DANH SACH TONG HOQP CO SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUOC NGOAI PAP UNG GMP
( Cap nhat dén 23/06/2022 )
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AE-001 » Lifepharma Fze » P.O.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 xuét, dong 90| va kiém tra chat lwong: Thubc khong vé tring: vién nén; vién nén sti bot; vién nang ctrng; dung dich thudc udng; WHO- |GMP-2020- o —  |Ministry of Health & 12
0502, Near Round about 13, |* Béng géi th&r cap: Thubc kem, m&, thube nhé tai, thudc dét, vién nén, vién nang cirng, vién nang mém. GMP 2020003 S S Prevention of United
Jebel Ali Free Zone, Jebel Q& & |Arab Emirates
Ali, Dubai, UAE ) )
o o
S S
898 Lifepharma Fze P.0.Box 17404, Plot No MO [* Thudc khéng v6 trung: vién nang cirng, vién nén, vién nén bao; thudc dung trong dang 1dng. EU-GMP (IWZJ.405.74| o «— |Main Pharmaceutical 12
0502, Near Round about 13, 2018ER1 | S | & |Inspectorate (MPI),
Jebel Ali Free Zone, Jebel WTC/0468 My & |Poland
Ali, Dubai - Q A\
i, Dubai, UAE 01_01/147 S <
@ )
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 * Thudc khong vé trung, khdng chira khang sinh nhom B-Lactam, khéng chira chat doc té bao, khéng chira hormon: vién nén, vién nén bao, vién nang, PIC/S- 20132014 o — |National Administration 9
Phoenix S.A (Tén [C1417AZE), of the City of  [thudc ban rén, thudc dan, vién trimg. GMP |00029820 | & S |of Drugs, Foods and
ci: Laboratorio ~|Buenos Aires, Argentine & & |Medical Devices
Elea S.A.C.LF.Y A)[Republic S | € |(ANMAT), Argentina
o 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 khdng chira khang sinh beta lactam, khong chira chat c6 hoat tinh hormon va khong chiva chat kim té bao: PIC/S- |2019/175- . — [National Administration 12
Cassara S.R.L. Autonoma de Buenos Aires, |* Thudc v trung: Dung dich tiém. GMP INAME-33 S & [of Drugs, Foods and
Argentine Republic (Cach ghi q S |Medical Devices
khac: Carhue 1096 8 S |(ANMAT), Argentina
(C1408GBV), Buenos Aires, S S
Argenting)
AR-006 » TRB Pharma S.A. » Plaza 939, 1427, Buenos Aires, Republica Argentina
1348 TRB Pharma S.A. |Plaza 939/969, 1427, * Thuoc khong vo trung (khéng chira khang sinh beta lactam, chat kim té bao va chat c6 hoat tinh hormon): Vién nén, vién nén bao phim; Vién nang ctng; PIC/S- |20132014 o — [National Administration 16
Autonomous City of Buenos |Thubc bét, thuéc cém. GMP 000277 20 S S of Drugs, Foods and
Aires, Argentine Republic 3 3 Medical Devices
g S |(ANMAT), Argentina
S S
AT-001 » Fresenius Kabi Austria GmbH » Hafnerstrafe 36, 8055 Graz, Austria
364 Fresenius Kabi HafnerstraBe (hoac: * Thudc vé tring (bao gém dung dich tiém, dung dich tiém truyén, dung dich dam dac dé pha tiém truyén, nhd twong tiém truyén): EU-GMP (INS-480166- Austrian Federal Office 8
Austria GmbH Hafnerstrasse) 36, 8055 + Thubc s&n xuét vé tring: Dung dich thudc tiém thé tich Ion; dung dich thuéc tiém thé tich nhé; thudc déng khd; dung dich thudc tiém tinh mach (cha 13051970- for Safety in Health Care
(ho&c A-8055 hoéc AT-8055) [hormon). 15927486 o o |(BASG)
Graz, Austria + Thuéc tiét tring cudi: Dung dich va nhii twongthuéc tiém thé tich 16n; dung dich va nhii twong thudc tiém thé tich nhd; nhii twong thudce tiém tinh mach S N
(chtra hormon). q A
* Xuét xwdng thudc vé tring. E;Ir 8
* Xut xwdng thudc khong vo tring. N b=
* Thudc sinh hoc: San phadm mau; Thudc mién dich; thuéc cong nghé sinh hoc, thuéc c6 ngudn gée tir ngwdi hodc dong vat.
* Pong goi: déng géi thir cép.
* Wil tra chAt leong
AT-002 » Baxter AG » Industristrasse 67, A- 1221 Wien, Austria
85 Baxter AG Industristrasse 67, A- 1221  [* Thudc v6 tring: EU-GMP |INS-480001- Federal Office for Safety | 6
Wien (hodc 1221 Vienna + Thubc san xuét vo trung Dung dich thé tich 1&n; thuc dong khé; dung dich thé tich nh; 0233-001 in Health Care, Austria
ho&c A-1221 Vienna), + Thudc tiét tring cudi: Dung dich thé tich I6n; dung dich thé tich nhé. (3/10)
(céc dia diém SX: + Xuét xwéng thude v tring.
Benatzkygasse 2-6, 1221 * Xuét xwdng thudc khéng vé trung. o ~
Wien; Industriestrasse 20,  [* Thudc sinh hoc: Ché pham tir mau; thubc mi&n dich; thuéc cong nghé sinh hoc; ché pham diéu tri gen; thudc chiét xuét tir ngudi hodc dong vat. S o
1221 Wien; Industriestrasse + Xuét xwdng thudc sinh hoc. g m
72,1221 Wien; *Poéng géi: Pong goi thr cép. =] -
Industriestrasse 131, 1221  |* Kiém tra chat lugng: Vi sinh (khdng vé tring); Hoa hoc/vat ly; Sinh hoc. 3 b
Wien; Lange Allee 8, 1221
Wien; Lange Allee 24, 1221
Wien; Lange Allee 91, 1221
Wien; Pasemstrabe 76, 1200
VAL A
AT-003 » Sandoz GmbH » BlochemlestraBe 10, 6336 Langkampfen, Austria
86 Sandoz GmbH Biochemiestrafle (hodc: * Thudc v6 tring: EU-GMP [INS-482451-| o — |Federal Office for Safety 6
Biochemiestrasse) 10, 6336 + Thubc san xuét vo trung dung dich thé tich nho; thuéc dang rén va cay ghép. 0059-001 S S in Health Care, Austria
Langkampfen, Austria * Thudc sinh hoc: san phdm cong nghé sinh hoc; khang thé don dong. S g
* San pham (khéng bao gém dong géi thir cAp va xuét xwdng): Bot pha tiém Sandostatin LAR 20 mg; Bét pha tiém Sandostatin LAR 30 mg; < -
- ®
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1046 Sandoz GmbH Biochemiestraie (hoéc: * Thudc yé trang: ] ) ) ) EU-GMP [INS-482451- Federal Office for Safety 13
(hoac Sandoz Biochemiestrasse hoac + Thuﬁc san xuat vo tn:mg: dung dich thé tich nho; thuéc'dang ran va cay ghép. 13101870- in Health Care, Austria
GmbH - BP Biochemiétr.) 10, 6336 (hodc |* Thudc sinh hoc: san pham cong nghé sinh hoc; khang thé don dong. 16066615
Schaftenau, hogc |A-8336, hodc AT-6336) * Xuét xwdng 16: san phdm céng nghé sinh hoc; khang thé don dong. ° -
Sandoz GmbH i Langkampfen, Austria * Dc’lng goi thl:'r cép. S N
Betriebsstitte/ * Kiém tra chat lwvong: héa hoc/ vat ly E z
Manufacturing Site 2 T
Aseptics Drug © @
Product
Schaftenau
(Aseptic DPS))
1675 Sandoz GmbH Biochemiestrafie (hoac: * Thudc Yé trang: ] X ] ] i EU-GMP |INS-482451- Federal Office for Safety 19
(ho&c Sandoz Biochemiestrasse hoac + Thuéc san xuat v trang: dung dich thé tich nho; thuéc'dang ran va cay ghép. 14281541- in Health Care, Austria
GmbH - BP Biochemiétr.) 10, 6336 (ho&c |* Thudc sinh hoc: san pham cong nghé sinh hoc; khang thé don dong. 16890084
Schaftenau, hosic |A-6336. hoéic AT-6336) * Xuét xudng 16: sén phdm cong nghé sinh hoc; khang thé don dong. - <«
Sandoz GmbH B Langkampfen, Austria * ang goi thL"P cap. N B
Betriebsstitte/ * Kiém tra chat lwong: héa hoc/ vat ly g g
Manufacturing Site 2 2
Aseptics Drug N N
Product
Schaftenau
(Aseptic DPS))
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 Hosslgasse (hoac *Thude khong v6 tring: vién nang cing; thudc udng dang 1éng; thubc duing ngoai dang 16ng; vién bao phim; vién bao dwdng; dang bao ché ban ran; vien | EU-GMP [INS-480021- © — |Federal Office for Safety 6
Austria GmbH &  [Hoesslgasse) 20, 9800 nen; thuoc com. 0069-001 S & [in Health Care, Austria
Co. OG (Tén cii: Spittal an der Drau (hodc * Xuat xwéng thuoc khong vo trung. (/10 8 ]
Merck KGaA & Co. |Spittal/Drau), Austria * Thubc duoc Iié:u. . ‘ X o “:. 8
Werk Spittal) *Pong goi so céP: bao gém ca vién nang mém; khdng bao gom thudc com. 4 s
* Péna adi thr cap
1453  |P&G Health Hosslgasse (hoac * Xuat xuéng thude vo tring. o i i EU-GMP |INS-480021- Federal Office for Safety | 17
Austria GmbH & Hoesslgasse) 20, 9800 "Thuéc khéng vé'trun’g: vién nang ctrng; thuéc udng dang Idng; thudc diing ngoai dang 16ng; vién nén bao phim; vién nén bao duwdng; dang bao ché ban 14029704- - o |in Health Care, Austria
Co. OG (Tén cii: Spittal an der Drau (hodc ran; vién nén; thudc com. 16700444 o q
Merck KGaA & Co. |Spittal/Drau), Austria * Xuét xuéng thube khong vo trung. (5/10) g m
Werk Spittal) " Thute duoe ligu. ) N , . S | 3
*Pong goi so cap: cac dang bao ché trén khong bao gom thudc com; bao gom ca vién nang mem. ~ ©
*Poéng goi thir cép.
* Kidm tra chAt lirgng
AT-005 » Sandoz GmbH » BiochemiestraBe 10, 6250 Kundl, Austria
694 Sandoz GmbH - Biochemiestrasse (hoac * Xuajt xudng thugc VO trang. EU-GMP |INS-481922- Austrian Federal Office 1
Betriebsstatte / BiochemiestraBe) 10, 6250 |* Xuat xudng thudc cong nghé sinh hoc. 13101848- for Safety in Health Care
Manufacturing Site |(or A-6250, or AT-6250) 16065030 o ~
Biotechnology Kundl, Austria § §
Drug Substance ~ &
Kund! (BT DSK) z )
(Cach ghi khac: - ©®
Sandoz GmbH)
(Co s& xuét
900 Sandoz GmbH - Biochemiestrale 10, 6250  [* Thudc vé trung (chira khang sinh nhém Penicillin va Cephalosporin): EU-GMP [INS-481921-| o o [|Austrian Medicines and 12
Organisationseinhe|Kund, Austria + Thubc san xuét vo triing: Dung dich thé tich nhé; Thuéc cdy ghép va dang rén. o 0133-001 b S |Medical Devices Agency
it/Business Unit * Thudc khong vo triing (chira khang sinh nhém Penicillin va Cephalosporin): Vién nén, vién nén bao phim; Vién nang crng; Thudc udng dang Iéng. g g (AGES)
Anti-Infectives FDF 3 >
(Al-FDF Kundl) - «
AT-007 » Fresenius Kabi Austria GmbH » Am Gewerbepark 6, 8402 Werndorf, Austria
252 Fresenius Kabi Am Gewerbepark 6, 8402  [* Thudc sinh hoc: Thubc sinh hoc khac: Kiém tra cdm quan, déng géi thir cAp va xuét xwdng thubc Adalimumab. EU-GMP [INS-482159- o o |Federal Office for Safety 7
Austria GmbH Werndorf, Austria *Bong goi thwr cap. 0048-001 é § in Health Care, Austria
* Kiém tra chat lwong. (3/3) O ~
< i
[«2] -~
« ®
1834  |Fresenius Kabi Am Gewerbepark 6, 8402 [* Déng gdi thtr cap. EU-GMP [INS-482159- < Federal Office for Safety [ 21
Austria GmbH Werndorf, Austria * Kiém tra chét luong. 14315223- | & & |in Health Care, Austria
N =]
16916785 e N
(213) A
o
AT-008 » EBEWE Pharma Ges.m.b.H. Nfg. KG » MondseestraBBe 11, 4866 Unterach am Attersee, Austria
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347 EBEWE Pharma |Mondseestrae (hoac * Thudc v6 trung chira chat doc té bao/chat kim té bao: EU-GMP [INS-480020- Federal Office for Safety 8
Ges.m.b.H.Nfg. |Mondseestrasse) 11, 4866 + Thubc san xuét vo tring: Dung dich thé tich nhé. 0146-001 =] N |in Health Care
KG (hogic A-4866 hoac AT-4866)| + Thudc tiét tring cudi: Dung dich thé tich nhé. (5/10) I & |(Bundesamt fiir
Unterach am Attersee, * Kiém tra chat lwong: khong bao gém test vo tring. g’ B' Sicherheit im
Austria g' g Gesundheitswesen),
Austria
AT-009 » Fresenius Kabi Austria GmbH » EstermannstraBe 17, 4020 Linz, Austria
695 Fresenius Kabi EstermannstraBe 17, 4020 [* Thgéc khong vé trung: thudc udng dang Iong. EU-GMP [INS-480019-] o — |Austrian Federal Office 11
Austria GmbH Linz, Austria * Xuat xu’é_rng: thgéc khong v6 trung; thude vo trang. 0065-001 é § for Safety in Health Care
*D(’:ng goi thl;'r cap. (1/15) Py & |(BASG)
* Kiém tra chat lvong. Q -
S o
1835  |Fresenius Kabi EstermannstraBe 17, 4020  [* Thuég khong vé trung: thudc udng dang léng. EU-GMP |INS-480019-| < [|Austrian Federal Office 21
Austria GmbH Linz, Austria +’XU5‘ ?(_u’érng: thude khoéng vo trung. 100447864- | & & |for Safety in Health Care
" Bong goi: ) . 17329828 o o |(BASG)
+ Bong goi so cap: thuoc uong dang 1éng. (6/10) S' )
+Dong goi thr cap. 9 )
* Kiém tra chAt lpong: vi sinh (khong vo trang): Hoa hao/VA Y
AT-010 » Octapharma Pharmazeutika Produktionsges.m.b.H » OberlaaerstraBe 235, 1100 Wien, Austria
596 Octapharma Oberlaaerstrale 235, 1100 [* Thudc v6 trung: EU-GMP [INS-480018-| o o |Federal Office for Safety [ 10
Pharmazeutika Wien, Austria + Thubc san xuét vé tring: Dung dich thé tich I&n; Thudc dong kho; Dung dich thé tich nho. 0072-001 S S |in Health Care, Austria
Produktionsges.m. * Ché pham sinh hoc: San pham tir méau; San phdm mién dich; Ché pham phan doan (intermediates out of fractionation) (21/40) > Q
o gz
o )
AT-011 » EVER Neuro Pharma GmbH » Oberburgau 3, 4866 Unterach am Attersee, Austria
696 EVER Neuro Oberburgau 3, 4866 * Xuét xu'érng’thuéc Vo tring. EU-GMP [INS-482197-| o N Federal Office for Safety [ 11
Pharma GmbH Unterach am Attersee, * Kiem tra chat luvong. 0052-001 § Q [in Health Care, Austria
Austria * 8an xuat API v6 trung: Cerebrolysin. (212) & &
=] -
0 -
S ™
AT-012 » Croma-Pharma GmbH » Industriezeile 6, 2100 Leobendorf, Austria
901 Croma-Pharma Industriezeile 6, 2100 * Thudc tiét trung cudi: Thudc ban ran (vials chira hyaluronic acid dam dac dang gel; syringes chira hyaruronic acid hodc HPMC dam déc dang gel). EU-GMP (INS-483066-| o o |Federal Office for Safety [ 12
GmbH Leobendorf, Austria 13178664- § § in Health Care, Austria
16027988 - &
o] -
[ )
AT-013 » Pharmazeutische Fabrik Montavit GmbH » Salzbergstrasse 96, 6067 Absam, Austria
1902 [Pharmazeutische [SalzbergstraRe 96 (hodc 96 [* Thubc V6 tring: ] ] ] EU-GMP |INS-480347- Federal Office for Safety | 22
Fabrik Montavit AT), 6067 Absam, Austria + Thqﬁc tiét trang cudi: thudc ban ran; dung dich thé tich nhé. 100172608- in Health Care, Austria
GmbH *+ Xuat xuéng. 17028519
* Thuoc khéng vo trung: - <
+ Vién nang cvng; vién nang mém; thudc dang I6ng diing ngoai (dung dich; nhii dich); thudc dang 18ng duing trong (siro; dung dich uéng); cac thuéc S g
dang rén khac (thuc bdt; thudc cdm); thude ban ran; thubc dat; vién nén; thudc trieng; kem/nhi twong chira hormon (triy hormon sinh duc cé tac dung N q
tranh thai). = 3
+ Xuét xwdng. b 3
* Thudc duoc liéu.
*Bong goi:
+Dong goi so cap: cac dang thubc khong vé tring & trén.
)5 Aithuu oA
AT-014 » Gebro Pharma GmbH » Bahnhofbichl 13, 6391 Fieberbrunn, Austria
1158 |Gebro Pharma Bahnhofbichl 13, 6391 * Xuat xwdng 16 thube v tring. EU-GMP [INS-480114- Federal Office for Safety | 14
GmbH Fieberbrunn, Austria * Thubc khong vé tring: 13171743- IS4 & |in Health Care, Austria
+ Thubc dung ngoai dang 16ng; Thudc diing trong dang I6ng; Vién nén, vién nén bao phim, vién nén bao dudng; Thubc ban rén (thuéc m&); Thubc dang 16024502 < <
xit. © foe)
+ Xuét xudng 16. uo-] L{C-;
*Pong goi so' c&p: Vién nang cirng; Vién nang mém; Thudc dung ngoai dang 1dng; Thudc diing trong dang 16ng; Vién nén, vién nén bao phim, vién nén - o
bao dipyng- Thude ban rin (thude mé)- Thude dang xit
AT-016 » Sanochemia Pharmazeutika AG Werk 2 » Landeggersstrabe 33, 2491 Neufeld an der Leitha, Austria
1159  |Sanochemia Landeggersstrabe 33, 2491 [* Béng goi thir cap. EU-GMP [INS-481987- o [Federal Office for Safety | 14
Pharmazeutika AG |Neufeld an der Leitha, 0032-001 IS Q  [in Health Care, Austria
Werk 2 Austria (14/20) g’ &
N -
N o
AT-017 » Sandoz GmbH - Betriebsstatte / Manufacturing Site Anti Infectives & Chemical Operations FDF Kundl (AICO FDF Kundl) » Biochemiestrafe 10, Kundl, 6250, Austria
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1234 Sandoz GmbH - Biochemiestrale 10, 6250  [San xuat thudc chiva khang sinh nhém Cephalosporins va Penicmins: EU-GMP [INS-481921- Federal Office for Safety 15
Betriebsstatte / Kundl, Austria * Thude vo trang: . i . i 13293047- in Health Care, Austria
Manufacturing Site + Thube se:m xuat vd trung: Dung dich thé tich nhé; Thudc dang ran va cay ghép. 16140348
Anti Infectives & *+ Xuat xudng 18. I Q
Chemical * Thuoc khéng vo trung: o ) o < <
o X + Vién nang ctrng; Thudc uong dang I6ng; Vién nén, vién nén bao phim; Thudc bét, thuoc com. o -
perations FDF % S o =}
Kundl (AICO FDF . o Xuatxuong 6. ) - R . o s | £
Bong goi so cap: Vién nang cirng; Thudc udng dang Iéng; Vién nén, vién nén bao phim; Thudc bét, thuéc com. (=} (=}
Kundl) *Dong gbi thir cap.
(Cach ghi khaC: * Kiém tra chat lwong: Vi sinh: v6 trung; Vi sinh: Khéng vé tring; Hoa hoc/Vat ly.
Sandoz GmbH)
AT-018 » F.Trenka Chemisch-Pharmazeutische Fabrik GmbH » Prinz Eugen-StraBe 70, 1040 Wien, Austria
1349 |F.Trenka Prinz Eugen-StraBe 70, 1040[Xut xwéng thubc khong vé tring. EU-GMP [INS-480117-| o o [Federal Office for Safety | 16
Chemisch- Wien, Austria 0025-001 é § in Health Care, Austria
Pharmazeutische (2/5) © I
Fabrik GmbH 2| g
- S
1454 F.Trenka Prinz Eugen-Strafe 70, 1040 [Xuét xwéng thudc khong vé tring. EU-GMP |INS-480117- Federal Office for Safety 17
Chemisch- Wien, Austria 13381552- in Health Care, Austria
Pharmazeutische 16263817 I Q
Fabrik Gesellschaft S| &
m.b.H (cach ghi 3 5
khac: F.Trenka OO" g
Chemisch-
Pharmazeutische
AT-020 » Takeda Austria GmbH » St. Peter-StraR2 25, 4020 Linz, Austria
1568 |Takeda Austria St. Peter-Strale 25, 4020 * Thuoc vé tring: EU-GMP [INS-480050-| o o |Federal Office for Safety [ 18
GmbH Linz, Austria + Thubc san xuét vé triing: Dung dich thé tich nhé (tiém) 0114-001 S S |in Health Care, Austria
+ Thuéc tiét tring cudi: Dung dich thé tich nhé (tiém), dang ran, dang cay ghép (1/8) g g
* Thuoc khong vé tring: thudc ding ngoai dang léng < 54
* Thudc sinh hoc: san pham chiét xuat tir ngudi hodc dong vat 8 S
1783 Takeda Austria Sankt- Peter-Stralie 25, * Thudc vo trung: EU-GMP [INS-480050-| « < |Federal Office for Safety | 20
GmbH 4020 Linz, Austria + Thubc san xuét vé triing: Dung dich thé tich nhé (tiém) 100099379- | S S |in Health Care, Austria
+ Thubc tiét tring cudi: Dung dich thé tich nho (tiém), dang rén, dang cay ghép 16999846 Ry o
* Thuoc khong vé tring: thude dung ngoai dang léng (3/10) < <
* Thudc sinh hoc: san pham chiét xuat tir ngudi hodc dong vat o o
AU-001 » Hospira Australia Pty Ltd » Lexia Place, Mulgrave Vic 3170, Australia
902 Hospira Australia [Bia chi san xuét: 1-5,7-23  [* Thgéc Vo tring: t'huéc tiém (bao gébm ca thudc chira chat doc té bao); thudc hit. Tuwong |MI-2020-LI- o « |Therapeutic Goods 12
Pty Ltd and 25-39 Lexia Place, * Xuat xwdng: thuoc vo trung va khong vo trung. dwong EU-(02722-1 S & [Administration (TGA),
Mulgrave Vic 3170, GMP q N |Australia
Australia. S -
ia chi bao quan: 2-10 Lexia s | g
Place Mularave Vic 3170, _ _ _ _ _ _ _
1784  |Hospira Australia |Bia chi san xuat: 1-5,7-23  |* Thudc v8 trung: thudc tiém (bao gom ca thudc chira chat doc té bao); thude hit. Twong |MI-2021-LI- - « |Therapeutic Goods 20
Pty Ltd and 25-39 Lexia Place, * Xuat xwéng: thuoc vo trung va khong vo trung. dwong EU-[12456-1 o & [Administration (TGA),
Mulgrave Vic 3170, GMP Q N |Australia
Australia. = 3
Dia chi bdo quan: 2-10 Lexia S 3
Place Mulgrave Vic 3170
AU-002 » Phebra Pty Ltd » 19 Orion Road , Lane Cove NSW 2066 Australia
88 Phebra Pty Ltd 19 Orion Road , Lane Cove |* San xuat (khng bao gom Thir nghiém): Twong [MI-2018-LI- — |Therapeutic Goods 6
NSW 2066 Australia + Thu{)c khong vo trﬂpg: 1hL,JéC udng dang Iéng; duong EU-|03655-1 § Administration (TGA),
+ Thuac tiét tring cudi: thude tiém i . X i ) X GMP o |Australia
*Pong goi thir cap: thuoe khong vo trung: thudc dang ran phan liéu, thuoc bt hit, thuoc bot pha tiém, vién nang mem. Q
* Xut xwdng: thube dang rén , bot tiém, vién nang mém. S
1350 Phebra Pty Ltd 17-19 Orion Road , Lane * San xuat (khéng bao gom Thir nghiém): Twong [MI-2020-L1- o — |Therapeutic Goods 16
Cove NSW 2066 Australia + Thubc khong v6 triing: thuée uéng dang 16ng; dwong EU-{03508-1 S S |Administration (TGA),
+ Thudc tigt tring cudi: thuéc tiém ) ) ‘ ) ) ‘ GMP 3 & |Australia
*Bong goi thir cap: thude khéng vo trung: thudc dang ran phan liéu, thuoc bét hit, thuoc bét pha tiém, vién nang mem. < <
* Xuét xwdng: thubc dang rén, thudc bot pha tiém, vién nang mém, thude bot hit S S
AU-003 » Sphere Healthcare Pty Ltd » 10-12 Church Road MOOREBANK NSW 2170, Australia
253 Sphere Healthcare [10-12 Church Road 1. San xuét thuée: Twong |MI-2019-LI- ) — |Australian Therapeutic 7
Pty Ltd MOOREBANK NSW 2170,  |* Thuéc khdng vé tring: vién nén; vién bao; thubc bot; thubc cdm; vién nang mém; dang bao ché ban ran (thuéc kem, thubc m&; gel); thuéc ubng dang dwong EU-|08961-1 S S |Goods Administration
Australia 16ng; tinh d&u va dich chiét duoc ligu. GMP Ry o |(TeA)
2. Doéng goi, dan nhan, kiém nghiém, xuét xwéng: vién ngam (pastilles). < Q
S °
AU-004 » AstraZeneca Pty Ltd » 10-14 Khartoum Road, NORTH RYDE, NSW 2113, Australia
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 4 /202 23-06-2022
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89 AstraZeneca Pty  |10-14 Khartoum Road, * Thudc vé trung: Hon dich khi dung dung dé hit Twong [MI-2018-LI- © S Therapeutic Goods 6
Ltd NORTH RYDE, NSW 2113, duwong EU-[10042-1 S S |Administration (TGA),
Australia GMP 8& g! Australia
~ &
N «
597 AstraZeneca Pty  |10-14 Khartoum Road, * Thudc v6 trung: H8n dich khi dung dung dé hit Twong [MI-2020-LI- S S Therapeutic Goods 10
Ltd NORTH RYDE, NSW 2113, duwong EU-[04069-1 S S |Administration (TGA),
Australia GMP E,'* co'u Australia
& ~
« o
1569 AstraZeneca Pty  |10-14 Khartoum Road, * Thudc v6 trung: H8n dich khi dung dung dé hit Twong [MI-2021-LI- - o [Therapeutic Goods 18
Ltd NORTH RYDE, NSW 2113, dwong EU-|04434-1 S S [Administration (TGA),
Australia GMP b & |Australia
o o
B B
o o
AU-005 » Lipa Pharmaceuticals Ltd » 21 Reaghs Farm Road, MINTO NSW 2566, Australia
697 Lipa 21 Reaghs Farm Road, * Thudc khong vé tring khdng chira khang sinh nhém Penicillins, Cephalosporins, héc mén, steroids (trir prednisone, prednisolone) va thuéc chéng ung Twong |MI-2020-LI- o o |Australian Therapeutic 11
Pharmaceuticals |MINTO NSW 2566, Australia |thw: Thuéc dang 18ng; dang bao ché ban rén; thudc cém; bot; vién nang mém; vién nén, vién nén bao phim; vién nang cting. dwong EU-{05846-1 § § Goods Administration
Ltd GMP & < [(TGA)
S| 2
N ~
o -~
1903 Lipa 21 Reaghs Farm Road, Thudc khadng vo tring khdng chira khang sinh nhém Penicillins, Cephalosporins, hormon, steroids (trtr prednisone, prednisolone) va thudc chng ung thu: Twong |MI-2022-LI- o~ < |Australian Therapeutic 22
Pharmaceuticals [MINTO NSW 2566, Thudc dang 6ng; dang bao ché ban ran; thudc rén phan liéu (vién nén, vién bao, vién nang cirng); thuéc cdm; bot; vién nang mém. dwong EU-{00934-1 % % Goods Administration
Ltd Australia GMP = < |(TGA)
S |2
@ -
Y o~
AU-006 » GlaxoSmithKline Australia Pty Ltd » 1061 Mountain Highway Boronia Vic (hoac Victoria) 3155 Australia
598 GlaxoSmithKline  [1061 Mountain Highway Thudc khong chira khang sinh nhém beta lactam, hormon, chong ung thw va déc té bao: Twong [MI-2015-LI- © o |Therapeutic Goods 10
Australia Pty Ltd Boronia Vic (ho&c Victoria)  |* Thuéc khong vo trung Vién nén, vién nang ctng, thubc dang bom/thdi (Insufflatlon) dwong EU-{12213-1 ) S Administration (TGA),
3155 Australia * Thube vé trung: thudc dung dich, thudc hdn dich, thude tiém; thube nuéc ubng. GMP E g Australia
o -
~ &
o~ -
1047 GlaxoSmithKline  [1061 Mountain Highway Thuoc khdng chira khang sinh nhom beta lactam, hormon, chong ung thw va doc te bao: Twong [MI-2019-LI- o — |Therapeutic Goods 13
Australia Pty Ltd Boronia Vic (hodc Victoria)  |* Thuéc khong vo tring: Vién nén, vién nang cting, thubc dang bom/thdi (Insufflation); dwong EU-|03659-1 ) S Administration (TGA),
3155 Australia * Thubc vé trung: thudc dung dich, thudc hdn dich, thude tiém; thube nuéc ubng. GMP 3 E Australia
o o
< <
o o
1455 GlaxoSmithKline  [1061 Mountain Highway Thudc khoéng chira khang sinh nhém beta lactam, hormon, chong ung thw va déc té bao: Twong [MI-2021-LI- — o [Therapeutic Goods 17
Australia Pty Ltd Boronia Vic (ho&c Victoria) ~ |* Thuéc khong vo trung Vién nén, vién nang ctng, thubc dang bom/thdi (Insufflatlon) dwong EU-{01097-1 S S Administration (TGA),
3155 Australia * Thube vé tring: thude dung dich, thudc hdn dich, thuéc tiém; thube nudc ubng. GMP E g Australia
o o
o N
o o~
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  |* Thudc v6 trung: Dung dich tiém (bao gém ca thuéc chira chét doc té bao); dung dich tiém truyén; dung dich hit; dung dich r&ra vét thuong; dang bao ché | dwong EU-|12128-1 S S |Administration (TGA),
WA 6102, Australia ban ran (thudc kem, gel, m&); GMP 3 m Australia
* Thudc khéng vé triing: Dung dich uéng; dang bao ché ban ran (thuéc kem, gel, m&). 3 3
1836  |Pfizer (Perth) Pty |15 Brodie Hall Drive * Thudc vé tring: Dung dich tiém; dung dich tiém truyén; dung dich hit; dung dich rira vét thwong; Dang bao ché ban ran (thudc kem, gel, m&); Twong |MI-2021-LI- - « |Therapeutic Goods 21
Ltd Technology Park, Bentley * Thudc khong vé triing: Dung dich uéng; dang bao ché ban ran (thubc kem, gel, m&). dwong EU-{13150-1 o S |Administration (TGA),
WA 6102, Australia GMP N N |Australia
(* Céch ghi khac: S| 8
Technology Park, 15 Brodie S o
Hall Drive Bentlev WA 6102
AU-008 » Probiotec Pharma Pty Limited » 83 Cherry Lane Laverton North Vic 3026, Australia
254 Probiotec Pharma |83 Cherry Lane Laverton * Thudc khong vé triing: thubc udng dang 16ng; thudc dung ngoai dang 16ng (lotions); thudc dang ban ran (kem, gel, thubc m&); vién nang clrng; vién nén; Twong [MI-2018-LI- © — |Therapeutic Goods 7
Pty Limited North Vic 3026, Australia vién nén bao phim; vién nén bao duang; thubc bot; thube com. ‘ dwong EU-{11818-1 ) S |Administration (TGA),
* Kiém tra chat lwong, dan nhan, dong goi, xuat xwdng vién nang mem. GMP g $ Australia
* Kiém tra chét lwong: khong bao gdm kiém tra vi sinh. ) <
< 1)
N -
392 Probiotec Pharma (83 Cherry Lane Laverton * Thuoc khéng vé tring: thuoc uong dang I6ng; thuoc duing ngoai dang 16ng (lotions); thuoc dang ban ran (kem, gel, thudc m&); vién nang crng; vién nén; PIC/S- [MI-2018-LI- © — |Therapeutic Goods 8
Pty Limited North Vic 3026, Australia vién nén bao phim; vién nén bao dudng; thude bot; thude cdm. ‘ GMP 11818-1 ) S Administration (TGA),
* Kiém tra chat lwong, dan nhan, dong goi, xut xwéng vién nang mém. g $ Australia
* Kiém tra chét lwong: khong bao gdm kiém tra vi sinh. ) 2
< 1)
N -
1160 Probiotec Pharma |83 Cherry Lane Laverton * Thudc khéng v trung: thuoc uong dang Iong thuoc dung ngoal dang I6ng (Iotions); thudc dang ban ran (kem, gel, thudc m&); vién nang cing; 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; thude bot; thude com. . GMP 13285-1 § § Administration (TGA),
* Kiém tra chat lwong, dan nhan, dong goi, xuét xwéng vién nang mém. - «— |Australia
* Kiém tra chét lwong: khong bao gdm kiém tra vi sinh. Q iy
Q| &
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 5/202 23-06-2022



