoetin alfa (r-DNA Origin) 25 mcg); Cresp 40 (Darbepoetin alfa (r-DNA Origin) 40 mcg); Cresp 25 (Darbepoetin alfa (r-DNA Origin) 25 WHO-GMP |L.Dis.No.149 Drugs Control 9
. Survey. No. 47, Bachupall mcg); Cresp 40 (Darbepoetin alfa (r-DNA Origin) 40 mcg); Cresp 100 (Darbepoetin alfa (r-DNA Origin) 100 mcg); Cresp 200 (Darbepoetin alfa (r-DNA Origin) 200 mcg); Cresp 500 (Darbepoetin alfa L .
Laboratories Ltd. \l/l VBY h Iy (M :/lp d yh | (r-DNA Origin) 500 mcg); Cresp 60 (Darbepoetin alfa (r-DNA Origin) 60 mcg); Haemavit 100 (Darbepoetin alfa (r-DNA Origin) 100 mcg); Haemavit 200 (Darbepoetin alfa (r-DNA Origin) 200 mcg); 6/A3/2020 Administration
(v), a_c. L.Jpa y (M), Medcha Haemavit 60 (Darbepoetin alfa (r-DNA Origin) 60-mcg); Redinesp 100 (Darbepoetin alfa (r-DNA Origin) 100 mcg); Redinesp 200 (Darbepoetin alfa (r-DNA Origin) 200 mcg); Redinesp 60 Government of
Malkajgiri (DIST.), Telangana | (parbepoetin alfa (--DNA Origin) 60 mcg); Londarbe 100 (Darbepoetin alfa (--DNA Origin) 100 mcg); Londarbe 60 (Darbepoetin alfa (--DNA Origin) 60 mcg); Londarbe 200 (Darbepoetin alfa (r- Telangana - India
(State), India DNA Origin) 200 mcg); Arbheal 100 (Darbepoetin alfa (r-DNA Origin) 100 mcg); Arbheal 200 (Darbepoetin alfa (r-DNA Origin) 200 mcg); Arbheal 60 (Darbepoetin alfa (r-DNA Origin) 60 mcg); g f‘_‘\"’
(Cach viét khéc: Grafeel (Filgrastim injection) (Each, 1 ml Vial contains: G-CSF 300 mcg); Grafeel (Filgrastim injection) (Each 1 ml Pre-filled syringe contains: G-CSF 300 mcg); Grastim (Filgrastim injection) (G-CSF 8 2
Survey. No. 47, Bachupally 300 mcg); Grastim (Filgrastimiinjection) (G-CSF 300 mcg); Lioplim (Filgrastim injection) (G-CSF 300 mcg); Lioplim (Filgrastim injection) (G-CSF 300 mcg); Immugrast (Filgrastim injection) (G-CSF b ey
. ' o 300 mcg); Immugrast (Filgrastim injection) (G-CSF 300 mcg); Granomax (Filgrastim injection) (G-CSF 300 mcg); Granomax (Filgrastim injection) (G-CSF 300 mcg); Pegfilgrastim (r-DNA origin) - Q Q
Village, Bachup‘:-xll.y. M'and.al, Bulk; Peg-grafeel (Pegfilgrastim 6mg); Rituximab (r-DNA origin) Bulk (Liquid and Frozen); Reditux (Rituximab (r-DNA origin) 100 mg); Reditux (Rituximab (r-DNA origin) 500 mg); Redditux : D
Medchal Malkajgiri District, | (Rituximab (~-DNA origin) 100 mg); Redditux (Rituximab (r-DNA origin) 500 mg); Reditux-RA (Rituximab (r-DNA origin) 500 mg); Tidecron (Rituximab (r-DNA origin) 100 mg); Tidecron (Rituximab
Telangana, India-500090) (r-DNA origin) 500 mg); Retap (Rituximab (r-DNA origin) 100 mg; Retap (Rituximab (r-DNA origin) 500 mg; Bicount (Rituximab (r-DNA origin) 100 mg; Retap (Rituximab (r-DNA origin) 500 mg
IN-082 » Gufic Lifesciences Private Limited » Survey No. 171, N.H.No.8 Near Grid, Kabilpore, city: Navsari- 396 424, Dist: Navsari, Gujarat State, India
499 Gufic Lifesciences [Survey No. 171,N.H.No.8, * Thu8c tiém truyén thé tich nhé (thubc vo trung): thudc dong khé (thudc san xuat vé trung). WHO-GMP 1807949 Food and Drugs Control 9
Private Limited Near Grid, Kabilpore, city: Administration, Gujarat
Navsari- 396 424, Dist: I - State, India
Navsari, Gujarat State, India. =] =
Cach ghi khac: Survey No. S ':
171, N.H.No.8 Near Grid, 2 g
Kabilpore, 396 424, Navsari, o0 )
Gujarat State, India.
500 |Gufic Lifesciences |Block Survey No. 171, * Thudc v6 trung: EU-GMP |OGYEI/2651 | o ~ |National Institute of 9
Private Limited National Grid, AT & PO + Thu8c san xut v trung: thudc déng kha. 0-6/2019 > S Pharmacy and Nutrition
Kabilpore, Navsari, Gujarat, g g (OGYEI), Hungary
i o o !
396 424, India © =y
- ~N
IN-085 » Panacea Biotec Pharma Ltd. » Village Malpur, Baddi, Distt.: Solan, [H.P] - 173205, India
341 Panacea Biotec Village Malpur, Baddi, Distt.: |Thu8c khéng vé trung: Vién nén; Vién nang; Thudc udng dang ldng; Thudc ma. WHO-GMP |HFW-H Health & Family 8
Pharma Ltd. Solan, [H.P] - 173205, India [Drugs] Q S |Department Himachal
302/05 (Vol- 8] 8. Pradesh Baddi
1) g. 8. - State Drugs Controller
Q 2 |india
1092 Panacea Biotec Village Malpur, Baddi, Distt.: |Thu8c khéng vé trung: Vién nén; Vién nang; Thudc uéng dang ldng; Thudc ma. WHO-GMP [HFW-H Health & Family 13
Pharma Ltd. Solan, [H.P] - 173205, India [Drugs] Department Himachal
Hodc M/S Panacea |(Cdch ghi khac: Malpur, 302/05 I & |Pradesh Baddi
i Di - o o
Biotec Pharma Ltd. |B2ddi, Distt. Solan, H.P. N & |- State Drugs Controller,
173205, India / Malpur, =] N .
X . . i < [India
Baddi, Tehsil-Nalagarh, Dist. ® *
Solan (H.P) - 173205, India)
IN-086 » Troikaa Pharmaceuticals Limited » Sanand - Kadi Road., Thol, City: Thol -382 728, Dist Mehsana Gujarat State, India
405 Troikaa Sanand - Kadi Road., Thol, Thuéc khéng vé trung: Vién nén; Vién nén bao phim; Thudc hit phan liéu; Thudc hit dang long. WHO-GMP (19071486 Food and Drugs Control 8
. . a ~
Pharmaceuticals  |City: Thol -382 728, Dist. b= o |Administration, Gujarat
Ltd. M(lehsar?? GUJlarat State, India "‘\.‘ S State, India
(Cach viét khac: Thol- S S}
382728, Guijarat. - India) 3 b
IN-087 » Troikaa Pharmaceuticals Limited » C-1, Sara Industrial Estate, Selaqui, Dehradun - 248197, Uttarakhand, India
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422 Troikaa C-1, Sara Industrial Estate, * Thu8c khéng vé trung (khdng chira khang sinh nhém Beta Lactam): Vién nén, vién nén bao phim; Vién nang (chira bot & dang 1dng). WHO-GMP|17P/1/58/20 Drugs Licensing & 8
Pharmaceuticals  |Selaqui, Dehradun - 248197, [* Thu8c tiém truyén dang 16ng thé tich nhd khdng chira khang sinh nhém Beta Lactam (Ampoule & Vial). 06 © _|controlling Authority,
Ltd. Uttarakhand, India b= S |Directorate General of
I I
g g Medical Health & Family
A « |Welfare, Uttarakhand,
o =} .
India
1632 |Troikaa C-1, Sara Industrial Estate, * Thudc khong v trung (khong chira khang sinh nhém Beta Lactam): Vién nén, vién nén bao phim; Vién nang (chita bot & dang 16ng). WHO-GMP|17P/1/58/20 Drugs Licensing & 18
Pharmaceuticals  |Selaqui, Dehradun - 248197, [* Thugc.tiém truyén dang 16ng thé tich nhd khdng chira khéng sinh nhém Beta Lactam (Ampoule & Vial). 06 . - Controlling Authority,
Ltd. Uttarakhand, India s S |Directorate General of
g g Medical Health & Family
& < |Welfare, Uttarakhand,
S ~ .
India
IN-088 » Gracure Pharmaceutical'Ltd. » E-1105, RIICO, Industrial Area, Phase-lll, Bhiwadi, Alwar District, Rajasthan, 301019, India
565 Gracure E-1105, RIICO, Industrial * ThuSc khdng vé trung: Vién nang cirng; sird udng; hon dich udng; thudc ban ran; vién nén, vién nén bao phim; bdt pha hdn dich udng. EU-GMP OGYE|/1827 ~ « |National Institute of 9
Pharmaceutical Area, Phase-lll, Bhiwadi, 1-6/2017 § § Pharmacy and Nutrition
Ltd. Alwar District, Rajasthan, ,5' ﬁl (OGYEI), Hungary
301019, India ~ o~
~ 1%
566 Gracure E-1105, RIICO, Industrial * Thudc khdng vé trung khong chita khang sinh nhém Betalactam: Vién nang citng; sird kho (bt pha dung dich udng); thudc udng dang 18ng (siro, hdn dich); [ WHO-GMP |DC/A- M ~ |Licensing Authority & 9
Pharmaceutical Area, Phase-Ill, Bhiwadi, thudc dung ngoai (kem, gel, m&, lotion); vién nén (vién nén tran, vién nén bao). 1/2019/1730 § § Drugs Controller,
Ltd. Alwar. (Rajasthan), India * Thu8c khéng vé trung chita khang sinh nhém betalactam (Cephalosporin va Penicillin): Vién nang cing; sird khé (bot pha dung dich udng); vién nén (vién ‘:.' :' Rajasthan, Jaipur, India
nén tran, vién nén bao). o N
S) )
1809 Gracure E-1105, RIICO, Industrial Area, * Thuc khdng vé trung: Vién nang cirng; sird udng; hon dich udng; thudc béan ran; vién nén, vién nén bao phim, vién nén bao tan trong rudt; bt pha hén EU-GMP |OGYEI/2213 National Institute of 20
Phase-lll, Bhiwadi, Alwar District, : &
i : ' +|dich udng. - iti
Pharmaceutical Rajasthan, 301019, India ich uong 5-6/2021 Pharmacy and Nutrition
Ltd. Cac cach ghi khac: (OGYEI), Hungary
E-1105, Industrial Area, Phase-Ill,
Bhiwadi, Rajasthan 301019, India
hodc: E-1105, Industrial Area, : :';
Phase-Ill, Bhiwadi, (Raj.), India 8 g
hoac: E-1105 RIICO Industrial Area, '\. l}’
Phase IlI, Bhiwadi, Alwar, OI O‘
(Rajasthan), India 8 3
hodc: E-1105, Industrial Area, Phase
111, Bhiwadi, Alwar District,
Rajasthan, 301019, India
IN-091 » Biological E. Limited » Plot No. 1, S.P. Biotechnology Park, Phase-Il, Kolthur Village, Shameerpet Mandal, Hyderabad - 500 078, Medchal-Malkajgiri District, Telangana, India
378 Biological E. Plot No. 1, Biotech Park, * Véc xin Bach hau, USn van, Ho ga (toan té bao), Viém gan B (DNA téi t6 hop) va Hib cong hop (hdp phu): Déng géi don ligu 0.5mL, hai liéu 1mL, ndm lidu WHO-GMP [L. Dis. No. Drugs Control 8
Limited Phase-Il, Kolthur Village, 2.5mL, mui liéu 5mL. 2645/Stores Administration,
Shameerpet Mandal - 500 * Véc xin Viém ndo Nhat Ban bat hoat (cho ngudi) 0.5 mL trong lo 3mL (Vac xin tinh khiét bat hoe_?t hap phu): Dc’)ng‘géi don liéu 0.5mL, hai liéu 1mL. /2019 o ~ |Government of
078, Medchal-Malkajgiri * Ve xin Viém gan B (DNA tdi t6 hgp) (cho tré em): Déng géi don ligu 0.5mL, hai lieu 1mL, ndm ligu 2.5mL, mudi liéu SmL. g o Telangana, India
District, Telangana, India * VAc xin Viém gan B (DNA téi t& hop) (cho ngudi Ién): Déng gbi don lidu 1mL, mui ligu 10mL. E :“ ’
* VAc xin Bach hau va Udn vén (hap phuy, gidm lidu khang nguyén): Déng géi don ligu 0.5mL, mudi ligu SmL. E E
* VAc xin Bach hdu, U8n vén, Ho ga (toan té bao) va Viém gan B (DNA téi t6 hop) (hdp phu): Déng géi don lidu 0.5mL, mudi lidu SmL. N ~N
* VAc xin Bach hdu, Udn vén, Ho ga (toan té bao) (hdp phu): Déng géi mudi lidu SmL.
* Véc xin S&i va Rubella (sdng, gidm doc, dong khd): Déng géi don lidu 0.5mL, ndm lidu 2.5mL, mudi lidu SmL.
IN-094 » Glenmark Pharmaceuticals Ltd (Unit Il) » Village Bhattanwwala, P.O. Rajpura, Nalagarh, Distt, Solan (H.P.), India
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647 Glenmark Village Bhattanwwala, P.O.  |* Thudc khdng vé trung: Thudc udng dang 1dng (HAn dich, si ro); thudc dung ngoai (kem, gel, lotion). WHO-GMP |HFW-H State Drugs Controller, 10
Pharmaceuticals  |Rajpura, Nalagarh, Distt, [Drugs] < 0 |Controlling-cum-
Ltd (Unit 1) Solan (H.P.) India 05/09 Q &  |Licensing Authority,
8 S |Himachal Pradesh, India
- o
S) )
IN-097 » USV Private Limited » H-13, 16, 16A, 17, 18, 19, 20, 21 va E-22, OIDC, Mahatma Gandhi Udyog Nagar, Dabhel, Daman, IN-396210, India
648 USV Private H-13, 16, 16A, 17, 18, 19, 20, |* Thudc v4 trung: EU-GMP |UK GMP o — |Medicines and 10
Limited 21 va E-22, OIDC, Mahatma + Thudc san xudt v trung: dung dich thudc tiém thé tich nhé. 24881 Insp = o |Healthcare Products
Gandhi Udyog Nagar, +Thudc tiét trung cudi: dung dich thudc tiém thé tich nho. GMP 3 : Regulatory Agency
Dabhel, Daman, IN-396210,.|* Thu8c khéng vé trung: vién nang cing; vién nén, vién nén bao phim. 24881/4167 Q inl (MHRA), United
. o - ’
India 2-0006 S | ™ |kingdom
649 USV Private H-13, 16, 16A,17, 18, 19, 20, |* Vién nén, vién nén bao phim; Vién nang cirng; Thudc cém; Thudc tiém vé tring; Bom kim tiém déng san. WHO-GMP |DCD/ D&D/ Medical & Health 10
Limited 21va E-22,0IDC, Mahatma LA/ 2019 - service, Drugs Licensing
hodc M/S. USV Gandhi Udyog Nagar, 2020/826 o o |Authority, UT of Daman
- () o~
Private Limited IDZ*_”‘E" Daman, IN-396210, S | S |&Diu, Daman, INDIA
ndia ) D
- -
Céch ghi khéc: H-13, 16, 16A, ? <
17,18, 19, 20, 21 va E-22, ~ ~
Mahatma Gandhi Udyog
Nagar, Dabhel, Daman, IN-
1871  [USV Private H-13, 16, 16A, 17, 18, 19, 20, |* ThuBc vé triung: EU-GMP |UK GMP Medicines and 21
Limited 21 va E-22, 0IDC, Mahatma +Thu8c san xut v trung: dung dich thudc tiém thé tich nho. 24881 Insp Healthcare Products
hosic M/S. USV Gandhi Udyog Nagar, + Thudc tiét trung cudi: dung dich thudc tiém thé tich nho. GMP ° ~ |Regulatory Agency
Private Limited Dabhel, Daman, IN-396210, |* Thudc khéng vé trung: vién nang clng; vién nén, vién nén bao phim. 24881/4167 g = (MHRA), United
H () o~ ’
India =~ 2-0007 S| & [kingdom
Cach ghi khac: H-13, 16, 16A, ,O\' :'-,
17, 18, 19, 20, 21 va E-22, N S
Mahatma Gandhi Udyog
Nagar, Dabhel, Daman, IN-
IN-098 » Zim Laboratories Limited » B-21/22, MIDC area, Kalmeshwar, Nagpur 441501 Maharashtra state, India
650 Zim Laboratories  |B-21/22, MIDC area, * Dai phim phén tén trong miéng. WHO-GMP [NEW-WHO- Food & Drug 10
Limited Kalmeshwar, Nagpur 441501 GMP/CERT/ © < |Administration, M.S.
Maharashtra state, India ND/74728/2 gl 8. Bandra (E), Mumbai,
018/11/243 8 8 Maharashtra state, India
o o~
41 o o
1278 |zZim Laboratories |B-21/22, MIDC area, * Thu8c khdng vé trung: Vién nang cirng (bao gdm ca vién nang clrng chira pellets); thudc c6m; thudc bét; pellet; vién nén; vién nén bao. WHO-GMP |NEW-WHO- Food & Drug 15
Limited Kalmeshwar, Nagpur 441501 [* Thu8c chita khang sinh nhém Cephalosporin: Vién nang; thudc bdt; vién nén, vién nén bao. GMP/CERT/ a QN |Administration, M.S.
Maharashtra state (hodc ND/82761/2| & | & |Bandra (E), Mumbai,
Nagpur, Maharashtra state, 019/11/280 | & & |Maharashtra state, India
441501), India ) h
44 — —
1279 Zim Laboratories B-21/22, MIDC area, * Thu8c khéng vé trung: Vién nang cirng; Dai phim phan tén trong miéng; thudc bot pha hén dich udng (ban thanh pham, thanh pham); vién nén, vién nén EU-GMP [FT065/MH/0 National Authority of 15
Limited Kalmeshwar, Nagpur 441501 [bao phim; pellet (sdn pham trung gian). 02/2018 Medicines and Health
Maharashtra state (hoac * Dong goi: ] |Products (INFARMED)
Nagpur, Maharashtra state, +Déng gbi so cdp: Vién nang clng; Dai phim phan tan trong miéng; thudc bot pha hdn dich udng (thanh pham); vién nén (bao gdm vién nén bao phim). IS < Portugal
441501), India +Déng goi thir cap. 5 g‘
* Kiém tra chat lugng: 8' ;';
+ Visinh: Khéng vo trung.
+Hoa hoc/Vat ly.
IN-099 » Steril-Gene Life Sciences (P) Ltd. (hodc Limited) » No. 45, Mangalam Main road, Mangalam village, Villianur commune, Puducherry, 605 110, India
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517 Steril-Gene Life No. 45, Mangalam Main * Thu8c vo trung: WHO-GMP |DDC/U- N ~ |Department of Drugs 9
Sciences (P) Ltd. road, Mangalam village, + Thu8c san xudt vd trung: dung dich thé tich nhd; thuc déng khé. 11/WHO- S S |control Puducherry
. . I I , f
Villianur commune, + Thu@c tiét trung cudi: dung dich thé tich nho. GMP/2019- oy S |india
Puducherry, 605 110, India  |* Thu8c khéng vé trung: vién nén;vién nén bao phim (bao gém ca thudc chira hormon); vién nang cirng (bao gém ca thudc chira hormon); vién nang mém 20/07 E g
(chtra hormon). «™ @
780  [Steril-Gene Life  |No. 45, Mangalam Main * Thugc vé tring: EU-GMP |OGYEI/6343 National Institute of 11
Sciences (P) Ltd. road, Mangalam village, + Thudc san xust vd trung: dung dich thé tich nhd; thuSc déng khé. -6/2018 Pharmacy and Nutrition
(hoic Limited) Villianur commune, + Thudc tiét trung cudi: dung dich thé tich nho. © ~ |(OGYEI), Hungary
) Puducherry, 605 110, India =] o
(* cach viét khac: No. 45, g m
Mangalam Main road, 2 :
Villianur commune, — 3]
Puducherry, 605 110, India)
781 Steril-Gene Life No. 45, Mangalam Main * Thu8c khéng vé trung: vién nén, vién nén bao phim (bao gém ca thudc chira hormon); vién nang mém (chira hormon). EU-GMP OGYEI/SZOl National Institute of 11
Sciences (P) Ltd.  |road, Mangalam village, 0-11/2018 Pharmacy and Nutrition
(ho&c Limited) Villianur commune, o «~ |(OGYEI), Hungary
Puducherry, 605 110, India 8 8
(* cach viét khac: No. 45, N o
o )
Mangalam Main road, Q g
[22]
Villianur commune, o —
Puducherry, 605 110, India)
IN-100 » Emcure Pharmaceuticals Limited » Lane No.03, Phase I, SIDCO Industrial Complex, Bari Brahmana, Jammu (J&K) -181133, India
782 Emcure Lane No.03, Phase II, SIDCO  |Vién nén, vién nén bao phim; vién nang crng, thudc udng dang 1dng (dung dich, hdn dich). WHO-GMP | DFO/Drugs/ Office of the Controller, 11
Pharmaceuticals  |Industrial Complex, Bari 698/8250 Q N  |Drugs & Food Control
Limited,, Brahmana, J'amm“ (J&K) - 8] qu’ Organization, Patoli,
181133, India 3 8 |Mangotarian, Janipur,
8 8 [Jammu, India
IN-102 » Kopran Limited » Village Savroli, Khalapur, Raigad, Maharashtra, IN-410202, India
965 Kopran Limited Village Savroli, Tal. Khalapur, [* Thudc khéng vo tring chira khang sinh nhém Penicillin: Vién nang cing; Vién nén, vién nén bao phim; Bt pha hon dich/siro. WHO-GMP |NEW-WHO- Office of the 12
Raigad, 410202, * ThuBc khdng vé trung khéng chira khang sinh nhdm Betalactam: Vién nang cing; Vién nén, vién nén bao phim. GMP/CERT/ a N Commissioner, Food &
Maharashtra State, India KD/87607/2 | & &  |Drugs Organization,
019/11/299 :Ic' 9‘ Patoli, Mangotarian,
31 by = |Janipur, Jammu, India
IN-103  » Sparsh Bio-Tech Pvt. Ltd., » Plot No. 1, survey No. 242/243/244, Lakhabavad, 361 006, Dist: Jamnagar, Gujarat State, India
1280 Sparsh Bio-Tech Plot No. 1, Survey No. Thuéc khéng vé trung chira khang sinh nhém Penicillin: Vién nén, vién nang, Siro kho. WHO-GMP |1806863 Food & Drug Control 15
0 —
Pvt. Ltd. 242/243/244, Lakhabavad, b= o |Administration,
Cilty: Lakhabavad - ?61 006, E E Gandhinagar, Gujrarat
Dist: Jamnagar, Gujarat E ?‘r State, India
State, India o =)
IN-104 » Sun Pharmaceutical Industries Ltd » Survey No. 214, Plot No. 20, Govt.Ind.Area, Phase Il, Piparia, Silvassa-396230, U.T. of Dadra & Nagar Haveli, India
546 Sun Survey No. 214, Plot No. 20, [* Thu8c khéng vé trung: Vién nén (vién nén bao, vién nén khong bao); Vién nang. WHO-GMP |DMHS/ADC/ o ~ Drugs Controller & 9
Pharmaceutical Govt.Ind.Area, Phase I, DNH/WHO- | & S |Licensing Authority
Industries Ltd Piparia, Silvassa-396230, U.T. GMP/2015/ | & 2 |Dadra & Nagar Haveli,
of Dadra & Nagar Haveli, 211/8899 2 | S |silvassa, India
India =] ~
IN-105 » Macleods Pharmaceuticals Limited » Phase-ll, Plot No. 25-27, Survey No. 366, Premier Industrial Estate, Kachigam, Daman-396210, India
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783 M/s Macleods Phase-Il, Plot No. 25-27, Vién nén; vién nang ; thudc c8m; pellet, vién nén bao phim. WHO-GMP |DCD/D&D/L a ~ |Administration of 11
Pharmaceuticals ~ |Survey No. 366, Premier A/2019- § § Daman & DIU (UT), India
Limited Industrial Estate, Kachigam, 2020/11325 & N
Daman-396210, India o -
- -
784 M/s Macleods Unitll, Plot No. 12, 15, 21, Thudc khéng vé trung: vién nang clrng; vién nén; vién nén bao phim. EU-GMP |UK GMP Medicines and 11
o ~
Pharmaceuticals |23, 24, 25, 26, 27, 28 and 30, 31303 Insp IS &  |Healthcare Products
Limited Survey 'NO‘ 366, Preml.er GMP : 2 Regulatory Agency
:::n‘ft”;'gzszti;erl KZFh'ga'"' 31303/3537 | § | T |(MHRA), United
an »nae 18-0005 S | 7 |kingdom
IN-106 » Mylan Laboratories Limited » Plot No H12 & H13, MIDC, Waluj, Aurangabad 431136 Maharashtra State, India
651 Mylan Plot No H12 & H13, MIDC; * Thudc khong vé trung: Vién nang cing; vién nén, vién nén bao. WHO-GMP |NEW-WHO- Food & Drug 10
Laboratories Waluj, Aurangabad 431136 GMP/CERT/ Administration, M,S
Limited Maharashtra State, India AD/72573/2 g 5 Bandra (E) Mumbai
¥ 4 ) 2. . )
(* Cach ghi khdc: Plot No H 018/11/262 | & | & [Maharashtra state, india
12 & H-13 MIDC, Waluj 57 ] a
Industrial Estate, § :'
Aurangabad, IN-431136,
India)
966 Mylan Plot No H12 & H13 MIDC, * Thudc khéng vé truing: Vién nang cl*ng; vién nén, vién nén bao. EU-GMP (18368 Health Products 12
Laboratories Waluj industrial estate, * Péng goi so cap: Vién nang clng; vién nén. ~ o Regulatory Authority
Limited Aurangabad, IN-431 136, * Bc’ing goi thf cap. a S (HPRA), Ireland
India * Kiém tra chat lugng: Vi sinh (khong vo trung); Hoa hoc/Vat ly. : E
(* Céch ghi khac: Plot No H12 sl i
& H13, MIDC, Waluj, N S
Aurangabad 431136
1093 Mylan Plc;trlr\lror Hrlzr& H13 IVVIIVD&; * Thudc khong vé trung: Vién nang cirng; vién nén, vién nén bao phim. EU-GMP (26168 Health Products 13
Laboratories Waluj industrial estate, * Dong goi so cdp: Vién nang cing; vién nén, vién nén bao phim. o ~ |Regulatory Authority
Limited Aurangabad, IN-431 136, * Dc’ing goi thEr cap. 5 S (HPRA), Ireland
India * Kiém tra chat lwgng: Vi sinh (khdng vé trung); Héa hoc/Vat Iy. z E
(* Cach ghi khac: Plot No H12 Q i\
& H13, MIDC, Waluj, N By
Aurangabad 431136
2020 Mylan Plc;trlr\lor Hrlzr& Hlé, MIDC, * Thu8c khéng vé trung: Vién nang cing; vién nén, vién nén bao. WHO-GMP |NEW-WHO- Food & Drug 23
Laboratories Waluj, Aurangabad 431136 GMP/CERT/ Administration, M,S
Limited Maharashtra State, India AD/106169/ | N 2 |Bandra (E) Mumbai
* 4 i 4c. N o o
(* Céch ghi khac: Plot No H 2022/11/38 | & | & |Maharashtra State, India
12 & H-13 MIDC, Waluj 759 8 8
Industrial Estate, ﬁl :'
Aurangabad, IN-431136,
India)
IN-107 » Mylan Laboratories Limited » F-4, F-12 M.I.D.C., Malegaon, Sinnar, IN-422113, India
652 Mylan F-4, F-12 M.I.D.C., Malegaon, |* Thu8c khang vé trung: Vién nang cing; vién nén, vién nén bao phim. WHO-GMP |NEW-WHO- Food & Drug 10
Laboratories Sinnar, IN-422113, India GMP/CERT/ | ® < |Administration,
Limited (* Cach ghikhac: -4 & F-12, NKD/67644/| & & |Maharashtra State, India
MIDC, Malegaon, Tal. Sinnar, 2018/11/23 9 ©
Nashik 422113, Maharashtra 789 N &
- —
State, India)
653 Mylan F-4, F-12 M.I.D.C., Malegaon, |* Thudc khéng vé trung: Vién nang cing; vién nén, vién nén bao phim. EU-GMP [HPRA25287/ Health Products 10
Laboratories Sinnar, IN-422113, India INS-GMP- ] Q  |Regulatory Authority
Limited (* Céch ghi khac: F-4 & F-12, 2017-097 S & |(HPRA), Ireland
MIDC, Malegaon, Tal. Sinnar, g N
Nashik 422113, Maharashtra 8‘ ;';
State, India)
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2021 Mylan F-4, F-12 M.I.D.C., Malegaon, |* Thu8c khang vé trung: Vién nang cing; vién nén, vién nén bao phim. WHO-GMP |NEW-WHO- Food & Drug 23
Laboratories Sinnar, IN-422113, India GMP/CERT/ b % |Administration,
Limited (* Cach ghi khac: F-4 & F-12, NKD/103230 & & |Maharashtra State, India
MIDC, Malegaon, Tal. Sinnar, /2021/11/36 B' B'
Nashik 422113, Maharashtra 529 o &
State, India) e °
IN-108 » Oxalis Labs » Village- Theda, P.O. Lodhimajra, Teshil Baddi District Solan, Himachal Pradesh, India
785 Oxalis Labs Village- Theda, P.O. Thudc khdng vo trung: thudc dang hit phan liéu, thudc dung ngoai (dung dich, kem, gel); vién nén; vién nang mém; thudc cém dang géi (sachet), thudc bt WHO-GMP |HFW- o ~ [|Licensing Authority cum 11
Lodhimajra, Teshil Baddi dang géi'(sachet) H[DRUGS] § § Drug Controller of
Distt. Solan (HP) INDIA - 665/12 I & [Himachal Pradesh, India
174101 'O\. E
S )
IN-109 » Indchemie Health Specialities Pvt. Ltd » Vill. Thana, Baddi, Distt. Solan (H.P), India
654 M/s Indchemie Vill. Thana, Baddi, Distt. * Vién nén, vién nang, bot pha siro (dry syrup) chira penicillin. WHO-GMP |HFW-H Health & Family Welfare | 10
Health Specialities [Solan:(H:P), India * ThuGc ubng dang 1ong [Drugs] 2 < |Department Himachi
Pvt. Ltd * Thuc diing ngoai (kem, m3) 104/05 & & |Pradest, Distt. Solan -
*Vién nén, bot pha siro (dry syrup) chita cephalosporine 8' g India (State Drugs
Q S |cController)
2159 M/s Indchemie Vill. Thana, Baddi, Distt. * Thudc chira penicillin: Vién nén, vién nén bao phim; vién nang; bot pha siro, bot pha hdn dich (dry syrup). WHO-GMP |HFW-H Health & Family Welfare 25
Health Specialities [Solan (H.P), India * Thudc udng dang long [Drugs] by < |Department Himachi
Pvt. Ltd * Thudc dung ngoai (kem, m3) 104/05 5 S |Pradest, Distt. Solan -
* Thudc chira cephalosporin: Vién nén, vién nén bao phim; bét pha siro (dry syrup). va' 18' India (State Drugs
& & |controller)
IN-110 » Centurion Remedies Pvt. Ltd. » Plot No: G/5 & G/6, B.l.D.C Gorwa., Vadodara - 390016, Gujarat State, India
1497 Centurion Plot No: G/5 & G/6, B.I.D.C  |Thu8c khéng v6 trung: Vién nén (bao va khéng bao); vién nang cirng, thudc bét uéng. WHO-GMP 19011155 N ~ |Food& Drug Control 17
Remedies Pvt. Ltd. |Gorwa., Vadodara -390016, § § Administration, Gujarat
Gujarat State, India. N & |state, India
o =) ’
~ )
) )
IN-111  » Cipla Ltd. » PLOT NO. A-42, M.1.D.C., PATALGANGA, RAIGAD 410220 MAHARASHTRA STATE, INDIA
655 Cipla Ltd. Unit I, PLOT NO. A-42, * Thu8c khéng vé trung: Vién nén, vién nén bao phim. WHO-GMP |NEW-WHO- Food & Drug 10
M.I.D.C., PATALGANGA, GMP/CERT/ Q & |Administration,
RAIGAD 410220 kD/83192/2| & | & |MaharashtraState, India
MAHARASHTRA STATE, INDIA 019/11/296 8 8
28 8 S
656 Cipla Limited Unit [UNIT I, PLOT NO A-42, * Thu8c khéng vé trung: Vién nén; vién nén bao phim. EU-GMP |UK GMP o ~ Medicines and 10
1 & Unit Il MIDC, PATALGANGA, * Pong goi thi cap. 14694 Insp = o |Healthcare Products
DISTRICT RAIGAD, * Kiém tra chat lugng. GMP E : Regulatory Agency
m“;‘l‘(‘)RZA;OHT’:s;A 14694/4416 | I < |(MHRA), United
- o ™
' 87-0005 Kingdom
IN-112  » Biodeal Pharmaceuticals PVT LTD » Vill. Sainimajra, Nalagarh - Ropar Road, Nalagarh, Distt. Solan (H.p.), 174101 India
786 Biodeal Vill. Sainimajra, Nalagarh - * Vién nén, vién nang clrng, thudc dung ngoai (kem, gel, m&, thudc bdt, thudc nhé tai, thudc xit mdii, thudc nhé mii) WHO-GMP |HFW-H 0 « |Health & Family Welfare [ 11
Pharmaceuticals |Ropar Road, Nalagarh, Distt. [Drugs] § § Department Himachal
PVT LTD Solan (H.p.), 174101 India 327/06 Vol- | & & |Pradesh, India
n ) S,
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2071 Biodeal Vill. Sainimajra, Nalagarh - * Vién nén, vién nang clrng, thudc dung ngoai (kem, gel, m&, thudc bdt, thudc nhé tai, thudc xit mdii, thudc nhé mii) WHO-GMP |HFW-H - < |Health & Family Welfare | 24
Pharmaceuticals |Ropar Road, Nalagarh, Distt. [Drugs] § § Department Himachal
PVT LTD Solan (H.p.), 174101 India 327/06 o & |Pradesh, India
< o
o o
IN-113 » MSN Laboratories Private Limited » Formulations Division, Plot'No 42, Anrich Industrial Estate, Bollaram, Sangareddy District - 502 325, Telangana, India
787 MSN Laboratories |Formulations Division, Plot * San pham: ACECLOFENAC 100 mg and PARACETAMOL 500 mg TABLETS; GLIMEPIRIDE 2 mg and METFORMIN HYDROCHLORIDE 500 mg EXTENDED RELEASE |WHO-GMP |L.Dis.No.312 Drugs Control 11
Private Limited No 42, Anrich Industrial TABLETS; GUIMEPIRIDE 1 mg and METFORMIN HYDROCHLORIDE 500 mg EXTENDED RELEASE TABLETS; Levofloxacin Tablets 250mg, 500mg, 750 mg; 1/Stores/20 Administration,
Estate, Bollaram, Sangareddy [Levofloxacin Tablets USP 250mg, 500mg, 750 mg; METFORMIN HYDROCHLORIDE EXTENDED RELEASE TABLETS USP 500 mg, 1000 mg; MONTELUKAST 19 Government of
District - 502 325, Telangana, | CHEWABLE TABLETS 4 mg, 5 mg ; MONTELUKAST TABLETS 5 mg, 10 mg; MONTELUKAST SODIUM 10 mg AND LEVOCETIRIZINE DIHYDROCHLORIDE 5 mg Telangana, India
India TABLETS; MOXIFLOXACIN TABLETS 400 mg; NEBIVOLOL TABLETS 2.5 mg, 5 mg, 10 mg, 20 mg; OLMESARTAN MEDOXOMIL TABLETS 5 mg, 10 mg, 20 mg, 40 !
(* Céch ghi cii: Formulations: |mg; ROSUVASTATIN TABLETS 5 mg, 10 mg, 20 mg, 40 mg; ROSUVASTATIN 10 mg AND FENOFIBRATE 160 mg TABLETS; TELMISARTAN TABLETS USP 20 mg, 40 2 9
Division, Plot No 42, Anrich mg, 80 mg; TELMISARTAN 40 mg AND HYDROCHLORDETHIAZIDE 12.5 mg TABLETS USP; TOLVAPTAN TABLETS 15 mg, 30 mg; APREPITANT CAPSULES 80 mg, 8' 2'
Industrial Estate, Bollaram, 125 mg; BOSENTAN TABLETS 125 mg; CLOPIDOGREL TABLETS USP 75 mg, EPLERENONE TABLETS 25mg, 50 mg; MONTELUKAST SODIUM CHEWABLE TABLETS By 3
Medak District - 502 325, USP 4 mg, 5 mg; MONTELUKAST TABLETS USP 4 mg, 5 mg, 10 mg; OLMESARTAN MEDOXOMIL TABLETS USP 5 mg, 10 mg, 20 mg, 40 mg; RANOLAZONE x x
Telangana, India) EXTENDED RELEASE TABLETS 375 mg, 500 mg, 750 mg, 1000 mg; ROSUVASTATIN TABLETS USP 5 mg, 10 mg, 20 mg, 40 mg; TELMISARTAN 80 mg AND
HYDROCHLORDETHIAZIDE 25 mg TABLET; DEXLANSOPRAZOLE MR CAPSULES 30 mg, 60 mg; RABEPRAZOLE SODIUM EC 20 mg AND DOMPERIDONE SR 30mg
CAPSULES; TADALAFIL TABLETS USP 10 mg; LACOSAMIDE TABLETS 50 mg, 100 mg, 150 mg, 200 mg; Montelukast Sodium Tablets 5mg, 10 mg; Voriconazole
Tablets 50 mg, Voriconazole Tablets 200 mg; PREGABALIN CAPSULES 25 mg, 50 mg; Voriconazole for Injection 200 mg/vial; Palonosetron Hydrochloride
Injection 0.25 mg/5ml.
967 MSN Laboratories |Formulations Division, Plot Atorvastatin tablets 10 mg, 20 mg, 40 mg; Atorvastatin Tablets 10 mg and Fenofibrate 160 mg Tablets; Almotriptan Tablets 6.25 mg, 12.5 mg; Ambrisentan Tablets 5 mg, 10 mg; Aceclofenac WHO-GMP |L. Dis. No. Drugs Control 12
. L No 42, Anrich Industrial Tablets 100 mg; Aceclofenac Tablets 100 mg and Paracetamol 500 mg Tablets; Azithromycin Tablets USP 250 mg, 500 mg; Clopidogrel USP 75 mg; Clopidogrel Tablets 75 mg; Clopidogrel Tablets L .
Private Limited E Boll s dd USP 75 mg, 500 mg; Dapoxetine Tablets 30 mg, 60 mg; Eplerenone Tablets 25 mg, 50 mg; Febuxostat Tablets 40 mg, 80 mg; Glimepiride Tablets USP 1 mg, 2 mg; Glimepiride 1 mg and 1111/St0res Admlnlstratlon,
s_tat_e‘ oflaram, Sangareday |y;oiormin Hydrochloride 500 mg Extended Release Tablets; Glimepiride 2 mg and Metformin Hydrochloride 500 mg Extended Release Tablets; Levofloxacin Tablets 250 mg, 500 mg, 750 mg; /2019 Government of
District - 502 325, Telangana, |Levofloxacin Tablets USP 750 mg; Lacosamide Tablets 50 mg, 100 mg, 150 mg, 200 mg; Montelukast Tablets 10 mg; Montelukast 10 mg and Levocetirizine Dihydrochloride 5 mg Tablets; Telangana, India
India Montelukast Chewable Tablets 4 mg, 5mg; Montelukast Sodium Chewable Tablets 4 mg, 5 mg; Montelukast Sodium Tablets 10 mg; Moxifloxacin Tablets 400 mg; Moxifloxacin Hydrochloride 3 m
(* Cach ghi cii: Formulations [Tablets 400 mg; Nebivolol Tablets 2.5 mg, 5 mg, 10 mg, 20 mg; Olmesartan Medoxomil Tablets 5 mg, 10 mg, 20 mg, 40 mg; Pregabalin Capsules 25 mg, 50 mg, 75mg, 150 mg, 300 mg; Pregabalin 8 8
Division, Plot No 42, Anrich 75 mg, 150 mg; Prasugrel Tablets 5 mg, 10 mg; Rosuvastatin Cavlcium.'l'ablels 5 mg, 40 mg; Rosuvastatin.ca\dum 10 mg, 20 mg; Rosuvastatin Ta.blets 5 mg, 10 mg, 20 mg, 4.0 mg; Ranolazine ~ ~
. Extended Release Tablets 375 mg, 500 mg, 750 mg, 1000 mg; Silodosin Capsules 4 mg, 8 mg; S-Amlodipine Besylate Tablets 2.5 mg, 5 mg; Telmisartan and Hydrochlothiazide Tablets; Q Q
Industnal. Estate, Bollaram, |/ icartan UsP 20 mg, 40 mg, 80me; Telmisartan Tablets USP 20 mg, 40 mg, 80 m; Telmisartan 40 mg and Hydrochlorothiazide 12.5 mg USP; Telmisartan 80 mg and Hydrochlorothiazide 25 IS 53
Medak District - 502 325, mg Tablets; Telmisartan and Hydrochlorothiazide tablets; Telmisartan and Hydrochlorothiazide tablets USP 80mg/12.5mg; Telmisartan 80 mg and Hydrochlorothiazide 12.5 mg Tablets USP;
Telangana, India) Telmisartan Tablets 20 mg, 40mg, 80 mg; Telmisartan 40 mg and Hydrochlorothiazide 12.5 mg Tablets USP; Telmisartan 80 mg and Hydrochlorothiazide 25 mg Tablets USP; Sildenafil Tablets 20
mg; Tadalafil Tablets USP 20 mg.
IN-114  » Denis Chem Lab Limited » Block 457, Village - Chhatral, Tal-kalol, Dist, Gandhinagar - 382 729 Gujarat State, India
1195 [Denis Chem Lab Block 457, Village - Chhatral, [* Thu8c vé trung tiét tring cudi: dung dich thé tich I&n; dung dich vé trung rira vét thuong; WHO-GMP|19101663 @ ~ |Food and Drug control 14
Limited Tal-kalol, Dist, Gandhinagar - 3 S |Administration, Gujarat
. ) N N
382 729 Gujarat State, India =) o |[state, India
— — ’
N -
~ ~
IN-116 » Cadila Pharmaceuticals Limited » Plot No. 1389 Trasad road, Dholka, Ahmedabad, IN 382225, India
788 Cadila Plot No. 1389 Trasad road,  |* Vién nén, vién nang, thudc udng dang ldng Indian- [19111701 Co quan quan ly dugc 11
Pharmaceuticals |Dholka, City: Dholka - * Thuc tiém thé tich nhd: Thudc tiém dang 16ng, thudc nhé mét - lo, 8ng (vials & ampoule) GMP An D& (FDA
Limited 382225, dist. Ahmedabad, * Thu8c tiém déng khé: lo (vials) @ I Gandhinagar, Gujarat
Gujarat state, India (cach ghi [* Thudc chira betalactam: Vién nén, vién nang, thudc bét pha siro (dry syrup); thuéc bdt pha tiém thé tich nho I I state, India)
dia chi khéc: Plot No. 1389 * Thu8c chira cephalosporin: Vién nén, vién nang, thudc bot pha siro; thudc bot pha tiém thé tich nhé. :’ b !
Trasad road, Dholka, :5 DI
Ahmedabad, IN 382225,
India)
789 Cadila Plot No. 1389 Trasad road, ~ [* Thu8c khdng vé trung: vién nang citng, vién nén, vién nén bao phim (khéng bao gém beta-lactam, cephalosporins, rifampicin, insulin) EU-GMP [UK GMP Medicines and 11
Pharmaceuticals |Pholka, Ahmedabad, IN 20872 Insp Healthcare Products
Limited 382225, India (cach ghi khac: GMP 3 Q' [Regulatory Agency
Plot No. 1389 T d d, Q Q :
D: |k° g D':alss roa 20872/1401 | & |(MHRA), United
ota, Ly: Bhotka 3-0007 S | = [kingdom
382225, dist. Ahmedabad, = N
Guijarat state, India)
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IN-117 » Glenmark Pharmaceuticals Limited » Plot No. E-37, 39, D-road, MIDC, Satpur, Nashik 422007, Maharashtra state, India
657 Glenmark Plot No. E-37, 39, D-road, * Thu8c khéng vé trung: Vién nang cirng; thudc dung ngoai (thudc bét; thuSc m& kem; lotion; gel; thudc nho tai; thudc nhd miii; thudc dang xit); thudc uéng [ WHO-GMP [NEW-WHO- Food & Drug 10
Pharmaceuticals  |MIDC, Satpur, Nashik dang 16ng; vién nén; vién nén bao phim: GMP/CERT/ < 0 |Administration, M.S.
Limited 422007, Maharashtra state, NkD/90224/| & | & |Bandra(E), Mumbai,
India 2020/11/31 élr EF Maharashtra state, India
612 a S
IN-118 » Cadila Healthcare Limited » Kundaim Industrial Estate, Plot No. 203-213. Kundaim, Goa - 403115, India
968 |[Cadila Healthcare ([Kundaim Industrial Estate, |- Vién.nén, vién nén bao, vién nang. WHO-GMP |No.357/MF o - |Food & Drug Admn., 12
Limited Plot No. 203-213. Kundaim, ,-|-'Vién nén, vién nén bao (ddc t& bao). G/DFDA/WH by 8 Bambolim-Goa, India
Goa - 403115, India 0- 3 g
o —
GMP/2019/ | 3 | 3
o o0
57
1094 Cadila Healthcare |Kundaim:Industrial Estate, * Thudc khong vé trung: vién nang cirng; vién nén; vién nén bao. EU-GMP |OGYEI/5266 o ~ [|National Institute of 13
- ‘ i o~ L.
Limited PlotNo. 203 to 213. * Déng goi: 4-6/2018 < <  |Pharmacy and Nutrition
Kundaim village, Goa, 403 +Déng gdi so cap: vién nang clrng; vién nén; vién nén bao. » ~ (OGYEI), Hungary
115, India +Doéng goi thir cap. 3 :
* Kiém tra chat lugng. A M
1872 Cadila Healthcare |Kundaim Industrial Estate, Vién nén (vién nén, vién nén bao phim, vién nén bao tan trong rudt), vién nang ctng, thudc cém. WHO-GMP |No.357/MF - < |Food & Drug Admn., 21
- : o [N . .
Limited Plot No. 203-213. Kundaim, G/CERT/DFD 3 S  [Bambolim-Goa, India
Goa - 403115, India ! !
A/2021/218 g' g
4 ~ =)
~ ~
IN-119 » Getwell Pharmaceuticals » 474, Udyog Vihar, Phase - V, Gurugram, Haryana, India
969 Getwell 474, Udyog Vihar, Phase - V, |Thudc gay doc t€ bao diéu trj ung thu: ThuSc bot déng kho. WHO-GMP [No.4/82- State Drugs Controller- 12
Pharmaceuticals ~|Gurugram, Haryana, India 1drug-I- ° ~ |cum-Controlling &
2020/200 g S |Licensing Authority,
~ N
- < |Food and Drugs
s & |Administration,
o o .
Haryana, India
IN-120 » Dr. Reddy's Laboratories Limited, FTO-VII » Plot No. P1 to P9, Phase-lll, VSEZ, Duvvada, Visakhapatnam District 530046, Andhra Pradesh, India
790  |Dr.Reddy's Formulation Unit-VII, Plot |*San pham: WHO-GMP |L.Dis.No. Drugs Control 11
. Nos P1 to P9, Phase-Ill, VSEZ, Abiratred (Abiraterone acetate 250mg); Abiraterone acetate tablets 250mg (Abiraterone acetate 250mg); Redabi (Abiraterone acetate 250mg); Teronred (Abiraterone acetate 250mg); Abiratred
L? bf)l’atOI'IES D da. Visakh ¢ (Abiraterone acetate USP 250mg); Arbitus (Abiraterone acetate IP 250mg); Abiraterone acetate tablets USP 250mg (Abiraterone acetate USP 250mg); Redabi (Abiraterone acetate USP 250mg); 4341/P&B/2 Department’
lelted, _uvv_a a, Visakhapatnam Teronred (Abiraterone acetate USP 250mg); Azacytin (Azacitidine 100mg); Azacytin (Azacitidine IP 100mg); Azacitidine for injection IH 100mg/vial (Azacitidine IH 100mg); Winduza (Azacitidine IH 019 Government of Andfra
District - 530046, Andhra 100mg); Zitared (Azacitidine IH 100mg); Avoxred (Azacitidine 100mg); Bendamustine Hydrochloride Injection 180mg/4ml (Bendamustine hydrochloride 180mg); Bortezomib Dr.Reddy's 3,5mg Pradesh, India
Pradesh, India Powder for injectable solution (Bortezomib 3,5mg); Bozib 3.5 (Bortezomib 3.5mg); Bozored 3.5 (Bortezomib 3.5mg); Brecer (Bortezomib 3.5mg); Bortezomib for injection 3.5 mg/vial (Bortezomib
(* Cach ghi khéc: 3.5mg); Myborte (Bortezomib 3.5mg); Myezom 3.5mg (Bortezomib 3.5mg); Myezon 3.5mg (Bortezomib 3.5mg); Myezom 3.5 (Bortezomib IP 3.5mg); Bortezomib Dr.Reddy's 3.5mg Powder for
Formulation Unit VII, Plot solution for injection (Bortezomib 3,5mg); Myborte 3.5mg (Bortezomib 3.5mg); Cabazred 60mg (Cabazitaxel 60mg); Bacazired (Cabazitaxel 60mg); Cabazred (Cabazitaxel 60mg); Cabazitaxel
h ! Injection 60mg/1.5ml (Cabazitaxel 60mg); Cazat (Cabazitaxel 60mg); Capecitabine tablets 150mg (Capecitabine 150mg); Capecitabine tablets USP 150mg (Capecitabine USP 150mg);
No.P1to P?f Phase-lll, VSEZ, |, itabine-DRLA 150mg (Capecitabine Ph.Eur 150mg); Apcibin 150 (Capecitabine USP 150mg); Apcibine 150mg (Capecitabine USP 150meg); Apcibin 150 (Capecitabine Ph.Eur 150mg); ) N
Duvvada, Visakhapatnam Capiibine 150 (Capecitabine Ph.Eur 150mg); Capiibine 150 (Capecitabine USP 150mg); Capecitabine tablets 500mg (Capecitabine 500mg); Capecitabine tablets USP 500mg (Capecitabine USP IS I
District, Andhra Pradesh, 500mg); Kapfuro (Capecitabine USP 500mg); Capecitabine-DRLA 500mg (Capecitabine Ph.Eur 500mg); Kapfuro (Capecitabine USP 150mg); Apcibin 500 (Capecitabine USP 500mg); Apcibine EN ey
India -530046) 500mg (Capecitabine USP 500mg); Apcibine 500 (Capecitabine Ph.Eur 500mg); Capiibine 500 (Capecitabine USP 500mg); Capiibine 500 (Capecitabine Ph.Eur 500mg); Decitabine Dr Reddy's 50 Q Q
(Decitabine 50mg); Detabin 50 (Decitabine 50mg); Decitabine for injection (Decitabine 50mg) 50mg/vial; Redtibin 50 (Decitabine 50mg); Xalibo (Decitabine 50mg); Redtibin (Decitabine 50mg); E :
Docetaxel injection 20mg/ml (Docetaxel anhydrous 20mg); Docetaxel 20mg/1ml concentrate for solution for infusion (Docetaxel anhydrous Ph.Eur 20mg); Docetere RFA (Docetaxel anhydrous IP
20mg); Docetere 20 (Docetaxel USP 20mg); Doxtored 20 (Docetaxel anhydrous Ph.Eur 20mg); Doxtored 20 (Docetaxel USP 20mg); Docetaxel injection USP 20mg/ml (Docetaxel USP 20mg);
Docetaxel injection 80mg/4ml (Docetaxel anhydrous 80mg); Docetaxel 80mg/4ml concentrate for solution for infusion (Docetaxel anhydrous Ph.Eur 80mg); Docetere RFA (Docetaxel anhydrous
1P 80mg); Doxtored 80 (Docetaxel anhydrous Ph.Eur 80mg); Docetere 80 (Docetaxel USP 20mg/ml); Docetaxel Injection USP 80mg/4ml (Docetaxel USP 20mg/ml); Doxtored 80 (Docetaxel USP
20mg/ml); Docetere RFA (Docetaxel anhydrous IP 120mg); Volantis (Everolimus 5mg); Volantis (Everolimus 10mg); Fingolimod capsules 0.5mg (Fingolimod hydrochloride 0.56mg equivalent to
Figolimod 0.5mg) <con tiép>
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791 Dr. Reddy's Formulation Unit-VII, Plot * San pham (tiép theo): WHO-GMP |L.Dis.No. Drugs Control 11