o A ek A < .| NGAY POT
ID CHUNG| TEN CO SO SAN 2 . A NGUYEN | GIAY CH. |NGAY - < A
J S ) A ! HET CONG
CHi XUAT DIA CHI PHAM VI CHUNG NHAN TACGMP| NHAN cap | CO QUAN CAP on
AU-009 » Contract manufacturing & Packgaking Services Pty Ltd » 20-22 Long Street, Smithfield NSW, 2164, Australia
599 Contract 20-24 Long Street, Smithfield |* Thuéc_khéng Vo trung (chira duoc liéu, vitamin, chat khoang, chat b sung dinh dudng) (khéng bao gdm cac thir nghiém vi sinh): vién nén bao phim; vién| Tuong [MI-2018-LI- o o |Therapeutic Goods 10
manufacturing &  |NSW, 2164, Australia (Dia  |nang mém; vién nang cirng; thu6c kem, thuéc m&, gel. dwong EU-[04661-1 § % Administration (TGA),
Packaging chi cli: 20-22 Long Street, GMP & & |Australia
Services Pty Ltd |Smithfield NSW, 2164, Q| <
Australia) = >
AU-010 » Catalent Australia Pty Ltd » 217-221 Governor Road, Braeside Vic 3195, Australia
255 Catalent Australia |217-221 Governor Road, * Thudc khong vé tring (khdng chira penicillin, cephalosporin, hormon, steroid, antineoplastic): vién nang mém; vién nén bao phim; vién nang ctrng. EU-GMP |MI -2018-LI- o — |Therapeutic Goods 7
Pty Ltd Braeside Vic 3195, Australia |* Kiém tra chat lwgng: khong bao gom kiém tra vi sinh 09353-1 § § Administration (TGA),
& « |Australia
< hry
] ]
I\ &
1785 |Catalent Australia [217-221 Governor Road, * Thudc khong vé triing (khdng chira penicillin, cephalosporin, hormon, steroid, antineoplastic): vién nang mém; vién nén bao phim; vién nang ctrng. Tuwong |MI-2021-LI-| < o [Therapeutic Goods 20
Pty Ltd Braeside Vic 3195, Australia |* Kiém tra chat lwgng: khong bao gom kiém tra vi sinh duong EU-|04948-1 § § Administration (TGA),
GMP g‘ g Australia
© o
[ -
AU-011 » Aspen Pharma Pty Ltd » 286-302 Frankston-Dandenong Road, Dandenong South VIC 3175, Australia
336 Aspen Pharma Pty [286-302 Frankston- * Thudc khong V6 tring: Vién nang cing; thudc udng dang 16ng; vién nén; thudc cdm; thudc bot; thudc kem; thudc phun mu; thude stc miéng; dung dich Tuwong |MI-2017-LI- © o |Therapeutic Goods 8
Ltd Dandenong Road, dung ngoai; thuéc m&, bot nhéo. dwong EU-|03557-1 é (% Administration (TGA),
Dandenong South VIC 3175, GMP - o |Australia
Australia e O,
& q
1235 |Aspen Pharma Pty (286-302 Frankston- * Thudc khong V6 tring: Vién nang cing; thudc udng dang 16ng; vién nén; thudc cdm; thudc bot; thudc kem; thudc phun mu; thude stc miéng; dung dich Tuwong |MI-2020-LI- o o~ |Therapeutic Goods 15
Ltd Dandenong Road, dung ngoai; thuéc m&, bot nhéo. dwong EU-|02666-1 % % Administration (TGA),
Dandenong South VIC 3175, GMP b & |Australia
Australia Q Q
& &
AU-012 » GlaxoSmithKline Consumer Healthcare Australia Pty Ltd » 82 Hughes Avenue Ermington NSW 2115, Australia
698 GlaxoSmithKline |82 Hughes Avenue * Thudc khong vé tring: Vién nén (bao gdm ca vién nén sui); thudc dang I6ng; thudc bt (khéng bao gdm déng goi va dan nhan); thuc dat; thudc kem. PIC/S- [MI-2019-LI- o o |Therapeutic Goods 11
Consumer Ermington NSW 2115, GMP  |02914-1 § (% Administration (TGA),
Healthcare Australia (twong & & |Australia
Australia Pty Ltd duwong EU- Y g
GMP) N L
AU-014 » Mega Lifesciences (Australia) Pty Ltd » 60 National Avenue, Pakenham VIC 3810, Australia
1236 |Mega Lifesciences [60 National Avenue, * Thubc khdng v6 trung (Chi san xuét, khong kiém tra cht luong): Vién nang cing chira L-Arginine; thuéc bot va thude cdm; vién nen; Twong |MI-2020-LI- o — [Therapeutic Goods 15
(Australia) Pty Ltd |Pakenham VIC 3810, * Thuéc khépg vo trung (Bong gai, dan nh.’im, xqét xg}é»ng): Viép nang mém. ) i ) i dwong EU-[01077-1 § § Administration (TGA),
Australia (Doi v&i thudc kich thich, chi duoc san xuat thue udng dang ran chira cafein; Boi voi thuoe théng dai trang (colonic evacuation), chi dwec san xuat thudc GMP & o |Australia
bt chira macrogol, picosulphate hodc sodium sulphate; Khéng duoc san xuét thudce sinh hoc, thuéc chira Penicillin, Cephalosporin, hormon, steroid hodc Q o
thudc ung thw). 8 &
1676 |Mega Lifesciences [60 National Avenue, * Thuéc khéng vé tring (Chi san xuét, khong kiém tra chat lwgng): Vién nang ctrng; thubc bot va thube cém; vién nén; Tuwong |MI-2020-LI- <) o |Therapeutic Goods 19
(Australia) Pty Ltd |Pakenham VIC 3810, * Th)uéc khéng vo trung (Bong goi, dan nhan, xuat xwdng): Vién nang mem. dwong EU-[05942-1 % % Administration (TGA),
Australia * Kiém tra chat luong: Vat ly. GMP & <+ |Australia
o 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  [San xuét thudc phong xa va chat phong xa: twong  [MI-2020-LI- - o |Therapeutic Goods 17
N . PR £ S :
Science and Road, LUCAS HEIGHTS Thudc v6 trang: Thudc tiém. o duwong EU-(13226-1 S S |Administration (TGA),
Technology NSW 2234, Australia * Thudc khong vo tring: Vién nang cirng; thuoc uong dang léng. GMP g :‘-’ Australia
Organisation T/A * Nguyén liéu API v6 tring va khéng vo trung. < Q
< ©
ANSTO A °
AU-017 » Medical Developments International Limited » Building 8 & 10, 56 Smith Road, Springvale VIC 3171, Australia
1570 |Medical Building 8 & 10, 56 Smith *San xuét API: Methoxyflurane dang long. Twong [MI-2021-LI- — o |Therapeutic Goods 18
Developments Road, Springvale VIC 3171, |* San xuat, dong goi thir cap: Thudc hit chira Methoxyflurane. dwong EU-[00946-1 % % Administration (TGA),
International Australia * Khong c6 hoat dong kiém nghiém. GMP - o |Australia
Limited 2 iy
N -
AU-018 » Medical Developments International Limited » 4 Caribbean Drive, Scoresby VIC 3179, Australia
1571 Medical 4 Caribbean Drive, Scoresby [* San xuét API: Methoxyflurane dang 1éng. Tuwong |MI-2021-LI- — o [Therapeutic Goods 18
Developments VIC 3179, Australia * San xuét, déng goi thtr c&p, xuét xwéng: Thudce hit chira Methoxyflurane. duong EU-|00947-1 § § Administration (TGA),
International * Khong c6 hoat dong kiém nghiém. GMP - & |Australia
Limited 2| &
[ -
BD-001 » Orion Pharma Ltd » 153- 154, Tejgaon Industrial Area, Dhaka-1208, Bangladesh
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90 Orion Pharma Ltd [153- 154, Tejgaon Industrial |Thudc khéng vé tring: Vién nén, vién bao phim; vién nang cirng; syro dung dich, hén dich, nhii twong, thuéc nhé giot nhi khoa, Bét pha hén dich, thudc WHO- |[DA/6- © o |Drug Administration 6
Area, Dhaka-1208, kem, m& thudc bot pha tiém GMP 61/02/6694 S S Bangladesh
Y Y
Bangladesh Ry Ry
< <
) )
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 dong kho, thube bot pha tiém; thudc tiém truyén tinh mach. WHO- [DA/6- Directorate General of 9
Pharmaceuticals |Rangamala, Zirabo, Ashulia, |* Vién nén: vién nén bao, vién nén khong bao, vién nén giai phong cham, vién nén giai phong kéo dai, vién nén sui, vién nén phan tan, vién nén dat. GMP 91/04/5435 Drug Administration &
Limited Savar, Dhaka-1341, * Vién nang: vién nang cirng, vién nang chtra dang chét 16ng. Licensing Authority
Bangladesh * Thudc bdt, thubc cém bao, thuéc udng nhé giot, bot pha thube udng nhé giot, thuée nhé miii, thude xit mdii, si rd, dung dich uéng, nhii dich udng, bét pha o S |(Drugs), Government of
S xS . PRSI b= o )
(Céch viét khac: Dewa_n Idris [hon dich udng, Elixir, thuéc bét hit. & & the People's Republic of
Road, Bara Rangamatia, © ©
N " S S [Bangladesh
Zirabo, Ashulia, Savar, B B
Dhaka, Bangladesh / Dewan © o
Idris Road, Bara
Rangamatia, Zirabo, Savar,
Dhaka Ranaladach) _
474 Incepta Dewan Idris Road, Bara * Thudc khéng vé trung: Vién nang cirng, vién nén, vién nén bao phim. EU-GMP |UK GMP ~ — |Medicines and 9
Pharmaceuticals |Rangamala, Zirabo, Savar, 35139 Insp § § Healthcare Products
Limited - Zirabo ~ |Phaka, Bangladesh GMP Y & |Regulatory Agency
Plant 35139/9035 g < |(MHRA), United
04-0003 N @ |Kingdom
BD-004 » Square Pharmaceuticals Ltd » Square Road, Salgaria, Pabna, Bangladesh
600 Square Square Road, Salgaria, * Vién nén: Vién nén bao phim, vién nén bao dwdng, vién nén tran, vién nén nhai, vién nén kiém soat giai phong, vién nén phan tan, vién nén sdi bot, vién WHO- |[DA/6- Directorate General of 10
Pharmaceuticals ~|Pabna, Bangladesh nén dat dudi ludi, vién nén dat am dao. GMP  |5/99/4156 o « |Drug Administration
Ltd * Vién nang: Vién nang ctrng, vién nang kiém soat giai phong. S S |(DGDA) Bangladesh
* Thubc uéng dang 16ng: Siro, dung dich, hén dich, bdt pha dung dich, bot pha hdn dich, cdm pha dung dich, cdm pha hén dich, Elixir, dung dich nhé giot § §
nhi khoa. 8| 8
* Thubc diing ngoai: kem, gel, m&, miéng dan, emulgel, lotion, dau goi. @ el
* Thudc xit mdi, thubc nhé mii, dung dich khi dung.
* Thudc A5t am dag dat trec trang thiude xA
BD-005 » Square Pharmaceuticals Ltd. (Chemicals Division) » BSCIC Industrial Estate, Hemayetpur, Pabna 6602, Bangladesh
601 Square BSCIC Industrial Estate, * Thudc vé tring chira khang sinh nhém Penicillin: Thudc bot pha thudc tiém truyén. WHO- |DA/6- Directorate General of 10
Pharmaceuticals Hemayetpur, Pabna 6602, * Thudc khong vo trung chiva khang sinh nhém Penicilli: Vién nén bao phim, vién nén khong bao, vién nén phan tan; Vién nang cirng; Bot pha hén dich GMP 119/07/5416 o - Drug Administration &
‘
Ltd. (Chemicals Bangladesh. uong. . S S |Licensing Authority
Division) (Céach viét khac: BSCIC * San xuat ban thanh pham (khong chira khang sinh nhdm Penicillin): Pellet. § Q§ (Drugs), Bangladesh
Industrial Area, Pabna - 3 3 '
Bangladesh hoac BSCIC g g
Industrial Area, Pabna,
Banaladesh)
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 duwdng, vién nén khdng bao, vién nén phan tan, vién nén nhai, vién nén giai phong kéo dai, vién nén sui. WHO- |DA/6- Directorate General of 12
Pharmaceuticals |Bangladesh. * Vién nang: vién nang clrng, vién nang tac dung kéo dai, vién nang giai phong kéo dai. GMP 5/99/6218 2] S |Drug Administration &
Limited (Cach viét khac: Kaliakoir,  [* Thudc nhé mét. IS &  |Licensing Authority
; N Ao s b b
Gazipur, Bangladesh) : ;humt:l i(!t cjjlnh |Ieli. g. g. (Drugs), Government of
om tiemdong san. < < |the People's Republic of
* Thudc tiém truyén dang léng thé tich Ion. o o Bangladesh
* Thudc chiva khana sinh nhém Cephalosnarin: Vién nén: Vién nana 9
905 Square Dhaka Unit, Kaliakoir, San xuat tai Formulation Unit 1 (FU1), the Oral Solid Dosage Form Facility: EU-GMP |UK GMP o “ Medicines and 12
Pharmaceuticals |Gazipur, BD-1750, * Thudc khoéng vé triing: vién nang ctng; vién nén, vién nén bao phim. 29943 Insp o & |Healthcare Products
Limited Bangladesh. ) GMP 3 & [Regulatory Agency
(Cach vist khac: Dhaka Unit, 29943/3094 | < | 9 |(MHRA), United
Kaliakoir, Gazipur- 1750 - 03-0006 S '(:‘ Kingdom
Banaladesh /Kaliakoir
BD-007 » Aristopharma Ltd. » Plot # 14-22, Road # 11 & 12, Shampur-Kadamtali I/A, Dhaka-1204, Bangladesh
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 duoc, vién nén gidi phong cé kiém soat, WHO- |[DA/6- Ministry of Health & 12
Shampur-Kadamtali I/A, vién nén giai phong kéo dai, vién nén giai phong bién ddi, vién nén giai phong duy tri, vién nén giai phong hen gie, vién nén phan tan trong miéng. GMP 34/96/8197 Family Welfare
Dhaka-1204, Bangladesh * Vién nang: vién nang clrng, vién nang bao tan trong rudt, vién nang giai phong cé kiém soat, vién nang giai phong duy tri, vién nang giai phéng bién ddi. (2] & |Bangladesh
o o
% oz < < < % < % N N
* Sird; hon dich; thudc udng nhé giot; thuoc nhd mii; dung dich uong; gel udng; bot pha hon dich; com pha hon dich. =) =)
* Thudc kem; thudc md; lotion; gel; thudc nho tai g g
* Thudc tiém vé tring (dung dich tiém, bot khé pha tiém; thuéc dong khd pha tiém; bom tiém dong san; Insulin tiém; thudc tiém truyén. N N
* Thubc mét vé tring: thudc nhé mét, thudc nhé mét & mi, gel tra mét, m& tra mét, nhi dich nhd mét, dung dich nhd mét, hdn dich nhd mét.
* Thude hit dana nhan lid- thude it diedi Ledi thude xit miii nhan lidy .
1904 Aristopharma Ltd. |Plot 14-22, Road # 11 & 12, |* Vién nén: vién bao tan trong ruét, vién nén bao phim, vién nén bao duong, vién nén, vién nén nhai, vién nén bé dwoc, vién nén giai phong cé kiem soat, WHO- |DA/6- Directorate General of 22
Shampur-Kadamtali I/A, vién nén giai phong kéo dai, vién nén giai phong bién ddi, vién nén giai phéng duy tri, vién nén giai phong hen gi, vién nén phan tan trong miéng. GMP 34/96/20731 Drug Administration,
Dhaka-1204, Bangladesh * Vién nang: vién nang cirng, vién nang bao tan trong ruét, vién nang giai phong cé kiém soat, vién nang giai phéng duy tri, vién nang giai phéng bién dbi. N I Bangladesh
o o
" A s . . < - . " Y Y
* Sird; hon dich; thude udng nho giot; thudc nhd mii; xit mii; dung dich udng; gel ung; bot pha hén dich; com pha hén dich. > -
* Thubc kem; thubc ma; lotion; gel; thubc nhé tai; dung dich. z o
* Thubc tiém vé trung (dung dich tiém, bot khd pha tiém; thubc déng khé pha tiém; bom tiém déng san; Insulin tiém; thuéc tiém truyén). - N
* Thudc mét vo tring: thudc nhd mét, thudc nhd mét & mdi, gel tra mét, m& tra méat, nhii dich nhd mét, dung dich nhd mét, hén dich nhé mét.
* Thude hit dana nhan lidy- thude it dieéi bedi thude xit miii nhan lidy
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BD-008 » The Acme Laboratories Limited » Dhulivita, Dhamrai, Dhaka, Bangladesh
1237 The Acme Dhulivita, Dhamrai, Dhaka, |Vién nén (trén, bao, phan tan, nhai, kiém soat giai phdng, tan trong miéng, dwdi lwdi, dat) bao gém ca thudc chira khang sinh nhém cephalosporin; vién WHO- |DA/6- o o~ Directorate general of 15
Laboratories Bangladesh nang (gelatin ctrng, gelatin mém, giai phong bién ddi)bao gém ca thudc chira khang sinh nhém cephalosporin; GMP  |18/99/7351 S S Drug Administration,
Limited Siro, dung dich uéng, hén dich uéng, nhii dich ubng, bdt pha hdn dich uéng, bét pha dung dich udng, gel udng, kem, m&, gel ding ngoai, lotion dung ngoai, g g Bangladesh
vién dat; [S] [S]
Thudc vo tring san xuét vé tring: dung dich thé tich nhé. S S
1238 The Acme Dhulivita, Dhamrai, Dhaka, [* Thudc khong v'é tring: vién nang cirng, vién nén, vién nén bao. EU-GMP |UK GMP o «~ |Medicines and 15
Laboratories Bangladesh * 9?”9 9{3? so Céfi vién nang cirng, vién nén, vién nén bao. 44338 Insp § § Healthcare Products
Limited *Dong goi thir cap GMP S & [Regulatory Agency
* Kiém tra chat lwong: vi sinh khéng vo trung, hoa hoc/ vat ly. 44338/1186 Q T [(MHRA), United
] - )
8716-0002 N @ |Kingdom
BD-011 » ARISTOPHARMA LTD. » Gachha, Gazipur Sadar, Gazipur, Bangladesh
1457 |ARISTOPHARMA |Gachha, Gazipur Sadar, * Thubc khong vé triing chira khang sinh nhém Cephalosporin: Vién nén bao phim; Vién nang crng; Thudc bdt pha hén dich. WHO- |DGDA/6- Directorate General of 17
LTD. Gazipur, Bangladesh * Thudc v6 triing chira khang sinh nhém Cephalosporin: Thudc bét pha tiém. GMP 209/2016/63| & ] Drug Administration &
* Thuéc vé tring khong chira khang sinh nhém Cephalosporin: Dung dich nhd mét; Hn dich nhd mat. 51 I & |Licensing Authority
8. 8. (Drugs), Government of
g & |the People's Republic of
Bangladesh
BE-001 » Schering - Plough Labo NV (N.V) » Industriepark 30, Heist-op-den-Berg, 2220, Belgium
78 Schering - Plough [Industriepark 30, Heist-op-  [* Thuéc khéng vé tring: Thudc uéng dang 16ng; thuéc dung ngoai dang 1éng (bao gom ca hén dich xit mii); thudc ban ran (thuéc kem, thudc 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 S S [Medicines and Health
(Céach ghi khac: Industriepark|* Béng géi so cap: cac dang bao ché trén bao gom ca vién nang cirng. g g Products (FAMHP),
30, B- 2220, Heist-op-den-  |* Déng géi thr cap (bao gém ca san pham: vién nang cirng Temodal (Temozolomide 5mg; 20mg; 100mg; 140mg; 180mg; 250mg), tén tai Viét Nam: Q Q Belgium
Berg, Belgium) Temodal Capsule). S o)
256 Schering - Plough [Industriepark 30, Heist-op-  [* Thuéc v6 trang: dung dich/ hén dich thudc tiém thé tich nho. EU-GMP |BE/GMP/20 ) o |Federal Agency for 7
Labo NV (N.V) den-Berg, 2220, Belgium * Chirng nhan 16 thudc sinh hoc: thudc cong nghé sinh hoc 19/050 S S Medicines and Health
(Cach ghi khac: Industriepark g m Products (FAMHP),
30, B- 2220, Heist-op-den- o o |Belgium
Berg, Belgium) 3 )
BE-002 » Janssen Pharmaceutica NV » Turnhoutseweg 30, Beerse, 2340, Belgium
91 Janssen Turnhoutseweg 30, Beerse, [* Thuéc khong v6 trang: j i ] i . i EU-GMP |BE/GMP/20 | «~ |Federal Agency for 6
Pharmaceutica NV |2340 (hodc B-2340), Belgium|+ Thu@c 16ng dung ngoai (dung dich, hén dich), thudc 16ng udng (dung dich, siro, hén dich), thubc ban rén (kem, m&), miéng dan qua da. 17/007 S S [Medicines and Health
*+Xudtxudng ) i i i . i 3 &  |Products (FAMHP),
* Pong goéi so cap (Thube 16ng duing ngoai (dung dich, hén dich), thudc 16ng ubng (dung dich, siro, hén dich), thuéc ban ran (kem, mé), miéng dan qua da), <) < |Belgium
déng goi ther cép. Q ps
* Kiém tra cht lvona
92 Janssen Turnhoutseweg 30, Beerse, |* Thudc vé trung: ] B ] ] . EU-GMP |BE/GMP/20 ) o |Federal Agency for 6
Pharmaceutica NV |2340 (hoac B-2340, Beerse), | + Thug‘>c san xuét vo trung: dung dich thudc tiém thé tich nhé; hdn dich thudc tiém thé tich nhé; dung dich thudc nhé mét. 17/124 § % Medicines and Health
Belgium + Xuat xwéng. & & |Products (FAMHP),
*Poéng goi thir cap < % |Belgium
* Dwoc chat vo trung: Paliperidone Palmitate. g ®
BE-003 » Alcon-Couvreur NV » Rijksweg 14, Puurs, 2870, Belgium
93 Alcon-Couvreur NV|Rijksweg 14, Puurs, 2870  |* Thuéc vé trung: EU-GMP |BE/GMP/20 Federal Agency for 6
Cach ghi khac: (hoac B-2870), Belgium Thudc san xuét vo tring: dang bao ché ban ran (thubc mé tra mét); thuéc nho mét (dung dich, hdn dich) (bao gdm Prostaglandin). 18/132 o N |Medicines and Health
S.A. Alcon- * Chirng nhan xuét xudng: Thubc v6 tring va Thude sinh hoc. I &  |Products (FAMHP),
Couvreur N.V. * Bong goi thir cap ] < |Belgium
hodc SA. Alcon- o b
Couvreur NV _
1161  |Alcon-Couvreur NV|Rijksweg 14, Puurs, 2870 * Thube vo tring: X i . B EU-GMP |BE/GMP/20 Federal Agency for 14
Cach ghi khac: (hoac B-2870), Belgium + Thudc san xuat v trang: dung dich thé tich nho: Thudc nhd mat (dung dich, hon dich). 19/025 = ' [Medicines and Health
S.A. Alcon- * Thude sinh hoc: Thude céng nghé sinh hoc (chi pha ché va déng lo) I & |Products (FAMHP),
Couvreur N.V. * Chirng nhan xuét xwéng: Thudc v tring va Thubc cong nghé sinh hoc. g g‘ Belgium
hoac SA. Alcon- ';' g’
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  [* Thuéc khéng vé trung: Vién nang ctng; thude dung ngoai dang 16ng; thudc udng dang 16ng; 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-en 18/036 S S [Medicines and Health
(c4ch ghi khac:  |Famenne, 6900, Belgium > Q& |Products (FAMHP),
SMB Technology (céach ghi khac: Rue du Parc [S) < |Belgium
SA) Industriel 39 - 6900 Marche- N b
- en-Famenne-Belaium) _ _ _ _
1837 |S.M.B Technology |Zoning Industriel - Rue du  |* Thudc khdng vé trung: Vién nang cting; thuoc dung ngoai dang léng; thudc uong dang Iéng; thudc bét; vién nén; vién nén bao. EU-GMP (BE/GMP/20 - + |Federal Agency for 21
SA Parc industriel 39, Marche-en 21/067 o & [Medicines and Health
(cach ghi khac:  |Famenne, 6900, Belgium S 3 |Products (FAMHP),
SMB Technology (cach ghi khac: Rue du Parc s < |Belgium
SA) Industriel 39 - 6900 Marche- S S
_ en-Famenne-Belgium)
BE-005 » Catalent Belgium SA » Font Saint Landry 10, Bruxelles, 1120, Belgium
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257 Catalent Belgium [Font Saint Landry 10, * Thuoc vé trung: EU-GMP (BE/GMP/20 ~ o |Federal Agency for 7
SA Bruxelles, 1120, Belgium + Thubc san xuét vé tring: Dung dich thé tich nhd. 17/044 S S Medicines and Health
+ Thuéc tiét tring cudi: Dung dich thé tich nho. Ry 3 |Products (FAMHP),
Z g Belgium
-~ o
480 Catalent Belgium [Font Saint Landry 10, * Thuoc vé trung: EU-GMP (BE/GMP/20 o « |Federal Agency for 9
SA Bruxelles, 1120, Belgium + Thudc san xuat vo trung: Dung dich thé tich nho. 20/003 S S Medicines and Health
+ Thuéc tiét tring cudi: Dung dich thé tich nho. Ry 2 |Products (FAMHP),
3 g Belgium
™ [
BE-006 » Besins Manufacturing Belgium SA » Groot Bijgaardenstraat 128, Drogenbos, 1620, Belgium
258 Besins Groot Bijgaardenstraat 128, [* Thudc khéng v6 triing: ] ] ) EU-GMP |BE/GMP/20 Federal Agency for 7
Manufacturing Drogenbos, 1620, Belgium [+ Dang bao ché ban ran (thudc kem, thudc mé, thuoc gel) chira hormon; 19/095 o ~  |Medicines and Health
. A Al
Belgium SA * Chirg nhan xust xuréng S S |Products, Belgium
(Céch ghi khac: Benggoi N T R
Besins + Ddng goi so’ cap: Vién nang mém chira hormon; Thudc ban ran chira hormon. (=] -
: + Dong goi thr cap. A a
Manufacturing A x Lt O AS v
. Kiém tra chat lwong: Hoa ly/Vat ly.
Belgium)
BE-007 » Pfizer Manufacturing Belgium NV » Rijksweg 12, Puurs, 2870, Belgium
592 Pfizer Rijksweg 12, Puurs, 2870,  [* Thuc vé trung: i X i - _ i EU-GMP |BE/GMP/20 | o o |Federal Agency for 9
Manufacturing Belgium + Thudc san xuét vo tring: Thube dong khod (bao gém ca thudc chira hormon); dung dich thé tich nhd, hdn dich thé tich nhé (bao gdm ca thubc chira 20/009 § § Medicines and Health
Belgium NV hormon). i . Y < |Products (FAMHP),
+ Thudc tiét trung cudi: Dung dich thé tich nho, < < Belgium
* Sén pham sinh hoc: Pha ché, dong lo thuéc mién dich, thuéc cong nghé sinh hoc, thuéc ¢ ngudn gdc tir ngudi hodc dong vat (heparin c¢é phan ti lwong 9 B
1786  |Pfizer Rijksweg 12, Puurs, 2870,  [Déng géi thir cép véc xin EU-GMP |BE/GMP/20 N S Federal Agency for 20
Manufacturing Belgium 21/026 IS S  |Medicines and Health
Belgium NV 1) < |Products (FAMHP),
g § Belgium
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 o « |Federal Agency for 1
Recherches et de |d'Heppignies Ouest, Avenue 19/079 § § Medicines and Health
Nouvelles d'Heppignies, Fleurus, 6220, & & |Products (FAMHP),
Applications SA ~ [Belgium > & |Belgium
(en abrégé: CRNA © ~
BE-009 » Baxter SA » Boulevard René Branquart 80, Lessines, 7860, Belgium
412 Baxter SA Boulevard René Branquart  [* Thuéc vo tring: ] EU-GMP |BE/GMP/20 © — |Federal Agency for 8
80, Lessines, 7860, Belgium + Thudc san xuat v trung: Thudc dong kho. 18/104 S g Medicines and Health
+ Thubc tiét tring cudi: q Y |Products (FAMHP),
- Dung dich, nhii dich thé tich 1on; :. 8. Belgium
- Dung dich, nhii dich thé tich nho. (2] (2]
* Xut xurdna: cac dana thube trén. bao abm ca san ohdm mién dich
1572 |Baxter SA (Baxter [Boulevard René Branquart  [* Thudc vo tring: ] EU-GMP |BE/GMP/20 Federal Agency for 18
S.A/Baxter S.A.) 80, Lessines, 7860, Belgium + Thudc san xuat v trung: Thudc dong kho. 19/113 Medicines and Health
Cach ghi khac: Bd. René + Thudc tiét tring cubi: . «  |Products (FAMHP),
Branquart 80, B-7860 - Dung dich, nhii dich thé tich I&n; S S Belgium
Lessines, Belgium - Dung dich, nhii dich thé tich nho. N N
ho#c: Bd René Branquart 80, [* Xuét xuéng thudc vé trung. 8. EI
B-7860 Lessines - Belgium  |* Dong goi thir cép. I g
hoac: Boulevard René * Kiém tra chat lwong: Vi sinh: vo trung; Hoa hoc/Vat ly.
Branquart 80, B-7860
L i Baloium
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 vé tring: EU-GMP |BE/GMP/20 o — |Federal Agency for 12
Biologicals SA Fleming 20, Wavre, 1300, + Thubc san xuét vé tring: Dung dich thé tich I&n; thudc dong kho; dung dich thé tich nho. 18/153 S S [Medicines and Health
Belgium + Thubc tiét tring cudi: Dung dich thé tich nho; dung dich thé tich lon. Ry S |Products (FAMHP),
* Thudc sinh hoc: Thudéc mién dich; thudc céng nghé sinh hoc. Q Q Belgium
N N
1458  |GlaxoSmithKline [Parc de la Noire Epine - Rue |* Thuéc vé trung: EU-GMP |BE/GMP/20 Federal Agency for 17
Biologicals SA Fleming 20, Wavre, 1300 + Thubc san xuét vé tring: Dung dich thé tich I&n; thudc dong kho; dung dich thé tich nho. 19/019 - «~ |Medicines and Health
(GSK Biologicals) |(ho&c B-1300 Wavre, hozc + Thubc tiét tring cudi: Dung dich thé tich nho; dung dich thé tich lon. N N |Products (FAMHP),
1300 Wavre), Belgium + Xuét xwéng thubc vé trung. Qq o Belgium
* Thubc sinh hoc: Thudc mién dich; thuéc cong nghé sinh hoc. 8' S'
+ Xuét xwdng thudc sinh hoc. 3 2
*Pong goi thir cép.
* Kiém tra chAt ivona® vi sinh (vA triina khana va triina): Haa hac/ VAt v sAn nhAm sinh hace
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1838 GlaxoSmithKline |Parc de la Noire Epine - Rue |* Thuoc yé trang: ] i EU-GMP |BE/GMP/20 Federal Agency for 21
Biologicals SA Fleming 20, Wavre, 1300 + Thu{)c san xuat vo gn‘mg: Dung diCt] thé tich lon; thubc dénxg kho; dung dich thé tich nho. 20/092 - « |Medicines and Health
(GSK Biologicals) |(hodc B-1300 Wavre, hoac + Thudc tiét trang cudi: Dung dich thé tich nhd; dung dich thé tich Ion. 2] S |Products (FAMHP),
1300 Wavre), Belgium + Xuat xwéng thuoc vo tring. ) N Belgium
* Thudc sinh hoc: Thubc mién dich; thubc cong nghé sinh hoc. S 3
+ Xuét xudng ’thuéc sinh hoc. g' g'
*Pong gai thr cap.
* Kidm tra chAt lvong- vi sinh (v tring khana va trina): Hoa hoo/ VAt 1V s3n phAm sinh hac
BE-011 » GlaxoSmithKline Biologicals SA » Rue de I'Institut 89, Rixensart, 1330, Belgium
516 GlaxoSmithKline  [Rue de I'Institut 89, * Thudc v6 tring: EU-GMP |BE/GMP/20 o) — |Federal Agency for 9
Biologicals SA Rixensart, 1330, Belgium + Thudc sén xuét v6 tring: dung dich thé tich I6n; dung dich thé tich nho. 18/145 § § Medicines and Health
+ Thudc tiét trang cudi: dung dich thé tich lon. N < |Products (FAMHP),
* Thudc sinh hoc: thuéc mién dich; thuéc céng nghé sinh hoc. g g Belgium
o S
1459  |GlaxoSmithKline |Rue de I'Institut 89, * Thudc v6 tring: EU-GMP |BE/GMP/20 Federal Agency for 17
Biologicals SA Rixensart, 1330, Belgium + Thudc sén xuét v6 tring: dung dich thé tich I6n; dung dich thé tich nho. 20/095 b R |Medicines and Health
(GSK Biologicals) + Thudc tiét trung cudi: dung dich thé tich Ion; dung dich thé tich nhd. I &  |Products (FAMHP),
+ Xyét Xxuwong thuép vo t[Ung. ) g’ ~ Belgium
* Thudc sinh hoc: thuoc mién dich; thudc cong nghé sinh hoc. & E
+ Xuét xwdng thudc sinh hoc. S =]
> Kidm tra chat lipona san pham siph hae
BE-012 » UCB Pharma SA » Chemin du Foriest, Braine-L'Alleud, 1420, Belgium (Building 3)
1573 |UCB Pharma SA  [Chemin du Foriest, Braine-  [* Thudc khéng v tring: Vién nang cing, vién nén EU-GMP |BE/GMP/20 o — |Federal Agency for 18
'Alleud, 1420, Belgium  |* Chirng nhan 16 16/100 S | § [Medicines and Health
) o |Products (FAMHP),
< S Belgium
S
BE-013 » Baxalta Belgium Manufacturing SA » Boulevard René Branquart 80, Lessines, 7860, Belgium
700 Baxalta Belgium Boulevard René Branquart  |* Thudc v6 tring: i EU-GMP (BE/GMP/20 Federal Agency for 1
Manufacturing SA (80, LES§ines, 7860, Belgium.| + Thuﬁp san xuat vo t[fmg: Dung dich‘thé tich 16n; dung dichxthé tich nhd; thudc déng kho. 17/118 Medicines and Health
Cach viet khac: Boulevard + Thudc tiét trang cudi: Dung dich thé tich Ion; dung dich thé tich nho. Products, Belgium
René Branquart 80, * Thudc sinh hoc:
Lessines, B- 7860, Belgium + San phém mau;
+ San phadm mién dich. © -
* Chirng nhan xuét xwéng 16: b 2]
+ San phdm mau; o m
+ San pham mién dich; S <
+ San pham cong nghé sinh hoc 4 pos
* Pong goi thir cép.
* Kiém tra chét lvong:
+ Vi sinh: vo trung.
+ Vi sinh: Khéng vé trung.
+ Héa hoc/Vat ly.
Cipbe b
1351 Baxalta Belgium  [Boulevard René Branquart  [* Thudc vo tring: EU-GMP |BE/GMP/20 Federal Agency for 16
Manufacturing SA |80, Lessines, 7860, Belgium. |+ Thubc san xuét vo trung: Dung dich thé tich I6n; dung dich thé tich nho; thubc dong kho. 20/105 Medicines and Health
(*Cach ghi khac: Boulevard  |* Thubc sinh hoc: Products, Belgium
René Branquart 80, + San phadm mau;
Lessines, B- 7860, Belgium) | + San phdm mién dich.
* Chirng nhan xuét xuéng 16: S Q
+ San phdm mau; < <
+San phém mién dich; 8' g‘
+ San pham cdng nghé sinh hoc &> N
*Poéng goi thir cép. o -
* Kiém tra chat lwong:
+ Vi sinh: vo trung.
+ Vi sinh: Khéng vé trung.
+ Hoa hoc/Vat ly.
Cinb b
BE-014 » Laboratoires Pharmaceutiques Trenker SA » Avenue Thomas Edison 32, Thines, 1402, Belgium
908 Laboratoires Avenue Thomas Edison 32, [* Thudc khong vé triing: vién nang cing; thudc diing ngoai dang I6ng; thudc udng dang 16ng; thudc bét; vién nén, vién nén bao phim. EU-GMP [BE/GMP/20 | — |Federal Agency for 12
Pharmaceutiques |Thines, 1402, Belgium 17/137 § % Medicines and Health
Trenker SA E," & |Products (FAMHP),
3 < Belgium
BE-015 » Janssen Pharmaceutica NV » Lammerdries 55, Olen, 2250 (hoac B-2250), Belgium
909 Janssen Lammerdries 55, Olen, 2250 [* Thudc khéng vé tring: Thudc dang hat. EU-GMP |BE/GMP/20 ) — |Federal Agency for 12
Pharmaceutica NV |(ho&c B-2250), Belgium * Co s san xuét ban thanh phém: 16/026 S § Medicines and Health
+ Vién nang cirng SPORAL (ltraconazole 100mg); & & |Products (FAMHP),
+ Vién nang clrng giai phong kéo dai REMINYL, 16mg (10,25 mg galanatamine hydrobromide twong dwong 8mg galantamine). N -~ Belgium.
+ Vién nang clrng giai phong kéo dai REMINYL, 8mg (20,51 mg galanatamine hydrobromide twong dwong 16mg galantamine). 8 o
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1677 |Janssen Lammerdries 55, Olen, 2250 |* Thuc khéng vé trung: Thuoc dang hat. EU-GMP (BE/GMP/20 — < |Federal Agency for 19
Pharmaceutica NV |(hogc B-2250), Belgium * Co s& san xuat ban thanh pham: 21/011 S S [Medicines and Health
+ Vién nang cing SPORAL (ltraconazole 100mg); Py &  |Products (FAMHP),
+ Vién nang cirng giai phong kéo dai REMINYL, 16mg (10,25 mg galanatamine hydrobromide twong dwong 8mg galantamine). < Q Belgium.
+ Vién nang cirng giai phong kéo dai REMINYL, 8mg (20,51 mg galanatamine hydrobromide twong dwong 16mg galantamine). ™ 3
BE-017 » Tilman SA » Zoning Industriel Sud 15, Baillonville, 5377, Belgium
1239 |Tilman SA Zoning Industriel Sud 15, * Thudc khong vé triing: Vién nang ctrng; thudc ubng dang I6ng; 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  |* Thuéc tir duoc lidu. 17/066 S S [Medicines and Health
) o |Products (FAMHP),
=3 o .
& & [Belgium
<] N
1905 |Tilman SA Zoning Industriel Sud 15, * Thuéc khéng vé trung: Vién nang cing; thudc udng dang 18ng; vién nén, vién nén bao phim. EU-GMP [BE/GMP/20 Federal Agency for 22
Baillonville, 5377, Belgium  [* Thuoc t&r duoc liéu. 21/094 N & [Medicines and Health
* Xuét xwdng 16 thubc khdng vé tring S S  |Products (FAMHP),
* Déng goi: ) . o = g' Belgium
+BDong gdi cap 1: Vién nang cirng; vién nang mem; thudc udng dang Idng; vién nén, vién nén bao phim. g >
+Dong goi cap 2 N °
* Kidm tra chAt ionag: Hoa I/\VAL IV
BE-018 » Laboratoria Smeets NV » Fotografielaan 42, Wilrijk, 2610, Belgium
1574  |Laboratoria Fotografielaan 42, Wilrijk, * Xuét xwdng thyéc khong vé trung. ] ] o EU-GMP |BE/GMP/20 o o |Federal Agency for 18
Smeets NV 2610, Belgium *Bong goi so cép: Thudc udng dang Idng; Thudc dung ngoai dang 16ng; Thudc bdt, thudc com. 19/116 % % Medicines and Health
* Pong goi thir cép. < & |Products (FAMHP),
2 3 |Belgium
BG-001 » Sopharma AD » 16 lliensko Shosse Str., Sofia 1220, Bulgaria
452 Sopharma AD 16 lliensko Shosse Str., * Thude vé tring: EU-GMP [BG/GMP/20 | ~ o |Bulgarian Drug Agency 9
Sofia 1220, Bulgaria + Thubc san xuét vé tring (khdng bao gébm déng goi): thubc dong kho; dung dich thé tich nhé. 17/106 § §
=) o
NI <
~ -
- o~
459 Sopharma AD 16 lliensko Shosse Str., * Thudc khong vé triing: Vién nang clrng; vién nén, vién nén bao phim. EU-GMP (BG/GMP/20 o o« |Bulgarian Drug Agency 9
Sofia 1220, Bulgaria * Thubc dwoc lidu. 19/153 § §
ro) &
< )
) -
S ™
602 Sopharma AD 16 lliensko Shosse Str., * Thudce vé tring: EU-GMP [BG/GMP/20 | o o |Bulgarian Drug Agency 10
Sofia 1220, Bulgaria + Thubc san xuét vo trung: dung dich thé tich nho. 20/174 S S
+ Thuéc tiét tring cudi: dung dich thé tich nho. L{(\-; g
< <
3 &
BG-002 » Sopharma AD » Vrabevo vig, 5660 district of Lovech, Bulgaria
94 Sopharma AD Vrabevo vlg, 5660 district of [* Thudc khéng vé tring: vién nang cirng; vién nén; dung dich thudc duing ngoai, nwéc stic miéng, thudc ubng dang I6ng (siro, dung dich, hén dich) thuéc EU-GMP |BG/GMP/20 © — [Bulgarian Drug Agency 6
Lovech, Bulgaria kem, gels, m&. 18/116 S S
* Thudc duwoc liéu m m
< 0
& b
1906 |Sopharma AD Vrabevo vlg, 5660, district of [* Thudc khéng vé trung: Vién nang cing; vién nén; dung dich thudc diing ngoai, nwéc stic miéng; thudc udng dang 16ng (siro, dung dich, hén dich); thudc EU-GMP |BG/GMP/20 - < |Bulgarian Drug Agency 22
Lovech, Bulgaria kem, gel, m&. 21/186 S S
* Thudc duoc ligu. § q
*Poéng goi so' c&p: Vién nang ctng; vién nén; dung dich thudc diing ngoai, nwéc stic miéng; thudc uéng dang 1éng (siro, dung dich, hén dich); thudc kem, ‘9' 8
gel, m&. & ]
> Dang gdithir cin
BG-003 » Balkanpharma - Razgrad AD » 68 Aprilsko vastanie Blvd., Razgrad 7200, Bulgaria
259 Balkanpharma - |68 Aprilsko vastanie Bivd.,  [* Thudc vé trung: EU-GMP [BG/GMP/20 | — |Bulgarian Drug Agency 7
Razgrad AD Razgrad 7200, Bulgaria + Thubc sén xuét v6 tring: Dang bao ché ban rén, dung dich thé tich nhd (dung dich, hdn dich nhd mét)(bao gdm ca thudc chira hormon corticosteroid); 18/126 S S
thudc bét pha dung dich tiém chira khang sinh nhém Cephalosporin; 2 2
* Thudc khong vé tring: Vién nang cleng; dang bao ché ban rén; vién nén (bao gdm ca thuéc chira hormon corticosteroid);vién nén bao phim; thuéc bot Q A
pha hén dich uéng. S o
1839 |Balkanpharma - (68 Aprilsko vastanie Blvd.,  [* Thudc vé tring: EU-GMP [BG/GMP/20 | « < |Bulgarian Drug Agency 21
Razgrad AD Razgrad 7200, Bulgaria + Thubc san xuét vo tring: Dang bao ché ban ran, dung dich thé tich nho (dung dich, hdn dich nhé mét) (bao gdm ca thubc chira hormon hodc chét co 21/185 S S
hoat tinh hormon) g E
* Thudc khong vé tring: Vién nang clrng; dang bao ché ban rén; vién nén (bao gdm ca thuéc chira hormon hoac chét cé hoat tinh hormon); vién nén bao - =]
phim; thubc bt pha hdn dich udng va dung dich uéng. L 5
BG-004 » GE Pharmaceuticals Ltd » Industrial Zone, "Chekanitza-South" area Botevgrad, 2140 Bulgaria
260 GE Industrial Zone, "Chekanitza- [* Xuat xuéng thudc khong vé trung; EU-GMP |BG/GMP/20 | «~ [|Bulgarian Drug Agency 7
Pharmaceuticals [South" area, 2140 * Pong goi so c&p: vién nang cing; vién nén; 18/121 S N
Ltd Botevgrad, Bulgaria *Poéng goi thir cép. 5% Y
* Kiém tra chét lwgng: vi sinh (tr test vo khuan); hoa hoc/vat ly. 8 ﬁl
*Poéng goéi thir c&p san pham cy thé: S S
+ Thubc bét déna khé oha tiém Bortezomib Genthon (Tén tai Viét Nam: Bortezomib Biovagen)
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 11 /202 23-06-2022
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BG-005 » Balkanpharma - Dupnitsa AD » 3 Samokovsko Shosse Str., Dupnitsa 2600, Bulgaria
503 BALKANPHARMA {3 SAMOKOVSKO SHOSSE [* Thudc khong vé triing: Vién nang cirng; vién nén, vién nén bao phim. EU-GMP (BG/GMP/20 o o (Bulgarian Drug Agency 9
DUPNITSA AD STR., DUPNITSA 2600, *Dong géi so cap: bao gém ca vién nang mém 19/151 S S
BULGARIA 3 Q
< A0
I -
- )
BG-006 » Pharma PLC » 13, Neofit Rilski Street, 2600 Dupnitsa, Bulgaria
400 Pharma PLC 13, Neofit Rilski Street, 2600 [* Thudc khong v trung: vién nén. EU-GMP |[BG/GMP/20 | «© o (Bulgarian Drug Agency 8
Dupnitsa, Bulgaria *Pong géi so cap: vién nang clrng; vién nén 16/091 S S
*Péng géi thir cap. Q S
2| 2
S ~
1048 |Pharma PLC 13, Neofit Rilski Street, 2600 [* Thudc khong v6 trung: vién nén.; vién nang ciing EU-GMP |BG/GMP/20 | «~ |Bulgarian Drug Agency 13
Dupnitsa, Bulgaria * Poéng goi so' c&p: vién nang clrng; vién nén 19/166 b=y S
Cach ghi khac: 13 Neofit *Pong goi thir cép. N N
Rilski str., 2600 Dupnitsa, ~ |* Kiém tra chat lvong: - 8.
Bulgaria + Vi sinh: thuéc khong vé trung. ® N
+ Haa hoc/VAt IV
BG-007 » INBIOTECH LTD » 7 Sheinovo Str., Sofia 1504, Bulgaria
454 INBIOTECH LTD |7 Sheinovo Str., Sofia 1504, [* Xu&t xuwédng 16 thubc khéng vé trung. EU-GMP (BG/GMP/20 o o (Bulgarian Drug Agency 9
Bulgaria 19/154 ) S
S ]
O &
< A0
o -
S )
BG-008 » Chemax Pharma LTd » 8A Goritsa Str., Sofia 1618, Bulgaria
910 Chemax Pharma |8 A Goritsa Str., Sofia 1618, [* Thudc khéng vé trung: Vién nang cirng; bot pha dung dich udng; bét pha hén dich udng; thudc udng dang 16ng; thudc dung ngoai dang I6ng; Vién nén. EU-GMP |BG/GMP/20 | o o |Bulgarian Drug Agency, 12
LTd Bulgaria 19/150 § § Republic of Bulgaria
< -
< <
) @b
S -
BG-009 » Vetprom AD » 26 Otez Paisii Str., Radomir 2400, Bulgaria
1162  |Vetprom AD 26 Otez Paisii Str., Radomir [* Thuéc Vo tring: ] . EU-GMP |BG/GMP/20 Bulgarian Drug Agency 14
2400, Bulgaria. + Thudc san xuat vd trang: Thudc Idng thé tich nhd (dung dich tiém) 18/125 © -
(Céch viét khac: 26 Otez + Thuéc tiét tring cudi: Thudc 18ng thé tich nhé (dung dich tiém) s N
Paissij Str., 2400 Radomir, + Chirng nhan 16 N N
Bulgaria) * Thudc khéng vé tring: Thuéc ubng dang 1ng (siro, hdn dich), thudc ban rén (kem, m&, gel) 'o\. uo?
+ Chirng nhan 16 g g
*Poéng goi so cép, thir cap
* Kidm tra chit ivona
1352 |Vetprom AD, the (26 Otez Paisii Str., Radomir [* Thudc vo tring: EU-GMP [BG/GMP/20 | — |Bulgarian Drug Agency, 16
Vpharma site 2400, Bulgaria + Thudc san xuét vé trung: Dung dich thé tich nhé. 18/142 S S Republic of Bulgaria
(* Cach ghi khac: 26 Otez + Thudc tiét tring cudi: Dung dich thé tich nho. z E
Paisii Str., 2400 Radomir,  |* Thuéc khong vé tring: Thuéc udng dang 16ng; Thudc diing ngoai dang dung dich; Thubc ban ran (kem, gel, m&). < Al
Bulgaria) * Thudc sinh hoc: San phdm c6 ngudn gdc tir ngwdi hodc dong vat. ® I
BG-011 » Balkanpharma- Troyan AD » 1 Krayrechna Str., 5600 Troyan, Bulgaria
1163 |Balkanpharma- 1 Krayrechna Str., 5600 * Thuoc khéng vo trung: thuoc dung ngoai dang I6ng, thuoc uong dang Idng, thuoc ban ran. EU-GMP |BG/GMP/20 o o |Bulgarian Drug Agency 14
Troyan AD Troyan, Bulgaria 19/148 é §
< &
< )
S 1)
BR-001 » Novartis Biociencias S.A » AV Nossa Senhora da Assuncao, 736, Sao Paulo Sao Paulo, Brasil
575 Novartis AV Nossa Senhora da * Thudc vé trung: Dung dich thudc san xuat vo trang. WHO- |6UA0.H7TMY | ~ o |Brazilian Health 9
Biociencias S.A  |Assuncao, 736, Sao Paulo GMP |.OCCV.79El| S S |Regulatory Agency
Sao Paulo, Brasil AK3T.E3YW g g
.2RCS.KSo Z Z
U.HOI9.TNQ| < e
603 Novartis AV Nossa Senhora da * Thudc vé tring: dung dich thudc san xuét vo trang. WHO- [FT6S.NWTD Brazilian Health 10
Biociéncias S.A  |Assung&o, 736, S&o Paulo GMP |.MBMF.7HO | 2 & |Regulatory Agency
S&o Paulo, Brasil N.WDIX.OG g g
(Céch viét khac: AV. Nossa 76.CLNBM | & &
Senhora da Assuncéo, No. VRL.EYE2.4 : :
736, Butantd — CEP 05359- WOA : Q Q
001 S3o0 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 khong vé tring: Dung dich; dung dich khi dung; hén dich, siro. WHO- |EKTB.NSHC Brazilian Health 12
Ingelheim do Brasil |(BR116), Km 286, GMP  |.QJDP.WJ8 Regulatory Agency
Quimica E Itapecerica Da Serra Sao X A4G2T.LW
Pharrmaceutical ~ [Paulo, Brasil 84LJIPN.TB | g N
Ltda (* Cach ghi khac: RLOTONTX| & | &

+ Rod. Regis Bittencourt WJ 2 2

(BR116), Km 286,06888-700, o o

Itapecerica Da Serra Sao ® ©

Paulo, Brasil

+ Rodovia Regis Bittencourt,

Km 286, Itapecerica Da

Sorra S Dol CED NRAAY - - - - - -

912 Boehringer Rod. Regis Bittencourt * Thudc khéng vé trung: thude udng dang 1dng (dung dich, hén dich, siro); thudc xit mdii. EU-GMP |[DE_RP_01_ Co quan tham quyén 12
Ingelheim do Brasil |(BR116), Km 286, 06888- San pham cu thé: dung dich khi dung Berodual, Dexa Rhiospray GMP 2020 Duirc
Quimica e 700, ltapecerica Da Serra 0029
Farmaceutica Ltda |S20 Paulo, SP Brasil

(* Céach ghi khac: S i
+ Rod. Regis Bittencourt S S
(BR116), Km 286,06888-700, ¢ ¢
Itapecerica Da Serra Sao & &
Paulo, Brasil N N
+ Rodovia Regis Bittencourt,
Km 286, Itapecerica Da
Serra Sao Paulo, CEP 06888
00 Reocin
BY-001 » Minskintercaps U.V » Building 2, 26/3 Inzhenernaya Str., 220075 Minsk, Republic of Belarus
15 Minskintercaps U.V|Building 2, 26/3 * Thudc khong vé triing: Vién nang clrng, vién nang mém WHO- |023/2016/G o |B6Y téBelarus 2
Inzhenernaya Str., 220075 GMP MP S
Minsk, Republic of Belarus 2
(=}
o
N
BY-002 » Belmedpreparaty Republican Unitary production Enterprise » Workshop No. 2: 30 Fabritsius St., Minsk, Republic of Belarus

95 Belmedpreparaty |Workshop No. 2: 30 Thudc vo trung: dung dich thudc tiém thé tich nhé; dung dich thudc tiém truyén thé tich nhé; thubc bot dong khé pha dung dich tiém/ dung dich tiém truyén. | Belarus- [057/2017/G Ministry of Health of the 6
Republican Unitary |Fabritsius St., Minsk, GMP |MP Republic of Belarus
production Republic of Belarus
Enterprise (Céch ghi khac: 30 Fabritsius
(Céch ghi khac: St., Minsk, 220007, Republic ~ °

- y of Belarus - I
Re‘;“b't'_ca” UNitary | osc: 220007 Minsk, 30, S| &
Erot uction Fabritsius Street, Belarus) o o

nterprise o o
“Belmedpreparaty” - -
Tén viét tat:
Belmedpreparaty
RUE)

96 Belmedpreparaty |Workshop No.2: 30 Thudc v6 trung chiva cht kim té bao: ] ‘ ] Belarus - (077/2018/G Ministry of Health of the 6
Republican Unitary |Fabritsius St., Minsk, + Thubc s@n xuét vé tring: dung dich thudc tiém thé tich nhd, dung dich thudc tiém truyén thé tich nhd; thudc bot dong khd pha tiém. GMP MP Republic of Belarus
production Republic of Belarus
Enterprise (Céach ghi khac: 30 Fabritsius
(Céch ghi khac: St., Minsk, 220007, Republic ®

’ " |of Belarus = &
Rezub't'.ca” Unitary |y oc: 220007 Minsk, 30, S | ]
production Fabritsius Street, Belarus) S S
Enterprise e e
“Belmedpreparaty” © ©
Tén viét tat:

Belmedpreparaty
RUE)

584 Republican Unitary [Workshop No. 18: Republic [Thudc vé triing chira khang sinh nhém cephalosporin va carbapenem: thuéc bét pha dung dich tiém/ tiém truyén. Belarus- |123/2019/G Ministry of Health of the 9
production of Belarus, Grodro Region, GMP |MP o ~ |Republic of Belarus
Enterprise“Belmed [Lida, 19, 19/8 Kachan Str.; S a
preparaty” Minsk 7 Betonny proezd, 3/6 N N
(Ten viét tat: Fabritsius Lane 'o\. 'o\.

Belmedpreparaty (Céch ghi khac: Workshop p> P>y
18: 19/8 Kachan Str.; Lida,
RUE) Grodnn reqion Renuhlic of
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 13 /202 23-06-2022
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585 Republican Unitary |30 Fabritsius St., Minsk, * Thuoc vé trung: ] i ) i i EU-GMP (030/2019/R National Agency for 9
Enterprise - 220007, Republic of + Thubc san xuét vé tring: thubc déng khé (chira chét doc té bao, chét kim té bao); dung dich thé tich nho. o) Medicines and Medical
"Belmedpreparaty" [Belarus Devices (NAMMD),
Workshop 2 (Qach ghi khac:l 2?0007 Romania
(Cach ghi khac: Iém?sk, 30, Fabritsius Street, > ~
Republican Unitary elarus) § §
production ~ &
Enterprise 2 1
“Belmedpreparaty” © ™
Tén viét tat:
Belmedpreparaty
RUE)
BY-003 » Belarusian-Dutch Joint Venture "Pharmland” Limited Liability Company » 124-3, Leninskaya Street, Nesvizh, Minsk Region, 222603, Republic of Belarus
1240 |Belarusian-Dutch |124, Leninskaya Street, * Thudc san xuat vé trung: Dung dich tiém truyén (dung dich thé tich nhd, dung dich thé tich Ién). Belarus - [147/2020/G o « |[B6Y t& nudc cong hoa 15
Joint Venture Room 3, 222603 Nesvizh, GMP  |MP S S [Belarus
"Pharmland” Minsk Region, Republic of g g
. - Bel o )
Limited Liability elarus ~ ~
Company o o
BY-006 » Lekpharm Joint Limited Liability Company » 2a, Minskaya St., 301, Logoysk, 223141, Minsk Region Republic of Belarus
1575  |Lekpharm Joint 2a, 2a/4, Minskaya St., * Thudc tiém déng trong ampoules: Dung dich tiém, dung dich dam déac d& pha dung dich tiém truyén, dung dich tiém tinh mach va (ho&c) tiém bap, dung Belarus- |101/2018/G Ministry of Health of the 18
Limited Liability Logoysk, 223141, Minsk dich tiém tly song GMP  |MP Republic of Belarus
Company. Region Republic of Belarus. x S
(* Céch ghi khac: (Dia chi san xuét: 223141, IS IS
Joint Limited Minsk Region, Logoysk, T pa
Liability Company Minskaya Str., 2a/4; & &
"Lekoharm" Dia chi kho: 223141, Minsk N N
ekpharm") Region, Logoysk, Minskaya
Sir 22)
CA-001 » Patheon Inc » 2100 Syntex Court, Mississauga, Ontario, Canada, L5N 7K9
80 Patheon Inc 2100 Syntex Court, * San xuét san pham: Canada- |71151 o o |Health Products and 5
Mississauga, Ontario, + Vién nang Lenvima (Lenvatinib 4mg) GMP = S |Food Branch
Canada, L5N 7K9 +Vién nang Lenvima (Lenvatinib 10mg) (twong o Y |inspectorate (HPFBI),
dwong EU- NS 2 |canada
GMP) ° °
97 Patheon Inc 2100 Syntex Court, * Thubc khong vé triing (chira cac chat phai kiém soat hodc cé hoat tinh cao): Vién nang; thudc bdt; dung dich; hén dich; vién nén; vién nén bao phim. Canada- |74442 o «— |Health Products and 6
Mississauga, Ontario, GMP g S |Food Branch
Canada, L5N 7K9 (twong E E Inspectorate (HPFBI),
dwong EU- g g Canada
GMP) o o
1907 |Patheon Inc 2100 Syntex Court, * Thudc khong vé tring: Vién nang; thudc bot; vién nén; vién nén bao phim. Canada- |77648 - « |Health Products and 22
Mississauga, Ontario, GMP S S |Food Branch
Canada, L5N 7K9 (twong Ry 2 |inspectorate (HPFBI),
dwong EU- 2 2 |canada
GMP) ° °
CA-002 » Patheon Inc » 111 Consumers Drive, Whitby, Ontario, Canada L1N 5Z5
98 Patheon Inc 111 Consumers Drive, * Thuéc khéng vé tring: Vién nang clrng; Vién nén, vién nén bao phim; Hén dich; Dung dich; Thudc bot. Canada- |72065 Health Products 6
Whitby, Ontario (ho&c ON), GMP @ & |Compliance Directorate,
Canada L1N 5Z5. (twong b & [Canada
(* Céach ghi khac: Whitby dwong EU- < <
Operations, 111 Consumers GMP) g g
Drive, Whitby, ON, Canada ~ ~
L1N 575)
1164 Patheon Inc 111 Consumers Drive, * Thubc khéng vé tring: Vién nang cirng; Vién nén, vién nén bao phim; Hén dich; Dung dich; Thudc bot. Canada- |74091 Health Canada - 14
Whitby, ON, Canada L1N GMP o — |Regulatory Operations
525. (twong § § and Regions Branch,
g:a"h ghi khs‘?: 11\1Nh‘tb duong EU- & & |Canada (tén mai: Health
onsumers Drive, iy, GMP O' O' C da - R lat
ON L1N 525, Canada hodc ) @ | & [~anaca-Reguiaiory
) - ~  |Operations and
111 Consumers Drive,
\Ahithy Ontarin | AN 575 , _ ‘ Enforcement Branch)
1576 Patheon Inc 111 Consumers Drive, * Thudc khéng vé trung: Vién nang cirng; Vién nén, vién nén bao phim; Hon dich; Dung dich; Thudc bét. Canada- |76430 Regulatory Operations 18
Whitby, ON, Canada L1N GMP - «~ |and Enforcement Branch
525. o (twong § § (tén cii: Regulatory
E: Cach ghi lg@c: 1\;v1h'tb duong EU- & & |Operations and Regions
onsumers Drive, Whitby, GMP < S |Branch), Health Products
ON L1N 525, Canada hoac ) 8 & 1) Heall v
3 Compliance Directorate,
111 Consumers Drive,
\Abithy, QOptaria | AN E76 Canada
CA-003 » Omega Laboratories Ltd » 10850 Hamon Montreal, Quebec, Canada H3M 3A2
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 14 / 202 23-06-2022
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99 Omega 10850 Hamon Montreal, Thudc vo tring va thudc khéng vo trung: Dung dich thudc. Canada- (71801 o o [Health Products and 6
Laboratories Ltd |Quebec, Canada, H3M 3A2 GMP S § Food Branch
(twong & & |Inspectorate (HPFBI),
dwong EU- e o |canada
GMP) - -
1353 Omega 10850 Hamon Montreal, Dung dich thuéc: Dung dich tiém Otreotide Acetate Omega, tén tai Viét Nam: DBL Octreotide 0,1mg/ml (Octreotide duéi dang Octreotide Acetate 100 Canada- (76317 - ~ |Health Products 16
Laboratories Ltd  |Quebec, Canada, H3M 3A2. [mcg/ml) GMP § § Compliance Directorate,
(* Céch ghi khac: 10850 twon - - |Health Canada
Hamon Montreal, QC, du(cmg IgU- N N
Canada, H3M 3A2) GMP) & N
CA-004 » Pharmascience INC » 6111, Avenue Royalmount, Suite 100, Montreal, Quebec, Canada, H4P 2T4
701 Pharmascience 6111, Avenue Royalmount, |* Thudc khéng vé trung: vién nang; vién nén; thudc bot. Canada- |100241-A o — Health Products 11
INC Suite 100, Montreal, Quebec, GMP é % Compliance Directorate,
Canada, H4P 2T4 twon 5 L [Canada
dufo’ng IgU— ug-, KS-,
GMP) ° A
1577 Pharmascience 100-6111 Avenue Vién nén PMS-IRBESARTAN (IRBESARTAN 75MG) Canada- (75613 o — |Regulatory Operations 18
INC Royalmount Montreal QC GMP S S |and Enforcement
H4P 2T4, Canada (cach ghi (twong E E Branch, Health Products
';320&61:1 'Toéalmbount Ave dwong EU- NI . |Compliance Directorate,
ontrea uebec
B GMP) A ~ |Canada
1578 Pharmascience 100-6111 Avenue Vién nén bao phim PMS-MONTELUKAST FC (MONTELUKAST (MONTELUKAST SODIUM) 10 MG) Canada- (75619 o — Regulatory Operations 18
INC Royalmount Montreal QC GMP S S |and Enforcement
H4P 2T4, Canada (cach ghi (twong : : Branch, Health Products
';230&61:1 Rloéalmboum Ave duong EU- > % |Compliance Directorate,
ontreal, Quebec
ontrea’, GMP) - ~ |Canada
1579 |Pharmascience 100-6111 Avenue Vién nén nhai PMS-MONTELUKAST (MONTELUKAST (MONTELUKAST SODIUM) 4 MG) Canada- |75617 o — |Regulatory Operations 18
INC Royalmount Montreal QC GMP S S |and Enforcement
H4P 2T4, Canada (cach ghi (twong m m Branch, Health Products
I;Bgc'i/lmr RIOéalmbounl Ave duwong EU- > % |Compliance Directorate,
ontreal, Quebec
; GMP) A ~ |[Canada
1580 |Pharmascience  |100-6111 Avenue Vién nén (tablet for suspension) PMS-DEFERASIROX (DEFERASIROX 125 MG) Canada- |76200 - ~ |Regulatory Operations 18
INC Royalmount Montreal QC GMP S S |and Enforcement
H4P 2T4, Canada (cach ghi (twong E E Branch, Health Products
I;BZCM61:1 ﬁoéalmboum Ave duong EU- 3 S |Compliance Directorate,
ontrea uebec
: GMP) N N [Canada
1581 Pharmascience 100-6111 Avenue Vién nang PMS-PREGABALIN (PREGABALIN 75 MG) Canada- (75620 o — |Regulatory Operations 18
INC Royalmount Montreal QC ) GMP § § and Enforcement
H4P 2T4, Canada (cach ghi (twong & & |Branch, Health Products
';330&61:1 'Toéalmbount Ave dwong EU- s % |compliance Directorate,
ontrea uebec
q GMP) - ~ |Canada
1582 |Pharmascience 100-6111 Avenue Vién nén PMS-ENTECAVIR (ENTECAVIR 0.5 MG) Canada- |77259 - o |Regulatory Operations 18
INC Royalmount Montreal QC GMP S S |and Enforcement
H4P 2T4, Canada (cach ghi (twong S S Branch, Health Products
';B?Jcliﬂilzrlzoéﬂrenboeucm Ave duwong EU- S S Compliance Directorate,
ontrea’, GMP) - ~ |Canada
1583  |Pharmascience 100-6111 Avenue Vién nén PMS-URSODIOL C (URSODIOL 500 MG) Canada- (75623 o — |Regulatory Operations 18
INC Royalmount Montreal QC GMP S S |and Enforcement
H4P 2T4, Canada (cach ghi (twong m m Branch, Health Products
I;Bgc'i/lmr RIOéalmbounl Ave duwong EU- > o |Compliance Directorate,
ontreal, Quebec
; GMP) A ~ |[Canada
1584 Pharmascience 100-6111 Avenue Vién nén bao phim PMS-ROSUVASTATIN (ROSUVASTATIN (ROSUVASTATIN CALCIUM) 5 MG) Canada- (77269 - « |Regulatory Operations 18
INC Royalmount Montreal QC GMP S S |and Enforcement
H4E 2T4, Canada (cach ghi (twong E E Branch, Health Products
I;B?JCM?;:q :r1e ;ogaulgnbc;ucnt Ave duong EU- s 2  |Compliance Directorate,
3 GMP) - ~ |Canada
1585 |Pharmascience  |100-6111 Avenue Vién nén nhai PMS-MONTELUKAST (MONTELUKAST (MONTELUKAST SODIUM) 5 MG) Canada- |75618 o — [Regulatory Operations 18
INC Royalmount Montreal QC GMP S S |and Enforcement
H4P 2T4, Canada (cach ghi (twong E E Branch, Health Products
';320&61:1 Toéalmboum Ave dwong EU- s % |compliance Directorate,
ontrea uebec
B GMP) - ~ |[Canada
1787  |Pharmascience 100-6111 Avenue * San xuét: Canada- |77270 — o |Health Products 20
INC Royalmount Montreal QC + Vién nén PMS-Rosuvastatin (tén tai Viét Nam: Vién nén bao phim PMS-Rosuvastatin) (Rosuvastatin (Rosuvastatin calcium) 10 mg); GMP S S Compliance Directorate,
H4P 2T4, Canada (cach ghi (twong 3 | & |canada
khac: 6111 Royalmount Ave dwong EU- < <
100 Montreal, Quebec GMP) - -
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1788 Pharmascience 100-6111 Avenue * San xuat: Canada- |77271 — « |Health Products 20
INC Royalmount Montreal QC + Vién nén PMS-Rosuvastatin (tén tai Viét Nam: Vién nén bao phim PMS-Rosuvastatin) (Rosuvastatin (Rosuvastatin calcium) 20 mg); GMP S g Compliance Directorate,
H4P 2T4, Canada (cach ghi (twong > 3 |canada
khac: 6111 Royalmount Ave duong EU- < <
100 Montreal, Quebec GMP) = =
1908 |Pharmascience 100-6111 Avenue Vién nang; Vién nén, vién nén bao phim. Canada- |79372 ~ o |Regulatory Operations 22
INC Royalmount Montreal QC GMP § § and Enforcement
H4P 2T4, Canada (cach ghi (twong ey & |Branch, Health Products
khac: 6111 Royaimount Ave duong EU- z z Compliance Directorate,
100 Montreal, Quebec GMP) A ~ |Canada
CA-008 » Apotex Inc. » 150 Signet Drive, Toronto, Ontario, MOL 1T9, Canada
604  |Apotex Inc. 150 Signet Drive, Toronto,  [San xuét ban thanh phdm (khéng bao gdm céng doan déng goi): Canada- |74259 o « [Health Products 10
Ontario, ML 1T9, Canada |+ San pham: Vién nén giai phéng cham Esmacid (Esomeprazol duéi dang (Esomeprazole magnesium) 40mg). GMP g S Compliance Directorate,
(co s& san xuat) (twong E E Health Canada
dwong EU- g g
GMP) -~ -~
CA-009 » Apotex Inc. » 4100 Weston road, Toronto, Ontario, ML 2Y6, Canada
605 Apotex Inc. 4100 Weston road, Toronto, |Thuc hién cong doan déng goi: Canada- (74260 o — |Health Products 10
Ontario, MOL 2Y6, Canada |+ San pham: Vién nén giai phéng cham Esmacid (Esomeprazol dwoi dang (Esomeprazole magnesium) 40mg). GMP § § Compliance Directorate,
(co s& dong goi) (twong & & |Health Canada
duwong EU- g g
GMP) -~ -~
CA-011 » Pharmascience Inc. » 100 Boul de L'Industrie, Candiac QC J5R 1J1, Canada
1586 |Pharmascience 100 Boul de L'Industrie, * San xut: Canada- (76198 - o |Health Products 18
Inc. Candiac QC J5R 1J1, Vién nén PMS-Erlotinib (Erlotinib (Erlotinib Hydrochloride) 100 mg) GMP 8 8 Compliance Directorate,
Canada (déng géi tai Pharmascience Inc, 6111 Royalmount Ave 100, Montreal, Quebec, Canada, H4P 2T4) (twong E E Canada
dwong EU- 3 i
GMP) N N
1678 Pharmascience 100 Boul de L'Industrie, * San xuat: Canada- |76199 — « |Health Products 19
Inc. Candiac QC J5R 1J1, Vién nén PMS-Erlotinib (Erlotinib (Erlotinib Hydrochloride) 150 mg) GMP S g Compliance Directorate,
Canada (dong géi tai Pharmascience Inc, 6111 Royalmount Ave 100, Montreal, Quebec, Canada, H4P 2T4) (twong “1‘ “1‘ Canada
dwong EU- I I
GMP) N N
1909 Pharmascience 100 Boul de L'Industrie, Vién nang ctrng; Vién nén, vién nén bao; Bot pha dung dich (thudc vé trung); Dung dich (thudc vé tring). Canada- |79373 ~ ) Health Products 22
Inc. Candiac QC J5R 1J1, GMP § § Compliance Directorate,
Canada (twong & & [Canada
duwong EU- z z
GMP) -~ -~
CH-001 » B.Braun Medical AG » Route de Sorge 9, 1023 Crissier, Switzerland
100 B.Braun Medical [Route de Sorge 9, 1023 Thudc v6 trung tiét tring cudi: dung dich thé tich Ién, dung dich thé tich nhé. Tuwong [19-1395 ) N Swiss Agency for 6
AG Crissier, Switzerland dwong EU- § S  [Therapeutic Products
GMP - g& (Swissmedic)
o ©
CH-002 » Novartis Pharma Stein AG » Schaffhauserstrasse, 4332 Stein, Switzerland
101 Novartis Pharma  [Novartis Pharma Stein AG [ Thudc v6 trung: Tuwong |GMP-CH- Swiss Agency for 6
Stein AG Technical Operations + Thudc sén xuét vo trang: thubc dong kho; dung dich thé tich nho. duong EU-[1000723 Therapeutic Products
Schweiz, Steint Sterile, + Thuéc tiét trung cudi: dung dich thé tich nhd. GMP (Swissmedic)
Schaffhauserstrasse, 4332  |* San pham sinh hoc: San pham mién dich; san phdm céng nghé sinh hoc; san pham san xuét tir cong nghé tai td hop, t& bao lai, khang thé don dong. o S
Stein, Switzerland * Pong goi so cip: bao gdm ca thubc ubng dang I6ng. IS <
(* Cach viét khac: *Pong goi thir cap. I N
Schaffhauserstrasse, 4332 |* Xuét Xudng. ; :
(hoac CH-4332) Stein, * San pham: - ©
Switzerland) + Bot va dung méi dé pha dung dich tiém Xolair 150 mg (Omalizumab 150mg/Io);
+ Bot pha dung dich tiém Fraizeron (Secukinumab 150 mg).
+ RAt nha tidm Simulect (Rasilivimah 20ma) _ _ _
102 Novartis Pharma  |Novartis Pharma Stein AG  |* Thudc khdng vé triing: vién nang cteng; vién nang cirng chira bét hit (bao gom ca chat c6 hoat tinh cao); vién nén; vién nén bao phim; hé dieu tri qua da. Twong |GMP-CH- Swiss Agency for 6
Stein AG Novartis Technical * Pong goi, xudt xudng: cac dang thudc trén, bao gdm ca vién nang mém. dwong EU-{1000722 Therapeutic Products
Operations Schweiz, Stein GMP 2 N |(Swissmedic)
Solids, Schaffhauserstrasse, S S
4332 Stein, Switzerland :\'1 ~
(* Cach viét khac: 5 5
Schaffhauserstrasse, 4332 ~ ©
(hoac CH-4332) Stein,
witzarland)
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1789  |Novartis Pharma  [Novartis Pharma Stein AG  |* Thuoc v6 trung: i Tuwong |GMP-CH- Swiss Agency for 20
Stein AG Technical Operations + Thu@c san xuat vo Erﬂng: thudc dﬁpg kho; dung dich thé tich nhd. duong EU-|1002561 Therapeutic Products
Schweiz, Steint Sterile, + Thuoc tiét tring cudi: dung dich thé tich nho. GMP b S |(Swissmedic)
Schaffhauserstrasse, 4332  |* San pham sinh hoc: San pham mién dich; san phdm céng nghé sinh hoc; san phdm san xuét tir cong nghé tai td hop, t& bao lai, khang thé don dong. IS4 IS4
Stein, Switzerland *Pong goi thir cap. =) ro)
(* Céch viét khac: * Xuét xwdng. ) g
Schaffhauserstrasse, 4332 o -
(ho&c CH-4332) Stein,
Switzerland) , _ , _
1790 |Novartis Pharma |Novartis Pharma Stein AG  |* Thudc khdng v triing: vién nang cteng; vién nang cirng chira bot hit (bao gom ca chat c6 hoat tinh cao); vién nén; vién nén bao phim; hé diéu tri qua da. Twong |GMP-CH- Swiss Agency for 20
Stein AG Novartis Technical * Péng goi, xuat xuwdng: cac dang thudc trén, bao gém ca vién nang mém. dwong EU-{1002597 Therapeutic Products
Operations Schweiz, Stein GMP b S |(swissmedic)
Solids, Schaffhauserstrasse, I IS
4332 Stein, Switzerland =) &
(* Cach viét khac: N3 2
Schaffhauserstrasse, 4332 ~ ~
(hoac CH-4332) Stein,
witzerland)
CH-003 » Swiss Caps AG » Husenstrasse 35, 9533 Kirchberg SG, Switzerland
1354  |Swiss Caps AG Husenstrasse 35, 9533 * Thudc khong vé tring: Vién nang mém (bao gébm thudc chira dwoc chat nhay cdm hodc c6 hoat tinh cao nhu hormon, ester ctia acid béo, dan chét clia PIC/S- |20-0671 Swiss Agency for 16
Kirchberg SG, Switzerland  [Vitamin D va Retinoic) GMP o «~ |Therapeutic Products
Céch viét khac: ] N |(swissmedic)
Husenstrasse 35, Kirchberg N N
9533, Switzerland <] 8
Hoac: g ﬁ
Husenstrasse 35, Kirchberg
CH-9533 Switzerland , _ _ _ _ _ ,
1840 |Swiss Caps AG Husenstrasse 35, 9533 * Thudc khéng vé trung: Vién nang mém (bao gom thudc chira dwge chat nhay cam hodc ¢é hoat tinh cao nhw hormon, ester cua acid béo, dan chat cia PIC/S- (21-0301 Swiss Agency for 21
Kirchber'g SG, Switzerland  |Vitamin D va Retinoic) GMP - < |Therapeutic Products
Cach viet khac: S S |(swissmedic)
Husenstrasse 35, Kirchberg N N
9533, Switzerland pa 8
Hoac: g' "\l
Husenstrasse 35, Kirchberg
CH-0833 Switzerland
CH-004 » Ferring International Center SA » Chemin de la Vergognausaz 50, 1162 St-Prex, Switzerland
460 Ferring Chemin de la Vergognausaz [* Thudc khong vé tring: thude dang ran (vién nén, thudc com (granules), thudc dat). Tuwong [19-1017 o — |Swiss Agency for 9
International 50 (hogc Chemin de la *Bong goi thir cp. duong EU-|GMPEHV- § § Therapeutic Products
Center S.A Vergognausaz), 1162 (hoac GMP  |CH-1001161| o |(Swissmedic)
CH-1162), St-Prex (hodc Q -
Saint-Prex), Switzerland ﬁ =
1791 Ferring Chemin de la Vergognausaz |* Thuéc v6 triing: chirng nhan 16 (batch certification (technical release)) ) ‘ Swiss |GMP-CH- - < |Swiss Agency for 20
International 50 (hoac Chemin de la * Thudc khdng vo trung: thuoc dang ran (thuoc com (granules, bao gom ca com phéng thich cham - retard granules); vién nén (bao gom ca vién nén giai GMP 1002448 o & |Therapeutic Products
Center S.A Vergognausaz), 1162 (hodc [phéng kéo dai - prolonged release tablet); thuéc dat. (Twong q N |(swissmedic)
CH-1162), St-Prex (hodc + chirng nhan Iq (batch c’ertification (technical release)) dwong EU- 8 8'
Saint-Prex), Switzerland * DQng goi so cap, tht cap. . GMP) § 5
> Kiém tra chat rong: Vi sinh (thudc khéng vo tring): hoa/lv
CH-005 » Allpack Group AG » Pfeffingerstrasse 45, 4153 Reinach BL, Switzerland
1460 Allpack Group AG |Pfeffingerstrasse 45,4153  |* Bong géi so cap, thir cap. Tuwong ([19-1372 o o [Swiss Agency for 17
Reinach BL, Switzerland dwong EU- § § Therapeutic Products
GMP - 'SI (Swissmedic)
aE
CH-006 » F. Hoffmann-La Roche AG » Kaiseraugst - Herstellung, Verpackung und Prufung von Arzneimitteln, Wurmisweg, 4303, Kaiseraugst, Switzerland
587 F. Hoffmann-La Kaiseraugst - Herstellung,  [* Thuéc v6 tring: ] i . i Twong |GMP-CH- Swiss Agency for 9
Roche AG Verpackung und Prufung von| + Thudc san xuét vé trung: Thubc déng khd; dung dich thudc tiém thé tich nho; san phdm:thubc bot Rocephin. dwong EU-[1000096 & « |Therapeutic Products
(Céch viét khac: F. [Arzneimitteln, Wurmisweg, + Thubc tiét tring cuéi;dung dich thuéc tiém thé tich nho. GMP b N |(swissmedic)
Hoffmann-La 43q3, Kaiseraugst, . ThL:OC S|)nh h?r-z sa? phAam‘cong nqhe §|nh hoc. 3 g
Roche Ltd.,) Swltzerlind ) ) Xu'at xu’z?_ng !0, Ehuoc vo trung, thudc sinh hoc =3 =3
(Céch viet khac: Wurmisweg, | * Béng goi thir cap = =)
4303 (hoac CH-4303), * Dwoc chét: 1% Benzylalcohol, Bevacizumab, G-CSF Solution in Sorbitol, Peginteferon-Alfa-2A, Trastuzumab, Rituximab, Atezolizumab, Mono-Pegylated
Kaiserauast Switzerland) Enoetin Beta Ennetin Reta Pen-GCSFE-Solution in Sorhit_Interferon-Alfa-2A Trastuzumah-Emtansine Ceftriaxon Polatiizumah
1587 |F. Hoffmann-La Kaiseraugst - Herstellung,  [* San xuat thuc vé trung: Tuwong |GMP-CH- Swiss Agency for 18
Roche AG Verpackung und Prufung von| + Thudc san xuét vo tring: Thudc déng khd; dung dich thudc tiém thé tich nho, an phdm:thuéc bot Rocephin. duong EU-[1001589 Therapeutic Products
(* Cach viét khac: [Arzneimitteln, Wurmisweg, + Thuac tiét trung cudi: dung dich thudc tiém thé tich nh. GMP I & |(swissmedic)
F. Hoffmann-La 4303, Kaiseraugst, * San xue}t thu{)c khong vé trang: \{ién nang crng; vién nén. I I
Roche Ltd.,) Switzerlanfj * Sér: xuat thudc sinl} hoc: san phénl cong nghé sinh hoc. . :' :'
’ (* Céch viét khac: * Xuat xwéng Ic’):’ thuoc vé tring, thuoe khong vo gn‘mg, thudc sinh hoc. <+ &
Wurmisweg, 4303 (hodc CH- |* Béng géi so' cap: vién nang cirng; vién nang mém; vién nén. N o
4303), Kaiseraugst, * Péng goi thir cap
yitzerland) > Kidm tra chAt lpong
CH-007 » Cilag AG » Hochstrasse 201, 8200 Schaffhausen, Switzerland
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702 Cilag AG Hochstrasse 201, 8200 * Thuoc vé trung: ] Tuwong |GMP-CH- Swiss Agency for 1
Schaffhausen, Switzerland + Thubc san xuét vé tring: thuéc déng khd; dung dich thé tich nho duong EU-|1000993 Therapeutic Products
Cach viét khac: Hochstrasse |+ Xuét xwéng 16 GMP (Swissmedic)
201, CH-8200 Schaffhausen, [* Thuéc khdng vé trung:
Switzerland + Vién nang clrng, vién nén, vién nén bao phim. o ~
+ Xuét xudng 16. = S
* Ché pham sinh hoc: san xuét va xut xwéng. 3 q
*Bong goi: Q ::.
+BDong goi so cap: vién nang clrng, vién nén 3 X
+Dong goi thiv cap
* Kiém tra chat lwong:
+ Vi sinh (v6 trung va khong vo trung)
+ Hoa lyivat Iy;
Sl
CH-008 » Rivopharm SA » Centro Insema, 6928 Manno, Switzerland
420 Rivopharm SA Centro Insema, 6928 Manno, [ Thudc bao ché dang ran: Vién nén, vién nén bao phim, vién nang cirng Tuwong |19-1010 o o~ |Swiss Agency for 8
Switzerland duong EU- é § Therapeutic Products
GMP N & |(Swissmedic)
) =]
N O
~ -
CH-009 » CSL Behring AG » Wankdorfstrasse 10, 3014 Bern, Switzerland
586 CSL Behring AG  |Wankdorfstrasse 10, 3014 [* Thubc votring ] i . Twong |GMP-CH- ) — |Swiss Agency for 9
Bern, Switzerland + Thudc san xuét vo tring: dung dich thudc tiém thé tich Ion; dung dich thudc tiém thé tich nho. dwong EU-[1000133 S S Therapeutic Products
* Thuéc sinh hoc: ché pham tir mau; san pham mién dich. GMP 3 L{(\-; (Swissmedic)
S =]
< <
] S
1355 |CSL Behring AG  |Wankdorfstrasse 10, 3014 |* Thué’c Vo triing ] ] K Tuwong |[GMP-CH- o o [Swiss Agency for 16
Bern, Switzerland + Thudc san xuét vo tring: dung dich thudc tiém thé tich Ion; dung dich thudc tiém thé tich nho. dwong EU-[1001268 S S Therapeutic Products
*Thubc sinh hoc: ché pham tir mau; san phdm mién dich. GMP g E (Swissmedic)
o =3
- ey
CH-010 » Zambon Switzerland Ltd » Via Industria 13, 6814 Cadempino, Switzerland
261 Zambon Via Industria 13, 6814 * Thudc san xuét v tring chira khang sinh nhém carbapenem: Thudc bét pha dung dich tiém/ truyén; Tuwong |GMP-CH- - o |Swiss Agency for 7
Switzerland Ltd Cadempino, Switzerland * Thubc khong vé tring: Vién nén; thudc bot, thude cdm. duong EU-[1001758 § § Therapeutic Products
GMP S‘ & [(Swissmedic)
- o
- =]
CH-011 » Maropack AG » Industriestrasse Briseck 4, 6144 Zell LU, Switzerland
703 Maropack AG Industriestrasse Briseck 4,  [* Thudc khéng vé trung: Thudc duing ngoai dang 16ng; thubc udng dang 16ng; thuéc ban ran. Twong |GMP-CH- Swiss Agency for 11
6144 Zell LU (hodc: CH-6144[* Thgéc vi luong qéng can. dwong EU-[1001150 I & |Therapeutic Products
Zell), Switzerland * Xuat xwdng: thuoe khong vo tring. GMP < Q  |(Swissmedic)
*Doéng goi: o &
+Dong goi so cap: Thube duing ngoai dang 1éng; thuéc udng dang 16ng; thuéc ban ran. :\? )
+Dong goi thiy cap. - ©
* Kidm tra chAt livong
CH-012 » Vifor SA » Route de Moncor 10, 1752 Villars-sur-Glane, Switzerland
1241 |Vifor SA Route de Moncor 10, 1752 |* Thudc khéng vé tring: o ) ) o ) Tuwong |GMPE-CH- Swiss Agency for 15
Villars-sur-Glane, + Vién nang ctrng; thubc duing ngoai dang 16ng; thuéc udng dang 18ng (dung dich, hén dich, siro, thudc nudc nhd giot); thube bot; thude cém; thude ban duwong EU-[1001198 Therapeutic Products
Switzerland rén; vién nén. GMP g S |(swissmedic)
+ Xuét xudng 16. < <
* Thubc duoc lidu. ~ @
.ok ) o
Doéng goi: ) ) by <
+ Doéng goi so’ cap: cac dang thude khdng vé tring néu trén. o @
+Dong goi ther cap.
> Kidm tra chAt livonn
CH-013 » Vifor (International) Inc » Rechenstrasse 37, 9014 St. Gallen, Switzerland
1165  |Vifor (International) |Rechenstrasse 37, 9014 St. |Xuat xwéng thuoc khéng v6 tring. EU-GMP (GMPEHV- o < [Swiss Agency for 14
Inc Gallen, Switzerland CH-1000727 § § Therapeutic Products
z\'j < |(Swissmedic)
< o)
« -
CH-014 » UCB Farchim SA » Z.I. de Planchy, Chemin de Croix-Blanche 10, 1630 Bulle, Switzerland
1679 |UCB Farchim SA [Z.I. de Planchy, Chemin de [* Thuéc khéng vé trung: vién nén, vién nén bao phim. PIC/S- |GMPE-CH- Swiss Agency for 19
Croix-Blanche 10, Bulle, * Xuét xwdng: Thubc khong vé trung; Thudc sinh hoc. GMP va |1001830 Therapeutic Products
1630, Switzerland *bong goi: ) EU-GMP b & |(swissmedic)
(cach ghi khac: Chemin de + Dong goi so' cap: vién nén, vién nén bao phim. I I
Croix Blanche 10, Z.I. de +Dong goi thiy cap. N N
Planchy, CH-1630 Bulle,  |* Kidm tra chét lvong: e 3
Switzerland) + Vi sinh: Khéng vo tring. o N
+ Hoa hoc/Vat ly.
+ Sinh hoc
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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 xuét thudc khong bao gém cac ché phdm mau khong bén: PICS-GMP|GMP-CH- Swiss Agency for 12
Industrielle de I' Ouriettaz, * Thubc v6 tring: va EU- |1001095 Therapeutic Products
1170 Aubonne, Switzerland + Thubc san xuét vo trung: Thube dong kho; Dung dich thé tich nhd. GMP (Swissmedic)
(* Cach ghi khac: Aubonne + Thudc tiét tring cudi: Dung dich thé tich nho.
branch, Zone Industrielle de + Xuét xudng 6. o ~
I' Ouriettaz, 1170 Aubonne, |* Thudc sinh hoc: S S
Switzerland / Zone + Thubc cong nghé sinh hoc. E o
Industrielle de I' Ouriettaz, + Xuét xwdng 16 thudc cong nghé sinh hoc. (=] :.
1170 Aubonne, Switzerland / |* Déng géi thi cap. = =
Zone Industrielle de I' * Kiém tra chat lwong:
Ouriettaz, CH-1170 + Visinh: V6 trung.
Aubonne, Switzerland) + Vi sinh: Khéng vo tring.
+ Hoéa hoc/Vat ly.
Sl
CH-016 » InfoRLife SA » Casai 7748 Campascio, Switzerland
502 InfoRLife SA Casai 7748 Campascio, * Thuoc vé trung: Tuwong (19-0177 ) — [Swiss Agency for 9
Switzerland + Thudc sa&n xuét vé trang: dung dich thé tich nhé; dung dich thé tich lon. duwong EU- ) S Therapeutic Products
+ Thuéc tiét triing cudi: dung dich thé tich nhd; dung dich thé tich I6n GMP Q 2 |(swissmedic)
=] -~
N %
- S
1841 InfoRLife SA Casai, 7748 Campascio, * Thuoc v6 trung: Tuwong |GMP-CH- o o |Swiss Agency for 21
Switzerland + Thubc san xuét vé tring: Dung dich thé tich nhd; dung dich thé tich 1én. duong EU-|1001367 S & |Therapeutic Products
+ Thudc tiét tring cudi: Dung dich thé tich nhd; dung dich thé tich lon. GMP q N |(Swissmedic)
* Xuét xwdng thudc vo tring (Technical release). co? 8
*Pong goi thir cap. ~ @
* Kiém tra chAt lygng: Vi sinh (VA triing khang vo triing): Héa hoac [ VAt IV
CH-018 » F. Hoffmann-La Roche AG (hoac 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  [* Thuéc khéng vé tring: vién nén; vién nén bao phim; thudc bét. Tuwong |GMP-CH- Swiss Agency for 12
Roche AG Basel Grenzacherstrasse, * Xuét xwdng: Thudc khong vé trung. dwong EU-[1000099 = & |Therapeutic Products
(cach ghi khac: F. |Herstellung Wirkstoffe und  |* Déng géi sor cép: thudc bot. GMP S S  |(swissmedic),
Hoffmann-La Arzneimittel, * Kiém tra chat lwong. E;" S |Switzerland
Grenzacherstrasse 124, . N
Roche Ltd. ’ 0 ~
) 4070 (hodc CH-4074) Basel, i -
Switzerland _ _
1588 |F. Hoffmann-La F. Hoffmann-La Roche AG  [* Thudc khéng vé trung: vién nén; vién nén bao phim; thudc bot. Twong |GMP-CH- Swiss Agency for 18
Roche AG Basel Grenzacherstrasse, * Xuét xwdng: Thudc khdng vé tring. dwong EU-[1001692 IS & [Therapeutic Products
(* Céch ghi khac: |Herstellung Wirkstoffe und  |* Déng géi so cép: thudc bot. GMP S S  |(swissmedic),
E. Hoffmann-La Arzneimittel, * Kiém tra chét lwong: Vi sinh (khdng vé tring); Hoa hoc/ Vat ly. & ,5' Switzerland
Grenzacherstrasse 124, o v
Roche Ltd. ’ ) -
) 4070 (hoac CH-4070) Basel, - ©
Switzerland
CH-020 » GSK Consumer Health SA » Route de I'Etraz, 1260 Nyon, Switzerland
704 GSK Consumer Route de I'Etraz 2, 1260 * Thudc khéng vé triing: Thudc dung ngoai dang I6ng; Thudc diing trong dang 16ng; Thudc dang ban ran. Twong |GMPEHV- o o |Swiss Agency for 11
Healthcare SA Nyon, Switzerland dwong EU-|CH-1001066 % % Therapeutic Products
(Cach viét khac: Route de GMP O & |(Swissmedic)
I'Etraz, 1260 Nyon, Q Q
Switzerland) 8 A
CH-021 » IBSA Institut Biochemique SA. » Via Cantonale - zona Serta, 6814 Lamone, Switzerland
606 IBSA Institut Via Cantonale - Zona Serta, [* Thudc vé tring: Tuwong |18-2487 © — |Swiss Agency for 10
Biochemique SA  |Lamone, 6814, Switzerland + Thubc san xuét vé trung: Thudc dong khd; Dung dich thé tich nho. dwong EU- S S Therapeutic Products
* Thuéc sinh hoc: Thude cong nghé sinh hoc; thuéc tach chiét tir ngudi hodc dong vat. GMP Q S (Swissmedic)
.
1680 |IBSA Institut Via Cantonale - Zona Serta, [* Thudc vé tring: Tuwong |GMP-CH- Swiss Agency for 19
Biochimique SA 6814 Lamone, Switzerland + Thubc sén xuét vo tring: Thubce déng kho; Dung dich thé tich nho. duong EU-[1001974 - « |Therapeutic Products
(Céch ghi cii: IBSA + Xuat xudng 16. GMP S S |(Swissmedic)
Institut * Thuoe sinh hoc: q q
Biochemique SA) + Thudc cong nghé sinh hoc; thude tach chiét tir ngudi hodc dong vat. 8 8.
+ Xuét xwdng 16: Thudc cong nghé sinh hoc; thudc tach chiét tir nguwdi hoac dong vat. a N
*Pong goi thir cép.
* Kidm tra chat lipona: Vi sinh: VA triing: Vi sinh: Khana va triing
CH-022 » IBSA Institut Biochemique SA. » Via al Ponte 13, 6903 Lugano, Switzerland
607 IBSA Institut Via al Ponte 13, Lugano, * Thubc vo tring: Tuwong |18-2289 Swiss Agency for 10
Biochemique SA  |6903, Switzerland + Thubc s@n xuét vo tring: Dung dich thé tich nhé. dwong EU- ® & |Therapeutic Products
+ Thubc tiét tring cuéi: Dung dich thé tich nho. GMP & & |(Swissmedic)
+ Xuét xwdng 16. - ~
* Thudc khong vé tring: Xuat xuwéng 16. iy S
* Thube sinh hoc: Thudc tach chiét tir ngudi hodc dong vat. - o
* XuAt xirdna 16- Thude sinh hoc: Thudc tach chiét tr nardi hoic dona vat
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1681 IBSA Institut Via al Ponte 13, 6903 * Thuoc v6 trung: Tuwong |GMP-CH- Swiss Agency for 19
Biochimique SA Lugano, Switzerland + Thuoc san xuat vo trung: Dung dich thé tich nhé. duong EU-|1001978 Therapeutic Products
(Céch ghi ci: IBSA + Thqﬁc tiét tring cudi: Dung dich thé tich nhé. GMP - o |(Swissmedic)
Institut *+ Xuatxuéng 16. S S
Biochemique SA) * Xu?t xtlfé'ng 16 thubc khéng vé trung. g S
* Thudc sinh hoc: =3 S
+ Thudc tach chiét tir nguodi hodc dong vat. N ©
+ Xuét xwdng 16: Thudc tach chiét tlr ngudi hodc dong vat.
*Pong goi thir cap.
* KiAm tra chAt lipna: Vi sinh: VA triing: Vi sinh: KhAna A triina: Héaa hoc/\/At - Sinh hae
CH-023 » IBSA Institut Biochemique SA. » Via del Piano, 6915 Pambio-Noranco, Switzerland
608 IBSA Institut Via del Piano, Pambio- * Thuéc khéng v tring: Vién nang ctng; vién nang mém; thubc udng dang 16ng; thubc dang ban rén; vién nén. Twong [18-2298 © — [Swiss Agency for 10
Biochemique SA  |Noranco, 6915, Switzerland [* Th}uéc sinh hoc: Thudc tach chiét tir nguwdi hodc dong vat. dwong EU- é § Therapeutic Products
* Kiém tra chat IL{qng. GMP X N [(Swissmedic)
*Pong goi thir cap. - 5
e |3
1682  |IBSA Institut Via del Piano, 6915 Pambio- [* Xut xuong 16 thubc vo tring. Tuong [GMP-CH- Swiss Agency for 19
Biochimique SA  [Noranco, Switzerland * Thudc khong vo trung: ‘ o i . duwong EU-[1001973 Therapeutic Products
(Céch ghi cii: IBSA + Viép nang cupg; vién nang mém; thuoc udng dang 16ng; thudc dang ban ran; vién nén. GMP - o |(Swissmedic)
Institut + Xuat xudng 16. § §
: : * Thudc sinh hoc:
Biochemique SA 2 o A .
! ique SA) + Thuc téch chiét tir ngudi hodic dong vat. 8 S
+ Xuét xwéng 16: Thudc tach chiét tlr ngudi hodc dong vat.. o x
*Poéng goi so' cap: Vién nang cirng, vién nang mém; thudc ubng dang I6ng; thubc dang ban ran; vién nén.
*Pong goi thir cép.
* Wil tra chAt Luong: Laa hacA/at 1 Sinh b,
CH-024 » Max Zeller S6hne AG » Seeblickstrasse 4, 8590 Romanshorn, Switzerland
915 Max Zeller Séhne [Seeblickstrasse 4, * Thgéc khong v tring: Thudc udng dang 16ng; thudc dang ban ran; vién nén, vién nén bao phim. Tuwong |GMPE-CH- ° « |Swiss Agency for 12
AG Romanshorn, 8590, * Xuat xuéng thuoc khong vo trung. duwong EU-|1001447 q S |Therapeutic Products
Switzerland * Dong goi so cép: Thuéc dang ban rén; vién nén, vién nén bao phim. GMP g m (Swissmedic)
(* Céch ghi khac: *Pong géi thir cap. - )
Seeblickstrasse 4, 8590 * Kiém tra chat lwong: Héa hoc/Vat ly. @ S
Romanshorn, Switzerland)
CH-025 » Alpex Pharma SA » Via Cantonale, 6805 Mezzovico-Vira, Switzerland
609 Alpex Pharma SA |Via Cantonale, 6805 * Thuoc khong vo trang: Vién nén phan tan. Tuong |17-2448 © IS Swiss Agency for 10
Mezzovico-Vira, Switzerland dwong EU- IS S |Therapeutic Products
GMP S' & [(Swissmedic)
b ©
S o
1049  |Alpex Pharma SA |Via Cantonale, 6805 * Thuoc khong vo trang: Vién nén phan tan. Tuwong |20-0084 o o [Swiss Agency for 13
Mezzovico-Vira, Switzerland dwong EU- § § Therapeutic Products
GMP g‘ & [(Swissmedic)
& <+
=] S
CH-026 » Baxalta Manufacturing Sarl » Route de Pierre-a-Bot 111, Neuchatel 2000, Switzerland
916 Baxalta Route de Pierre-a-Bot 111,  [* Thuéc vo tring: ] Twong |GMP-CH- Swiss Agency for 12
Manufacturing Sarl |2000 Neuchatel, Switzerland [+ Thlif)c san xuat vo triang: thuoc dong kho. dwong EU-[1001111 Therapeutic Products
+Xuat xudng 16. GMP ) o |(Swissmedic)
* Thudc sinh hoc: S S
+ Thudc cong nghé sinh hoc. o aq
+ Xuét xwdng 16 thudc cong nghé sinh hoc. 8 g.
* Kiém tra chat luong: b ®
+ Vi sinh: Khéng vé tring.
+ Héa hoc/Vat ly.
£.Sinh haoc
CH-030 » Actelion Pharmaceuticals Ltd » Gewerbestrasse 16, 4123 Allschwil, Switzerland
1461 |Actelion Tryu s& chinh: Xuat xwéng thube vé tring va khdng vé tring. Tuwong |GMP-CH- S N Swiss Agency for 17
Pharmaceuticals ~|Gewerbestrasse 16, 4123 duong EU-|1000914 5] S  |Therapeutic Products
Ltd Allschwil, Switzerland GMP ey & |(Swissmedic)
Dia diém san xuat: Q i
Gewerbestrasse 12, 4123 3 x
CH-031 » SwissCo Services AG » Bahnhofstrasse 14, 4334 Sisseln AG, Switzerland
1356 SwissCo Services |Bahnhofstrasse 14, 4334 * Thqéc khéng véltrfmg: Vién nang ctrng; vién nén, vién nén bao phim, vién nén bao dudng, vién nén si bot. Twong |GMP-CH- o ~ Swiss Agency for 16
AG Sisseln AG, Switzerland * Xuég xuwdng thudc kh@ng vo trUng._ dwong EU-[1000816 g & [Therapeutic Products
* Thuoce duoc Iié;u; thude vi lwgng dong can. GMP o S |(Swissmedic)
*Pong goi so cap: Vién nang cirng; vién nén, vién nén bao phim, vién nén bao dwdng, vién nén sui bot. S' “:'
*Pong goi thir cép. 2 5
* Kiém tra chat lrgng: Haa hoc/VAt IV
CH-032 » Medinova AG » Eggbiihlstrasse 28, 8050 Ziirich, Switzerland
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1462 |Medinova AG Eggbiihlstrasse 28, 8050 Xuét xwdng thudc vién nén (san pham Fluomizin Vaginal Tablets) Twong |GMP-CH- ) o |Swiss Agency for 17
Ziirich, Switzerland dwong EU-{1000593 § § Therapeutic Products
GMP - g! (Swissmedic)
-~ B
— o
CL-001 » Laboratorios Recalcine S.A » Av. Carrascal No. 5670, Quinta Normal, Santiago, Chile
1050 |Laboratorios Av. Carrascal No. 5670, *San xuefn va déng goi so cép: ) ) i B Chile-GMP (0089/20 National Drug Agency 13
Recalcine S.A Quinta Normal, Santiago, + Thudc khéng vo trung: vién nén; vién nén bao; vién nang; thudc bot udng hodc dung ngoai; dung dich udng hodc dung ngoai; si rd; hén dich; nhi IS N [Department of the Public
Chile tuong; kem; m; thuéc dan. . . . S | & [Health Institute of Chile
* Thudc khéng vé trung chira hormon sinh duc: thuoc dang ran (Vién nén, vién nén bao phim); kem; gel; thudc trirng. 0 <
* Thudc chira chat (rc ché mién dich: thuéc dang rén; kem; gel. ’o\. g
* Pong goi thir cép. N -
* Kidm tra chat lisong
CN-001 » Shaanxi Buchang Pharmaceutical Co., Ltd » No 16 Buchang road, Xianyang, Shaanxi Province, China
49 Shaanxi Buchang |Co s& 2: No 16 Buchang Co s’c’y 2: ] X Chinese- [SN2019034 o < |FDA - China 4
Pharmaceutical road, Xianyang, Shaanxi Thudc dwoc lidu, thube ¢ truyén: Vién nang cling GMP 6 S g
Co., Ltd Province 2 2
' S | g
O <
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 com. Chinese- (BJ20150144| S Food & Drug 6
Pharmaceutical  [Science Park, Beijing, China GMP § S  |Administration, China
Co., Ltd < <
o o
=) I
(5] N
CN-003 » AstraZeneca Pharmaceutical Company Ltd » No 2 HuangShan Road, Wuxi Jiangsu 214028, People Republic of China
1357 |AstraZeneca No 2 HuangShan Road, * Thudc khong vé triing: vién nén. Chinese- [JS20160605| S Jiangsu Food and Drug 16
Pharmaceutical Wuxi, Jiangsu, China GMP § S |Administration, China
Company Ltd. ) & |Food and Drug
iy & |Administration, China
— o
CN-005 » Beijing yiling Pharmaceutical Co., Ltd. » No. 17 Tianfu Street, Beijing Bio - engineering & Pharmaceutical Industrial Park, Beijing, China
561 Beijing yiling No. 17 Tianfu Street, Beijing [Thudc tir duoc liéu: vién nang cirng, thudc com. Chinese- [BJ20180356| o Q Beijing Food and Drug 9
Pharmaceutical Bio - engineering & GMP § S |Administration, People's
Co., Ltd. Pharmaceutical Industrial &S & |republic of China
Park, Beijing, China < <
3 &
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 [Thubc dwoc liéu (bao gdm ca tir cao duoc liéu): vien nang cing. Chinese- [SN2019034 ) g Chinese Food and Drug 13
Pharmaceutical Section 123, Xianyang City; GMP |6 § S |Administration
Co., Ltd China & &
< <
O <
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 Thubc cb truyén Trung Quéc: Chinese- [TJ20180159 Chinese Food and Drug | 10
Pharmaceutical Road, Beichen District, Tiajin |- Site 1: Vién hoan giot; Thubc com; Chiét xuét dong duoc. GMP Administration
Group Co, Ltd (Tasly Modern TCM Garden);|- Site 2: Thuoc com; Vién nang mem; Vién hoan; Vién hoan giot (dong goi).
Site2: No.2 Tingjiang West |- Site 3: Chiét xut déng dwoc (Dau Kinh Hoa, Dau Tia T6).
Road, Beichen District, - Site 4: Chiét xuét dong duoc. « 2
Tiajin. S S
Site 3: Shangdan Circulation g g
Industrial Park, Shangzhou & >
District, Shangluo, Shaanxi 39 3
Province.
Site 4: No.82, Qianshan
Road, Huanren manchu
he booy
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 [* Vac xin dai bat hoat (san xuét trén té& bao Vero) dang 16ng va dang déng khé. Chinese- [LN20170037| ~ o [Liaoning Food and Drug 8
Biotechnology Co., |New District Shenyang City, (San xuét tai Rabies Vaccine Workshop Il va Vaccine Injection Workshop II). GMP § % Administration, China
Ltd. China Q Q
i
CN-012 » Shenzhen Techdow Pharmaceutical Co., Ltd » No. 19 Gaoxinzhongyi Road, High-tech Industrial Park Nanshan District, Guandong Provine, Shenzhen 518057, China
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1589 Shenzhen No.19, Gaoxinzhongyi Road, [* Dung dich tiém thé tich nho. Chinese - |GD2016064 © b Chinese Food and Drug 18
Techdow Nanshan District, Shenzhen, GMP |4 S S |Administration
Pharmaceutical Guangdong Province, China & &
o o
Co., Ltd s >
N N
1590 Shenzhen No.19, Gaoxinzhongyi Road, [* Thuoc yc’) trang: ] EU-GMP (IWZJ.405.55 Chief Pharmaceutical 18
Techdow High-tech Industrial Park, + Thubc san xuét vé tring: Dung dich tiém thé tich nhd Enoxaprinum sodium (bom tiém dong sén). .2018.MG.3 o « |Inspector (CPI), Poland
Pharmaceutical ~ [Nanshan District, + Xuat xudng. WTC/0489_ | S S
Co.. Ltd Guangdong Province, * Thube sinh hoc: 01 01/1 09_ N N
' Shenzhen 518057, China + San pham chiét xuét tir ngwdi hoac dong vat: Dung dich tiém Enoxaprinum sodium (bom tiém déng san). - S 8'
+ Xuét xuwdng. ® Q
*Bong goi:
+Dang adithiy cAn (hom tidm dana s3n)
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-  [* Thubc udng dang ran: Vién nang cirng, thubc com (OSD Workshop 3) Chinese- |HE2018007 © Q Chinese Food and Drug 11
Pharmaceutical ~ |Tech Area, Shijiazhuang GMP |7 Q S |Administration
Co. Ltd.. China Hebei Province, China & &
' S| <
~ ©
917 Shijiazhuang No. 4 [No. 288 Zhujiang Road, High{Workshop 103: Chinese- [HE2019001 o < |Hebei Drug 12
Pharmaceutical tech industrial development |* Thudc vé triing: dung dich tiém truyén thé tich lon. GMP |4 S g Administration, China
Co., Ltd. zone, Shijiazhuang, China g m
' 2|2
N N
o o
CN-017 » Sichuan Kelun Pharmaceutical Co. Ltd. » South of No. 2 road, Xindu Satellite City Industrial Development Zone, Chengdu, Sichuan, China
706  [Sichuan Kelun South of No. 2 road, Xindu  [* Thudc tiém truyén tinh mach thé tich Ioén (Day chuyén san xuét H: dich truyén trong chai thly tinh, Day chuyén san xuét F: Nhii dich tiém truyén trong chai| Chinese- [SC2017006 | ~ ~ [China Food and Drug 11
Pharmaceutical Satellite City Industrial thiy tinh; Day chuyén san xut P: tdi dich truyén ba ngan cé bao ngoai), thuéc tiém truyén tinh mach thé tich nhd (Day chuyén san xuét E), lotion (day GMP |1 ) S |Administration
Co. Ltd. Development Zone, chuyén H: dich truyén trong chai thay tinh). m m
Chengdu, Sichuan, China N3 -
N~ ©
N N
707 Sichuan Kelun South of No. 2 road, Xindu  |* Sodium Chloride Injection, 100ml Polypropylene bottle "CMX" Japan- |5123008005| o o |Ministry of Health, 11
Pharmaceutical Satellite City Industrial GMP  |863 é % Labour and Welfare
Co. Ltd. Development Zone, (twong N X |(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 § § Labour and Welfare
Co. Ltd. Development Zone, (twong R & |(MHLW), Japan
Chengdu, Sichuan, China dwong EU-| pi¢ pi¢
o o
GMP) - -
709 Sichuan Kelun South of No. 2 road, Xindu  |* Sodium Chloride Injection, 500ml Polypropylene bottle "CMX" Japan- (5123108006 | oo o |Ministry of Health, 1
Pharmaceutical  [Satellite City Industrial GMP  |281 é § Labour and Welfare
Co. Ltd. Development Zone, (twong R o |(MHLW), Japan
Chengdu, Sichuan, China duong EU- Q Q
GMP) o | &
CN-020 » Shanxi Xinbaoyuan Pharmaceutical Co., Ltd » Zhongyangdadao Northside Pharmaceutical Industrial Zone Datong City, China
611 Shanxi Xinbaoyuan|Zhongyangdadao Northside [Nguyén liéu lam thubc Trimebutine maleate. Chinese- |SX20170213| ~ N Shanxi Province Food 10
Pharmaceutical Pharmaceutical Industrial GMP § { |and Drug Administration,
Co., Ltd Zone Datong City, China & & |china
ol I
o o
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, Dung dich tiém thé tich I&n (chai truyén thiy tinh). Chinese- |HB2018039 © Q China Food and Drug 14
Biological Hanchuan Economic GMP |9 é S  |Administration
Pharmaceutical Development Zone, Hubei ey ey
Co. ,Ltd Province, P.R.China Q Q
8| 8
CN-027 » Shanghai Chemo Wanbang Biopharma Co., LTD » 1098, Yuegong Road, Jinshan Industrial Zone, Shanghai, China
918 Shanghai Chemo (1098, Yuegong Road, * Bot déng khé pha tiém chiva chat doc té bao. Chinese- |SH2019000 o) g National Medical 12
Wanbang Jinshan I_ndus_trial Zone, GMP |7 § Q |Products Administration,
Biopharma Co.,  |Shanghai, China < + [China
LTD I3
CN-032 » Reyoung Pharmaceutical Co., Ltd » No. 1, Ruiyang Road, Yiyuan County, Shandong province, China
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919 Reyoung No. 1, Ruiyang Road, Yiyuan [* Thudc tiém bot Penicillins (day chuyén san xuét so 301); Chinese- |SD2018071 © » |Shandong Food and 12
Pharmaceutical County, Shandong province, |* Thudc tiém bot (day chuyén san xuét sé 304); GMP |6 s st Drug Administration,
Co., Ltd China * Dung dich tiém truyén thé tich nhé (bao gdm cé khong tiét tring cubi) (day chuyén san xuét sé 321). > & |china
o o
2| g
920 Reyoung No. 1, Ruiyang Road, Yiyuan [* Thudc bot dong kho pha tiém (day chuyén san xuat s6 203 xwéng phia dong, day chuyén san xuat s6 206); Chinese- |SD2018081 © o |Shandong Food and 12
Pharmaceutical  |County, Shandong province, [* Thudc tiém bot Cephalosporins (day chuyén san xuét sé 305 xudng 1); GMP |5 S S Drug Administration,
Co., Ltd China * Thuéc tiém bot Penicillins (day chuyén san xuét sé 306). o Y |china
I
N N
921 Reyoung No. 1, Ruiyang Road, Yiyuan [* Vién nén, cao Iéng, thuoc dét (tat ca chira nguyén liéu lam thuoc chiét xuat ctia Trung Quoc); vién nang. (Day chuyen chiét xuat so 2 tai xwéng 401; day | Chinese- |SD2018065 © » |Shandong Food and 12
Pharmaceutical County, Shandong province, [chuyén san xuét vién nén, vién nang tai xwéng 312; day chuyén san xuét hdn hop, thudc dat tai xuwéng 401) GMP |2 é § Drug Administration,
Co., Ltd China < < [China
o o
S >
® [
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, Thubc cém (workshop C02) Chinese- [HI20180037 | « Q China Food and Drug 12
Pharmaceutical Xiuying District, Haikou, GMP IS S  |Administration
Factory Co., Ltd Hainan, China - -
T
CN-034 » KPC Pharmaceuticals, Inc. » Qigongli, West Suburb, Kunming, Yunnan Province, China
1052 |KPC Qigongli, West Suburb, * Thudc v6 trung: Thuoc bt dong khé pha tiém (chiét xuat tir dwoc liéu). Chinese- [YN2019002 ) < |Chinese Food and Drug 13
Pharmaceuticals, |Kunming, Yunnan Province, GMP |5 é § Administration
Inc. China 4 iy
< <
2 2
1591 KPC Qigongli, West Suburb, * Thudc v6 tring: dung dich tiém thé tich nho Chinese- |YN2016005 © — [Chinese Food and Drug 18
Pharmaceuticals, |Kunming, Yunnan Province, GMP |1 S S |Administration
; 1] ]
Inc. China o S
~ &
CN-035 » Shandong Kexing Bio-Products Co., Ltd » No.2666 Chuangye road, Mingshui Development zone, Zhangqiu, Jinan, Shandong, China
1053  |Shandong Kexing |No.2666 Chuangye road, * Therapeutic bio-products (Thudc tiém tai t hop erythropoietin ngudi (CHO cell), gene workshop, Thudc tiém tai t hop erythropoietin ngudi (CHO cell) Chinese- |SD2019087 o < |Shandong Food and 13
Bio-Products Co., [Mingshui Development zone, [production line) GMP |9 é § Drug Administration,
Ltd Zhanggiu, Jinan, Shandong, N & [China
China Q Q
N —
N N
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: com vi thuoc déng dugc; so ché va chiét xuat com déng duoc (concentrated granule for prescription (workshop 1 of preparation), | Chinese- [JS20191115| o < |Co quan tham quyén 14
Pharmaceutical High&New Technology Preteatment and extracttion of concentration granule for prescription) GMP é § Trung Québc (National
Co., Ltd Industries Development & & |Medical Products
Zone, Jiangyin city, Jiangsu < < Administration), China
province, China 8 8
CN-042 » Pfizer Pharmaceuticals Ltd » 22 Daqging Road, DETDZ, Dalian, 116600, China
1592  |Pfizer 22 Daqing Road, DETDZ, Tron bot vo trung Sulbactam Sodium - Cefoperazone Sodium 1:1 va 1:2 EU-GMP (IT/GMP/E/7/| o o |ltalian Medicines Agency| 18
Pharmaceuticals |Dalian, 116600, China 2019 § § (AIFA)
Ltd & =)
I O
Y [
1593  |Pfizer No. 22 Daging Road, Plant 120C: Tron bot vo tring Sulbactam Sodium - Cefoperazone Sodium 1:1 va 1:2 Chinese- |[LN20170023| ~ o |Liaoning Food and Drug 18
Pharmaceuticals ~ [Economic & Technical GMP é § Administration, China
Ltd Development Zone, Dalian, Ry Ry
China Q Q
< [5e
N N
CN-047 » WuHan Pusheng Pharmaceutical Co., Ltd » No. 1 Yangguang Avenue, Miaoshan, Jiangxia District, Wuhan, Hubei, China
1594 WuHan Pusheng [NO. 1 Yangguang Avenue, |* Thuoc bot dong khé pha tiém (Workshop 3). Chinese- |HB2018044 © o |Hubei Province Food 18
Pharmaceutical Miaoshan, Jia_ngx@ District, GMP |4 § § and Drug Administration,
Co., Ltd Wuhan, Hubei, China & & |China Food and Drug
P o |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 td hop (rec-HBsAg), hoat chat dé san xuat vac xin Heberbiovac HB - 10; Heberbiovac HB - 20 va WHO- [007-19-B o — [Centro para el Control 9
Ingenieria Cubanacan, Playa, La Heberpenta - L GMP S S |Estatal de
Genética y Habana (Planta 1), Cuba 3 & [Medicamentos, Equipos
Biotecnologia I T |y Dispositivos Médicos
(CIGB) N ® |(CECMED), Cuba
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 23 /202 23-06-2022
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714 Centro de Avenida 31 entre 158 y 190, [San xuét tong hop khang nguyén Haemophilius influenzae typ b cong hop (Chi tién hanh giai doan cong hop PRP va protein mang), hoat chat dé san xuat WHO- (011-19-B o « |[Centro para el Control 1