. Gemcitabine for injection 1000mg (Gemcitabine hydrochloride Ph.Eur equivalent to Gemcitabine 1000mg); Redistra (Imatinib Mesilate Ph.Eur equivalent to Imatinib 100mg); Redistra (Imatinib
Laboratories Nos P1to P.9' Phase-Ill, VSEZ, Mesilate equivalenlt to Imatinib 1%((ng]; Redivec (Iymatimb Mesilate Ph.Equr equivalent to Imatinib 100m;;) Redivec (I(matinib Mesilate equiva\en?to Imatinib 100mg); Imatingi)b Mesylate( capsules 4341/P&B/2 Department,
Limited, Duvvada, Visakhapatnam 100mg (Imatinib Mesilate equivalent to Imatinib-100mg); Redivec (Imatinib Mesilate equivalent to Imatinib 400mg); Redivec (Imatinib Mesilate Ph.Eur equivalent to Imatinib 100mg); Imatinib 019 Government of Andfra
District - 530046, Andhra Mesylate capsules 400mg (Imatinib Mesilate equivalent to Imatinib 400mg); Imatinib Mesylate tablets 100mg (Imatinib Mesilate equivalent to Imatinib 100mg); Imatinib Mesylate tablets 400mg Pradesh, India
Pradesh, India (Imatinib Mesilate equivalent to Imatinib 400mg); Irinotecan hydrochloride trihydrate Injection 20mg/ml (Irinotecan hydrochloride trihydrate 20mg); Irnocam 40 (Irinotecan hydrochloride
(* Cach ghi khac: trihydrate 20mg); Irnocam 40 {Irinotecan hydrochloride trihydrate IP 20mg/ml); Irnocam 100 (Irinotecan hydrochloride trihydrate 20mg/ml); Irnocam 100 (Irinotecan hydrochloride trihydrate IP
Formulation Unit VI, Plot 20mg/ml); Lenalidomide capsules 5mg (Lenalidomide 5mg); Lenangio 5 (Lenalidomide 5mg); Lizgram 5 (Lenalidomide 5mg); Lenalidomide capsules 10mg (Lenalidomide 10mg); Lenangio 10
(Lenalidomide 10mg); Lizgram 10 (Lenalidomide 10mg); Lenalidomide capsules 15mg (Lenalidomide 15mg); Lenangio 15 (Lenalidomide 15mg); Lizgram 15 (Lenalidomide 15mg); Linalidomide
No. P1 to P9, Phase-Ill, VSEZ, capsules 025mg-(linalidomide 25mg); Lenangio 25 (lenalidomide 25mg); Lizgram 25 (Lenalidomide 25mg); Melphalan hydrochloride for injection 50mg (Melphalan hydrochloride equivalent to (<2 ~N
Duvvada, Visakhapatnam Melphalan USP,50mg); Melphared 50 (Melp 1 hydrochloride equivalent to Melphalan USP 50mg); Mitotax 30 (Paclitaxel USP 6mg/ml); Mitotax (Paclitaxel IP 6mg/ml); Mitotax 100 (Paclitaxel § §
District, Andhra Pradesh, USP 6mg/ml); Mitotax 100 (Paclitaxel IP 6mg/ml); Mitotax 250 (Paclitaxel IP 6mg/ml): Mitotax 250 (Paclitaxel USP 6mg/ml); Mitotax 300 (Paclitaxel IP 6mg/ml); Mitotax 300 (Paclitaxel USP N ey
India -530046) 6mg/ml); Podoxred 100mg (Pemetrexed Disodium equivalent to Pemetrexed 100mg); Pemetrexed for injection 100mg (Pemetrexed Disodium equivalent to Pemetrexed 100mg); Pemgem 100 3 3
(Pemetrexed Disodium equivalent to Pemetrexed 100mg); Podoxred (Pemetrexed Disodium equivalent to Pemetrexed 100mg); Podoxred 500 (Pemetrexed Disodium equivalent to Pemetrexed ~ ~
500mg); Pemetrexed for injection 500mg (Pemetrexed Disodium equivalent to Pemetrexed 500mg); Pemgem 500 (Pemetrexed Disodium equivalent to Pemetrexed 500mg); Podoxred
(Pemetrexed Disodium equivalent to Pemetrexed 500mg); Sirolimus tablets 1mg (Sirolimus 1mg); Sirolimus tablets 2mg (Sirolimus 2mg); Apecibine 150mg (Capecitabine Ph.Eur 150mg);
Apecibine 500mg (Capecitabine Ph.Eur 500mg); Cabazred 60mg/1.5ml concentrate and solvent for solution for infusion (Cabazitaxel 60mg); Capiibine 500mg (Capecitabine Ph.Eur 500mg);
Doxtored 20mg/1ml (Docetaxel anhydrous USP 20mg); Doxtored 80mg/4ml (Docetaxel anhydrous USP 80mg); Redistra (Imatinib mesylate Ph.Eur equivalent to Imatinib 100mg); Redistra
(Imatinib mesylate Ph.Eur equivalent to Imatinib 400mg); Sirvored 1 (Sirolimus 1mg); Sirvored 2 (Sirolimus 2mg); Sorfired (Sirolimus 1mg); Sorfired (Sirolimus 2mg).
792 Dr. Reddy's Formulation Unit-VII, Plot * San pham: WHO-GMP | L.Dis.No. Drugs Control 11
Laboratories Nos P1 to P9, Phase-lll, VSEZ, | + Bortezomib for injection 1mg / vial (Bortezomib 1mg); Myborte (Bortezomib 1mg); 1291/P&B/2 Department,
Limited, Duvvada, Visakhapatnam + Pomalidomide Capsules 1mg (Pomalidomide 1mg); Pomarza (Pomalidomide 1mg); Xenpoma (Pomalidomide 1mg); Pomarza 1 (Pomalidomide 1mg); 020 Government of Andfra
District - 530046, Andhra Xenpoma 1mg (Pomalidomide 1mg); Pomalidomide Capsules 2mg (Pomalidomide 2mg); Pomarza (Pomalidomide 2mg); Xenpoma (Pomalidomide 2mg); Pradesh, India
Pradesh, India Pomarza 2 (pomalidomide 2mg); Xenpoma 2mg (Pomalidomide 2mg); Pomalidomide Capsules 3mg (Pomalidomide 3mg); Pomarza (Pomalidomide 3mg); IS4 Q
(* Céch ghi khac: Xenpoma (Pomalidomide 3mg); Pomarza 3 (pomalidomide 3mg); Xenpoma 3mg (Pomalidomide 3mg); Pomalidomide Capsules 4mg (Pomalidomide 4mg); 8' 2'
Formulation Unit VII, Plot Pomarza (Pomalidomide 4mg); Xenpoma (Pomalidomide 4mg); Pomarza 4 (Pomalidomide 4mg); Xenpoma 4mg (Pomalidomide 4mg); Yy 9
No. P1 to P9, Phase-lll, VSEZ, + Palbociclib capsules 75mg (Palbociclib 75mg); Palvored (Palbociclib 75mg); Palvored 75 (Palbociclib 75mg); Palbociclib capsules 100mg (Palbociclib 75mg); 2 2
Duvvada, Visakhapatnam Palvored (Palbociclib 100mg); Palvored 100 (Palbociclib 100mg); Palbociclib capsules 125mg (Palbociclib 125mg); Palvored (Palbociclib 125mg); Palvored 125
District, Andhra Pradesh, (Palbociclib 125mg);
India -530046) + Lenalidomide SPC (Lenalidomide 2.5mg); Lenalidomide SPC (Lenalidomide 20mg).
793 Dr. Reddy's Formulation Unit-VII, Plot * ThuGc vé tring: EU-GMP |DE_BY_04_ Co quan thadm quyén 11
Laboratories Nos P1 to P9, Phase-lll, VSEZ, | + Thu8c san xut v tring: thuc déng khd (bao gdm ca thudc chira chat doc té bao/ kim t€ bao); dung dich thé tich nhd (bao gém ca thudc chira chat doc GMP 2019 Plc
Limited Duvvada, Visakhapatnam t€ bao/ kim t€ bao). 0038_ -
’ District - 530046, Andhra * Thu8c khéng vé trung:
Pradesh, India + Vién nang clrng: bao gdbm ca thudc chira chat doc t€ bao/ kim té bao. Q N
(* Céch ghi khac: +Vién nén IS I
Formulation Unit VII, Plot gl ﬁl
No. P1 to P9, Phase-Ill, VSEZ, ﬂ ;;
Duvvada, Visakhapatnam
District, Andhra Pradesh,
India -530046)
IN-121  » Gland Pharma Limited » Sy. No. 143-148, 150 & 151, Near Gandimaisamma Cross Roads, D.P.Pally, Dundigal Post, Dundigal-Gandimaisamma Mandal, Medchal-Malkajgiri District, Hyderabad-500043, Telangana, India
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970 Gland Pharma Sy. No. 143-148, 150 & 151, |* San pham: Adenosine Injection USP Prefilled Syringe 3 mg/mL, 2 mL PFS; Adenosine Injection USP Prefilled Syringe 3 mg/mL, 4 mLin a PFS; Amiodarone Hydrochloride Injection 50mg/ml, 3ml | \WHO-GMP | L.Dis.No: Drugs Control 12
L [ fill in 5 ml prefilled syringe; Low Molecular Weight Heparine Dalteparin Sodium Injection IP 0.2 mL in a PFS; Low Molecular Weight Heparin Dalteparin Sodium Injection BP 2500 IU of anti factor- . .
Limited Near Gandimaisamma Cross P Vring velgnt flep eparin Sodlum Inj ent Hiepa P " injection B 25 2586/A3/20 Administration,
Roads. D.P.Pally. Dundigal Xa/ 0.2 mL, 0.5 mL PFS; Low Molecular Weight Heparin Dalteparin Sodium Injection IP 5000 IU/ 0.2 mL, 0.2 mL PFS; Low Molecular Weight Heparin Dalteparin Sodium Injection BP 5000 IU of
0ads, D. - ally, Dundiga anti factor-Xa/ 0.2 mL, 0.5 mL PFS; Low Molecular Weight Heparin Dalteparin Sodium Injection (7500 IU anti-Xa per 0.3 mL in a PFS) Prefilled syringe; Enoxaparin Sodium Injection IP (Low 19 Government of
Post, Dundigal- Molecular Weight Heparin) 20 mg in 0.2 ml in a pre filled syringe; Enoxaparin Sodium Injection IP (Low Molecular Weight Heparin) 40 mg in 0.4 ml, A pre filled syringe unit; Enoxaparin Sodium Te|angana, India
Gandimaisamma Mandal, Injection IP (Low Molecular Weight/Heparin) 60 mg in 0.6 ml in a pre filled syringe; Enoxaparin Sodium Injection IP (Low Molecular Weight Heparin) 80 mg in 0.8 ml a pre filled syringe unit;
Medchal-Malkajgiri District, [Amiodarone Hydrochloride Injection 50mg/mL, 3 mL fill in 5 mL vial; Cis-Atracurium Besylate Injection 2 mg/mL, 5 mL Vial; Cisatracurium Besylate Injection 10mg/Sml (2mg/ml), 5 mi single dose
Hyderabad-500043 vial; Cisatracurium Besylate Injection USP 10mg/5ml (2mg/ml), 5 ml single dose vial; Ketorolac Tromethamine Injection USP 30 mg/mL, 1 mL fill in 2 mL Vial; Ketorolac Tromethamine Injection
Tel Indi ! USP 30 mg/ mL, 1 mLfill in2 mL Vial; Labetalol Hydrochloride Injection USP 5 mg/mL, 20 mL Vial; Labetalol Hydrochloride Injection USP 5mg/mL, 40 ml fill in 50 mL Multi dose Vial; o ~
elangana, India Levetiracetam Injection 100mg/ml, 5 ml single use vial; Levetiracetam Injection USP 100mg/ml, 5 ml vial; Midazolam Injection BP 5 mg/mL, 3 mL vial; Milrinone Lactate Injection 1 mg/mL, 10 mL 8 g
vial; Ondansetron‘Injection USP 2mg/mL, 2 mL vial; Ondansetron Injection USP 4mg/ 2mL (2mg/mL), 2 mL Single-Dose Vial; Ondansetron Injection USP 40 mg/ 20 mL (2mg/mL), 20 mL Multi- N N
Dose Vial;'Palonosetron Hydrochloride Injection 0.05 mg/mL, 5 mL vial; Palonosetron Hydrochloride Injection 0.05 mg/mL, 5 mL vial; Rocuronium Bromide Injection 10 mg/ml, 5 ml Vial; 8 8
Rocuronium Bromide Injection 10 mg/ml, 5 ml vial; Rocuronium Bromide Injection 100 mg/ 10mL, 10 mL Vial; Tirofiban Hydrochloride Injection 0.25 mg/mL, 50 ml Vial; Tirofiban Hydrochloride ~ ~
Injection 0.25 mg/mL, 50 ml Vial; Zoledronic Acid Injection 4 mg/5mL, 5 mL Vial; Zoledronic Acid Injection 4 mg/5mL, 5 mL Vial; Azithromycin for Injection USP 500 mg/vial, 10 mL vial N N
(Lyophilized); Caspofungin Acetate For Injection Lyophilized 50mg/vial, 10 ml vial; Caspofungin 50mg Powder for concentrate for solution for infusion Lyophilized, 50mg/vial, 10 mL Lyo Vial;
Caspofungin Acetate For Injection (Lyophilized) 70mg/vial, 10ml vial; Caspofungin 70mg Powder for concentrate for solution for infusion, Lyophilized 70mg/Vial, 10 ml Lyo Vial; Dexrazoxane
Powder For Injection (Lyophilized) 250 mg/vial; Dexrazoxane Powder for Injection (Lyophilized) 500mg/vial; Dexrazoxane For Injection 500 mg/vial (Lyophilized); Esomeprazole Sodium For
Injection 20 mg/vial, 5 mL Lyo vial (Lyophilized); Esomeprazole Sodium For Injection 40 mg/vial, 5 mL vial (Lyophilized); Micafungin Sodium For Injection 50 mg/Vial, 10 mL Vial; Micafungin
Sodium for Injection 100 mg/vial, 10 mL vial; Omeprazole For Injection 40 mg/Vial, 10 mL Vial (Lyophilized); <con ti€p>
971 Gland Pharma Sy. No. 143-148, 150 & 151, <ti€p theo> Omeprazole for injection Lyophilized 40mg/vial (Omeprazole sodium BP equivalent to Omeprazole 40mg); Pantoprazole Sodium for Injection 40mg/Vial (Pantoprazole Sodium WHO-GMP |L.Dis.No: Drugs Control 12
P . Sesquihydrate Ph.Eur. Equivalent to Pantoprazole 40mg); Pantoprazole Sodium for injection (lyophilized) 40mg/vial (Pantoprazole sodium USP equivalent Pantoprazole 40mg); Tygecycline for . .
Limited Near Gandimaisamma Cross | ¢S94/ - tau . P mel; Pantopr or injection {iyopht somey prazole d ntoprazo e 49me); Tygecy! 2586/A3/20 Administration,
Roads, D.P.Pally. Dundigal injection USP 50mg/vial (Tigecycline 50mg); Tygecycline for injection USP 50mg/vial (Lyophilized) (Tigecycline USP 50mg); Tigecycline 50mg Powder For Solution for infusion (lyophilized)
0ads, D. N ally, Dundiga 50mg/vial (Tigecycline 50mg); Vecuronium bromide for injection 4mg/vial (Vecuronium bromide USP 4mg); Vecuronium bromide for injection lyophilized 10mg/vial (Vecuronium bromide USP 19 Government of
Post, Dundigal- 10mg); Voriconazole for injection 200mg/vial (lyophilized) (Voriconazole USP 200mg); Voriconazole for injection 200mg/vial (lyophilized) (Voriconazole Ph.Eur 200mg); Zoledronic Acid for Telangana, India
Gandimaisamma Mandal, Injjection (lyophilized) 4mg/vial (Zoledronic acid monohydrate equivalent to Zoledronic acid 4mg); Zoledronic Acid for Injjection lyophilized 4mg/vial (Zoledronic acid monohydrate equivalent to 3 m
Medchal-Malkajgiri District, ~[Zoledronic acid 4mg); Atracuriumm Besylate injection IP 10mg/mi (Atracurium Besylate IP 10mg); Atracuriumm Besylate injection USP 10mg/ml (Atracurium Besylate USP 10mg); Atracuriumm 8 8
Hyderabad-500043 Besylate injection IP 10mg/ml (Atracurium Besylate IP 10mg); Atracuriumm Besylate injection USP 10mg/ml (Atracurium Besylate USP 10mg); Diazepam injection BP 5mg/ml (Diazepam BP 5mg); e o
Tel Indi ! Iron sucrose injection USP 20mg of elemental iron/ml (Iron sucrose equivalent to Elemental Iron as Fe+3 20mg); Paromomycin injection 750mg of Paromomycin/2ml (Paromomycin sulfate USP Q Q
elangana, India equivalent to Paromomycin 375mg); Tranexamic acid injection 100mg/ml (tranexamic acid USP 100mg); Olopatadine Hydrochloride Ophthalmic Solution USP 0.1%w/v (Olopatadine m R
hydrochloride USP 1,11mg equivalent to Ol dine 1mg); Tr ic acid injection 100mg/ml (tranexamic acid Ph.Eur 100mg); Bimatoprost Ophthalmic Solution 0.01% w/v (Bimatoprost
0.1mg); Bimatoprost Ophthalmic Solution 0.01% w/v (Bimatoprost 0.1mg); Bimatoprost Ophthalmic Solution 0.01% w/v (Bimatoprost 0.1mg); Bimatoprost Ophthalmic Solution 0.03% w/v
(Bimatoprost 0.3mg); <con tiép>
972 Gland Pharma Sy. No. 143-148, 150 & 151, <ti€p theo> Bimatoprost Ophthalmic Solution 0.03% w/v (Bimatoprost 0.3mg); Moxifloxacin Ophthalmic solution USP 0.5% w/v (Moxifloxacin hydrochloride anhydrous USP 5.45mg equivalent WHO-GMP |L.Dis.No: Drugs Control 12
P e to Moxifloxacin 5mg); Moxifloxacin Ophthalmic solution USP 0.5% w/v (Moxifloxacin hydrochloride anhydrous USP 5.45mg equivalent to Moxifloxacin 5mg); Olopatadine Hydrochloride P .
Limited Near Gandimaisamma Cross ’ me) phthain 5P 0.5% wi | . v e annyer <me equivael A me); Olop v ) 2586/A3/20 Administration,
Roads, D.P.Pally, Dundigal Ophthalmic Solution USP 0.1%w/v (Olopatadine hydrochloride USP 1,11mg equivalent to Olopatadine 1mg); Olopatadine Hydrochloride Ophthalmic Solution USP 0.1%w/v (Olopatadine
0ads, D. ; ally, bundiga hydrochloride USP 1,11mg equivalent to Olopatadine 1mg); 19 Government of
Post, Dundigal- Olopatadine Hydrochloride Ophthalmic Solution USP 0.1% w/v 1mg/mL, 5 mL fill in 5 mL LDPE containers; Olopatadine Hydrochloride Ophthalmic Solution USP 0.1%w/v, 1 mg/mL, 5 mL fill in 5 N ~ Telangana, India
Gandimaisamma Mandal, mL LDPE containers; Olopatadine Hydrochloride Ophthalmic Solution USP 0.2%w/v 2 mg/mL, 2.5 mL fill in 5 mL LDPE containers; Olopatadine Hydrochloride Ophthalmic Solution USP 0.2%w/v 2 8 g
Medchal-Malkajgiri District, |me/mL, 2.5 mLfillin 5 mL LDPE containers; Travoprost Ophthalmic Solution USP (0.004%w/v) 0.04 mg/mL 2.5 mLfill in 5 mL PP container; Travoprost Ophthalmic Solution USP (0.004%w/v), N N
Hyderabad-500043 0.04 mg/mL, 2.5 mLfill in 5 mL PP container; Travoprost Ophthalmic Solution USP (0.004%w/v), 0.04 mg/mL 5 mL fill in 5 mL PP container; Linezolid Solution for Infusion 2 mg/mL, 100 mL g 8
Tel Indi ! Infusion bag; Linezolid Solution for Infusion 2 mg/mL, 300 mL infusion bag; Tirofiban Hydrochloride Solution for Infusion, 50 mcg/mL, 250 mL infusion bag; Tirofiban Hydrochloride Injection 5mg ~ ~
elangana, India in 100 mL, 100 mL vial; Tirofiban Hydrochloride Injection 0.05mg/ml, 100ml glasss bottle; Tirofiban Hydrochloride Injection S5mg per 100ml; Zoledronic Acid Injection 4mg/100 mL(0.04mg/mL), N o~
100mL vial; Zoledronic acid Injection 5mg/100 mL, 100 mL vial; Metronidazole Injection USP 500mg/container (5mg/mL), 100 mL IV bag; Eptifibatide Injection IP 0.75mg/ml, 100 mL vial;
Esomolol Hydrochloride Injection 10 mg/mL, 10 mL Vial; Olanzapine For Injection Lyophilized 10 mg/vial, 5 mL Vial; Phospholipid Injection 250 mg/5mL, 5 mL Ampoule; Dextrose Injection USP
50% w/v (500mg/mL), 50 mL Vial; Dobutamine Injection USP 12.5 mg/mL, 20 mL Vial.
973  |Gland Pharma Survey No 143-148, 150 & 151, * Thudc v6 tring: EU-GMP (UK GMP Medicines and 12
Limited ge:;;;"z;a;fi?iza‘mc;‘;siﬂz‘;z‘fl' + Thudc san xuét vd trung: Thudc dong kho; Dung dich thé tich nhé. 39716 Insp Healthcare Products
) 3 Xopiald x " 24t 2 N PRI,
Medchal-Malkajgiri District, + Thudc tiét trung cudi: Dung dich thé tich nho; Dung dich thé tich Ion GMP Regulatory Agency
Hyderabad, Telangana, IN-500043, 39716/3187 (MHRA)’ United
India. .
- [e)] o~
(Céch ghi khac: Sy. No. 143 to 148, 772-0006 8 g ngdom
150 & 151, Near Gandimaisamma N N
Cross Roads, D. P. Pally, Dundigal ] 3
Post, Dundigal-Gandimaisamma o -
Mandal, Medchal-Malkajgiri N ™
District, Hyderabad - 500 043,
Telangana, India)
IN-122  » Meyer Organics Pvt. Ltd » 10 D, 2nd Phase, Peenya Industrial Area, Bangalore - 560 058, India
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1810 Meyer Organics No. 10D, 2nd Phase, Peenya [San xuat, déng géi va kiém tra chat luvgng: WHO-GMP [No. Drugs Control 20
Pvt. Ltd Industrial Area, Bangalore - [* Thu8c khéng vé trung: DCD/SPL-CL- Department,
560 058, India + Vién nén (Khang khuan, Antimoebic, Vasodilator in Erectile Dysfunction, Chéng ndm, B6 sung canxi cling chat tuong ty vitamin D, BS sung canxi, Vitamin 1/CR- Goverment of
. P o I
&khodng chat). ] 105/2020- S o |Karnataka, India
+ Vién nang (Chéng nam, Vitamin & khodng chat) 21 [N N
+ Thuéc c8m (Thudc nhudn trang). GSC. N 38 a
+ Thudc udng dang)léng (Khang axit, Antifoaming, BS sung canxi, Chéng coi xwong, Khang histamine, Vitamin & khoang chat). DD0.990. 8 N
00000-
18906
IN-124 » Karnataka Antibiotics & Pharmaceuticals Limited » Plot No. 14, Il Phase, Peenya Industrial Area, Bengaluru 560 058, India
974 Karnataka Plot No. 14, Il Phase, Peenya “|* Thu8c vé trung: WHO-GMP [No.DCD/SPL.| o ~ |Office of the Drugs 12
Antibiotics & Industrial Area, Bengaluru + Thu8c san xuat vd trung: Thuc bdt pha tiém (thudc chira khang sinh nhém Penicillin, Cephalosporin); dung dich thé tich nhé (thudc khéng chira khang Cl-1/CR- S S |controller, State of
. . . ~ ~ ’
Pharmaceuticals ~ |>60 058, India sinh nhom betalactam). 644/2020- g’ ;—1'3 Karnataka, India
Limited 2021 < o
o o~
IN-125 » Dr. Reddy's Laboratories Ltd.-FTO Unit 2 » FTO 2 Survey No. 42, 45, & 46, Bachupally Village Bachupally Mandal Medchal Malkajgiri District, Telangana State, India
1722 Dr. Reddy's Formulations Technical * Thudc khong vé trung: Vién nang cirng, vién nén, pellets WHO- |2127/A3/20 Co quan thdm quyén An 19
Laboratories Ltd ~ |Operations-Unit Il, Survey GMP |21 Do (Drugs Control
No. 42, 45, & 46, Bachupally (India cap) Administration
Village Bachupally Mandal Government of
Medchal Malkajgiri District, Telangana), India
Telangana State, India - = S ganal,
500090 S| 8]
(Céch ghi khéc: FTO 2 Survey 2 =]
No. 42, 45, & 46, Bachupally 9 =
Village Bachupally Mandal
Medchal Malkajgiri District,
Telangana State, India)
1723 Dr. Reddy's Formulations Technical * ThuBc khéng vé trung: Vién nang cirng, vién nén EU-GMP |DE_BY_04_ Co quan thdm quyén 19
Laboratories Ltd. |Operations-Unit Il, Survey * Kiém tra chat lwvgng: Gigi han nhiém khuan (thudc khdng vé trung), hda/ly GMP_2020_ Durc (Regierung von
No. 42, 45, & 46, Bachupally 0145 Oberbayern), Germany
Village Bachupally Mandal
Medchal Malkajgiri District,
Telangana State, India - IS4 N
500090 S| K]
(Céch ghi khéc: FTO 2 Survey 3 3
No. 42, 45, & 46, Bachupally Q p=d
Village Bachupally Mandal
Medchal Malkajgiri District,
Telangana State, India)
IN-126  » Bliss GVS Pharma Limited » Plot No.11, Dewan Udyog Nagar, Aliyali, Palghar 401404 Maharashtra State, India
1095  [Bliss GVS Pharma |Plot No.11, Dewan Udyog * Thudc dan (suppositories/ pessaries) Indian- |NEW-WHO- Food & Drug 13
Limited Nagar, Aliyali, Palghar GMP  |GMP/CERT/ | % < |Administration,
401404 Maharashtra State, KD/75355/2 | & & |Maharashtra State, India
India o18/11/254 | S | S
01 Q 2
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1096 Bliss GVS Pharma |Unit I, 11, Dewan Udyog * Thu8c dan (suppositories/ pessaries) EU-GMP [058/2017/R ~ - National Agency for 13
Limited Nagar, Aliyali, Palghar, 0o § § Medicines and Medical
Maharashtra, 401404, India & & [Devices (NAMMD)
— e 4
<} < [Romania
~N o
IN-128 » Jubilant Generics Limited » Village sikanderpur bhainswal roorkee dehradun highway bhagwanpur, roorkee, distt.- haridwar, uttarakhand - 247661, India
1097 M/s Jubilant Village sikanderpur * Thu8c khéng v tring (chi hoat dong san xuat): Vién nén (bao gdm ca vién nén bao phim), vién nang WHO-GMP|17P/1/71/20 Office of the Drugs 13
Generics Limited  |bhainswal roorkee dehradun 06/27142 Controlling & Licensing
(céch ghi khac: highway b_hag‘”a”?“"' Authority Uttarakhand,
Jubilant Generics roorke:f’ldlztti- z_an(dv,var:’ h o o |india
. uttarakhand, India (céch ghi ] N
Limited) khac: Village sikanderpur 8' 8
bhainswal roorkee dehradun 3 N
highway bhagwanpur, 8' CO"
roorkee, distt.- haridwar,
uttarakhand - 247661, India)
1498 Jubilant Generics | Village sikanderpur * Thu8c khéng vé trung (chi hoat dong san xuat): Vién nén, vién nang EU-GMP |BE/GMP/20 Federal Agency for 17
Limited bhainswal roorkee dehradun 18/015 Medicines and Health
highway bhagwanpur, Products (FAMHP),
roorkee, distt.- haridwar, Belgium
uttarakhand, India (Cach ghi x N
khac: Village sikanderpur 8] 8
bhainswal roorkee dehradun S i
highway bhagwanpur, 3' ;I;
roorkee, distt.- haridwar,
uttarakhand - 247661, India)
IN-129  » Bliss GVS Pharma Ltd » Plot No.10, 11-A, 12, Survey No. 38/1, Dewan Udyog Nagar, Aliyali village, Taluka Palghar, Thane 401404, Maharashtra State, India
1098 M/s. Bliss GVS Plot No.10, 11-A, 12, Survey |* Thudc khéng vé trung: Thuéc bdt ubng, thudc dit (suppositories/pessaries), vién nén. Indian- |NEW-WHO- Food & Drug 13
Pharma Ltd (c&ch |No- 38/1, Dewan Udyog GMP  |GMP/CERT/ | 9 N |Administration,
ghi khac: Bliss Gvs [Nagar, Alivali village, Taluka (WHo- [KkD/g8188/2| & & |Maharashtra State, India
Pharma Ltd) Palghar, Thane 401404, Gmp) |o19/11/298 | S | S
Maharashtra State, India 99 m' R"
IN-130 » Alkem Laboratories Limited » 167 Mahatma Gandhi, Udyog Nagar, Dabhel 396210 Daman, India
1940 Alkem Plot No. 167/2, 164, 165/1,  |Vién nén, vién nén bao phim, vién nang cirng, dung dich uéng, hén dich uéng. WHO-GMP |DCD/D&D/L o < Drug Licensing 22
Laboratories 165/2 & 165/3, Mahatma Vién nén, vién nén bao phim, vién nang ctrng, Sir6 kho chira khang sinh nhém Cephalosporin. A/2021- ] S |Authority, UT
Limited Gandhi Udyog Nagar, Village 2022/12178 | & | o |Administration of DNH,
Dabhel, Daman - 396 210, % | @ [paman&oDIy,india
India et 0 ,
1941 Alkem 167 Mahatma Gandhi Udyog |Vién nang Itraconazole capsules (Itraconazole 100mg) U.S. cGMP |FEl: . ~ United States Food and 22
Laboratories Nagar road, Daman, Daman (twong |3006370524| & S |Drug Administration
Limited and Diu, 396 210, India dwong EU- |CPP: 2EAP- | &  |(u.s. Foa)
GMP)  |as2z 2 | 3
o~ o
IN-131 » Maxim Pharmaceutical Pvt. Ltd » Plot No. 11&12, GAT No. 1251-1261, Alandi-Markal Road, Markal Khed, Pune 412105 Maharashtra State, India
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794 Maxim Plot No. 11&12, GAT No. * Thu8c khéng vé trung chira khéng sinh nhém Cephalosporin: Vién nang cing, vién nén, vién nén bao phim, thudc bot udng. WHO-GMP |NEW-WHO- Food and Drug 11
Pharmaceutical 1251-1261, Alandi-Markal GMP/CERT/ a N [Administration M.S
Put. Ltd Road, Markal Khed, Pune PD/81760/2 | & | & |bandrra €, Munbai
412105 Maharashtra State, 019/11/286 | 5 | 8 [Maharahtra State, India
India 38 - ~
o ~
IN-132  » Acme Formulation Pvt, Ltd. » Ropac Road, Nalagarh, Distt, Solan (H.P)
795 Acme Formulation [Ropar Road, Nalagarh, Distt. |* Thu8c khéng vé trung: WHO-GMP |HFW- ° - Health & Family Welfare 11
Pvt, Ltd. Solan (H.P), India +Vién'nén, vién nén bao phim (bao gém ca thudc hormon sinh duc) 11(Drugs)10| & o |Department Himachal
+Vién nang cirng. /2005 (Vol- 2 : Pradest, Baddi, Distt.
Vi) S S |solan. India
- -
IN-133  » Softgel Healthcare Pvt. Ltd » Line 3 and 4 Survey No. 20/1, Vandalur, Kelambakkam Road, Pudupakkam Village, Kancheepuram District, Tamil Nadu, 603 103, India
796 Softgel Healthcare |Line 3 and.4-Survey No. 20/1, [* ThuSc khéng vé trung: Vién nang mém. EU-GMP |OGYEI/5374 National Institute of 11
Pvt. Ltd Vandalur, Kelambakkam -6/2018 © N |Pharmacy and Nutrition
Road, Pudupakkam Village, IS4 IS (OGYEI), Hungary
Kancheepuram District, B' q'
Tamil Nadu, 603 103, India H -
o ™
797 Softgel Healthcare [Survey No.20/1, Vandalur, * Thu8c khéng vé trung: Vién nang mém. WHO-GMP [K Dis No: Department of Food 11
Private. Ltd Kelambakkam Road, 19893/D1/4 | X Q |Safety and Drugs
Pudupakkam Vi”a.gef' /2017 g 8 Control Administration,
Kancllheezuram DIStrICt'd. 8 g Government of
Tamil Nadu, 603 103, India 8 ;; Tamilnadu, India
2022  |Softgel Healthcare |Survey No.20/1, Vandalur, |* Thudc khéng v6 trung: Vién nang mém. WHO-GMP |K Dis No: Department of Food 23
Private. Ltd Kelambakkam Road, 15155/D1/4 | o o |Safety and Drugs
Pudupakkam Village, /2020 Q & |Control Administration,
Kanchezpuram District, 603 g: r# Government of
103, India Q = |Tamilnaduy, India
IN-134  » United Biotech (P) Ltd. » Village Bagbania, Baddi, Nalagarh Road, District-Solan (H.P.) 174 101 India
798 United Biotech (P) |Village Bagbania, Baddi, San xuat, déng géi va kiém tra chat lwgng: WHO-GMP |HFW-H Health & Family 11
Ltd. Nalagarh Road, District-Solan [* Thu6c déng khé (bao gém ca thudc ung thu). [Drugs] a < |Department Himachal
(H.P.) 174 101 India * Thudc nhd mét, nh tai, nhd miii. 427/05 8. g. Pradesh Baddi - State
. s b ) . Ty e v A X X s
(* Cach ghi khac: Bagbania, Thubc m&; thudc uéng dang long. ) ] ] Drugs Controller India
Baddi-Nalagarh Road, * Vién nén, vién nén bao; vién nang cirng (bao gém ca thudc ung thu). :& R"
District-Solan (HP) 174101 * VVién nang mém.
TR
2023 |United Biotech (P) |Bagbania, Baddi-Nalagarh,  [San xuét, ddng goi va kiém tra chét luong: WHO-GMP |HFW-H . o |Health &Family 23
Ltd. Road, Distt. Solan (H.P.) 174 [* Thu8c déng khé (bao gdm ca thudc ung thu). [Drugs] N S [Department Himachal
101 India * Thuc nhd mat, nhd tai, nhd mii. 427/05 E : Pradesh Baddi - State
* Thuic md; thuc uéng dang 1éng. o @ | & [|Drugscontroller ndia
Vién nén, vién nén bao; vién nang cirng (bao gdm ca thudc ung thu). ~ ~
*\/ido nang mAm
IN-135 » Jodas Expoim Pvt. Ltd » Plot. No. 55, Phase-lll, Biotech Park, Karkapatla (V), Markook (M), Siddipet (D), Telangana, India
1499  |Jodas Expoim Pvt. [Plot No 55, Phase-lll, Biotech |* Thudc vé trung: India-GMP |L.Dis.N0.196 ° —, |Drugs Control 17
Ltd Park, Karkapatla (v), + Thu8c san xudt v trung: thudc bét déng khd (thudc ung thu); dung dich thé tich nhé (thudc ung thu); thuc bot pha tiém chira khang sinh nhém 7/E1/2020 s o |Administration,
Mark_ook (™M), Siddipe:t cephaloipo.rin } o . ) _ ) . g g Government of
District, Telangana, Pin code: + Thudc tiét trung cudi (chdt can quang): dung dich thé tich I&n; dung dich thé tich nho. Q Q Telangana, India
502 279, India * Thudc khéng vé trung (thuSc ung thu): vién nang clng; vién nén; vién nén bao. R B !
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1500  [Jodas Expoim Pvt. [Plot no.55, Phase 3, Biotech [* Thudc vé triing: EU-GMP [FT068/MH/0 National Authority of 17
Ltd Park, Karkapatla Village, + Thu8c san xudt v trung: thudc bét déng khd (thudc ung thu); dung dich thé tich nhé (thudc ung thw); thuc bot pha tiém chira khang sinh nhém 01/2020 Medicines and Health
Markook (M), Siddipet cephalosporin. g N Products (INFARMED)
(District), Telangana, + Thudc tiét trung cudi (chat can quang): dung dich thé tich I6n; dung dich thé tich nhé. IS < Portugal
502279, India * Thu8c khéng vé trung (thudc ung thu): vién nang clrng; vién nén; vién nén bao. <O'f :'
* Péng goi: 2‘ 3'
+ Déng gbi so capthudc khdng vo trung (thudc ung thu): vién nang cing; vién nén; vién nén bao.
+Dong goi thir,.cap: thudc khang sinh nhém cephalosporin; thudc ung thu va chit can quang.
IN-136 » Macleods Pharmaceuticals LTD » Plot No 1,2 &3.Mahim Road, Near Kuldeep Nagar, Palghar (West) Thane 401404 Maharashtra State, India
975 Macleods Plot No 1,2 &3 Mahim Road, |* Thu8c khdng chira khang sinh nhdm Betalactam, khéng chira chat gay doc té bao, khéng chira hormon: Vién nang cirng; thudc udng dang 16ng; thudc boét, | WHO-GMP |NEW-WHO- Food & Drug 12
Pharmaceuticals Near Kuldeep Nagar, Palghar_{thu8c c8m, pellet; vién nén, vién nén bao phim. GMP/CERT/ 3 o |Administration, M.S
LTD (West) Thane 401404 kD/91495/2 | & | & |Bandra (E), Mumbai
Maharashtra Statesiptiia 020/11/311 | & | & [Maharashtra State, India
0 ~
87 N ~
IN-137 » Saga Lifesciences-Limited » Survey No. 198/2 & 198/3, Chachrawadi Vasna, Ta-Sannand, City: Chachrawadi Vasna, Dist. Ahmedabad, Gujarat State, India
799 Saga Lifesciences [Survey No. 198/2 &198/3, * Vién nén, vién nén bao phim; thudc c8m; vién nang cirng; thudc bot pha sird, thudc bt udng. Indian- 19121734 Food & Drug Control 11
Limited Chachrawadi Vasna, Ta-Sanand, * Thudc chira khang sinh nhém Cephalosporin: Vién nén, vién nén bao phim; vién nang; thudc bdt pha sird. GMP Administration, Gujarat
City: Chachrawadi Vasna, Dist. ’
Ahmedabad, Gujarat State, India State, India
(* Céc céch ghi khac:
- Survey No. 198/2 & 198/3,
Chachrawadi Vasna, Ta-Sanand,
City: Chachrawadi Vasna, District: a m
Ahmedabad, India; g 2
- Survey No. 198/2 & 198/3, - &
Chachrawadi Vasna, Ta Sanand \n A
District, Ahmedabad - 382210, Iy Q
Guijarat, India;
- Survey No. 198/2 & 198/3,
Chachrawadi Vasna, Tal-Sanand,
Dist-Ahmedabad-382210, India)
1196 Saga Lifesciences |Survey No.198/2 & 198/3, * Thudc khdng vé trung: Vién nang cirng; thudc bot/cdm pha hdn dich udng; vién nén, vién nén bao phim, vién nén bao duwdng, vién nén bao tan trong rudt. EU-GMP [MT/041HM/ Medicines Authority of 14