Ingenieria Cubanacan, Playa, La véc xin don gia hodc két hop, bao gém ca véc xin Quimi-Hib®. GMP S S  |Estatal de
Genética y Habana (Planta 3), Cuba Ry Y |Medicamentos, Equipos
Biotecnologia e S |y Dispositivos Médicos
(CIGB) A ® |(CECMED), Cuba
715 Centro de Avenida 31, entre 158 y 190, [* San xuat hoat chat (API): Interferon alpha 2b ngui tai to hop, yéu tb kich thich Interferon gamma ngui tai té hop, yéu to kich thich bach cau hat ngudi WHO- |014-19-B ) « |Centro para el Control 11
Ingenieria Cubanacan, Playa, La tai tb hop; nguyén lidu sinh hoc P64K tai tb hop. GMP = S |Estatal de
Genética y Habana, Cuba (Plantas 5y S & [Medicamentos, Equipos
Biotecnologia 6) Sv ‘OL y Dispositivos Médicos
(CIGB) A © __|(CECMED), Cuba
CU-002 » Centro Nacional de Biopreparados (BIOCEN) » Carretera Beltran, km 1 1/2, Bejucal, Mayabeque, Cuba
1054 |Centro Nacional de[Carretera Beltran, Km 1 1/2, [* Dong géi thudc tiém dang Iéng thé tich nhd va thudc bot déng khd tir nha mdy Plant of Parenteral Products 2 va 3 (PPP2 va PPP3) clia BIOCEN. WHO- |015-19-B o « |Centro para el Control 13
Biopreparados Bejucal, Mayabeque GMP S S |Estatal de
(BIOCEN) (Packing Plant), Cuba S & |Medicamentos, Equipos
2 S |y Dispositivos Médicos
-~ < |(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 xuat hoat chat Nimotuzumab. WHO- [022-19-B Centro para el Control 13
Inmunologia Reparto Atabey, Playa, La GMP Estatal de
Molecular (CIM) -  |Habana, Cuba 2 «~ |Medicamentos, Equipos
Planta de 8, S y Dispositivos Médicos
Produccion de “3. g (CECMED), Cuba
Anticuerpos © e
Terapéuticos
(ANTYTER)
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 WHO- |020-19-B Centro para el Control 13
Inmunologia Reparto Atabey, Playa, La (30000, IOR® EPOCIM 40000, IOR® LEUKOCIM, CIMAher®, CIMAVAX®-EGF, MONTANIDE ISA 51VG va VAXIRA®. GMP i N |Estatal de
Molecular (CIM) -  |Habana, Cuba & &  |Medicamentos, Equipos
Planta de o &8 |y Dispositivos Médicos
Procesamiento ‘0_" g‘ (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 yé tring: ) EU-GMP [MEDO07/201 © — |Pharmaceutical Services| 10
Limited (Ampoule Athanassios Industrial Area, + Thu{)c san xuat vo gn‘mg: Dung diCt] thé tich nhé. 8/001 é % - Ministry of Health,
Injectable Facility) 4101 Agios Athanassios, + Thudc tiét trang cudi: Dung dich thé tich nhé. > & |Cyprus
Limassol, Cyprus 54 ~
= ®
1463 Medochemie 48 lapetou Street, Agios * Thudc vo trang: EU-GMP |[MEDO07/202 o o |Pharmaceutical Services| 17
Limited (Ampoule |Athanassios Industrial Area, + Thutf)c san xuét vo tring: Dung diCt] thé tich nhé. 0/001 § § - Ministry of Health,
Injectable Facility) 4101 Agios Athanassios, + Thudc tiét tring cudi: Dung dich thé tich nhé. by & |Cyprus
Limassol, Cyprus < i
2 2
CY-002 » Medochemie Limited - Central Factory » 1-10 Constantinoupoleos Street, 3011, Limassol, Cyprus
534 Medochemie 1-10 Constantinoupoleos *Thudc khdng vo tring: Vién nang cing, vién nén, cac dang thudc ran khac: vién nén khang dich vi, vién nén bao phim, vién nén giai phong bién doi. EU-GMP [MEDO01/201 © — |Pharmaceutical Services| 9
Limited - Central  |Street, 3011, Limassol, 8/002 § § - Ministry of Health,
Factory Cyprus & & [Cyprus
R
1792  |Medochemie 1-10 Constantinoupoleos *Thudc khdng vo tring: Vién nang cing, vién nén, cac dang thudc ran khac: vién nén khang dich vi, vién nén bao phim, vién nén giai phong bién doi. EU-GMP [MEDO01/202 - < |Pharmaceutical Services| 20
Limited - Central ~ [Street, 3011, Limassol, *Dong goi so cAp; Cac dang thudc trén 1/001 S S |- Ministry of Health,
Factory Cyprus *Bong géi thir cép ) R Ry Cyprus
* Kiém tra chat lwong: Héa ly/Vat ly/Vi sinh (thuc khong vo triing) < Q
3 3
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, [* Thuéc khéng vé triing chira khang sinh nhém Cephalosporin: vién nang cing; vién nén; vién nén bao phim; thudc bt va thudc com pha hén dich udng; EU-GMP [MEDO04/201 o o |Pharmaceutical Services| 9
Limited - Factory C [Agios Athanassios Industrial |* xuét xuéng 16 thuéc khong vo trung; ’ o . ’ 9/001 é % - Ministry of Health,
(Oral Facility) Area, 4101 Agios *Dong goi so' cap: vién nang cirng; vién nén; vién nén bao phim; thuoc bot va thuoc com pha hon dich uong; Py & |Cyprus
Athanassios, Limassol, * Pong goi thir cép; < 0
Cyprus * Kiém tra chat lwong. x o
613 Medochemie 2 Michael Erakleous Street, |* Thuoc yé tring: ) EU-GMP [MEDO04/201 © — |Pharmaceutical Services| 10
Limited - Factory C Agios Athanassios Industrial + Thudc san xuat vo trung: Bot pha dung dich tiém (chira khang sinh nhdém Cephalosporin va Carbapenems). 8/002 é % - Ministry of Health,
Area, 4101 Agios > & |Cyprus
Athanassios, Limassol, < v
Cyprus o <
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 24 / 202 23-06-2022
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1793  |Medochemie 2 Michael Erakleous Street, | Thudc vé trung: EU-GMP |MEDO04/202 Pharmaceutical Services| 20
Limited - Factory C Agios Athanassios Industrial |+ Thudc san xuat v gn‘mg: 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 thuéc vo tring 2] S |Cyprus
ching nhan méi: Athanassios, Limassol, *Bong goi: . E m
Medocherﬁie Cyprus : Q?ng g6i th}’r cap o N AR RS o FURPUN N ; N . E b
Limited (Factory C) Kiém tra chat lwgng: Héa ly/Vat ly/Vi sinh (Thudc vé trung va thude khéng vo trung) ©0 IS
- Injectable facility))
CY-004 » Medochemie Limited (Cogols Facility) » 1-10 Constantinoupoleos Street, 3011, Limassol, Cyprus
588 MEDOCHEMIE 1-10 Constantinoupoleos * Thudc khéng vé tring: Thudc uong dang Iéng, thudc dang ban ran, thuoc dan. EU-GMP [MEDO02/202 o o [Pharmaceutical Services 9
LTD (COGOLS [street, 3011, Limassol, 0/001 S S |- Ministry of Health,
FACILITY) Cyprus 3 & |Cyprus
¢ |5
CY-005 » Remedica Ltd » Aharnon Street, Limassol Industrial Estate, Limassol, 3056, Cyprus
442 Remedica Ltd AHARNON STREET, * Building 1: Thudc khdng vé trung: vién nang cirng; thudc diing ngoai dang 18ng; thudc udng dang 16ng; thudc bt pha dung dich udng; thudc phun mu; EU-GMP [REMO00/201 Pharmaceutical Services| 9
LIMASSOL INDUSTRIAL thubc dang ban ran; thuéc dat; vién nén, vién nén bao phim. 8/001 - Ministry of Health,
ESTATE, BUILDING 1 - * Building 2: Thudc khong vé triing chira khang sinh nhom Penicillin: vién nang ctrng; vién nén, vién nén bao phim; thuéc bot pha dung dich uéng. Cyprus
MAIN, BUILDING 2 - * Building 4: Thudc khéng vé tring chira khang sinh nhém Cephalosporin: vién nang cirng; vién nén; thuoc bét pha dung dich udng.
PENICILLINS, BUILDING 4 - |* Building 5: Thubc khong vé tring chira hormon va corticosteroid: vién nén.
CEPHALOSPORINS, * Building 10: Thuéc khdng vé trung chiva thuéc chdng ung thu: vién nang cirng; vién nén, vién nén bao phim. © —
BUILDING 5 - HORM.& S S
CORT., BUILDING 10 - ANTI Q& Q
NEOPLASTIC, Q An
IMMUNOMODULATING, S ®
LIMASSOL, CYPRUS, 3056,
Cyprus
(Céach viét khac: Aharnon
Street, Limassol Industrial
Estate, 3056, Limassol,
716 Remedica Ltd AHARNON STREET, * Building 5: Thuoc khong voé trang chira hormon va corticosteroid: Vién nén. EU-GMP (REM Pharmaceutical Services| 11
LIMASSOL INDUSTRIAL * Building 10: Thubc khdng vé tring chira thudc chdng ung thu: Vién nang ctng; Vién nén, vién nén bao phim. 5&10/2019/0 Ministry of Health,
ESTATE, BUILDING 5 - 01 o ~  [Cyprus
HORMONES & S o
CORTICOSTEROIDS, N a
BUILDING 10 - 2 <
ANTINEOPLASTIC & P P>y
IMMUNOMODULATING
AGENTS, LIMASSOL, 3056,
Cunriie
1683 |Remedica Ltd Aharnon Street, Limassol Building 1 - General products (thubc thwong): EU-GMP [REMO01/202 Pharmaceutical Services| 19
Industrial Estate, Limassol, [* Thuoc khéng vé trung: 1/001 - Ministry of Health,
3056, Cyprus + Vién nang ctng; thudc diing ngoai dang ldng; thubc udng dang 16ng; thudc bét pha hdn dich udng; thudc phun mu; thudce dang ban rén; thubc dat; vien S S |cyprus
nén, vif?n nén bao phim. S S
+ Xuét xudng 16. - ©
* Péng géi so cép: Vién nang cing; thuéc ding ngoai dang 16ng; thubc uéng dang 16ng; thubc bot pha hdn dich ubng; thubc phun mu; thube dang ban ran; & 2
thudc dat; vién nén, vién nén bao phim. o o
*Pong goi thir cép.
* Kidm tra chAt ivona: i sinh- Khana va triina HAa hae/\/At 1
1684 Remedica Ltd Aharnon Street, Limassol Buildir)g 2 - Penicillins: EU-GMP |REM02/202 Pharmaceutical Services| 19
Industrial Estate, Limassol, |* Thudc khéng voé trung chira khang sinh nhém Penicil]in: - ) 1/001 by S, |Ministry of Health,
Cyprus, 3056, Cyprus + Viép nang cirng; vién nén, vién nén bao phim; thudc bét pha hoén dich udng. S S Cyprus
+ Xuét xudng 16. - ©
*Pong goi so' c&p: Vién nang cirng; vién nén, vién nén bao phim; thudc bot pha hdn dich ubng. E 2
*Pong géi thir cap. S o
~ Kieém fra chat lvong- Vi sinh- Khang va trung: Haa hoo/\V/At Iy
CY-007 » Mundipharma Pharmaceuticals Ltd » 13 -15 Othellos Street, Dhali Industrial Area, Nicosia, Cyprus, 2540, Cyprus
262 Mundipharma 13 -15 Othellos Street, Dhali [* Thudc khéng vé trung: Thudc dung ngoai dang 16ng; thudc dung trong dang I16ng; thudc phun mu; thudc ban ran (kem, gel, m&); thudc dan. EU-GMP [MUNO01/201 o — |Pharmaceutical Services 7
Pharmaceuticals ~|Industrial Area, Nicosia, 9/001 § § - Ministry of Health,
Ltd Cyprus, 2540, Cyprus N & |Cyprus
< <
e |3
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 ran (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 iy & |Cyprus
- o
| c
CY-008 » Delorbis Pharmaceuticals Ltd » 17 Athinon str., Ergates Industrial Area, 2643 Ergates, Lefkosia, Cyprus
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 25 /202 23-06-2022
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614 Delorbis 17 Athinon str., Ergates * Thubc khéng vé tring: Vién nang clrng; vién nén; vién nén bao phim; bét pha hén dich udng. EU-GMP |DELOR/001/| o — |Pharmaceutical Services| 10
Pharmaceuticals |Industrial Area, 2643 *Pong géi so' c&p: cac dang thude trén bao gdm ca thudc dang rén chira doc té bao. 2019 S S |- Ministry of Health,
Ltd Ergates, Lefkosia, Cyprus  |* Xuat xwéng: cac dang thudc trén bao gébm ca thudc vo trang. E E Cyprus
* Kiém tra chat lwgng: phép thir vi sinh khang vé tring dwoc hgp dong véi don vi Foodlab Ltd. Q -
o) -
- )
1842 Delorbis 17 Athinon str., Ergates * Thubc khéng vé triing: Vién nang clrng; vién nén; vién nén bao phim; bét pha hén dich udng. EU-GMP [DELOR/001/ Pharmaceutical Services| 21
Pharmaceuticals  |Industrial Area, 2643 * Xut xwdng: cac dang thudc trén bao gém ca thude vé tring. 2021 - Ministry of Health,
Ltd Ergates, Lefkosia, Cyprus  [* Dong goi: S & |Cyprus
- Déng goi so cap: cac dang thuéc trén bao gébm ca thuéc dang rén chira doc té bao. < <
- Dong goi thr cap e =)
* Kié 4 - o -
Kiém tra chat lwong: -5 o
- Vi sinh (v6 trung; khéng vo trung); héa hoc/vat ly; sinh hoc. © N
- Phép thi vi sinh khéng vé tring dwoc hgp déng véi don vi Foodlab Ltd.
—Phén thiv v triina va nAi dac tA endatoyin disoe hon dAno vuédidon vil ahor | S SE & CO KG
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 * Thuéc khéng vé triing chira khang sinh nhém Penicillin: vién nang cting; vién nén; vién nén bao phim; thudc com va thudc bét pha hén dich udng. EU-GMP |MEDO03/201 ) N Pharmaceutical Services 9
(Factory B) - Oral |Athanassios Industrial Area, 9/001 é S |- Ministry of Health,
Facility 4101 Agios Athanassios, & & |Cyprus
Limassol, Cyprus Q ~
3 o
493 Medochemie Ltd |48 lapetou Street, Agios * Thudc san xuat v tring chira khang sinh nhém Penicillin: thuoc bét pha dung dich tiém EU-GMP |MEDO03/201 © o |Pharmaceutical Services 9
(Factory B) Athanassios Industrial Area, 8/002 § § - Ministry of Health,
4101 Agios Athanassios, > & |Cyprus
Limassol, Cyprus Q A\
2 &
CY-011 » Medochemie Ltd (Factory AZ) » 2 Michael Erakleous Street, Agios Athanassios Industrial Area, Agios Athanassios, Limassol, 4101, Cyprus
536 Medochemie Ltd |2 Michael Erakleous Street, [* Thudc khéng vé tring: Vién nang cirng; vién nén; vién nén giai phong thay ddi; vién nén khang dich vi; vién nén bao phim. EU-GMP |MED05/201 ) N Pharmaceutical Services| 9
(Factory AZ) Agios Athanassios Industrial 9/002 é S |- Ministry of Health,
Area, Agios Athanassios, Py & |Cyprus
Limassol, 4101, Cyprus Q ~
3 &
CZ-001 » Oncomed manufacturing a.s. » Karasek 2229/1b Budova 02 Reckovice 62100 Brno, Czech
3 Oncomed Karasek 2229/1b Budova 02 (* Day chgyén san xuat thudc vé tring: i i ) EU-GMP (sukls96769/ ~ o |State Institute for Drug 1
manufacturing a.s. |Reckovice 62100 Brno, + Thu{)c san xuat vo gn‘mg: Dung dich thé tich 1&n, thuéc dépg kho, dung dich thé tich phé chtra chat doc té bao 2017 S S Control (SUKL), Czech
Czech + Thudc tiét tring cudi: Dung dich thé tich Ion, dung dich thé tich nhé chira chét doc té bao; g g Republic
S o
N I
S N
523 Oncomed Karasek 2229/1b, budova 02,[* Thudc vé trung chira chat kim té bao: EU-GMP ([sukls148875 State Institute for Drug 9
manufacturing a.s. |Reckovice, 621 00 Brno, + Thubc san xuét vé triing: Dung dich thé tich Ion; thuéc dong khd; dung dich thé tich nho. /2019 Control (SUKL), Czech
Czech + Thudc tiét tring cudi: Dung dich thé tich Ion; dung dich thé tich nhd. ) N |Republic
(* Céch ghi khac: Karasek  [* Xuét xuéng thudc vé trung. S S
2229/1b, budova 02, 621 00 |* Déng goi thir cAp. S %
Brno-Reckovice, Czech) * Kiém tra chat lwong. & E
* San pham cu thé (chi san xuét, dong goi so cap va déng goi thr cap): Y =]
+ Thubc bdt pha dung dich dam d&c dé tiém truyén Pemetrexed Synthon 100 mg (Tén tai Viét Nam: Pemetrexed Biovagen).
4+ ThuAc hat nha duna dich dam d3c 32 Hidm tnuudn D, 4 4 Svnthon 500 ma (TAn fai \/idt Nam: P, d Rigvagen)
CZ-002 » VUAB Pharma a.s. » Vltavska 53, 25263 Roztoky, Czech Republic
76 VUAB Pharma a.s. |Vltavska 53, 25263 Roztoky, [Thudc vé tring: Thuoc bét déng khé pha tiém (bao gom ca hormones) EU-GMP (sukls62266/ o N State Institute for Drug 5
Czech Republic 2019 S S |Control (SUKL), Czech
© < |Republic
4 N
] ~
I\ -
1843 VUAB Pharma a.s. |Vltavska 53, 252 63 Roztoky, |* Thuoc yé trang: ] i X EU-GMP [sukls222024 | _ < State Institute for Drug 21
Czech Republic + Thudc san xuat vo trang: Thudc bt dong khd pha tiém (bao gdm ca hormones). /2021 N & [Control (SUKL), Czech
* Xuét xwéng thubc vé trung. q N |Republic
* Xuét xwdng thudc khong vé trung. - %?
*Pong goi thir cap. ) 2
* Kiém tra chAt lrgng: Vi sinh (VA trung khang va triung): Hoa hoc/ VAt 1v- Sinh hac
CZ-003 » Teva Czech Industries s.r.o » Ostravska 305/29, Komarov 747 70 Opava, Czech Republic
923 Teva Czech Ostravska 305/29, Komarov [* Thudc khong vé triing: vién nang mém chira ciclosporin, thudc dung ngoai dang I6ng chira hormon (khéng bao gédm hormon sinh duc) EU-GMP [sukls293205| o S State institute for drug 12
Industries s.r.o 747 70 Opava, - Czech /2018 § Q  |control, Czech Republic.
Republic & &
- =3
- )
1595 |Teva Czech Ostravska 305/29, Komarov [* Thudc khong vé tring: vién nang mém (rc ché mién dich, thudc ding ngoai dang 16ng chira hormon (khéng bao gdm hormon sinh duc); EU-GMP [sukls189852( o « |State institute for drug 18
Industries s.r.o 747 70 Opava, - Czech * Pong goi so cép, thir cép: vién nang mém (rc ché mién dich, thuéc dung ngoai dang 1dng chira hormon (khéng bao gdm hormon sinh duc); 12020 S S |control, Czech Republic.
Republic * Xuét xwdng thudc khong vo tring; z g
* Kiém tra chat lwong. ~ [S]
® =
CZ-004 » Ferring - Léciva a.s. » K Rybniku 475, 252 42 Jesenice u Prahy, Czech
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 26 / 202 23-06-2022
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591 Ferring - Léciva K Rybniku 475, 252 42 * Thuoc khong vé trung: thudc dung ngoai dang 16ng. EU-GMP ([sukls200879| o b State Institute for Drug 9
a.s. Jesenice u Prahy, Czech /2018 S S [Control (SUKL), Czech
& < |Republic
< N
© ~
3 S
1358 Ferring - Léciva K Rybniku 475, 252 42 * Xuat' xudng 16 thuoc khdng vo trung. EU-GMP |[sukls56450/ o o [State Institute for Drug 16
a.s. Jesenice u Prahy, Czech * Thudc khéng vé trung: 2020 S S Control, Czech Republic
+ Thudc dung ngoai dang Idng. g g
+ Xuét xuong 16. Q Q
e | &
CZ-005 » Ferring - Léciva a.s. » Ke Skale 455, 252 42 Vestec u Prahy (areal spol. ECP, a.s.), Czech
466 Ferring - Léciva Ke Skale 455, 252 42 Vestec|* Dong gai so cép: thubc dan, vién nén. EU-GMP [sukls200879( o N State Institute for Drug 9
a.s. u Prahy (areal spol. ECP, * Pong goi thir cép. /2018 S S Control (SUKL), Czech
a.s.), Czech & & |Republic
o o
© e
[ S
1359  |Ferring - Légiva Ke Skale 455, 252 42 Vestec|* Dong goi so cép: thubc dan. EU-GMP |sukls56450/ Q Q State Institute for Drug 16
a.s. u Prahy (areal spol. ECP, * Dong goi thir cép. 2020 S S Control, Czech Republic
a.s.), Czech o &
< 4
e | g
CZ-006 » PRO.MED.CS Praha a.s. » Teléska 377/1, Michle, Praha 4, 140 00, Czech Republic
1685 PRO.MED.CS Telcska 377/1, 140 00 Praha [* Xuat' xudng 16 thudc vo trang. EU-GMP ([sukls67055/ State Institute for Drug 19
Praha a.s. 4 - Michle, Czech Republic  |* Thudc khéng vo trung: i 2020 I & |Control, Czech Republic
+ Vién nang cirng; Vién nén, vién nén bao phim; Thudc bot. S S
+ Xuét xudng 16 bao gdm thubc diing trong dang 18ng, thuéc dan va thubc bot. © O
D o A \sia A i i - o o
Boéng gdi so cap: Vién nang ctrng; Vién nén, vién nén bao phim. & &
*Pong goi thir cép. - N
* Kidm tra chAt lvgng: Vi sinh- Khang va triing: Haa hoc/V/AL IV
CZ-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.0. divize |* Thubc v tring: EU-GMP [sukls316098 State Institute for Drug 12
r.o. Horatev, Horatev 104, 289 + Thudc tiét trung cudi: Dung dich thé tich lon. 12018 Control (SUKL), Czech
12 Nymburk, Czech Republic| + Xuét xuéng 16. Republic
* Thubc khong vé tring: o S
+ Thudc udng dang 18ng; Vién nén, vién nén bao phim; Thuéc bét, thudc goi. S S
+ Xuét xudng 16. - -
*Poéng goi so' c&p: Thudc udng dang 1dng; Vién nén, vién nén bao phim; Thudc bét, thubc géi. g g
* Pong goi thir cép. o S
* Kiém tra chét lvong:
+ Hoéa hoc/Vat ly.
+ Qinh hac
1910  |Biomedica, spol. s (Biomedica, spol. s r.o. divize [* Thuc vé tring: ] K EU-GMP |sukls229717 State Institute for Drug 22
r.o. Horéatev, Horatev 104, 289 + Thudc tiét trung cudi: Dung dich thé tich Ion. /2020 Control (SUKL), Czech
12 Nymburk, Czech Republic| + Xuat xuéng 16. - < |Republic
* Thudc khong vé triing: N B
+ Thudc udng dang I6ng; Vién nén, vién nén bao phim; Thuéc bét, thudc goi. o q
+ Xuét xwéng 16. 8 E;T
* Pong goi: = s
+Dong goi so cép: Thube udng dang 16ng; Vién nén, vién nén bao phim; Thubc bét, thubc géi.
+ Doéng goi thr cap.
* Wil tra chAt leong: Hag hacA/at 1y Sinh b,
DE-001 » Medac Gesellschatt fur klinische Speczialpraparate mbH » TheaterstraBe 6 22880 Wedel, Germany
4 Medac TheaterstraBe 6 22880 * Xuat xwdng 16 (Thube san xuat vé tring; thudc tiét tring cudi; san pham céng nghé sinh hoc; thudc sinh hoc cé nguén gdc tir ngudi hodc déng vat); EU-GMP [DE_SH 01_|[ « o [Co quan Tham quyén 1
Gesellschaft fur ~ |Wedel Germany * Déng goi thir cap GMP_2018_| & S [P
klinische 0039 & -
Speczialpraparate & >
mbH T T T T T T T T T - N T
345 Medac TheaterstraBe 6 22880 * Xuat xwdng 16 (Thude sén xuét vé trung; thuéc tiét tring cudi; san phdm céng nghé sinh hoc; thudc sinh hoc cé nguén gbc tir ngudi hodc dong vat; thuée| EU-GMP [DE_SH_01_| IS Co quan Thadm quyén 8
Gesellschatt fur ~ |Wedel Germany khong v6 tring); GMP_2018_ § S [Puc
klinische * Bong goi thir cap 0039 b S
Speczialpraparate * Kiém tra chat lwgng: héa hoc/ vat ly. Q g
mbH. Germany _ _ _ _ _ _ _ A A _
439 Medac TheaterstraBe 6 22880 * Xuat xwdng 16 (Thube san xuat v tring; thudc tiét tring cudi; san phadm céng nghé sinh hoc; thudc sinh hoc cé nguén gdc tir ngudi hodc déng vat); EU-GMP [DE_SH_01_| o IS Co quan Tham quyén 8
Gesellschaft fur ~ |Wedel Germany * Déng goi thir cap GMP_2018_ § Q |[Puc
klinische 0039 - S
Speczialpraparate > >
mbH © A
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925 Medac TheaterstraBe 6 22880 * Xuat xuéng 16 thuoc vé tring. EU-GMP [DE_SH_01_| o o [Co quan Tham quyen 12
Gesellschaft fur Wedel Germany * Xuat xwéng 16 thuoc khong v6 trang. ] o GMP_2020_ § § Duc
Kklinische * Xuat xwdng 16 thudc cong nghé sinh hoc, thude sinh hoc ¢ nguon goc tir ngwoi hodc dong vat. 0032 > >
Speczialpraparate *Dong goi thir cap. 3 3
mbH Al N
DE-002 » Haupt pharma Amareg GmbH » Donaustaufer Strabe 378, 93055 Regensburg, Germany
25 Haupt pharma Donaustaufer Strabe 378,  [* T~hu6c khéng v6 trung (bao gém ca khang sinh, thuéc kim [ bao, thuép doc té bao; thudc chira hormon hodc hoat chat c6 hoat tinh hormon; thubc e ché| EU-GMP [DE_BY_05_| o o~ [Co quan thdm quyén 2
Amareg GmbH 93055 Regensburg, mién dich): vién nang cirng, thuoc nwéc dung ngoai, thudc ban ran, thuoc dat, vién nén, vién nén bao. GMO_2017_ § § Dlc
Germany 0024 > ~
- )
- &
™ S
717 Haupt pharma Donaustaufer Strabe 378,  [* T~hu6c khéng v6 trung (bao gém ca khang sinh, thuéc kim [ bao, thuép déc té bao; thudc chira hormon hodc hoat chat c6 hoat tinh hormon; thubc e ché| EU-GMP [DE_BY_05_| o ~ [Co quan thdm quyén 11
Amareg GmbH 93055 Regensburg, mién dich): vién nang cirng, thuoc nwéc dung ngoai, thudc ban ran, thuoc dat, vién nén, vién nén bao. GMP_2019_ é % Dic
Germany 0070 =) &
2 2
DE-003 » Baxter Oncology GmbH » KantstraBe 2, 33790 Halle/Westfalen, Germany
29 Baxter Oncology [Kantstrae 2, 33790 * Thudc vé tring (chira hormon, chat doc té bao, chét trc ché mién dich): ) ) EU-GMP |DE_NW_02 o [Co quan tham quyen 3
GmbH Halle/Westfalen, German + Thu{)c san xuat vo gn‘mg: thudc dong kho; dung dich thé tich nhé; thuéc dang rén va cly ghép. _GMP_2017 % Duirc
+ Thubc tiét tring cudi: dung dich thé tich nho. 1001 <
* Thubc sinh hoc: san pham céng nghé sinh hoc; san phdm cé ngudn géc tir ngudi hodc ddng vat (chira protein/DNA tai té hop, hormon duorc tach tir B <
nudc tiéu nguoi). x
402 Baxter Oncology  [Kantstrae 2, 33790 * Thudc o triing (bao gom c& hormon, chat doc té bao, chét trc ché mién dich): ) EU-GMP |DE_NW_02 o o [Co quan tham quyen 8
GmbH Halle/Westfalen, Germany + Thu{)c san xuat vo gn‘mg: thudc dong kho; dung dich thé tich nhé; thuéc dang rén va cay ghép. _GMP_2020 S S Dulrc
Cach ghi khac: Kantstrasse |+ Thudc tiét trung cudi: dung dich thé tich nho. 0006 Q& o
2, D-33790- Halle, Germany |* Thuéc sinh hoc: san pham céng nghé sinh hoc; san phdm cé ngudn géc tir ngudi hodc ddng vat (chira protein/DNA tai té hop, hormon duoc tach tir B Q Q
nuwoc tidu nguoi). - b
DE-004 » Haupt Pharma Wiilfing GmbH » Bethelner Landstrasse 18 Gronau/Leine, Niedersachsen, 31028, Germany
104  [Haupt Pharma Bethelner Landstrale 18,  [* Thuc v6 trung: ] ] ] ] ] EU-GMP [DE_NI_02_ Co quan thdm quyén 6
Wuelfing GmbH 31028 Gronaul/Leine, + Thudc san xuét vo tring: Dung dich thé tich I&n; Dung dich thé tich nhé; Thubc dc‘)r)g kho; Thudc dang ran va cay ghép. GMP_2018_ Dlrc
(Tén cii: Wuelfing [Germany + Thudc tiét tring cudi: Dung dich thé tich I6n; Dung dich thé tich nhé; Thuéc dang rén va cay ghép. 0022 © S
Pharma GmbH) * Thudc khodng vé triing: Vién nang ceng; Thudc uéng dang 16ng; Thudc dling ngoai dang 16ng; Thudc bot, thuéc cém; Vién nén bao; Thudc ban rén; Thubc < <
dan; Vién nén. © N
* Thudc sinh hoc: San phdm céng nghé sinh hoc. ,O\' ,OL
* Thube tr dwoc ligu. - o~
*Pong goi so' c&p: Khdng bao gdm thudc ban ran.
* Kidm tra chAt ivona: Khana han adm thude sinh hae
1057 |Haupt Pharma Bethelner Landstrale 18, * Thuoc vé trung: ) ) . ) EU-GMP [DE_NI_02_ Co quan tham quyén 13
Wiilfing GmbH 31028 Gronau/Leine, + Thu{)c san xuat vo gn‘mg: Dung dich thé tich Ién; Dung dich thé tich nho; Thuéc d()r]g kho; ’Thuﬁc dang ran va cay ghép. GMP_2020_ Duirc
(Tén ct: Wilfing ~ [Germany + Thudc tiét tring cudi: Dung dich thé tich Ion; Dung dich thé tich nhé; Thuéc dang rén va cay ghép. 0016 o »
Pharma GmbH) (* Cach ghi khac: Bethelner |* Thubc khong vé triing: Vién nang cirng; Thuéc udng dang 16ng; Thuéc diing ngoai dang 16ng; Thudc bdt, thuéc cdm; Vién nén bao; Thubc ban rén; Thubc ] 8
* (A . ... |Landstrasse 18, 31028 dan; Vién nén. ] N
(* Cach ghi khac: 8 g 2 2. A . = N
Gronau/Leine, Germany) * Thudc sinh hoc: San pham céng nghé sinh hoc. o o
Haupt Pharma N PN o . .
Wuelfing GmbH Thudc tir dworc liéu. w g
/uelfing SmbFH - * Pong géi so cép: Vién nang cing; Thudc udng dang 18ng; Thudc diing ngoai dang 16ng; Thubc bdt, thubéc cdm; Vién nén bao; Thubc dan; Vién nén.
Tén ct: Wuelfing *Déng gbi thir cap.
Pharma GmbH) * Kidm tra chAt lvona: Vi sinh (VA triing khAna va trina) Héa hor/\VAL 1Y
DE-005 » INFAI GmbH » Zweigniederlassung Hagen, An der Kohlenbahn 39, 58135 Hagen, Germany
54 [INFAI GmbH An der Kohlenbahn 39, -Dong goi so cap, thir cap va xuét xuong 16:: EU-GMP [DE_NW 01| ~ o [Co quan thdm quyén 4
58135 Hagen, Germany * Thuoc udng dang 16ng: Gastromotal _GMP_2017 S S Dlrc
* Thuéc bot: Helicobacter testkit, Pancreo-Lip 0011 z 2
B < <2
© -
=] )
DE-006 » Catalent Germany Schorndorf GmbH » Steinbeisstr. 1 und 2, 73614 Schorndorf, Germany
79 Catalent Germany (Steinbeisstr. 1 und 2, 73614 |* Thuoc khéng v6 tring: Vién nén, vién bao phim, vién nang ctrng, cac dan thuoc ran khac (thuoc com) EU-GMP |[DE_NW_01 ~ IS Co quan tham quyén 5
Schorndorf GmbH |Schorndorf, Germany _GMP_2017| 2 S [Puc
1056 o ~
N N4
~ To}
S o
926 Catalent Germany [Steinbeisstr. 1 und 2, 73614 [* Thubc khang vé tring (bao gdm ca thuéc dwoc liéu): Vién nén, vién bao phim, vién nang ctng, cac dang thudc ran khac (thudc cém, thude bét, vién tron | EU-GMP [DE_BW_01 Co quan tham quyén 12
Schorndorf GmbH [Schorndorf, Germany (globuli), p_ellets) _GMP_2020{ & { |Pec
" Bbng gsi: . ! . , N . . e 0083 S| &
+ Bong goi so' cap (bao gom ca thuoc duoc liéu): Bao gom ca vién nang mém, thuoc uong dang 18ng, thuoc dung ngoai dang Iéng, thudc ban ran, thudc g g‘
hit. ) & <
+Bong goi thir cap N -
> XuAt xipdng thudc khang vd triing
DE-007 » Siegfried Hameln GmbH » Langes Feld 13, 31789 Hameln, Germany
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83 Siegfried Hameln [Langes Feld 13, 31789 * San xuat thuoc: B EU-GMP |DE_NI_02_ ) — [Co quan tham quyen 5
GmbH Hameln, Germany + Thubc sén xuét v6 tring: dung dich thé tich Ion; dung dich thé tich nhé; hén dich. GMP_2019_ é % Dlrc
+ Thudc tiét trang cudi: dung dich thé tich Ion; dung dich thé tich nhé. 0016 il &
+ Thudc sinh hoc: Vaccin chira vi rit hodc vi khuan béat hoat (Chi cé tir cong doan filling). KC,; g
- «
263 Siegfried Hameln [Langes Feld 13, 31789 * San xuat thuoc: B EU-GMP |DE_NI_02_ ) — [Co quan tham quyen 7
GmbH Hameln, Germany + Thuoc san xuat vo trung: dung dich thé tich 1én; dung dich thé tich nhd; hén dich. GMP_2019_ é % Blrc
+ Thudc tiét trang cudi: dung dich thé tich Ion; dung dich thé tich nhé. 0016 il &
o -~
P <)
- «
1596 |Siegfried Hameln |Langes Feld 13, 31789 *Thuoc vo tring B EU-GMP (DE_NI_02_ — o |Co quan tham quyén 18
GmbH Hameln, Germany + Thu{)c san xuat vo gn‘mg: dung dicf] thé tich 16n; dung dich thé tich nho; hén dich. GMP_2021_ % % Duirc
+ Thudc tiét trang cudi: dung dich thé tich Ion; dung dich thé tich nhé. 0003 - I
*Xuét xwdng, dong géi thir cap: thube dong khod N i
& ]
1686 |Siegfried Hameln |Langes Feld 13, 31789 * San xuat thuoc: B EU-GMP [DE_NI_02_ — o |Co quan tham quyén 19
GmbH Hameln, Germany + Thu{)c san xuat vo gn‘mg: dung dich thé tich 1&n; dung dich thé tich nho; hén dich. GMP_2021_ § § Duirc
+ Thudc tiét trang cudi: dung dich thé tich I6n; dung dich thé tich nhé. 0003 - &
o -~
N o
o~ o
DE-008 » GP Grenzach Produktions GmbH » Emil-Barell-Strasse 7, 79639 Grenzach-Wyhlen, Germany
105 |GP Grenzach Emil-Barell-Strasse 7, 79639 [* Thuc v6 trung: ] ] ] ] ] ] EU-GMP [DE_BW_01 | o |Co quan tham quyén 6
Produktions GmbH |Grenzach-Wyhlen, Germany + Thudc san xuét vo tring: Dung dich thé tich nhé; Thubc d@ng kho; Thude b?n ran; Thudc dang ran va cay ghép. _GMP_2017| S S [Pec
+ Thubc tiét tring cudi: Dung dich thé tich nhd; Thudc ban rén; Thudc dang rén va ciy ghép. 1077 N N
* Thudc khong vé triing: Thuéc ubng dang 16ng; Thubc duing ngoai dang 1éng; Thuéc ban ran. ~ 8. B.
* Thudc sinh hoc: San phdm céng nghé sinh hoc; San pham tach chiét tir ngudi hodc dong vat. Q Q
* Péng adi so' cAp: Khéna bao adm thube dana 1éna khéna vé trina: Bao abm ca vién nang mém _
1464 |GP Grenzach Emil-Barell-Strasse 7, 79639 [* Thudc khong vo trung: Thudc udng dang 16ng; Thudc dung ngoai dang Idng; Thudc ban ran. EU-GMP |DE_BW_01 o o |Co quan thdm quyén 17
Produktions GmbH |Grenzach-Wyhlen, Germany |* Xuét xwéng thudc khéng vé trung. GMP 2020 S S Durc
i o A \jia o) A% — £ . A £ g\ ea — ~ I Y
Boéng gdi so cap: Vién nang mém; Thudec uong dang l1dng; Thudc dung ngoai dang 16ng; Thudc ban ran; Vién nén. 0061 4 4
*Pong goi thir cép. - Q Q
* Kiém tra chat lwong: Vi sinh (v6 tring; khong vé tring); Hoa hoc/Vat ly; Sinh hoc. N 8
DE-009 » Bayer AG » MiillerstraBe 178, 13353 Berlin, Germany
106 Bayer AG (Tén cii: |MillerstraBe (ho&c: *Thuoc vé tring ) EU-GMP [DE_BE_01_ Co quan tham quyén 6
Bayer Pharma AG) |Miillerstrasse) 178, 13353 - Thut‘;c san xuat vo Erl]ng chira horrr}on: Thubc déng kho; dung dich thé tich nhd (ampoules, vials and cartridges) GMP_2018_ Durc
Berlin, Germany - Thuéc tiét trang cudi: Dung dich thé tich Ién (infusion bottles and cartridges), dung dich thé tich nhé (vials and pre-filled syringes) 0032
- Xuét xuwéng 16 © -
* Thubc khong vé triing: Xuét xwéng 16 s N
* Thudc cong nghé sinh hoc: o m
- San pham protein tai td hop/DNA Aflibercept (Eylea) :' <
- Xuét xudng 16. w s
*Pong goi
- Doéng goi so cap: vién nén chira hormon.
- Dong goi thir cap.
* Wilen tro chAt Luong
DE-010 » Holopack Verpackungstechnik GmbH » BahnhofstraRe 18, 74429 Sulzbach - Laufen, Germany
107  [Holopack BahnhofstraBe 18, 74429 [* Thuéc v6 trung: ] ] o EU-GMP |DE_BW_01 Co quan thdm quyén 6
Verpackungstechni|Sulzbach - Laufen, Germany |+ Thudc sén xuat vé trung (yéu cau déc biét: nguyén liéu cé tinh nhay cam cao kh?c, Prostaglandins/Cytokines, thuoc trc ché mién dich, _GMP_2019| 2 N |Puc
k GmbH (* Céch ghi khac: Sulphonamides): Dung dich thé tich Ién, dung dich thé tich nhd, dang bao ché ban ran. 0106 I I
Bahnhofstrae D-74429 * Thudc khong vé triing (yéu cau dac biét: nguyén liéu cé tinh nhay cam cao khac, Prostaglandins/Cytokines, thuéc (rc ché mién dich, Sulphonamides): B o ~
Sulzbach - Laufen, Germany)|Thudc ding ngoai dang 16ng, thubc ubng dang I6ng, dang bao ché ban ran. 2 Snr
* Thudc sinh hoc: Thubc céng nghé sinh hoc (protein, bao ché DNA, tai t& hop enzyme). - N
* Thude dirge lidy thude vilivona ddng cin
DE-011 » Novartis Pharma Produktions GmbH » Oflinger Str. 44, 79664 Wehr, Germany
549 Novartis Pharma  |Oflinger Str. (ho&c Oflinger [Thuéc khéng vé trung: vién nang cirng; vién nén; vién nén bao (bao gém ca vién nén bao phim). EU-GMP |DE_BW_01 o N Co quan thdm quyén 9
Produktions GmbH |Strasse hodc _GMP_2019 § Q |Puc (Baden-
Oeflingerstrasse) 44, 79664 0033 - & |Wirttemberg)
Wehr, Germany Q A\
& | &
DE-012 » Vetter Pharma-Fertigung GmbH & Co. KG » Schiitzenstr. 87 und 99-101, 88212 Ravensburg, Germany
108 |Vetter Pharma-  [Vetter Pharma-Fertigung * Thubc vo trang: EU-GMP |DE_BW_01 Co quan tham quyén 6
Fertigung GmbH & |Schiitzenstr. 87 und 99-101, |+ Thubc san xudt vo tring: thuéc dong kho; dung dich thé tich nho. _GMP_2018 Dlrc
Co. KG 88212 Ravensburg, + Thudc tiét tring cudi: dung dich thé tich nhd. 0067 ® b
Germany. * Thude sinh hoc: ché pham tir huyét twong; thudc mién dich; thudc cong nghé sinh hoc (chira hormon va chét cé hoat tinh hormon); thudc cé ngudn géc - S S
(Céch viét khac: tlr nguoi hodic dong vat. 1oy I
Schiitzenstrasse. 87 und 99- 2 :
101, 88212 Ravensburg, N @
Germany / Schutzenstrasse
27 N-8R212 Ravenshura
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1243  |Vetter Pharma- Vetter Pharma-Fertigung * Thuoc v6 trung: i ) EU-GMP [(DE_BW_01 Co quan tham quyén 15
Fertigung GmbH & |Schitzenstr. 87 und 99-101, + Thu{)c san xuat vo gn‘mg (chtra hormon vé' chét co hoat tinh hormon): thuc déng khé; dung dich thé tich nhé. _GMP_2019 Duirc
Co. KG 88212 Ravensburg, + Thudc tiét tring cudi (chira hormon va chét cé hoat tinh hormon): dung dich thé tich nh. 0125 IS g
Germany. * Thudc sinh hoc: ché pham tir mau; thuéc mién dich; thubc cdng nghé sinh hoc (chira hormon va chét cé hoat tinh hormon); thubc cé ngudn géc tr ngudi B IS4 IS4
(Céch viét khac: hoac dong vat. - )
Schiitzenstrasse. 87 und 99- 2 ‘O;
101, 88212 Ravensburg, N -~
Germany / Schutzenstrasse
/7 N.8R/212 Ravenshiirn _ _
1465  |Vetter Pharma- Vetter Pharma-Fertigung * Thube v6 tring: ) ) EU-GMP |DE_BW_01 Co quan thdm quyén 17
Fertigung GmbH & |Schitzenstr. 87 und 99-101, + Thubc s@n xuét vo triing (chira hormon va chét cé hoat tinh hormon): thuéc déng khd; dung dich thé tich nhd. _GMP_2020 Dlrc
Co. KG 88212 Ravensburg, + Thudc tiét tring cudi (chtra hormon va chét cé hoat tinh hormon): dung dich thé tich nh. 0077 . .
Germany. * Thudc sinh hoc: ché phdm tir mau; thudc mién dich; thuéc cong nghé sinh hoc (chira hormon va chét cé hoat tinh hormon); thuéc c6 ngudn géc tir ngudi - S N
(Céach viét khac: hoac dong vat. N N
Schutzenstrasse (hodc 8 E:Ir
Schutzenstrasse) . 87 und 3 N
(hodc and) 99-101, 88212
Ravensburg, Germany /
Schut J2wdlin)
DE-013 » Panpharma GmbH (Tén cii: Rotexmedica GmbH Arzneimittelwerk) » BunsenstraBe 4, 22946 Trittau, Germany
109  [Panpharma GmbH [BunsenstraBe (hogc * Thubc v6 trang: EU-GMP |DE_SH_01_| o o |[Co quan thdm quyén 6
(* Tén c: Bunsenstrasse) 4, 22946 + Thudc sén xuét vo tring: Dung dich thé tich 16n; dung dich thé tich nhé (chtra hée mon va cac chét co hoat tinh hoc mén); GMP_2019_| S S |buc (State Social
Rotexmedica Trittau, Germany + Thudc tiét trang cuéi:xDung dich thé tich nhé; dung dich thé tich lon; 0040 S m Services Agency
GmbH * Thudc sinh hoc: San pham cé ngudn goc tlr ngwdi hodc dong vat. :\? g Schleswig-Holstein)
Arzneimittelwerk) ° <
718  [Panpharma GmbH [BunsenstraRe (hodc *Thubc v6 trung: ] EU-GMP [DE_SH_01_| o «~ |Co quan thdm quyén 11
(* Tén ci: Bunsenstrasse) 4, 22946 + Thudc san xuét vé tring: Dung dich thé tich I6n; dung dich thé tich nhé (chira hormon va céc chét cé hoat tinh hormon). GMP_2020_ S S |pac
Rotexmedica Trittau, Germany + Thudc tiét tring cudi: Dung dich thé tich nhd; dung dich thé tich lon. 0034 S o
GmbH * Thudc sinh hoc: San phdm cé ngudn gdc tir ngwdi hodc dong vat. =3 -
N @
Arzneimittelwerk) N N
DE-014 » Solupharm Pharmazeutische Erzeugnisse GmbH » Industriestr.3, 34212 Melsungen, Germany
110 Solupharm Industriestr.3 (hodc * Thuoc v6 trung: EU-GMP |DE_HE_01_| o — [Co quan tham quyen 6
Pharmazeutische |Industriestrasse 3) 34212 + Thu{)c san xuat vo gn‘mg: dung dich thé tich nhé. ‘ X GMP_2018_ é § Durc
Erzeugnisse Melsungen, Germany + Thubc tiét tring cudi: Dung dich thé tich Ion (khng bao gdm vi lwgng déng can), dung dich thé tich nhé. 0090 R @b
GmbH * Thudc vi lwgng ddng can ) )
3 &
1360 |Solupharm Industriestr.3 (hodc * Thuoc v6 trung: EU-GMP |DE_HE_01_ Co quan tham quyén 16
Pharmazeutische |Industriestrasse 3) 34212 + Thu{)c san xuat vo gn‘mg: dung dich thé tich nhé. ‘ X GMP_2020_ Duirc
Erzeugnisse Melsungen, Germany + Thudc tiét tring cudi: Dung dich thé tich Ion (khng bao gdm vi lwgng déng can), dung dich thé tich nhé. 0148 o ~
GmbH * Xuét xwdng thudc vé tring. ] N
* Thudc vi lwgng ddng can N o
* Poéng goéi: ﬁ. ﬁ.
+Doéng goi thiy cap. bS] b
* Kiém tra chét lvong:
+ Vi sinh (v6 trung).
+ HAa har /At
DE-015 » Catalent Germany Eberbach GmbH » Gammelsbacher Str. 2 — 69412 Eberbach, Germany
264 |Catalent Germany [Gammelsbacher Str. 2 — *Thuc khéng v tring: vién nang mém (bao gém ca thubc chira chét dgc té bao); thubc ubng dang Iéng (khong bao gdm déng goi so cap); vién nang dat | EU-GMP [DE_BW_01 © — [Co quan thdm quyén 7
Eberbach GmbH |69412 Eberbach, Buc hau moén va am dao (khéng bao géom doéng goi so cap). _GMP_2018 é § Dic
0072 g &
- ®
1687 [Catalent Germany [Gammelsbacher Str. 2 — *Thuc khéng v tring: vién nang mém (bao gém ca thubc chira chét dgc té bao); thubc ubng dang Iéng (khong bao gdm déng géi so cap); vién nang dat | EU-GMP [DE_BW_01 - < |Co quan thdm quyén 19
Eberbach GmbH |69412 Eberbach, Buc hau moén va am dao (khéng bao gém}déng goi so cég). B i . _GMP_2021 % % Dic
(chrng nhan khéng bao gém san phdm méau, san phdm mién dich, san pham trj liéu té bao, san pham trj liéu gen, san pham in-vivo ho&c chi thi gen, san 0068 <+ &
pham sinh hoc, san phdm phong xa, san pham dich chiét tir ngwoi hay dong vat - Q =]
< [
DE-016 » Rottendorf Pharma GmbH » Ostenfelder StraBe 51-61, 59320 Ennigerloh, Germany
111 Rottendorf Pharma |Ostenfelder Strae 51-61,  [* Thudc khéng vé trung: vién nang ctng; vién nang mém; vién nén (bao gdm vién nén chira Tamoxifen, Flutamide va Clomifen va cac chat twong tu); vien | EU-GMP |[DE_NW_05 o ~ [Co quan thdm quyén 6
GmbH 59320 Ennigerloh, Germany [nén bgo dwong, vién nfén bao phim,‘vién nén giai phong kéo dai; vién nén sti bot; thudc bot; pellet; thubc cdm. _GMP_2019 é § Duirc
* Thude dworc liéu; thudc vi lwgng dong can. 0027 K ey
- o o
S
o -
DE-017 » BAG Health Care GmbH » AmtsgerichtsstraBe 1-5, D-35423 Lich, Germany
112 BAG Health Care |BAG Health Care GmbH * Thude V6 tring: i EU-GMP |[DE_HE 01_| o o~ |Co quan thdm quyén 6
GmbH Amtsgerichtsstrape 1-5, D- + Thubc s&n xuét vé tring: Thubc dong khd; Dung dich thé tich nhé. GMP_2019_ § % Duirc
35423 Lich, Germany 0106 R &
o -~
® ®
DE-018 » Bayer Weimar GmbH und Co.KG » Dobereinerstrae 20, 99427 Weimar, Germany
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113 Bayer Weimar Bayer Weimar GmbH und  |* Thudc khéng vo tring: vién nén va vién nén bao phim (chira hormon va chat c6 hoat tinh hormon). EU-GMP [DE_TH_O1H| ~ o [Co quan tham quyen 6
GmbH und Co.KG [CoKG _GMP_2017| § | § [Puc
Débereinerstrale 20, (hodc 1020 > iy
Dobereinerstrasse 20) 99427 - Q Q
Weimar, Germany ﬁ R
615 Bayer Weimar Bayer Weimar GmbH und * Thuoc khong Vo tring: vién nén, vién nén bao duong, vién nén bao phim (chtra hormon va chat c6 hoat tinh hormon). EU-GMP [DE_TH_O01H| o o |Co quan tham quyén 10
GmbH und Co.KG [Co.KG *Pong goi thir cip va xuét xwdng 16 hé dan qua da va dong goi lai thubc dang réan GMP 2020 S S Duirc
Débereinerstrafe 20, (hodc 005 Ry &
Dobereinerstrasse 20) 99427 < Q
Weimar, Germany R N
DE-019 » Salutas Pharma GmbH » Otto-von-Guericke-Allee 1, 39179 Barleben, Germany
114 Salutas Pharma Otto-von-Guericke-Allee 1, [* Thudc khong vé tring: Vién nang cirng (bao gdm ca cac san pham chira chat kim té bao); thudc ubng dang Iéng (bao gdm ca céc san pham chira chat EU-GMP |DE_ST_01_ o o [Coquan tham quyén 6
GmbH 39179 Barleben, Germany  |trc ché mi&n dich); vién nén va vién nén bao phim (bao gdm ca cac san pham chira chét kim té bao, chat (rc ché mi&n dich va chét c6 hoat tinh nhay cam GMP 2019 S S Dlrc
cao khac). ’ ) 0035 | o &
* Dong goi va xuat xwdng thudc khdng vé trang. < <
* Xuét xwdng thude vo trang. ] S
1844 [Salutas Pharma  [Otto-von-Guericke-Allee 1,  [* Thudc khéng v tring: Vién nang ciing (chira chat kim té bao); thuéc ubng dang I8ng (chira chét trc ché mién dich); vién nén va vién nén bao phim (bao | EU-GMP [DE_ST_01_ Co quan thdm quyén 21
GmbH 39179 Barleben, Germany  [gdm ca thubc chiva chét kim té bao, chét (e ché mién dich va chét co hoat tinh nhay cam cao). GMP_2021_| § Q |puc
* Xuét xwdng thudc v tring (thudc tiém truyén, dung dich tiém, thudc dong kho, thudc nhd mét, thudc bot pha dung dich tiém/tiém truyén) 0007 S S
* Xut xudng thube khong vo trung: cac dang thudc trén va thudc bot, thuée dang ban rén va céy ghép. S o)
*Bong goi so cap cac dang thuéc khéng vo tring trén va thudce dan qua da; g L{Cn;
* Dong goi thir cép: bao gdém ca thubc dat, vong dét - o
* Kiém tra chAt lrgng: Vi sinh- Khana v tring: Haa hac/V/At IV
DE-020 » Vetter Pharma-Fertigung GmbH & Co.KG » Eisenbahnstrasse 2-4, 88085 Langenargen, Germany
115 Vetter Pharma- Eisenbahnstr. 2-4, 88085 * Thudc vé tring (bao gém ca thudc chira hoat chét c6 hoat tinh hormon): EU-GMP |DE_BW_01 o ~ |Co quan thdm quyén 6
Fertigung GmbH & |Langenargen, Germany. + Thucf)c san xuét vo tring: thuéc déng khé ; dung dich thé tich nho _GMP_2019 § § Durc
Co.KG (Céach ghi khac: + Thudc tiét tring cudi: dung dich thé tich nho. 0127 & &
Eisenbahnstrasse 2-4, 88085|* Thudc sinh hoc: Ché phdm mau: ché pham plasma; san phdm mién dich; san phdm cong nghé sinh hoc (bao gdm ca thudc chira duoc chét co hoat tinh - < =]
Langenargen, Germany) hormon); s&n phdm chiét xuét tir ngudi, dong vat. 3 b
DE-021 » AbbVie Deutschland GmbH & Co., KG » Knollstrasse, 67061 Ludwigshafen, Germany
116 AbbVie Knollstrasse, 67061 * Thude khdng vé trung: Vién nang cieng; vién nén, vién nén bao phim. EU-GMP [DE_RP_01_| ~ — |Co quan thdm quyén 6
Deutschland Ludwigshafen, Germany * Xut xwdng thudc cong nghé sinh hoc. GMP_2017 S S Durc
GmbH & Co., KG |(cach viét khac: Knollstrasse, |* Bng goi thir cép. 1026 | Q& Q
D- 67061 Ludwigshafen, A3 A\
Germany) S )
1688 |AbbVie Knollstrasse, 67061 * Thude khdng vé trung: Vién nang cieng; vién nén, vién nén bao phim. EU-GMP [DE_RP_01_| « o |Co quan thdm quyén 19
Deutschland Ludwigshafen, Germany * Xuét xwdng thudc cong nghé sinh hoc. GMP 2021 S S Duirc
GmbH & Co., KG |(cach viét khac: Knollstrasse, | * Déng goi thir cp. 013~ | & a
D- 67061 Ludwigshafen, o <
Germany) o 8
DE-022 » Roche Diagnostics GmbH » Sandhofer StraBe 116, 68305 Mannheim, Germany
117 [Roche Diagnostics [Sandhofer Strafe (hoac: * Thubc vé tring: ] EU-GMP [DE_BW_01 Co quan thdm quyén 6
GmbH Strasse) 116, 68305 + Thubc s&n xuét vé tring: Thubc dong khd; dung dich thé tich nho. GMP 2018 Durc
Mannheim, Germany + Thuéc tiét tring cudi: Dung dich thé tich nhé. 0073 © b
* Thudc sinh hoc: San phdm cong nghé sinh hoc (khang thé don dong san xuét bang cong nghé gen, Epoetin beta, Peginterferon alfa-2a, - < <
methoxypolyethyleneglycol-epoetin beta va CEA CD3 TCB). & &
* Bong goi: Dong goi thir cAp. S 2
* Xuat xuzorng - o
+ Thubc vé tring: Thudc san xuét v tring.
+ ThuAe sinh hoe ThuAe cAna nahé sinh hae
1361 |Roche Diagnostics |Sandhofer Strale (hoéc: * Thudc v6 tring: EU-GMP [DE_BW_01 Co quan tham quyén 16
GmbH Strasse) 116, 68305 + Thubc san xuét vé trung: Thudc dong khd; dung dich thé tich nho. GMP 2020 Dlrc
Mannheim, Germany + Thubc tiét tring cudi: Dung dich thé tich nho. 0104 . .
* Thudc sinh hoc: San phdm céng nghé sinh hoc (khang thé don dong san xuat bang céng nghé gen, Epoetin beta, Peginterferon alfa-2a, B g 2]
methoxypolyethyleneglycol-epoetin beta). A o
* Xuét xwong: g S
+ Thudc v6 trung: Thudc sén xuét vo trang. Y ©
+ Thudc sinh hoc: Thudc cdng nghé sinh hoc.
* Pong goéi: Déng goi thir cép.
* KiAm tra chAt lpona: i sinh (VA triina: khAna vA trina): HAa hacA/A V- Sinh hae
DE-023 » IDT Biologika GmbH » Am Pharmapark 06861 Dessau-RoRlau, Germany
118 IDT Biologika Am Pharmapark 06861 * Thudc vo trung: EU-GMP [DE_ST_01_ Co quan tham quyén 6
GmbH Dessau-Roblau, Germany + Thubc san xuét vé tring: Dang Iong thé tich lon, thubc dong khd, Dang ldng thé tich nhé GMP_2018_| S |Pec
* Thudg tiét tring cudi: Dang 1dng thé tich Ion, Dang 16ng thé tich nho 0031 g g
* Thudc sinh hoc: san pham cong nghé sinh hoc, VvAc xin, impfstoffe > o
* API: virus seed’material : z
*Pong goi thir cap. o o
* Kiém tra chat livona
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 31 /202 23-06-2022



o A ek A < .| NGAY POT
ID CHUNG| TEN CO SO SAN 2 . A NGUYEN | GIAY CH. |NGAY - < A
J S ) A ! HET CONG
CHi XUAT DIA CHI PHAM VI CHUNG NHAN TACGMP| NHAN car | MY CO QUAN CAP on
1244 IDT Biologika Am Pharmapark 06861 * Thuoc v6 trung: i EU-GMP (DE_ST_01_ Co quan tham quyén 15
GmbH Dessau-Rosslau, Germany + Thubc san xuét vé triing: Dang I6ng thé tich 16n, thuc déng kho, Dang I18ng thé tich nhd GMP_2020_[ & L [Puc
(Am Pharmapark 06861 * Thudc tiét tring cudi: Dang 16ng thé tich I&n, Dang Idng thé tich nhé 0030 < <
Dessau-RoBlau, Germany) |* Thudc sinh hoc: san phdm céng nghé sinh hoc ~ o
* API: virus seed material Z g
*Pong goi thir cép. N -
* Kidm tra chat livong
DE-024 » Excella GmbH & Co.KG » Nurnberger Str.12 90537 Feucht, Germany
719 Excella GmbH &  [Nurnberger Str.12 90537 * Thubc khong vé tring (hormon va chét cé hoat tinh hormon, ddc té bao/ kim té bao, (rc ché mién dich): vién nang clrng, vién nén, vién nén bao phim. EU-GMP [DE_BY_05_| ~ [Co quan thdm quyén 11
Co.KG Feucht, Germany (c4ch viét |+ Ching nhan 16 i ) i o GMP_2018_| o S [purc (Regierung von
khac: Nurnberger Strasse  |* Bong géi so cap (hormon va chat c6 hoat tinh hormon, doc té bao/ kim té bao, (rc ché mién dich): vién nang cing, vién nén, vién nén bao phim, vién 0064 g m Oberfranken), Germany
12, 90537 Feucht, Germany) [nang mém. Q -
*Pong goi thir cp. b »
DE-025 » LTS Lohmann Theraple-System AG » Lohmann Str.2, 56626 Andernach, Germany
397 LTS Lohmann Lohmannst. 2, 56626 * Thudc khong vé triing: thubc khung thdm; dang bao ché ban ran; miéng dan ngoai da chira héc mén va cac chat c6 hoat tinh héc mén. EU-GMP [DE_RP_01_|[ o o [Co quan thdm quyén 8
Therapie - Andernach, Germany GMP- S (% DPurc
Systeme AG 2018_0005 g‘ =)
© ©
o N
563 [LTS Lohmann Lohmann Str.2, 56626 * Thubc khng vé trung: EU-GMP [DE_RP_01_[ o [Co quan thdm quyén 9
Theraple-System [Andernach, Germany + Thuoc ban ran GMP_2018_| © S |puc
AG + Khung tham (Impregnated matrices) 0005 3 g
o —
© ©
o N
1466 |LTS Lohmann Lohmannstr. 2, 56626 * Thubc khéng vé trung: thube khung thdm; miéng dén ngoai da chira héc mén va céac chét ¢ hoat tinh héc mén. EU-GMP |DE_RP_01_| <« o |Co quan tham quyén 17
Therapie - Andernach, Germany GMP2021_| & | § |Pic
Systeme AG 0006 8’ =)
N -
o ™
DE-026 » B.Braun Melsungen AG » StraBBe 1 (hodc Carl - Braun - StraBe 1), 34212 Melsungen, Germany
119 B.Braun StraBe 1 34212 Melsungen, [* Thudc vé tring EU-GMP [DE-HE-01- o ~ [Co quan thdm quyén 6
Melsungen AG Germany + Thudc tiét tring cudi: Dung dich thé tich nho, nhii twong thé tich nhé; Dung dich thé tich Ién; nhii twong thé tich lon. GMP-2019- S S |pwe
(Céch ghi khéc: Carl - Braun 0172 S >
Strafe 1, 34212 Melsungen, - S
Germany) S N
DE-027 » Bendalis GmbH » Keltenring 17, 82041 Oberhaching, Germany
120 [Bendalis GmbH  [Keltenring 17, 82041 Xuat xwdng thude vo trung EU-GMP |[DE_BY_04_| o — [Co quan thdm quyén 6
Oberhaching, Germany GMP_2019_ § % Blrc
0041 < &
< )
© —
DE-028 » Biokanol Pharma GmbH » Kehler Str.7, 76437 Rastatt, Germany
551 Biokanol Pharma |Kehler Str.7, 76437 Rastatt, [* Xuat xudng: thudc vé trung, thudc khéng vé tring, thuéc mién dich EU-GMP |DE_BW_01 ) o~ |Co quan thdm quyén 9
GmbH Germany *Pong goi thr cp _GMP_2019 § § Buc
0133 =) o)
— o
& B
-~ o
DE-029 » Octapharma Dessau GmbH » Otto-Reuter-StraRe 3, 06847, Dessau-RoRlau, Germany
121 |Octapharma Otto-Reuter-StraBe 3, 06847,[Dong goi thir cap EU-GMP [DE_ST 01_| o 5 [Coquan thadm quyén 6
Dessau GmbH Dessau-Roplau, Germany GMP_2018_[ o Q |[puc
0045 - 0
0 <
- ©
N -~
1597 [Octapharma Otto-Reuter-Strae 3, 06847,|* Déng géi thir c&p EU-GMP [DE_ST 01_| <« » |Co quan thdm quyén 18
Dessau GmbH Dessau-Roplau, Germany * Kiém tra chat lwgng: Hoéa hoc/Vat ly; Sinh hoc. GMP_2021_ % % Duc
0001 - =)
< hy
N (o2}
N N
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 san xuét v tring: dang bao ché ban ran (gel tra mat, m& tra mat); dung dich thé tich nhé (thuc nhd mat). EU-GMP [DE_BE_01_| o o~ [Co quan thdm quyén 13
Chem.-pharm. 153, 155a, 165-173, 13581 |+ Thudc khong vé triing: thuéc dung ngoai dang 1dng (dung dich dung ngoai da). GMP_2018_ é § Duirc
Fabrik GmbH Berlin, Germany 0017 & &
& -
N ™
DE-031 » Boehringer Ingelheim Pharma GmbH & Co. Kg » Binger Str. 173, 55216 Ingelheim am Rhein, Germany
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365 Boehringer Binger Str. 173, 55216 * San xuat thuoc: EU-GMP [DE_RP_01_| o o |Co quan tham quyén 8
Ingelheim Pharma [Ingelheim am Rhein, +Thuoc s&n xuét vé tring: dung dich dé hit. i i i o ) ‘ GMP_2018_ é % Duc
GmbH & Co. Kg  |Germany + Thubc khong vo triing: vién nang cirng; thudc nuéc udng; thude bét; thude cém; ché phém st dung ap luc; vién nén; dung dich dé hit; pellet. 0007 & S
*Dong goi so cép: vién nang mém Q 5
& &
579 Boehringer Binger Strasse (hoéc StraBe (* San xuat: ] EU-GMP |[DE_RP_01_ Co quan tham quyén 9
Ingelheim Pharma [hoac Str.)173, 55216 + Thubc san xuét vo trung: dung dich dé hit. i i i o i GMP_2019_| o ~ |Plc
GmbH & Co. Kg  |Ingelheim am Rhein, + Thubc khong vo tring: vién nang cirng; thudc nuéc udng; thude bét; thude cdm; ché phdm st dung &p Iure (khi dung); vién nén; vién nén bao phim; 0035 g o
Germany vién nén phéng thich cham; dung dich dé hit, pellet. DN o
*Pong goi so cép: S -
+ Vién nang ctvng; vién nang mém; thudc nwéc udng; thude bot; thude cdm; ché phdm st dung ap Iwc (khi dung); vién nén; vién nén bao phim; vién nén Q bt
phéng thich cham; dung dich @& hit, pellet.
*Dang adi thiv cAn
DE-032 » Corden Pharma GmbH » Otto-Hahn-Str. 68723 Plankstadt, Germany
122 Corden Pharma Corden Pharma, * Thude khdng vé trung: vién nang cing; thudc cdm, thude bét (chira hoat chat ¢ hoat tinh cao); vién nén, vién nén bao phim (chira hoat chat cé hoat tinh | EU-GMP |DE_BW_01 > o~ [Co quan thdm quyén 6
GmbH Otto-Hahn-Str. 68723 cao). _GMP_2019| S § Duc
Plankstadt, Germany hoac 0082 & &
Otto-Hahn-Strasse, 68723 - Q Q
Plankstadt - Germany & &
1911 |Corden Pharma  |Corden Pharma, * Thude khdng vé trung: vién nang cing; thudc cdm, thude bot (chira hoat chat ¢ hoat tinh cao); vién nén, vién nén bao phim (chira hoat chat cé hoat tinh | EU-GMP |DE_BW_01 - < |Coquan tham quyén 22
GmbH Otto-Hahn-Str. 68723 cao). _GMP_2021 g 8 |bec
Plankstadt, Germany hodac  |* Béng goi: 0193 q N
Otto-Hahn-Strasse, 68723 +Poéng goi cap 1: cac dang thudc trén - 53. 8.
Plankstadt - Germany +Dong goi cap 2 S Q
* Xuat xirng thude khang vo trung
DE-033 » Merck KGaA » Frankfurter Strabe 250, 64293 Darmstadt, Germany
123 [Merck KGaA Frankiurter Strabe 250, A 18,[* Thuéc vé trung: ] ] ] ] ] ] EU-GMP [DE_HE_01_ Co quan tham quyén 6
A31,A32,D2,D3,D11,D + Thudc san xuat v trang: thudc bdt dong khd; dung dich thé tich nhod (bao gom ca san pham chira hormon hodc chat co6 hoat tinh hormon); thudc nhd GMP_2018_| ® @ |puwc
12,D 15, D39, N 79, N 80, N [mét. 0004 S S
90, PH 5, PH 16, PH 23, PH + Thudc tiét tring cudi: Dung dich thé tich nho. - b
28, PH 31, PH 33, PH 50, PH|* Thuéc khéng vo trung: Vién nang ctrng; thubc uéng dang Idng; vién nén; vién nén bao phim (bao gE‘Jm ca hormon va chét co hoat tinh hormon); g g
51, PH 52, PH 80, 64293 * Thube sinh hoc: Thudc mién dich (dung dich thé tich nhd); thuéc cong nghé sinh hoc (dung dich thé tich nhd). - -~
Darmstadt. Germany - — - <
433 Merck Healthcare  |Frankfurter Strabe 250, A 31, [* Thuoc v6 tring: ] . X . i ) EU-GMP |DE_HE_01_ Co quan tham quyéen 8
KGaA A32,D11,D12,D 15, D 39, * Thudc san xuat vo tring: thudc bdt ddng kho; dung dich thé tich nhd (bao gom ca san pham chira hormon hodc chat cé hoat tinh hormon); thudc nho GMP_2019_ Durc
(* Tén cii: Merck F 128, PH 5, PH 15, PH 16, [mat. 0053
KGaA) PH 26, PH 28, PH 31, PH 33,| + Thudc tiét tring cudi: Dung dich thé tich nh. @ Q
PH 50, PH 51, PH 52, PH 80,|* Thuéc khéng vo trung: Vién nang ctrng; thubc uéng dang Idng; vién nén; vién nén bao phim (bao gE‘Jm ca hormon va chét co hoat tinh hormon); 8 8
PH 85, PH 95 * Pong goi so cap thude khdng vo tring: bao gdm ca thube diing ngoai dang 16ng; khéng bao gdm vién nang cirng. uo'a E,'*
64293 Darmstadt, Germany [* Thudc sinh hoc: Thubc mién dich (Thudc san xuét vé tring: dung dich thé tich nhd); thudc céng nghé sinh hoc (Thuéc san xuét vé trung: dung dich thé oy b
(* Céch viét khac: Frankfurter [tich nho). N ©
Strasse (hodc Strabe,
Strabe) 250 64293 (hoac D-
£42Q2)\ D). Carmany)
1845  |Merck Healthcare |[Frankfurter Strabe 250, A 31,|* Thuoc vo trung: i ) . EU-GMP |(DE_HE_01_ Co quan tham quyén 21
KGaA A32,D11,D12,D15,D39,| + Thu@c san xuat vo trang: thude b@t‘déng kho; dung dich thé tich nhd thudc nhd mét. GMP_2021_ Duirc
(* Tén cii: Merck  |F 128, PH5, PH 15, PH 16, | + Thudc tiét trung cudi: Dung dich thé tich nhé. 0126
KGaA) PH 26, PH 28, PH 31, PH 33,| + Xuét xuéng: thubc v trung. - <
PH 50, PH 51, PH 52, PH 80,|* Thudc khong vo tring: Vién nang ctng; thudc uéng dang 16ng; vién nén; vién nén bao phim. o q
PH 85, PH 95 + Xuét xudng: thuéc khdng vé tring. o g
64293 Darmstadt, Germany [* Thudc sinh hoc: Thudc mién dich (Thudc san xuét vo tring: dung dich thé tich nhé); thudc céng nghé sinh hoc (Thudc san xuét vé trung: dung dich thé :' )
(* Céch viét khac: Frankfurter [tich nhd). B4 =/
Strasse (hoac Strabe, + Xuét xudng: thude sinh hoc.
Strabe) 250 64293 (hoac D- |* Béng goéi:
64293) Darmstadt, Germany)| + Déng géi so cap: thubc khong vé tring: thube udng dang 16ng; vién nén; vién nén bao phim; thuéc dung ngoai dang 16ng; (khéng bao gém vién nang
TWT=V=11
DE-034 » Pfizer Manufacturing Deutschland GmbH » Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany
124 Pfizer Betriebsstatte Freiburg, Thudc khang vé triing bao gém ca thudc cé hoat tinh cao: vién nang cting, vién nén, vién nén bao phim, thudc cdm, pellet. EU-GMP |[DE_BW_01 ~ Q Co quan thdm quyén 6
Manufacturing Mo9swalda|lee 1, 79090 _GMP_2017 < S |[buc
Deutschland Freiburg, Germany 1070 S &
GmbH s | 2
S N
720 Pfizer Betriebsstatte Freiburg, Thudc khdng vé triing bao gém ca thudc ¢ hoat tinh cao: vién nang cirng, vién nén, vién nén bao phim, thubc cdm, pellet. EU-GMP |[DE_BW_01 o N Co quan thdm quyén 11
Manufacturing Mo9swalda|lee 1, 79090 _GMP_2019 < < blc
Deutschland Freiburg, Germany _0084 © )
o -
GmbH N &
] -
1168 |Pfizer Betriebsstatte Freiburg, * Thgéc khong vb tring bao gom ca thudc c6 hoat tinh cao: vién nang ctrng, vién nén, vién nén bao phim, thudc cém, pellet. EU-GMP |[DE_BW_01 o o~ [Co quan thdm quyén 14
Manufacturing Mooswaldallee 1, 79090 * Xuét xudng thuc khong vé triing GMP 2020 & S |puwc
) i o £ a . A . P PO . AL — ~ ] N
Deutschland Freiburg, Germany Bong géi so cap: vién nang cirng, vién nén, vién nén bao phim, thudc com, pellet (bao gom ca thudc cé hoat tinh cao); vién nang mem; 0097 ] <
GmbH *Pong goi thir cép; - ) -
* Kiém tra chat luong: vi sinh khong vo triing, hoa hoc/ vat Iy. ) X
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1912 |Pfizer Betriebsstatte Freiburg, * Thuoc khong vé trung bao gom ca thudc 6 hoat tinh cao: vién nang cieng, vién nén, vién nén bao phim, thuoc com, pellet. EU-GMP [(DE_BW_01 — o |Co quan tham quyén 22
Manufacturing Mooswaldallee 1, 79090 * Xuét xwdng thyéc khéng vé tring o ‘ ) ‘ _GMP_2021 § § Dlrc
Deutschland Freiburg, Germany *Bong goi so' cap: vién nang cing, vién nén, vién nén bao phim, thudc com, pellet (bao gom ca thude ¢6 hoat tinh cao); vién nang meém; 0006 & S
GmbH * Pong goi thir cép; < -
* Kiém tra chét lwong: Vi sinh (khdng vo trung); Hoa hoc/ vat ly. - S
DE-035 » Berlin Chemie AG » Tempelhofer Weg 83, 12347 Berlin, Germany
361  [Berlin Chemie AG |[Berlin-Chemie AG, * San xuat ban thanh pham: EU-GMP |[DE_BE_O01_| ~ o [Co quan thdm quyén 8
Tempelhofer Weg 83, 12347 |+ Thubc khong vé tring: Vién nén, vién nén bao phim, vién nén bao dudng, thubc cém. GMP 2017 S S Dlc
Berlin, Germany 1065 | & o
g |2
1169 |Berlin Chemie AG [Berlin-Chemie AG, *San xuat ban thanh pham: EU-GMP |[DE_BE_01_| o o~ |Co quan thdm quyén 14
Tempelhofer Weg 83, 12347 + Thubc khdng vé trung: Vién nén, vién nén bao phim, vién nén bao duéng, thubc cdm. GMP 2020 S S Dlrc
Berlin, Germany + Thubc sinh hoc: thudc cé ngudn géc tir ngudi hodc dong vat: bot pancreas (porcine). 0007 - g g
o S
3|3
DE-036 » Pencef Pharma GmbH » Breitenbachstrabe 13-14, 13509 Berlin, Germany
125 Pencef Pharma Breitenbachstrabe 13-14, * Thuéc khéng vé triing chira khang sinh Penicillin: Vién nang ctng, Vién nén, vién nén bao phim, vién nén phan tan, vién nén hoa tan, thudc bét pha hén EU-GMP [DE_BE_01_ ~ o [Co quan tham quyen 6
GMBH 13509 Berlin, Germany dich udng, thuéc bét pha dung dich uéng, thubc cdm pha dung dich udng, thuéc cém pha hdn dich, thudc bot, thubc cdm GMP 2017 é § Dlrc
1014 ) )
< <
& | 3
DE-037 » Boehringer Ingelheim Pharma GmbH & Co. KG » Birkendorfer StraBBe 65 88397 Biberach an der Riss, Germany
126  [Boehringer Boehringer Ingelheim *Thubc vé tring EU-GMP |DE_BW_01 Co quan thdm quyén 6
Ingelheim Pharma [Pharma GmbH & Co. KG + Thubc san xuét vé tring: Dung dich thé tich I6n; dung dich thé tich nhd; thubc déng kho; _GMP_2017| = L [Puc
GmbH & Co. KG  |Birkendorfer Str. 65 88397 + Thudc tiét tring cudi: Dung dich thé tich nhd; 1039 S <
Biberach a.d.R. Germany * Thudc khéng vé trung: Vién nén; vién nang cirng; thudc bot; thude com; pellet; B o) Ire)
Cach ghi khac: Birkendorfer |* Thudc sinh hoc khac: DNA/Protein tai tb hop; Khang thé don dong; cytokines. g ‘OL
StraBe 65 88397 Biberach an - -
der Riss Germany _ _
537 Boehringer Boehringer Ingelheim *Thubc vo tring EU-GMP |DE_BW_01 Co quan thdm quyén 9
Ingelheim Pharma [Pharma GmbH & Co. KG + Thubc s&n xuét vé tring: Dung dich thé tich I6n; dung dich thé tich nhd; thubc déng kho; _GMP_2019| 2 q  [Pec
GmbH & Co. KG |Birkendorfer Str. 65 88397 + Thudc tiét tring cudi: Dung dich thé tich nhd; 0122 S <
Biberach a.d.R. Germany * Thudc khéng vé trung: Vién nén; vién nang cirng; thudc bot; thudc com; pellet; B o) It
(Cach ghi khac: Birkendorfer |* Thudc sinh hoc khac: DNA/Protein tai td hop; Khang thé don dong; cytokines g E
StraBe 65 88397 Biberach an - N
der Riss Germanv)
1689 |Boehringer Boehringer Ingelheim *Thubc vé tring - K ] ] EU-GMP |DE_BW_01 Co quan thdm quyén 19
Ingelheim Pharma [Pharma GmbH & Co. KG + Thubc san xuét vé tring (Dung dich tiém/tiém truyén): Dung dich thé tich Ién; dung dich thé tich nhé; thuéc déng khé (thuéc bot dng kha); _GMP_2020| & Q [Pec
GmbH & Co. KG  |Birkendorfer Str. 65 88397 + Thudc tiét tring cudi: Dung dich thé tich nhd; 0114 S S
Biberach a.d.R. Germany * Thudc khéng vé trung: Vién nén; vién nang cirng; thudc bot; thudc com; pellet; B o) 1)
(Céach ghi khac: Birkendorfer |* Thudc sinh hoc khac: DNA/Protein tai td hop; Khang thé don dong; cytokines S’n’ g
StraBe 65 88397 Biberach an N ©
der Riss Garmany)
DE-038 » Deltamedica GmbH » Ernst-Wagner-Weg 1-5, Reutlingen, 72766, Germany
927  [Deltamedica Ernst-Wagner-Weg 1-5, * Xuat xwdng thubc vo trung. EU-GMP [DE_.BW 01 | o — [Co quan thdm quyén 12
GmbH Reutlingen, 72766, Germany |* Xuat xuwéng thudc khdng vé trung. GMP 2019| S S |puc
*Poéng goi thir cép. 0006 o g
- IS -
T
1794  [Deltamedica Ernst-Wagner-Weg 1-5, * Xut xuéng thudc vé tring. EU-GMP |DE_BW_01 | « < |Co quan thdm quyén 20
GmbH 72766 Reutlingen, Germany |* Xuét xwdng thudc khdng vo trung. GMP 2021 & S |puc
*Dong goi thir cap. 0112 o >
< <
S &
DE-039 » Haupt Pharma Wolfratshausen GmbH » Pfaffenrieder Strafe 5, 82515 Wolfratshausen, Germany
528  [Haupt Pharma Haupt Pharma * Thubc vo trung: EU-GMP |DE_BY_04_ Co quan tham quyén 9
Wolfratshausen  |Wolfratshausen GmbH + Thubc san xuét vé tring: Dung dich thé tich I&n (bao gdm ca thudc chira chét kim té bao); Dung dich thé tich nhd (bao gdm ca thubc chiva chét kim té GMP_2020- | o ~  |Duc
GmbH Pfaffenrieder StraBe 5, bao); Hon dich va thuoc xit mi. ‘ ) ) i _ i i ) 0001 g o
82515 Wolfratshausen, + Thubc tiét trang cudi: Dung dich thé tich Ién (bao gdm ca thudc chira chét kim t& bao); Dung dich thé tich nhd (bao gdm ca thudc chira chat kim té N N
Germany bao); Hén dich. S S
* Thubc khong vé tring: Vién nang ctrng ; Thudc dung ngoai dang 16ng; Thudc uéng dang ldng; Thudc bot va thude cém; dang bao ché ban rén; Vién nén. '5' g
Doéng gdi so' cap thudc vién nén chira chat kim té bao.
Dana aai thiv cAn va xuAt xivdna thude déna kha
1913  |Haupt Pharma Haupt Pharma * Thuoc vé trung: ‘ ) ) i _ ) i | EU-GMP (DE_BY_04_ Co quan tham quyén 22
Wolfratshausen Wolfratshausen GmbH + Thtiﬁc san xuat VL’“) trng: Dung dich thé tich Ién (bao gém ca thudc chira chét kim té bao); Dung dich thé tich nhd (bao gdm ca thudc chira chét kim t& GMP_2021_| <+ |Plc
GmbH Pfaffenrieder StraBe 5, bao); Hon dich va thuoc xit mi. ‘ ) ) ) ‘ i i ) 0041 2] g
82515 Wolfratshausen, + Thubc tiét trang cudi: Dung dich thé tich Ion (bao gdm ca thudc chira chét kim té bao); Dung dich thé tich nhé (bao gém ca thudc chira chét kim té N N
Germany b&o); Hén dich. 3 S
* Thubc khdng v trung: Vién nang ctng ; Thube dung ngoai dang Iong; Thube ubng dang 16ng; Thudc bot va thube cém; dang bao ché ban rén; Vién nén. gl g
DBong géi cap 1 thude vién nén chira chat kim té bao.
Pdéna adi cAn 2 va xuAt xivdina thube ddna khé
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DE-040 » Abbott Laboratories GmbH » Justus-von-Liebig-Strabe 33, 31535 Neustadt, Germany
127 |Abbott Justus-von-Liebig-Strabe 33, [* S&n xuét thudc: EU-GMP [DE_NI_02_ [ o — |Co quan tham quyén 6
Laboratories 31535 Neustadt, Germany + Thudc khoéng vo trung: vién nang cirng; GMP_2019_ S S Dlrc
GmbH + Thudc sinh hoc: thubc c6 ngudn géc tir ngudi hodc dong vat. 0013 3 S
* Xut xwdng 16: bao gdm ca vién nang mém. < =]
*Poéng goi so' c&p, dong géi thir cap: chi déi voi vién nang clrng. 3 x
1598  [Abbott Justus-von-Liebig-Strabe 33, [* Thudc khéng vé tring: vién nang cing. EU-GMP [DE_NI_02_ Co quan thdm quyén 18
Laboratories 31535 Neustadt, Germany  |* Xu&t xwdng: vién nang cing; vién nang mém. GMP_2021_| « |Puc
GmbH * Thubc sinh hoc: thudc c6 ngudn géc tir ngudi hodc dong vat. 0008 N N
* Xuét xwdng: thube sinh hoc cé ngudn gdc tir ngwdi hodc dong vat. N N
*Doéng goi: 8' 8’
+ Doéng goi so cap: chi déi véi vién nang cirng. b ]
+ Doéng géi thir cp: chi déi véi vien nang clrng.
> Kidm tra chAt lipgng: Vi sinh (kKhana va triing): Héa V- Sinh hae
DE-041 » Pharbil Waltrop GmbH » Im Wirrigen 25, 45731 Waltrop, Germany
1170  |Pharbil Waltrop Pharbil Waltrop GmbH * Thuoc khong vé trung: Thudc uong dang ldng; thuoc dung ngoai dang Idng; pellets (chtra hormon); thuc com (chira hormon); thudc ban ran (chira EU-GMP [DE_NW_05 ) o |Co quan tham quyén 14
GmbH Im Wirrigen 25, 45731 hormon); thuéc dat am dao (chtra hormon); vién nén (chtra hormon). _GMP_2019 S S Duirc
Waltrop, Germany 0030 S g
B < <
- <
o -
DE-042 » Thymoorgan Pharmazie GmbH » Schiffgraben 23, 38690 Goslar, Germany
721 [Thymoorgan Schiffgraben 23, 38690 *Thubc v6 trung: ] ) ] ] ] ] ] ] ] EU-GMP [DE_NLO1_ | o o~ |Co quan thdm quyén 11
Pharmazie GmbH |Goslar, Germany + Thudc san xuat v trung: thuoc déng khd (bao gom ca thude chira chat doc té bao); thudc 16ng thé tich nhé (chira chat doc té bao). GMP_2019_ S S Durc
(* Cach ghi cii: Schiffgraben |+ Thudc tiét trang cudi: thudc 1dng thé tich nhé (chira chét doc té bao). 0017 E z
23, 38690 Vienenburg, Q ~
Germany) b b
DE-043 » Dr. Willmar Schwabe GmbH & Co. KG » Willmar-Schwabe-StraRe 4, 76227 Karlsruhe, Germany
928 Dr. Willmar Willmar-Schwabe-StraRe 4, [* Thudc khong vé triing: Vién nang clrng; vién nang mém; thudc dung ngoai dang 1éng; thuéc udng dang I6ng; thudc dang ran (thudc bot; thudc com; EU-GMP [(DE_BW_01 ) — [Co quan tham quyen 12
Schwabe GmbH & |76227 Karlsruhe, Germany  |thuéc dang hat nhé (pillules)); vién nén; vién nén bao phim. _GMP_2019 s N Duc
Co. KG (cach ghi khac: Willmar- ~ |* Cac thubc khac: 0060 Ry Ry
Schwabe-Str. 4, D-76227 + Thube duoc ligu. B < <
Karlsruhe, Germany) + Thubc vi lwgng ddng can (Homoeopathic products). 8 N
1245  |Dr. Willmar Willmar-Schwabe-StraRe 4, [* Thudc khong vé triing: Vién nang clrng; vién nang mém; thudc dung ngoai dang Iéng; thuéc udng dang I6ng; thudc dang ran (thudc bot; thudc com; EU-GMP (DE_BW_01 Co quan tham quyén 15
Schwabe GmbH & |76227 Karlsruhe, Germany  |thuéc dang hat nhé (pillules)); vién nén; vién nén bao phim. _GMP_2019 Duc
Co. KG (cach ghi khac: Willmar- * Xuét xwéng Thude khong vé tring. 0136
Schwabe-Str. 4, D-76227  [* Céc thubc khac: B . ~
Karlsruhe, Germany) + Thube duoc ligu. S q
+ Thubc vi lwgng ddng can (Homoeopathic products). DN DN
*Pong goi: = 3
+ Doéng géi so cép: cac dang thudc & muc Thudc khdng vé tring. © =4
+Dong goi thr cap.
* Kiém tra chat lvong:
+ Vi sinh: Khéng vo trung.
blin bao N /A1
DE-045 » Stada Arzneimittel AG » Stadastrasse 2-18, 61118 Bad Vilbel - Germany
265 [Stada Arzneimittel [STADA Arzneimittel AG * Xudt xudng thude v trang;. ] - ] ] ) EU-GMP |[DE_HE_01_| o o~ |Co quan thdm quyén 7
AG Stadastrasse (hodac * Thudc khdng v trung: vién nang ctrng, thudc diing ngoai dang 16ng, thudc uong dang Iéng, dang bao ché ban ran, vién nén (bao gom ca vién nén bao GMP_2019_ S S Durc
Stadastralle) 2-18, 61118 phim, vién nén giai phong thay ddi, vién nén khang dich da day); 0168 g g
Bad Vilbel - Germany * Xuét xwdng thudc khong vo tring: Bao gdm ca vién nhai, dang bao ché cé ap luc; thudc dat; thudc dan qua da. S =]
* Xuét xwdng thude sinh hoc: thubc cdng nghé sinh hoc;. g ﬁ
DE-046 » Lindopharm GmbH » Neustrasse (hodac Neustrabe) 82 40721 Hilden, Germany
266 Lindopharm GmbH Lindopharm GmbH * Thuoc khong vo tring: Vién nén chira chat cé hoat tinh hormon; thudc bét; thuoc com. EU-GMP |DE_NW_03 o o [Co quan tham quyen 7
Neustrasse (hoac _GMP_2018| oS S |pwc
NeustraBe) 82 40721 Hilden, 0038 Q& Q
Germany B Q A
- ®
DE-047 » STADApharm GmbH » Feodor-Lynen-StraBe 35, Hannover, Niedersachsen, 30625, Germany
453  [STADApharm STADAPHARM GmbH, * Xuat xudng thude v trang. EU-GMP |[DE_NIL02_ | o o~ |Co quan Thadm quyén 9
GmbH Feodor-Lynen-StraBe 35,  |* XuAt xwéng thuéc khéng vé triing. GMP_2020 | S S |puc
30625 Hannover, Germany  |* Déng géi thir cép. 0013 g 2
=] -~
O It}
[ =]
DE-048 » Berlin-Chemie AG » Glienicker Weg 125 12489 Berlin, Germany
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722 Berlin-Chemie AG |Glienicker Weg 125, 12489 |* Thuoc v6 trung EU-GMP [DE_BE_01_ Co quan tham quyén 1
Berlin, Germany + Thudc tiét trang cudi: Dung dich thé tich Ion. GMP_2019_ Dlrc
+ Xuat xuéng 16. 0009
* Thubc khong vé tring:
+ Thubc udng dang 16ng; Thubc dét.
+ San xuét thuéc cdm (ban thanh pham). < 9
+ Xuét xudng 16. I I
* Pong géi so cép: Vién nang cing; Vién nang mém; Thudc ubng dang I6ng; Thubc dat; Vién nén (bao gdbm ca hormones va sulfonamides), vién nén bao, g’ 5'
vién nén bao duong. - -
*Pong goi thir cép. - Rl
* Kiém tra chat lwong:
+ Visinh: V6 trung.
+ Vi sinh: Khéng vo trung.
+ Hoa hoc/Vat ly.
DE-049 » Cheplapharm Arzneimittel GmbH » Ziegelhof 23-24, Greifswald, Mecklenburg-Vorpommern, 17489, Germany
723 Cheplapharm Ziegelhof 23-24, 17489, * Thudce vé tring: EU-GMP [DE_MV_01_| o o~ |Co quan thdm quyén 11
Arzneimittel GmbH |Greifswald, Germany + Xuét xudng thube vo tring GMP_2019_| S S |pwe
* Thudc khong vo trung: 0017 g L{(\-;
+ Xuat xwéng thudc khong vo tring Q Q
S q
DE-050 » Artesan Pharma GmbH & Co. KG » Wendlandstrabe 1, 29439 Luchow, Lower Saxony, Germany
1059 |Artesan Pharma |WendlandstraBe 1, 29439  |* Thudc khong vé tring: EU-GMP [DE_NI_03_ Co quan thdm quyén 13
GmbH & Co. KG Lichow, Germany + Vién’nang cfmg, ig‘:n nang mém; vjén nhai. X ) GMP_2018_| S [Pac
+ Thudc bét, thude com, thudc ban ran, vién nén, vién nén bao phim, vién nén bao dwdng (bao gom ca hormon hoac chat cé hoat tinh hormon trie 0020 IS IS
hormon sinh duc; nystatin va khang sinh non - betalactam). - o
* Thgéc duoc ligu; san pham vi lvgng ddng can. E g
* Xuat xwdng: thudc vo trung va cac dang thudc khdng vo tring néu trén. o -
* Déng adi thir cio
1599 |Artesan Pharma |WendlandstraBe 1, 29439  |* Thudc khong vé tring: ) EU-GMP [DE_NI_03_ Co quan thdm quyén 18
GmbH & Co. KG Liichow, Germany (* cach + Vién’nang ct’mg: vig‘;n nang mém; vjén nhai. . ) GMP_2021_| o |[Pic
ghi khac: Wendlandstr.1, + Thudc bét, thude com, thudc ban ran, vién nén, vién nén bao phim, vién nén bao dwdng (bao gom ca hormon hoéac chat cé hoat tinh hormon trir 0007 o q
29439 Liichow-Germany) hormon sinh duc; nystatin va khang sinh non - betalactam). Q§ %
* Thudc dwoc ligu; san phdm vi lwgng ddng can. 3 3
* Xuét xwdng: th\:léc vo triing va cac dang thuéc khéng vo tring néu trén. g’ g'
*Bong goi thir cap.
* Kidm tra chAt livong
DE-051 » Artesan Pharma GmbH & Co. KG » Albrecht-Thaer-Strabe 9 29439 Luchow, Germany
1060 |Artesan Pharma |Albrecht-Thaer-Strabe 9 * Pong goi so cap va thir cap thuoc khong vo triing: vién nang cirng; vién nang mem; vién nhai; khung tham; cac dang bao che ran khac; vién nén; mieng | EU-GMP |DE_NI_03_ © — |Co quan tham quyén 13
GmbH & Co. KG  |29439 Luchow, Germany dén;’thuéc o du’(_yf: liéu; san phérr) vi lwong dong can. i . _ GMP_2018_ é % Durc
* Xuat xwdng: thudc vo trang; thude khong vo trung; thudc tir dwoc liéu; san pham vi lwgng dong can. 0023 < &
-~ )
g | 2
1690 |Artesan Pharma  |Albrecht-Thaer-StraBe 9, * Thudc vé tring: EU-GMP [DE_NI_03_ Co quan tham quyén 19
GmbH & Co. KG  |29439 Liichow, Germany + Xyét Xwong. GMP_2021_ Durc
* Thude khong vo trung: 0004 S i
+ Xuat xwéng. S S
* Thubc dwoc lidu, san phdm vi lwgng ddng can: chi co xuét xwéng, dong goi so cap, dong goi thir cép. o) I
*Poéng goi: ) X i o ) 2 2
+Dong goi so' cap: vién nang clrng; vién nang mém; vién nhai; khung tham; dang bao ché ran khac; vién nén; miéng dan. N o
+Dong goi ther cap.
* Kidm tra chAt lvona: haa boc/vat v
DE-052 » AbbVie Biotechnology GmbH » Knollstrasse, 67061 Ludwigshafen, Germany
342 AbbVie Knollstrasse, 67061 * Xuat xwang thuoc cong nghé sinh hoc EU-GMP [DE_RP_01_[ o o [Co quan tham quyen 8
Biotechnology Ludwigshafen, Germany GMP_2019_ § § Blrc
GmbH (cach viet khac: Knollstrasse, 0046 < &
D- 67061 Ludwigshafen, - <Q
Germany) I &
DE-053 » Dragenopharm Apotheker Piischl GmbH » GélistraBe 1 84529 Tittmoning, Germany
410 Dragenopharm Dragenopharm Apotheker  [* Thuéc khng v6 tring: vién nang ctng; thubc bat; thube cdm; vién nang mém (chi bao gém bao vién); vién nén, vién nén bao phim, vién nén bao duong | EU-GMP [DE_BY_04_[ o « |Co quan tham quyén 8
Apotheker Piischl [Puschl (hogdc Puesch) * Thudc duoc liéu GMP_2020_| & S |boc
(hoic Puesch) GmbH * Thubc vi luong déng can. ‘ 0025 N q
GmbH Gollstrape 1 (hodc *Pong goi so cép: chi bao gom vién nang méem. SI 8.
Goellstrasse 1 hodc Gollstr. |* Dér}g goi tht cap. ‘ ) o 8 3
1), 84529 (hodc D-84529)  |* Xuat xwéna: chi bao adm thudc vé trina: thudc uona dang léna _ _ _
1846  |Dragenopharm GollstraBe 1 (hodc * Thudc khong vé tring: vién nang cing; thudc bot; thude com; vién nang mém (chi bao gom bao vién); vién nén, vién nén bao phim, vién nén bao duong | EU-GMP |DE_BY_04_ Co quan thdm quyén 21
Apotheker Piischl [Goellstrasse 1 hogc Géllstr. |* Thubc dwoc ligu GMP_2021_| & S |buc
(hoic Puesch) 1), 84529 (hodc D-84529)  |* Thubc vi luong ddng can. ‘ 0079 S S
GmbH Tittmoning, Germany *Bong gdi so' cap: chi bao gom vién nang méem. g g
* DQng goi thL"y cap. s e
* Kiém tra chat lwong: Hoa hoc/Vat ly © N
* XuAt xiréna: chi bao adm thude v triuna: thube uéna dana léna
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DE-054 » Ferring GmbH » Wittland 11, 24109 Kiel, Germany
431 [Ferring GmbH Wittland 11, 24109 (hogc D- [* Thudc vé tring: ] ] i ] EU-GMP [DE_SH_01_ Co quan thdm quyén 8
24109) Kiel, Germany + Thudc san xuat vd trung chira hormon hodc cac hoat chat cé hoat tinh hormon: thudc dong khd; dung dich thé tich nho; cac thudc vo tring khac dang GMP_2020_ Dirc
vi ’la_:_‘g- e N . . A 0017 o N
udc tiét tring cudi: dung dich thé tich nhé. g o
+ Xuét xwdng. o N
* Thubc khong vé tring chira hormon hodc céac hoat chét c6 hoat tinh hormon: 8. ‘O—.
+ Thudc ubng dang léng. N 3
+ Xuét xwdng.
* Thude sinh hoc: thuéc tir ngudi (thube déng khd san xuét vé trung); cac san phdm st dung cdng nghé gen (thudc déng kho san xuét vé tring).
> Dana odi- dana adithie o3
DE-055 » Madaus GmbH » Litticher StraBe 5, 53842 Troisdorf, Germany
393 Madaus GmbH -  [Madaus GmbH * Thubc khong vé trung: vién nang cirng; thudc ding ngoai dang 1ng (bao gdm cé thubc xjt mai); thubc udng dang 16ng; dang bao ché ran khac (thudc bét,| EU-GMP [DE_NW_04 o o [Co quan thdm quyén 8
51101 KéIn Litticher StraBe 5, 53842  [thubc cdm, pastilles); dang bao ché ban rén; vién nén, vién nén bao phim, vién nén bao duong. GMP 2019| S S |pwe
Troisdorf, Germany * Thubc dwoc liéu; thude vi lvgng déng can. 0001 ) &
* Xuét xwdng thudc vé tring. ~ < <
& &
616 Madaus GmbH -  [Madaus GmbH * Thubc khong vé trung: vién nang cirng; thudc ding ngoai dang 1ng (bao gdm cé thubc xjt mai); thubc udng dang 16ng; dang bao ché rén khac (thubc bét, | EU-GMP [DE_NW_04 o o |Co quan thdm quyén 10
51101 KéIn Litticher StraBe 5, 53842  [thubc cdm, pastilles); dang bao ché ban rén; vién nén, vién nén bao phim, vién nén bao dudng. GMP 2020| & S |pwe