Limited ;hjch;a‘:;d' ?T:TZZ;;;;M * Péng goi so cap: Vién nang clng; thudc bot/c6m pha hdn dich udng; vién nén, vién nén bao phim, vién nén bao dudng, vién nén bao tan trong rudt. 2019 Malta (MAM)
G‘S.”c' medabac- ' * Déng goi thir cap.
ujarat, India . .
(* Céc céch ghi khac: * Kiém tra chat lugng: Vi sinh (khéng vo trung); Hoa hoc/Vat ly.
- Survey No.198/2 & 198/3,
Chachrawadi Vasna, Ta-Sannand,
City: Chachrawadi Vasna, Dist. a m
Ahmedabad, Gujarat State, India 8 2
- Survey No.198/2 & 198/3, & P
Chachrawadi Vasna, Ta-Sannand, A A
City: Chachrawadi Vasna, District: a ;‘-,
Ahmedabad - India
- Survey No.198/2 & 198/3,
Chachrawadi Vasna, Tal-Sanand,
Dist-Ahmedabad-382210, India)
IN-138 » Aurochem Pharmaceuticals Pvt. Ltd » Plot No. 58, Palghar Taluka Ind. Co-op. Estatate Ltd Boisar Road, tal. Palghar, Thane 401404 Maharashtra State, India
800 Aurochem Plot No. 58, Palghar Taluka  |Vién nang cirng; vién nén; vién nén bao phim. WHO-GMP |NEW-WHO- Food & Drug 11
Pharmaceuticals ~ [Ind. Co-op. Estatate Ltd GMP/CERT/ | Q o |Addministration, M.S
(India) Pvt. Ltd Boisar Road, tal. Palghar, KD/92377/2 | & &  [Bandra (E), Mumbai
Thane 401404 Maharashtra 020/11/321 | & | 8 [Maharashtra state, India
State, India 67 ) h
— i
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IN-139  » Windlas Biotech Private Limited (Plant-1) » 40/1, Mohabewala Industrial Area Dehradun, -248110, Uttarakhand (India)
801 M/s Windlas 40/1, Mohabewala Industrial |* Thu8c khéng v trung: vién nén; vién nén bao phim; vién nang cing WHO-GMP|17P/1/184/2| o ~ |Office of the Drugs 11
Biotech Private Area, Dehradun, -248110, 016/3347 § § Controlling & Licensing
Limited (Plant-1) |Uttarakhand (India) S & |Authority Uttarakhand,
h < [India
— —
IN-140 » Torrent Pharmaceuticals Ltd » Indrad - 382721, Tal: Kadi, City: Indrad, Dist. Mehsana, India, Gujarat State, India
802 Torrent Torrent Pharmaceuticals * Thu8c khéng v trung: vién nang cirng; vién nén, vién nén bao phim. WHO-GMP 18101049 Food & Drugs Control 11
Pharmaceuticals  |Ltd., Indrad - 382721, Tal: Administration,
Ltd Kadi, City: Indrad, Dist. Gandhinagar, Gujarat
Mehsana, India, Gujarat State, India
State, India x b !
(Cach viét khac: Indrad - 8 S
382721, Dist. Mehsana, S S
Gujarat, India /Indrad - g '5'
382721, TAL - Kadi, Dist -
Mehsana, India / Indrad -
382721, Tal: Kadi, city:
Indrad, Dist: Mehsana - India)
803 Torrent Torrent Pharmaceuticals Ltd. |* Thu8c khéng vé trung: Vién nang cirng; Vién nén, vién nén bao phim. EU-GMP |DE_BY_05_ Co quan tham quyén 11
Pharmaceuticals |- Indrad Plant GMP_2019_ Drc
Ltd Near Indrad Village, Taluka 0034
Kadi, District Mehsana
Gujarat 382721, India o ~
(Cach viét khac: Indrad - a =]
382721, Dist. Mehsana, o by
Gujarat, India / Indrad - g :
382721, TAL - Kadi, Dist - N bt
Mehsana, India / Indrad -
382721, Tal: Kadi, city:
Indrad, Dist: Mehsana - India)
IN-141  » Flamingo Pharmaceuticals Ltd » R-662, T.T.C Industrial Area, MIDC, Rabale, Navi Mumbai Thane 400701, Maharashtra State, India
1942 Flamingo R-662, T.T.C Industrial Area, [* Thudc khong vo trung: Thudc bot pha hdn dich/ si rd (chita khang sinh nhém Cephalosporins); Vién nang cirng (bao gom ca thudc chita khang sinh nhém WHO-GMP |NEW-WHO- Food and Drug 22
Pharmaceuticals MIDC, Rabale, Navi Mumbai [Cephalosporins, beta-lactams); vién nén, vién nén bao phim (bao gém ca thudc chira khang sinh nhém Cephalosporins, beta-lactams); thudc bot udng (bao GMP/CERT/ < @ |Administration M.S
Ltd Thane 400701, Maharashtra |gdm ca thudc chira khang sinh nhom beta-lactams). KD/88380/2 Q S [Bandra (E), Mumbai
State, India * ThuBc vo trung: thudc tiém bot chira khang sinh nhém Cephalosporins. 020/11/335 g' 8' India
07 R b4
IN-142  » Aurobindo Pharma Limited - Unit Il » Survey no.: 313, 314 -Block |, 11, lll, IV, Bachupally, Bachupally Mandal, Medchal-Malkajgiri District, Telangana State, 500090, India
976 Aurobindo Survey no.: 313, 314 -Block |, Il |* Thudc khéng vé trung: Vién nén, vién nén bao phim; Vién nang cing; Dung dich udng. EU-GMP |FT035/MH/0 National Authority of 12
. 1V, Bachupally, Bachupally Mandal, .
Ph?rma Limited - Medchal-Malkajgir District, 01/2019 Medicines and Health
Unit 1l Telangana State, 500090, India Products, I.P.
(Céch ghi khac: Unit 1, Survey No. (|NFARMED), Portugal
313 & 314, Bachupally Village, 2 N
Quthubullapur Mandal, Ranga 8 2
Reddy District, Telangana State, & ~
India / Unit Ill, Survey No. 313 & - O.
314, Bachupally village, Bachupally 8 8
Mandal, Medchal-Malkajgiri
district, Telangana state, India)
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977 Aurobindo Unit 111, Sy.No. 313 & 314, Alendronic acid tablets 70 mg; Alfuzosin hydrochloride tablets 2.5 mg; Alfuzosin hydrochloride sustained release tablets 10 mg; Abacavir tablets USP 300 mg; Abacavir oral solution USP 20 WHO-GMP |L.Dis.No: Drugs Control 12
L Bachupally, Bachupally Mandal, mg/mL; Amisulpride tablets 50 mg, 100 mg, 200 mg, 400 mg; Bisoprolol fumarate tablets 2.5 mg, 5 mg, 10 mg; Betahistidine dihydrochloride tablets BP 8 mg, 16 mg, 24 mg; Ciprofloxacin tablets L .
Pharma Limited Medchal-Malkajgiri District, BP 250 mg, 500 mg, 750 mg; Carvedilol tablets 3.125 mg, 6.25 mg, 12.5 mg, 25 mg; Clarithromycin tablets BP 250 mg, 500 mg; Clopidogrel tablets 75 mg; Citalopram hydrobromide tablets 10 2067/A3/20 Admlnlstratlon,
Telangana, India mg, 20 mg; Didanosine delayed release capsules USP 125 mg, 200 mg, 250 mg, 400 mg; Duloxetine hydrochloride hard gastro-resistant capsule 20 mg, 30 mg, 40 mg, 60 mg; Emtricitabine and 18 Government of
(Céch ghi khac: Unit 11l Survey No.  |Tenofovir disoproxil fumarate tablets 200 mg/300mg; Escitalopram oxalate tablets 5 mg, 10 mg, 20 mg; Erythromycin tablets BP 250 mg; Emtricitabine capsules 200 mg; Efavirenz capsules USP Te|angana, India
313 & 314, Bachupally Village, 50 mg, 200 mg, 600 mg; Famciclovir tablets 125 mg, 250 mg, 500 mg; Finasteride tablets BP 5mg; Fosinopril sodium tablets 10mg, 20mg; Fluconazole capsules 50mg, 150mg; Glyburide and
Quthubullapur Mandal, Ranga metformin hydrochloride tablets-USP1.25/250 mg, 2.5/500 mg, 5mg/500 mg; Hydrochlorothiazide tablets USP 25 mg; Irbesartan tablets 150 mg, 300 mg; Irbesartan and hydrochlorothiazide
Reddy District, Telangana State, tablets 150/12.5 mg; Lisinopril tablets BP 5 mg, 10 mg, 20 mg; Lamotrigine tablets 25 mg, 50 mg, 100 mg, 200 mg; Lamotrigine dispersible tablets 5 mg; Losartan potassium tablets 25 mg, 50 mg, s ~
India / Unit Ill, Survey No. 313 & 100 mg; Losartan potassium and Hydrochlorothiazide tablets 50/12.5 mg, 100/12.5 mg, 100/25 mg; Lisinopril and Hydrochlorothiazide tablets 10-12.5mg, 20-12.5mg; Lamivudine and 8 g
314, Block I, 11, 111, IV, Bachupally zidovudine tablets USP"150-300 mg; Levetiracetam tablets 250 mg, 500 mg, 750 mg, 1000 mg; Lamivudine tablets USP 150 mg; Lamivudine oral solution USP 10 mg/ml; Lopinavir and ritonavir N N
village, Quthubullapur Mandal, tablets 200/50'mg; Meloxicam tablets BP 7.5 mg, 15 mg; Metformin Hydrochloride Extended-release Tablets USP 500 mg, 750 mg; Metoprolol Tartrate Tablets USP 25 mg, 50 mg, 100 mg; g g
Medchal District, Telangana State, |Metformin Tablets BP 500 mg, 850 mg, 1000 mg; Nevirapine Oral Suspension USP 50 mg/5ml; Gastro — Resistant Omeprazole Capsules BP 10 mg, 20 mg, 40 mg; Ondansetron Orodispersible — -
500090, India) Tablets 4 mg, 8 mg; Pioglitazone Hydrochloride Tablets 15 mg, 30 mg, 45 mg; Perindopril Tert — Butylamine Tablets 2 mg, 4 mg, 8 mg; Quetiapine Fumarate Tablets 25 mg, 100 mg, 200 mg, 300 A -
mg; Ramipril Capsules BP 1.25 mg, 2.5 mg, 5 mg, 10 mg; Ramipril Tablets BP 2.5 mg, 5 mg, 10 mg; Risedronate Sodium Tablets 5 mg, 35 mg; Risperidone Oral Solution 1 mg/ml;
Sulfamethoxazone And Trimethoprim Oral Suspension USP 200/40mg per 5 ml; Sertraline Tablet 50 mg, 100 mg; Torasemide Tablets 5 mg, 10mg; Tenoforvir Disoproxil Fumarate Tablets 300
mg; Terbinafine Tablets 250 mg; Valaciclovir Hydrochloride Tablets 500 mg, 1 g; Venlafaxine Hydrochloride Extended Release Capsules BP 37.5 mg, 75 mg, 150 mg; Zolpidem Tartrate Tablets 5
mg, 10 mg; Zidovudine Tablets USP 300 mg; Zidovudine Oral Solution USP 50 mg/5ml.
IN-143  » Ahlcon Parenterals (India) Limited » SP-917-918, Phase-lll, RIICO Industrial Area, Bhiwadi, Dist. Alwar (Rajasthan), 301019, India
2024 Ahlcon SP-917-918, Phase-lll, Ind. San xuat, dong goi va kiém tra chat lugng: WHO-GMP |DC-1/A- o «~ |Drugs Control 23
Parenterals (India) |Area, Bhiwadi, Dist. Alwar |+ Thudc tiém truyén thé tich Ion (tiét trung cudi). 1/WHO- § § Organisation,
Ltd (Rajasthan), India + Thubc nhd mat (san xuét vo tring). GMP/2019/ ~ ~  |Government of
: o o
268 = < [Rajasthan, India
o0 3]
2025 |Ahlcon SP-917-918, Phase - II, RIICO |* Thudc vé trung: EU-GMP |FT09/MH/00| 4 ~ |National Authority of 23
Parenterals (India) |Industrial area, Bhiwadi, Dist. | + Thuéc sdn xuat vo trung: Thudc nhd mit. 1/2018 > S |Medicines and Health
POy N x: N s . o~ ~
Limited Alwar (Rajasthan), 301019, + Thudc tiét trung cudi: Dung dich thé tich Ién. b & Products (INFARMED)
India * Pong goi thir cap. g : Portugal
* Kiém tra chat lugng: Vi sinh (V6 trung; Khdng vo trung); Héa hoc/Vat ly. -~ M
IN-144  » Sun Pharmaceutical Industries Limited » Village Ganguwala, Paonta Sahib - 173025, Distt. Sirmour, Himachal Pradesh, India
978 M/s Sun Village Ganguwala, Paonta  |Vién nén; vién nén bao phim; vién nang clng; vién nang mém. Indian-  |HFW-H Health& Family Welfare 12
Pharmaceutical Sahib - 173025, Distt. GMP  |(Drugs) Department Himachal
Industries Limited |Sirmour, Himachal Pradesh 67/95 9 & |Pradesh, India
i o o
(India) I I
(Céch ghi khéc: Village o %
Ganguwala, Paonta Sahib, 3' 2'
District Sirmour, Himachal
Pradesh - 173025, India)
979 Sun Village Ganguwala, Paonta * Thudc khéng vé trung: vién nang clrng; vién nang mém; vién nén; vién nén bao phim. EU-GMP |NL/H o «~ |Health and Youth Care 12
. . I . — o
Pharmaceutical Sahib, District. Sirmour, 17/2001788 | 9 Q  |Inspectorate -
Industries Limited |Himachal Pradesh, 173025, A ® & |Pharmaceutical Affairs,
India =) < |Netherlands
— o™
1873 M/s Sun Village Ganguwala, Paonta Thudc non betalactam: Vién nén (vién nén, vién nén bao phim); vién nang cing; vién nang mém. WHO-GMP |HFW- Health& Family Welfare 21
Pharmaceutical Sahib - 173025, District. Thu8c ung thu: vién nén (vién nén, vién nén bao phim). H(Drugs) Department Himachal
Industries Limited |Sirmour, Himachal Pradesh 67/95 = N |Pradesh, India
(India) S S
(Cach ghi khac: Village = )
Ganguwala, Paonta Sahib, 0 -
A ) — o™
District Sirmour, Himachal
Pradesh - 173025, India)
IN-145 » Celogen Generics Private Ltd » Plot No. 646/1&2, Agrawal Industrial Estate, Somnath Road, Dabhel, Daman (UT) 396 210, India
1394 [Celogen Generics [Plot No. 646/1&2, Agrawal  |ThuSc khéng vé tring: Vién nang cirng; Vién nén; vién nén bao phim; Pellet. WHO-GMP | DCD/D&D/L o < Medical & Health 16
Private Limited Industrial Estate, Somnath A/2020- S S |service, Drugs Licensing
~N o~ .
Road, Dabhel, Daman - 396 2021/3152 - & |Authority, UT of Daman
. o o .
210, India 3 2 |& Diu, Daman, INDIA
— —
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1395  [Celogen Generics [Plot No. 646/1&2, Agrawal  |* Thudc khong vo trung: Vién nang ctng; Vién nén. EU-GMP |MT/029HM/| o o |Medicines Authority of 16
Private Ltd Industrial Estate, Somnath * Déng goi so cdp: Vién nang cing; Vién nén. 2020 S S |Malta (MAM)
Road, Dabhel, Daman (UT) * Pong goi thir cap. g :\I‘,
396 210, India * Kiém tra chat lugng: Vi sinh: Khéng vo trung; Héa hoc/Vat ly. g a
~ IS
IN-146 » Glenmark Pharmaceuticals Limited » Plot No. S-7 Colvale Industrial Estate, Colvale, Bardez-Goa, 403513 India
1099 Glenmark Plot No. S-7 Colvale Thu8c khéng vo.triing: Vién nén, vién nén bao phim, vién nang cirng, thudc dung ngoai (Kem, m&, gel) WHO-GMP |1116/MFG/ Goverment of Goa, 13
: (<)) o~
Pharmaceuticals  |Industrial Estate, Colvale, WHO- by & |Food & Drug
Limited Bardez-Goa, 403513 India GMP/DFDA/ 2 ?o‘ Administration, India.
Hodc: Plot No. S-7 Colvale 2019/9286 Q Q
Industrial Estate Bardez Goa 3 Q
IN AN2E1D Indin
1100 Glenmark Plot No. S-7 Colvale Thuéc khéng vo trung: Vién nén, vién nén bao phim, vién nang cirng, thudc dung ngoai (Kem, m&, gel) EU-GMP |UK GMP Medicines and 13
: o) ~
Pharmaceuticals ~ |Industrial Estate, Colvale, 33881 Insp b= o |Healthcare Products
Limited Bardez-Goa, 403513 India GMP E z Regulatory Agency
Hodc: Plot.No:'S-7 Colvale 120518- =] il (MHRA), United
Industrial Estate Bardez Goa ~ - . ’
. 0005 Kingdom
IN 402512 Indig
IN-148 » Swiss Parenterals Ltd. » 808, 809 & 810, Kerala Industrial Estate, GIDC, Nr. Bavla, Ahmedabad, 382220, India
980 Swiss Parenterals [808, 809 & 810, Kerala * Thudc vo trung: EU-GMP |Klasa: UP/I- Agency for Medicinal 12
Ltd. Industrial Estate, GIDC, Nr. + Thu8c san xuét vd trung: Dung dich thé tich nhé (Vial) [Block B - Day chuyén s8 3 (Day chuyén Vial)]; Thu8c bdt pha tiém hogc tiém truyén (déng lo) [Block 530-10/20- Products and Medical
(Céch ghi khac: Bavla, Ahmedabad, 382220, |B - Day chuyén s 1 (Day chuyén bot)]. 03/17; Ur. Devices (HALMED)
Swiss Parenterals |Guiarat, India + Thudc tiét trung cudi: Dung dich thé tich nhé (Ampoule, Vial) [Block B - Day chuyén s& 2 (Day chuyén Ampoule); Block B - Day chuyén s& 3 (Day chuyén Broj: 381- 2 R lcroatia
. Ul . . o o
Put., Ltd.) (Cach ghi khac: 808, 809 & Vlal!]A o 13-08/322- I N
810, KERALA INDUSTRIAL * Dong gbi thir cap. 20-03 5 g
ESTATE, GIDC, NR. BAVLA * Kiém tra chat lwgng: Vi sinh: V6 trung; Vi sinh: Khéng vé trung; Héa hoc/Vat ly. 3 :' 0‘\'0‘
City: AHMEDABAD - 382 220,
Dist: AHMEDABAD, GUJARAT
STATE INDIA)
981 Swiss Parenterals [808, 809 & 810, Kerala * Thudc tiém truyén dang l6ng thé tich nhd (Vial, Ampoule); Thudc bdt pha tiém. WHO-GMP |1806876 Food & Drugs Control 12
Ltd. (C4ch ghi Industrial Estate, GIDC, Nr. Administration, Gujarat
Khac: Swiss Bavla, City: Ahmedabad - 382 State, India
Parenterals Pvt., 220, Dist: Ahmedabad, ® b
Ltd.) Gujarat State, India IS IS
‘ (Céch ghi khac: 808, 809 & S | g
810, Kerala Industrial Estate, ﬁl :‘
GIDC, Nr. Bavla, Ahmedabad
382220, Gujarat, India)
IN-149 » Alkem Laboratories Limited » Village Thana, Baddi, Tehsil - Nalagarh, District Solan, Himachal Pradesh, 173205, India
982 Alkem Village Thana, Baddi, Distt. * Thudc khong v triing (bao gdm ca thudc mién dich): Vién nén, vién nén bao phim, vién nang cirng, thudc bot pha hdn dich uéng. WHO-GMP [HFW- Health & Family Welfare | 12
Laboratories Solan (H.P), India H(Drugs) < < |Department Himachal
Limited 69/05(Vol- [ & | & [Pradesh, Baddi Distt.
X) 3 S |Solan - India (State
S = [Drugs Controller) India
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983 Alkem Alkem Laboratories Limited, |* Thu8c khéng vé trung: Vién nén, vién nén bao phim, vién nang cirng. EU-GMP |DE_HE_01_ Co quan thim quyén 12
Laboratories Site Baddi |, Village Thana, (pham vi thanh tra: Mycophenolate Mofetil Capsules 250mg; Mycophenolate Mofetil Tablets 500mg; Ezetimibe 10mg tablets ; Azathioprine tablets 50mg; GMP_2020_ Plrc
Limited Baddi, Tehsil - Nalagarh, Cinacalcet Alkem 90mg film coated tablets’) 0022
District Solan, Himachal . ~
Pradesh, 173205, India g g
Céch ghi khac: a q
+ Site Baddi I, Village Thana, S 3
Baddi, Tehsil - Nalagarh, (=] ~N
District Solan, Himachal
Pradesh, 173205, India
IN-150 » RPG LIFE SCIENCES LIMITED » 3102/A G:I.D.C ESTATE, ANKLESHWAR, GUJARAT, 393002, INDIA
1101 RPG LIFE SCIENCES |3102/A G.1.D.C ESTATE, Thu8c khéng vé trung: Vién nang cirng, vién nén, vién nén bao phim; thuéc udng dang léng WHO-GMP 19031244 N ~ |FDA Gujarat State, India 13
LIMITED ANKLESHWAR;393002, by S
Dist.Bharuch, Gujarat State, S‘, ,?,
INDIA g 3
- -
IN-151  » Medreich Limited (Medreich Limited - Unit 1) » 12th Mile, Old Madras Road, Virgonagar, Bangalore, 560049, India
1102 Medreich Limited |12th Mile, Old Madras Road, [* Thudc khéng vé tring chira khang sinh nhém beta lactam: Vién nang cirng; vién nén; vién nén bao phim; bot pha hén dich uéng. WHO-GMP |DCD/CR- © o Office of the Drugs 13
(Medreich Limited |Virgonagar, Bangalore, 1403/SPL- § § Controller, State of
- Unit 1) 560049 (hodc IN 560-049), I/CELL/2018-| =& | & [Karnataka, India
India 18 8- B-
1281 Medreich Limited |12th Mile, Old Madras Road, [* Thudc khéng vé trung chira khang sinh nhém beta lactam: Vién nang cirng; vién nén, vién nén bao phim; bt pha hdn dich uéng. EU-GMP |UK GMP ~ ~ Medicines and 15
(Medreich Limited |Virgonagar, Bangalore, * Déng géi: dong goi thir cap. 17742 Insp b=, S |Healthcare Products
- Unit 1) 56(?049 (ho3c IN 560-049),  [* Kiém tra chat lwgng. GMP 3 2 Regulatory Agency
India 17742/9885 | % |(MHRA), United
-0010 o “  |Kingdom
1874 Medreich Limited |12th Mile, Old Madras Road, |* Thudc khéng vé triing chira khang sinh nhém beta lactam: Vién nang ctng; vién nén; vién nén bao phim; bot pha hdn dich udng. WHO-GMP |SPL.CEL/CR- - < |Office of the Drugs 21
edreich Limite i ) 3 - S S Controller, State of
Med h Li d |Virgonagar, Bangalore, 906/21-22 3 3
- Unit 1) 560049 (hodc IN 560-049), Iy o |Karnataka, India
India g 5:
~ =}
IN-152 » Windlas BiotechPrivate Limited (Plant 2) » Kharsra No-141 to 143 & 145, Mohabewala Industrial Area, Dehradun-248110, Uttarakhand, India
1103 Windlas Kharsra No-141 to 143 & Thuéc khéng chita khang sinh nhém Beta Lactam: Vién nén, vién nén bao phim, vién nén bao tan trong ruét; Vién nang; Thuéc bot; Thudc dung dich udng. WHO-GMP|17P/1/185/2 Office of the Drugs 13
BiotechPrivate 145, Mohabewala Industrial 016/3383 Q «  |Controlling & Licensing
Limited (Plant 2) ~ [Area, Dehradun-248110, & &  |Authority, Directorate
Uttarakhand, India S SI General of Medical
3 S |Health & Family
Welfare, India
IN-153  » Kusum Healthcare Pvt. Ltd » Sp-289 (A), RIICO Industrial Area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
2026 Kusum Healthcare |SP-289 (A) RIICO Industrial * Thu8c khéng chira khéng sinh nhém Betalactam: Vién nén; Vién nang cing; ThuSc cdm udng; Thudc dung ngoai (thudc m&, kem, gel, lotion va shampoo); WHO-GMP | DC/A- o ~ |Drugs Control 23
Pvt. Ltd. Area, Chopanki, Bhiwadi, ~ [Thudc dat; Dung dich thut truc trang. 1/2019/1716| 3 S |organization, Rajasthan,
Dist. Alwar (Rajasthan), India &S b Jaipur, India
— o
o o
) =}
IN-154 » Micro Labs Limited » 16 Veerasandra Industrial Area, Anekal Taluk, Bangalore, Karnataka, IN-560 100, India
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1282 Micro Labs Limited |Plot No. 16 & 24, * Thu8c khéng vé trung chira khang sinh nhém Penicillin: WHO-GMP |No. Office of the Drugs 15
Veerasandra Industrial Area, [+ Vién nén, vién nén bao phim; DCD/SPL-CL- Controller for the State
. n . o —
Anekal Taluk, Bangaluru - +Vién nang cing; 1/CR- =y S |of Karnataka, India
i + ¢ bot. I I
560 100, India Thu6c bot. 74/2020-21 g g
GSC. NO.: o ~
o o~
DD0990000
018869
1283 Micro Labs Limited |No. 16, Veerasandra * Thu8c khdng vd trung chira khang sinh nhém Penicillin (Plot 16 - Site Number ML11): EU-GMP [DE_HE_01_ o - Co quan tham quyén 15
Industrial Area, Anekal Taluk, |+ Vién nén, vién nén bao phim; GMP_2018 b S |puc
AN « x X — _ 4 <
Bangalore, 560 100, + Thuoc bot pha hon dich uéng. 0098 0 <+
Karnataka, India E g
— ~
1501 Micro Labs Limited |Plots No. 16 and 24, * Thu8c khéng vé trung chita khang sinh nhém Penicillin: EU-GMP |409- ° v |Coquan tham quyén 17
Veerasandra Industrial Area, |+ Vién nén, vién nén bao phim; 13/2019-7 S S |pwe
PN x x N ~
Anekal Taluk, Bangalore, + Thudc bét pha hon dich uéng. ~ N
. o o
Karnataka; 560 100, India o g
o o~
IN-155 » Aurobindo Pharma Ltd - Unit VII » Special Economic Zone (hodc SEZ), TSIIC, Plot No. S1, Sy. Nos (hodc Sy.Nos)., 411, 425, 434, 435 and 458 Green Industrial Park, Polepally Village, Jedcherla Mandal, Mahaboobnagar District, Telangana State,
1104 Aurobindo Special Economic Zone (hogc [Pham vi theo Bao cdo thanh tra: Thu8c khéng vé triing: vién nang cing; vién nang mém; pellet; vién nén, vién nén bao phim. WHO-GMP 4160/E1/20 Drug Control 13
B . SEZ), TSIIC, Plot No. S1 Pham vi theo Gidy chirng nhan: L .
Pharma Ltd - Unit S ), N ,’ hodc S NI ABACAVIR TABLETS USP 300MG (Abacavir Sulfate twong duong véi Abacavir 300 mg); AMLODIPINE AND VALSARTAN TABLETS 5MG/ 80MG, 5MG/ 160MG, 10MG/ 160MG (Amlodipine Besilate 19 AdmInIStratlon’
VI urvey No's (hogc Sy.Nos)., twong duong véi Amlodipine 5 mg, 10mg va Valsartan 80 mg, 160 mg); AMLODIPINE AND VALSARTAN TABLETS 5MG/ 80MG VALSAR - AM 80/5, 5MG/ 160MG VALSAR - AM 160/5, 10MG/ Goverment of
411/P, 425/P, 434/P, 435/P  |160MG VALSAR - AM 160/10 (Amlodipine Besilate tuong duong véi Amlodipine 5 mg, 10 mg va Valsartan 80 mg, 160mg); ARIPIPRAZOLE TABLETS SMG FIANTIS 5, 10MG FIANTIS 10, 15MG Telangana, India
and 458/P, Green Industrial |FIANTIS 15, 20MG FIANTIS 20, 30MG FIANTIS 30 (Aripiprazole 5 mg, 10 mg, 15 mg, 20 mg, 30 mg); ARIPIPRAZOLE TABLETS 5SMG ARPIFY 5, 10MG ARPIFY 10, 15MG ARPIFY 15, 20MG ARPIFY 20,
Park, Polepally Village, 30MG ARPIFY 30 (Aripiprazole 5 mg, 10 mg, 15 mg, 20 mg, 30 mg); ATORVASTATIN TABLETS 10MG ATORKEY 10, 20MG ATORKEY 20, 40MG ATORKEY 40, 80MG ATORKEY 80 (Atorvastatin calcium
Jedcherla (hodc Jadcherla) trihydrate twong duong véi Atorvastatin 10 mg, 20 mg, 40 mg, 80 mg); ATORVASTATIN CALCIUM TABLETS 10MG, 20MG, 40MG, 80MG (Atorvastatin Calcium Trihydrate twong duong véi
Mandal. Mah i boob Atorvastatin 10 mg, 20 mg, 40 mg, 80 mg); EFAVIRENZ CAPSULES USP 50MG, 200MG (Efavirenz 50 mg, 200 mg); EMTRICITABINE 200MG AND TENOFOVIR DISOPROXIL FUMARATE 300MG
andal, Mahaboobnagar TABLETS (Emtricitabine 200 mg, Tenofovir disoproxil fumarate 300 mg tuwong duong véi Tenofovir disoproxil 245 mg); LAMIVUDINE TABLETS 150MG (Lamivudine 150 mg); LEVOFLOXACIN
(hodc Mahabubnagar) TABLETS 250MG, 500MG, 750MG (Levofloxacin 250 mg, 500 mg, 750 mg); Levofloxacin Tablets 250 mg LEVOKILZ 250, 500 mg LEVOKILZ 500, 750 mg LEVOKILZ 750 (Levofloxacin 250 mg, 500 mg,
District, Telangana State, 750 mg); OLANZAPINE ORODISPERSIBLE TABLETS 5MG, 10MG, 15MG, 20MG (Olanzapine 5 mg, 10 mg, 15 mg, 20 mg); OLANZAPINE ORODISPERSIBLE TABLETS 5SMG OLANGEM OD 5, 10MG
(509302), India OLANGEM OD 10, 15MG OLANGEM OD 15, 20MG OLANGEM OD 20 (Olanzapine 5 mg, 10 mg, 15 mg, 20 mg); OLANZAPINE ORODISPERSIBLE TABLETS 5SMG OLANDIS OD 5, 10MG OLANDIS OD 10,
15MG OLANDIS OD 15, 20MG OLANDIS OD 20 (Olanzapine 5 mg, 10 mg, 15 mg, 20 mg); OLANZAPINE ORODISPERSIBLE TABLETS 10MG BENEREST 10, 15MG BENEREST 15, 20MG BENEREST 20
(Olanzapine 10 mg, 15 mg, 20 mg); PANTOPRAZOLE GASTRO RESISTANT TABLETS 20MG ETUSER 20, 40MG ETUSER 40 (Pantoprazole Sodium sesquihydrate twong duwong vdi Pantoprazole 20 mg,
40 mg); PANTOPRAZOLE GASTRO RESISTANT TABLETS 20MG AUROPRAZ 20, 40MG AUROPRAZ 40 (Pantoprazole Sodium sesquihydrate tuwong dwong véi Pantoprazole 20 mg, 40 mg);
PANTOPRAZOLE GASTRO RESISTANT TABLETS 20MG TOPRAZ 20, 40MG TOPRAZ 40 (Pantoprazole Sodium sesquihydrate twong duwong vdi Pantoprazole 20 mg, 40 mg); RIVASTIGMINE CAPSULES 8 m
1.5mg ALRIVA 1.5, 3mg ALRIVA 3, 4.5mg ALRIVA 4.5, 6mg ALRIVA 6 (Rivastigmine hydrogen tartrate tuong duong voi Rivastigmine 1.5 mg, 3 mg, 4.5 mg, 6 mg); TENOFOVIR DISOPROXIL 8 8
FUMARATE TABLETS 300MG (Tenofovir Disoproxil Fumarate 300 mg twong duong véi Tenofovir Disoproxil 245 mg); VALSARTAN TABLETS 40MG PANATHRA 40, 80MG PANATHRA 80, 160MG g‘ g‘
PANATHRA 160 (Valsartan 40 mg, 80 mg, 160 mg); VALSARTAN TABLETS 40MG AUROVALSA 40, 80MG AUROVALSA 80, 160MG AUROVALSA 160 (Valsartan 40 mg, 80 mg, 160 mg); VALSARTAN — A
TABLETS 40MG VALSAR 40, 80MG VALSAR 80, 160MG VALSAR 160 (Valsartan 40 mg, 80 mg, 160 mg); VALSARTAN CAPSULES 40MG, 80MG, 160MG (Valsartan 40 mg, 80 mg, 160 mg); — —
ZIDOVUDINE TABLETS USP 300 MG (Zidovudine 300 mg); ZIDOVUDINE CAPSULES USP 100 mg (Zidovudine 100 mg); BENAZEPRIL HYDROCHLORIDE TABLETS 10MG, 20MG (Benazepril
Hydrochloride 10 mg, 20 mg); LAMIVUDINE 150MG/ ZIDOVUDINE 300MG FIXED DOSE TABLETS CO-PACKAGED WITH EFAVIRENZ 600MG TABLETS (Lamivudine 150mg va Zidovudine 300mg;
Efavirenz 600mg); TRAMADOL HYDROCHLORIDE CAPSULES BP 50MG MYOTRAM (Tramadol Hydrochloride 50mg); TRAMADOL HYDROCHLORIDE 37.5MG AND PARACETAMOL 325MG TABLETS
(Tramadol Hydrochloride 37.5mg, Paracetamol 325mg); TRAMADOL HYDROCHLORIDE 37.5MG AND PARACETAMOL 325MG TABLETS MYOTRAM — P (Tramadol Hydrochloride 37.5mg,
Paracetamol 325mg); TRAMADOL HYDROCHLORIDE 37.5MG AND PARACETAMOL TABLETS 325MG DOLOTRAM (Tramadol Hydrochloride 37.5mg, Paracetamol 325mg); TRAMADOL
HYDROCHLORIDE 37.5MG AND PARACETAMOL TABLETS 325MG CONTREDOL (Tramadol Hydrochloride 37.5mg, Paracetamol 325mg); LAMIVUDINE AND ZIDOVUDINE TABLETS USP 150MG/
300MG (Lamivudine 150mg, Zidovudine 300mg); PRAVASTATIN TABLETS BP 40MG (Pravastatin Sodium 40mg); SILDENAFIL CITRATE ORALLY DISINTEGRATING TABLETS 50MG (Sildenafil citrate
tuwong duong véi Sildenafil 50mg); AMLODIPINE BESYLATE AND BENAZEPRIL HYDROCHLORIDE CAPSULES 10MG/ 20MG (Amlodipine Besylate twong dwong véi Amlodipine 10mg va Benazepril
Hydrochloride 20mg); Memantine Hydrochloride Tablets 15 mg MEMDRIVE 15, 20 mg MEMDRIVE 20 (Memantine Hydrochloride 15 mg, 20 mg); RIZATRIPTAN BENZOATE TABLETS 5MG, 10MG
(Rizatriptan Benzoate 7.265mg, 14.530mg tuwong duwong vdi Rizatriptan 5mg, 10mg); RIZATRIPTAN BENZOATE ORODISPERSIBLE TABLETS 5MG, 10MG (Rizatriptan Benzoate 7.265mg, 14.530mg
tuong duong vai Rizatriptan 5mg, 10mg); Tadalafil Tablets 10mg CIATUFF 10, 20mg CIATUFF 20 (Tadalafil 10mg, 20mg); LAMIVUDINE AND TENOFOVIR DISOPROXIL FUMARATE TABLETS 300
MG/ 300MG (Lamivudine 300 mg, Tenofovir Disoproxil Fumarate 300 mg twong duong véi Tenofovir Disoproxil 245 mg); ENTECAVIR TABLETS 0.5MG, 1MG (Entecavir Monohydrate 0.5mg,
1mg); SOLIFENACIN SUCCINATE TABLETS 10MG (Solifenacin Succinate 10mg); TELMISARTAN TABLETS USP 20MG, 40MG, 80MG (Telmisartan 20mg, 40mg, 80mg); AMLODIPINE AND BENAZEPRIL
HYDROCHLORIDE CAPSULES USP 2.5 MG/10 MG, 5 MG/20 MG, 10 MG/20 MG (Amlodipine Besylate twong duwong véi Amlodipine 2.5 mg, 5 mg, 10 mg va Benazepril Hydrochloride 10 mg, 20
mg); AMLODIPINE AND OLMESARTAN MEDOXOMIL TABLETS 5MG/20MG (Amlodipine Besylate tuong duwong véi Amlodipine 5mg va Olmesartan Medoxomil 20mg); LEVOFLOXACIN TABLETS 250
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1105 |Aurobindo Special Economic Zone (hodc * Thudc khéng vé trung: vién nang clrng; vién nang mém; pellet; vién nén, vién nén bao phim. EU-GMP |FT002/MH/0 National Authority of 13
Pharma Ltd - Unit |3E2), TSIIC (hodc APIIC), Plot No. 01/2018 Medicines and Health
S1, Survey No’s (hodc Sy.Nos)., d
vii 411/p, 425/P, 434/P, 435/P and Products (INFARMED),
458/P (hodc 411, 425, 434, 435 Portugal
va 458), Green Industrial Park, ﬂ m
Polepally Village, Jedcherla a 2
(hodc Jadcherla) Mandal, A ~N
Mahaboobnagar (hodc <O'r ::
Mahabubnagar) District, © Ll
Telangana State (hodc Andhra
Pradesh), (509302), India
IN-156 » CENTAUR PHARMACEUTICALS PRIVATE LTD » Plant 1, Plot No. 3, 5B, 2C, Tivim Industrial Estate, Karaswada, Mapusa, Goa - 403 526, India
1106 CENTAUR Plant 1, Plot'No. 3, 5B, 2C, Vién nén, vién nén bao phim; Vién nang cing; Thudc udng dang 16ng; Dung dich xit miii; Gel; Ché& pham nho mat. WHO-GMP [No. o ~ Directorate of Food & 13
PHARMACEUTICAL |Tivim.Industrial Estate, 158/MFG/W| & & |Drugs Administration,
SPRIVATELTD |Karaswada, Mapusa, Goa - HO- & | 2 |phanwantari, India
403 526, Indi S S
ndia GMP/DFDA/ 2 3
2445
IN-157 » Rhydburg Pharmacueticals Ltd » C2 & 3, S.I.E.L Selaqui, Dehradun, Uttarakhand, India
1396 Rhydburg C2 & 3, S.I.E.L Selaqui, Thudc khéng vé trung khéng chira khang sinh nhém Betalactam: WHO-GMP 26/1/Drug/1 Directorate General of 16
. A 7 . < . (<)) o~
Pharmaceuticals Dehradun, Uttarakhand, India|+ Vién nén, vién nén bao phim; 24/2019/21 b= o |Medical Health & Family
Ltd +Vién nang cimg; B 579 g ;': Welfare, Dehradun,
+ Thuéc dang 16 Sird, d dich, hén dich, thuc nhoé giot); o (=} .
ocdang O"g\(. ! 70, dung dich, hon dich, thuoe nho glel ) e & |Uttarakhand, India
+ Thudc dung ngoai (Kem, gel, m&, lotion, pastes). ~ ~
e Thulc gAl
IN-158 » Glenmark Pharmceuticals Limited (Unit Ill) » Village Kishanbura, Baddi-Nalagrarh Road, Tehsil Badul, Distt, Solan (H.P), 173205, India
1107 Glenmark (Unit 111) Village Kishanpura,  [Unit Ill: Thudc hit phan liéu; thudc bét hit khd; thudc xit mii. Indian- |HFW-H Health& Family Welfare 13
Pharmceuticals Baddi-Nalagarh Road, Tehsil GMP  |(Drugs) Department Himachal
Limited Baddi, Distt, Solan (H.P), 173 317/09 Pradesh, India
205, India x <
(Céch ghi khac: Kishanpura, I <
Baddi-Nalagarh Road, Solan s s
District, Himachal Pradesh, g ‘U\']
IN 173205, India)
1108 Glenmark (Unit 1) Village Kishanpura, |Unit Ill: Thudc khéng vé trung: thudc xit mi (hén dich) EU-GMP |UK GMP Medicines and 13
Pharmceuticals Baddi-Nalagarh Road, Tehsil 33881 Insp Healthcare Products
Limited Baddi, Distt, Solan (H.P), 173 GMP Regulatory Agency
205, India 33881/3829 | 2 R |(MHRA), United
(Céch ghi khac: Kishanpura, 61-0010 IS < Kinadom
Baddi-Nalagarh Road, Solan s 3 5
District, Himachal Pradesh, g ;Y-';
IN 173205, India)
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1109