Troisdorf, Germany * Thubc dwoc liéu; thude vi lvgng ddng can. 0058 Ry >
* Xut xwdng thudc vé tring. ~ Q Q
3 =
DE-057 » Lomapharm GmbH » Langes Feld 5, 31860 Emmerthal, Germany
929 Lomapharm GmbH |Langes Feld 5, 31860 * Thuoc v6 trung: EU-GMP [DE_NI_02_ Co quan tham quyén 12
Emmerthal, Germany + Thuﬁc san xuat vo trL'mg:'Dung dich thé tich nho (chL’Pg cic]osporin, Tacrolimus). i o ‘ GMP_2018_| 2 S |Poc
* Thudc khdng v trung: Thudc dung ngoai dang 1dng; thudc udng dang 16ng; vién nén bao phim, vién bao, thudc bot, thudc com; vién nén (bao gom ca 0042 14 <
vién nén bao phim tan trong ruét). o &
* Thudc sinh hoc: Thudc co ngudn gbe tir dong vat (khdng bao gdm co ngudn géc tir ng udi hodc tir ndo, md than kinh dong vat); enzym; corticosteroid. 3 >
* Thubc tir dwoc lidu; <] S}
* Thudge vi ivona dona cdn
1847  |Lomapharm GmbH |Langes Feld 5, 31860 * Thuoc vé trung: EU-GMP [DE_NI_02_ Co quan tham quyén 21
Emmerthal, Germany + Thubc san xuét vé tring: Dung dich thé tich nhé (chta Ciclosporin, Tacrolimus). GMP 2020 Durc
* Thubc khong vé tring: Thude ding ngoai dang 16ng; thudc udng dang 16ng; vién nén bao phim, vién bao, thuéc bét, thudc cém; vién nén (bao gébm ca 0037 | e .
Vvién nén bao phim tan trong ruét). q q
* Thudc sinh hoc: Thudc c6 ngudn gbe tir dong vat (khdng bao gdm co ngudn géc tir ng udi hodc tir ndo, md than kinh dong vat); enzym; corticosteroid. N N
* Thube tir duoc ligu; 2] 2
* Thgéc vi lugng ddng can. 2 5
* Xuat xwdng cac dang thudc trén.
*Pong goi so' cap: thude dung ngoai dang I6ng; thudc uéng dang Idng; vién nén bao phim, vién bao, thudc bot, thudc cdm; vién nén.
* DA A thi cAn: 1At 03 cAc dana thiAe tedn
DE-058 » Fresenius Kabi Deutschland GmbH » FreseniusstraBe 1, 61169 Friedberg, Germany
436  [Fresenius Kabi Freseniusstrasse (hodc * Thubc v6 tring: ] ] EU-GMP [DE_HE_01_[ «~ |Co quan thdm quyén 8
Deutschland FreseniusstraRe) 1, 61169 + Thyéc tiét trang cudi: Dung dich thé tich Ig'in; dung dich thé tich nho. GMP_2018_| S S [Pec
GmbH Friedberg, Germany (bao gom dung dich tiém, dung dich tiém truyén) 0129 N N
* Xuét xwéng thuée vé triing. - S
* Bong goi: dong goi thir cap. & P
* Kiém tra chat lwona
1848 [Fresenius Kabi Freseniusstrasse (hodc * Thubc vo trang: EU-GMP [DE_HE_01_[ <« < |Co quan thdm quyén 21
Deutschland FreseniusstraRie) 1, 61169 + Thudbc tiét trung cudi: Dung dich thé tich Ién; dung dich thé tich nhé. GMP_2021 S S |puc
GmbH Friedberg, Germany + Xuét xudng thude vo tring. 0138 - 2 &
*Pong goi: dong goi thir cép. i <
* Kiém tra chét lwong: vi sinh (vé triing, khong vo tring); Héa hoc/Vat ly; Sinh hoc. g 8
DE-059 » Menarini - Von Heyden GmbH » Leipziger StraRe 7-13, 01097 Dresden, Germany
437 Menarini - Von Leipziger StraBe 7-13, 01097 [* Thudc khéng vé tring: vién nén; vién nén bao phim; vién nén giai phong kéo dai; thudc com. EU-GMP [DE_SN_01_| o — |Co quan tham quyén 8
Heyden GmbH Dresden, Germany * Pong goi, kiém tra chét lwong, xuat xuwdng: cac dang thudc trén, bao gém ca vién nang cirng, vién nang mém. GMP_2018_ § § Dlrc
0012 o) o)
< <
& &
1467  |Menarini - Von Leipziger StraBe 7-13, 01097 [* Thudc khdng vé trung: thudc cém; vién nén (bao gébm vién nén bao; vién nén giai phong kéo dai). EU-GMP [DE_SN_01_|[ « < |Co quan thdm quyén 17
Heyden GmbH Dresden, Germany * Xuét xwdng thl:léc khong vo trﬂpg néu trén; vién nang clrng; vién nang mém. X i o GMP_2021_ S S Duirc
*Pong goi so céP: céac dang thudc khéng vo tring néu trén; vién nang cieng; vién nang mém; thuoc dwoc liéu dang bao ché ran. 0011 g g
*Pong gai thr cap. Q 4
* Kidm tra chat luong: vi sinh (khdng vé tring); Hoa hoc/Vat Iy. e 3
DE-060 » Sanofi-Aventis Deutschland GmbH » Industriepark Hochst -Briiningstrabe 50, H500, H590, H600, H785, H790, 65926 Frankfurt am Main, Germany
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477 Sanofi-Aventis Industriepark Hochst-BriningstraBe [* Thudc vo trung: EU-GMP |DE_HE_01_ Co quan tham quyén 9
Deutschland fggg?g;);:i‘:;gﬁg;:Zi%i':ms' _+ Thudc sén xuét v trung (chét doc té baolchat kim té bao, hormon hodc chét co hoat tinh hormon): dung dich thé tich nho; thudc céy ghép va dang GMP_2019_ Dlrc
GmbH Germany " |ran;vihat. ) . N 0018
(* Céc cach ghi khac: + Thudc tiét triing cuodi: dung dich thé tich nhd; dung dich thé tich lon.
- Industriepark Hoechst 65926 * Thudc khong vé tring: thubc dung ngoai dang 16ng; thuéc ubng dang Idng (hormon hodc chét co hoat tinh hormon); thuéc cdm; thudc ban ran.
g:::;‘:";am Main, Allemagne, * Thudc sinh hoc: thubc cong nghé sinh hoc; san pham chiét xuét tir ngudi hodc dong vat.
- Industriepark Héchst, D-65926 *Bong goi: < < , < " ‘ .
Frankfurt am Main, Germany. +BDong géi so cap: thuoc dung ngoai dang Idng, thudc udng dang Iéng (hormon hodc chat ¢ hoat tinh hormon); thuoc ban ran.
- Industriepark Hoechst, D-65926 +Dong goi thir cép.
Frankfurt am Main, Germany. * Kiém soat chat lwong: vi sinh, héa hoc/vat Iy, sinh hoc. @ N
- Industriepark Hochst, o o
Briiningstrasse 50, D-65926 N N
Frankfurt am Main, Germany. S S
- Industriepark Hochst, & N
Briiningstrale 50, D-65926 Frankfurt - (=}
am Main, Germany.
- Industriepark Hochst, 65926
Frankfurt am Main, Germany.
- Briiningstrasse 50, D-65926
Frankfurt am Main, Germany.
- Briiningstrae 50, Industriepark
Hochst, 65926 Frankfurt am Main,
Germany.
- Briiningstrasse 50, Industriepark
Hochst, 65926 Frankfurt am Main,
)
1914 [Sanofi-Aventis Sanofi-Aventis Deutschland |* Thuéc vé tring: ] ] ] ] ] ] o EU-GMP [DE_HE_01_ Co quan tham quyén 22
Deutschland GmbH, Bereich + Thudc san xuat vd trang: dung dich thé tich nho (chira chat doc té bao/chat kim té bao, hormon hodc chat ¢ hoat tinh hormon); thudc cay ghép va GMP 2021 Dirc
GmbH Bereich Handelsprodukte dang rén (chira hormon hosc chat c6 hoat tinh hormon); vi hat (chtra hormon hodc chét c6 hoat tinh hormon). 0021 B
Handelsprodukte |ndustriepark Hochst- + Thubc tiét trang cudi: dung dich thé tich nho; dung dich thé tich lon.
Briiningstrae 50, H500, + Xuat xwéng.
H590, H600, H750, H785, * Thubc khéng vé tring: N Q
H790, H821, 65926 Frankfurt| + Thudc dung ngoai dang 16ng; thuéc uéng dang 1dng (chira hormon hodc chét c6 hoat tinh hormon); thudc dang ran; thuéc ban ran. I I
am Main, Germany + Xuét xwdng. 8’ =)
* Thuéc sinh hoc: % >
+ Thudc cong nghé sinh hoc; san pham chiét xuat tr ngudi hodc dong vat. o o
+ Xuét xwdng.
*Pong goi:
+Dong goi so cap: thubc diing ngoai dang 16ng, thudc uéng dang 1éng (chira hormon hodc chét cé hoat tinh hormon); thudc ban rén.
+Dong goi thiy cap.
L ik Al I
DE-061 » KVP Pharma + Veterinar Produkte GmbH » Projensdorfer StraBe 324 24106 Kiel, Germany
438 KVP Pharma + Projensdorfer Strake 324 * Thudc khong vé trung: Thudc dung ngoai dang 16ng; thudc uong dang ldng; thuodc ban ran; thuoc bot. EU-GMP [DE_SH_01_| o o |Co quan tham quyén 8
Veterinar Produkte 24106 Kiel, Germany *Poéng goi so' c&p: nguyén liéu lam thuéc chira vi sinh vat: Emodepside. GMP 2018 é % Dlrc
GmbH 0015 O -
4 7
& °
1849 |KVP Pharma + Projensdorfer Strake 324 * Thuoc khong vé trung: Thudc ding ngoai dang 16ng; thudc uong dang Idng; thudc bot. EU-GMP [DE_SH_01_ Co quan tham quyén 21
Veterinar Produkte |24106 Kiel, Germany + Xuét xwdng thudc khong vo }rﬂngA i GMP_2021_| & { |Pec
GmbH * S&n pham khac: Dong g6i so' cp nguyén ligu lam thubc chiva vi sinh vat: Emodepside. 0031 S S
*Bong goi: ) o)
+BDong goi so cap: Thube dung ngoai dang 16ng; thuéc udng dang Iéng; thudc bot. g ‘OL
+Dong goi thiv cap. ] N
> Kieém fra chat livong- Vi sinh (Kkhang va tring)- Héa hoc/vat v
DE-062 » Daiichi Sankyo Europe GmbH » LuitpoldstraBe 1, 85276 Pfaffenhofen, Germany
399  [Daiichi Sankyo Daiichi Sankyo Europe * Thudc vé trung: EU-GMP |DE_BY_04_| ~ o [Co quan thdm quyén 8
Europe GmbH GmbH + Thubc san xuét vo tring: Thubc dng kho. o o ) ) ’ ) ’ ’ GMP_2017_ § § Dlrc
LuitpoldstraBe 1, 85276 * Thudc san xuat khdng vo trang: thude diing ngoai dang 16ng; thuéc udng dang 16ng; thuoc com pha hén dich udng; thudc ban ran; vién nén (thudc kim té 1049 & &
Pfaffenhofen, Germany bao: vién nén bao phim Tivantinib) - <Q
* Thudc sinh hoc: san pham mién dich uéng: vién nén Luivac. Q &
930  |Daiichi Sankyo Daiichi Sankyo Europe * Thudc v6 tring: EU-GMP |DE_BY_04_ Co quan tham quyén 12
Europe GmbH GmbH + Thubc san xuét v6 tring: Thubce déng kho (chi bao gdm déng gdi thir cAp va xuét xuong). GMP_2019_ Dlrc
Luitpoldstrae (hodc * Thudc khong vo tring: Vién nén, vién nén bao phim. 0148 o N]
Luitpoldstrasse) 1, 85276 * Thude sinh hoc: San phdm mién dich ubng: vién nén Luivac. S q
Pfaffenhofen, Germany * Xuét xwdng thudc khdng vo trung: thuéc ding ngoai dang 18ng; thuéc uéng dang 18ng; thuc cdm pha hén dich ubng; thudc ban rén; Vién nén, vién nén Q Q
bao phim. ﬁ. 8'
* Xuét xwdng thude sinh hoc (thubc mién dich). Q 5
*Bong goi:
+Dong goi so cap: Vién nén, vién nén bao phim.
+ DAna adi thie cAn
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1691 Daiichi Sankyo Daiichi Sankyo Europe * Thuoc vé trung: i ‘ . ) EU-GMP |(DE_BY_04_ Co quan tham quyén 19
Europe GmbH GmbH +Thube san xuat vo trang: Thude dong kho (chi bao gom dong géi thir cap va xuat xwdng). GMP_2021_ Duc
LuitpoldstraBe (hodc * Thu(?c khéng vo trang: Vién né_n, vién nén bao phim. 0066 - ~
Luitpoldstrasse) 1, 85276 * Thudc sinh hoc: San phadm mién dich udng: vién nén Luivac. q q
Pfaffenhofen, Germany * Xuét xwdng thudc khong vo tring: thudce diing ngoai dang 1ng; thubc udng dang 16ng; thuéc cém pha hdn dich udng; thuéc ban ran; Vién nén, vién nén N N
bao phim. 8' ﬁ.
* Xuét xwdng thude sinh hoc (thuéc mién dich). < ©
*Bong goi:
+BDong goi so cap: Vién nén, vién nén bao phim; vién nang crng
+ DAna aAi thie cAn
DE-063 » Bayer AG (Tén ci: Bayer Pharma AG) » Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany
527 [Bayer AG (Tén cii: |Kaiser-Wilhelm-Allee, 51368 [* Thudc vé triing: EU-GMP [DE_NW_04 | o o~ |Co quan thdm quyén 9
Bayer Pharma AG) |Leverkusen, Germany + Thuéc tiét trang cudi: Dung dich thé tich lén; dung dich thé tich nhé. ) o _GMP_2019 é § Durc
(cach viét khac: 51368 * Thudc khong vo tring: Vién nang cirng; vién nén; vién nén bao phim; vién nang chiva bét hit; thuoc bét; thude com. 0023 > b
Leverkusen, Germany hodc |* Dong goi so cap: chi vién nang mém. B < <
D-51368 Leverkusen, *Bong goi thir cp. S 2
1600 |Bayer AG (Tén cii: [Kaiser-Wilhelm-Allee, 51368 [* Thudc vé tring: EU-GMP |DE_NW_04 Co quan thdm quyén 18
Bayer Pharma AG) |Leverkusen, Germany + Thgéc tiét tring guéi: Dung dich thé tich I6n; dung dich thé tich nhd. GMP_2021| ~  |DPic
(* Céch viet khac: 51368 + Xuat xwéng Thudc vé trung. 0002 q q
Leverkusen, Germany hoac |* Thubc khong vé triing: Vién nang ctrng; vién nén; vién nén bao phim; vién nang chira bét hit; thubc bot; thubc cdm. - N N
D-51368 Leverkusen, + Xuét xuwéng Thudc khong vé tring. ) o
Germany) * Péng goi so’ cép: bao gdm ca vién nang mém. :’f ;’
*Bong goi thir cap.
* Kidm tra chAt lirgng: Vi sinh (va triing khang va tring) Hoa hoc/vAt 1Y- Sinh hac
DE-064 » R-Pharm Germany GmbH » Heinrich-Mack-Str. 35, 89257 lllertissen, Germany
931 R-Pharm Germany |Heinrich-Mack-Str. 35, 89257 [* Thudc khéng v6 trung: EU-GMP |DE_BY_04_| o o |Co quan tham quyén 12
GmbH lllertissen, Germany + Vién nang ctrng (bao gdm ca thudc chira hoat chat c hoat tinh cao, trir khang sinh beta-lactam). GMP_2019_ S S Duirc
+ Thubc ubng dang Iéng. ‘ ) ) 0043 3 Q
+ Vién nén, vién nén bao phim (bao gom ca thuoc chira hoat chat c6 hoat tinh cao, trir khang sinh beta-lactam). Q A\
) ®
DE-065 » Wasserburger Arzneimittelwerk GmbH » Herderstrabe 1,2 und Molkerei-Bauer-Strabe 18 83512 Wasserburg, Germany
475  [Wasserburger HerderstraBe 1,2 und * Thubc v6 trung: ] ] EU-GMP |DE_BY_04_ Co quan thdm quyén 9
Arzneimittelwerk Molkerei-Bauer-Strae 18, |+ Thudc san xuét vé tring: dung dich thé tich nhé; dung dich thé tich Ién; thubc dong kho. GMP_2020_| & Q [Pec
GmbH 83512 Wasserburg, + Thudc tiét tring cudi: dung dich thé tich nhd; dung dich thé tich 16m. 0016 S S
Germany. o N
(Céch ghi khac: a e
HerderstraBe 1,2 and N -
Molkerei-Bayer-StraBe 18
DE-066 » Engalhard Arzneimittel GmbH & Co.KG » HerzbergstraBBe 3, 61138 Niederdorfelden, Germany
458 Engelhard HerzbergstraBe 3, 61138 * Thudc khong vé triing: Thudc ubng dang I6ng; thudc bot; vién ngam; thudc ban ran. EU-GMP [DE_HE_01_ Co quan thdm quyén 9
Arzneimittel GmbH Niederdqrfelden, Germany. |* Xuat xwéng Iétbao gérq ca vién nén sui, vién dat, vién nang mém. GMP_2019_ Durc
& Co.KG (Cach viet khac: *Pong goi so cap bao gom ca vién nhai (gums), vién nén bao phim. 0045
Herzbergstrape 3, 61138 = g
Niederdorfelden, Germany / I I
Herzbergstrasse 3, 61138 < foe)
Niederdorfelden, Germany / g ,O\'
Herzbergstr. 3, 61138 o N
Niederdorfelden, Germany /
Herzbergstrasse 3, D-61138
Miadardnarfaldan G \
1915 |Engelhard Herzbergstrape 3, 61138 * Thuoc khong vé trung: Thudc uong dang ldng; thudc bot; vién ngam; thudc ban ran. EU-GMP |DE_HE_01_ Co quan tham quyén 22
Arzneimittel GmbH Niederdqrfelden, Germany. |* Xuat xu'érng 16 bao gém ca vién nén sui, vién dat, vién nang mem. GMP_2022_ Durc
& Co.KG (Cach viet khac: * Pong géi cap 1 bao gom ca vién nhai (gums), vién nén bao phim. 0014
Herzbergstrape 3, 61138 N Q
Niederdorfelden, Germany / < <
Herzbergstrasse 3, 61138 N N
Niederdorfelden, Germany / g 2
Herzbergstr. 3, 61138 © N
Niederdorfelden, Germany /
Herzbergstrasse 3, D-61138
Niadardacfald, e A
DE-067 » Lyomark Pharma GmbH » Keltenring 17 82041 Oberhaching Germany
531  [Lyomark Pharma |Lyomark Pharma GmbH Xuat xwdng thude vo trung EU-GMP [DE_BY_04_| o — |Co quan thdm quyén 9
GmbH Keltenring 17 82041 GMP2019_| & | & |puc
Oberhaching Germany 0039 2 2
=) -~
g | =
DE-068 » Sanavita Pharmaceuticals GmbH » Bruder-Grimm-StraBe 121, 36396 Steinau an der StraBe , Germany
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515 Sanavita Bruder-Grimm-Strae 121,  [* Xuat xwéng 16: thudc vo trung; thuoc khéng vé tring. EU-GMP [DE_HE_01_| o o |Co quan tham quyén 9
Pharmaceuticals 36396 Steinau an der StraRe GMP_2017_| & § Durc
GmbH , Germany 1054 o o
< <
S 3
1362 |Sanavita Bruder-Grimm-StraRBe 121,  [* Xuat xwdng 16: thuoc vo trung; thuoc khéng vé trang. EU-GMP [DE_HE_01_| <+ o |Co quan tham quyén 16
Pharmaceuticals |36396 Steinau an der Strale |* Kiém tra chéat lwong: Héa hoc/Vat ly. GMP_2021 S S |puc
GmbH , Germany 0018 & R
¢ | 2
I [t)
N ~
DE-069 » Biotest Pharma GmbH » Landsteinerstrasse 5, 63303 Dreieich, Germany
529 [Biotest AG Biotest AG, *San pham (khong bao gdm xuat xwdng): EU-GMP |DE_HE_01_ Co quan thdm quyén 9
Landsteinerstrasse 5, 63303 - Bot va dung moi pha tiém Haemoctin SDH 250; GMP_2019_| o ~ |Puc
Dreieich, Germany - Dung dich tiém truyén Intratect; 0042 S S
- Bot va dung méi pha tiém Haemoctin SDH 500; % N
- Dung dich tiém tinh mach Pentaglobin; b8 o
- Dung dich tiém Fovepta; gl gl
- Dich truyen Biseko (Protein huyét twong ngwoi 50g (Albumin 31g; Khang thé ngwai 10g)/1000ml).
- Dich trivén Alhiomin 20% (Protein hivét tivena noieévi 200a (Alhiimin > 96%Y/1000ml)
530 |Biotest Pharma  |Biotest Pharma GmbH, Xuat xwdng thude vo trang va thubc sinh hoc (san pham mau). EU-GMP |DE_HE_01_| o o |Co quan thdm quyén 9
GmbH Landsteinerstrasse 5, 63303 GMP_2019 S S dure
Dreieich, Germany 0072 | & >
< <
q S
1850 |Biotest AG - Dja chi sx: IndustriestraBe [* San pham (khéng bao gém xuét xwéng): EU-GMP [DE_HE_01_ Co quan tham quyén 21
14 (Industriestrasse 14), - Bot va dung moi pha tiém Haemoctin SDH 250; GMP 2021 Dlc
LandsteinerstraBe - Dung dich tiém truyén Intratect; 0137 o <
(Landsteinerstrasse) 3, 5 va - Bt va dung méi pha tiém Haemoctin SDH 500; 2] g
10, SiemensstraBe - Dung dich tiém tinh mach Pentaglobin; o A
(Siemensstrasse) 7 va 24, - Dich truyén Biseko. ﬁl g'
63303 Dreieich, Germany - Dich truyén Albiomin 20%. IS IS
- Dia chi dang ky:
Landsteinerstrasse 5, 63303
Droigich Gormany
DE-070 » CSL Behring GmbH » Emil-von-Behring-Strae 76 35041 Marburg, Germany
494 CSL Behring CSL Behring GmbH * Thudc vé tring: EU-GMP [DE_HE_01_| o — |Co quan tham quyén 9
GmbH Emil-von-Behring-Strasse + Thudc san xut vo triing: Dung dich thé tich lon; thubc dong kho; dung dich thé tich nho; san phdm khac: Fibrinogen Based Glue. GMP 2018 S S |puc
(hoac: StraBe) 76 + Thudc tiét trang cudi: dung dich thé tich nho; cac san phdm khac: Nwac ct pha tiém; dung dich Calciumchloride. 01477 - E g
35041 Marburg, Germany *Ché pham sinh hoc: ché pham tir mau; san pham mién dich; san phdm céng nghé sinh hoc; san phdm cé ngudn géc tir ngwdi hodc dong vat. - Q
* Thudc khac: thrombin, fibrinogen tir nguwoi & 3
1061 CSL Behring CSL Behring GmbH * Thudc vo trang: EU-GMP |DE_HE_01_ Co quan tham quyén 13
GmbH Emil-von-Behring-Strasse + Thudc san xut vo trung Dung dich thé tich 1&n; thuc dong khd; dung dich thé tich nhé; san pham khac: Fibrinogen Based Glue. GMP 2020 Dlrc
(hoac: StraBe) 76 + Thudc tiét trang cudi: dung dich thé tich nho; cac san phdm khac: Nwdc cat pha tiém; dung dich Calciumchloride. 01047 - o ~
35041 Marburg, Germany * Ché pham sinh hoc: ché phdm tir mau; san phdm mién dich; san pham cong nghé sinh hoc; san phdm cé ngudn géc tir nguwdi hodc dong vat (Aprotinin q q
(Bovine Lung)). R R
* Thudc khac: thrombin, fibrinogen tir ngudi 'c\? :'
* Xuét xwdng: thube vo trang; ché ph&m sinh hoc (ché phdm tir mau; san phadm cdng nghé sinh hoc; san phadm cé ngudn gbc tir ngudi hodc dong vat). ] b
*Pong goi: dong gdi thtv cap.
* Kiém tra chat lwong: Sinh hoc.
* Kidm tra chAt livona dipee thiee hidn theo hon dAna tai dia chi CSI Rebring Gmhtl GArzhdnser Hof 1 35041 Marhiro
DE-071 » CSL Behring GmbH » Gérzhduser Hof 35041 Marburg (Stadtteil Michelbach) Germany
495  [CSL Behring CSL Behring GmbH * Thudc vo trang: EU-GMP [DE_HE_01_[ — [Co quan thdm quyén 9
GmbH Gorzhauser Hof 1, 35041 + Thudc san xuét vo tring: thubc déng kho. GMP_2018 S S Dlrc
Marburg (Stadtteil * Ché ph&m sinh hoc: ché pham tir mau; thudc cong nghé sinh hoc; san phdm c6 ngudn géc tir ngwdi hodc dong vat. 0144_ - S g
Michelbach), Germany * Human-thrombin; fibrinogen tlr nguoi “I <O'r
IN -
1062 [CSL Behring CSL Behring GmbH * Thudc vo trang: EU-GMP [DE_HE_01_ Co quan thdm quyén 13
GmbH Gorzhauser Hof 1, 35041 + Thubc s&n xuét vé tring: thuéc dong kho. o GMP_2020_| o ~ |Puc
Marburg (Stadtteil * Ché pham sinh hoc: ché pham tir mau; thuéc cdng nghé sinh hoc; san phdm cé ngudn géc tir ngwoi hodc dong vat. 0105 q q
Michelbach), Germany * Human-thrombin; fibrinogen tlr nguoi R o
* Kiém tra chat lvong: S =
+ Vi sinh: v6 tring. NS
+ Hoéa hoc/Vat ly.
+ Sinh hoc
DE-072 » Hermes Arzneimittel GmbH » Hans - Urmiller - Ring 52, 82515 Wolfratshausen, Germany
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1363 |Hermes Hans - Urmiller - Ring 52, * Thuoc khong vé tring: EU-GMP |(DE_BY_04_ Co quan tham quyén 16
Arzneimittel GmbH (82515 Wolfratshausen, + Thqﬁc cOm; vién nén. ) . GMP_2019_ Duirc
Germany + Xuat xudng: vién nang clrng; vién nang; vién nhai; thuoc ban ran. 0126 = S
*BPong goi: I I
+BDong goi so cap: thubc khdng v triing néu trén. =) =)
+Dong goi thiv cap. iy 3
* Kiém soat chat lvong: - S
+ Vi sinh hoc: khdng vé trung.
£ HA2 hao/yat Iy
DE-073 » B. Braun Avitum AG Werk Glandorf » Kattenvenner Str. 32, 49219 Glandorf, Germany
525 B. Braun Avitum Kattenvenner Str. 32, 49219 [* Thudc vé tring: ) EU-GMP (DE_NI_04_ o o |Co quan tham quyén 9
AG Werk Glandorf [Glandorf, Germany + Thuﬁc tiét tring cuoi: Dupg d’ich thé tich Ién; Dung dich thé tich nho. GMP_2020_ § § Duirc
* Thudc khdng vo trung: Thudc udng dang ldng. 0009 4 <
* Khéng c6 hoat déng déng géi va xuét xudng. < b
S q
1364 |B. Braun Avitum Kattenvenner Str. 32, 49219 [* Thudc vé tring: ] EU-GMP (DE_NI_04_ — o |Co quan tham quyén 16
AG Glandorf, Germany + Thuﬁc tiét tring cudi: Dupg dich thé tich Ién; Dung dich thé tich nho. GMP_2021_ § § Duirc
* Thudc khdng v trung: Thudc ding trong dang 1ong. 0008 Ry <
* Kiém tra chat lwong: Vi sinh (V6 trung, khéng vé tring); Héa hoc/Vat ly; Sinh hoc. Q -
2|8
DE-074 » Aesica Pharmaceuticals GmbH » Alfred - Nobel - Str. 10 40789 Monheim am Rhein, Germany
617  |Aesica Alfred - Nobel - Str. 10 40789[* Kiém tra chat lugng: héa, ly. EU-GMP |[DE_NW_03 | ~ o |Co quan tham quyén 10
Pharmaceuticals |Monheim am Rhein, _GMP_2016| o Q |[Puc
GmbH Germany 0048 E"r =)
<) It}
[ o
DE-076 » Aesica Pharmaceuticals GmbH » Galileistrabe 6, 08056 Zwickau, Germany
618 Aesica Galileistrabe 6, 08056 * Thuoc khéng v tring: Vién nang cing, thuoc 16ng udng, vién nén, miéng dan qua da, dang bao ché ran khéc (vién nén bao, vién nén giai phong cham, EU-GMP [DE_SN_01_| ~ o |Co quan tham quyén 10
Pharmaceuticals |Zwickau, Germany thudc bét, thudc com, pellets) GMP_2017_ é § Duc
GmbH 1004 - g&
o) N
DE-077 » Denk Pharma GmbH & Co.KG » Gollstr. 1, 84529 Tittmoning, Germany
724 |Denk Pharma Gollstr. 1, 84529 Tittmoning, [* Thubc v6 tring: Chirng nhan 16 EU-GMP |DE_BY 04_| o — |Co quan tham quyén 11
GmbH & Co.KG Germany * Thudc khong vo tring: Vién nang cirng, vién nén bao phim, vién nén. GMP_2019_ é § Dlrc
* Kiém tra chat luvgng: héal ly 0058 > &
=] =3
2 | §
1246  |Denk Pharma Gollstr. 1, 84529 Tittmoning, [* Thubc v6 triing: Chirng nhan 16 EU-GMP |DE_BY_04_| « o |Co quan tham quyén 15
GmbH & Co.KG Germany * Thudc khong vé tring: Vién nang cirng, vién nén bao phim, vién nén, vién nén nhai GMP_2021_ S S Dlrc
* Kiém tra chat luvgng: héal ly 0015 Q Q
=] -
) 2
DE-078 » RubiePharm Arzneimittel GmbH » Briider-Grimm-StraBBe 62, 36396 Steinau a. d. StraBe, Germany
725 RubiePharm Briider-Grimm-Strae 62,  |* Thudc khéng v6 tring: Thuoc dang ban ran (thuoc m&); thuoc dan EU-GMP [DE_HE 01_| o < |Co quan tham quyen 1"
Arzneimittel GmbH [36396 Steinau a. d. Strale, GMP_2019_ § § Durc
Germany 0003 - I
o -
2|5
DE-079 » Schaper & Brummer GmbH & Co. KG » Bahnhofstr. 35, 38259 Salzgitter, Germany
1247  |Schaper & Bahnhofstr. 35, 38259 * Thuc khdng v6 trung: Vién nang cing; Vién nén; Thudc udng dang 1ong; Thubc com. EU-GMP |DE_NILO1_ | o o |Co quan tham quyén 15
Brummer GmbH & |Salzgitter, Germany * Thudc duorc liéu: Cac dang bao ché & muc thuoc khong vo trung. GMP_2019_ S S Duirc
Co. KG *Doéng géi so cap: Vién nang ctng; Vién nén; Thuéc udng dang 16ng; Thudc cdm. 0030 Q S
*Pong goi thir cép. ~ -
* Kiém tra chat lvgng: Vi sinh: Khang vo trung; Hoa hoc/Vat ly. © N
DE-080 » Takeda GmbH » Robert-Bosch-Str. 8, 78224 Singen, Germany
1468 |Takeda GmbH Takeda (Werk Singen), * Thuoc vé trung: i EU-GMP [(DE_BW_01 Co quan tham quyén 17
Robert-Bosch-Str. (hodc + Thu{)c san xuat vo gn‘mg: Thudc bét déng khd; dung dich thé tich nho. _GMP_2020| o ~ |Plc
Robert-Bosch-Strasse) 8, + Thudc tiét tring cudi: Dung dich thé tich nhd. 0058 g o
78224 (hodc D-78224 hodc + Xuét xudng 16. B Q o
Deutschland-78224) Singen, |* Thudc khong vo tring: Thudc dung ngoai dang 16ng; thudc ubng dang I6ng; thudc dan; thudc tring dét am dao. B'r 8
Germany + Xuét xwdng 16. © Q
* Pong goi thir cép.
* Kidm tra chAt lipona Vi sinh: \/A triing- Vi sinh: Khana va triing- Haa hoc/\V/At - Sinh hae
DE-081 » Merz Pharma GmbH & Co. KGaA » Ludwigstrabe 22, 64354 Reinheim, Germany
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726 Merz Pharma LudwigstraBe 22 64354, * Thuoc v6 trung: Xuat xuéng 16. ] EU-GMP [DE_HE_01_ Co quan tham quyen 1"
GmbH & Co. KGaA|Reinheim, Germany * Thude lfhéng Vo tring: (bao gom ca !hué'c duoc liéu): i . GMP_2020_| o ~ |Plc
+ Thudc dung ngoai dang Iéng, thudc udng dang 1dng, thudc ban ran. 0059 o o
+ Xuét xuwdng q q
* Pong goi: 8 ﬁl
+Dong goi so cap (bao gdm ca thudc duoc ligu): Vién nang cing, vién nang mém, thudc uéng dang 16ng, thuéc diing ngoai dang ldng, thuéc ban ran, N b
vién nén, vién nén bao phim
+Dang gdithiy cAn
DE-082 » Klocke Pharma-Service GmbH » Strabburger Str.77, 77767 Appenweier, Germany
727 Klocke Pharma-  [Klocke Pharma - Service * Thudc khong vé tring: Vién nang cirng, vién nén, vién nén bao phim, vién nén bao dwéng, dang bao ché ran khac (thudc bét, thudc com). EU-GMP |DE_BW_01 ~ o [Co quan thdm quyén 11
Service GmbH Appenweier, Strassburger  [* Thudc sinh hoc: Dang bao ché rén (thubc bot chira oligo- va polypeptide - tir lach lon; thudc pellets chiva pancreatin tir tuyén tuy lon). _GMP_2017| S S |pwe
Str.77, 77767 Appenweier,  [* Ddng goi thtr cép. 1086 Q >
Germany * Kiém tra chat lwong. - - =]
s | @
DE-083 » Octapharma Produktionsgesellschaft Deutschland mbH » Wolfgang-Marguerre-Allee 1, 31832 Springe, Germany
728  |Octapharma Wolfgang-Marguerre-Allee 1, [* Ché phdm sinh hoc: Ché pham tir mau (San xuét vé tring: Dung dich thé tich I&n; dung dich thé tich nhd) gém: EU-GMP [DE_NI_02_ Co quan thdm quyén 11
Produktionsgesells |31832 Springe, Germany + San pham trung gian tir huyét tuong: Cryoprecipitate; Immunoglobulin paste, fraction I/1I/1ll concentrate; Immunoglobulin paste, fraction I/1ll; Gamma GMP_2019_| 2 S [Pac
chaft Deutschland globulin paste, fraction II; Albumin fraction V paste; Fraction IV paste; Albumin ultrafiltrate; Factor IX-Intermediate I; Albumin solution, addition of stabilizer, 0023 8 8
mbH batch-pasteurisation; Albumin solutions. o N
+ San pham tir huyét twong: Albumin. ,O\- ,O\-
* Xuét xwdng thudc sinh hoc: Ché phdm tir mau. (S] S]
* Kiém trg chAtivona.__ i . . _ ‘
1365 |Octapharma Wolfgang-Marguerre-Allee 1, |* Ché pham sinh hoc: Ché pham tir mau (San xuat vé trang: Dung dich thé tich I6n; dung dich thé tich nhd) gom: EU-GMP |DE_NI_02_ Co quan thdm quyén 16
Produktionsgesells |31832 Springe, Germany + San pham trung gian tir huyét tuong: Cryoprecipitate; Immunoglobulin paste, fraction I/1I/Ill concentrate; Immunoglobulin paste, fraction I/Ill; Gamma GMP_2020_ g g Dirc
chaft Deutschland globulin paste‘, frgction I1; Alpumin f.raction V paste; Fraction IV paste; Albumin ultrafiltrate; Factor IX-Intermediate I; Albumin solution, addition of stabilizer, 0020 8 8
mbH batch-pasteurisation; Albumln solutions. < &
+ San pham tir huyét twong: Albumin. g 2
* Xuét xwdng thudc sinh hoc: Ché phdm tir mau. @ -
* Kidm tra chAt ivong- Vi sinh (V6 triing) Haa hac/\/At Iv- Sinh hac
DE-084 » Pharbil Pharma GmbH » Reichenberger Strafe 43, 33605 Bielefeld, Germany
729 Pharbil Pharma Reichenberger Strale 43,  [* Thubc khong vé triing: Vién nang cting; vién nén, vién nén bao; thudc dan; cdm ban thanh pham; pellet ban thanh pham. EU-GMP [DE_NW_02 ) — [Co quan tham quyéen 1
GmbH 33605 Bielefeld, Germany  |* Xuét xudng thubc khong vo tring. o _GMP_2019 é % Dlrc
*Poéng goi so' cap: Vién nang mém; dang bao ché ran khéng vé trung déng dang géi (sachet). 0003 < @b
* Pong goi thir cép. N Q Q
* Kiém tra chat lwong. © Q
1366 |Pharbil Pharma Reichenberger StraRe (hoac [* Thudc khong vé triing: Vién nang clrng; vién nén, vién nén bao; vién nén dat trc trang; cdm ban thanh phdm; pellet ban thanh pham. EU-GMP [DE_NW_02 o o |Co quan tham quyén 16
GmbH Strasse) 43, 33605 (hoac D- |* Xuét xudng thubc khong vé tring. o _GMP_2020 § § Dlrc
33605) Bielefeld, Germany  |* Déng géi so' cap: Vién nang mém; dang bao ché ran khéng vé trung déng dang géi (sachet). 0018 ] vy
*Poéng goi thir cép. ~ < <
* Kiém tra chét lwong: Hoa hoc/Vat ly. 3 <
DE-085 » EVER Pharma Jena GmbH » Otto-Schott-Str. 15, 07745 Jena, Germany
932 |EVER Pharma Otto-Schott-Str. 15, 07745  [* Thudc vé trung (bao gém ca thudc chira hormon, thude kim t& bao déng lo): EU-GMP |DE_TH_O01H| — [Co quan thdm quyén 12
Jena GmbH Jena, Germany + Thubc san xuét vé trung: Dung dich thé tich nhé; bom tiém dong san. _GMP_2018| 3 N |puc
+ Thubc tiét tring cudi: Dung dich thé tich nho; thudc dang rén va cy ghép (cong doan tiét tring duwoc hop ddng bén ngoai); bom tiém dong san. 0023 § N
* Xuét xwdng thude vé tring. ~ "o? 8
* Pong goi thr cép. = bt
* Kiém tra chAt livona. ' ' _ _
1469 EVER Pharma Otto-Schott-Str. 15, 07745  [* Thudc vé tring (bao gom ca thudc chira hormon, thudc kim té bao thé tich nhé déng lo, methotrexate dong bom tiém): EU-GMP |DE_TH_01H o » Co quan tham quyén 17
Jena GmbH Jena, Germany + Thubc san xuét vé trung: Dung dich thé tich nhé; bom tiém dong san. _GMP_2020| & N |puc
+ Thudc tiét tring cudi: Dung dich thé tich nho; thudc dang rén va cy ghép (cong doan tiét tring duwoc hop ddng bén ngoai); bom tiém dong san. 0016 ] N
* Xuét xwdng thude vé tring. ~ - 8
* Pong goi thr cép. = 9
* Kiénj tra chét lvona: Vi sinh (v6 trina: khéna vé trina): Hoa hoc/Vat v, _
1601 EVER Pharma Otto-Schott-Str. 15, 07745  [* Thudc v6 tring (bao gom ca thudc chira hormon, thudc kim té bao dong lo): EU-GMP [DE_TH_O1H| _ » |Coquan tham quyén 18
Jena GmbH Jena, Germany + Thubc s&n xuét vé tring: Dung dich thé tich nhd; bom tiém dong sén. _GMP_2021| & N |puc
+ Thudc tiét tring cudi: Dung dich thé tich nho; thudc dang rén va cy ghép (cong doan tiét tring dwoc hop ddng bén ngoai); bom tiém dong san. 0005 § §
* Xuét xwdng thude vé tring. ~ 8' 8
* Pong goi thr cép. ~ 9
* Kiém tra chat lwong
DE-086 » EVER Pharma Jena GmbH » Bruesseler Str. 18, 07747 Jena, Germany
933 EVER Pharma Briisseler Str. 18, 07747 *Bong gdi thir cap. EU-GMP [DE_TH_O01H| o o |Co quan tham quyén 12
Jena GmbH Jena, Germany * Kiém tra chét lwgng (Hoa hoc/Vat Iy): Kiém tra bao bi dong géi. _GMP_2018 é % Dlrc
0003 < <
< -
e e
1171 EVER Pharma Briisseler Str. 18, 07747 *Bong gdi thir cap. EU-GMP [DE_TH_O01H| o o |Co quan tham quyén 14
Jena GmbH Jena, Germany * Kiém tra chét lwgng (Hoa hoc/Vat Iy): Kiém tra bao bi dong géi. _GMP_2020 § § Durc
0015 - ©
iy <
o O
@ [
DE-087 » Oncotec Pharma Produktion GmbH » Am Pharmapark, 06861 Dessau-RoRBlau, Germany
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730 Oncotec Pharma  [Am Pharmapark, 06861 * Thuoc vé trung: i EU-GMP [DE_ST 01_| o o |Co quan tham quyén 1
Produktion GmbH |Dessau-RoRlau, Germany + Thubc san xuét vé triing: Dung dich thé tich Ion; thuéc dong khd; dung dich thé tich nho. GMP_2018_ S S Dulrc
+ Thudc tiét trang cudi: Dung dich thé tich lon. 0010 a &
* Xuét xwdng thudc vé tring. < i
* Kiém tra chat lwong. 8 3
1470  |Oncotec Pharma |Am Pharmapark, 06861 * Thuoc vé trung: i EU-GMP |DE_ST_01_| o o |Co quan tham quyén 17
Produktion GmbH |Dessau-RoRlau, Germany + Thubc san xuét vé triing: Dung dich thé tich Ion; thuéc dong khd; dung dich thé tich nho. GMP_2020_ S S Dulrc
+ Thuéc tiét tring cudi: Dung dich thé tich Ion. 0007 3 S
* Xuét xwdng thudc vé tring. < NI
* Kiém tra chét lwgng: Hoa hoc/Vat ly; Sinh hoc. 3 =
DE-088 » B. Braun Melsungen AG » Mistelweg 2, 12357 Berlin, Germany
731 [B.Braun Mistelweg 2, 12357 Berlin, [* Thudc v6 trung: ] ] EU-GMP |[DE_BE_01_| o < [Co quan thdm quyén 11
Melsungen AG Germany + Thuéc tiét tring cudi: Thudc dang I6ng thé tich nhd (Dung dich, nhi twong). GMP_2019_ S S Durc
+ Xuét xudng 16 0011 & Ry
*Pong géi thir cap < <
* Kiém tra chat lwong. 3 g
1471 |B. Braun Mistelweg 2, 12357 Berlin, [* Thudc v6 trung: ] ] EU-GMP |[DE_BE_O01_| « o |Co quan thdm quyén 17
Melsungen AG Germany + Thuéc tiét tring cudi: Thudc dang I6ng thé tich nhd (Dung dich, nhi twong). GMP_2021_ S S Dlrc
+ Xuét xuéng 16 0009 Q o
*Poéng goi thir cap =] (=]
* Kiém tra chat lwong. S ©
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 tham quyen 1
GmbH Grafelfing, Germany 20mg/ml)) GMP_2018_ é % buc
0091 =) o
h <
< <
S -
1795  |Neovii Biotech Am Haag 5,6,7 82166 * Thudc sinh hoc: san phdm mién dich (dung dich dam dac dé pha dung dich truyén Grafalon (anti- human T-lymphocyte immunoglobulin from rabbits EU-GMP [DE_BY_04_| < < |Co quan tham quyén 20
GmbH Grafelfing, Germany 20mg/ml)). GMP_2021_| & S |pwc
* Xuét xwéng thube sinh hoc 0104 S Ry
* Kiém tra chét lwong: Vi sinh (thudc khong vé tring), héa Iy/vat ly, sinh hoc Q Q
Q| &
DE-090 » Haupt Pharma Miinster GmbH » Schleebriiggenkamp 15, 48159 Miinster, Germany
732 [Haupt Pharma Haupt Pharma Miinster * Thubc khong vo trung: ‘ ] ] o ] EU-GMP |[DE_NW_05 | o o~ |Co quan thdm quyén 11
Miinster GmbH GmbH Schleebrliiggenkamp + Vién nang ctng; vién nén va vién nén bao (bao gdbm hormon va chét kim té bao dya trén co ché déi khang hormon (e ché sinh tdng hop hormon). _GMP_2019 S S Dirc
15, 48159 Miinster, Germany| + Chirng nhan xuét xwéng 0038 g E
*Pong géi so' c&p: bao gdm ca vién nang mém va thuéc ban ran. ~ =] Q
& 3
DE-091 » Advance Pharma GmbH » Wallenroder Str. 8-14, 13435 Berlin, Germany
733 Advance Pharma [Wallenroder StraBe 8-14 * Thudc khong vé triing: vién nang clrng, vién nang mém (bao gdm ca bao vién thudc vién nang mém), vién nén, vién ngam, vién nén bao phim, thuéc EU-GMP [DE_BE_01_ Co quan tham quyén 1
GmbH (hoac Wallenroder Strasse 8-|cém, ban thanh ph&dm thubc cém va vién nén. GMP_2020_| & NI
14), 13435 Berlin, Germany |* Thudc dwoc liéu. 0005 S S
*Pong goi: ) )
+BDong goi so cap: cac dang bao ché trén, thudc ban rén va thubc dat. ’o\' Z
+Dong goi thiv cap. - N
* Kidm tra chat livong
DE-092 » URSAPHARM Arzneimittel GmbH » IndustriestraBe 35, 66129 Saarbriicken, Germany
734 URSAPHARM IndustriestraBe 35, 66129 * Thudc vé trung: EU-GMP |DE_SL_ 01_| o — [Co quan thdm quyén 11
Arzneimittel GmbH |Saarbriicken, Germany + Thubc san xuét vé trung: Dung dich thé tich I6n; Dung dich thé tich nhd; Thudc ban ran; GMP_2019 S S |puc
+ Thuéc tiét tring cudi: Dung dich nhd mét; Dung dich thé tich nhd. 0009 - :\L‘ 2
* Thudc khong vé tring: Vién nang ceng; Thudc diing ngoai dang I6ng; Thudc ubng dang 16ng; Thudc ban rén; Vién nén; Thubc cbm. Q =]
* Thubc duoc liéu; thude vi lwgng déng cén. ® ©
1172  |URSAPHARM IndustriestraBe 35, 66129  |* Thubc vé trung: EU-GMP |[DE_SL_01_| o o~ [Co quan thdm quyén 14
Arzneimittel GmbH |Saarbriicken, Germany + Thubc san xuét vé trung: Dung dich thé tich I6n; Dung dich thé tich nhd; Thudc ban ran; GMP 2020 S S |pwe
+ Thuéc tiét tring cudi: Dung dich nhd mét; Dung dich thé tich nhd. 0029 - m E
* Thudc khong vé tring: Vién nang ceng; Thudc diing ngoai dang I6ng; Thubc ubng dang 16ng; Thudc ban rén; Vién nén; Thubc cdbm. - S
* Thubc duoc liéu; thude vi lwong déng cén. = 3
DE-093 » Takeda GmbH » Betriebsstatte Oranienburg LehnitzstraRe 70-98, 16515 Oranienburg, Germany
934 Takeda GmbH Takeda GmbH - * Thudc khang vé triing: Vién nang cirng; vién nén, vién nén bao phim. EU-GMP |DE_BB_01_ Co quan thdm quyén 12
Betriebsstatte Oranienburg GMP_2019_ Dic
Lehn!tzstraﬁe 70-98, 16515 0024 = q
Oranienburg, Germany I I
(* Céach viét khac: Takeda =) o
GmbH - Production Site 3|8
Oranienburg, Lehnitzstrape © ©
70-98, 16515 Oranienburg,
Germany)
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1602 |Takeda GmbH Takeda GmbH - * Thudc khong vé trung: EU-GMP [DE_BB_01_ Co quan tham quyén 18
Betriebsstatte Oranienburg, + Vién nang ctrng; vién nén, vién nén bao phim. GMP 2020 Duirc
LehnitzstraBe 70-98, 16515 | + Xuét xudng 6. 0040 | & b
Oranienburg, Germany *Bong goi so cap: Vién nang cirng; vién nén, vién nén bao phim. S S
(* Cach viét khac: Takeda  |* Dong goi thir cap. N =)
GmbH - Production Site * Kiém tra chét lwong: Vi sinh: Khdng vé tring; Hoa hoc/Vat ly. 2 g
Oranienburg, Lehnitzstrape N ©
70-98, 16515 Oranienburg,
Germany)
DE-094 » GlaxoSmithKline Biologicals NL der SmithKline Beecham Pharma GmbH & Co.KG » Zirkusstrabe 40, 01069 Dresden, Germany
935 GlaxoSmithKline |GlaxoSmithKline * San pham sinh hoc: San pham mién dich: Vac xin cam. EU-GMP [DE_SN_01_| o [Co quan tham quyen 12
Biologicals NL der Biologicals * San xuét ban thénh phé’m: FI'uarix, Prepapdix'vé Pande'mrix. ) o GMP_2018_ S g clia BurC
SmithKline ZirkusstraBe 40, 01069 *Bong goi so' cap, thir cap: Vac xin vi khuan bat hoat, vac xin phoi hop vi khuan bat hoat va virus. 0004 2 2
Beecham Pharma |Presden, Germany *Bong goi thir cap: Dung mai. ’O\, E
GmbH & Co.KG ° °
1692  |GlaxoSmithKline  [GlaxoSmithKline * S&n pham sinh hoc: EU-GMP [DE_SN_01_| « o« |Co quan thdm quyén 19
Biologicals NL der |Biologicals + San xuét: VAc xin cum (toan b cong doan trir déng géi thir cap); véc xin viém gan (s&n xuét ban thanh pham cudi ciing tir ban thanh phadm don dong va GMP_2021_| S S |cua DeC
SmithKline ZirkusstraBe 40, 01069 dong goi so cap). 0007 Q o
Beecham Pharma |Presden, Germany + Xuat xudng . < -
GmbH & Co.KG * San xuat ban thanh pham: Fluarix, Prepandix va Pandemrix. © =
DE-095 » Cheplapharm Arzneimittel GmbH » Bahnhofstr.1a; 17498 Mesekenhagen, Germany
936 [Cheplapharm Bahnhofstr.1a, 17498 * Xut xwdng thudc vo tring EU-GMP [DE_MV_01_| o ~  |Co quan thdm quyén 12
Arzneimittel GmbH |Mesekenhagen, Germany  |* Xuét xwéng thudc khong vé tring GMP_2019 S S |puc
*Péng goi thir cap 0016 - g E
* Thudc nhap khau: xuét xwéng thude vé tring va khdng vo tring. Q Q
S q
DE-096 » Holopack Verpackungstechnik GmbH » BahnhofstraBe 20, 73453 Abtsgmiind-Untergroningen, Germany
1063 Holopack Bahnhofstrafe 20, 73453 * Thudc vé triing (yéu cau déc biét: nguyén liéu cé tinh nhay cdm cao khac, Prostaglandins/Cytokines, thudc trc ché mién dich, Sulphonamides): EU-GMP [(DE_BW_01 Co quan tham quyén 13
Verpackungstechni [Abtsgmiind-Untergréningen, |+ Thudc sén xuét v6 tring: Dung dich thé tich I6n, dang bao ché ban rén, dung dich thé tich nho (bao gdm ca dung dich nhé mét). _GMP_2019 Dlrc
k GmbH Germany + Thuéc tiét trung cudi: Dung dich thé tich 16n, dang bao ché ban rén, dung dich thé tich nhé. 0108
Céach ghi khac: * Thubc khong vé tring (yéu cau dac biét: nguyén liéu cé tinh nhay cam cao khac, Prostaglandins/Cytokines, thudc e ché mién dich, Sulphonamides): -
Bahnhofstrasse, 73453 Thudc dung ngoai dang 16ng, thuéc uéng dang 1ng, dang bao ché ban ran. (2] N
Abtsgmund-Untergroningen, [* Thudc sinh hoc: Thudc cong nghé sinh hoc (DNA/protein tai td hop, enzyme). S S
Germany * Thgéc duoc ligu, thubce vi luong ddng can. ’ g g'
* Xuat xwdng thudc vé trang, thude khdng vé triing, thudc sinh hoc. & -
*Pong goi: - ©®
+Dong goi so cap (yéu ciu dac biét: nguyén liéu co tinh nhay cam cao khac, Prostaglandins/Cytokines, thudc trc ché mi&n dich, Sulphonamides): Thudc
dung ngoai dang 18ng, thuéc uéng dang ldng, dang bao ché ban ran.
+Doéng goi thiy cap.
> AGA 4 RAL]
DE-098 » Vetter Pharma - Fertigung GmbH & Co. KG » Mooswiesen 2, 88214 Ravensburg, Germany
937  [Vetter Pharma - |Vetter Pharma - Fertigung ~ [* Thudc v6 triing (khéng bao gém déng géi thir cap): ] EU-GMP [DE_BW_01 | _ |Co quan thdm quyén 12
Fertigung GmbH & |Mooswiesen 2, 88214 + Thuc}c san xuat vo grung: thudc bét'déng kho; dung dich thé tich nhé. _GMP_2018| S N |bec
Co.KG Ravensburg, Germany (cach |+ Thudc tiét trung cudi: dung dich thé tich nho. 0064 N q
ghi khac: Mooswiesen 2, * Thudc sinh hoc (khong bao gébm déng goi thir cAp): Ché pham mau (san phdm dan chét tir huyét twong); san phdm mién dich; san phdm cong nghé sinh - 8 S
88214 Ravensburg, hoc‘(hormon hgéc chét co hoat tinh hormon trir hormon sinh duc), san pham chiét xuat tir nguoi hodc dong vat. ﬁ. ﬁl
Germanv) * Kiem soat chat lwonag _
1064 |Vetter Pharma -  |Vetter Pharma -Fertigung * Thude v6 tring: ] . EU-GMP |DE_BW_01 Co quan thdm quyén 13
Fertigung GmbH & |Mooswiesen 2, 88214 + Thuc}c san xuat vo grung: thudc bét'déng kho; dung dich thé tich nhé. _GMP_2019| 2 S |Poc
Co. KG Ravensburg, Germany (cach [+ Thuoc tiét tring cudi: dung dich thé tich nhé. 0011 < <
ghi khac: Mooswiesen 2, * Thudc sinh hoc: Ché phdm mau (san phdm dan chét tir huyét twong); san phdm mién dich; san phdm céng nghé sinh hoc (hormon hodc chét cé hoat tinh - - <+
88214 Ravensburg, hormon trir horm'on sinh duc), san pham chiét xuat tir nguwdi hodc dong vat. g 2
Germany) *Pong gai thr cap. N -
* Kiém soat chat livona
1367 |Vetter Pharma- |Vetter Pharma - Fertigung  [* Thudc vé triing (bao gom ca thudc chira hoat chat cé hoat tinh hormon trir hormon sinh duc): EU-GMP |[DE_BW_01 Co quan thdm quyén 16
Fertigung GmbH & |Mooswiesen 2, 88214 + Thuc‘}c san xuét vo tring: thudc déng kho; dung dich thé tich nhé. _GMP_2020 Durc
Co. KG Ravensburg, Germany + Thuéc tiét tring cudi: dung dich thé tich nhé. 0109 o P
(* Céch ghi khac: + Xuét xuwong. - 8 N
Mooswiesen 2, 88214 * Thudc sinh hoc: N N
Ravensburg, Germany) + Ché pham mau (san phdm dan chét tir huyét twong); san phdm mién dich; san pham céng nghé sinh hoc (bao gém ca thudc chira hoat chét c6 hoat 8. 'o\.
tinh hormon tr&r hormon sinh duc); s&n pham chiét xuét tlr ngudi hodc dong vat. < <
+ Xuét xwdng.
*Pong goi thir cp.
* KiAm snat chAt lisona
DE-099 » Medice Arzneimittel Piitter GmbH & Co. KG » Kuhloweg 37, D- 58638 Iserlohn, Germany
1065 [Medice Medice Arzneimittel Pitter [ Thuc vé triing san xudt vé tring: Dung dich thé tich nhd. EU-GMP [DE_NW_01 Co quan thdm quyén 13
Arzneimittel Piitter |GmbH & Co. KG; * Thubc khong vé triing: Vién nang cleng; vién nang mém (vién nang mém vo gelatin Nephrotrans); thudc uéng dang 16ng; dang bao ché ran khac (thuéc GMP_2019| @ N |buc
GmbH & Co. KG  |Kuhloweg 37, D- 58638 cdm, pellet); dang bao ché ban rén; vién nén; vién nén bao phim; thudc vi lvgng déng can. 0002 S S
Iserlohn, Germany * Xuat xwdng 16: Thudc sinh hoc chira Saccharomyces cerevisiae HANSEN (Perenterol); vién nén bao phim Sevelamercarbonat 800mg; bot pha hén dich B ) -
udng Sevelamergarbonat 2.4gq. Snr ’o\.
* Bong goi thir cap © -~
* Kiém tra chat lrona: Vi sinh khana vé triina: hda hac/vat 1/ sinh hoc
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DE-100 » Ardeypharm GmbH » Loerfeldstr.20, 58313 Herdecke, Germany
1066 |Ardeypharm GmbH]|Loerfeldstr.20, 58313 * Thuc khdng vo trung: Vién nang cing, thubc dung ngoai dang 16ng, thubc ung dang Iéng, vién nén, thue bot, ché thuéc. EU-GMP [DE_NW_01 o « |Co quan thdm quyén 13
Herdecke, Germany * Sén'phém sinh hoc: §én pham céqg nghé sinh hoc, san pham chiét xuét tir ngudi hodc dong vat, san phdm vi sinh vat. _GMP_2020( & & |Bwc (Bezirksregierung
* Thuoc duoc Iié;u, thude vi Iu)c_ynxg dong can, ngu):éq liéu sinh hoc (biological active starting materials) 0019 g E Arnsberg), Germany
*Pong goi so cap: vién nang mém, dang bao ché ran khac, dang ban ran. S )
*Pong goi thir c&p: Thube vo tring s ©
* Kiém tra chAt lpong: vi sinh (thude khdng vo trana)_héa /1v.sinh hoc (biological)
DE-101 » Rentschler Biopharma SE (Tén cii: Rentschler Biotechnologie GmbH) » Erwin-Rentschler-StraBBe 21, 88471 Laupheim, Germany
1067 |Rentschler Erwin-Rentschler-Strae 21, [* Thudc vé trung: EU-GMP |DE_BW_01 © o |[Co quan thdm quyén 13
Biopharma SE 88471 Laupheim, Germany + Thubc san xuét vo triing: Thubc dong kho; dung dich thé tich nho. _GMP_2018| S S |pwc
(Tén ci: * Thudc sinh hoc. 0003 g m
Rentschler ‘OL iy
Biotechnologie 2 A
DE-102 » Temmler Pharma GmbH » TemmlerstraBe 2, 35039 Marburg, Germany
1068 |Temmler Pharma [Temmler Pharma GmbH, * Thudc khong vé triing: Vién nang clrng; thudc dung ngoai dang 16ng; thudc ubng dang I6ng; thudc cdm; thudc bdt; vién nén, vién nén bao duéng, vién EU-GMP [DE_HE_01_ Co quan thdm quyén 13
GmbH TemmlerstraBe 2, 35039 nén bao phim, vién nén sUi bot, vién ngam. GMP_2019_ buc
Marburg, Germany * Xuat xwéng 16. 0011 = ]
*Pong goi so' c&p: Vién nang cing; thudc ding ngoai dang I6ng; thudc udng dang ldng; thubc cém; thube bot; vién nén, vién nén bao dwong, vién nén bao < <
phim, vién nén sti bot, vién ngam. N N
*Déng géi thir cp. i 3
* Kiém tra chét lvong: - S
+ Vi sinh: Khéng vo trung.
+ HAa_hae/\/At 1V
1603 |Temmler Pharma |Temmler Pharma GmbH,  |* Thudc khong vé tring: EU-GMP |DE_HE_01_ Co quan tham quyén 18
GmbH TemmlerstraBe 2, 35039 + Vién nang ctng; Vién nang mém; Thudc diing ngoai dang I6ng; Thubc udng dang 1dng; Dang bao ché rdn khac: thudc cdm giai phong thay ddi, thuéc GMP_2020_ Dlrc
Marburg, Germany bot, vién nén bao dudng, pellet gidi phdng duy tri; Vién nén: vién nén, vién nén sui, vién nén bao phim, vién ngam, pellet giai phéng cham, vién nén dat 0174 g g
dudi Iui. IS IS
+ Xuét xwdng 16. & o
*Pong goi so' cap: Vién nang cing; Vién nang mém; Thudc dung ngoai dang 1dng; Thudc udng dang léng; Dang bao ché rén khac: thubc cém giai phong & g
thay ddi, thude bdt, vién nén bao duong, pellet gidi phong duy tri; Vién nén: vién nén, vién nén sui, vién nén bao phim, vién ngam, pellet gidi phdng cham, ~ ~
vién nén dat duéi ludi.
> Dana adithie cAn
DE-103 » AMW GmbH Arzneimittelwerk Warngau » Birkerfeld 11 83627 Warngau, Germany
1173 |AMW GmbH Birkerfeld 11 83627 * Thubc vo trung: ] EU-GMP |DE_BY_04_| o o |[Co quan thdm quyén 14
Arzneimittelwerk  |Warngau, Germany + Thuéc tiét trung cudi: T'huéc dang ran va cly ghép. GMP_2018_ § § Birc
Warngau * Thuoc khong vo trung: Miéng dan qua da 0001 & &
=] o
vy -
<] -
1368 |AMW GmbH Birkerfeld 11, 83627 * Thubc vo trang: ] EU-GMP |DE_BY_04_| o — |Co quan thdm quyén 16
(Tén cii: AMW Warngau, Germany + Thubc tiét tring cudi: Thudc dang rén va cay ghép. GMP_2018_| S S |pwc
GmbH 0087 Y Q
Arzneimittelwerk ‘OL o
\Warngau) o i
DE-104 » A. Nattermann & Cie. GmbH » Nattermannallee 1, 50829 K&In, Germany
1174 [A. Nattermann & [Nattermannallee 1, 50829  [* Thubc khong v tring: Vién nang ctng; thubc ung dang Iéng; thudc dung ngoai dang 16ng; thube bot; thube cém; thube dang keo (pastilles); thubc dang | EU-GMP [DE_NW_04 Co quan thdm quyén 14
Cie. GmbH Koln, Germany ban (én; vién nén;' vién nén bao phim; vién nén bao duong; vién nén sui bot. _GMP_2019 Dirc
(cach ghi khac: * Xuat xwéng thudc khong vo trung. 0017 o ~
Nattermannallee 1, 50829 * Thubc duoc lidu. 7 S a
Cologne, Germany) *Poéng goi: 9 a
+ Doéng goéi so cap: chi dong goi so cap thudc dang ban ran. 'o\. 53.
+ Déng géi thir cdp: bao gdbm hoat ddng déng géi, dan nhan, xuat xwéng 16. b b
* Kiém tra chat lwong:
+ Vi sinh: Khéng vé tring.
2 HAg b NJAL 1
DE-105 » Rottendorf Pharma GmbH » Am Fleigendahl 3, 59320 Ennigerioh, Germany
1175  |[Rottendorf Pharma [Am Fleigendahl 3, 59320  [* Béng goi: ] ‘ ] - ) EU-GMP |[DE_NW_05 | o o~ |Co quan thdm quyén 14
GmbH Ennigerloh, Germany +BDong géi so cap: vién nang cirng; vién nang mem; thuoc bét, pellet, thuoc com; vién nén (bao gom ca vién nén sti bot, vién nén bao phim, vién nén _GMP_2019 é § Dlrc
bao dwong, vién nén phéng thich cham, vién nén chira Tamoxifen, Flutamide, Clomifen va cac chét twong tw) 0028 ] Ry
+Dong goi thiv cap. - Q Q
S 3
1851 |Rottendorf Pharma [Am Fleigendahl 3, 59320  [* Béng goi: ] ‘ ] - ) EU-GMP |[DE_NW_05 | « < |Co quan thdm quyén 21
GmbH Ennigerloh, Germany +BDong géi so' cap: vién nang cirng; vién nang mem; thuoc bét, pellet, thuoc com; vién nén (bao gom ca vién nén sti bot, vién nén bao phim, vién nén _GMP_2021 % § Dlrc
bao dwong) ) 0031 S O
+Bong goi thr cap. N Q
* Kiém tra chét luong I S
DE-107 » medphano Arzneimittel GmbH » Maienbergstrasse 10-12, Ruedersdorf, 15562, Germany
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1176  |medphano Maienbergstrasse 10-12, * Dong goi thir cap EU-GMP [DE_BB_01_| ~ — |Co quan tham quyén 14
Arzneimittel GmbH [15562 Ruedersdorf, GMP_2017_ § § Dlrc
Germany 1008 > &
o ~—
) -
— ™
DE-108 » Bolder Arzneimittel GmbH &Co.KG » Rheinische Allee 11, 50858 K&ln, Germany
1369 |Bolder Arzneimittel [Rheinische Allee 11, 50858 [*Thuéc khéng vé trung: vién ngam (pastille/ lozenges san xuét bing phwong phap dé khuén). EU-GMP |DE_NW_04 ~ — [Co quan thdm quyén 16
GmbH &Co.KG Kéln, Germany * Kiém tra chat lwong: hoa hoc/ vat ly. GMP_2017 é § Dirc
_1001 b &
4 0
D —
N ™
DE-109 » Aeropharm GmbH » Francois-Mitterrand-Allee 1, 07407 Rudolstadt, Germany
1248  |Aeropharm GmbH [Francois-Mitterrand-Allee 1, |* Thuoc khong vo trung: ) EU-GMP |DE_TH_O01H| o o |Co quan tham quyén 15
07407 Rudolstadt, Germany + Dang bao ché c6 ap lwc; thude bét hit. _GMP_2019 S S Dulrc
+ Xuét xudng 16. 0008 3 Q
*Poéng goi thir cép. ~ <Q -
* Hoéa hoc/Vat ly. ~ by
DE-110 » Anklam Extrakt GmbH » Johann-Friedrich-Béttger-StraRe 4 und 10 entsprechend Lageplan vom 30.11.2017; D-17389 Anklam, Germany
1916  |Anklam Extrakt Johann-Friedrich-Béttger-  [Building Plant I: o ] ] ] ) K K ] ) EU-GMP [DE_MV_01_ Co quan thdm quyén 22
GmbH Strale 4 und 10 * Nguyén liéu ttr dwgrc liéu (chiét xuat (bang phwong phap percolation), san xuat, dong goi so cap, thir cap bao gom ca bo sung nhan dé truy xuat nguén GMP_2021_| & QL |Pec
entsprechend Lageplan vom |géc, kiém tra chét lugng (hda hoc/ vat Iy)): 0008 S S
30.11.2017; D-17389 + Cdn thudc (r& cay hoa anh thao); o S
Anklam, Germany. + Cao long (cd xa hwong); g g
+ Cao déc (4 ac ti s0, |4 tia to dat) o B
+ Cao kho (r& nhan sam 14 thirrng xuan)
DE-113 » Dronania Pharmaceuticals GmbH » Karl-Benz-StraRe 3, 86825 Bad Worishofen, Germany
1693 [Dronania Karl-Benz-StraRe 3, 86825 |* Thuéc khong vo trung: ] EU-GMP [DE_BY_04_ Co quan thdm quyén 19
Pharmaceuticals |Bad Wérishofen, Germany + Vién nang cirng; thudc dang Idng diing ngoai; thudc dang Iéng ding trong; vién nén. GMP_2017_| &~ N |[Puc
GmbH * Thubc duoc liéu (Vién nang cirng; thudc dang 16ng diing ngoai; thudc dang I6ng dung trong; vién nén, tra bdt); san pham vi lwgng déng can (Vién nang 1029 14 <
ctrng; thubc dang I6ng duiing ngoai; thudc dang 16ng duing trong; vién nén). ~ I
*Pong goi: 2 )
+Dong goi thiy cap. ~ ™
* Kidm tra chAt ivong (hada V)
DE-114 » etol Gesundheitspflege - und Pharmaprodukte GmbH » Konrad-Adenauer-Str.3, 77704 Oberkirch, Germany
1917  |etol Konrad-Adenauer-Str.3, * Thuoc khong vé tring: i . . EU-GMP (DE_BW_01 Co quan tham quyén 22
Gesundheitspflege {77704 Oberkirch, Germany + Thudc dung ngoai dang 16ng; thudc dung trong dang 16ng; thudc ban ran. _GMP_2021 - < |Plc (Baden-
und *+Chingnhanlo. . _0065 S S |Wurttemberg), Germany
Pharmaprodukte * Thudc dworc liéu, thudc vi lwgng dong can. N N
GmbH * Bong goi: ) ) ) ) ) 3|3
+Dong gdi so cap: Thudc dung ngoai dang 1dng; thudc dung trong dang 1dng; thudc ban ran. L) 4
+Dong goi thiy cap.
* Kidm tra chAt livong
DE-115 » Aspen Bad Oldesloe GmbH » IndustriestraBe 32-36, 23843 Bad Oldesloe, Germany
1604 |Aspen Bad Industriestrae 32-36, 23843 [* Thuéc v trung san xuét v tring: dung dich thudc hit thé tich nhé; EU-GMP |DE_SH_01_| «~ |Co quan tham quyén 18
Oldesloe GmbH Bad Oldesloe, Germany * Thudc khéng vé triing chira hormon/ chét co hoat tinh hormon (khéng bao gém hormon sinh dyc): thuéc duing ngoai dang Iéng; thuéc udng dang 16ng; GMP 2019 b=y N |PBec
thudc ban rén; vién nén; thudc cém; thudc tan (trituration); 0002 R &
* Xuét xuwdng 16 thudc vé trung va khong vé tring; 8 ﬁl
* Pong goi so cap thube khdng vé tring: thude dung ngoai dang 16ng; thudc ubng dang I6ng; thudc ban rén; vién nén; thudc cdm; thubc tan (trituration); ] 5
* Péng géi thir cip
DE-116 » Allphamed Pharbil Arzneimittel GmbH » Hildebrandstr. 10-12; 37081 Goéttingen, Germany
1605 |Allphamed Pharbil |Hildebrandstr. 10-12; 37081 |* Thuéc v6 tring: xuat xwéng 16; ) o EU-GMP |DE_NI_01_ o » |Coquan thadm quyén 18
Arzneimittel GmbH |Gottingen, Germany * Thudc khéng vo trung: vién nang crng, vién nén; vién nén bao phim; thudc bét; thuéc com. GMP_2020_| & S Puc
* Thude sinh hoc: xuét xwéng 16 thubc céng nghé sinh hoc; 0036 o q
* Thubc duoc lidu. = ‘9'
*Pong goi so' c&p, thir cp vién nang cleng, vién nén; dang bao ché ran khac; © s
* Kiém tra chat lygng
DE-117 » MEDA Pharma GmbH & Co. KG » Benzstrafe 1 61352 Bad Homburg v.d.Hohe Germany
1606 |MEDA Pharma BenzstraBe 1 61352 Bad * Xuat xwdng thudc vé trung va thude khdng vé trung. EU-GMP [DE_HE_01_| o o~ |Co quan thdm quyén 18
GmbH & Co. KG  |Homburg v.d.Hohe Germany |* Kiém tra chat lwong: Hoa ly/Vat ly GMP_2020_ § § Dlrc
0102 ~ &
2 0
@ —
o ™
DE-119 » Wiewelhove GmbH » Gildestrafe 39, 49477 Ibbenbiiren, Germany
1852 Wiewelhove GmbH |GildestraBe 39, 49477 * Thudc khong vé triing: vién nén, vién nén bao phim, vién nén bao dudng, vién nang clrng, vién nang mém (chi bao gém hoat déng bao vién), thubc cdm; [ EU-GMP DE_NW_05 o o [Co quan tham quyén 21
Ibbenbiiren, Germany * Thubc duoc liéu va thude vi lwgng dong can: chi dang bao ché rén; _GMP_2019| © S |puc
* Thude sinh hoc: thuéc chira enzyme chiét xuét tir vi khuan 0037 g E
* Xut xwdng thudc khong vo tring va thuée sinh hoc. - Q Q
S &
DE-120 » Medphano Arzneimittel » Maienbergstrafe 10-12, 15562 Ridersdorf Germany
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1918 |Medphano MaienbergstraBe 10-12, *Dong goi: ] EU-GMP [DE_BB_01_| <+ < |Co quan tham quyén 22
Arzneimittel 15562 Ridersdorf Germany |+ Dong goi thir cap GMP_2021_ § § Dirc
0025 o )
) o
N )
N -
DK-001 » Xellia Pharmaceuticals ApS » Dalslandsgade 11, Kobenhavn S, 2300 (hodc 2300 Copenhagen S), Denmark
128 Xellia Dalslandsgade 11, Sén xuét duoc chat: EU-GMP [DK API-H © o |Danish Medicines 6
Pharmaceuticals |Kobenhavn S, 2300 (hoac * Dwgc chat khdng vo trung: Amphotericin B, Colistimethate Sodium, Colistin Sulphate, Polymycin B Sulphate, Tobramycin Sulphate, Vancomycin 00095918 S S Agency
ApS 2300 Copenhagen S), Hydrochloride. g g
Denmark * Duoc chét vo triing: Bacitracin va Bacitracin Zink, Colistimethate Sodium, Polymycin B Sulphate, Tobramycin Sulphate, Vancomycin Hydrochloride. g g
« -
1370  |Xellia Dalslandsgade 11, * Thuép v6 triing: ] ] ] ] EU-GMP [DKH o « |Danish Health and 16
Pharmaceuticals |Kobenhavn S, 2300 (hodc |+ Thudc san xuat vo tring: Thudc dong khd; thudc bét pha tiém, tiém truyen; thudc bét hit. 00128620 S S Medicines Authority
ApS 2300 Copenhagen S), z g
Denmark Q N
@ te]
- Y
DK-002 » Novo Nordisk A/S » Novo Alle, Bagsvaerd, 2880, Denmark
340 Novo Nordisk A/S [Novo Allé, Bagsveerd, 2880, |* Thuoc yé trang i EU-GMP [DKH Danish Medicines 8
Denmark + Thubc san xuét vo tring: Dang 18ng thé tich nho (dung dich, hén dich). 00132620 Agency
(* Cach ghi khac: Novo Allé, | + Xuét xudng 16.
Bagsveerd, DK-2880, * Thubc khong vé tring:
Denmark) + Xuét xudng 16. S 3
* Thuéc sinh hoc: < IS
+ Thudc cong nghé sinh hoc. g' g'
+ Xuét xwdng 16 thubc cong nghé sinh hoc. ©w o
* Kiém tra chat lwong: o o
+ Vi sinh: V6 trung.
+ Vi sinh: Khéng vé trung.
+ Hoa hoc/Vat ly.
b b
DK-004 » Novo Nordisk A/S » Brennum Park, Hillerod, 3400, Denmark
938 Novo Nordisk A/S |Brennum Park, Hillerod, * Thudc sinh hoc: Thudc céng nghé sinh hoc (Dung dich thé tich nhd san xuét vé trang). EU-GMP |DKH 0 o Danish Medicines 12
3400, Denmark * Xuét xwdng thudc sinh hoc: Thubc cdng nghé sinh hoc. 00097718 S S Agency
*Péng géi thir cAp. & Q
* Kiém tra chét lwong: Héa hoc/Vat ly; Sinh hoc. g z
« -
1796 Novo Nordisk A/S |Brennum Park, Hillerod, * Thudc sinh hoc: Thudc céng nghé sinh hoc (Dung dich thé tich nhd san xuét vé tring). EU-GMP |DKH o o~ Danish Medicines 20
3400, Denmark * Xuét xwdng thudc sinh hoc: Thubc cdng nghé sinh hoc. 00125519 S S Agency
*Dong gdi thir cAp. Q S
* Kiém tra chét lwong: Héa hoc/Vat ly; Sinh hoc. ~ [S]
3 b
DK-005 » Novo Nordisk A/S » Hallas Alle, Kalundborg, 4400, Denmark
939 Novo Nordisk A/S [Hallas Alle, Kalundborg, * Thudc yc’) trang: ] EU-GMP [DKH Danish Medicines 12
4400, Denmark + Thubc san xuét vé triung: Dung dich thé tich nhd. 00104018 ® S |Agency
* Xuét xwdng thude vo trang. < <
* Thudc sinh hoc: Thubc céng nghé sinh hoc. o 1oy
* Xuét xwéng thude sinh hoc: Thube cong nghé sinh hoc. 2 ?-r
*Pong goi thir cap. S N
* Kiém tra chAt wana: Vi sinh (vd trinakhana va trina): Hoa hac/Vat V- Sinh hac
1371 Novo Nordisk A/S [Hallas Alle, Kalundborg, * Thudc yc’) trang: ] EU-GMP [DKH Danish Medicines 16
4400, Denmark + Thubc san xuét vé triung: Dung dich thé tich nhd. 00133820 o » |Agency
* Xuét xwdng thude vo trang. 8 N
* Thudc sinh hoc: Thubc céng nghé sinh hoc. R a9
* Xuét xwéng thude sinh hoc: Thube cong nghé sinh hoc. '(\? 8'
*Pong goi thir cap. 5 N
* Kiém tra chat lwong: Héa hoc/Vat ly; Sinh hoc.
(Pham vi chi*na nhan' Building FF DF DE BD AF va FND2)
1607 Novo Nordisk A/S [Hallas Alle, Kalundborg, * Thtféc khéng véltrfmg: Vién nén. EU-GMP [DKH — <« |Danish Medicines 18
4400, Denmark * Xuét xudng thude khong vé tring. 10000143 S S |agency
*Poéng goi so’ cap: Vién nén. 2 2
(Pham vi chirng nhan: Building DF) Q Q
~ -
DK-006 » GMPack ApS » Plastvaenget 9, Hadsund, 9560, Denmark
940 GMPack ApS Plastvaenget 9, Hadsund, * Pong goi so cap: Vién nang mém, vién nhai (chewing gum), vién nén. EU-GMP |DKH ~ o |Danish Health and 12
9560, Denmark * Dong goi thir cap i 00086517 é § Medicines Authority
* Kiém tra chét lwong: Vi sinh (thubc khong vé trung). &b & |(DHMA)
o )
< &
o -~
DK-007 » H. Lundbeck A/S » Ottiliavej 9, Valby, 2500, Denmark
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1069 H. Lundbeck A/S |Ottiliavej 9, Valby, 2500, * Thudc yc’) trang: ] EU-GMP [DKH Danish Medicines 13
Denmark + Thube san xuat vo tring: dung dich thé tich nho. 00113519 Agency, Denmark
+ Thudc tiét tring cudi: dung dich thé tich nhd.
+ Xuét xudng. @ b
* Thuébc khdng vé trung: IS IS
+ Vién nang ctng; thuéc udng dang 18ng; vién nén. N <
+ Xuét xudng. 2 &
*Pong goi: S =]
+BDong goi so cap: vién nang cirng; thudc ubng dang I6ng; vién nén.
+Dong goi thiv cap.
* KiBm tra chAt eona
1694 |H. Lundbeck A/S |Ottiliavej 9, Valby, 2500, * Thuoc vé trung: EU-GMP [DKH Danish Medicines 19
Denmark + Thubc sén xuét vo tring: dung dich thé tich nho. 10000032 Agency, Denmark
+ Thudc tiét tring cudi: dung dich thé tich nho.
+ Xpét xuwédng. < %
* Thudc khong vé tring: S S
+ Thudc ubng dang Ing; vién nén. - &
+ Xuét xwdng. & Z
*Pong goi: N o
+Dong goi so cap: thubc udng dang 16ng; vién nén.
+BDong goi thir cap.
> Wiloo dra chAt Lpang: baa bacluat 1)
DK-008 » Leo Pharma A/S » Industriparken 55, Ballerup, 2750, Denmark
177 LEO Pharma A/S |Industriparken 55, Ballerup, |* Thuoc yc’) trang: ] EU-GMP [DKH Danish Medicines 14
2750, Denmark + Thu{)c san xuat vo gn‘mg: Dung dich thé tich nhé; acid fusidic vo tring. 00123119 Agency, Denmark
+ Thudc tiét trang cudi: Dung dich thé tich nho.
* Thubc khong vé tring: Thudc ding ngoai dang 18ng; thuéc udng dang 18ng; thuéc ban ran; vién nén; vién nén bao phim giai phéng cham; thuéc khong vé (2] q
tring khac (dung dich cho san xuét vién nang, bot cho san xuét vién nén, bot va dung méi cho dung dich dung ngoai da); 14 <
* Thudc sinh hoc: Thubc cong nghé sinh hoc; ché pham cé ngudn géc tlr ngudi hodc dong vat. o <
* Xuét xwdng thudc vé tring; thube khéng vé trung; thude sinh hoc. 2 E
*Bong goi: - ©
+BDong goi so cap: vién nang mém; Bot va dung méi cho dung dich dung ngoai da
+Dong goi thiv cap.