Glenmark
Pharmceuticals
Limited

(Unit I1) Village Kishanpura,
Baddi-Nalagarh Road, Tehsil
Baddi, Distt, Solan (H.P), 173
205, India

(Cach ghi khac: Kishanpura,
Baddi-Nalagarh Road, Solan
District, Himachal Pradesh,
IN 173205, India)

Unit I1l: Thudc khong vo tring: thudc xit miii (hdn dich)

EU-GMP

sukls209782
/2019

09-12-2019

31-12-2023

State Institute for Drug
Control (SUKL), Czech
Republic

13

1197

Glenmark
Pharmaceuticals
Ltd.

Village Kishanpura, Baddi-
Nalagarh Road, Tehsil Baddi,
Distt, Solan (H.P.) 173,205,
India

Unit1: *Thu8c khéng vé trung: vién nén, vién nén bao phim, vién nang cirng, thudc udng dang long.

WHO-GMP

HFW-H
(Drugs)
249/05

29-11-2019

28-11-2022

Health & Family Welfare
Department Himachi
Pradest, Distt. Solan -
India (State Drugs
Controller)

14

2160

Glenmark
Pharmceuticals
Limited

(Unitl1) Village Kishanpura,
Baddi-Nalagarh Road, Tehsil
Baddi, Distt, Solan (H.P), 173
205, India

(Cach ghi khac: Kishanpura,
Baddi-Nalagarh Road, Solan
District, Himachal Pradesh,
IN 173205, India)

Unit lll: Thudc hit phan ligu; thudc bat hit kho; thudc xit mii (hdn dich)

Indian-
GMP

HFW-H
(Drugs)
317/09

17-12-2021

16-12-2024

Health& Family Welfare
Department Himachal
Pradesh, India

25

IN-159

» Macleods Pharmaceuticals Ltd. » Block N

-2,Village Theda, Post Office Lodhimajra, Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101, India

1110

M/s Macleods
Pharmaceuticals
Ltd.

Block N-2,Village Theda, Post
Office Lodhimajra, Tehsil Baddi,
Distt. Solan, Himachal Pradesh-
174101, India (cach ghi khac:
Block N-2, Vill. Theda, P.O.
Lodhimajra, Baddi, Distt. Solan,
(HP), India / Village Theda, PO
Lodhimajra, Tehsil Nalagarh,
Distt. Solan, (HP), India / Village
Theda, Post Office Lodhimajra,
Tehsil Baddi, Distt. Solan,
Himachal Pradesh-174101, India)

* ThuBc khéng vé trung: Vién nén, Vién nang cing, Thudc udng dang dng, sachet (pellets va cém)

Indian-
GMP

HFW-H
[Drugs]
152/07

15-06-2018

14-06-2021

Health & Family Welfare
Department Himachi
Pradest, Distt. Solan -
India (State Drugs
Controller)

13

1111

M/s Macleods
Pharmaceuticals
Ltd.

Block N-2,Village Theda, Post Office
Lodhimajra, Tehsil Baddi, Distt.
Solan, Himachal Pradesh-174101,
India (cach ghi khac: Block N-2, Vill.
Theda, P.O. Lodhimajra, Baddi,
Distt. Solan, (HP), India / Village
Theda, PO Lodhimajra, Tehsil
Nalagarh, Distt. Solan, (HP), India /
Village Theda, Post Office
Lodhimajra, Tehsil Baddi, Distt.
Solan, Himachal Pradesh-174101,
India (Block N2))

* Thu8c khong vé trung: Vién nén ( bao gdm ca vién nén bao phim), Vién nang cirng, Thudc uéng dang léng

EU-GMP

IWPS.405.34
.2019.KKW.1
WTC/0589_
01_01/60

16-04-2019

31-12-2022

Chief Pharmaceutical
Inspectorate, Poland

13
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1943 M/s Macleods Block N-2,Village Theda, Post * Thu8c khéng vé trung: Vién nén ( bao gébm ca vién nén bao phim), Vién nang cirng, Thudc udng dang ldng, sachet (pellets va cdm) WHO-GMP |HFW-H Health & Family Welfare 22
Pharmaceuticals  |Office Lodhimajra, Tehsil Baddi, [Drugs] Department Himachal
Distt. Solan, Himachal Pradesh- L.
Ltd. 174101, India (c4ch ghi khic: 152/07 Pradest Baddi, Distt.
Block N-2, Vill. Theda, P.O. Solan (State Drugs
Lodhimajra, Baddi, Distt. Solan, ~ < Controller), India
(HP), India / Village Theda, PO S 8
Lodhimajra, Tehsil Nalagarh, o (]
Distt. Solan, (HP), India / Village 5.‘ 8
Theda, Post Office Lodhimajra, '5 }3
Tehsil Baddi, Distt. Solan,
Himachal Pradesh-174101, India)
IN-160 » Aurobindo Pharma Ltd Unit VI » Sy. No. 329/39 & 329/47, Chitkul Village, Patancheru Mandal, Medak District Telangana State, 502307, India
1198  |Aurobindo Unit - VI, Sy:No's: 329/39 & Block D: B WHO-GMP|3962/E1/20 Drug Control 14
329/47, Chitkul Village, Patancheru |A. Pham vi trén bdo céo thanh tra: * ThuSc khdng vé trung chira khang sinh nhém Cephalosporin: thudc tiém bét, vién nang cirng; thuéc bot pha hén dich udng; vién nén, vién nén bao phim. . .
Pharma Ltd Mandal, Sanga Reddy District, B. Pham vi trén gidy GMP: CEFADROXIL FOR ORAL SUSPENSION USP 250mg/5ml, 500mg/Sml (DROX-250, ULTIDOXIL, DROX-500); CEFADROXIL ORAL SUSPENSION BP 250mg/5ml (INFEDRO-X 19 Administration,
Telangana State, India 250); CEFADROXIL CAPSULES BP 500mg; CEFADROXIL CAPSULES BP 500mg (INFEDRO-X 500); CEFADROXIL CAPSULES USP 500mg; CEPHALEXIN ORAL SUSPENSION BP 125mg/Sml, 250mg/5ml; Goverment of
(* Cac cach ghi khéc: CEPHALEXIN ORAL SUSPENSION BP 125mg/5ml, 250mg/Sml (AUROCEF-125, AUROCEF-250); CEFALEXIN TABLETS (AURO CEFALEXIN TABLETS 500mg); CEFALEXIN TABLETS BP 500mg; CEFALEXIN Telangana, India
- Unit VI, Survey No. 329/39 & TABLETS BP 500mg (AUROCEF 500); CEPHALEXIN CAPSULES USP 250mg, 500mg; CEFOTAXIME FOR INJECTION USP 250mg, 500mg, 1000mg, 2000mg; CEFOTAXIME FOR INJECTION USP 250mg,
329/47, Chitkul Village, Patancheru |500mg, 1000mg, 2000mg (CETAX-250, CETAX-500, CETAX-1000, CETAX-2000); CEPHALOTHIN FOR INJECTION USP 1000mg (CEFTHIN-1000); CEPHALOTHIN FOR INJECTION USP 1000mg;
Mandal, Medak District, Andhra - [CEFUROXIME AXETIL TABLETS USP 250mg, 125mg (XIBID-250, XIBID-125); CEFUROXIME AXETIL TABLETS USP 125mg, 250mg, 500mg; CEFUROXIME AXETIL TABLETS USP 125mg, 250mg
India. (CEFUXIME-125, CEFUXIME-250); CEFUROXIME AXETIL TABLETS BP 125mg, 250mg, 500mg (AUROXIME TABLETS 125mg, AUROXIME TABLETS 250mg, AUROXIME TABLETS 500mg); CEFUROXIME
- Unit VI, Sy. No. 329/39 & 329/47, |AXETIL TABLETS BP 125mg, 250mg, 500mg; CEFUROXIME AXETIL TABLETS BP 125mg (CEFUXIME 125, AUROXETIL 125, CESAVESS 125); CEFUROXIME FOR INJECTION USP 750mg (FEDFUROXIME
Chitkul Village, Patancheru Mandal, |750mg, AUROXETIL 750); CEFUROXIME FOR INJECTION USP 250mg, 750mg (CEFUXIME-250, CEFUXIME-750); CEFUROXIME SODIUM FOR INJECTION BP 250mg (CEFUROXIME 250); CEFODOXIME
Medak District, Telangana State, PROXETIL TABLETS 100mg, 200mg (PODECIF 100, PODECIF 200); CEFPODOXIME PROXETIL TABLETS USP 100mg, 200mg (PROXTL-100, PROXTL-200); CEFPODOXIME PROXETIL TABLETS 100mg,
502307, India 200mg (AUROPODOX 100, AUROPODOX 200); CEFPODOXIME PROXETIL TABLETS 100mg, 200mg; CEFPODOXIME PROXETIL FOR ORAL SUSPENSION USP 50mg/SmL, 100mg/5ml (PROXTL-50, Q o
- Unit VI, Sy. No's: 329/39 & CEDOXIME 100mg/5Sml); CEFPODOXIME PROXETIL FOR ORAL SUSPENSION USP 50mg/Sml, 100ml/Sml; CEFPODOXIME PROXETIL FOR ORAL SUSPENSION 40mg/Sml (AUROPODOX 40, CEDOXIME Q Q
329/47, Chitkul Village, Patancheru |40mg/5ml); CEFPODOXIME PROXETIL FOR ORAL SUSPENSION 40mg/5ml; CEFPODOXIME PROXETIL TABLETS 100 mg, 200mg (CEDOXIME 100, CEDOXIME 200); CEFPODOXIME PROXETIL TABLETS A A
Mandal, Sanga Reddy District, 100mg, 200mg (EMPICEF); CEFPODOXIME PROXETIL FOR ORAL SUSPENSION USP 100mg/5ml (EMPICEF, AUROPODOX 100); CEFTRIAXONE FOR INJECTION USP 500mg, 1000mg, 1gm (RITECEF- < Q
Telangana State, India) 500, RITECEF-1000, CEFZONE); CEFTRIAXONE FOR INJECTION USP 250mg, 500mg, 1000mg, 2000mg; CEFTRIAXONE FOR INJECTION USP 250mg, 500mg, 1000mg, 2000mg (TRIAXONE-250, S S
TRIAXONE-500, TRIAXONE-1000, TRIAXONE-2000); CEFEPIME HYDROCHLORIDE FOR INJECTION USP 1.0g, 2.0g (MEGAPIME-1.0, MEGAPIME-2.0); CEFEPIME HYDROCHLORIDE FOR INJECTION USP
1.0g; CEFEPIME HYDROCHLORIDE FOR INJECTION USP 500mg, 1g, 2g (CEFEPRIME-500, CEFEPRIME-1000, CEFEPRIME-2000); CEFEPIME FOR INJECTION USP 500mg; CEFAZOLIN FOR INJECTION
USP 1000mg (FAZOL-1000); CEFAZOLIN FOR INJECTION USP 1000mg (ZOLIN-1000); CEFAZOLIN FOR INJECTION USP 1000 mg; CEFPROZIL FOR ORAL SUSPENSION USP 125mg/Sml, 250mg/Sml;
CEFPROZIL FOR ORAL SUSPENSION USP 125mg/Sml (3 CEF- 125); CEFPROZIL TABLETS USP 250mg, 500mg; CEFPROXIL TABLETS USP 250mg, 500mg (AUROPROZIL 250mg, AUROPROZIL 500mg);
CEFTAZIDIME FOR INJECTION USP 1000mg; CEFTAZIDIME FOR INJECTION USP 1000mg (AUROMITAZ 10000); CEFDINIR CAPSULES USP 300mg (TUFDIR 300); CEFDINIR CAPSULES USP 300mg;
CEFDINIR POWDER FOR ORAL SUSPENSION USP 125mg/5 mL; CEFDINIR FOR ORAL SUSPENSION USP 250mg/Sml; CEFDINIR FOR ORAL SUSPENSION USP 125mg/Sml (TUFDIR 125); CEFIXIME
TABLETS 200mg, 400mg; CEFIXIME TABLETS 200mg, 400mg (XINFAL 200, XINFAL 400); CEFPROZIL FOR ORAL SUSPENSION 125mg/5ml, 250mg/Sml; CEFPROZIL FOR ORAL SUSPENSION
125mg/Sml, 250mg/5ml (AUROZIL 125, AUROZIL 250); CEFPROZIL TABLETS 250mg, 500mg; CEFPROZIL TABLETS 250mg, 500mg (AUROZIL 250, AUROZIL 500).
1502  |Aurobindo Aurobindo Pharma Ltd, Unit-VI, | * Thugc khéng vé trung: EU-GMP |000085/06.0 Finnish Medicines 17
Pharma Ltd Block ? ) Cefuroxime tablets, Cephalexin capsule, Cefpodoxime proxetil oral suspension, Cefalexin powder for oral suspension, Cefprozil powder for oral suspension, 8.02.00/201 Agency (FIMEA)
f/\‘.l‘":g:s;f:::::‘us;z/r:a'I?';:::; Cefalexin tablets, Cefixime tablets, Cefpodoxime proxetil tablets, Cefprozil tablets. 6
Reddy District, Telangana State,
India
(* Céc céch ghi khac:
- Survey No. 329/39 & 329/47,
Chitkul Village, Patancheru Mandal, ﬂ (‘:“
Medak District, Andhra Pradesh - o o
o~ ~N
India. 0 &
- Sy. No. 329/39 & 329/47, Chitkul < -
Village, Patancheru Mandal, Medak m :-)
District, Telangana State, 502307,
India
- Unit VI, Sy. No's: 329/39 &
329/47, Chitkul Village, Patancheru
Mandal, Sanga Reddy District,
Telangana State, India)
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2161

Aurobindo
Pharma Ltd

Aurobindo Pharma Ltd, Unit - VI,
Block D

Sy. No's: 329/39 & 329/47, Chitkul
Village, Patancheru Mandal, Sanga
Reddy District, Telangana State,
502307 India

(* Céc céch ghi khac:

- Survey No. 329/39 & 329/47,
Chitkul Village, Patancheru Mandal,
Medak District, Andhra Pradesh -
India.

- Sy. No. 329/39 & 329/47, Chitkul
Village, Patancheru Mandal, Medak
District, Telangana State, 502307,
India

- Unit VI, Sy. No's: 329/39 &
329/47, Chitkul Village; Patancheru
Mandal, Sanga Reddy.District,
Telangana State, India)

* Thu8c khéng vé trung:
Cefuroxime tablets, Cephalexin capsule, Cefpodoxime proxetil oral suspension, Cefalexin powder for oral suspension, Cefixime tablets, Cefpodoxime proxetil
tablets, Cefixime powder for oral suspension.

EU-GMP

FIMEA/2019
/000085

16-12-2021

18-11-2024

Finnish Medicines
Agency (FIMEA)

25

IN-161

» Cadila Healthcare Limited » Lot No: 1A/1&2, Pharmez-Spectial Economic Zone, Sarkhej -Bavla, Hightway N.H.No: 8 A, Matoda, Taluka Sanand, Ahmedabad, 382213, India

1284

Cadila Healthcare
Limited

Plot No: 1-A/1&2, Pharmez, (Special
Economic Zone), Matoda, Sarkhej-
Bavla N.H.No.8A, Tal. Sanand,
Ahmedabad, Gujarat State, India.
hodc:

Plot No: 1-A/1&2, Pharmez, (Special
Economic Zone), Matoda, Sarkhej
Bavla, N.H.No.8A, Tal. Sanand, Dist -
Ahmedabad, 382213, India

hodac:

Plot No: 1-A/1&2, Pharmez - Special
Economic Zone, Sarkhej- Bavla,
Highway N.H.No.8A, Matoda,
Taluka Sanand, Ahmedabad,
382213, India

hodc:

Plot No: 1-A/1&2, Pharmez - Special
Economic Zone, Sarkhej- Bavla,
(Near Highway No.8A), Village
Matoda, Tal-Sanand, Ahmedabad
Dist., 382213, India

* Thudc khong vé trung: Vién nén, vién nén bao phim chira hoat chat doc té bao.

WHO-GMP

18121143

24-12-2018

23-12-2021

Food &Drugs Control
Administration, India

15

1285

Cadila Healthcare
Limited

Plot No: 1A/1&2, Pharmez-
Special Economic Zone,
Sarkhej -Bavla, Hightway
N.H. No: 8A, Matoda, Taluka
Sanand, Ahmedabad,
382213, India

* ThuBc khéng vé trung: Vién nén, vién nén bao phim (yéu cau dic biét: thudc chira hoat chat doc té bao)
* Dong goi:
+ Ddng gdi so cap: Vién nén, vién nén bao phim (yéu cau dic biét: thudc chira hoat chat doc té bao)
+Ddng goi thir cap.
* Kiém tra chat lugng:
+ Vi sinh: thudc khéng vé trung
+Hoa ly/Vat Iy.
o2 Lol oL ilo [y Caladiaio dolloic 2T 100, [ BN ota? L aadlanid

dokadabloie 200, 400,

EU-GMP

OGVYEI/3565
2-6/2018

11-12-2018

31-12-2022

National Institute of
Pharmacy and Nutrition
(OGYEI), Hungary

15

IN-162

» Shilpa Medicare Limited » Plot No. S-20 to S-26, Pharma SEZ, TSIIC Green Industrial Park, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana-509301, India
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1112 M/S. Shi|pa Plot No. S-20 to S-26, Pharma * San pham: Bendamustine Hydrochloride For Injection 100 mg/ vial (Bendamustine Hydrochloride 100 mg); BENDASHIL 100 mg/vial (Bendamustine Hydrochloride 100 mg); DAMUXIN 100 mg WHO-GMP L. Dis. No.: Drugs Control 13
. L i Bendamustine Hydrochloride 100 mg); DAMUXIN 25 mg (Bendamustine Hydrochloride 25 mg); Busulfan Injection 60 mg/10 ml (6 mg/ml) (Busulfan 6 mg/ml); Clofarabine Injection 1 mg/ml L .
Medicare Limited |SEZ TSIIC Green Industrial Park, |( ) verac 00 me) XIN 25 me ( v e) - €/10 mi (6 mg/ ) (& g/mi) ) e/ 3880/E1/20 Administration -
Polepally Village, Jadcherla (Clofarabine 1 mg/ml); Doxorubicin Hydrochloride Injection USP 2 mg/ml (5 ml, 10 ml & 25 ml) (Doxorubicin Hydrochloride USP 2 mg/ml); Dimethyl fumarate Delayed Release Capsules 120 mg
Mandal, Mahaboobnagar (Dimethyl Fumarate 120 mg); Dimethyl fumarate Delayed Release Capsules 240 mg (Dimethyl Fumarate 240 mg); ERLOSHIL 25mg (Erlotinib Hydrochloride twong duong Erlotinib 25 mg); 19 Government of
District, Telangana-509301, India ERLOSHIL 100 mg (Erlotinib Hydrochloride twong dwong Erlotinib 100 mg); PRELOTIV 100 mg (Erlotinib Hydrochloride twong dwong Erlotinib 100 mg); ERLOSHIL 150 mg (Erlotinib Hydrochloride Te|angana, India
(* Cach ghi khac: Unit-4, tuong duong Erlotinib 150 mg); PRELOTIV 150 mg (Erlotinib Hydrochloride twong dwong Erlotinib 150 mg); Gemcitabine for injection USP 1 g/vial (Gemcitabine Hydrochloride USP twong duong
Ph 8 ical F | - Gemcitabine 1 g); GENCIVENZ-1000 mg (Gemcitabine Hydrochloride USP tuong duwong Gemcitabine 1 g); GEMCITREX 1g/ vial (Gemcitabine Hydrochloride twong dwong Gemcitabine USP 1 g);
armaceut:ca ormulation SHILGEM 1 g (Gemcitabine Hydrochloride USP twong dwong Gemcitabine 1 g); Gemcitabine for injection USP 200 mg/vial (Gemcitabine Hydrochloride USP twong duong Gemcitabine 200 mg);
SEZ, Plot No's 5-20 to S-26, GEMCITREX 200 mg/vial (Gemcitabine Hydrochloride USP tuong duong Gemcitabine 200 mg); GENCIVENZ 200 mg (Gemcitabine Hydrochloride USP tuvong duong Gemcitabine 200 mg);
Pharma SEZ, TSIIC, Green SHILGEM 200 mg (Gemcitabine Hydrochloride USP tuong duong Gemcitabine 200 mg); Imatinib Mesylate Tablets 100 mg (Imatinib Mesylate twong duong Imatinib 100 mg); IMASHIL 100 mg o "
Industrial Park, Polepally (V), (Imatinib Mésylate twong duong Imatinib 100 mg); MESNIB 100 mg (Imatinib Mesylate twong duwong Imatinib 100 mg); ITARIXIB 100 mg (Imatinib Mesylate tuong duong Imatinib 100 mg); =y o
Jadcherla (M), Mahabubnagar Imatinib Mesylate Tablets 400 mg (Imatinib Mesylate twong duong Imatinib 400 mg); IMASHIL 400 mg (Imatinib Mesylate twong dwong Imatinib 400 mg); MESNIB 400 mg (Imatinib Mesylate N [
(Dt), 509301 Telangana, India)  |twong duong Imatinib 400 mg); ITARIXIB 400 mg (Imatinib Mesylate tuong dwong Imatinib 400 mg); ALIMAT (Imatinib Mesylate tuong duong Imatinib 400 mg); Irinotecan Hydrochloride 8 5‘
injection 100 mg/5 ml (Irinotecan hydrochloride (dang trihydrate) USP 20 mg/ml); BIENYA (Fingolimod Hydrochloride twong duong Fingolimod 0.5 mg); Melphalan for Injection 50 mg/vial (With < <
Diluent) (Melphalan Hydrochloride twong duong Melphalan 50 mg + Sterile diluent for Melphalan for Injection); ALPHALAN (Melphalan Hydrochloride trong durong Melphalan 50 mg + Sterile e ©
diluent for Melphalan for Injection); Melphalan 50 mg Powder and Solvent for Solution for Injection/Infusion (Melphalan Hydrochloride twong duwong Melphalan 50 mg + Sterile diluent for
Melphalan for Injection); Pemetrexed for injection 100 mg/vial (Pemetrexed Disodium tuwong duong Pemetrexed 100 mg); PEMSHIL 100 mg (Pemetrexed Disodium twong duong Pemetrexed
100 mg); RIXANEP 100 mg/vial (Pemetrexed Disodium tuong duong Pemetrexed 100 mg); PRIXANEP 100 mg (Pemetrexed Disodium tuwong duong Pemetrexed 100 mg); Pemetrexed for injection
500 mg/vial (Pemetrexed Disodium tuong duong Pemetrexed 500 mg); PLEUREX (Pemetrexed Disodium tuong duong Pemetrexed 500 mg); PRIXANEP 500 mg (Pemetrexed Disodium tuwong
duong Pemetrexed 500 mg); PEMSHIL 500 mg (Pemetrexed Disodium tuong duong Pemetrexed 500 mg); RIXANEP 500 mg/vial (Pemetrexed Disodium tuong duwong Pemetrexed 500 mg)
1113 M/S. Shi|pa Plot No. S-20 to S-26, Pharma * San pham: Anastrazole Tablets 1 mg (Anastrozole USP 1 mg); SHILMEDOL (Anastrozole USP 1 mg); TRANALIX (Anastrozole USP 1 mg); ANASHIL (Anastrozole USP 1 mg); Capecitabine Tablets, WHO-GMP |L. Dis. No. Drugs Control 13
. P SEZ, TSIIC Green Industrial Park, [USP 150 mg (Capecitabine USP 150 mg); CITABENZ 150 mg (Capecitabine USP 150 mg); SHILCAP 150 mg (Capecitabine USP 150 mg); Capecitabine 150 mg film coated tablets (Capecitabine . .
Medicare Limited Polepally Village, Jadcherla Ph.Eur 150 mg); Capecitabine Tablets USP 500 mg (Capecitabine USP 500 mg); CITABENZ 500 mg (Capecitabine USP 500 mg); Capecitabine 500 mg film coated tablets (Capecitabine Ph.Eur 500 2704/E1/20 Administration -
Mandal, Mahaboobnagar mg); SHILCAP 500 mg (Capecitabine USP 500 mg); BINTEZOP 500 mg (Capecitabine 500 mg); ALCAP (Capecitabine 500 mg); Letrozole Tablets USP 2.5 mg (Letrozole USP 2.5 mg); Letrozole 2.5 mg 19 Government of
District, Telangana-509301, India film coated tablets (Letrozole Ph.Eur 2.5 mg); Tacrolimus Capsules USP 0.5 mg (chira twong duwong Anhydrous Tacrolimus USP 0.5 mg); Tacrolimus Capsules USP 1 mg (chira twong duong Telangana, India
(* Cach ghi khac: Unit-4, Anhydrous Tacrolimus USP 1 mg); Tacrolimus Capsules USP 5 mg (chita twong duong Anhydrous Tacrolimus USP 5 mg); Azacitidine for Injection 100 mg/vial (Azacitidine 100 mg); AZAC
Ph 8 ical F | - (Azacitidine 100 mg); AZISHIL (Azacitidine 100 mg); ALITIDINA (Azacitidine 100 mg); Bortezomib for Injection 3.5 mg/vial (Bortezomib 3.5 mg); BORTESHIL 3.5mg (Bortezomib 3.5 mg); Bortezomib
armaceut:ca ormulation 3.5 mg powder for solution for injection (Bortezomib 3.5 mg); Decitabine for Injection 50 mg/vial (Decitabine 50 mg); Docetaxel Injection USP 80 mg/4 ml (20mg/ml) (Docetaxel USP 20 mg/ml);
SEZ, Plot No's 5-20 to S-26, DOCSHIL 80 mg/vial (Docetaxel USP 20 mg/ml); Docetaxel Injection USP 160 mg/8 ml (20mg/ml) (Docetaxel USP 20 mg/ml); Gemcitabine 200 mg powder for solution for infusion (Gemcitabine
Pharma SEZ, TSIIC, Green Hydrochloride Ph.Eur tuong duong Gemcitabine 200 mg); Gemcitabine 1.0 g powder for solution for infusion (Gemcitabine Hydrochloride Ph.Eur tuong dwong Gemcitabine 1.0 mg); Irinotecan Q N
Industrial Park, Polepally (V), hydrochloride 20 mg/ml concentrate for solution for infusion (2ml,5ml, 15ml & 25ml) (Irinotecan Hydrochloride trihydrate tuong duong Irinotecan Hydrochloride 20 mg/ml); ROTEQAN-2 mL S <
Jadcherla (M), Mahabubnagar  |(Irinotecan Hydrochloride trihydrate tuvong duong Irinotecan Hydrochloride 20 mg/ml); ROTEQAN-5 mL (Irinotecan Hydrochloride trihydrate twong duong Irinotecan Hydrochloride 20 mg/ml); & A
(Dt), 509301 Telangana, India) |ROTEQAN-15 mL (Irinotecan Hydrochloride trihydrate twong duwong Irinotecan Hydrochloride 20 mg/ml); IMATIPLEX (Irinotecan hydrochloride 20 mg/ml concentrate for solution for infusion - -
(2ml,5ml, 15ml & 25ml)) (Irinotecan Hydrochloride trihydrate USP 20 mg/ml); Irinotecan hydrochloride Injection USP 300 mg/15 mL (20 mg/ml) (Irinotecan Hydrochloride (dang trihydrate) USP 8 g
20 mg/ml); Irinotecan hydrochloride Injection USP 500 mg/25 mL (20 mg/ml) (Irinotecan Hydrochloride USP (dang trihydrate) 20 mg/ml); Zoledronic acid Injection 4 mg/5 mL (Zoledronic acid
monohydrate twong duong Zoledronic acid 0.8 mg/ml); LENDROZO (Zoledronic acid monohydrate twong duwong Zoledronic acid 0.8 mg/ml); SORLIV (Zoledronic acid monohydrate tuong duwong
Zoledronic acid 0.8 mg/ml); ZOLSHIL (Zoledronic acid monohydrate twong duong Zoledronic acid 0.8 mg/ml); Pemetrexed for Injection USP 100 mg/vial (Pemetrexed Disodium twong duong
Pemetrexed 100 mg); Pemetrexed for Injection USP 500 mg/vial (Pemetrexed Disodium twong duong Pemetrexed 500 mg); Lenvatinib Capsules 4 mg (Lenvatinib Mesylate twong duong
Lenvatinib 4 mg); Lenvatinib Capsules 10 mg (Lenvatinib Mesylate twong duong Lenvatinib 10 mg); Teriflunomide Tablets 7 mg (Teriflunomide 7 mg); Teriflunomide Tablets 14 mg (Teriflunomide
14 mg)
1114 M/s. Shilpa Plot No. 5-20 to S-26, Pharma * San pham: Bicalutamide Tablet USP 50mg (Bicalutamide USP 50mg); Busulfan Injection 6mg/ml(10mL) (Busulfan 6mg/mL); Docetaxel Injection USP WHO-GMP [L. Dis. No. Drugs Control 13
Medicare Limited |SE% TS!IC Green Industrial Park, |20mg/mL (Docetaxel USP 20 mg/ml); Docetaxel Injection USP 80mg/4mL (Docetaxel USP 20 mg/ml); Erlotinib Tablet 100mg (Erlotinib Hydrochloride tuong 3227/E(K)/T Administration -
Polepally Village, Jadcherla duwong Erlotinib 100mg); Erlotinib Tablet 150mg (Erlotinib Hydrochloride twong duong Erlotinib 150mg); Gemcitabine 38 mg/ mL concentrate for solution for /2018 Government of
ga:gatl,ylahaboobsnggg:gl Indi Infusion [5.26 mL, 26.3 mL & 52.6 mL fill's] (Gemcitabine Hydrochloride Ph.Eur twong dwong Gemcitabine 38 mg/ml); Bendamustine Hydrochloride for Telangana, India
Istrict, Telangana-. , India . . . . . . . " 4
(* Cch ghi khic- Unit-4 Injection 25mg/vial (Bendamustine Hydrochloride 25mg); Docetaxel Injection USP 20mg/mL (Docetaxel Trihydrate twong dwong Docetaxel 20 mg/ml);
Pharmaceutical Formulz;tion Docetaxel Injection USP 80mg/4mL (Docetaxel Trihydrate twong duwong Docetaxel 20 mg/ml); Dimethyl fumarate Delayed Release Capsules 120mg x =
SEZ, Plot No's 5-20 to 5-26, (TYEKFEDRA 120mg) (Dimethyl Fumarate 120 mg); Dimethyl fumarate Delayed Release Capsules 240mg (TYEKFEDRA 240mg) (Dimethyl Fumarate 240 mg); 2‘ 8'
Pharma SEZ, TSIIC, Green Erlotinib Tablet 25 mg (Erlotinib Hydrochloride twong duwong Erlotinib 25mg) 3 3
T T
i o o
Industrial Park, Polepally (V), Q I3
Jadcherla (M), Mahabubnagar
(Dt), 509301 Telangana, India)
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1115  [Shilpa Medicare Unit-4, Pharmaceutical * ThuBc vo trung chira chit doc té€ bao/kim té bao: EU-GMP |INS-482698- Federal Office for Safety | 13
Limited Formulation SEZ, Plot No's S- |+ Thu8c san xudt vé trung: Dung dich thé tich I&n; Dung dich thé tich nhé; Thudc déng khé. 12976127- in Health Care, Austria
20 to S-26, Pharma SEZ, + Thudc tiét trung cudi: Dung dich thé tich 16n; Dung dich thé tich nhé. 15942132
TSIIC, Green Industrial Park, |* Thu8c khéng vé trung chira chat. ddct€ bao/kim té bao: Vién nang cirng; Vién nang mém; Vién nén, vién nén bao phim.
Polepally (V), Jadcherla (M), |* Ddng gdi so cdp: Vién nangcirng; Vién nang mém; Vién nén, vién nén bao phim.
Mahabubnagar (Dt), 509301 |[* Ddng géi thir cap. IS4 «Q
Telangana, India * Kiém tra chat luong. g‘ 8
(* Cach ghi khéc: Plot No. S- 8 a
20 to 5-26, Pharma SEZ, TSIIC ) o
Green Industrial Park,
Polepally Village, Jadcherla
Mandal, Mahaboobnagar
District, Telangana-509301,
India)
IN-163 » Macleods Pharmaceuticals Limited » Survey No. 363/1, Plot No.7, Ganesh Industrial Estate, Kachigam, Daman-396210, India
1116 Macleods Survey No. 363/1, Plot No.7, |Thu8c khéng vé trung chita khéng sinh nhém Betalactam: WHO-GMP |DCD/ D&D/ ADMINISTRATION OF 13
Pharmaceuticals |Ganesh Industrial Estate, + Vién nén, vién nén bao phim; LA/ 2019 - Q & [DAMAN & DIU (UT),
Limited Kachigam, Daman-396210, [+ Vién nang cting; 2020/12026 | & & |DRUGS LICENSING
India +Sird kho. S | S |AuTHORITY, DRUGS
3 3 |conTROL
DEPARTMENT, INDIA
IN-164 » Ajanta Pharma Limited » Plot No. B-4/5/6, MIDC, Paithan, Aurangabad 431148 Maharashtra State, India
1117 Ajanta Pharma Plot No. B-4/5/6, MIDC, * Thudc khong vé trung: Vién nang, thudc bot udng, vién nén, vién nén bao phim. Indian- |[NEW-WHO- Food & Drug 13
Limited Paithan, Aurangabad 431148 GMP GMP/CERT/ L] < |Administration,
Maharashtra State, India (WHO- [AD/74296/2| & | & [Maharashtra State, India
GMP) [018/11/249 | & | 8
89 a3 3
IN-165 » Agio Pharmaceuticals Ltd » T-82, M.1.D.C., Bhosari, Pune 411026, Maharashtra State, India
1118 Agio T-81, 82. M.I.D.C., Bhosari, Thudc khéng vé trung: Thudc dung ngoai (Kem, M, Gel, Lotion), Thu8c bdt udng, Vién nén, vién nén bao phim, vién nang clng, thuéc uéng dang long (sird, | WHO-GMP [NEW-WHO- Food & Drug 13
Pharmaceuticals  |Pune 411026, Maharashtra |dung dich hén dich) GMP/CERT/ Q ' |Administration,
Ltd State, India PD/85715/2 | & & [Maharashtra State, India
019/11/300 | S b=
47 pa 5
IN-167 » Precise Chemipharma PVT LTD » GUT No.215/1 & 215/2, Khatawad Phata, AT Post Talegaon, Taluka Dinori, Nashik 422202 Maharashtra State, India
1199 Precise GUT No.215/1 & 215/2, Vién nang cirng; Thudc c8m; Pellet; Vién nén, vién nén bao phim. WHO-GMP |NEW-WHO- FDA Maharashtra, India 14
Chemipharma PVT |Khatwad Phata, AT Post GMP/CERT/ a N
LTD Talegaon, Taluka Dindori, NKD/80104/ I <
Nashik 422202 Maharashtra 2019/11/27 S' g'
State, India 118 % ~
IN-168 » Gennova Biopharmaceuticals Limited » Block 1, Plot No. P-1 and P-2, ITBT Park, Phase 1l, MIDC, HINJWADI, PUNE 411057, MAHARASHTRA STATE, INDIA
1200 Gennova Block 1, Plot No. P-1 and P-2, |* Dung dich thudc tiém thé tich nhé. WHO-GMP |NEW-WHO- Food & Drug 14
Biopharmaceutical |ITBT Park, Phase II, MIDC, GMP/CERT/ < N |Administration,
s Limited Hinjawadi, Pune 411057, PD/84066/2 | S |Maharashtra State, India
Maharashtra State, India 019/11/287 g' B'
82 R 3
IN-170 » Aurochem Laboratories (India) PVT. LTD. » Plot No.8, Palghar Taluka Ind. Co-op. Estate Ltd. Boisar Road, Tal. Palghar, Thane 401404 Maharashtra State, India
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1397 Aurochem Plot No.8, Palghar Taluka Ind. |* Thu8c khéng vé trung: WHO-GMP |NEW-WHO- Food & Drug 16
Laboratories Co-op. Estate Ltd. Boisar + Thu8c dung ngoai: Kem, gel, m8, lotion. GMP/CERT/ 3 o |Administration,
(India) PVT. LTD,  |Road, Tal. Palghar, Thane + Thuc udng dang long. KD/92362/2| & | & [Maharashtra State, India
401404 Maharashtra State, 020/11/321 8 g
India 64 i'lj i
IN-171 » Aurobindo Pharma Limited - Unit IV » Plot no. 4, 34 to 48, EPIP, TSIIC, IDA, Pashamylaram, Patancheru Mandal, Sangareddy District, 502307, India
1286 Aurobindo Plot no. 4, 34 to 48, EPIP, Bupivacaine injection BP 0.25% (2.5 mg/ml) (Fill volume: 10 ml & 20 ml, Pack size: 10 ml & 20 ml Ampoule); Bupivacaine injection BP 0.5% (5.0 mg/ml) (Fill WHO-GMP (L. Dis. No.: Drugs Control 15
Pharma Limited - |TSIC, IDA, Pashamylaram, volume: 10'ml & 20 ml, Pack size: 10 ml & 20 ml Ampoule); Tramadol hydrochloride injection 50 mg/ml (Fill volume: 1 ml, Pack size: 2 ml Ampoule); Tramadol 1050/E(R)/T Administration,
Unit IV Patancheru Mandal, hydrochloride injection 100 mg/2 ml (50 mg/ml) (Fill volume: 2 ml, Pack size: 2 ml Ampoule); Tranexamic acid injection BP 100 mg/ml (Fill volume: 5 m| & 10 $/2018 Government of
(Céch ghi khac: Sangareddy District, 502307, |ml, Pack size: 5 ml & 10 ml Ampoule); Lidocaine injection BP 1% (10 mg/ml) (Single dose ampoule) (Fill volume: 2 ml, 5 ml, 10 m| & 20 ml, Pack size: 2 ml, 5 ml, Telangana, India
Aurobindo India 10 ml & 20ml Ampoule); Lidocaine injection BP 2% (20 mg/ml) (Single dose ampoule) (Fill volume: 2 ml, 5 ml, 10 ml & 20 ml, Pack size: 2 ml, 5 ml, 10 m| & 20 x = !
Ph Limited (Céch ghi khéc: Unit IV, Plot  [ml Ampoule); Lidocaine injection BP 1% (10 mg/ml) Multi dose vial (Fill volume: 20 ml & 50 ml, Pack size: 20 ml & 50 ml vial); Lidocaine injection BP 2% (20 8' 2,
arma Limited) No's: 4, 34 to 48, EPIP, TSIIC, |mg/ml) Multi dose vial (Fill volume: 20 ml & 50 ml, Pack size: 20 ml & 50 ml vial); Levetiracetam concentrate for solution for infusion 100 mg/ml (Fill volume: 5 B ’5
IDA, Pashamylaram, ml, Pack size: 5 ml vial); Enoxaparin Sodium injection BP 20 mg/0.2 ml (Preservative free) (Fill volume: 0.2 ml, Pack size: 0.5 ml PFS); Enoxaparin Sodium :' D'
Patancheru Mandal, Sanga injection BP 40 mg/0.4 ml (Fill volume: 0.4 ml, Pack size: 1 ml PFS); Enoxaparin Sodium injection BP 60 mg/0.6 ml (Preservative free) (Fill volume: 0.6 ml, Pack
Reddy District, Telangana, size: 1 ml PFS); Enoxaparin Sodium injection BP 80 mg/0.8 ml (Preservative free) (Fill volume: 0.8 ml, Pack size: 1 ml PFS); Vancomycin Hydrochloride for
India) injection USP 1g (Pack size: 20 ml vial); Rocuronium Bromide injection 10 mg/ml (Fill volume: 5 ml, Pack size: 5 ml vial); Rocuronium Bromide injection 10
mg/ml) (Fill volume: 10 ml, Pack size: 10 ml vial)
1287  [Aurobindo Plot nos. 4,34 to 48, EPIP,  |Déy chuyénsé 1,2, 3, 4, 5, 6 cla nha xudng: EU-GMP |FT007/MH/0 National Authority of 15
Pharma Limited - |TSIIC, IDA, Pashamylaram,  [* Thudc v tring: 01/2018 L] < |Medicines and Health
Unit IV Patancheru Mandal, + Thudc san xuat vé trung: Dung dich thé tich nhé. Q 2 |Products, I.P.
Sangareddy District, + Thudc tiét trung cudi: Dung dich thé tich nho. 2 ::-1 (INFARMED), Portugal
Telangana State, 502307, * Kiém tra chat lugng: Vi sinh: vé trung; Héa hoc/Vat ly. 0 - ’
-
India "
IN-172  » Rivpra Formulation Pvt. Ltd » Plot No-8, Sector - 6A IIE SIDCUL, Distt. Haridwar, Uttarakhand, India
2162 M/s Rivpra Plot No-8, Sector - 6A IIE, * Thudc khong vé trung: Vién nén, vién nang cirng, thudc udng dang 16ng, siro khé, thudc bét, WHO-GMP |26/1/Ausha Office of the Drugs 25
. . — <
Formulation Pvt.  |SIDCUL, Haridwar, India dhi/146/201| & S |Controlling & Licensing
Ltd Plot No:8, Sector - 6A L.L.E, 9/9801 E g Authority Uttarakhand,
SIDCUL, Haridwar-249403, < < India
) N <
Uttarakhand, India ~ ~
IN-173  » Bharat Parenterals Limited » Survey No.144&146, Jarod Samlaya Road, Tal-Savil, City: Haripura, Dist. Vadodara, Gujarat State, India
1724 |Bharat Parenterals [Survey No.144&146, Jarod  |* Thudc khéng vé trung: Indian- [19101673 Food & Drug Control 19
Limited, India Samlaya Road, Tal-Savli, City: |+ Thu8c khéng chira khang sinh nhém betalactam: Vién nén (vién nén bao va vién nén khéng bao), vién nang cirng, thudc udng dang 16ng, thudc bot udng, GMP ) o |Administration Gujarat
Haripura, Dist. Vadodara, thudc dung ngoai (thudc md, gel, kem, lotion, thudc bdt) Q S |state, India
Gujarat State, India +Thudc vién nén, vién nang, siro kho chira khang sinh nhém beta-lactam g' 3'
* ThuBc vo trung: m‘ ;‘.‘.
+Thudc sdn xuat vo trung: dung dich thé tich nhd, thudc nhd mét khong chira khang sinh nhém betalactam; thudc bot tiém chira khang sinh nhém
ookl N
IN-174 » Brawn Laboratories Limited » 13, NIT, Industrial Area, Faridabad-121001, Haryana, India
1503 Brawn 13, NIT, Industrial Area, * Thudc khéng chita khang sinh nhém Betalactam: Vién nén; Vién nang cirng; Si ré kho (lo & géi); Ché phadm dung ngoai (kem, gel, m&, lotion); Thudc udng WHO-GMP |No. 3/54-1- State Drugs Controller 17
Laboratories Faridabad-121001, Haryana, |dang I8ng; ThuSc nhé mét; Dung dich tiém (Ampoules). Drug- (Controlling & Licensing
Limited India * Thu8c chira khang sinh nhom Penicillins: Vién nang cirng; Si ré kha. 2018/8478 g g Authority), Food &
* Thu8c chira khang sinh nhém Cephalosporins: Vién nén; Vién nang cirng; Si ro kho (lo & géi); Thudc bot khé pha tiém. g g Drugs Administration
Z,' g Haryana, India
%) I
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2072 Brawn 13, NIT, Industrial Area, * Thudc khong chita khang sinh nhém Betalactam: Vién nén; Vién nang cirng; Si ré kho (dang lo & géi); Ché pham dung ngoai (kem, gel, m&, lotion); Thudc WHO-GMP |No. 3/54-1- State Drugs Controller 24
Laboratories Faridabad-121001, Haryana, |udng dang 1dng; ThuSc nhd mét/nhé tai; Dung dich tiém truyén thé tich nhd; Dung dich tiém (Vials & Ampoules); Thudc bot khd pha tiém; Bom tiém déng sén Drug- (Controlling & Licensing
) X ah iR AR N ~ <
Limited India va thuc dong kho. 2021/10815 | & [ & |Authority), Food &
* Thu6'c chita khdng sinh nhém Penicillins: Vién nang cirng; Si r6 kho. ) g ; Drugs Administration,
* ThuGc chira khang sinh nhémiCephalosporins: Vién nén; Vién nang ctrng; Si ré kho (dang lo & géi); Thudc bot kho pha tiém. =] o .
P o [|Haryana, India
(o] ~
IN-175 » Stallion Laboratories Pvt. Ltd » Plot No. C1B-305, 2, 3,4 & 5, G.1.D.C., Kerala (Bavla), Dist. Ahmedabad, Gujarat State, India
1398 Stallion Plot No. C1B-305, 2, 3, 4 & 5, [Vién.nén'(vién nén bao va vién nén khdng bao); Vién nang cing; Thudc udng dang 1dng (dung dich; hdn dich; siro); Thudc bt udng. WHO-GMP (20021877 Food & Drugs Control 16
Laboratories Pvt. |G.I.D.C, Kerala (Bavla), Dist. Administration, Gujarat
Ltd Ahmedabad, Gujarat State, state, India
India (cach ghi khac: C1/B; o -
305,2, 3,4 &5,G.lD.C, S o
Kerala (Bavla), Dist. E z
Ahmedabad, Gujarat State, ro\' g
India hodc C1B, 305, 2, 3, 4 & ~ ~
5,GIDC, Kerala (Bavla), Dist:
Ahmedabad (Gujarat), India
IN-176  » Swiss Pharma Pvt. Ltd. » 3709. GIDC, Phase-IV, Vatva, City: Ahmedabad - 382 445, DIST. Ahmedabad, Gujarat State, India
1288 Swiss Pharma Pvt. [3709. GIDC, Phase-IV, Vatva, |* Thu8c khéng vé trung khdng chira khang sinh nhém Betalactam: Vién nén, vién nén bao; Vién nang cirng; Si rd khé. WHO-GMP 2072097 ° - Food and Drugs Control 15
Ltd. City: Ahmedabad - 382 445, |* Thuc khdng vé trung chita khang sinh nhém Cephalosporin: Vién nén, vién nén bao; Vién nang; Si rd khé. g S |Administration,
DIST. Ahmedabad, Gujarat : E Gandhinagar, Gujarat
State, India e S [state, India
— —
IN-177 » Globela Pharma Pvt.Ltd. » 357, G.1.D.C., Sachin, SURAT, 394230, Dist., Gujarat State, India
1289 Globela Pharma 357, G.1.D.C., Sachin, SURAT, [*Thudc khéng vé tring: vién nang cirng (bao gdbm ca nang clng giai phong cham); vién nén (bao gdm ca thudc doc té bao); thude bdt udng; vién nén bao WHO-GMP 18091021 0 ~ |FDA Gujarat State, India 15
Pvt.Ltd. 394230, Dist., Gujarat State, |phim. b= S
India. g ;
=) S
< I
o~ o~
IN-178 » Yash Medicare Pvt Ltd » Near Sabar Dairy, Talod Road, P.O. Hajipur, Tal-Himatnagar, Hajipur - 383 006, Sabarkantha, Gujarat State, India
1504 |Yash Medicare Pvt |Near Sabar Dairy, Talod Thudc dung ngoai: thudc m&; gel, kem, lotion, dung dich. India-GMP | 1808983 0 ~ |FDA Gujarat State, India 17
Ltd Road, P.O. Hajipur, Tal- by S
Himatnagar, Hajipur - 383 g g
006, Sabarkantha, Gujarat g ,OL
State, India N N
IN-179  » Auronext pharma private limited » A -1128, RIICO Industrial Area, Phase Ill, Bhiwadi — 301019, Alwar (Rajasthan), India
1399  [Eugia Pharma Unit Il, A -1128, RIICO Thu8c san xudt vé trung: Thudc tiém bat (vial) chira khang sinh nhém carbapenem WHO-GMP | DC/A- Co quan quan ly duoc 16
Specialities Industrial Area, Phase Il (sa&n pham duoc kiém tra: 1/2021/532 < @ |bang Rajasthan, An Do
Limited (tén cii la Bhiwadi — 301019, Dist. Thudc bdt pha tiém: Imipenem va Cilastatin for injection 250mg; Imipenem va Cilastatin for injection 500mg; Meropenem for injection 500mg; Meropenem 2 IS
Auronext pharma Alwar. (Rajasthan), India for injection 1000mg; Doripenem for injection 250mg; Doripenem for injection 500mg ) 8: #
private limited) 3 Y
1400 [Eugia Pharma Unit II, A-1128, RIICO Thudc san xuat v trung: thudc bét pha tiém chira khang sinh nhém carbapenem; EU-GMP |FT020/MH/0 National Authority of 16
Specialities Industrial Area, Phase Ill, 01/2021 9 N [Medicines and Health
Limited (tén ciila |Bhiwadi 301013, Dist. Q & |Products (INFARMED),
Auronext pharma |AlWar- (Rajasthan), India ) S |Portugal
private limited) S -
IN-180 » Bafna Pharmaceuticals Ltd. » No 1/15B, New No. 147, Survey No. 30/3, 30/4, 30/5, 30/6, 30/7 & 30/12, Madhavaram Redhills High Road, Grantlyon Village, Vadakarai Post, Chennai - 600052, India
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1725 Bafna No 1/158B, New No. 147, Thudc vién nén va vién nang (Theo danh sach dinh kém): WHO-GMP |K. Dis. No: Department of Food 19
Pharmaceuticals Survey No. 30/3, 30/4, 30/5, |+ Vién nén bao phim: Allerginol Plus Tablets (Montelukast 10mg; Levocitirizine dihydrochloride 5mg); Athero 10mg Film coated Tablets (Rosuvasatin 10mg); 19385/D1/4 and Drugs Control
Ltd 30/6, 30/7 & 30/12, Athero 20mg Film coated Tablets (Rosuvasatin 20mg); Atofast 10 Tablets (Atorvastatin Calcium 10mg); Atofast 20 Tablets (Atorvastatin Calcium 20mg); /2018 Administration
. ,
Madhavaram Redhills High Balevo 500 Tablets (Levofloxacin 500mg); Bicalutamide Tablets BP 50 mg (Bicalutamide 50mg); Diavin 500 Tablets (Metformin Hydrochloride 500mg); Escolin Government of
Road, Grantlyon Village, 500 Tablets (Citicoline 500mg);Ivab-5 Tablets (lvabradine 5mg); Ivab-7.5 Tablets (Ivabradine 7.5mg); Lavov 20 Tablets (Tadalafil 20mg); Levamisole Tablets Tamilnadu, India
Vadakarai Post, Chennai - USP 40 mg (Levamisole 40mg); Chlorpromazine Tablets BP 100 mg (Chlopromazine Hydrochloride 100mg); Metformin Tablets BP 500 mg (Metformin Q = !
600052, India Hydrochloride 500mg);.Molev Tablets (Montelukast 10mg; Levocitirizine dihydrochloride 5mg); Rista-50 Tablets (Losartan Potassium 50mg); Rosufast-10 g 3
Tablets (Rosuvastatin 10mg); Rosufast-5 Tablets (Rosuvastatin 5mg); Sigra 100 Tablets (Sildenafil 100mg); Sitag M Tablets (50+500) (Sitagliptin 50mg; 3 9
Metformin Hydrochloride 500mg); Zotrap 40 Tablets (Telmisartan 40mg); 9 -
+ Vién'nén Bol-ran Tablets (Paracetamol 500mg; Dichlofenac Sodium 50mg); Calbo Tablets (Calcium 500mg); Lonid-25 mcg Tablets (Clonidine Hydrochloride
25mcg); Tamcor 20 Tablets (Tamoxifen 20mg);
+Vién nang clrng Fluconazole Capsules 150 mg (Fluconazole 150mg); Ramide Capsules (Loperamide Hydrochloride 2mg); Silocin-4 Capsules (Silodosin 4mg);
Silocin-8 Capsules (Silodosin 8mg); Weished-120 Capsules (Orlistat 120mg); Zytrim-60 Capsules (Orlistat 60mg);
+ Vién nén bao phim giai phéng kéo dai Nifedipine Extended-Release Tablets USP 20 mg (Nifedipine 20mg).
1726 Bafna 147 Madhavaram;, Red Hills  [* Thu8c khéng vé trung: Vién nang cing; vién nén. EU-GMP [UK GMP o ~ Medicines and 19
Pharmaceuticals |Road, Grantlyon Village, * Dong goi so cdp: Vién nang cirng; vién nén. 31798 Insp = & |Healthcare Products
Limited Vadakarai, Chennai, Tamil * Péng goi thir cap: Dang ép vi va déng lo. GMP z E Regulatory Agency
. - At i a PO ar 1 3 3 )
Nadu, IN 600052, India Kiém tra chat lugng: Vi sinh (khéng vo trung); Hoa hoc/Vat ly. 31798/3785 2, 2, (MHRA), United
62-0010 Kingdom
IN-181 » Medley Pharmaceuticals Limited (Unit - I1) » Plot No. 18 & 19, Survey No. 378/7 & 8, 379/2&3 Zari Causeway Road, Kachigam, Daman - 396210, India
1401 M/S Medley Plot No. 18 & 19, Survey No. |* Thu8c khéng vé trung: Vién nén, vién nén bao phim, vién nang cing, thudc dang 16ng WHO-GMP [DCD/D&D/L o B Drugs control 16
Pharmaceuticals  |378/7 & 8, 379/2&3 Zari A/2019- 3 S  |Department
- . i ~ ~ . .
Limited (Unit - 11) |Causeway Road, Kachigam, 2020/11376 | &4 < |Administration of
) . — i .
Daman - 396210, India by - Daman & Diu Daman,
— — .
India
1402  [M/S Medley Plot No. 18 & 19, Survey No. [* Thu8c khéng vé trung: Vién nén, vién nén bao phim, thudc dang long EU-GMP [UK GMP o - Medicines and 16
Pharmaceuticals ~ |378/7 &8, 379/2&3 Zari 35673 Insp = o |Healthcare Products
- i I
Limited Causeway Road, Kachigam, GMP py & |Regulatory Agency
- i o — .
Daman - 396210, India 35673/2039 | 3 3 |(MHRA), United
~ — .
030-0006 Kingdom
IN-182 » Sun Pharmaceutical Industries Ltd. » Survey No.259/15 Dadra Union Territory of Dadra & Nagar Haveli, IN- 396 191, India
1290 M/s. Sun Survey No.259/15, Dadra - * Theo B4o cdo thanh tra: ThuSc khéng vé trung: vién nén, vién nén bao phim, vién nang cing WHO-GMP [DMHS/ADC/ Drugs Controller & 15
. 396 191 U.T. of Dadra & * Theo danh muc san pham dinh kém Gidy chitng nhan GMP: ~ . . .
Pharma'ceutlcal N H Ji India (ho Vién nén Bicalutamide Tablets USP 50 mg; Vién nén bao phim Ambrisentan Tablets 10 mg, 5 mg; Vién nén bao phim Bicalutamide Tablets 50 mg (Androblok, Bicalutamide SUN 50 mg); Vién nén WHO Llcensmg AUthorIty .
Industries Ltd., agar Haveli India (hoéc bao phim Bicalutamide Tablets 150 mg (Bicalutamide SUN 150 mg); Vién nén bao phim Bicalutamide Tablets USP 50 mg (Androblok); Vién nén bao phim Bosentan Tablets 125 mg, 62.5 mg; Vién GMP/Sun/2 Dadra & Nagar Haveli,
Survey No.259/15 Dadra nén bao phim Bosutinib Tablets 100 mg, 500 mg; Vién nén bao phim Bupropion HCl Tablets USP 100 mg, 75 mg; Vién nén bao phim Citicoline Tablets 500 mg (Strocit 500, Zunun); Vién nén bao 016/31/225/ India
Union Territory of Dadra & phim Donepezil Hydrochloride Tablets 23 mg; Vién nén bao phim Donepezil Hydrochloride Tablets USP 10 mg, 5 mg; Vién nén bao phim Entacapone Tablets 200 mg; Vién nén bao phim 1550
Nagar Haveli IN- 396 191 Eszopiclone Tablets 1 mg, 2 mg, 3 mg; Vién nén bao phim Febuxostat Tablets 40 mg, 80 mg; Vién nén bao phim Fexofenadine Hydrochloride Tablets USP 180 mg, 30 mg, 60 mg; Vién nén bao
India) phim Glipizide and Metformin HCL tablets USP 2.5 mg/250 mg, 2.5 mg/500 mg; Vién nén bao phim Levocetirizine dihydrochloride Tablets 5 mg; Vién nén bao phim Lurasidone Hydrochloride
Tablets 120 mg, 20 mg, 40 mg, 60 mg, 80 mg; Vién nén bao phim Memantine Hydrochloride Tablets 10 mg, 5 mg; Vién nén bao phim Metoprolol Tartrate Tablets USP 100 mg, 25 mg, 50 mg;
Vién nén bao phim Naltrexone Hydrochloride Tablets USP 50 mg; Vién nén bao phim Naltrexone Hydrochloride Tablets USP 50 mg (Nodict); Vién nén bao phim Naratriptan Tablets USP 2.5 mg; 3 m
Vién nén bao phim Quetiapine Tablets USP 50mg, 100 mg, 200mg, 25 mg, 300 mg, 400 mg; Vién nén bao phim Quetiapine Fumarate Tablets 50 mg, 100 mg, 200 mg, 25 mg, 300 mg, 400 mg; g 8
Vién nén bao phim Risedronate sodium Tablets 35 mg, 5 mg; Vién nén bao phim Risedronate Sodium Tablets USP 30 mg, 35 mg, 5 mg, 150 mg; Vién nén bao phim Rosuvastatin Calcium Tablets o o
10 mg, 20 mg, 40 mg, 5 mg; Vién nén bao phim Sitagliptin Phosphate Tablets (Equivalent to 100 mg Sitagliptin, 25 mg Sitagliptin, 50 mg Sitagliptin); Vién nén bao phim Sumatriptan and C.’ Q
Naproxen Sodium Tablets 85/500mg; Vién nén bao phim Tadalafil Tablets 10 mg, 2.5 mg, 20 mg, 5 mg; Vién nén bao phim Tadalafil Tablets USP 10 mg, 2.5 mg, 20 mg, 5 mg; Vién nén bao phim 8 8
Topiramate Tablets USP 100 mg, 200 mg, 25 mg, 50 mg; Vién nén bao phim Tramadol Hydrochloride Tablets USP 50 mg; Vién nén bao phim Ursodeoxycholic Acid Tablets BP (Ursodex 150,
Ursodex 300); Vién nén bao phim Ursodeoxycholic Acid Tablets BP 150 mg, 300 mg (Livodexa 150, Livodexa 300); Vién nén bao phim Zolmitriptan Tablets (2.5 mg, 5 mg); Vién nén Glipizide
Tablets USP 10mg, 5mg; Vién nén Lamotrigine Tablets (Lamosyn 100, Lamosyn 50, Sunlamosyn 100, Sunlamosyn 50); Vién nén Lamotrigine Tablets USP 100 mg, 50 mg (Lamosyn 100, Lamosyn
50); Vién nén Liothyronine sodium tablets USP 25 mcg, 5 mcg, 50 mcg; Vién nén Lithium Carbonate Tablets USP 300 mg; Vién nén Metadoxine Tablets 500 mg (Alcoliv); Vién nén Metoprolol
Tartrate and Hydrochlorothiazide Tablets USP 100/25 mg, 100/50 mg, 50/25 mg; Vién nén Tetrabenazine Tablets 12.5 mg, 25 mg; Vién nén Tetrabenazine Tablets 12.5 mg, 25mg (Tetrabenazine
SUN 12.5 mg, Tetrabenazine SUN 25 mg); < con tiép >
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1291 M/S. Sun Survey No.259/15, Dadra - < tié'F theo > Vién ngam dudi Iu'(?ih Bup[enorprfine_l-i.ydrochloride.and Naloxone .Hydrocrfloride Dihydrate Sublingual Tablets 2+.0.5 mg, 8+2 mg; \{ién ngam dudi ludi Bupre.norphine Hvdroch‘\oride WHO-GMP DMHS/ADC/ Drugs Controller & 15
. 396 191 U.T. of Dadra & Sublingual Tablets 2 mg, 8 mg; Vién ngam dudi ludi Buprenorphine Hydrochloride Sublingual Tablets 2 mg, 8mg (Buprenorphine SUN 2mg Sublingual Tablet, Buprenorphine SUN 8mg Sublingual _ . . N
Pharméceutlcal N H i India (hod Tablet); Vién ngam dudi luGi Buprenorphine Sublingual Tablets 2 mg, 8 mg; Vién nén phdng thich kéo dai Bupropion Hydrochloride Extended Release Tablets 150 mg (24hrs), 300 mg (24hrs); WHO Llcensmg AUthorlty X
Industries Ltd., agar Haveli India (ho3c Vién nén phong thich kéo dai Bupropion Hydrochloride Extended Release Tablets USP (XL) 150 mg; Vién nén hai 6p bao phim phéng thich kéo dai Certirizine Hydrochloride and GMP/Sun/2 Dadra & Nagar Haveli,

Survey No.259/15 Dadra Pseudoephedrine Hydrochloride Extended Release Tablets USP 5 mg/120 mg; Vién nén bao phim phéng thich kéo dai Dalfampridine Extended Release tablets 10 mg; Vién nén bao phim phéng 016/31/225/ India

Union Territory of Dadra & thich kéo dai Fesoterodine Fumarate Extended-Release Tablets 4 mg, 8 mg; Vién nén bao phim phdéng thich kéo dai Fexofenadine Hydrochloride 60 mg and Pseudoephedrine Hydrochloride 120 1550

Nagar Haveli IN- 396 191 mg extended release tablets; Viénnén bao phim phdng thich kéo dai Fexofenadine Hydrochloride 60 mg and Pseudoephedrine Hydrochloride 120 mg Extended Release Tablets USP; Vién nén

India) hai I&p bao phim phéng thich kéo dai Levetiracetam Extended Release Tablets (Levipil XR 1 g); Vién nén hai l&p bao phim phéng thich kéo dai Levetiracetam Extended Release Tablets (Levipil XR
500 mg); Vién nén phong thich kéo dai Metformin Hydrochloride Extended Release Tablets USP 1000 mg, 500 mg; Vién nén hai I&p bao phim phdng thich kéo dai Methylphenidate
Hydrochloride Prolonged Release Tablets 18 mg, 27 mg, 36 mg, 54 mg; Vién nén hai I&p bao phim phéng thich kéo dai Methylphenidate Hydrochloride led Release Tablets IP (Addwize OD o ~
18); Vién nén haildp bao phim phéng thich kéo dai Metoprolol Succinate Extended Release Tablets USP (Prolomet XL 100, Prolomet XL 12.5, Prolomet XL 25, Prolomet XL 50); Vién nén hai I&p 8 g
bao phim phdng thich kéo dai Metoprolol Succinate Extended Release Tablets USP 50 mg; Vién nén bao phim phdng thich kéo dai Niacin Extended Release Tablets (1000 mg, 750 mg, 500 mg); Nl N
Vién.nén bao phim phdng thich kéo dai Niacin Extended Release Tablets USP 1000 mg, 500 mg, 750 mg; Vién nén bao phim phdéng thich kéo dai Paliperidone Extended Release Tablets 1.5 mg, 3 8 8
fng, 6 mg, 9 mg; Vién nén bao phim Sitagliptin and Extended Release Metformin Hydrochloride Tablets 50 mg + 1000 mg, 100 mg + 1000 mg, 50 mg + 500 mg; Vién nén hai I&p bao phim phéng - -
thich kéo dai Zolpidem Tartrate Extended Release Tablets USP 12.5 mg, 6.25 mg; Vién nén phong thich cham Mesalamine Delayed Release Tablets USP 1.2 g; Vién nén pha hén dich uéng e ©
Deferasirox Dispersible tablets for oral suspension 125 mg, 250mg, 500mg (Taro-Deferasirox); Vién nén pha hén dich udng Deferasirox Tablets for Oral Suspension 125 mg, 250 mg, 500 mg; Vién
nang Dofetilide Capsules 0.125 mg, 0.25 mg, 0.5 mg; Vién nang Pregabalin Capsules 150 mg, 300 mg, 50 mg, 75 mg (Maxgalin 150, Maxgalin 300, Maxgalin 50, Maxgalin 75); Vién nang
Pregabalin Capsules 100 mg, 150 mg, 200 mg, 225 mg, 25 mg, 300 mg, 50 mg, 75 mg; Vién nang Rivastigmine Capsules USP (Rivamer 1.5, Rivamer 4.5, Rivamer 3); Vién nang phdng thich kéo dai
Galantamine Hydrobromide Extended Release Capsules 16 mg, 24 mg, 8 mg; Vién nang phong thich kéo dai Galantamine Hydrobromide Extended Release Capsules 16 mg, 8mg (Langinyl OD 16
mg, Langinyl OD 8 mg); Vién nang phéng thich kéo dai Memantine hydrochloride Extended Release Capsules 14 mg, 21 mg, 28 mg, 7 mg; Vién nang phéng thich bién déi Mebeverine
Hydrochloride Modified Release Capsules (Mebiz SR, Niaspam).

1505 M/s. Sun Survey No.259/15, Dadra - * Thu8c khéng vé trung: vién nén, vién nén bao phim, vién nang cirng (bao gdm ca thudc déc té bao): EU-GMP |UK GMP o ~ Medicines and 17
Pharmaceutical 396 191 U.T. (hodc Union Bicalutamide 50mg Film-coated tablets; Bicalutamide 150mg Film-coated tablets; Tetrabenazine 12,5mg tablets; Tetrabenazine 25mg tablets; Tadalafil sun 20100 Insp by & |Healthcare Products
Industries Ltd., Territory) of Dadra -&Nagar  [2,5mg Film-coated tablets; Tadalafil sun 5mg Film-coated tablets; Tadalafil sun 10mg Film-coated tablets; Tadalafil sun 20mg Film-coated tablets; GMP 2 ‘:‘ Regulatory Agency

i Indi i i o — B
Haveli India Buprenorphine sublingual tabs 2mg. 20100/5940 2 T |(MHRA), United
— o .
92-0006 Kingdom
IN-184  » Unijules Life Sciences Limited » Plot No. B35 &36, MIDC Industrial area, Kalmeshwar, Nagpur 441501 Maharashtra State, India

1811  [Unijules Life Plot No. B35 &36, MIDC * Thudc khdng vé trung (khong bao gom thudc chita khang sinh nhém Cephalosporin, penicillin, thuéc doc t& bao, héc mon): Thudc bot pha hén dich/sird, WHO-GMP |NEW-WHO- Food & Drug 20

Sciences Limited  |Industrial area, Kalmeshwar, |thuSc dung ngoai dang l6ng, thuSc dung ngoai (thuSc kem, thudc m&, thudc gel, lotion), thudc udng dang 16ng, thudc bot udng GMP/CERT/ < < |Administration,
Nagpur 44.11501 Maharashtra ND/103827/ 8 8. Maharashtra State, India
State, India 2021/11/37 2. S.
658 3 S
IN-185 » Covalent Laboratories Pvt Ltd » Sy No. 374, Gundla Machanoor Village, Hathnoor Mandal, Sangareddy District, 502296 Telangana state, India

1403  |Covalent Sy No. 374, Gundla Nguyén liéu khong vo trung: Cefixime (USP) WHO-GMP |0741/E1/20 o ~ |Prugs Control 16
Laboratories Pvt ~ |Machanoor Village, 19 = S |Administration -

Ltd; Hathnoor Mandal, > b |Government of
Sangareddy District, 502296 3 <O'r Telangana, India
Telangana state, India ~ ~
IN-186 » Lupin Limited (Biotech Division) » GAT No.1156 (Part), Village Ghotawade, Taluka-Mulshi Pune 412115, Maharashtra State, India
1404  [Lupin Limited GAT No.1156 (Part), Village  [* San pham: WHO-GMP |NEW-WHO- FDA Maharashtra State, 16
(Biotech Division) |Ghotawade, Taluka-Mulshi |+ Filgrastim concentrated Solution (rH GCSF) (protein concentration: 1.1+/- 0.2 mg/ml) GMP/CERT/ ] Q  |India
Pune 412115, Maharashtra |+ Pegfilgrastim concentrated solution ((protein concentration: 12.0 mg/ml) PD/88728/2 b Q
State, India + Lupifil (recombinant granulocyte colony stimulating factor (filgrastim, r-DNA origin), pack: 300mcg/0.5mL) 019/11/301 :' :‘
+ Lupifil-P (recombinant pegylated granulocyte colony stimulating factor (pegfilgrastim, r-DNA origin), pack: 6mg/0.6mL) 26 > o
~ —
IN-187 » Axa Parenterals Ltd » Plot No. 936,937&939, Vill-Kishanpur, Jamalpur, Roorkee — 247667 Distt. Haridwar, Uttarakhand, India
1405  |Axa Parenterals Ltd [Plot No. 936,937&939, Vill- | Thudc v6 trung: Thudc tiém thé tich nhd WHO-GMP [17P/1/98/20( o, ~ |Coquanquanly 16
. I I ~ A
Kishanpur, Jamalpur, 06/10462 < ] Uttrakhand, An D6
Roorkee — 247667 Distt. A A
Haridwar, Uttarakhand, India 2 g
~ ~
IN-188 » Cachet Pharmaceuticals Pvt. Ltd » Vill. Thana, Baddi, Distt. Solan (H.P.) 173205, India
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1633 [Cachet Vill. Thana, Baddi, Distt. Vién nén, vién nén bao phim; Thudc udng dang 1dng, vién nang clng, thudc bdt udng. India-GMP |HFW- © . Health & family welfare 18
Pharmaceuticals ~ [Solan (H.P.) 173205, India H[DRUGS] b S |Department, Himachal
Put. Ltd 463/05Vol- | & o |Pradesh, Baddi, Distt.
1l ,_,0'1 E Solan., India
o~ —
IN-189 » Lincoln Pharmaceuticals Ltd. » Trimul Estate, Khatraj, Tal-Kalol, Gandhinagar, Gujarat State, India
1875 Lincoln Trimul Estate, Khatraj, Tal- Vién nén, Vién hén-bao phim, vién nang cirng, sird kho, thudc dung ngoai (md, kem, gel, lotion), m& tra mat Indian- (2062009 o - Food & Drugs Control 21
Pharmaceuticals  |Kalol, Gandhinagar, Gujarat GMP % § Administration, Gujarat,
State, India A L f
Ltd. 8 9 India
© Lh
S =}
1876 Lincoln Trimul Estate, Khatraj, Tal- Vién nén, Vién nén bao phim, vién nang cirng, thudc dung ngoai (m&, kem, gel, lotion), EU-GMP |DE_NW_01_| o ~ |Coquan tham quyén 21
Pharmaceuticals Kalol (382721), Gandhinagar, [San phdm Iwa chon thanh tra: Paracetamol Tablets 500mg, Gabapentin Capsule 100mg, Mupirocin Ointment 2% w/w GMP_2020_ % § Plc
Ltd (Gujarat State);India 0014 A &
: o —
~ o)
N =}
IN-190 » RA Chem Pharma Ltd » Plot. No. A-19/C, A-23A & A-23B, Road No. 18, IDA., Nacharam, Nacharam village, Uppal Mandal, Medchal-Malkajgiri district, 500076, Telangana, India
1727 M/s RA Chem Plot. No. A-19/C, A-23A & A- |* San pham: WHO-GMP |L.Dis.No.162 Drugs Control 19
Pharma Ltd 23B, Road No. 18, IDA., - Entecavir Film Coated Tablets 0.5mg; Entecavir Film Coated Tablets 1.0mg; /A2/2019 Administration -
Nacharam, Nacharam village, |- Methocarbamol Tablets 500mg (Film Coated Tablets); Methocarbamol Tablets 750mg (Film Coated Tablets); Government of
Uppal Mandal, Medchal- - Oxybutynin Hydrochloride 2.5mg Tablets; Oxybutynin Hydrochloride 5mg Tablets; o ~  |Telangana, India
Malkajgiri district, 500076, - Tadalafil Film Coated Tablets 2.5mg; Tadalafil Film Coated Tablets 5.0mg; Tadalafil Film Coated Tablets 10.0mg; Tadalafil Film Coated Tablets 20.0mg; 5' S !
Telangana, India - Tolcapone Tablets USP 100mg; : 3
- Mebeverine HCI SR Capsules 200mg; Mebeverine HCI Tablets 135mg; S’ 3
- Tetracycline Hydrochloride Capsules USP 250mg; Tetracycline Hydrochloride Capsules USP 500mg; o ©
- Doxazosin Mesylate Tablets 1mg; Doxazosin Mesylate Tablets 2mg; Doxazosin Mesylate Tablets 4mg; Doxazosin Mesylate Tablets 8mg;
- Tolcapone Film Coated Tablets 100mg;
- Solifenacin Succinate Tablets 5mg (Film Coated Tablets); Solifenacin Succinate Tablets 10mg (Film Coated Tablets).
1728 M/s RA Chem Plot. No. A-19/C, A-23A, A- * Thu8c khéng vé trung: vién nén; vién nang cing. EU-GMP [6099/11-01- o - National Organization 19
Pharma Ltd 23B, Road No. 18, IDA,, * Xudt xudng: Thubc khéng vo trung. 2019 by S |for Medicines (EOF),
Nacharam, Medchal- * Pong goi so cap: vién nén; vién nang cirng. : ‘: Greece
Malkajgiri district, Telangana, |* Déng géi thir cap. 3 u'_-;
500 076, India * Kiém tra chat lugng: vi sinh (khong vé trung); Héa hoc/Vat ly. © A
IN-191 » Medley Pharmaceuticals Limited (Unit - 11) » Plot No. 10 & 11, Survey No. 367/8 & 9, Zari Causeway Road, Kachigam, Daman - 396210, India
1406 M/S Medley Plot No. 10 & 11, Survey No. |* Thudc khdng vo tring chira khang sinh nhém Cephalosporin: Vién nén, vién nén bao phim, vién nang cting, hdn dich siré kho WHO-GMP |DCD/D&D/L o ~ Drugs control 16
Pharmaceuticals  |367/8 &9, Zari Causeway A/2018- by S |Department
Limited Road, Kachigam, Daman - 2019/2165 | & | & |Administration of
396210, India ; g Daman & Diu Daman,
India
IN-192 » Medley Pharmaceuticals Limited » Lane No. 3, Phase-I, SIDCO, Industrial Complex Bari Brahmana, Jammu, India
1407  [M/S Medley Lane No. 3, Phase-l, SIDCO,  |* Thudc khéng vo trung: Vién nén, vién nén bao phim vién nang ctng, thudc udng dang long, thudc duing ngoai (md, kem), thudc hit phan liéu, thudc goi WHO-GMP [DFO/D- o « |Drugs & Food control 16
Pharmaceuticals  |Industrial Complex Bari 454/3116 § § Organization J&K,
Limited Brahmana, Jammu, India :' ‘,_‘31 Jammu, India
& N
— i
IN-193 » Fertin India Pvt. Ltd » Plot No. L-10& L-11, Cuncolim Industrial Estate, Cuncolim, Salcette, Goa-403703, India
1506 M/s Fertin India Plot No. L-10& L-11, San pham: WHO-GMP [1090/MFG/ S ~ |Food & Drugs 17
Pvt. Ltd Cuncolim Industrial Estate, |- Nicotine Polacrilex Gum USP 2mg CERT/DFDA/ b= S |Administration
Cuncolim, Salcette, Goa- - Nicotine Polacrilex Gum USP 4mg 2019/2985 g § Bambolim, Goa, India
403703, India - &
o ~
IN-194 » Dr. Reddy's Laboratories Ltd » FTO-SEZ, Process Unit 01, Survey No, 57 to 59, 60, 62&72, Sector No. 9 to 14 & 17 to 20, Devunipalavalasa (V), Ranasthalam (M), Srikakulam District, Andhra Pradesh - 532 409, India
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1812 [M/sDr.Reddy's  [FTO-SEZ, Process Unit01, |San phdm: WHO-GMP|619/P&B/20 Drugs Control 20
Laboratories Ltd Survey No, 57 to 59, 60, + Vién nén bao phim Sevelamer Carbonate 800mg (Tén: Kavolrad); 20 Administration, Andhra
62&72, Sector No. 9 to 14 & |+ Vién nén bao phim Apixaban 2.5mg (Tén: Efazac 2.5mg; Etura 2.5); S 9 |pradesh, India
17 to 20, Devunipalavalasa |+ Vién nang Dabigatran Etexilate 75mg; 110mg; 150mg; IS <
(V), Ranasthalam (M), + Vién nén Eslicarbazepine Acetate 200mg; 400mg; 800mg 8' 8'
Srikakulam District, Andhra m' «:"s
Pradesh - 532 409, India
IN-195 » Sun Pharmaceutical Industries Ltd » Industrial Area No.3, A.B.Road, Dewas 455001 (MP), India
1507 Sun Industrial Area No.3, * ThuBc vo trung: thudc tiém chira khang sinh nhém carbapenem WHO-GMP [V/WHOGMP o ~ FDA Madhya Pradesh, 17
Pharmaceutical A.B.Road, Dewas 455001 *Thudc khéng vé trung (bao gdm ca khang sinh nhom beta lactam, cephalosporin): Vién nang citng, vién nén, vién nén bao phim; syro khd, thudc udng dang /Rev./Sun- by S |India
Industries Limited |(MP), India dung dich. , 17/2019/51 | & | &
* Gidi han: chi tai cac block sdn xuit A,B,C va P 15 i in
3 S
1508 Sun Industrial/Area 3, A.B.Road, |* Thudc vé trung: thudc bdt pha tiém (bao gdm ca khang sinh nhém beta-lactam). EU-GMP |NL/H Health and Youth Care 17
Pharmaceutical Dewas 455001 (MP), India * Thudc khdng vé trung (bao gdm ca khang sinh nhém beta lactam): Vién nang cirng, vién nén, vién nén bao phim, bot pha hén dich uéng. 19/2009632 g g Inspectorate -
Industries Limited * Pong goi so cap (bao gbm ca khang sinh nhém beta-lactam): Vién nang cirng, vién nén, vién nén bao phim, bot pha hdn dich uéng. E z Pharmaceutical Affairs
* Doéng goi thir ca) o i
. 8 80l fcap o L o L i " < & |Netherlands
* Kiém tra chat lugng: vi sinh vo trung va khéng vo trung; hda hoc/ vat ly. o ™
* Gikiban. chitaicic hlack c3n viuAt A R CUSD
IN-196 » USV PRIVATE LIMITED » Khasra No.1342/1/2, Hilltop Industrial Area, Jharmajri, Baddi, Dist. Solan, Himachal Pradesh-173 205, India
1509 USV PRIVATE Khasra No.1342/1/2, Hilltop |* Thu8c khéng vé trung: Vién nén, vién nén bao phim; Thuéc cm. WHO-GMP |HFW-H State Drug Controller, 17
LIMITED Industrial Area, Jharmajri, [Drugs] a |Health & Family Welfare
Baddi, Dist. Solan, H'rf‘aChal 195/09 (Vol- g 8 Department, Himachal
Pradesh-173 205, India 1) 3 <olr Pradesh, Distt. Solan,
= & |india
1634 USV PRIVATE Khasra No.1342/1/2, Hilltop  [* Thu8c khéng vé trung: Vién nén, vién nén bao phim; Ban thanh pham cém. EU-GMP |UK GMP Medicines and 18
LIMITED Industrial Area, Jharmajri, * Déng gdi thir cap. 24881 Insp Healthcare Products
Village Bhatoli Kalan, Baddi, |* Kiém tra chat lwgng: Vi sinh: Khong vé trung; Héa hoc/Vat ly. GMP Regulatory Agency
Tehsil Nalagarh, Himachal 24881/4415 (MHRA), United
Pradesh, District Solan, IN- ~ N X ’
, ) -0002 b= S K
173 205, India 033-000: S S ingdom
(Cach viét khac: Khasra 3 v
No.1342/1/2, Hilltop N o
Industrial Area, Jharmajri,
Baddi, Dist. Solan, Himachal
Pradesh-173 205, India)
IN-197 » Maneesh Exports (EOU) » Plot No.D-16/7, T.T.C. Industrial Area, M.I.D.C., Navi Mumbai, Thane 400703, Maharashtra State, India
1510 Maneesh Exports |Plot No.D-16/7, T.T.C. * Thudc khdng vé trung chita khang sinh nhém beta lactam: bot pha hdn dich/ siro; vién nang crng, vién nén. WHO-GMP |NEW-WHO- FDA Maharashtra, India 17
(EQU) Industrial Area, M..D.C., GMP/CERT/ ® <
Navi Mumbai, Thane KD/72993/2 I <
:105703, Maharashtra State, 018/11/239 g 8
naia. 44 S| &
IN-199 » Next wave » Rampur Ghat Road, Paonta Sahib, Distt.Sirmour, Himachal Pradesh 173025, India
1511 Next wave Rampur Ghat Road, Paonta  |Thu8c khéng vé trung: vién nén, vién nén bao phim, vién nang cing, thudc udng dang ldng; thudc dung ngoai (kem,md). WHO-GMP |HFW-H o ~ Health & Family welfare 17
Séhib, Distt.Sirmour, (Drugs) 73/6 § § Department, Himachal
Hlméchal Pradesh 173025 g. 8. Pradesh, Baddi, Distt.
(India) & % |Solan., India
S S
IN-200 » Makcur Laboratories Ltd » 46/4-7 Dehgam Road, Zak Village, Tal - Dehgam, Dist Gandhinagar, Gujarat State, India
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1813 Makcur 46/4-7 Dehgam Road, Zak * Thudc vé trung: dung dich tiém thé tich nho (8ng; lo; syringe dong sén; dental cartridge); thudc nhd mét; thudc bot pha tiém chira khang sinh nhém India-GMP |21062646 - < |Food & Drugs Control 20
Laboratories Ltd | Village, Tal - Dehgam, Dist |cephalosporin. § § Administration, Gujarat
Gandhinagar, Gujarat State, &b & |state, India
India g i
o o~
IN-201 » Baroque Pharmaceuticals Pvt. Ltd » 192/2 & 3, 190/1 and 202/9, Sokhada-388 620, Tal-Khambhat, Dist-Anand, Gujarat State, India
1512 Baroque 192/2 & 3,190/1 and 202/9, |* Thudc khdng vé trung: vién nén (bao gdbm ca vién nén bao phim, vién nén phan tan va bao gém ca thudc chita Cephalosporin va Penicillin); vién nang citng | WHO-GMP |20021850 o o |Food & Drug Control 17
Pharmaceuticals |Sokhada-388 620, Tal- (bao gdm ca'thudc chira khang Cephalosporin va Penicillin); Sird khé (bao gdm ca thudc chira Cephalosporin va Penicillin); Bot udng (dang goi) (bao gdm ca § § Administration, Gujarat
Pvt. Ltd Khambhat, Dist-Anand, thu8c chira-Cephalosporin va Penicillin); thudc udng dang 16ng. 8‘ 8‘ State, India
Guijarat State, India 5 prd
- -
IN-202  » Micro Labs Limited » Plot Nos. 113 t0.116, IV Phase KIADB Bommasandra Industrial Area, Jigani link Road, Anekal Taluk, Bangalore, IN -560 099 India
1513 Micro Labs Limited |Plot No. 121 - 124, KIADB * Thudc chita khang sinh nhém Cephalosporin: Vién nén, vién nén bao phim, vién nén phan tan; vién nang crng; Siro khd (Bot pha hdn dich). WHO-GMP |No. Drugs Control 17
Bommasandra Industrial DCD/SPL-CL- Department,
Area, 4th phase, Anekal 1/CR- Q N |Government of
Tallfk’ Bangalore-560 099, 954/2019- 8 8 Karnataka, India
India 20 = 8
GSC.No.DDO | 3 S
9900000175
25
1514  [Micro Labs Limited [Plot Nos. 113 to 116, IV *ThuBc v6 trung: EU-GMP [UK GMP o - Medicines and 17
Phase KIADB Bommasandra [+ Thu8c san xudt vo trung: Dung dich thudc nhé mét vé trung dang thé tich nhé. 22481 Insp =] S |Healthcare Products
Industrial Area, Jigani link * Dé‘ng goi thir cap. GMP : 2 Regulatory Agency
Road, Anekal Taluk, * Kiém tra chat lwgng: Vi sinh: V6 trung; Vi sinh: Khéng vé trung; Héa hoc/Vat ly. 22481/1080 2 E (MHRA), United
Bangalore, IN -560 099, India 970-0006 — ™ Kingdom
1515 Micro Labs Limited [Plot No. 113 - 116, Phase IV, [* Dung dich thuSc nhd mét (Khang viém, khang khuan, khang Histamine, Anti-Glaucoma & Lubricant). WHO-GMP [No. Drugs Control 17
KIADB Industrial Area, * Dung dich thu8c tiém thé tich nhé (Gidm dau, khéng sinh (khdng chira Betalactam), chéng oxi hda, cerebral activator). DCD/SPL-CL-| @ o |Department,
Bommasand_ra, Bangalore- 1/CR- gl 8. Government of
560095, India 37/201920 | | 3 |Karnataka, India
GSC.No.164 | & 3
23
IN-204  » Eurolife Healthcare Pvt, Ltd. Unit-1l » Khasra No.242, Bhagwanpur, Roorkee, Distt. Haridwar, -247667 Uttarakhand, India
1516 Eurolife Khasra No.242, Bhagwanpur, |Thu8c khéng chira khang sinh nhom beta lactam: Vién nén, vién nén bao phim, vién nang ctng, thuéc m& WHO-GMP|17P/1/169/2 Medical Health & Family 17
Healthcare Pvt, Roorkee, Distt. Haridwar, - 009/3210 Welfare, Sahastradhara
Ltd. Unit-ll 247667 Uttarakhand (India) Road, Dehradun
*C4 i & -
Cach viét khac: (Uttarakhand) India
Khasra No-242, Village I Q
Bhagwanpur, Roorkee, Dist. 8' 8.
Haridwar, Uttarakhand, India g S
hodc Khasra No.242, Village g‘ f\";
Bhagwanpur, Roorkee, Distt.-
Haridwar, Uttarakhand, India)
1729  [Eurolife Khasra No.520 Bhagwanpur, [Dung dich thudc tiém thé tich lon. WHO-GMP [17P1/118/2 ° o |Medical Health & Family | 19
Healthcare Pvt, Roorkee, Distt. Haridwar, - 007/3211 S S |Welfare, Sahastradhara
Ltd. Unit-l 247667 Uttarakhand (India) : E Road, Dehradun
3 S‘, (Uttarakhand) India
o~ o~
IN-205 » Mylan Laboratories Limited [Beta Lactam Division] » 152/6 & 154/6, Doresanipalya, Bilekahalli, Bannerghatta Road, Bangalore -560 076, India
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1517 Mylan 152/6 & 154/16, Thu8c bét khéd pha tiém chira khang sinh nhém Penicillins WHO-GMP |No.DCD/SPL Drugs Control 17
Laboratories Doresanipalya, Bilekahalli, -CL-1/Cr- a < |Department,
Limited [Beta Bannerghatta Road, 1601/2018- | & | & |Govermentof
Lactam Division]  |Bangalore - 560 076, India 19 3 $ Karnataka, India
GSC.No: 8 N
15647
IN-209 » Vee Excel Drugs and Pharmaceuticals Private Limited » B-1/A, Industrial Area GNEPIP, Kasna, Greater Noida, Gautam Budh Nagar, Up, India
1518 Vee Excel Drugs B-1/A, Industrial Area Thudc Non-Betalactam va Cephalosporin: Vién nén, vién nén bao phim; Vién nang cirng; Siro khé. WHO-GMP |Drug/7327/ © ~ Drug Licensing and 17
and GNEPIP, Kasna, Greater 3057 § § Controlling Authority
Pharmaceuticals ~ |Noida, _Ga”ta’" Budh Nagar, 8' g Uttar Pradesh, India
Private Limited Up, India N S
2163 Vee Excel Drugs B-1/A, Industrial Area Thudc Non-Betalactam va Cephalosporin: Vién nén, vién nén bao phim; Vién nang cirng; Siro khé. WHO-GMP Drug/7327/ ~ n Drug Licensing and 25
and GNEPIP, Kasna, Greater 002166 § § Controlling Authority
Pharmaceuticals  |Noida, .Ga”tam Budh Nagar, g g Uttar Pradesh, India
Private Limited Ue iz 8' SI
IN-210 » Fredun Pharmaceuticals Limited » Plot No.14,15,16 Zorabian Industrial Complex, Village Veoor, Tal.Palghar, Thane 401404 Maharashtra State, India
2164 Fredun Plot No. 14,15,16 Zorabian * Thu8c khéng vé trung (ngoai trir cephalosporin, penicillin, thudc déc t& bao, hormon): vién nang, ché€ pham dling ngoai (thudc m&/creams/lotion gel); Bot WHO-GMP |NEW-WHO- Food & Drug 25
Pharmaceuticals Industrial Complex, Village pha hdn dich/ siro; thudc cdm; bt udng; vién nén; vién nén bao phim, bo kit vién nén+ vién nang; pellet GMP/CERT/ N ©  |Administration,
Limited Vevoor, Tal.Palghar, Palghar KD/112298/ | & & |Maharashtra State, India
401404 Maharashtra State, 2022/11/40 g g
India. 801 8‘ 8‘
IN-211 » V.S. International Private Limited » Plot No. 17&18, Golden Industrial Estate, Somnath Road, Dabhel, Daman, 396215, India
2027 |V.S.International |Plot No. 17&18, Golden Thudc khéng vé trung: vién nén, vién nang WHO-GMP |DCD/D&D/L o ~ |Administration of 23
Private Limited Industrial Estate, Somnath A/2019- § g, Daman & Diu (UT) -
Road, Dabhel, Daman, 2020/7911 0 o |Drugs Licensing
396215, India 4 Q . .
: © © |Authority, India
- -
IN-213 » MYLAN LABORATORIES LIMITED [Specialty Formulation Facility] » No. 19 A, Plot No.284 B/1, Bommasandra-Jigani Link Road, Industrial Area, Anekal Taluk, Bangalore, 560 105, India
1635 MYLAN No. 19 A, Plot N0.284 B/1, Thudc déng kho pha tiém WHO-GMP |DCD/SPL-CL- Drug Control 18
LABORATORIES ~ [Bommasandra-ligani Link 1/Cr- 2 N |Department,
LIMITED [Specialty |Road, Industrial Area, Anekal 528/2020- g 8. Government of
Formulation Taluk, Bangalore, 560 105, 2021 3 & |Karnataka, India
Facility] India R S
1877 |MYLAN No. 19 A, Plot No.284 8/1, Thudc dong khd pha tiém. U.S. cGMP |3007648351 United States Food and | 21
LABORATORIES ~ |Bommasandra-ligani Link Road, (twong Drug Administration
ial Industrial Area, Anekal Taluk, d EU U.S. FDA
LIMITED [.Speua ty Bangalore, 560 105, India wong EU- (Us. )
Formulation Céch ghi khac: 19 A, Plot 284 GMP)
Facility] B/1, Industrial Area, 9 o
Bommasandra-Jigani Link Road, g 8
Bangalore, Karnataka, 560 105, N N
. o i
India; ) -
Plot No: 284 B/1, 289-292 ~ ™
Bommasandra-Jigani Link Road,
Industrial Area, Anekal Taluk,
Bengaluru, Karnataka 560 105,
India
IN-215 » Brooks Laboratories Limited » Unit Il, Village - Manglej, Nareshwar Road, Offnh -8, Taluka Karjan, City: Manglej, Dist - Vadodara -391210, Gujarat State, India
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1636 Brooks Unit Il, Village - Manglej, Thudc san xudt vé trung: thudc bt pha tiém chira khéng sinh nhém carbapenem. WHO-GMP 20102270 ° - Food & Drug Control 18
Laboratories Nareshwar Road, Off NH -8, IS & |Administration, Gujarat
Limited Taluka Karjan, City: Manglej, g g‘ State, India
Dist - Vadodara -391210, i in
Guijarat State, India 3 3
1637 Brooks Unit I, Village Manglej, * ThuBc san xudt vo triing: thudc bot pha dung dich tiém hodc tiém truyén chira khang sinh nhém carbapenem (chi cé giai doan déng lo). EU-GMP [UP/1-530- Agency for medicinal 18
Laboratories Nareshwar Road, Off NH -8,  [* Dong goi thr cdp; 10/19-03/37 9 a  [products and medical
Limited Taluka - Karjan, Dist * Kiém tra chat lvong. 381-10- Q S |devices, Croatia
Vadodara, Gujarat, 391210, 05/243-19- g’ B'
India 03 ] S
IN-220 » Lupin Limited » Plot No 6A1, 6A2 Sector 17, Special Economic Zone, Mihan, Nagpur Maharashtra (India) Nagpur 441108 Maharashtra State, India
2165 Lupin Limited Plot No 6A1, 6A2 Sector 17, |* Vién nang clng; vién nén; vién nén bao phim WHO-GMP |NEW-WHO- Food & Drug 25
Special Economic Zone, GMP/CERT/ b Y, [Administration,
Mihag, Nagpur Maharashtra ND/105836/| & & |Maharashtra State, India
(India) Nagpur 441108 2021/11/37 3 3
Maharashtra State, India 6 < o
56 - —
IN-222  » Sakar Healthcare Limited » Block No. 10 -13, Sarkhej - Bavla Highway, City: Changodar - 382213, Dist. Ahmedabad, Gujarat State, India
1638 Sakar Healthcare [Block No. 10 - 13, Sarkhej -  |* Thudc chira khang sinh nhém Cephalosporin: Vién nén, vién nén bao phim; Vién nang ctng; Siro kho. WHO-GMP (19031242 o ~ |Food & Drugs Control 18
Limited Bavla Highway, City: § § Administration,
Changodar - 382213, Dist. h o |Gandhinagar, Gujarat
Ahmedabad, Gujarat State, Svr 2 State, India
India -~ - !
IN-226  » Simpex Pharma Pvt. Ltd., » C-7 to C-13 and C-59 to C-64, Sigaddi Growth Center, SIDCUL, Sigaddi, Kotdwar-246149, Dist, PauriGarhwal, Uttarakhand, India
2028 |Simpex Pharma C-7 to C-13 and C-59 to C-64, [Thudc khéng vé tring: vién nén; vién nang. WHO-GMP|17P/1/1/201 o ~ Medical Health & Family [ 23
Pvt. Ltd., Sigaddi Growth Center, 0/26784 = & |Welfare, Sahastradhara
. . _ N o~
s s o | 2 [ v
e 4 l_r-, & |(Uttarakhand), India
Uttarakhand, India ~ ~
IN-228 » Akums Drugs & Pharmaceuticals Ltd » Plot No. 2, 3, 4 & 5, Sector - 6B, IIE, SIDCUL, Ranipun, Haridwar-249403, Uttarakhand, India
2073 M/s Akums Drugs |Plot No. 2, 3,4 &5, Sector - |Thudc tiém bét Cephalosporin, thudc tiém bét Penicillin, dung dich thudc tiém thé tich nho WHO-GMP|26/1/Ausha - < |The Drug Licensing & 24
& Pharmaceuticals |68, IIE, SIDCUL, Ranipun, dhi/57/2019 § § Controlling Authority,
Ltd Haridwar-249403, /690 5" E'; Uttarakhand, India
Uttarakhand, India a a
- -
2074 |M/s Akums Drugs |Plot No. 2, 3,4 &5, Sector - |Dung dich thudc tiém thé tich lon. WHO-GMP|26/1/Ausha - < |The Drug Licensing & 24
& Pharmaceuticals |68, IIE, SIDCUL, Ranipun, dhi/185/201 § § Controlling Authority,
Ltd Haridwar-249403, 9/688 = < |Uttarakhand, India
Uttarakhand, India 2 g
- —
IN-229 » Svizera Labs Private Limited » Plot No. D-16/6, T.T.C. Industrial Area, Maharashtra State, India
1639 Svizera Labs Plot No. D-16/6, T.T.C. * Thu8c bt udng (cdm/pellets); vién nén, vién nén bao phim; vién nang ctng. WHO-GMP [NEW-WHO- Food & Drug 18
Private Limited Industrial Area, M.LD.C., GMP/CERT/ | Q o [Administration,
Turbhe, Thane 400703, kD/92111/2 | & | & |Maharashtra State, India
Maharashtra State, India 020/11/326 B' 5
12 by I
IN-231 » Medisol Lifescience Pvt. Ltd. » 23/2, 26/P, Aklara, Tal-Umargam, City: Aklara - 396 105, Dist. Valsad, Gujarat State, India
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1640 Medisol 23/2, 26/P, Aklara, Tal- * Thu8c hit dinh liéu c6 ap luc. India-GMP | 19041286 o ~ |Food & Drug 18
Lifescience Pvt. Umargam, City: Aklara - 396 § § Administration, Gujarat
Ltd. 105, Dist. Valsad, Gujarat g g State, India
State, India & &
— —
IN-233  » Unison pharmaceuticals Pvt. Ltd » Plot No C/6, Steel town, Opp-Nova Petro, At& Post-Moraiya, Tal-Sanand; Moraiya - 382213 Dist. Ahmedabad, Gujarat State, India
1730 Unison Plot no C/6, Steel Town., * Thu8c khéng v tring: vién nén, vién nén bao, vién nang cirng. WHO-GMP 19041276 - N Food& Drug Control 19
pharmaceuticals  |Opp Nova Petro, At& Post- by S |Administration,
Pvt. Ltd Moraiya, Tal- Sanand, 3 3 |Gandhinagar, Gujarat
Moraiya - 382213, Dist. o o .
. & & |state, India
Ahmedabad, Gujarat State, o o
lodis
IN-234  » Emcure Pharmaceuticals Ltd » Plot No. P1 and P2, I.T.B.T. Park Phase-Il, M.1.D.C. Hinjawadi Pune 411057 Maharashtra State, India
1731 Emcure Plot No. P1 and P2, I.T.B.T. Nha xudng san xut thuc udng dang rén (Oral Solid Dosage) cac Plant I, Il va lla: Indian- |NEW-WHO- Food & Drug 19
Pharmaceuticals  |Park Phasesll, M.I.D.C. * Thudc khdng vé trung: vién nang cirng; thudc bdt pha hdn dich udng; vién nén; vién nén bao. GMP GMP/CERT/ ® < |Administration,
Ltd Hinjawadi Pune 411057, PD/74276/2| & | & |Maharashtra State, India
Maharashtra State, India 018/11/255 b o
82 3 S
1732 Emcure Plot No. P-1 and P-2, .T.B.T. [Nha xwéng san xuat thudc udng dang rén (Oral Solid Dosage) cac Plant |, Il va lla: EU-GMP |UP/I-530- o N Agency for Medicinal 19
Pharmaceuticals Park, Phase I, M.I.D.C. * Thudc khdng vé trung: vién nang cirng; thudc bdt pha hdn dich udng; vién nén; vién nén bao. 10/19- b= o [Products and Medical
Ltd Hinjawadi, Pune-411057,  |*Dénggsi: ] o o 03/36;381- | 3, | 2 [Devices (HALMED),
Maharashtra, India +Ddng gdi so cap: vién nang cirng; thudc bot pha hon dich udng; vién nén. 10-05/162- ; 3 Croatia
+ Déng goi thir cap. 19-04 N ~
* Wil tra ch At Lvong- yicinh (LhAng uA driing). hAg b INETE V) -
IN-236 » Zee Laboratories » Uchani G.T.Road, Karnal-132001, Haryana, India
1733  |Zee Laboratories  [Uchani G.T.Road, Karnal- * Thudc khong vo tring: WHO-GMP [7/62-1Drug- o ~ |Office of the state drugs | 19
132001, Haryana, India + Thu8c khdng chira khang sinh nhém betalactam: vién nén, vién nén bao phim vién nang clng, thudc udng dang Idng, thudc dung ngoai (thudc kem, thudc 1-2019/7302 by & |controller, Haryana
gel) o ) L o a ; Food and Drug
+ Thudc chira khang sinh nhém betatactam: vién nén, vién nang cirng, sird kho 3 g Administration, India
N S
IN-239  » Unison Pharmaceuticals Pvt. Ltd » Unit lll, C-7, 8, 9, Steel town, OPP. Nova Petro, Moraiya, Tal-Sanand, City: Moraiya, Dist. Ahmedabad, 382 213, Gujarat state, India
1734 Unison Unit lll, C-7, 8, 9, Steel town, |Vién nén; Vién nang cing. WHO-GMP 19021210 o ~ Food & Drugs Control 19
Pharmaceuticals ~ |OPP. Nova Petro, Moraiya, b=y S |Administration, Gujarat
Pvt. Ltd Tal-Sanand, City: Moraiya, z 2 state, India
Dist. Ahmedabad, 382 213, Q e
Gujarat state, India g Q
IN-241  » Shukra Pharmaceuticals Limited » Plot No. 795, Rakanpur, Tal-Kalol City, Rakanpur, Dist. - Gandhinagar, Gujarat State, India
2029 Shukra Plot No. 795, Rakanpur, Tal- [Vién nén, vién nén bao phim; vién nang ctng; dung dich thuéc tiém thé tich nhé. India-GMP |21072668 - < Food and Dryg Control 23
Pharmaceuticals  |Kalol City, Rakanpur, Dist. - § § Administration, Gujarat
Limited Gandhinagar, Gujarat State, ,S' B' State, India
India © h
S o
IN-243 » Naari Pharma Private Limited » Plot No.14-16&55-57, Sector-5 IIE Pantnaga, Rudrapur, 263153, Dist. Udham Singh Nagar, Uttarakhand, India
1944  [Naari Pharma Plot No.14-16&55-57, Sector- |Vién nén, vién nén bao phim WHO-GMP [17P/1/236/2 wn |Coquan quan ly duoc 22
Private Limited |5 IIE Pantnagar, Rudrapur, o16/6084 | & | & |Ando
263153, Dist. Udham Singh < <+
Nagar, Uttarakhand (India) 3 g
o~ ~N
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1945 Naari Pharma Plot No.14-16&55-57, Sector- |Block - 1: EU-GMP [NL/H Health Care 22
Private Limited 5 IIE Pantnagar, Rudrapur, * Thudc khéng vé trung: Vién nén, vién nén bao phim. 18/2003804 N N |Inspectorate -
Dist. Udham Singh Nagar, * Dong goi: V1 8 S |Pharmaceutical Affairs
Uttarakhand, 263153, (India) | +Ddng gdi so cdp: Vién nén, vién nén bao phim. 8' ﬁl and Medical
+Déng goi thir cap. & -
N Technology, Netherland
* Kiém tra chét lugng: Vi-éihh (khéng vé triing), Héa Iy / VAt Iy. = |« |lechnology, Netherlands
IN-244 » Sotac Pharmaceuticals Pvt.Ltd » Plot No. PF21, Sanand-GIDC-Il, OPP Teva Pharma, City: Sanand-382110, Dist. - Ahmedabad Gujarat State, India
2075 Sotac Plot No. PF/21, Sanand-GIDC- [Vién nén, vién-nén bao phim, vién nang cirng, thuSc dung ngoai, thudc udng dang 16ng WHO-GMP (20022072 Food & Drug 24
Pharmaceuticals  |!l, OPP Teva Pharma, City: Administration,
Pvt.Ltd Sanand-382110, Dist. - Gandhinagar, Gujarat
Ahmedabad Gujarat State, State, India
India IS «Q !
Céch ghi khéc: Plot' No. PF- 2 2
21, Sanand-GIDC-1, OPP. 9 ©
Teva Pharmaceuticals, 2 m'
Sanand, District -
Ahmedabad, Gujarat, India
IN-250 » Gelnova Laboratories (India) Private Limited » C-125, TTC Industrial Area, Mahape, Navi Mumbai Thane 400703, Maharashtra State, India
2166 |M/s Aishwarya Plot No. 11, Vill. Lodhimajra, [Dung dich tiém thé tich I&n: : san xuat, déng géi va kiém soat chat lvong WHO-GMP |HFW-H Health & Family Welfare | 25
Lifesciences Nalagarh, Distt. Solan (H.P.), [DRUG] N «  |Department Himachal
India 550/11Vol- | & | & [Pradesh, Distt. Solan -
1l S $ India (State Drugs
Q N |Controller), India
IN-275 » Glenmark Pharmaceuticals Limited » Plot No. - B-25, M.1.D.C, Shendra Aurangabad 431210 Maharashtra State, India
2076 Glenmark Plot No. - B-25, M.I.D.C, * Vién nén ddc té bao): Abiraterone acetat tablets USP 250mg; Axitinib tablets 1mg; Axitinib tablets 5mg; Erlotinib tablets IP 100mg; Erlotinib tablets IP WHO-GMP |NEW-WHO- Food & Drug 24
Pharmaceuticals |Shendra Aurangabad 431210 [150mg; Gefitinib tablets IP 250mg; Imatinib tablets IP 400mg; Arabitro (abiraterone acetate tablets USP 250mg); Arabitro 250mg Tableta (abiraterone acetate GMP/CERT/ Administration,
Limited Maharashtra State, India  [tablets USP 250mg); AD/107644/ | < |Maharashtra State, India
* ThuGc dang Aerosol: Betamethasone Valerate foam 0.12%; D'acne foam (clindamycin phosphate foam 1%); Dipsotrex-B foam (calcipotriene and 2021/11/38 S S
betamethasone dipropionate foam, 0.005%/ 0.064%); Powercort E Foam (clobetasol propionate foam 0.05% (emulsion formulation)); 323 : z
* ThuSc dang hit Inhalation: Formoterol fumarate & budesonide Inhalation (6+200ug); Formoterol fumarate & budesonide Inhalation (6+400ug); Formoterol ; 0"6‘
fumarate & fluticasone propionate Inhalation (6+250pg); Salbutamol Presssurised Inhalation BP 100mcg/ actuation; Salmeterol & Fluticasone propionate =] o
Inhalation IP (25+125pg); Salmeterol & Fluticasone propionate Inhalation IP (25+250ug); Rescuwave (salbutamol pressurised Inhalation BP 100mg/ actuation)
IN-276 » Zeiss Pharmaceuticals Pvt Ltd. » Plot No. 72 EPIP-1 Jharmajri, Baddi Distt. Solan. (H.P.), India
2167 Zeiss Plot No. 72 EPIP-1 Jharmajri, |* San xudt, déng gdi va kiém tra chat lvgng: ThuSc bot pha tiém chira khang sinh nhém Cephalosporin. WHO-GMP [HFW-H State Drugs Controller, 25
Pharmaceuticals |Baddi Distt. Solan. (H.P.), [Drugs] N 1 |Health & Family Welfare
Pvt Ltd. India 354/05 3. 8‘ Department Himachal
38 & |Pradesh, India
N &
i i
IN-282  » Lyka Labs Limited » Plot No: 4801/B, & 4802/A, G.I.D.C Industrial Estate, City: Ankleshwar - 393 002, Dist. Bharuch, Gujarat State, India
2168  |Lyka Labs Limited |Plot No.4801/B, & 4802/A, |- Thudc tiém truyén thé tich nhé dang 16ng, dang ddng kho; WHO-GMP|20031906 o o |Food & Drug Control 25
G.1.D.C Industrial Estate, India |- ThuSc bdt pha tiém; S S Administration, Gujarat
- Thuéc dung ngoai (thudc m&, kem, lotion, gel); 2 ::‘, State, India
s PPN A an A o o 4
- Ban thanh pham vé trung dang bdt dong kho. & S
— —
IN-283  » M. J. Biopharm Pvt. Ltd. » Plot No. L 7, MIDC Industrial Area, Taloja, Raigad 410208 Maharashtra State, India
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2169 M. J. Biopharm Plot No. L 7, MIDC Industrial |* S&n xut, déng géi, dan nhan, kiém tra chat luong: WHO-GMP | NEW-WHO- Food & Drug 25
Pvt. Ltd. Area, Taloja, Raigad 410208 + Vién nang (khéng chira khang sinh cephalosporin, penicillin, thuc ddc té bao, hormon). GMP/CERT/ ® < |Administration,
Maharashtra State, India + Thudc bdt pha tiém (chira khang sinh cephalosporin, penem). KD/72643/2 IS S |Maharashtra State, India
* San xuat, dong goi, dan nhan, kiémitra chat lugng: ] ] 018/11/255 S =
+Vién nén, vién nén bao phimi(khéng chira khdng sinh cephalosporin, penicillin, thuc déc té bao, hormon). 17 < )
o~ (o]
IT-001 » Bieffe medital S.p.A. » Via stelvio, 94- 23035 Sondalo (So), Italy
8 Bieffe medital s.p.a|Via stelvio, 94- 23035 * Thudc tiét triing cudi: Dung dich thé tich Ion EU-GMP |IT-55-1/H- - o |italian Medicines 1
N — o
Sondalo (So), Italia 2017 8. 2. Agency (AIFA)
< =)
Q N
o )
o ~
185 Bieffe Medital Via stelvio, 94- 23035 * ThuBc vo tring: EU-GMP |IT/196/H/20| o ~ |Italian Medicines 6
S.P.A. Sondalo (So), Italia + Thudc tiét trung cudi: Dung dich thé tich I&n. 19 ) S Agency (AIFA)
() o
— &
— —
< o
S ™
2170 |Bieffe Medital Via stelvio, 94- 23035 * ThuBc v6 tring: EU-GMP |IT/55/H/202| « [ltalian Medicines 25
S.P.A. Sondalo (So), Italia + Thudc tiét trung cudi: Dung dich thé tich 16n. 1 S S Agency (AIFA)
() o
© -~
o IS
— <
o~ —
IT-002 » Corden Pharma Latina » Via Del Murillo Km 2,800-04013 Sermoneta (Lt), Italy
9 Corden Pharma Via Del Murillo Km 2,800- D&y chuy@n san xuat: EU-GMP |IT/19- [talian Medicines 1
Latina 04013 Sermoneta (Lt), ltaly  [* Thudc v trung: 1/H/2018 ® Q  |Agency (AIFA)
+ Thudc SX vé trung: dung dich thé tich I&n chira chat doc t€ bao/chat kim t€ bao; thudc déng khd chira chat ddc té bao/chat kim té bao; dung dich thé tich IS I
nhé chira chat doc té€ bao/chat kim té bao; thudc bot chira penicillin va cephalosporin; é é'r
+ Thudc tiét trung cudi: dung dich thé tich nho chira chat doc t& bao/chat kim té bao; A “i
) ’ PR e L A s iAo 4 o aa ~
* Thubc khdng vé trung: Vién nang cirng chira penicillin va cephalosporin; Vién nang cirng chira chat doc té bao/chat kim té bao; Vién nén chira chat doc té
bao/chat L LA LSa: \lA 19 Lol e by Ac LAt chu icilli Lol H
IT-003  » Esseti Farmaceutici S.R.L. » Via Campobello 15-00071 Pomezia (RM), Italy
11 Esseti Via Campobello 15-00071 * Thudc vé trung: EU-GMP |[IT/40- o |Italian Medicines 2
Farmaceutici S.R.L |Pomezia (RM), Italia + Thu8c tiét trung cudi: dung dich thé tich nhé. 1/H/2018 § Agency (AIFA)
=)
—
-
o~
567 Esseti Via Campobello 15-00071 * Thudc vé trung: EU-GMP [IT/100/H/20 ~ Italian Medicines 9
Farmaceutici S.R.L |Pomezia (RM), Italia. + Thu8c tiét trung cudi: dung dich thé tich nhé. 19 g o |Agency (AIFA)
Cach viét dia chi cii: Via N N
Campobello 15-00040, 3 o
Pomezia (RM), Italy N -
IT-004 » Farma Italia S.P.A. » Via Zamgbeletti, 25-20021 Baranzate (Ml), Italy
18 Farma Italia S.P.A, | Via Zamgbeletti, 25-20021  |San xu&t ban thanh pham: Vién nén Acarbose Friulchem EU-GMP |[IT/265- o |ltalian Medicines 2
Baranzate (MI), Italia 1/H/2016 S |Agency (AIFA)
©
<
wn
o
462 Famar Italia S.P.A, |Via Zambeletti, 25-20021 * Thu8c khéng vé trung: vién nang cirng, thudc gdbm nhai (chewing gums), vién nén, thudc bdt, thudc cdm, thudc nén hinh thoi (lozenge, pastille), vién nén EU-GMP [IT/93/H/201 Italian Medicines 9
ia (o)) o~
Baranzate (MI), Italy duoc liéu. 9 3 S |Agency (AIFA)
(Cach ghi khac: Via E :
Zambeletti, 25 1-20021 =) o
Baranzate di Bollate, Milano, = -
Ltalhs)
IT-005 » Lamp San Prospero S.P.A. » Via della Pace, 25/A, 1-41030 San Prospero, Modena, Italy
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19 Lamp San Via della Pace, 25/A, 1-41030 |Ddng gdi va xuat xudng: Vién nén Acarbose Friulchem EU-GMP |IT/168- o [ltalian Medicines 2
Prospero S.P.A, San Prospero, Modena, Italia 1/H/2016 § Agency (AIFA)
h
<
I~
o
301 Lamp San Via Della Pace, 25/A - 41030 |* Thudc khdng vé trling: Thudc dang rén khac (thudc bot, thude cdm); Thude dat; Vién nén. EU-GMP [IT/91/H/201 a « |ltalian Medicines 7
Prospero S.P.A San Prospero (MO) - Italy 9 § § Agency (AIFA)
h -
54 N
<) ©
o~ -
368 Lamp San Via Della Pace, 25/A-41030  |* Thu8c khéng vé trung: thudc bdt, thudc cdm; thudc dat; vién nén. EU-GMP |IT/72/H/201 o o |ltalian Medicines 8
Prospero SPA San Prospero (MO), Italy *+ching nhan 16 9 § § Agency (AIFA)
* Péng goi so cap: vién nang clrng; vién nang mém; vién ngadm, thudc bot, thudc cdm, thudc dit; vién nén. <+ .
. b S i
* Dong gbi thir cap. & Ny
* Kiém tra chat lugng: Vi sinh (thudc khong vo tring), héa/ly. o @
IT-006 » Sirton Pharmaceuticals S.P.A. » Piazza XX Settembre 2, 22079 Villa Guardia (CO), Italy
37 Sirton Piazza XX Settembre 2, 1. Thu8c vé trung: EU-GMP |IT/217- o |talian Medicines 3
Pharmaceuticals {22079 Villa Guardia (CO), - Thudc SX vo trung: 1/H/2017 § Agency (AIFA)
S.P.A Italy + Thudc déng khd (bao gdm céc sadn pham chiét tir md/ t& bao clia ngudi); &
+ Dung dich thé tich nho (bao gdm cac san pham dan xuét hoic chiét tlr md/ té bao cta dong vat). 0'_-0'
- Thudc tiét trung cudi: Dung dich thé tich nhé. -
IT-007 » ACS Dobfar S.P.A. » V.LE Addetta 2a/12 - 20067 Tribiano (M), Italy
43 ACS Dobfar S.P.A |V.LE Addetta 2a/12 - 20067 |* S&n xuat sdn pham trung gian thudc vé trung: EU-GMP |IT/63- - < |italian Medicines 2
Tribiano (M), Italy + Thudc sdn xuat v trung (chira khéng sinh B-Lactam): thudc ddng khd; ban thanh pham Cephalosporin; thudc bot; ban thanh pham hén hop 1/H/2018 b S Agency (AIFA)
Cephalosporin va Carbapenems. : 3
* Chirng nhan xudt xudng: thudc san xuat vé trung. g 3
- -
186 ACS Dobfar S.P.A |V.LE Addetta 2a/12 - 3/5- * Ban thanh pham san xuét vo tring: déng khd cephalosporins; bt chira hdn hop Cephalosporins; bat chita hdn hop Carbapenems. EU-GMP [IT/228/H/20 Italian Medicines 6
20067 Tribiano (MI), Italy * Xuat xudng 18: thubc san xuat vo trung. 18 Agency (AIFA)
(Céch ghi khéc: Viale Addetta [* Dong géi thir cap; ® N
2a/12 - 3/5- 20067 Tribiano  [* Kiém tra chat lvgng. IS IS
(M), Italy; ho3ic Viale S 3
Addetta 2a/12-3/5, 20067 o =)
Tribiano, Milano, Italy)
2077 ACS Dobfar S.P.A |V.LE Addetta 2a/12 - 3/5- * Ban thanh pham san xuét vo tring: déng khd cephalosporins; bt chira hdn hop Cephalosporins; bat chita hdn hop Carbapenems. EU-GMP [IT/104/H/20 Italian Medicines 24
20067 Tribiano (MI), Italy * Xuat xudng 186: thuBc san xuat vo trung. 22 Agency (AIFA)
(Céch ghi khéc: Viale Addetta [* Dong géi thir cap; N ]
2a/12 - 3/5- 20067 Tribiano  [* Kiém tra chat lvgng. I I
(M), Italy; hodc Viale '8' 8‘
Addetta 2a/12-3/5, 20067 g I
Tribiano, Milano, Italy)
IT-008 » Delpharm Novarra S.R.L. » Via Crosa, 86-28065 Cerano (NO), Italy
84 Delpharm Novarra |Via Crosa, 86-28065 Cerano | * San xudt thuSc khéng v tring: Vién nang ctng; vién nén; vién nén bao phim. EU-GMP |IT/191/H/20| 4 ~ [|Italian Medicines 5
SRL (NO), Italy * D6ng goi: 19 3 S |Agency (AIFA)
+Ddng gdi so cap: Vién nang cirng; vién nén; vién nén bao phim. S ey
2 2. LN - -
+Dong goi thir cap. & iy
~ ™
IT-009 » Chiesi Farmaceutici S.P.A. » Via San Leonardo 96 - 43122 Parma (PR), Italy
187 Chiesi Via San Leonardo 96 - 43122 |* Thu8c vé trung: EU-GMP |IT/77/H/201| o [|ltalian Medicines 6
Farmaceutici S.P.A. |Parma (PR), Italy + Thudc san xudt vo trung: dung dich thé tich nhé (chira corticosteroid; thudc sinh hoc). 9 ) S Agency (AIFA)
* Thudc khong vé trung: thudc udng dang 16ng (chira corticosterid); thudc bot (chira corticosteroid); thudc dang cé ap lwc (chira corticosteroid); vién nén. 3 :
* Thudc sinh hoc: thudc cé ngudn géc tir ddng vat. z :
<] ™
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IT-010 » Abbvie S.R.L » S.R. 148 Pontina Km 52, Snc-Campoverde Di Aprilia (loc. APRILIA) - 04011 APRILIA (LT), Italy
188 Abbvie S.R.L S.R. 148 Pontina Km 52, Snc- [* Thu8c khéng vé trung: Vién nén; vién nén bao; thudc dung ngoai dang I6ng; thudc dung trong dang 16ng; thudc c6m. EU-GMP |IT/214/H/20 © ~ |Italian Medicines 6
Campoverde Di Aprilia (loc.  |* Xudt xwdng thudc san xuét vé trung: thudc déng khd; dung dich thé tich nhé. 18 § § Agency (AIFA)
APRILIA) - 04011 APRILIA N )
(LT), Italy S :
o~ o
IT-011  » S.M. Farmaceutici S.R.L. » Zona Industriale, 85050 TITO (PZ), Italy
189 S.M. Farmaceutici |Zona Industriale, 85050 TITO |* Thu8c vé trung: EU-GMP |IT/138/H/20 Italian Medicines 5
S.R.L (P2), Italy + Thudc tiét trung cudi: Dung dich thé tich nhd; Dung dich thé tich I&n. 19 ) o |Agency (AIFA)
Céch ghi khéc: * ThuSc khéng vé trung: Thudc udng dang ldng chira corticosteroids. Q 2
Zona Industriale 85050 Tito* '8 «:
Potenza, Italia o) -
hodc: Zona Industriale'l - ~ ®
QLOCO Tiiao (D7) il
IT-012 » Valpharma International S.P.A. » Via G. Morgagni, 2 - 47864 Pennabilli (RN), Italy
190 Valpharma Via.G. Morgagni, 2 - 47864 * Thudc khong v trling: vién nang clrng; dang bao ché rén khac (thudc cdm, pellet); Vién nén; vién nén bao phim EU-GMP |IT/173/H/20| & o |Italian Medicines 6
International S.P.A-|RPennabilli (RN), Italia Pham vi ching nhan khéng bao gdm ching nhan 18, xudt xudng san pham 19 § § Agency (AIFA)
N ]
=] —
© -
- o
IT-013  » Reparto Distaccato » Via Palermo, 26/A - 43122 Parma (PR), Italy
191 Chiesi Via Palermo, 26/A - 43122 * Thudc vé trung: EU-GMP |IT/77/H/201| & — |ltalian Medicines 6
Farmaceutici Parma (PR), Italy + Thu8c san xuat vd trung: thudc sinh hoc: dung dich thé tich nhé. 9 § § Agency (AIFA)
S.P.A. (Reparto * Thudc sinh hoc: thubc cé ngudn géc tir dong vat. g' :'
Distaccato) g iv
IT-014 » ABIOGEN PHARMA S.P.A. » VIA MEUCCI, 36 (LOC. OSPEDALETTO) - 56121 PISA (PI), Italy
359 ABIOGEN VIA MEUCCI, 36 (LOC. * Thu8c vo trung: EU-GMP [IT/213/H/20 0 ~ Italian Medicines 8
PHARMA S.P.A. OSPEDALETTO) - 56121 PISA | + Thu@c san xuat vd trung: Dung dich thudc tiém thé tich nhg; 18 § § Agency (AIFA)
(P1), Italy + Thudc tiét trung cudi: Dung dich thudc tiém thé tich nho; & &
* Thudc khdng vé trung: Vién nang cirng; dung dich thudc dung ngoai; dung dich thudc udng; vién nén; vién bao; thudc ban rén (bao gom ca thudc chira S :
hormon sinh duc). N bt
IT-015 » LABORATORIO FARMACEUTICO S.I.T. SPECIALITA' IGIENICO TERAPEUTICHE S.R.L. » Via Cavour, 70 - 27035 MEDE (PV), Italy
192 LABORATORIO Via Cavour, 70 - 27035 MEDE |* Thudc khéng vé trling: Vién nang cirng; thudc dung ngoai dang dng; thudc udng dang 1dng; thudc dang ban ran (chita hormon corticosteroid); vién nén, EU-GMP [IT/174/H/20 Italian Medicines 6
FARMACEUTICO (PV), Italy vién nén bao phim, vién nén bao duong; 19 o - Agency (AIFA)
S.1.T. SPECIALITA' * Thudc sinh hoc (chi pha ché, chia ligu va déng géi): VAc xin vi khudn bat hoat dang vién nén; san pham vi sinh sdng dang vién nang ctrng; g I
* Thudc dugc liéu (chi pha ché, chia ligu va déng géi): Vién nén; thudc dung ngoai dang 1dng; thudc udng dang Idng; thudc dang ban rén. N N
IGIENICO
(o)) o~
TERAPEUTICHE ° o
SRL. -
IT-016  » SANOFI S.P.A. » S.S. 17 Km 22 - 67019 Scoppito (AQ), Italy
193 SANOFI S.P.A. $.5.17 Km 22 - 67019 1. San xudt toan bd qud trinh EU-GMP |IT/130/H/20 talian Medicines 6
Scoppito (AQ), Italia * ThuGc khong vo trung: Vién nang mém; Vién nén, vién nén bao phim, vién nén bao dutng va vién nhai (bao gom ca thudc chira hormon Corticosteroid). 18 Agency (AIFA)
* Thu8c tir dugc liéu: Vién nang mém; Vién nén. ] o]
2. S&n xuét ban thanh pham: thuéc cdm. IS <
3. Dong goi: g‘ g‘
+Doéng gbi so cdp: bao gdm ca vién nang cirng. 2' ;';
+Ddng goi thir cap.
4. Kiém tra chat lvgng.
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1946 |SanofiS.R.L. (tén |S.S.17 Km 22-67019 1. San xudt toan b¢ qué trinh EU-GMP |IT/120/H/20 Italian Medicines 22
cii: Sanofi S.P.A.)  |Scoppito (AQ), Italia * ThuGc khong vé trung: Vién nang mém; Vién nén, vién nén bao phim, vién nén bao dutng va vién nhai (bao gdm ca thudc chira hormon Corticosteroid). 20 Agency (AIFA)
* Thu8c tir dwgc liéu: Vién nang mém; Vién nén. < N
2. San xuét ban thanh pham: thudc c6m. IS 154
3. Dong gdi: ] b N
+Ddng goi so cépl: bao gdmyca vién nang clrng. uN'w ;';
+Ddng gdi thir cap.
4. Kiém tra chat luong.
IT-017 » Janssen Cilag S.P.A. » Via C. Janssen (loc. Borgo S. Michele) - 04100 Latina (LT), Italy
194 Janssen Cilag S.P.A |Via C. Janssen (loc. Borgo S.  |* Thuc khdng vé trung: Vién nang cirng, thudc xit (pressurised preparations. Vién nén (bao gdm héc mén sinh duc), vién nén bao phim. EU-GMP [IT/184/H/20 Italian Medicines 6
Michele) - 04100 Latina (LT), |* Chirng nhan 16 (batch certification) 18 Agency (AIFA)
Italy (cch ghi khac: ViaC. * Péng goi so cap, thir cap. ® N
Janssen, Borgo San‘Michele, |[* Kiém tra chat lwgng. IS4 <
04100 Latina, fitaly / Via C. g N
Janssen, Loc. Borgo San o0 I~
) ) S ™
Michele, 04100 Latina, litaly)
IT-018 » Special Product's Line S.P.A. » Via Fratta Rotonda Vado Largo, 1-03012 Anagni (FR), Italy
195 Special Product's |Via Fratta Rotonda Vado *’Thuﬁ'c khéng vé trung: Vién nang cing; thudc udng dang ldng (corticosteroids héc mén, san phdm sinh hoc trj liéu séng); thudc bét, thudc cém; thudc ban EU-GMP |IT/9/H/2019 o B Italian Medicines 6
Line S.P.A Largo, 1, 03012 Anagni (FR), [rén, thuSc dt (corticosteroids hoc mén). Vién nén, vién nén bao phim (corticosteroids hoc mén). = o |Agency (AIFA)
Italy N N
(Céch ghi cii: Via Strada 5,' 8
Paduni, 240- 03012 Anagni N 3
ICD\ _l#ahs)
1814  |[Special Product's |Via Fratta Rotonda Vado * Thudc khong vé trung: Vién nang cirng; thudc udng dang ldng (corticosteroids héc mén, sdn pham sinh hoc tri liéu séng); thudc bot, thudc cém; thubc ban EU-GMP [IT/82/H/202 Italian Medicines 20
Line S.P.A Largo, 1, 03012 Anagni (FR), |ran, thuSc d4t (corticosteroids héc mén). Vién nén, vién nén bao phim (corticosteroids héc mén). 0 g g Agency (AIFA)
Italy N N
(Cach ghi cii: Via Strada rOT S.
Paduni, 240- 03012 Anagni Q B
(ER) 1tali)
IT-020 » BSP Pharmaceuticals S.p.A. » Via Appia Km 65, 561 (loc. Latina Scalo) - 04013 LATINA (LT), Italy
522 BSP Via Appia Km 65, 561 (loc. * ThuBc vo trung chira chat ddc té bao/chat kim t& bao: EU-GMP |IT/236/H/20 o ° Italian Medicines 9
Pharmaceuticals Latina Scalo) - 04013 LATINA + Thu8c san xudt vd trung: ThuSc déng khd; dung dich thé tich nhé. 19 = S |Agency (AIFA)
S.p.A (LT), Italy + Thudc tiét trung cudi: Dung dich thé tich nhé. z g
Céch ghi khéc: Via Appia Km  [* Thudc khéng vo trung chira chat doc té bao/chat kim t€ bao: Vién nang clrng; vién nén. Al S
65,561, 04013 Latina Scalo  [* Thudc sinh hoc: DNA/Protein téi t6 hop, khang thé don dong; Dung dich thé tich nhé va bdt déng khé san xuat vo trung. 3 2
LT teahy
984 BSP Via Appia Km 65, 561 (loc. * Thudc vé trung chira chat doc té bao/chat kim té bao: EU-GMP [IT/70/H/202 Italian Medicines 12
Pharmaceuticals |Latina Scalo) - 04013 LATINA | + Thudc san xuat vé trung: ThuSc déng khd; dung dich thé tich nhé. 0 Agency (AIFA)
S.p.A (LT), Italy + Thudc tiét trung cudi: Dung dich thé tich nhé. o -
Céch ghi khéc: * Thu8c khéng vé trung chira chat doc té bao/chat kim té bao: Vién nang cirng; vién nén. S I
- Via Appia Km 65,561, * Thudc sinh hoc: DNA/Protein téi t6 hop, khang thé don dong; Dung dich thé tich nhd va bot déng khé san xuit vo trung. g :
04013 Latina Scalo (LT), Italy |* Xuat xwdng thudc vo trung; thudc khéng vé triing; thudc sinh hoc. E 3
- Via Appia Km 65, 561, * Dong goi: o ~N
04013 Latina, Italy + Dbng goi so cap: Vién nang clrng chira chit doc té€ bao/chat kim t€ bao; vién nén chira chit ddc té bao/chat kim té bao.
+Ddng goi thir cap.
2171  |BSP Via Appia Km 65, 561 (loc. * Thudc vé trung chira chat doc té bao/chat kim té bao: EU-GMP |IT/170/H/20 Italian Medicines 25
Pharmaceuticals  |Latina Scalo) - 04013 LATINA | + Thudc san xuat vé trung: ThuSc déng khd; dung dich thé tich nhé. 22 Agency (AIFA)
S.p.A. (LT), Italy + Thuc tiét trung cudi: Dung dich thé tich nhé. ~ "
Céch ghi khéc: * Thu8c khéng vé trung chira chat doc té bao/chat kim té bao: Vién nang cirng; vién nén. I S
- Via Appia Km 65,561, * Thudc sinh hoc: DNA/Protein téi t6 hop, khang thé don dong; Dung dich thé tich nhd va bdt déng khd san xuit vé trung. ; S
04013 Latina Scalo (LT), Italy |* Xu&t xwdng thudc vo trung; thudc khéng vé truing; thudc sinh hoc. g 2
- Via Appia Km 65, 561, * Dong goi: o ~
04013 Latina, Italy + Dbng gdi so cap: Vién nang clrng chira chit ddc té bao/chat kim t€ bao; vién nén chira chit ddc té bao/chat kim t& bao.
+Déng goi thir cap.
IT-021  » ACS Dobfar S.P.A (Tén cii: Facta Farmaceutici S.P.A.) » Nucleo Industriale S. Atto (loc. S. Nicolo' A Tordino) - 64100 Teramo (TE), Italy
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196 ACS Dobfar S.P.A  |Nucleo Industriale S. Atto * ThuBc v6 trung san xuat vé trung: thudc bot pha tiém, bot pha dung dich tiém truyén chira khang sinh nhém cepha, penem. EU-GMP |IT/6/H/2019 o . Italian Medicines 6
(Tén cii: Facta (loc. s. Nicolo' A Tordino) - 3 S |Agency (AIFA)
Farmaceutici 64100 Teramo (TE), ltalia; : :
SP.A) S X
o~ o
1735 |ACS Dobfar S.P.A |Nucleo Industriale S. Atto * ThuBc vo trung san xuat vo trung: thudc bot pha tiém, bot pha dung dich tiém truyén chira khang sinh nhém cepha, penem. EU-GMP [IT/53/H/201 Italian Medicines 19
(Tén cii: Facta (loc. S. Nicolo' A Tordino) - * Xudt xudng thubc vé trung; 9 o ~ |Agency (AIFA)
Farmaceutici 64100 Teramo (TE), ltalia; * Poéng goi thir cap; b= o
S.P.A) céch viét khac: Nucleo * Kiém tra chat lugng. 3 :
Industriale S. Atto, S. Nicolo Q inl
a Tordino - 64100 Teramo 3 =
(TE), Italia;
IT-022 » Industria Farmaceutica Galenica Senese S.R.L. » Via Cassia Nord, 351-53014 Monteroni D'arbia (SI), Italy
804 Industria Via Cassia Nord,; 351-53014  |* Thudc vé trung: EU-GMP |IT/212/H/20| & ~ [|'talian Medicines 11
Farmaceutica Monteroni D'arbia (SI), Italia | + Thu8c tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé. 18 > S Agency (AIFA)
Galenica Senese * Thudc khong vé trung: Thudc udng dang ldng. g z
=] —
S.R.L ﬂ' r'?l')
IT-023  » Novartis Farma S.P.A. » Via Provinciale Schito, 131 - 80058, Torre Annunziata (NA), Italy
197 Novartis Farma Via Provinciale Schito, 131 - |1. San xuét: EU-GMP [IT/36/H/201 o " Italian Medicines 6
S.P.A. 80058 (cach ghi khac: Via * ThuBc khdng vé trung: Vién nén (bao gdm ca vién nén phéng thich cham); vién nén bao phim. 9 p=d o |Agency (AIFA)
Provinciale Schito 131), Torre * Thube duoc lidu: Vién nén. E z
Annunziata (NA), Italy 2. Déng gbi so cap: vién nang mém; vién nén (bao gdm ca vién nén phdng thich cham); vién nén bao phim. o il
3. Dong goi thir cap. ] -
A XAt updng. hao gl cA3 thiuAc uA trling
IT-024 » Patheon Italia S.P.A. » 2° Trav. SX Via Morolense, 5, Ferentino (FR), 03013, Italy
198 Patheon Italia 2° Trav. SX Via Morolense, 5, |* Thuc v trung: EU-GMP |(IT/156/H/20 Italian Medicines 6
S.P.A. Ferentino (FR), 03013, Italy + Thudc san xudt vd trung: Thudc déng khd (chitra hormon hodc chat cé hoat tinh hormon, san phdm cdng nghé sinh hoc, san pham chiét cé ngudn géc tir 18 Agency (AIFA)
ngudi va dong vat, ché pham tir mau, trir hormon corticosteroid); dung dich thé tich nhé (chira hormon va chét cé hoat tinh hormon, san pham céng nghé © b
; o o
sinh hoc). I ~
+ Thudc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé tich nho. Q b
* Thu8c sinh hoc: :5 ,‘l.l"
+ Ché& pham tir mau: Thuéc dong kho;
+ San pham cong nghé sinh hoc: Thudc déng khd; dung dich thé tich nhé san xuat vé trung: protein tai t6 hop; khang thé don dong.
1947  |Patheon ltalia 2° Trav. SX Via Morolense, 5 - [* Thudc vé trung: EU-GMP [IT/15/H/202 Italian Medicines 22
S.P.A 03013 FERENTINO (FR), Italy | +Thucsan xuét vo trung: Thudc dong kho (chira hormon hogc chat c6 hoat tinh hormon, san pham cdng nghé sinh hoc, san pham chiét c6 ngudn gdc tir ngudi va dong vat, 1 Agency (AIFA)
T ché pham tir mdu, trir hormon corticosteroid); dung dich thé tich nhé (chira hormon va chat cé hoat tinh hormon, san phdm c6ng nghé sinh hoc, san phdm chiét cé ngudn géc
tlr dong vat).
+ Thudc tiét trung cudi: Dung dich thé tich Ién; dung dich thé tich nhé.
* Xuat xudng thudc vo trung o -
* Thudc sinh hoc: g S
+ Ché pham tir mau: Thudc dong kho; N N
+San pham c6ng nghé sinh hoc: Protein tai t& hop; khang thé don dong. SI ;
+San pham chiét c6 ngudn goc tir ngudi va dong vat: Thudc dong kho. a =]
* Xuat xudng thudc sinh hoc:
+ Ché pham tir mau: Thudc dong kho;
+ San pham c6ng nghé sinh hoc: Thudc déng khé; dung dich thé tich nhé san xuat vé trung.
+San pham chiét c6 ngudn goc tir ngudi va dong vat: Thudc dong kho; dung dich thé tich nhé san xuat vé trung.
* Déng goi: Déng géi thi cap.
* Kidm tra chAt lrgrne: Vi sinh (yd tring): HAa hoc/VAL IV Sinh hac (1Al tech)
IT-025 » Actavis Italy S.p.a - Nerviano Plant » Via Pasteur 10, 20014 Nerviano - Milan, Italy
199 Actavis Italy S.p.a [Via Pasteur 10, 20014 * Thudc vo tring: EU-GMP |IT/132/H/20| & — |Italian Medicines 6
Nerviano - Milan, Italy + Thu8c san xudt v trung: thudc déng khd pha tiém (bao gdm ca thudc chira chat doc té bao) (building A100, A200), dung dich thé tich nhé chira chat dc 18 by S Agency (AIFA)
¢ ¢ o~ o~
t€ bao/ kim té bao (tda nha A200); A P
+ Thudc tiét trung cudi: dung dich thé tich nho chira chat ddc t& bao/ kim té bao dang ampoule (tda nha A90). g E
o —
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1292  [Actavis Italy S.p.a |Via Pasteur 10, 20014 * ThuBc vo tring: EU-GMP |[IT/230/H/20| &, ~ |Mtalian Medicines 15
Nerviano - Milan (Ml), Italy + Thudc san xuét vd trung: thudc déng khé pha tiém (bao gdm ca thudc chira chat doc té bao) (building A100, A200), dung dich thé tich nhé chita chat doc 19 § § Agency (AIFA)
t€ bao/ kim t& bao (tda nha A200); Py .
+ Thudc tiét trung cudi: dung dich thé tich nho chira chat ddc t& bao/ kim té bao dang ampoule (tda nha A90). : Z'
- o
IT-026  » Kedrion S.P.A. » S.S.7 Bis Km. 19,5 - 80029 Sant' Antimo (NA), Italy
200 Kedrion S.P.A S.5.7 Bis Km. 19,5 - 80029 * ThuBc vo tring: EU-GMP |IT/183/H/20 o ~ Italian Medicines 6
Sant' Antimo (NA), Italy + Thu8c sdn xudt vd trung: Cac ché pham tir mau: Dung dich thé tich I&n; Dung dich thé tich nhd; Thudc déng khd; Dung dich thé tich nhd: Aprotinin. 19 b= o |Agency (AIFA)
+ Thudc tiét trung cudi: Dung dich thé tich nhé (dung méi). N N
o~
* Thude sinh hoc: Cac san pham mau: chi Aprotinin. S !
* Dong goi thir cap. I~ -
IT-027 » Laboratorio Farmaceutico C.T S.R:L. » Via Dante Alighieri, 71-18038 Sanremo (IM), Italy
658 Laboratorio Via Dante Alighieri, 71-18038 |* Thudc vé trung: EU-GMP [IT/111- Italian Medicines 10
Farmaceutico C.T. |Sanremo:(IM), Italy + Thu8c san xut vé trung: Dung dich thé tich nhd; Thuc bdt chira khang sinh nhém Cephalosporin; thudc bdt ddng khd chira khang sinh nhém Penicillin 1/H/2018 ® N |Agency (AIFA)
SR.L va nhém Cephalosporin. 2 I
+ Thudc tiét trung cudi: Dung dich thé tich nha. <o'r g'
* Thudc khong vé trung: Vién nén; vién nang cing; thudc udng dang long. N -
* Péng goi so cap: Cac dang thudc trén, bao gdm ca vién nang mém. ~ ”
L2V ARINWL
IT-028 » Aeffe Farmaceutici SRL » Via Torino, 448-10032 Brandizzo (TO), Italy
1878 Aeffe Farmaceutici |Via Torino, 448-10032 * Thu8c khéng vé trung: Thudc duing ngoai dang l6ng, thudc dung trong dang long. EU-GMP [IT/209/H/20 w ~ Italian Medicines 21
SRL Brandizzo (TO), Italy * Ching nhan 16 thu8c khéng vé trung 18 g S |Agency (AIFA)
* Dong goi: N N
+ Déng gbi so cap: Thude dung ngoai dang ldng, thudc dung trong dang ldng. 8 q
+ Déng goi thir cap. S =
* Wil tra ch At Lvong: A WA/AE I i cinb (thiuAc kbAng A tehing)
IT-029 » Fresenius Kabi Italia S.R.L » Via Camagre, 41/43-37063 Isola Della Scala (VR), Italy
367 Fresenius Kabi Via Camagre, 41/43-37063 * Thu8c vo trung: EU-GMP |IT/90- - . italian Medicines 3
Italia S.R.L Isola Della Scala (VR), Italia [+ Thudc tiét trung cudi: dung dich thudc tiém thé tich I&n; dung dich thudc tiém thé tich nhd 1/H/2018 § § Agency (AIFA)
on ]
o —
~ -
o~ o
IT-031  » GlaxoSmithKline manufacturing S.p.A. » Strada Provinciale Asolana N. 90 (loc. San Polo) - 43056 Torrile (PR), Italy
201 GlaxoSmithKline Strada Provinciale Asolana N. |* Thu8c khéng vé trung: Vién nang cirng (bao gém ca chit kim té bao, chat diét té bao) , vién nén (bao gdm ca chat kim té bao, chat diét té bao), thuéc uéng EU-GMP |[IT/6- 0 o [ltalian Medicines 6
2 - N
manufacturing 90 (loc. San Polo) - 43056 dang léng.. 1/H/2018 3 QS |Agency (AIFA)
S.p.A Torrile (PR), Italia * Pong goi so cap: vién nang clrng, thudc udng dang 16ng. b e
* Pong goi thir cap 3 g
o ~
1293  [GlaxoSmithKline |Strada Provinciale Asolana N. [* Thudc vé trung: EU-GMP |IT/115/H/20 Italian Medicines 15
Manufacturing 90 (loc. San Polo) - 43056 + Thu8c san xudt vd trung: Thubc ddng khd (chira chat doc t& bao/chat kim té bao, DNA protein tai t8 hop, khéng thé don dong); Dung dich thé tich nhd 19 Agency (AIFA)
S.P.A. Torrile (PR), Italia (chtra chat ddc té bao/chat kim té bao); thuc tiém dang Liposomal (chira chat doc té€ bao/chat kim té bao).
+ Thuc tiét trung cudi: Dung dich thé tich nhé.
+ Xudt xudng 16. . ~
* ThuBc khong vo trung: a =]
+ Vién nang clrng (chira chat doc té€ bao/chat kim té bao); thudc udng dang 16ng; vién nén (chira chat doc té€ bao/chat kim té bao). E :‘r‘
e 2o cs 1A o =)
+ Xuat xudng 16. 3 g
* Thu6c sinh hoc: Al -~
+ Thudc cong nghé sinh hoc: Protein/DNA tdi té hop, khang thé don dong.
+ Xudt xuwdng 16 thudc cong nghé sinh hoc.
* Pong goi so cap: Vién nang cirng (chira chat doc té& bao/chat kim té bao); Thudc ubng dang ldng.
* Pong goi thir cap.
Danh sach téng hop co s& nudc ngoai dap tng GMP Trang 196 / 307 17-01-2023



- p o & e 1y | NGAY POT
ID CHU'NG | TEN CO’ SO’ SAN : " A NGUYEN | GIAY CH. [NGAY = P A
2 pe PIA CHI PHAM VI CHUNG NHAN < A s HET CO’ QUAN CAP CONG
CHI XUAT : . y TAC GMP NHAN CAP Q =
HAN BO
1948 |GlaxoSmithKline |Strada Provinciale Asolana N. |* Thu8c vé trung: EU-GMP |IT/53/H/202 talian Medicines 22
Manufacturing 90 (loc. San Polo) - 43056 + Thu8c san xudt vd trung: Thudc ddng khd (chira chat doc t& bao/chat kim té bao, DNA protein tai t8 hop, khéng thé don dong); Dung dich thé tich nhd 1 Agency (AIFA)
S.P.A. Torrile (PR), Italia (chira chat doc té€ bao/chat kim té bao); thudc tiém dang Liposomal (chira chat ddc t& bao/chat kim té€ bao).
+ Thudc tiét trung cudi: Dung dich thé tich nhé.
* Thu8c khéng vé trung: b s
+ Vién nang clrng (chira chat doc té€ bao/chat kim té bao); thudc udng dang 16ng; vién nén (chira chat doc té€ bao/chat kim té bao). S 5
* Thudc sinh hoc: S 3
+ Thudc cong nghé sinh hoc: Protein/DNA tdi té hop, khang thé don dong. g g
+ Xudt xwdng 16 thudc vé trung, thudc khéng vé trung, thudc cdng nghé sinh hoc.
* Ponggoi so cap: Vién nang cirng (chira chat doc té& bao/chat kim t& bao); Thudc udng dang léng.
* Pong goi thir cap.
*Kiém tra chat lugng: Vi sinh: Vo trung; Vi sinh: Khong vé trung; Héa hoc/Vat ly; Sinh hoc.
IT-032 » Kedrion S.P.A. » Via Provinciale (loc. Bolognana) - 55027 Gallicano (LU), Italy
202 |Kedrion S.P.A. Via Provinciale(loc. * Thugc vé tring: EU-GMP (IT/113- ™ o |ltalian Medicines 6
Bolognana) » 55027 Gallicano | + Thu8c sdn xut v trung (cac sdn phdm mau): Dung dich thé tich I&n; Dung dich thé tich nhd; Thudc déng khd. 1/H/2018 by S Agency (AIFA)
(LU), Italy + Thudc tiét trung cudi: Dung dich thé tich nhé. : g
* Thu8c sinh hoc: ché phdm tir mau (bao gdm ca huyét twong phan doan). 2 g
~ ~
985 Kedrion S.P.A. Via Provinciale (loc. * Thugc v6 trung: EU-GMP |(IT/16/H/202 Italian Medicines 12
Bolognana) - 55027 Gallicano | + Thu@c san xuat vo trung (cac san phdm mau): Dung dich thé tich I&n; Dung dich thé tich nhd; Thudc déng khd. 0 ° ~ |Agency (AIFA)
(LU), Italy + Thudc tiét trung cudi: Dung dich thé tich nho. a o
* Thudc sinh hoc: ché pham tir mau (bao gdm ca huyét twong phan doan). E z
* Xuat xudng thudc vo trung tiét trung cudi. Q il
* Xuat xudng thudc sinh hoc: Sdn phdm mau (Dung dich thé tich I1&n; Dung dich thé tich nhd; Thudc dong khd). S b=y
* Péng goi thir cap.
P el IR E 2T S R VT S T A Yl A SO N
IT-033  » Industria Farmaceutica Nova Argentia S.P.A. » Via G.Pascoli, 1-20064 Gorgonzola (Ml), Italy
540 Industria Via G.Pascoli, 1-20064 * Thu8c khéng vé trung: EU-GMP |[IT/219/H/20| & ~ [|ltalian Medicines 9
Farmaceutica Gorgonzola (Ml), ltaly (Cach + Dang bao ché ban ran (bao gdm thudc sinh hoc c6 ngudn gdc tir dong vat). 18 3 =] Agency (AIFA)
Nova Argentia ghi khac: Gorgonzola Ml), Via | + Thudc dan (bao gdm thudc duoc lidu). g 2
SP.A G.Pascoli, n.1, Italy) * Thu8c sinh hoc: sdn phdm cé ngudn géc tir dong vat :'-,1 E‘
* Thubc duoc lidu - @
IT-034 » Industria Farmaceutica Nova Argentia S.P.A. » Reparto Distaccato — Via Muoni, 10 — 20064 — Gorgonzola (M), Italy
541 Industria Reparto Distaccato — Via * ThuBc khdng vé trung: vién nén EU-GMP |IT/219/H/20| & ~ |Italian Medicines 9
Farmaceutica Muoni, 10 - 20064 - 18 § § Agency (AIFA)
Nova Argentia Gorgonzola (Ml), Italy =) &
— i
S.P.A ﬂl «;‘;
IT-035 » Industria Farmaceutica Nova Argentia S.P.A. » Reparto Distaccato — Via Muoni, 15 — 20064 — Gorgonzola (M), Italy
542 Industria Reparto Distaccato — Via * ThuBc khdng vé trung: Thudc bét, vién nén (bao gdm ca thudc duoc liéu). EU-GMP |IT/219/H/20 Italian Medicines 9
) o0 ~
Farmaceutica Muoni, 15 - 20064 - 18 b= o |Agency (AIFA)
Nova Argentia Gorgonzola (M), Italy g :
SPA (Cach ghi khac: Reparto I il
Distaccato in Via Muoni, 15 9 ;;
Ltal)
IT-036 » Bracco Imaging S.P.A. » Bioindustry park - Via Ribers, 5-10010 Colleretto Giacosa (TO), Italy
302 Bracco Imaging Bioindustry park - Via Ribes, |* ThuGc vo trung: EU-GMP |IT/21/H/201| o « |Italian Medicines 7
S.P.A 5-10010 Colleretto Giacosa + Thuc tiét trung cudi: Dung dich thé tich nhé. 9 by S Agency (AIFA)
o~ ~
(TO), Italy & &
Q Y
9 h
o~ -
1879  |Bracco Imaging Bioindustry park - Via Ribes, |* Thu8c v6 trung: EU-GMP [IT/58/H/202 | o ~ [|ltalian Medicines 21
S.P.A 5-10010 Colleretto Giacosa + Thuc tiét trung cudi: Dung dich thé tich nhé. 0 S S Agency (AIFA)
(T0), Italy g <
S b
o o~
S ™
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IT-037 » SANOFI S.P.A. » Viale Europa, 11-21040 Origgio (VA), Italia
303  |SANOFIS.P.A. Viale Europa, 11-21040 * ThuGc khdng vo trung: Thugc udng dang long. EU-GMP |[IT/85/H/201| o « |italian Medicines 7
Origgio (VA), ltalia * Thu8c sinh hoc (men vi sinh): Vién'nang cirng; Thuc udng dang ldng; Thudc bét, thudc cdm. 9 b=y S Agency (AIFA)
* Thu8c dugc liéu: Thudc udngdang long 3 )
Q NN
a )
- -
1815 |SANOFIS.R.L. Viale Europa, 11-21040 * ThuGc khdng v6 triing: Thuc udng dang long. EU-GMP (IT/38/H/202 Italian Medicines 20
Origgio (VA), Italy * Xudt xudng thudc khéng vé trung. 1 4 ~ |Agency (AIFA)
(* Cac cach ghi khac: * Thudc sinh’hoc (men vi sinh): Vién nang cirng; Thudc udng dang 16ng; Thudc bot, thudc cdm. s S
- Viale Europa, 11 Origgio * Xudt xudng thudc sinh hoc: Men vi sinh. 2 m
(VA), Italy * ThuSc duoc liéu: Thudc udng dang long. Q A
v " ‘ ‘¢ " ‘ -
- Viale Europa 11, IT-21040. )| * Déng gdi so cap: Vién nang cirng; Thudc udng dang ldng; Thudc bét, thudc cdm. 3 o0
Origgio, Italy) * Pong goi thir cap.
1880 |SANOFIS.R.L. (Tén [Viale Europa, 11-21040 * ThuGc khdng vo trung: Thudc udng dang long. EU-GMP (IT/38/H/202 Italian Medicines 21
cii: SANOFI S.P.A.) |Origgio (VA), Italia * Xudt xudng thudc khéng vé trung 1 Agency (AIFA)
Céch-ghikhdc: Viale Europa  [* Thudc sinh hoc (men vi sinh): Vién nang clng; Thudc udng dang l6ng; Thudc bdt, thude cdm. < N
11, IT-21040 Origgio, Italia * Xudt xudng thudc sinh hoc: san pham trj liéu sinh hoc séng IS <
* Thu8c dugc liéu: Thudc udng dang long 8' ﬁl
* Dong goi: :5 ;'c’
+Ddng gdi so cap: vién nang cirng; thudc udng dang l6ng; Thudc bét, thude cdm.
+Ddng gdi thir cap.
1949 SANOFI S.R.L. Viale Europa, 11-21040 * Thu8c khéng vé trung: Thudc udng dang ldng. EU-GMP [IT/89/H/202 Italian Medicines 22
Origgio (VA), ltaly * Xuat xwdng thudc khéng vé trung. 1 4 < |Agency (AIFA)
(* Céc cach ghi khac: * Thu8c sinh hoc (men vi sinh): Vién nang cirng; Thu8c udng dang ldng; Thudc bot, thudc cém. s S
- Viale Europa, 11 Origgio * Xuat xudng thudc sinh hoc: Men vi sinh. E S
(VA), Italy * Thu8c dugc liéu: Thudc udng dang léng. n Q
- Viale Europa 11, IT-21040  |* Déng gdi so cap: Vién nang cirng; Thudc udng dang léng; Thudc bot, thudc cdm. 3 3
Origgio, Italy) * Péng goi thir cap.
2078 |Opella Healthcare |Viale Europa, 11-21040 * Thudc khéng vo trung: ThuGc udng dang long. EU-GMP |IT/9/H/2022 Italian Medicines 24
Italy S.R.L. Origgio (VA), Italy * Xuat xudng thudc khéng vé trung. ~ < |Agency (AIFA)
(Tén cii: SANOFI (* Céc cach ghi khac: * Thu8c sinh hoc (men vi sinh): Vién nang cirng; Thu8c udng dang ldng; Thudc bot, thudc cém. o Q
SR.L) - Viale Europa, 11 Origgio * Xuat xudng thudc sinh hoc: Men vi sinh. 2 g
(VA), Italy * ThuSc dugc liéu: Thudc udng dang léng. 3 g
- Viale Europa 11, IT-21040  |* Déng gbi so cap: Vién nang cirng; Thudc udng dang léng; Thudc bot, thudc cém. — —
Origgio, Italy) * Poéng goi thir cap.
s ol Alaiadan il s rY N} AN P Llad Ll
IT-038 » Bayer Healthcare Manufacturing S.R.L. » Via Delle Groane, 126-20024 Garbagnate Milanese (MI), Italia
360 Bayer Healthcare ia Delle Groane, 126- udc khéng vé trung: hén dich thudc udng; thudc cdm; vién nén, vién bao. EU-GMP |IT/139/H/20 Italian Medicines 8
y Ith Via Delle G 126-20024 |* Thudc kho 6 tru hon dich th hi b & P | d
Manufacturing Garbagnate Milanese (MI),  [* Déng géi so' cap: vién nang mém 19 b S |Agency (AIFA)
S.R.L Italia * Xudt xudng: thudc tiét trung cudi. ,:" :
o o —
© -
~ ™
E » Catalen nagni 5.R.L. (ten cu: bristo yers Squi .R.L.) » LOcalita Fontana Del Ceraso , Strada provinciale asilina N.41, Anagni , , 1aly
IT-039 Catalent A i S.R.L. (tén cii: Bristol M Squibb S.R.L.) » Localita Font: Del C SNC, Strad inciale 12 Casilina N.41, Al i (FR), 03012, Ital
504 Catalent Anagni Localita Fontana Del Ceraso |1. San xuét thuéc: EU-GMP [IT/59/H/202 Italian Medicines 9
S.R.L (tén cii: SNC, Strada provinciale 12 * ThuBc khéng vé trung: Vién nén, vién nén bao phim. 0 Agency (AIFA)
Bristol Myers Casilina N.41 (hodc Strada * Xuat xudng. Q Iy
Squibb S.R.L) provinciale Casilina 41), 2. Doéng gbi IS I
Anagni (FR), 03012, Italy +Ddng gbi so cap: vién nén va vién nén bao phim (bao gdm ca thudc doc t& bao/ kim t&€ bao); bao gdm ca vién nang cing. g S‘
(* cach ghi khéc: Loc Fontana [+ Ddng géi thi cap. © <
- » - -
Del Ceraso - 03012 Anagni 3. Kiém tra chat lugng.
(FR), ltaly)
IT-040 » Pfizer Italia S.R.L. » Localita Marino Del Tronto - 63100 Ascoli Piceno (AP), Italy
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332 Pfizer Italia S.R.L  [Localita Marino Del Tronto - |* Thudc khéng vé trung: EU-GMP [IT/138/H/20] o w |italian Medicines s
63100 Ascoli Piceno (AP), +Vién nang cling (chat doc té bao); 18 b S |Agency (AIFA)
Italy + Vién nén, vién nén bao phim, vién nén’bao dudng (bao gdm ca thudc chira hormon hodc céc chat ¢ hoat tinh hormon: hormon corticosteroid va hormon g :
sinh duc). E E
S 1%
IT-041  » GlaxoSmithKline manufacturing S.P.A. » Via A. Fleming, 2 - 37135 Verona (VR), Italy
333 GlaxoSmithKline  [Via A. Fleming, 2 - 37135 * Thugc vo trung: EU-GMP |IT/45- ~ o |Italian Medicines 8
manufacturing Verona (VR), Italy + Thudc san xudt vd trung: Thudc bdt chira khang sinh nhém Cephalosporin. 1/H/2017 by b Agency (AIFA)
o~ o~
SPA 3 o
0 ©
o~ —
659 GlaxoSmithKline  |Via A. Fleming, 2 - Verona * Thudc vé tring: EU-GMP |IT/109/H/20| o ~ |Italian Medicines 10
manufacturing (VR), Italy + Thu8c san xudt vd trung: Thudc bdt chira khang sinh nhém Cephalosporin. 19 ) S Agency (AIFA)
[oN]
SPA Céch ghi khc: Via A. PO
Fleming, 2 -Verona (VR), g i
37135, ltaly ™ =
660 ACS Dobfar S.p.A  [Via A Fleming, 2 - 37135 * ThuGc v6 tring: EU-GMP |IT/27/H/202 Italian Medicines 10
Verona (VR), Italy + Thudc san xuat vd trung: Thudc bdt chira khang sinh nhém Cephalosporin. 0 Q N |Agency (AIFA)
Cach ghi khac: Via * San pham: Bot pha dung dich dam déc dé pha dung dich tiém truyén Zavicefta Powder for concentrate for solution for infusion (Ceftazidime (dudi dang 2 <
Alessandro Fleming, 2, ceftazidime pentahydrate) 2g; Avibactam (dwdi dang natri avibactam) 0,5g). 8' r‘:':
Verona, 37135 - Italy; hodc: ~ -
via A. Fleming, 2, 37135 N ®
AL Lol
IT-042 » Haupt Pharma Latina S.R.L. » Borgo San Michele S.S 156 Km. 47,600 - 04100 Latina (LT), Italy
304 Haupt Pharma Borgo San Michele S.S 156 * Thubc vo trung: EU-GMP [IT/181/H/20 © ~ Italian Medicines 7
Latina S.R.L Km. 47,600 - 04100 Latina + Thu8c san xudt v trung: thudc bot (bao gdm ca khang sinh nhém Cephalosporin va Penicillin). 18 = o |Agency (AIFA)
(LT), Italy + Thudc tiét trung cudi: Dung dich thé tich nhé. g z
* Thudc khong vé trung: Vién nang cing (chira khang sinh nhém Penicillin); thuéc dung ngoai dang ldng; thudc udng dang 16ng; thudc bot (bao gom ca khang s} o
N . PORTITE 8 P < LA . LA . Y 2 . . < PRI (Yo} —
sinh nhém Penicillins); dang bao ché ban ran; vién nén, vién nén bao (bao gém ca khang sinh nhém Penicillins). o o
* Thule divoc lidu:- \idn ndn
IT-043  » Fisiopharma S.R.L. » Nucleo Industriale - 84020 Palomonte (SA), Italy
305 Fisiopharma S.R.L |Nucleo Industriale - 84020  |* Thudc v6 trung: EU-GMP |IT/224/H/20| o ~ [ltalian Medicines 7
Palomonte (SA), Italy + Thudc san xuat vé trung: Dung dich thé tich nhé (chira corticosteroids; chat chiét xuat cé ngudn gdc tir ddng vat); thudc bot. 19 = =] Agency (AIFA)
+ Thudc tiét trung cudi: Dung dich thé tich nhé. z 2
* Xuat xudng thudc sinh hoc: San pham chira chat chiét xuat tir ngudi hodc dong vat. ;" E'
o ™
IT-044  » Delpharm Milano S.R.L. » Via Carnevale, 1 - 20090 Segrate (Ml), Italy
986 Delpharm Milano |Via Carnevale, 1 - 20090 * ThuSc khdng vo trung (bao gdm ca thudc doc té bao/kim té bao, thudc trc ché mién dich): Vién nang cing, vién nén, vién nén bao phim; thudc udng dang EU-GMP |IT/191- Italian Medicines 12
5 ~ o~
S.R.L Segrate (MI), Italy I6ng. 1/H/2017 by o |Agency (AIFA)
* Xuat xudng thudc khdng vé trung g :
* Péng goi so cap: bao gdbm ca vién nang mém. = -
* Péng goi thir cap Q =
* i tra chZ Leqing: vicinh khang uA triing: bz bac/ At 1
IT-046  » A. Menarini Manufacturing Logistics and Services S.r.| » Via Campo Di Pile 67100 L'Aquila (AQ), Italy
343 A. Menarini Via Campo Di Pile 67100 San xuét, déng goi: EU-GMP |IT/183- ~ o |ltalian Medicines 8
Manufacturing L'Aquila (AQ), Italy. * Thudc khéng v truing: vién nang clrng; vién nén; vién nén bao phim; thudc bot; 4/H/2017 by S Agency (AIFA)
o~ ~N
Logistics and ) ]
Services S.r.| N N
987 A. Menarini Via Campo Di Pile , 67100 San xudt, déng goi, xuat xuwdng: EU-GMP |IT/57/H/202| o o |AIFA Italian Medicines 12
Manufacturing L'Aquila (AQ), Italy. * ThuGc khong vé trung: vién nang clrng; vién nén; vién nén bao phim; thudc bot; 0 S S Agency
o~ [oN]
Logistics and é'r ~
Services S.r.| 0 -
S 1%
IT-047 » FRESENIUS KABI IPSUM S.R.L. » LOC.MASSERIE ARMIERI, POZZILLI (IS), 86077, Italy
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589 FRESENIUS KABI LOC.MASSERIE ARMIERI, * San xuat thudc vo trung san xudt vo trung: ban thanh pham Penicillin dang déng kho (bot vo trung); EU-GMP |IT/92/H/201 o ~ |Italian Medicines 9
IPSUM S.R.L. POZZILLI (1S), 86077, Italy * San xuat thudc khdng vé trung: Bot dong kho; 9 b= S |Agency (AIFA)
* Xudt xuwdng 16: thudc vo trung san xudt vé trung;thudc khdng vo trung; E :
* Péng goi so cap: bot dong kho, ban thanh pham; 3 Z'
* Pong goi thir cap. N ™
IT-048 » Baxter Manufacturing S.P.A. » Via G.B. Oliva, 2 loc. Ospedalletto - 56121 PisaA (Pl), Italy
390 Baxter Via G.B. Oliva, 2 loc. * Thudc vo trung(khéng bao gdm xuét xuwdng va déng géi, bao gdm ca kiém tra bang mat thuong): EU-GMP |IT/94/H/201 Italian Medicines 8
Manufacturing Ospedalletto - 56121 PisaA + Thu8c sdn xudt vd trung (chi sén phdm mau): Dung dich thé tich I&n; Dung dich thé tich nhé. 9 2 N |Agency (AIFA)
S.P.A. (P1), Italy * Thudc sinh hoc: sén phdm mau (chi albumin ngudi). ] 2
(Céch ghi khéc: Via G.B. uo'a «:
Oliva, 2-56121-loc. ~ -
Ospedalletto Pisa (PI), Italy) o ”
IT-049 » Mitim S.R.L. » Via Cacciamali;34-38-25125 Brescia (BS), Italia
457 Mitim S.R.L. Via Cacciamali, 34-38-25125 |* Thudc vé trung: EU-GMP |IT/68/H/201| &, — |ltalian Medicines 9
Brescia (BS), Italy + Thudc san xuat vé trung chira khang sinh nhém Penicillin va Cephalosporin: Thuéc déng khé; thudc bdt pha tiém. 9 3 S Agency (AIFA)
* Thudc tiét trung cudi: dung dich thé tich nhé (bao gdm ca ché pham tach chiét tir dong vat). 2 ‘:
* Thudc khong vé trung chira khang sinh nhém Penicllin: vién nang ciérng; thudc bot; vién nén. 3 g
* Ché pham sinh hoc: ché pham chira, chiét xuat hodc cé ngudn géc tir t& bao/mo dong vat N -~
IT-050 » Mipharm S.P.A. » Via Bernardo Quaranta, 12 - 20141 Milano (Ml), Italy
988 Mipharm S.P.A Via Bernardo Quaranta, 12 - |* Thudc khéng vé trung: vién nang cirng; thudc dung trong dang 1dng (chira corticosteroid va cac hormon khéc, khéng bao gdm hormon sinh duc); thudc bat EU-GMP [IT/96- © . Italian Medicines 12
20141 Milano (M), Italy va thudc c8m; dang bao ché ban rén (chira hormon corticosteroid); thuSc dét; vién nén (chtra hormon corticosteroid va hormon sinh duc). 1/H/2018 = S |Agency (AIFA)
* San pham sinh hoc: Vién nang cirng chira chat chiét tir dong vat. z ‘:
* San pham: Thudc hdn dich xjt mii Nasostad 50 micrograms/actuation nasal spray, suspension (Mometasone furoate (as monohydrate) 50 Q Q
. . ’" oy pea . . [=)] wn
micrograms/actuation nasal spray). Tén tai Viét Nam: EU-Fastmome 50 micrograms/actuation. o ~
1294 Mipharm S.P.A Via Bernardo Quaranta, 12 - |* Thudc khéng vé trung: vién nang cirng; thudc dung trong dang 16ng (chira hormon va cac chét c6 hoat tinh hormon); thudc bét va thudc cdm; dang bao ché | EU-GMP |IT/107/H/20 Italian Medicines 15
20141 Milano (M), Italy bén ran (chtra hormon va cac chat cé hoat tinh hormon); thudc dét; vién nén (chira hormon va céc chat cé hoat tinh hormon). 20 g g Agency (AIFA)
(Céch ghi khéc: Via Quaranta, [* San pham sinh hoc: Vién nang cirng chira chat cé ngudn gdc tir ngudi hodc dong vat. g 2
12, 20141 Milano, Italy) * 5an pham: Thudc hdn dich xit miii Nasostad 50 micrograms/actuation nasal spray, suspension (Mometasone furoate (as monohydrate) 50 i i
. . a VI . . 0 —
micrograms/actuation nasal spray). Tén tai Viét Nam: EU-Fastmome 50 micrograms/actuation. ~ o
IT-051 » Italfarmaco S.P.A. » Viale Fulvio Testi, 330-20126 Milano (Ml), Italy
476 Italfarmaco S.P.A | Viale Fulvio Testi, 330-20126 |* Thudc v6 trung: EU-GMP |(IT/88/H/201 o " Italian Medicines 9
Milano (MI) (hodc 330 Milan -| + Thu8c san xut vd trung: Dung dich/ dung dich tiém thé tich nhé chira hormon va chét c6 hoat tinh hormon (khéng bao gdm hormon corticosteroid va 9 b=y S |Agency (AIFA)
1-20126), Italy hormon sinh duc). N z
. P 2 wun
+ Thudc tiét trung cudi: Dung dich/ dung dich tiém thé tich nho. Q i,
* Thu8c khéng vé trung: Vién nang cirng; thudc bot va thudc c6m; vién nén. 8 -
* Thulccinh hac ThiulAc cA ngudn gictiv dAng it (dung dich thatich nhA c3n VAt A teling)
IT-052 » Merck Serono S.P.A. » Via Delle Magnolie 15 (loc. Frazione Zona Industriale) - 70026 Modugno (BA), Italy
661  |Merck Serono Via Delle Magnolie 15 (loc.  [* Thudc vé triing: EU-GMP (IT/234/H/20 Italian Medicines 10
SP.A Frazione Zona Industriale) - + Thudc san xudt vo trung: Thudc déng kho: chi cé ché pham sinh hoc chira hormon hodc chét ¢ hoat tinh hormon (khéng bao gdm corticosteroid); Dung 18 Agency (AIFA)
70026 Modugno (BA), Italy  [dich thé tich nhé bao gém ché& pham sinh hoc chita hormon hoéc chat cé hoat tinh hormon (khéng bao gdm corticosteroid) va cytokines. ® ]
(Céch viét khac: Via Delle + Thudc tiét trung cudi: Dung dich thé tich nhé. I IS
Magnolie 15, (Localita * Thudc sinh hoc: :' :‘1
Frazione Zona Industriale), +San pham tir mau: Ché pham chira albumin ngudi dugc thém vao san pham céng nghé sinh hoc. 3’ ;';
Modugno (BA), | - 70026, + San pham céng nghé sinh hoc: Protein/DNA tai t6 hop; khang thé don dong.
Italy)
IT-054 » FIDIA FARMACEUTICI S.P.A. » Via Ponte Della Fabbrica 3/A - 35031 Abano Terme (PD), Italy
524 [FIDIA Via Ponte Della Fabbrica 3/A -|* Thudc vé trung: EU-GMP [IT/120/H/20] & | o |Mtalian Medicines 9
FARMACEUTICI 35031 Abano Terme (PD), + Thudc san xudt vé trung: dung dich thé tich nho (bao gém ca san phdm chiét xut tir dong vat); thudc xit. 19 ) S Agency (AIFA)
S.PA. Italy +Thudc tiét trung cudi: Dung dich thé tich nhd (bao gdm ca san pham chiét xuét tir dong vat); thudc dang ran va cdy ghép. E :
* Thudc khong v trling: vién nang clrng; thudc khung tham; thudc ban ran; vién nén; z :
* Thudc sinh hoc: Ché pham mién dich (vic xin virus sdng gidm doc lyc, tir ban thanh pham nhap); San pham chiét xuat tir dong vat. A Rl
IT-055 » Eli Lilly Italia S.P.A. » V.Gramsci, 731-733 - 50019 Sesto Fiorentino (Fl), Italy
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662 Eli Lilly Italia S.P.A |V.Gramsci, 731-733 - 50019  |* Thudc v6 tring: EU-GMP |IT/232/H/20 Italian Medicines 10
Sesto Fiorentino (Fl), Italy + Thu8c san xudt vd trung: Dung dich thé tich nhé chita ché phdm céng nghé sinh hoc. 18 Agency (AIFA)
(Céch viét khac: Via Gramsci, |* Thudc sinh hoc: © ~
731-733, Sesto Fiorentino, + Ché pham cong nghé sinh hoc: ché pham protein téi t6 hop. = S
50019 Florence, Italy / Via 3 m
Gramsci, 731-733, 50019 : :
Sesto Fiorentino (Fl), Italy) — o0
IT-056 » ABC Farmaceutici S.P.A. » Via Cantone Moretti, 29 (loc. Localita' San Bernardo) - 10015 Ivrea (TO), Italy
663 ABC Farmaceutici |Via Cantone Moretti, 29 (loc:|* Thu8c khéng vé trung: Vién nang cirng; thudc udng dang ldng; vién nén; thudc bot; thudc cdm. EU-GMP |IT/107- Italian Medicines 10
S.P.A. Localita' San Bernardo) - 1/H/2018 ® N |Agency (AIFA)
10015 Ivrea (TO), ltaly (* I3 <
cach ghi khéc:Via Canton g ::'4‘
Moretti, 29 Localita San <) -
Bernado-lvrea Torino), Italy ~ ”
IT-057 » Ibsa Farmaceutici S.R.L. » Via Martiri di Cefalonia, 2 - 26900 LODI (LO), Italy
664 Ibsa Farmaceutici |Via Martiri di Cefalonia, 2-  [* Thuéc vé trung: EU-GMP |IT/222/H/20| & ~ [|'talian Medicines 10
Italy S.R.L. 26900 Lodi (LO), Italy + Thu8c san xuat vd trung: dung dich thé tich nhé. 19 § § Agency (AIFA)
+ Thudc tiét trung cudi: dung dich thé tich nho. & A
* Thudc khdng vé triing: Vién nang mém; dang bao ché cé ap luc; thude dan; thudc dang ban rén chira hormon corticosteroid. : <O'r
o ~
IT-058 » Aziende Chimiche Riunite Angelini Francesco Acraf SpA » Via Vecchia del Pinocchio, 22 - 60131 Ancona (AN), Italy
665 Aziende Chimiche |Via Vecchia del Pinocchio, 22 |* Thudc khdng vé trling: vién nén; thudc dung ngoai dang 16ng; thudc dung trong dang 1dng; thudc ban rén chira hormon sinh duc; thudc dit chira hormon EU-GMP [IT/164/H/20 o ~ Italian Medicines 10
Riunite Angelini - 60131 Ancona (AN), Italy  |sinh duc; thudc bét, thuc c8m. 19 b=y o |Agency (AIFA)
Francesco Acraf g :I:
=] o
SpA = ©
Ll —
IT-059 » S.A.L.F. SPA Laboratorio Farmacologico » Via G. Mazzini, 9 - 24069 Cenate Sotto (BG), Italy
1295 S.A.L.F. SPA Via G. Mazzini, 9 - 24069 * Thudc vo trung: EU-GMP |IT/155/H/20| 4 ~ [ltalian Medicines 15
Laboratorio Cenate Sotto (BG), Italy +Thudc sdn xuét vo tring: Dung dich thé tich I&n; Dung dich thé tich nhd. 19 § g, Agency (AIFA)
Farmacologico * Xudt xudng thudc vo trung. N b
* Péng goi thir cap. g ,OL
* Kiém tra chat lugng. © -
IT-060 » Fresenius Kabi Ipsum S.R.L. » Via S. Leonardo 23-45010 Villadose (RO), Italy
989 Fresenius Kabi Via S. Leonardo 23-45010 * ThuBc san xudt vo trung: ban thanh pham thudc bt ddng khd chira khang sinh nhém penicillin; ban thanh pham thudc bét chira khang sinh nhém EU-GMP |[IT/135/H/20| o — |italian Medicines 12
Ipsum S.R.L Villadose (RO), Italy penicillin; cephalosporin. 19 é‘ § Agency (AIFA)
* Xudt xuwang. ~ &
* Péng goi: Déng gdi thir cap. ,O\l 2
* Kiém tra chat lugng. -~ ™
1736 Fresenius Kabi Via S. Leonardo 23-45010 * ThuBc san xuat vé trung: EU-GMP [IT/73/H/202 4 < Italian Medicines 19
Ipsum S.R.L Villadose (RO), Italy + Ban thanh pham thudc déng khé chira khang sinh nhém penicillin; ban thanh phdm thudc bét chira khéng sinh nhém penicillin, cephalosporin. 1 o S |Agency (AIFA)
+ Xuat xudng. g :,:
* Péng goi: Déng gdi thir cap. =] [}
* Kiém tra chat lugng: vi sinh (v trung; khéng vé trung); héa hoc/vat ly; sinh hoc. g ]
IT-061  » ISTITUTO BIOCHIMICO ITALIANO GIOVANNI LORENZINI S.P.A. » Via Fossignano 2- 04011 Aprilia (LT), Italy
805 ISTITUTO Via Fossignano 2- 04011 * Thudc vé trung: EU-GMP [IT/204/H/20 © - Italian Medicines 11
BIOCHIMICO Aprilia (LT), Italia. + Thu8c san xudt v trung: thudc déng kho; dung dich thé tich nhé; thudc bdt chira khang sinh nhém Penicillin 18 b= o |Agency (AIFA)
ITALIANO + Thudc tiét trung cudi: dung dich thé tich nhd N N
GIOVANNI * Thu8c khéng vé trung: vién nang cirng; thudc udng dang 16ng (chira hormon hodc chat ¢ hoat tinh hormon; khéng chira corticosteroid va hormon sinh 8 il
duc); thudc ban ran ( thudc md, gels); thudc bdt; thudc cdm; vién nén (chira hormon hodc chat cé hoat tinh hormon; khéng chira corticosteroid va hormon 3 by
LORENZINI S.P.A o
IT-062 » Alffasigma S.P.A. » Via Enrico Fermi 1 -65020 Alanno (PE), Italy
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806 Alfasigma S.P.A Via Enrico Fermi 1 -65020 * Thu8c vo trung (chira hormon hodc chat ¢ hoat tinh hormone; khéng bao gdm hormon sinh duc): EU-GMP |[IT/159- ~ o Italian Medicines 11

Alanno (PE), Italia + Thu8c san xudt v trung: thudc déng khé . 1/H/2017 § § Agency (AIFA)
+ Thudc tiét trung cudi: dung dich thétich nho ~ Py
* Thudc khdng vé trung: vién nang clrng; thudc udng dang 1dng; thudc duing ngoai dang 1dng; thudc ban rén; thudc bot; thude cdm; vién nén. 3 a
* Thudc sinh hoc: San phdmmdu; San phdm cé ngudn géc tir ngudi hodc dong vat. N «™
990 Alfasigma S.P.A Via Enrico Fermi 1 -65020 * Thu8c vo trung (chira hormon hodc chat cé hoat tinh hormon; khéng bao gdm hormon sinh duc): EU-GMP [IT/26/H/202 o ~ Italian Medicines 12
Alanno (PE), Italia +Thu8c san xudt vd trting: thudc dong kho . 0 § § Agency (AIFA)
+ Thudc tiét tring cudi: dung dich thé tich nho & &
* ThuSc khdng vé trung: vién nang clrng; thudc udng dang 1dng; thudc duing ngoai dang 1&ng; thudc ban rén; thudc bot; thude cdm; vién nén. uo'w ;
* Thugcsinh hoc: San pham cé ngudn géc tir ngudi hodc dong vat. N -
IT-063 » Sanofi S.P.A. » Via Valcanello, 4 - 03012 Anaghni (Fr), Italy
807 Sanofi S.P.A Via Valcanello, 4 - 03012 * ThuBc vo tring: EU-GMP |IT/97/H/201 Italian Medicines 11
Anagni (Fr), Italy + Thudc san xuat vo trung: Thudc bot dong khé pha tiém (bao gdm ca thudc chira hormon va chat cé hoat tinh hormon); dung dich thé tich nhé. 9 Agency (AIFA)
+ Thudc tiét trung cudi: Dung dich thé tich nhé.
* Thu8c khéng vé trung: Vién nang cirng; thudc udng dang ldng; vién nén, vién nén bao dudng, vién nén bao phim; Thudc dat (prostaglandins/Cytokines) (Chi o ~
kiém nghiém va xuat xwdng); Thudc cdm (ban thanh pham). a =]
* Thuéc sinh hoc: E z
+ San pham cong nghé sinh hoc: DNA/Protein tai t6 hgp (Thudc déng khd, dung dich thé tich nhé san xuat vo trung). 2 a
* Xudt xwdng thudc vo trung, thudc khdng vé trung, thudc sinh hoc (San pham céng nghé sinh hoc). N —
* Péng goi so cap: Vién nang cirng; thudc udng dang 16ng; vién nén; Thudc dit.
* Pong goi thir cap.
* Kiém tra chat lugng.
1641 [SanofiS.R.L. Via Valcanello, 4 - 03012 * ThuBc v6 tring: EU-GMP |IT/115/H/20 Italian Medicines 18
(Tén cii: Sanofi Anagni (Fr), Italy + Thudc san xudt v trung: ThuSc bdt ddng khd pha tiém (bao gdm ca thudc chira hormon va chat cé hoat tinh hormon); dung dich thé tich nhé. 20 Agency (AIFA)
S.P.A) + Thuéc tiét trung cudi: Dung dich thé tich nhé.
* Thu8c khéng vé trung: Vién nang cirng; thudc udng dang ldng; vién nén, vién nén bao dudng, vién nén bao phim; Thudc dat (Chi kiém nghiém va xuat o ~
xudng); Thudc cm (ban thanh pham). 5 S
* Thuéc sinh hoc: E g
+ San pham cong nghé sinh hoc: DNA/Protein tai t6 hgp (Thudc déng khd, dung dich thé tich nhé san xuat vo trung). ; u".;
* Xudt xwdng thudc vo trung, thudc khdng vé trung, thudc sinh hoc (San pham céng nghé sinh hoc). S o~
* Péng goi so cap: Vién nang cing; thudc udng dang 16ng; vién nén; Thudc dit.
* Poéng goi thir cap.
* Kiém tra chat lugng: Vi sinh (v trung, khéng vé trung); Héa hoc/Vat ly; Sinh hoc.
2079 |SanofiS.R.L. Via Valcanello, 4 - 03012 * ThuBc vo triung: EU-GMP [IT/13/H/202 Italian Medicines 24
(Tén cii: Sanofi Anagni (Fr), Italy + Thudc san xudt v trung: Thudc bot ddng khd pha tiém (bao gdm ca thudc chira hormon va chat c6 hoat tinh hormon); dung dich thé tich nhé. 2 Agency (AIFA)
S.P.A) + Thudc tiét trung cudi: Dung dich thé tich nhé.
* Thu8c khéng vé trung: Vién nang clirng; thudc udng dang ldng; vién nén, vién nén bao dudng, vién nén bao phim; Thudc dat (Chi kiém nghiém va xuat ~ <«
xwdng); Thude cdm (ban thanh pham). S S
* Thu8c sinh hoc: E ‘:
+San pham cong nghé sinh hoc: DNA/Protein téi t6 hop (Thudc déng kho, dung dich thé tich nhd san xut vé trung). 2 c‘_b‘
* Xudt xwdng thudc vo trung, thudc khdng vé trung, thudc sinh hoc (San pham céng nghé sinh hoc). — —
* Péng goi so cap: Vién nang clirng; thudc udng dang 16ng; vién nén; Thudc dét.
* Péng goi thir cap.
* Kiém tra chat lugng: Vi sinh (vo trung, khéng vé trung); Héa hoc/Vat ly; Sinh hoc.
IT-064 » Bioindustria Laboratorio Italiano Medicinali S.P.A. » Via De Ambrosiis 2/6-15067 Novi Ligure (AL), Italy
808  |Bioindustria Via De Ambrosiis 2/6-15067 |* Thudc vo trung: EU-GMP (IT/218/H/20 Italian Medicines 11
Laboratorio Novi Ligure (AL), Italia + Thu8c sdn xuat vé trung: Thudc ddng khd (chira chat chiét xuat/ dan xudt tir md/ t& bao dong vat), thudc 16ng thé tich nho 18 © ~ |Agency (AIFA)
Italiano Medicinali + Thudc tiét trung cudi: Thudc Idng thé tich Ion, thudc 1dng thé tich nhé. = o
SP.A * Thu8c khéng vé trung: Vién nang clirng, vién nén. g 2
* Thu8c sinh hoc: San pham chiét xuat tir dong vat i il
* Péng goi so cap: Vién nang clrng, vién nén. 3 -
* Péng goi thir cap.
IT-065 » Laboratorio Italiano Biochimico Farmaceutico Lisapharma S.p.A. » Via Licinio, 11 - 22036 Erba (Co), Italy
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809 Laboratorio Via Licinio, 11 - 22036 Erba  |* ThuBc v tring: EU-GMP |IT/25/H/202 Italian Medicines 11

Italiano (Co), Italy + Thu8c san xudt vd trung: Thudc ddng khd (déng géi so cap, kiém tra chat lwgng va xudt xudng; bao gdm ca thudc chira hormon hoic chat cé hoat tinh 0 Agency (AIFA)
Biochimico hormon); dung dich thé tich nhé (bao gomica thudc chira hormon hodc chét cé hoat tinh hormon).
Farmaceutico + Thudc tiét trung cudi: Dung dich thé tich nhé. o -
Lisapharma S.p.A. * Thu8c khéng v(? trung: Viénnang cirng (chi kiém tra c'hé't Iu‘?ng va Xlilé't xuwdng); thudc udng dang léng; thudc dung ngoai dang 16ng (bao gébm céithué'c chira % §
hormon hogc chat c6 hoat tinh hormon); dang bao ché ban ran (bao gébm ca thudc chira hormon hodc chat cé hoat tinh hormon); vién nén (chi kiém tra chat & &
lwgng va xudt xudng). E :
* Xudt xwdng thudc'vo trung. N ™
* Xudt xwdng thudc khéng vo trung.
* Dong goi so cdp: Thudc udng dang 10ng; thudc dung ngoai dang 1dng; dang bao ché ban rén.
* Pong goi thir cap.
IT-066 » ACS Dobfar S.P.A. » V.Laurentina Km 24,730 - 00071 Pomezia (RM), Italy
810 ACS Dobfar S.P.A |V.Laurentina Km 24,730 - * Thu8c khéng vé trung: thudc chira khang sinh nhém Cephalosporin: vién nang clrng; vién nén; vién nén bao phim; thuéc cdm. EU-GMP [IT/24/H/202 o P Italian Medicines 11
00071 Pomezia (RM), Italy 0 § § Agency (AIFA)
g | ¢
- -
~ ™
IT-067 » A. Menarini Manufaturing logistics and services S.R.L. » Via Sette Santi, 3-50131 Firenze (Fl), Italy
811  [A. Menarini Via Sette Santi, 3-50131 * Thudc v6 trung: EU-GMP (IT/3/H/2020 Italian Medicines 11
Manufaturing Firenze (FI), Italy + Thudc san xuét vd trung: dung dich thé tich nhd ° - |Agency (AIFA)
logistics and + Thudc tiét trung cudi: dung dich thé tich nho g S
services S.R.L * Thudc khdng vé trung: thudc ban rdn bao gdm ca chiét xuat tir dong vat 2 z
* Ché& pham sinh hoc: ché pham chiét xuat tir déng vat o il
* Xudt xudng thudc vé trung, thudc khdng vé trung, thudc sinh hoc 3 b=y
*Pong goi so cap: thudc bén ran
PEIT el e Ll X oa SR PSRN S IV AT PR AR U
IT-068 » LA.FA.RE. S.R.L. » Via Sacerdote Benedetto Cozzolino 77, Ercolano (NA). Italy
812 LA.FA.RE. S.R.L. Via Sacerdote Benedetto * Thudc khdng v trling: vién nang clrng; thudc dang ran (thudc bot, thudc c6m) bao gdm ca thudc chira khang sinh nhém penicillins; vién nén (bao gom ca EU-GMP |IT/179/H/20 Italian Medicines 11
Cozzolino, 77 - Ercolano thudc chira khang sinh nhém penicillins). 18 © ~  |Agency (AIFA)
(NA). Italy * Xuat xwdng thudc khéng vé trung. b= o
* Déng goi: g z
+Ddng gdi so cap: vién nang clrng; thudc dang rén (thudc bot, thudc cdm) bao gdm ca thudc chira khang sinh nhém penicillins; vién nén (bao gdm ca thudc S il
chtra khang sinh nhém penicillins). 3 -
+Déng goi thir cap.
IT-069 » COSMO S.P.A. » Via C. Colombo, 1 - 20020 Lainate, Italy
1119 COSMO S.P.A. Via C. Colombo, 1 - 20020 * Thudc khong vé triing: Vién nang clrng; thudc dung ngoai dang ldng (chira hormon corticosteroid); thudc udng dang 1dng; thudc dang ban ran (chira EU-GMP [IT/120- Italian Medicines 13
Lainate (MI hodc Milano), hormon corticosteroid); thudc dat; vién nén, vién nén bao phim, vién nén bao dudng (chira hormon corticosteroid). 1/H/2018 ® @ |Agency (AIFA)
Italy * ThuSc dugc lidu: Vién nén. IS <
* Xudt xwdng thudc khdng vo trung. 8' ‘r:':
* Péng goi so cap: Cac dang bao ché khéng vé trung trén. A -
* Péng goi thir cap. e ”
* Wil b LAt L
IT-070 » L.LMOLTENI & C.DEI F.LLI ALITTI SOCIETA' DI ESERCIZIO S.P.A. » S.S. 67 (Tosco Romagnola) Localita Granatieri - 50018 Scandicci (Fl), Italy
813 L.MOLTENI & S.S. 67 (Tosco Romagnola) * Thudc vo tring: EU-GMP [IT/22- Italian Medicines 11
C.DEI E.LLI ALITTI |Localita Granatieri - 50018 + Thu8c san xut v trung: Dung dich thé tich nhé; 1/H/2018 Agency (AIFA)
SOCIETA' DI Scandicci (FI), Italia + Thudc tiét trung cudi: Dung dich thé tich nhé. L] Q
ESERCIZIO S.P.A * Thudc khdng vé trung: Thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc ban rén chira corticoid. g 8.
* Xudt xwdng thudc vo trung va thudc khéng vé trung. b= N
* Péng goi: ) m' L‘_ID‘
+ Dbng gdi so cap: Thubc dung ngoai dang ldng; thudc udng dang 16ng; thudc ban ran.
+Ddng goi thir cap.
IT-071  » Doppel Farmaceutici S.R.L. » Via Martiri Delle Foibe, 1 - Cortemaggiore (PC), Italy
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1296 Doppel Via Martiri Delle Foibe, 1- * Thudc khdng vé trung: Vién nang mém; thudc khung tham; thudc duing ngoai dang 1dng; thudc udng dang ldng; thudc bdt, thudc cdm; thudc dang ban ran EU-GMP |IT/162/H/20 © o |ltalian Medicines 15
Farmaceutici S.R.L [29016 Cortemaggiore (PC), [(chira hormon corticosteroid): kem, gel, m&; thudc dit (chira hormon corticosteroid); vién nén (chira hormon corticosteroids, hormon sinh duc va hormon 18 b S Agency (AIFA)
Italy khac: estrogen, (rc ché thy thé aromatase (aromatase inhibitors receptor) va hormon antidiuretic). E E
* Thudc sinh hoc: S3n pham chiétxuat tir dong vat: vién nang mém chita ethyl ester clia acid béo chuwra bao hoa tir dau ca; thudc dang ban rén chira heparin 2 :'r'
va heparinoids. o N
IT-073  » CIT S.R.L. » Via Primo Villa 17 - 20875, Burago Di Molgora (MB), italy
814 CITS.R.L Via Primo Villa 17 - 20875,  |* Thudc khdng vé trung: EU-GMP |[IT/19/H/201| o |Italian Medicines 11
Burago Di Molgora (MB), Italy| + Chirng nhan+6 9 b=y S |Agency (AIFA)
* Péng goi cap hai 3 :
Q -
& b
IT-074 » Wyeth Lederle S.r.l » Via Franco Gorgone Z.1. -95100 Catania (CT), Italy
1120  [Wyeth Lederle S.r.I |Via Franco Gorgone Z.1. - * Thudc vé tring: EU-GMP |IT/32/H/201 Italian Medicines 13
95100 Catania (CT), Italy + Thu8c san xut v trung: Thudc ddng kho (bao gdm ca thuéc chira khang sinh nhém Penicillin; dung dich thé tich nhé (bao gdm ca thuéc chira chat déc té& 9 g g Agency (AIFA)
bao/chat kim té& bao). N N
+ Xuat xudng thudc vé trung. 8. q
* Pong goi thir cap. pa -
* Kileo tea chit Lyogng
IT-075 » Bieffe Medital S.P.A. » Via Nuova Provinciale - 23034 Grosotto (SO), Italy
1642 Bieffe Medital Via Nuova Provinciale - * Thu@c vé trung: EU-GMP [IT/116/H/20 Italian Medicines 18
S.P.A. 23034 Grosotto (SO), Italy + Thu8c tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé. 20 3 N |Agency (AIFA)
* Thudc khong vé trung: Dung dich tham phan mau. Q Q
* Xudt xudng thudc v tring tiét tring cudi va thudc khong vé tring. ‘:c' ao'\
* Péng goi so cap: Dung dich thdm phan mau. o S
* Pong goi thir cap. e ~
* WA L LA elicinl LA do kLA At AP BN FAVETS VI~ T W
IT-076 » Corden Pharma Societa' Per Azioni » Viale Dell' Industria, 3 - 20867, Caponago (MB), Italy
991  [Corden Pharma Viale Dell' Industria, 3 - * Thudc v6 trung: EU-GMP [IT/71/H/201| o — |AIFA Italian Medicines 12
Societa' Per Azioni [20867, Caponago (MB), Italy | + Thudc tiét trung cudi: Thudc dang 1dng thé tich nhé. 9 § g, Agency
* Péng goi thir cap < o
* Chirng nhan 16 thudc vé trung 2 g
* Kiém tra chat lugng: Vi sinh thudc vé trung, héa ly/Vat Iy, vi sinh, sinh vat ° N
992 Corden Pharma Dia chi chinh: Viale Dell' * Thudc vé tring: EU-GMP [IT/71/H/201 AIFA ltalian Medicines 12
Societa' Per Azioni |Industria, 3 - 20867, + Thudc san xut vd trung: Dung dich, hdn dich tiém thé tich nh. 9 Agency
Caponago (MB), ltaly + Thudc tiét trung cudi: Dung dich, hdn dich tiém thé tich nhé.
Dija chi nha may san xuat: * Péng goi thir cap o -
Reparto UP3-Via G. Galilei, * Chirng nhan 16 thudc vé trung va thudc sinh hoc s S
17-20867-Caponago (MB), * Kiém tra chat lugng: Vi sinh thudc vo trung, hda ly/Vat Iy, vi sinh, sinh vat z ;
Italy 3 g
Céch ghi khac: Viale o N
Dell'Industrial 3 E Reparto
Via Galilei 17, Caponago
(MB), I- 20867, Italy
1816 [Corden Pharma Viale Dell' Industria, 3 - * ThuBc vo trung: EU-GMP [IT/45/H/202 AIFA Italian Medicines 20
Societa' Per Azioni |20867, Caponago (MB), Italy | + Thudc tiét trung cudi: Thudc dang 1dng thé tich nhé. 0 3 o |Agency
Cach viét khac: * Dong goi thir cap < S
Corden Pharma * Chirng nhan 16 thudc vé trung S' g
* Kiém tra chat lwgng: Vi sinh thudc vo trung, hda ly/Vat Iy, vi sinh, LAL test o <
SPA — -~
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1817  [Corden Pharma Dia chi chinh: Viale Dell' * ThuBc vé trung: EU-GMP |IT/45/H/202 AIFA Italian Medicines 20
Societa' Per Azioni |Industria, 3 - 20867, +Thudc sdn xuat vd trung: Dung dich, hdn dich tiém thé tich nho. 0 Agency
Cach viét khac: Caponago (MB), ltaly + Thudc tiét trung cudi: Dung dich, hdn dich tiém thé tich nh.
(Corden Pharma Dia chi nha may san xuat: * Pong goi thir cap ) ] o ~
sPA) Reparto UP3-Via G. Galilei,  |* Chitng nhan 16 thudc vo trung va thudc sinh hoc g g
17-20867-Caponago (MB), * Kiém tra chat lugng: Vissinh thudc vé trung, héa ly/Vat ly, vi sinh, LAL test 2 S
Italy S S}
© <
Cach ghi khac: Viale - -
Dell'Industrial 3 E Reparto
Via Galilei 17, Caponago
(MBY), I- 20867, Italy
IT-077  » Bruschettini S.R.L. » Via Isonzo 6 - 16147 Genova (GE), Italy
1121 Bruschettini S.R.L. [Vialsonzo 6 - 16147.Genova |* Thudc vé trung: EU-GMP |IT/20/H/201 Italian Medicines 13
(GE), ltaly + Thudc san xuét vo trung: Dung dich thé tich nhé (bao gdm ca thudc chira corticosteroid, prostaglandins/cytokines). 9 Agency (AIFA)
* Thudc khdng vé trung: Thudc udng dang 1dng; dang bao ché ban rén chira hormon hodc chét cé hoat tinh hormon (bao gdm ca corticosteroid); vién nén. o ~
* Thudc sinh hoc: Thudc mién dich: VAc xin vi khudn bat hoat (thuSc udng dang 1dng, vién nén). b =y
* Xudt xwdng thudc vo tring, thudc khdng vé tring, thude sinh hoc (thudc mién dich dang thudc udng dang dng, vién nén). 2 z
* Pong goi so cdp: Thubc udng dang 1dng (bao gdm ca thudc mién dich), thudc nhd mii, xit miii; dang bao ché ban rén chira hormon hodc chét c6 hoat tinh g :
hormon (bao gém ca corticosteroid); vién nén (bao gdm ca thudc mién dich). N ™
* Pong goi thir cap.
* Kiém tra chat lugng.
IT-078  » ISTITUTO DE ANGELI S.R.L. » LOCALITA PRULLI n. 103/c - 50066 REGGELLO (Fl), Italy
1643  [ISTITUTO DE LOCALITA PRULLI n. 103/c-  |* Thudc khéng vo tring: EU-GMP |IT/96/H/202 Italian Medicines 18
ANGELI S.R.L. 50066 REGGELLO (Fl), Italy + Thu8c dung trong dang ldng (bao gdm dung dich khi dung) (bao gdm ca thudc chira hormon hodc chat cé chira hoat tinh hormon, ngoai trir hormon sinh 0 b= N |Agency (AIFA)
(* Céch ghi khac: Localita duc); Thu8c dan (chira hormon hodc chat ¢ chira hoat tinh hormon, ngoai trir hormon sinh duyc); Vién nén. IS4 <
Prullin 103/c, 50066 + Xudt xudng 16. 5' «:
Reggello, Firenze, Italy) * Péng goi so cap: Vién nang cirng; Thudc dung trong dang 16ng; Thudc dan; Vién nén. N I~
—
* Pong goi thir cap. «
X Wil L LAL L i cinhb. Kha Atrl i b JAVETS V)
IT-080 » NEOLOGISTICA S.R.L. » LARGO BOCCIONI,1, ORIGGIO (VA), 21040, Italy
1201 NEOLOGISTICA LARGO BOCCIONI,1- 21040, |* Déng gdi thir cap EU-GMP |IT/227/H/20 o - Italian Medicines 14
S.R.L. ORIGGIO (VA), Italy (Cach 19 = S |Agency (AIFA)
viét khac: LARGO UMBERTO N z
o~
BOCCIONI,1 - 21040, i i,
ORIGGIO (VA), Italy) 3 -
IT-081 » Aesica Pharmaceuticals S.R.L. » Via Praglia, 15-10044 Pianezza (TO), Italy
1202 Aesica Via Praglia, 15-10044 * ThuBc vo trung tiét trung cudi: dung dich thé tich nhé. EU-GMP [IT/78/H/201 o ~ Italian Medicines 14
Pharmaceuticals  |Pianezza (TO), ltaly * ThuBc khéng vé trung: thudc udng dang long. 9 g S |Agency (AIFA)
S.R.L * Xudt xudng 16 thudc vé trung va khéng vo trung 3 :
* Péng goi so cap: vién nang clrng, thudc udng dang dng, vién nén; Q S}
. o N =
* Dong gobi thir cap. =] o
* Vifen tvn ch At Livovne. n A A LhAn, trdina hAs hacs
1818 |Aesica Via Praglia, 15-10044 * Thudc v6 trung tiét trung cudi: dung dich thé tich nhé. EU-GMP [IT/71/H/202 Italian Medicines 20
Pharmaceuticals |Pianezza (TO), Italy * Thudc khéng vé trung: thudc udng dang 16ng. 0 g g Agency (AIFA)
S.R.L * Xudt xudng 16 thubc vé trung tiét trung cudi va khéng vé tring g N
R. 5 3 o~
* Pong goi so cap: vién nang clrng, thudc udng dang 1dng, vién nén; S il
% Ot PR n —
Poéng goi thir cap. — o0
* KiZeo tea chst Lecng: i cinh uA teiing b khAng ua teiing hda hael it 1 cinh b
IT-082 » Catalent Italy S.P.A. » Via Nettunense Km.20, 100 - 04011 Aprilia (LT), Italy
1408 Catalent Italy S.P.A |Via Nettunense Km. 20,100 - [* ThuSc khéng v6 tring: vién nang mém (bao gdm ca san phdm chira chiét xudt tir dong, thurc vat; liéu phap sinh hoc séng (live biotherapeutic); EU-GMP |IT/46/H/202 - o |ltalian Medicines 16
04011 Aprilia (LT), Italy * Xudit xudng 16; 1 S S |Agency (AIFA)
* Péng goi so cap, thir cap cac san phdm ndi trén. A &
* Kiém tra chat lugng: vi sinh khong vé trung; héa hoc/ vat Iy. E :
o ™
IT-083 » NERPHARMA S.R.L. » VIALE PASTEUR, 10, MILANO (M), 20014, Italy
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1297 NERPHARMA S.R.L. |VIALE PASTEUR, 10, MILANO |* Thudc v6 tring: EU-GMP |IT/28- Italian Medicines 15
(M1), 20014, Italy + Thu8c san xudt vd trung: Thudc ddng khd (Thudc ddc té bao/thudc kim té€ bao); dung dich thé tich nhé (Thudc ddc t& bao/thudc kim té bao). 1/H/2018 Agency (AIFA)
+ Thudc tiét trung cudi: Dung dich thé tich nhé (Thudc doc té bao/thudc kim té bao). x Q
+Xudt xuwéng 16. S 5
* Thu8c khéng vé trung: Viénnang cirng (Thudc ddc té€ bao/thudc kim té& bao); Vién nén (Thudc déc t& bao/thudc kim té bao). 5" 8'
* Péng goi so cap: Vién nang cirng (Thudc ddc té bao/thudc kim t& bao); Vién nén (Thudc ddc té bao/thude kim té bao). oN'\ 9
* Pong goi thir cap.
* Kiém tra chatlugng: Vi sinh: VO trung; Vi sinh: Khong vé trung; Héa hoc/Vat ly; Sinh hoc.
2030 NERPHARMA S.R.L. |VIALE PASTEUR, 10 (loc. * Thudc vo triing: EU-GMP |IT/103/H/20 Italian Medicines 23
NERVIANO) - 20014 MILANO |+ ThuBc s3n xudt vé trung: dung dich thé tich 1&n; Thuc déng khé (Thudc doc t& bao/thudc kim t& bao); dung dich thé tich nhé (Thudc doc t& bao/thudc kim 20 Agency (AIFA)
(M), Italy t€ bao). < ]
+ Thudc tiét trung cudi: Dung dich thé tich nhé (Thudc doc té bao/thudc kim té bao). IS <
+ Xudt xudng 16. OO'\ 8'
* Thu8c khéng vé trung: Vién nang cirng (Thudc ddc té€ bao/thudc kim té& bao); Vién nén (Thudc déc t& bao/thudc kim té bao). uN'w DI
* Péng goi cap 1: Vién nang cing (Thudc doc té€ bao/thudc kim té bao); Vién nén (Thudc ddc té bao/thudc kim t& bao).
* Poéng goi cap 2.
IT-084 » Sofar S.P.A. » Via Firenze, 40 - 20060 Trezzano Rosa (Ml), Italy
1298 Sofar S.P.A Via Firenze, 40 - 20060 * ThuBc khong vé trung: Thudc dung ngoai dang 16ng; thudc udng dang 16ng (chira hormon corticosteroid); thudc bdt; thudc c8m; vién ngadm; dang bao chécé | EU-GMP |IT/64- P ~ |Italian Medicines 15
T Rosa (MI), Ital 4p lyrc; thude dang ban rén: kem, gel; vién nén. by S
rezzano Rosa (Ml), Italy ap lyc; thude dang ban ran: kem, gel; vién nén 1/H/2018 8. 2. Agency (AIFA)
I N
S b
<) o
] ™
IT-085 » Beltapharma S.P.A. » Via Stelvio, 66-20095 Cusano Milanino, Italy
1881 Beltapharma S.P.A |Via Stelvio, 66-20095 Cusano |* San xuét va dong géi so' cdp: Thudc khong vé tring: dung dich dung ngoai, thudc ung dang 16ng, thuc kem, md, gel chira hormon Corticosteroids EU-GMP |IT/123/H/20 @ ~ |Italian Medicines 21
Milanino, Italy * Xudt xudng 16; 19 3 S |Agency (AIFA)
* Pong goi thi cap; g z‘,
* Kiém tra chat lugng: vi sinh khdng vé trung, héa hoc/ vat ly. g g
— ~
IT-087 » Laboratorio Farmaceutico Sit Specialita Igienico Terapeutiche S.R.L. » Via Provinciale Per Lecco, 78, Tavernerio (CO), 22038, Italy
1409 ([Laboratorio Via Provinciale Per Lecco, 78 - |* Thudc khéng vé trung: Thudc dung ngoai dang 16ng; thudc dung trong dang 16ng; thudc dét. EU-GMP |IT/34/H/202 Italian Medicines 16
Farmaceutico Sit 22038 Tavernerio (CO), Italy [* Xu&t xuwdng thudc khéng vé trung. 0 3 N |Agency (AIFA)
Specialita Igienico * Thu8c dugc liéu: Thudc dung trong dang léng; thudc dit. Q Q
Terapeutiche SR.L. * Péng goi so cé'[j: Thuéc dung ngoai dang 16ng; thudc udng dang ldng; thudc dat. g' :'
* Péng goi thir cap. o0 0
* Kiém tra chat lugng: Vi sinh (khéng vé trung); Héa hoc/Vat ly. o ~
IT-088 » Recordati Industria Chimica E Farmaceutica S.P.A. » Via Matteo Civitali, 1-20148 Milano (M), Italy
1410 |Recordati Via Matteo Civitali, 1-20148 |* ThuSc v6 trung: EU-GMP [IT/105/H/20 Italian Medicines 16
Industria Chimica |Milano (M), Italia + Thudc tiét trung cudi: Dung dich thé tich nhé. 19 Agency (AIFA)
E Farmaceutica + Xuat xwdng thudc vé trung.
SP.A * Thu8c khong vé trung: o -
+ Vién nang cing; thudc dung ngoai dang 16ng chira corticosteroid; thudc udng dang l6ng chira corticosteroid; thuéc bdt; thudc ngadm (lozenges); thudc 3 S
dang ban rén chira corticosteroid; vién nén, vién nén bao phim. E 2
* Thubc dugc lidu: vién nén. 'O\. E
* Xuat xudng thudc khéng vé trung. N ™
* Dong goi:
+Dong gdi so cap: cac dang thubc khdng vé trung trén.
+Ddng goi thir cap.
IT-089 » E-Pharma Trento S.P.A. » Frazione Ravina - Via Provina, 2-38123 Trento (TN), Italy
1519  [E-PharmaTrento [Frazione Ravina - Via Thudc khéng v6 trung: Vién nén, thudc c6m EU-GMP |IT/3/H/2019| o |Italian Medicines 17
S.P.A Provina, 2-Trento (TN), Italy é' § Agency (AIFA)
- ]
o -
o -
<] ™
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1T-092

» GlaxoSmithKline Vaccines S.R.L. » Bellaria-Rosia-53018 Sovicille (SI) Italy

2080

GlaxoSmithKline
Vaccines S.R.L.

Bellaria-Rosia-53018 Sovicille
(S1), Italia

* San xuat san pham mién dich:

- Hdn dich tiém trong bom kim tiém'ddéng sdn Bexsero (Meningococcal group B vaccine - rDNA, component, adsorbed);

- Bot va dung moi pha hdn dich-tiém Menjugate/Menjugate Kit (Meningococcal group C oligosaccharide Conjugate vaccine, adsorbed);
- Hdn dich tiém Menjugate Ligquide (Meningococcal group C oligosaccharide Conjugate vaccine, adsorbed);

- Bot va dung dich pha dung dich tiém Menveo ((Meningococcal group A, C, W135 and Y Conjugate vaccine);

- H3n dich tiém Anatetall (tetanus toxoid adsorbed) (chi déng 6ng/lo, dén nhan, déng géi);

- Bot va dungdich pha dung dich tiém Rabipur/ Rabavert (Rabies virus inactivated, strain Flury LEP) (dén nhan, d6ng goi);
- Hdn dich tiém Td-Pur (Purified Tetanus & Diphteria toxoid) (déng &ng/lo, déng goi);

- Hon dich tiém Tetanol Pur (Purified Tetanus toxoid) (déng ng/lo, déng géi);

= H&n dich tiém trong bom kim tiém déng sdn Fluvaval (Thiomersal Free Quadrivalent influenza vaccine) (d6ng 6ng);

- Bot va té dwgc hap phu cho hd dich tiém Shingrix (Zoster vaccine recombinantm adjuvated) (chi déng géi).

- Men Acwy liquid (dung dich tiém)

EU-GMP

IT/79/H/202
1

20-09-2021

02-09-2024

Italian Medicines
Agency (AIFA)

24

1T-093

» Fulton Medicinali S.P.A. » Via Mafconi, 28/9 - 20020 Arase (M), Italy

1737

Fulton Medicinali
S.P.A.

Via Marconi; 28/9 - 20020
Arase (M), Italy

* Thu8c khdng vé trung: Vién nang cirng; thudc bdt; vién d3t chira hormon corticosteroid; vién nén.
* Xudt xwdng thudc khdng vo trung.

* Thu8c sinh hoc: Vién dit chira probiotic.

* Xudt xwdng thudc sinh hoc: Vién dat chira probiotic.

* Péng goi so cap: Vién nang cirng; thudc bdt; vién dat chira hormon corticosteroid; vién nén.

* Pong goi thir cap.

X AGE, L N | MV

Lollba Ao\ blio bacl\/AL 1

EU-GMP

IT/177/H/20
18

25-07-2018

31-12-2022

Italian Medicines
Agency (AIFA)

19

IT-095

» Patheon Italia S.

P.A. » Viale G.B. Stucchi,

110-20900 Monza (MB), Italy

2081

Patheon Italia
S.P.A.

Viale G.B. Stucchi, 110-20900
Monza (MB), Italy

*Thudc vo trung

+ Thudc san xuét vo trung: thudc dong kho chira prostaglandins; dung dich thé tich nho chira chat (rc ché mién dich (bao gdm ca thubc cong nghé sinh hoc va
san pham mién dich);

+ Thudc tiét trung cudi: dung dich thé tich nho;

* Thudc sinh hoc: thudc di nguyén, vac xin tai té hop;

* Thudc cdng nghé sinh hoc: protein tai t& hop; khang thé don dong;

* Xuat xudng thudc vé trung ;

* Pong goi thir cap.

EU-GMP

IT/52/H/202
1

06-01-2021

03-01-2024

Italian Medicines
Agency (AIFA)

24

1T-096

» Tubilux Pharma

S.P.A. » Via Costarica, 20/22-00071 Pomezia (RM), Italy

2172

Tubilux Pharma
S.P.A.

Via Costarica, 20/22-00071
Pomezia (RM), Italy

* ThuBc vo trung
+Thudc san xuat v tring: Thudc dong kho; Cac dang bao ché ban ran cé chira hormon hodc hoat tinh hormon (gém ca vi lvgng déng cén); dung dich thé tich
nho

+Xudt xwdng 16 gdm ca vi lwgng déng can

*San xuat vi lwgng dong cén: cac dang bao ché ban rén, thudc cé ngudn gdc tir thure vat

*Pdng goi thir cap

XA, e LAt L alicinh [

AdcincllbA Adcioa\ bia 1l

EU-GMP

IT/36/H/202
0

28-02-2020

31-12-2023

Italian Medicines
Agency (AIFA)

25

IT-097

» Biologici Italia Laboratories S.r.L » Via Filippo Serpero 2 - 20060 Masate (M), Italy

2173

Biologici Italia
Laboratories S.r.L

Via Filippo Serpero 2 - 20060
Masate (M) Italy

* ThuBc vo trung:

+ Thudc san xuat vé trung (bao gdm ca thudc sinh hoc, thudc chira hormon va chét cé hoat tinh hormon nhung khéng chira hormon sinh dyc): Thuc déng
kho, Dung dich thé tich nho

+ Thudc tiét trung cudi: dung dich thé tich nhé (chta hormon sinh duc va corticoid)

* Thu8c sinh hoc: sdn pham chiét xuét tir dong vat

* Xuat xudng 16 thudc vé trung va thudc sinh hoc chiét suat tir ngudi va dong vat (thudc déng khé va dung dich thé tich nhd)
* Péng goi thir cap;

* Kiém tra chat lugng:

+ Vi sinh: d vo trung

+Hoa/ly

+ Chi tiéu sinh hoc

EU-GMP

IT/21/H/202
2

27-01-2022

07-10-2024

Italian Medicines
Agency (AIFA)

25

JP-001

» AY Pharmaceuticals Co., Ltd - Shimizu Plant » 235, Miyakami, Shimizu-ku, Shizuoka-shi, Shizuoka, Japan
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38 AY 235, Miyakami, Shimizu-ku, |* San pham: Thudc tiém Aminic. Japan- 1379 ~ ~ Ministry of Health, 4
Pharmaceuticals  |Shizuoka-shi, Shizuoka, Japan GMP by S |Labour and Welfare
Co., Ltd - Shimizu (twong S & [(MHLW), Japan
Plant duong EU- ; ;
GMP)
203 AY 235, Miyakami, Shimizu-ku, |* S&n phdm Neoamiyu (dung dich truyén tinh mach; thanh phan: L- Isoleucin, L-Leucin, L-Lysine acetat, L-Methionine, L-Phenylalanine, L-Threonine, L- Japan- |5560 o o Ministry of Health, 6
Pharmaceuticals |Shizuoka-shi, Shizuoka, Japan [Tryptophan, L-Valine, L-Alanine, L-Arginine, L-Aspartic acid, L-Glutamic acid,L-Histidine, L-Proline, L-Serine, L-Tyrosine, Glycine, L-Cysteine, Sodium Bisulfite); GMP = & |Labour and Welfare
Co., Ltd tai * San phadm Morihepamin (dung dich truyén tinh mach; thanh phan: L- Isoleucin, L-Leucin, L-Lysine acetat, L-Methionine, L-Phenylalanine, L-Threonine, L- (twong Z m (MHLW), Japan
Shimizu Plant Tryptophan, L-Valine, L-Alanine, L-Arginine, L-Aspartic acid, L-Histidine, L-Proline, L-Serine, L-Tyrosine, Glycine, L-Cysteine, Sodium Bisulfite); duong EU- E g
GMP) N N
204 AY 235, Miyakami, Shimizu-ku,.”|* San pham: Dung dich tiém truyén Aminic (hdn hop Acid amin) Japan- |1652 o — |Ministry of Health, 6
Pharmaceuticals  |Shizuoka-shi, Shizuoka, Japan GMP by & |Labour and Welfare
Co., Ltd - Shimizu (twong E ',1‘ (MHLW), Japan
Plant duwong EU- g g
GMP)
205 AY 235, Miyakami, Shimizu-ku,  [* San pham: Thudc tiém Neoamiyu Japan- 4136 © — |Ministry of Health, 6
Pharmaceuticals |Shizuoka-shi, Shizuoka, Japan GMP 2 S |Labour and Welfare
Co., Ltd - Shimizu (twong 2 z (MHLW), Japan
Plant duong EU- a g
GMP)
206 AY 235, Miyakami, Shimizu-ku,  [* S&n pham: Morihepamin, thu8c tiém. Japan- 4238 © - Ministry of Health, 6
Pharmaceuticals ~ [Shizuoka-shi, Shizuoka, Japan GMP 3 S |Labour and Welfare
Co., Ltd - Shimizu (twong : ;‘: (MHLW), Japan
Plant duong EU- :o: g
GMP)
1203 |AY 235, Miyakami, Shimizu-ku, ~ [* San pham: ) . Japan- |2223108017 o <« Ministry of Health, 14
Pharmaceuticals |Shizuoka-shi, Shizuoka, Japan [ - Dung dich tiém truyén Aminic (hon hop Acid amin); GMP 38 by S |Labour and Welfare
Co., Ltd tai (twong o o [(MHLW), Japan
Shimizu Plant duong EU- E g
GMP)
1738 AY 235, Miyakami, Shimizu-ku,  [* S&n pham: Thu8c tiém Neoamiyu Japan- 1728 o < Ministry of Health, 19
Pharmaceuticals  |Shizuoka-shi, Shizuoka, Japan GMP S S |Labour and Welfare
Co., Ltd - Shimizu (twong E m (MHLW), Japan
Plant duong EU- ,O\' 2
GMP) ° ~
1739 |AY 235, Miyakami, Shimizu-ku, |* San phdm: Morihepamin, thudc tiém. Japan- 1268 - < Ministry of Health, 19
Pharmaceuticals ~ [Shizuoka-shi, Shizuoka, Japan GMP N S |Labour and Welfare
Co., Ltd - Shimizu (twong E S‘, (MHLW), Japan
Plant duwong EU- 3 g
GMP) N
JP-002 » Eisai Co., Ltd Kawashima Plant » 1 Kawashimatakehaya-machi, Kakamigahara-shi, Gifu-ken, Japan
81 Eisai Co., Ltd 1 Kawashimatakehaya- * Dong goi san pham: Japan- [1786; 1784 © — [Ministry of Health, 5
Kawashima Plant |machi, Kakamigahara-shi, + Vién nang Lenvima (Lenvatinib 4mg) GMP g S |Labour and Welfare
Gifu-ken, Japan +Vién nang Lenvima (Lenvatinib 10mg) (twong g g (MHLW), Japan
duong EU- & NS
GMP) - -
1204 Eisai Co., Ltd 1 Kawashimatakehaya- * San pham: Japan- |3376 5 o " Ministry of Health, 14
Kawashima Plant |machi, Kakamigahara-shi, + Vién nén giai phong kéo dai Aricept Tablets 23mg (Donepezil hydrochloride 23mg). GMP 6096 8 a S |Labour and Welfare
Gifu-ken, Japan (twong 3 Al S |(MHLWY), Japan
duong EU- 5 2 C:'>
GMP) o
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1520 [Eisai Co., Ltd 1 Kawashimatakehaya- * Dong g6i san pham: Japan- (5467 . - Ministry of Health, 17
Kawashima Plant |machi, Kakamigahara-shi, + Vién nang ctrng Lenvima (Lenvatinib 4mg) GMP 5468 N & |Labour and Welfare
Gifu-ken, Japan + Vién nang cirng Lenvima (Lenvatinib 10mg) (twong QY o (MHLW), Japan
8| ¢ '
duong EU- Py o
GMP) - -
JP-003 » Senju Pharmaceutical Co., Ltd. Karatsu Plant » 4228-1, Aza Kadota, Ishishi, Karatsu-shi, Saga-ken, Japan
207 Senju 4228-1, Aza Kadota, Ishishi, [* San pham: Dung/dich thudc nhd mét Tearbalance Ophthalmic solution 0.1% (Natri hyaluronat 1mg/ml). Japan- |3270 o < Ministry of Health, 6
Pharmaceutical Karatsu-shi, Saga-ken, Japan GMP g S |Labour and Welfare
(] o~
Co., Ltd. Karatsu (twong S‘ 5-45 (MHLW), Japan
Plant duong EU- & ~
=) o
GMP)
208 Senju 4228-1, Aza Kadota, Ishishi, |* San pham: Dung dich thudc nhd mét Prano Eye Drop 0.1% (Pranoprofen 1mg) Japan- (400 o < Ministry of Health, 6
Pharmaceutical Karatsu-shi, Saga-ken, Japan GMP a S |Labour and Welfare
Co., Ltd. Karatsu (twong : :'r‘ (MHLW), Japan
o =)
Plant duong EU- o I*s
— —
GMP)
209 Senju 4228-1, Aza Kadota, Ishishi, |* San pham: Bronuck ophthalmic solution 0.1% Japan- |6093 0 o Ministry of Health, 6
Pharmaceutical Karatsu-shi, Saga-ken, Japan GMP 2 S |Labour and Welfare
Co., Ltd. Karatsu (twong 2 :?, (MHLW), Japan
o o
Plant duong EU- ﬁ £
GMP)
JP-004 » Santen Pharmaceutical Co., Ltd. Noto Plant » 2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, Japan
210  [Santen 2-14, Shikinami, *Sn xudt thanh pham thudc vo tring: Japan- 1730108000 Ministry of Health, 6
. Hodatsushimizu-cho, Hakui- + Dung dich nhé médt Sanlein Mini 0.1 (Sodium Hyaluronate 1mg/mL); Sanlein Mini 0.3 (Sodium Hyaluronate 3mg/mL).
Pharmaceutical ° al Shui ImIZJu cho, Hakul + Dung dich nhé mét Sanlein 0.1 (Sodium Hyaluronate 1mg/mL); Sanlein 0.3 (Sodium Hyaluronate 3mg/mL). GMP 121 Labour and Welfare
Co., Ltd. Noto gun, Ishikawa, Japan +Dung dich nhé mét Cosopt (Dorzolamide Hydrochloride 22.26mg, Timolol maleat 6.83mg/mL); Cosopt-$ (Dorzolamide Hydrochloride 22.26mg, Timolol maleat 6.83mg/mL (twong duong (twong (MHLW), Japan
Plant