* Kidm tra chAt Leono: Vi cinh (uA teting khAana vA trtina): Hda b A/at 1 Sinh hoc
DK-009 » Novo Nordisk A/S » Kirke Vaerlgsevej 30, Varlgse, 3500, Denmark
1178  |Novo Nordisk A/S |Kirke Veerlgsevej 30, *Dong gi thir cp. EU-GMP [DKH © S Danish Health and 14
Veerlgse, 3500, Denmark 00109718 < < Medicines Authority
& & |(DHMA)
© I
o [
1919  |Novo Nordisk A/S |Kirke Veerlgsevej 30, * Xuét xwéng: thgéo vo tring; thudc sinh hoc. EU-GMP |DKH N S Danish Health and 22
Veerlgse, 3500, Denmark * Bong goi thir cap. 10000344 Q S [Medicines Authority
I < |(DHMA)
< iy
- ®
~ -
EE-001 » PharmaEstica Manufacturing (PharmaEstica Manufacturing OU) » Venapere tee 3, Pringi, Viimsi, 74011 Harju county, Estonia
1608 |PharmaEstica Vanapere tee 3, Pringi, * Thudc khong vé tring: EU-GMP (IN-2-14/20/3 Estonian State Agency 18
Manufacturing Viimsi, 74011 Harju county, + Vién nén sii bot. IS4 & |of Medicines, Estonia
(PharmaEstica Estonia + Xuat xwdng vién nén sui bot. IS4 IS
Manufacturing OU) " Bong goi: . L 3 N
+ Ddng goi so’ cap: vién nén sui bot. & prt
+BDong goi thr cap. <] -
* Kiém tra chAt lrgng
ES-001 » Faes Farma, S.A » C/Maximo Aguirre,14, Lejona- Leioa, Vizcaya, 48940, Spain
30 Faes Farma, S.A [C/Maximo Aguirre,14, Lejona]* Thudc khong vé triing: Vién nang cirng; thubc udng dang I6ng; vién nén; vién nén bao phim. EU-GMP (ES/064HVI/1| o S Agency for Medicines 3
Leiqa, Vizcaya, 48940, 8 S < and Health Products
Spain. ) o [(AEMPS), Spain
2 2
- to)
) -
ES-002 » Seid, S.A. » Ctra. de Sabadell a Granollers, Km 15, Llica de Vall, Barcelona, 08185, Spain
51 Seid, S.A. Ctra. de Sabadell a Vién nang crng; thuoc uong dang long; thudc dung ngoai dang Idng; thudc dang ban ran (m&, gel thudc); vién nén. EU-GMP [NCF/1925/0 o o  |Ministry of Health of 4
Granollers, Km 15, Llica de 01/CAT ) S |Government of
Vall, Barcelona, 08185, > 2 |catalonia, Spain
Spain Q A\
e} o
o @
267 Laboratorio SEID, [Ctra. Sabadell a Granollers, [* Thudc khong vé triing: Vién nang ctrng; thudc dung ngoai dang 16ng; thudc udng dang I6ng; thudc dang ban ran (chira hormon hodc chét cé hoat tinh EU-GMP [NCF/2004/0 o o |Ministry of Health of 7
SA Km 15, 08185 Llica de Vall |hormon); vién nén. 01/CAT S S |Government of
(Barcelona), Spain *Doéng goi so cap: Céc dang thubc trén bao gém ca Vién nang mém. o 2 |catalonia, Spain
o )
N <
~ S
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1372 Seid, S.A. Ctra. de Sabadell a * Thudc khong vé trung: EU-GMP [NCF/2026/0 Ministry of Health of 16
Granollers, Km 15, 08185, |+ Vién nang cirng; 01/CAT Government of
Llica de Vall, Barcelona, + thubc udng dang 16ng; o — |catalonia, Spain
Spain + thuéc dung ngoai dang 18ng; q o
+vién nén. Q Q
+ Xuét xwdng thudc khong vé triing. ’(\? ’(\?
*Pong goi: by S
+Dong goi so cap: cac dang thubc khong vé tring trén.
+BDong goi thiv cap.
* KiAm tra chAt Lporna /i ginh (khAna vA trina): HAa hackat v
ES-003 » CYNDEA PHARMA S.L » Poligono Industrial Emiliano Revilla Sanz, Avda. de Agreda, 31, Olvega 42110 (Soria), Spain
53 CYNDEA Poligono Industrial Emiliano |* Thudc khéng vé trang: EU-GMP [6358/16 © o |Co quan thdm quyén 4
PHARMA S.L Revilla Sanz, Avda. de - Vién nang mém (bao gdm ca héc mon va chét cé hoat tinh héc mon) S S |TayBan Nha
Agreda, 31, Olvega 42110 - Vién nén, vién nén bao phim (bao gdm ca héc mén va chét cé hoat tinh héc mén) 3 3
(Soria), Espana (Tay Ban Q Q
Nha) ) Q
564 [CYNDEA Poligono Industrial Emiliano [* Thuc khéng vé trang: ] EU-GMP [6358/19 ® ~  |Co quan thdm quyén 9
PHARMA S.L Revilla Sanz, Avda. de + Vién nang mém (bao gom ca hoc mén va chat c6 hoat tinh hoc mon) ) S Tay Ban Nha
Agreda, 31, Olvega 42110 + Vién nén, vién nén bao phim (bao gdm ca héc mén va chét cé hoat tinh héc mén) E 2
(Soria), Espana (Tay Ban *Pong goi so' cap: cac dang trén, bao gdm ca vién nang clrng. Q -
Nha), Spain & )
ES-004 » Toll Manufacturing services, S.L » C/Aragoneses, 2, Madrid, 28108 Madrid, Spain
57 Toll Manufacturing [C/Aragoneses, 2, Madrid, * Thudc khong vé tring: Vién nang cirng, vién nén (bao gém ca thudc gay nghién, hwéng than) EU-GMP |ES/051HVI/M| 1~ S Agency for Medicines 5
services, S.L 28108 Madrid Spain 7 § { [and Health Products
<+ ¢ |[(AEMPS), Spain
< <
~ ~
- S
735 Toll Manufacturing [C/Aragoneses, 2, Madrid,  [* Thubc khong vé trung: Vién nang ctng, vién nén. EU-GMP |ES/090HVI/2 Agency for Medicines 11
services, S.L 28108 Madrid Spain * Xuét xwdng thudc khong vo tring. 0 IS % |and Health Products
Cach ghi khac: Aragoneses, |* Dong goi: I R |(AEMPS), Spain
2 28108 Alcobendas +Dong goi so cap: cac dang thudc trén bao gdm ca vién nang mém. & o
(Madrid), Spain +Do6ng goi ther cép. s 2
* Kiém tra chat lwong. - (=]
(Pham vi chirng nhan bao adm ca thudc gav nahién hiréng thin)
ES-005 » Edefarm,S.L » Poligono Industrial Enchilagar del Rullo, 117.C.P.46191 Villamarchante, Valencia, Spain
58 Edefarm,S.L Poligono Industrial Dong goi thir cap EU-GMP |4166-E/01- © o |Co quan quén ly Duoc 5
Enchilagar del Rullo, 18/C.VAL ) S |rtayBan Nha
117.C.P.46191 g E
Villamarchante, Valencia, Q Q
Spain ~ =
ES-006 » Laboratorios Salvat, SA » Gall, 30-36 08950 Esplugues De Llobregat, Spain
66 Laboratorios Gall, 30-36 08950 Esplugues * Thuoc v6 trung: EU-GMP [NCF/1732/0 | ~ o  [Ministry of Health of 5
Salvat, SA De Llobregat, Spain + Thubc san xuét vé triung: Dung dich thé tich nho. 02/CAT S S |Government of
* Thudc khong v tring: Vién nang cing; vién nén; vién nén bao phim; thuéc dung ngoai dang 16ng; thubc ubng dang 16ng; thubc ban rén; vién dan. S 2 |catalonia, Spain
- )
~ ~
- S
129 Laboratorios Gall, 30-36 08950 Esplugues * Thuoc v6 trung: EU-GMP [NCF/1934/0 | o o [Co quan tham quyen 6
Salvat, SA De Llobregat, Spain + Thubc san xuét vé tring: Dung dich thé tich nhd. 01/CAT S S Tay Ban Nha
* Thudc khong vé triing: Vién nang cleng; vién nén; vién nén bao phim; thuéc dung ngoai dang 16ng; thuéc ubng dang I6ng; thudc ban rén. S g
) -
o -
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 [* Thudc v6 tring: ] EU-GMP |NCF/1913/0 | «~ [Ministry of Health of 5
Ingelheim Espana, [Sant Cugat Del; Valles + Thuéc tiét tring cudi: Dung dich thé tich nhé (dung dich tiém). 01/CAT S & [Government of
SA (Barcelona), Spain. * Thuébc khdng vé trung: Vién nang ctrng; thuéc udng dang Ing. q Y |catalonia, Spain
Céch ghi khac: Prat de la ] g
Riba, 50 08174 Sant Cugat ﬂ h>
del: Valles (Barcelona)
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[* Thuéc khong vé triing (bao gdm ca thude gay nghién va hwéng than): Vién nang cng, thudc nwéc udng, Vién nén, Vién nén bao phim, thudc ban ran, EU-GMP |NCF/1947/0 | o o |Ministry of Health of 5
Vallés 08290 Cerdanyola Del|(thuéc kem, thuéc m&), cac dang thudc ran khac 01/CAT S S |Government of
Vallés (Barcelona), Spain g E Catalonia, Spain
2|9 '
© @
3 3
1179 |Lacer, S.A Cl. Boters, 5 Parc Tecnologic|* Thudc khéng vé tring (bao gdm ca thudc gay nghién va huéng than): Vién nang cing, thubc udng dang léng, Vién nén, Vién nén bao phim, thudc ban EU-GMP [NCF/2002/0 Ministry of Heath of 14
del Vallés 08290 Cerdanyola [ran, (thuéc kem, thuéc m&), cac dang thudc rén khac 01/CAT I N |Government of
Del Vallés (Barcelona), Spain S & |Catalonia, Spain
(* Cach ghi khac: Boters, 5 - -
Parc Tecnologic del Vallés 2 N
08290 Cerdanyola Del Vallés -~ o
(Barcelona). Espafia. Spain)
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ES-009 » SAG Manufacturing, S.L.U » Crta. N-I, Km 36, San Agustin de Guadalix, 28750 Madrid Espana, Spain
74 SAG Crta. N-I, Km 36, San Thudc khong vé tring: Vién nang cirng, thudc nwéc udng, thube nwéc ding ngoai, vién nén, vién nén bao phim, thudc ban ran, thuéc ran khac. EU-GMP [ES/118HVI/1 Agency for Medicines 5
Manufacturing, Agustin de Guadalix, 28750 9 (2] N |and Health Products
S.LU Madrid Espana/ Spain. 14 &  |[(AEMPS), Spain
Cac viét khac: Carretera > ~
Nacional I, Km 36 28750 San e 2
Agustin de Guadalix, Madrid N ~
Espana/ Spain
ES-010 » B.Braun Medical, SA » Ctra. de Terrassa, 121 08191 RUBI (Barcelona), Spain
130 B.Braun Medical, [Ctra. de Terrassa, 121 * Thudc v6 trung c6 tiét trang cudi: Dung dich the tich nho, Dung dich thé tich 1on. EU-GMP [NCF/1946/0 ) o |Ministry of Health of 6
SA 0815_31 RUBI (Barcelona), 01/CAT é § Government of
Spain > & |Catalonia, Spain
2 2
© —
N ™
577 B.Braun Medical, [Ctra. de Terrassa, 121 * Thudc v6 tring co tiét tring cudi: Dung dich thudc tiém/ tiém truyén thé tich nhd, Dung dich thudc tiém/ tiém truyén thé tich 16n. EU-GMP [NCF/2013/0 o o |Ministry of Health of 9
SA 08191 RUBI (Barcelona), 01/CAT S S |Goverment of
Spain & & |Catalonia, Spain
o o
O ~
[ -
ES-011 » Laboratorios Lesvi, S.L. » Avda. Barcelona, 69, 08970 Sant Joan Despi (Barcelona), Spain
131 Laboratorios Lesvi, [Avda. Barcelona, 69, 08970 [* Thuéc v tring (bao gém ca thuéc gay nghién, huong than): EU-GMP [NCF/2007/0 [ o o~ |Co quan thdm quyén 6
S.L. Sant Joan Despi (Barcelona),| + Thubc san xuét vé trung: dung dich thé tich nhg; 01/CAT S S Tay Ban Nha
Spain + Thudc tiét tring cudi: dung dich thé tich nhé; g g
* Thudc khong vé triing (bao gdm ca thubc gay nghién, huéng than): vién nang ctrng, vién nén, dung dich uéng, vién nén bao phim. z -
154 -
132 LABORATORIOS |Avinguda de Barcelona, 69, [* Thudc votring : EU-GMP |NCF/1950/0 Ministry of Health of 6
LESVI, SL 08970 Sant Joan Despi + Thudc san xuét vé trung: Dung dich thé tich nhé. 01/CAT = & [Government of
(Barcelona), Spain + Thudc tiét tring cudi: Dung dich thé tich nhd, dung dich thé tich lon. S & |catalonia, Spain
(* Céch ghi khac: * Thudc khéng vé triing : Vién nang cirng; vién nén; vién nén bao phim; thudc uéng dang 16ng. =) 1oy
Avda. Barcelona 69-08970 3 <
Sant Joan Despi, Barcelona, N @
Spain)
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 vé triing: Vién nang clrng; vién nén, vién nén bao (bao gdm ca thudc chira hormon hoéc chét cé hoat tinh hormon trir hormon sinh duyc); EU-GMP |NCF/1817/0 © —  |Ministry of Health of 9
Hostalric, km 63,09, 17404 |vién nén khang acid da day 01/CAT é § Government of
Riel!s | Viabrea (Girona), < & [Catalonia, Spain
Spain < -
< —
o e}
1695  |Sanofi Aventis, SA |Ctra. C35 La Batlloria a * Thudc khéng vé triing: Vién nang clrng; vién nén, vién nén bao (bao gdm ca thudc chira hormon hoéc chét cé hoat tinh hormon trir hormon sinh duyc); EU-GMP |NCF/2112/0 Ministry of Health of 19
Hostalric, km 63,09, 17404 [vién nén khang acid da day; 02/CAT g N |Government of
Riells | Viabrea (Girona hodc |* Xuat xudng thudc khong vé trung; < & |catalonia, Spain
Gerona), Spain *Pong goi so' c&p Vién nang clng; vién nén, vién nén bao (bao gdbm ca thudc chira hormon hoac chét cé hoat tinh hormon trir hormon sinh duc); vién nén o) I
khang acid da day; g T
*Pong goi thir cap; ° °
* Kidm tra chAt lirong
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, * Thuoc khong Vo tring: Vién nén, vién nén bao phim, dang bao ché ran khéc (thudc com). EU-GMP (ES/063HVI/2| o o |Agency for Medicines 1
Industrial Services, [Alcala (hogc Alcala) de * Xuat xudng thudc khong vo trung. L ) 0 § § and Health Products
SA Hen_ares, 28805 Madrid, :D('mg g8 so cap: Cac dang bao ché trén bao gom ca vién nang cirng. iy & |(AEMPS), Spain
(Tén cii: Frosst Spain Doéng géi thir cap <Q Q
Ibérica, S.A) * Kiém tra chat lwong. bt by
ES-014 » Italfarmaco, S.A » C/San Rafael, 3, Pol. Ind. Alcobendas, Alcobendas, 28108 Madrid, Spain
737 ltalfarmaco, S.A  |C/ San Rafael, 3, Pol. Ind,  [Thubc khong vé trung: Thubc dung ngoai dang 18ng (dung dich, hén dich); thuéc ung dang I6ng (dung dich, hén dich); thudc bét, thudc cdm, thudc dang EU-GMP [ES/003HVI/] o — |Agency for Medicines 11
Alcobendas, Alcobendas, pellet, gel ding tai &m dao chira hormon va chét cé hoat tinh hormon. 8 S S and Health Products
28108 Madrid, Spain Ry & |(AEMPS), Spain
o ~—
B -
o ™
1797 |italfarmaco, S. A [C/ San Rafael, 3, Pol. Ind,  [Thudc khéng vé tring: Thuéc dung ngoai dang 18ng (dung dich, hén dich); thuéc udng dang I6ng (dung dich, hén dich); thudc bét, thudc cdm, thubc dang EU-GMP [ES/003HVI/| +— o~ |Agency for Medicines 20
Alcobendas, Alcobendas, pellet, gel ding tai &m dao chira hormon va chét cé hoat tinh hormon. 8 S S and Health Products
28108 Madrid, Spain S &  |(AEMPS), Spain
o o
I &
o —
1853  |ltalfarmaco, S. A |C/ San Rafael, 3, Pol. Ind, 'Thuc‘x; khéng vo trung: B o - ) o ) EU-GMP |ES/190HVI/2 Agency for Medicines 21
Alcobendas, Alcobendas, + Thudc dung ngoai dang I6ng (dung dich, hon dich); thudc uong dang 16ng (dung dich, hon dich); thudc bét, thudc com, thude dang pellet, gel dung tai am 1 - < |and Health Products
28108 Madrid, Spain dao chira hormon va chét cé hoat tinh hormon. S S |(AEMPS), Spain
+ Chirng nhan 16 N N
*Péng géi so cap: Thudc dung ngoai dang 16ng (dung dich, hén dich); thubc udng dang 16ng (dung dich, hdn dich); thudc bét, thuéc cém, thudc dang pellet, 53. 'S.
gel duing tai &m dao chira hormon va chét cé hoat tinh hormon ] A
*Pong goi thr cap
*Kiém tra chat irona
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ES-015 » Lilly, S.A » Avda dela Industria, 30, Alcobendas, 28108 Madrid, Spain
268 Lilly, S.A. Avda de la Industria, 30, * Thudc khong vé triing: vién nén, vién nén bao phim. EU-GMP |ES/052HVI/1 Agency for Medicines 7
Alcobendas, 28108 Madrid, |* Dong goi so cap: Céc dang thudc trén, bao gbm ca vién nang cing. 8 © — |and Health Products
Spain S S |(AEMPS), Spain
(hoac Avda Industria 30, N N
Alcobendas, 28108 Madrid, 3 3
Spain/ Avda dela Industria, Q o
30, 28108 Alcobendas,
Madrid Snain) _
416 Lilly, S.A. Avda de la Industria, 30, * Thudc khéng vé trung: vién nén, vién nén bao phim. EU-GMP [ES/052HVI/1 Agency for Medicines 8
Alcobendas, 28108 Madrid, |* Xuat xwéng thuéc sinh hoc (san phdm céng nghé sinh hoc; san pham chiét xuét tir ngudi hodic ddng vat); xuat xwéng thudc vo trung, xuét xwdng thudc 8 © < |and Health Products
Spain khong v6 tring. . S S |(AEMPS), Spain
(hodc Avda Industria 30, *Pong goi so cap vién nén, vién nén bao phim, vién nang ctng. N N
Alcobendas, 28108 Madrid, [* Déng géi thiv cép. b8 3
Spain/ Avda dela Industria, |* Kiém tra chat lwong. g‘ ﬁ'
30, 28108 Alcobendas,
Madrid Snain) _
1472 |Lilly, S.A. Avda de la Industria, 30, * Thudc khong vé tring: 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 pham céng nghé sinh hoc; san pham chiét xuét tir nguoi hodc dong vat); thudc vé tring, thudc 1 and Health Products
Spain khong vo trung. - < |(AEMPS), Spain
(hoac Avda Industria 30, *Pong gdi so cap: vién nén, vién nén bao phim, vién nang cirng. 2] g
Alcobendas, 28108 Madrid, |* Déng goi thir cap. Q o
Spain/ Avda de la Industria, [* Kiém tra chét luong. B'r 8'
30, 28108 Alcobendas, S g
Madrid, Spain/ Avda
Industria 30, 28108
Alcohondas Madrid Snain)
ES-016 » Synthon Hispania, SL » c/ Castell6, 1, 08830 SANT BOI DE LLOBREGAT (Barcelona), Spain
269 Synthon Hispania, |c/ Castello, 1, 08830 SANT  [* Xuat xwéng thudc vo trung. X i X i EU-GMP [NCF/1931/0 Agency for Medicines 7
SL BOI DE LLOBREGAT * Thudc khong v tring: Vién nén; vién nang ctrng; pellets; vién nén bao phim (bao gom ca thudc gay nghién va hwéng than); thudc bot (goi); vién nén 01/CAT and Health Products
(Barcelona), Spain (cach ghi phong thich kéo dai . o ~  |(AEMPS), Spain
khéac: Pol.Ind.Les Salines, * Xuat xuzorng s&n phdm cy thé: S q
Carrer Castello, 1, 08830 + Thubc bt pha dung dich dam dac dé tiém truyen Pemetrexed Synthon 100 mg (Tén tai Viét Nam: Pemetrexed Biovagen); DN N
SANT BOI DE LLOBREGAT,| + Thuéc bt pha dung dich dam déc dé tiém truyén Pemetrexed Synthon 500 mg (Tén tai Viét Nam: Pemetrexed Biovagen); 8 ﬁ.
Spain; hodc Castell6 1, + Thudc bdt ddng khd pha tiém Bortezomib Genthon (Tén tai Viét Nam: Bortezomib Biovagen). g b
Poligono Las Salinas, 08830
Sant Boi de Llobregat
(Rarcelnna) Snain)
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.  [* Thudc khong vé triing: Thudc ubng dang I6ng; vién nén, vién nén bao phim; thudc phun mu dang hén dich, dung dich d& xit mdii. EU-GMP |3167/19 Co quan thdm quyén 8
SA Poligono Industrial * Xuét xwdng thudc khéng vo trung. Tay Ban Nha
Allenduero, 09400-Aranda de|* Bong goi:
Duero. (Burgos), Spain. +Dong goi so cap: Thubc udng dang Idng; vién nén, vién nén bao phim; thuéc phun mu dang hdn dich, dung dich dé xit miii.
(* Céch ghi khac: Avda. De |+ Déng goi thir cép.
Extremadura no 3, 09400 * Kiém tra chat luong =] N
Aranda de Duero. (Burgos), I I
Spain; Avenida De %’1 %’1
Extremadura 3, Aranda de & >
Duero, Burgos, E-09400, - ©
Spain;
Avenida Extremadura, 3,
09400-Aranda de Duero
(Burgos) (hodc Aranda de
o S nosnoy o
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 — |Co quan tham quyén 6
Pharmaceuticals, |199. Poligono Industrial + Thubc san xuét vé tring: thuéc déng khd; dung dich thé tich nho. 9 S S Tay Ban Nha
SA. Monte Boyal, Casarrubios del|  + Thudc tiét tring cudi: dung dich thé tich nho. o S
Monte, 45950 Teledo Spain N N
5] S
ES-019 » Laboratorios Normon, S.A » Ronda de Valdecarrizo, 6, Tres Cantos 28760 (Madrid) Espana
134 Laboratorios Ronda de Valdecarrizo, 6, [* Thudc vé tring (bao gébm ca thudc gay nghién, chat hwéng than): EU-GMP |ES/041HVI/| ~ |Agency for Medicines 6
Normon, S.A Tres Cantos 28760 (Madrid) + Thubc san xuét vo trung Thubc dong khd; Dung dich thé tich nhé; Thudc ciy ghép va thubc dang rén (chtra khang sinh nhém B-Lactamy; 9 S & [and Health Products
Espana + Thudc tiét tring cubi: Dung dich thé tich Ion; Dung dich thé tich nhé; Q Y |(AEMPS), Spain
(Céach ghi khac: Ronda de  |* Thuéc khéng vé triing (bao gom ca thudc gay nghién, chat hwéng than): Vién nang cing (bao gdm ca thude chira khang sinh nhém B- Lactam) Thube S o
Valdecarrizo, 6, 28760 Tres |dung ngoa| dang Iong Thuoc ubng dang Iong Vlen nén va V|en nen bao ph|m (chwa khang smh nhom B Lactam thuéc doc té bao/ thude kim té bao, g’ ;’
Cantos (Madrid)_Soain én khang virut
ES-021 » LABORATORIO REIG JOFRE, SA » Gran Caplta, 10 08970 Sant Joan Despl (Barcelona), Spam
135 LABORATORIO  [C/ Jarama 111 Poligono * Thuoc vo trung: EU-GMP |ES/070HVI/1| o o |Ministry of Health of 6
REIG JOFRE, SA |Industrial, Toledo, 45007 + Thubc san xuét vé triing: thuéc dang rén va ciy ghép (chira khang sinh nhém Penicillin va khang sinh nhém Cephalosporin). 9 ) S |Government of
Toledo Espana, Spain * Thuéc’khépg vé triing (chtra khang sinh nhém Penicillin) : vién nang cting; thubc uéng dang 18ng; vién nén; dang bao ché rén khac (vién bao phim, thubc E g Catalonia, Spain
bét, thudc com) Q Q
& 3
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426 LABORATORIO  [Gran Capita, 10, 08970 Sant [* Thuoc v6 tring: ] ) EU-GMP |NCF/1840/0 Ministry of Health of 8
REIG JOFRE, SA [Joan Despi (Barcelona), + Thubc san xuét vé tring: Thudc dong khd (chira hormon hodc cac chét c6 hoat tinh hormon); Dung dich thé tich nhd (chtra hormon hoac céc chét co 01/CAT Government of
Spain hoat tinh hormon). ) . © — |Catalonia, Spain
+ Thubc tiét trang cudi: Dung dich thé tich Ién; Dung dich thé tich nhé. S q
* Thubc khong vé triing: Vién nang cirng; thudc dung ngoai dang 16ng (chira hormon hodc cac chét co hoat tinh hormon); thudc uéng dang léng (chtra R N
hormon hoac cac chét ¢ hoat tinh hormon); dang bao ché ban ran (chtra hormon hoéc cac chét co hoat tinh hormon); thubc dat; vién nén (chira hormon ’(\? ﬁ.
hoédc géc chét c6 hoat tinh horrpon), ) o . B ® b
* Thube sinh hoc (khéng bao gdm hoat déng véi vi sinh vat sdng hodc nudi cdy té bao): San pham mién dich; san phdm céng nghé sinh hoc; san phadm
tach tir ngwoi hodc dong vat.
* Thuhe diveee lidy
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 khéng vé tring chira héc mon va cac hoat chét cé hoat tinh héc mén: vién nang cirng; vién nang mém; dang bao ché ban ran; vién nén; vién nén | EU-GMP [4208/18 © — [Co quan thdm quyén 13
Farma S.A Industrial Navatejera, bao; vong dat am dao. S S Tay Ban Nha
Villaquilambre, Leon, 24008, |* Dong goi: déng géi so cép; déng goi ther cap. 3 g
Spain * Kiém tra chat lwong. Q =]
pl 3
1609 |Laboratorios Leon |C/La Vallina s/n, Poligono  [* Thudc khéng vé tring chira héc mén hodc cac hoat chét cé hoat tinh héc mén: vién nang cirng; vién nang mém; thuéc udng dang 18ng; dang bao ché EU-GMP |4208/21 Co quan thdm quyén 18
Farma S.A Industrial Navatejera, ban rén; vién nén; vig‘zn nén bao; vong dat am dao. Tay Ban Nha
Villaquilambre, Leon, 24008, | + Xuat xwéng Thudc khdng vo trung. — <
Spain * Pong goi: dong goi so cép; dong goi thir cép. N ]
(cach ghi khac: C/ La Vallina |* Kiém tra chét lwgng: Hoa hoc/Vat ly. o a
s/n, Poligono Industrial 8. 8.
Navatejera, 24008 153 Q
Navatejera, Leon, Spain; C/
La Vallina s/n, P.1
AL tal 24008
ES-023 » Laboratorios Liconsa, S.A » Avda. Miralcampo, 7, Pol. Ind. Miralcampo, Azuqueca de Henares, 19200 Guadalajara, Spain
941 Laboratorios Avda. Miralcampo, 7, Pol.  [* Thudc khéng vé tring (bao gém ca thudc chira chat gay nghién, huwéng tam than): EU-GMP [ES/085HVI/1 Agency for Medicines 12
Liconsa, S.A Ind. Miralcampo, Azuqueca + Vién nang ctng (bao gdm ca thuéc chira hormon hodc chét c6 hoat tinh hormon, khéng bao gém thudc chira hormon sinh duc; bao gdm ca vién nang 9 and Health Products
de Henares, 19200 bao tan trong ruét); dang bao ché ban ran (bao gdém ca thudc chira hormon hogc chét cé hoat tinh hormon, khéng bao gdm thuéc chira hormon sinh @ N |(AEMPS), Spain
Guadalajara, Spain duc); ‘ I I
(céch ghi khac: Avenida + Vién nang mém; Vién nén; Vién nén bao phim. & &
Miralcampo 7, Poligono ,O\' E
Industrial Miralcampo, 19200 ~ ©
Azuqueca de Henares,
el i Snain)
ES-024 » Alcon Cusi SA » Camil Fabra, 58, 08320 EL Masnou (Barcelona), Spain
270 Alcon Cusi SA c/Camil Fabra, 58, 08320 EL [* Thudc vé trung: EU-GMP |NCF/1923/0 | o o |Ministry of Health of 7
Masnou ( Barcelona), Spain + Thudc san xuét vé tring (bao gdm ca hormon hoac chét cé hoat tinh hormon trir hormone sinh duc): thuéc mé tra mét; dung dich thé tich nhé (thudc 01/CAT S S |Government of
(hoc: Camil Fabra, 58, nhé mét); o ' 3 2 |catalonia, Spain
08320 EL Masnou, * Thudc khong vé trung: Thudc uong dang dng (hormon hodc chat c6 hoat tinh hormon trir hormone sinh duc). < <Q
Barcelona, Spain) ﬁ ﬁ
1696  |Siegfried El c/Camil Fabra, 58, 08320 EL [* Thudc vé tring san xuat vé tring (bao gébm ca hormon hoac chét cé hoat tinh hormon trir hormone sinh duc): thuéc mé tra mét; dung dich thé tich nhé EU-GMP [NCF/2147/0 Ministry of Health of 19
Masnou, S.A. (tén |Masnou ( Barcelona), Spain |(thuéc nhd mét); 01/CAT S N |Government of
ciila Alcon Cusi  [(hodc: Camil Fabra, 58, * Thqéc khong vo trung: Thuéc uéng dang 16ng (hormon hoéc chét cé hoat tinh hormon trtr hormone sinh duc). I & |Catalonia, Spain
SA) 08320 EI Masnou, * Xuat xwdng thudc vo triing va khong vo trung; B’ ‘(ﬁ
Barcelona, Spain) *Dong géi so cép thudc khong vo trung; s <
* Pong goi thir cép; N Lo
* Kiém tra chAt lrgng
ES-025 » Labiana Pharmaceutical, SLU » c/ Casanova, 27-31 Corbera De Llobregat, Barcelona, 08757, Spain
371 Labiana ¢/ Casanova, 27-31, Corbera |* Thué’c Vo tring: ] X . ) . EU-GMP |NCF/2009/0 Ministry of Health of 8
Pharmaceuticals, |De Llobregat, Barcelona, + Thuéc san xuat v trang: Thudc déng khd (bao gom ca thude chira hormon hodc chat co hoat tinh hormon); Dung dich thé tich nhé (chira hormon hodc 01/CAT g N |Government of
SLU 08757, Spain chat c6 hoat tinh hormon). < & |catalonia, Spain
(Céch ghi khéc: ¢/ Casanova,|+ Thuéc tiét tring cudi: dung dich thé tich 16m; dung dich thé tich nha. & -
27-31- Corbera De Llobregat,|* Thubc khong v6 triing: Vién nang cirng; Thuée diing ngoai dang 16ng (bao gdm cé thudc chira hormon hoéc chét co hoat tinh hormon; thubc chira chét 2 Y
E-08757 Barcelona, Spain) [gay nghién, hwéng than); Thudc ding trong dang Iéng (bao gom ca thudc chira hormon hodc chat ¢ hoat tinh hormon; thudc chira chat gay nghién, o N
hiréng than) vidn nén vién nén bag phim vién nén bao dirdng
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. * Thudc khong vé triing (bao gdm ca san xuat va bao quan thubc gay nghién/hwéng tam than): vién nang cing; vién nén, vién nén bao phim, dang bao ché] EU-GMP [NCF/1943/0 ) o |Ministry of Health of 7
Rubio, S.A Comte de Sert 08755 rén khac (bot pha hén dich uéng). 02/CAT S S |Government of
CASTELLBISBAL Py & |Catalonia, Spain
(Barcelona), Spain Q Q
e @
ES-027 » Kern Pharma, SL » Poligon Industrial Colén Il. Venus, 72, 08228 Terrassa (Barcelona) - Spain
337  [Kern Pharma, SL [Poligon Industrial Colén II.  [* Thudc vé trung: ) X i EU-GMP |NCF/1807/0 | o [Ministry of Health of 8
Venus, 72, 08228 Terrassa + Thudc san xuét vo tring: Dung dich thé tich 16n; thuéc déng khd (bao gdm san phdm chira hormon hoéc chira chét cé hoat tinh hormon); Dung dich 04/CAT S S [Government of
(Barcelona) - Spain thé tich nhd (bao gém san pham chira hormon hoc chtra chét cé hoat tinh hormon). N Y |catalonia, Spain
+ Thuéc tiét tring cudi: Dung dich thé tich Ié'n; dung dich thé tich nhd. S =
* Thube khong vé tring: Vién nang cing; vién nén, vién nén bao phim (bao gdm san phdm chira hormon hoc chira chét c6 hoat tinh hormon); thuéc uéng ﬁ R‘
dana Iéna: thudc ban ran. thudc dat.
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1180 Kern Pharma, SL |Poligon Industrial Colén Il.  |* Thuoc Yé trang: ] i X i EU-GMP [NCF/1953/0 Ministry of Health of 14
Venus, 72, 08228 Terrassa + Thubc san xuét vé tring: Dung dich thé tich I&n; thuéc dong khd (bao gdm ca san pham chira hormon hoac chira chéat cé hoat tinh hormon); Dung 01/CAT (2] N |Government of
(Barcelona) - Spain dich thé tich nhé (bao gdém ca san pham chira hormon hogc chira chét cé hoat tinh hormon). < S |catalonia, Spain
(* Céch ghi khac: Poligono + Thubc tiét trang cudi: Dung dich thé tich I&n; dung dich thé tich nhd. - )
Industrial Colon Il. Venus, * Thubc khong vé triing: Vién nang clrng; vién nén, vién nén bao phim (bao gdm ca san pham chira hormon hoac chira chat cé hoat tinh hormon); thubc g “I
72, 08228 Tarrasa udng dang I6ng; thudc ban rén, thubc dat. « o
(Barcelona) - Spain)
ES-029 » B.Braun Medical, S.A. » Ronda de Los Olivares, parcela 11, Poligono Industrial Los Olivares, Jaen, 23009 Jaen Espana, Spain
1071 |B.Braun Medical, |Ronda de Los Olivares, * Thubc vé triing (bao gom ca thudc chira hormon hoac chat cé chira hormon): EU-GMP [ES/093HVI/1 Agency for Medicines 13
S.A. parcela 11, Poligono + Thubc san xuét vé trung: Dung dich thé tich nhé; Thudc dang rén va cy ghép. 7* and Health Products
Industrial Los Olivares, Jaen, |+ Thuéc tiét tring cudi: Dung dich thé tich nhé. S S |(AEMPS), Spain
23009 Jaen Espana, Spain  |* Thudc khong vé tring: I I
+ Thubc dung ngoai dang Iéng; < te)
+ Thubc dang ban rén (bao gom ca thudc chira hormon hoéc chét cé chira hormon). ,O\- ‘O;
* Thudc sinh hoc: ché pham chiét xuét tir ngudi hodc dong vat. -~ -
* Thudc vi lwgng déng can.
(Diroe nhén san yuAt va hao auan dAiyéi cac thude ca van oA dac hist chiva chat oAy nahidn hiedng than)
ES-030 » LABORATORIO ALDO-UNION SL » Baronessa de Malda, 73, 08950 Esplugues de Llobregat (Barcelona), Spain
414 LABORATORIO [Baronessa de Malda, 73, * Thudc khong vé tring: Vién nén (bao gdm ca hormon va chét c6 hoat tinh hormon); thuéc uéng dang I6ng; thudc dung ngoai dang 16ng; thuéc phun mu EU-GMP [NCF/1930/0 | o o [Ministry of Health of 8
ALDO-UNION SL 08950 Esplugues de (bao gébm ca hormon va chét cé hoat tinh hormon); 01/CAT S S Government of
Llobregat (Barcelona), Spain L{(\-; m Catalonia, Spain
=] -
) )
ES-032 » TEDEC-MEIJI FARMA, S.A. » Ctra. M-300, Km. 30,500, Alcala de Henares, 28802 Madrid Espana, Spain
449 TEDEC-MENI Ctra. M-300, Km. 30,500, * Thude Vo tring: ] EU-GMP |ES/142HVI/1| o o |Agency for Medicines 9
FARMA, S.A. Alcala de Henares, 28802 + Thudc san xuat vd trang: dung dich thé tich nho. 8 ) S and Health Products
Madrid Espana, Spain + Thudc tiét trung cudi: dung dich thé tich nho. Q Q& |(AEMPS), Spain
* Thudc khong v triing (bao gdm thudc gay nghién/huéng than): Vién nang cing; thubc udng dang 16ng; thudc dat; vién nén, vién nén bao phim (bao < -
gdm thudc chira khang sinh nhém Cephalosporin). b o
ES-033 » Novartis Farmaceutica, SA » Ronda de Santa Maria, 158, 08210 Barbera Del Valles (Barcelona), Spain
535 Siegfried Barbera, |Ronda de Santa Maria (hogc [*Thudc khong vé trung (bao gém ca thudc gay 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 crng (bao gdm ca chét kim t& bao); vién nang ctrng chira bot hit. 01/CAT N N [Government of
(Tén cii: Novartis {08210 Barbera Del Valles [+ Xuat xuéng 16; I & |catalonia, Spain
Farmaceutica, SA |(hodc Barbera Del Vallés), [+ Dong goi so cép: Vién nén, vién nén bao phim, vién nang cirng (bao gdm ca chéat kim té& bao); vién nang crng chira bét hit; 8’ ‘NL
hosic Novarﬁsq Barcelona, Spain +D6éng goi thir cap. 3 -
2 S ™
Farmacéutica, SA)
ES-034 » J.Uriach I 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 trung: Vién nang cteng; Vién nén; vién nén bao phim. EU-GMP [NCF/2020/0 Ministry of Health of 1
Compania SA. 08184 Palau - Solita | 01/CAT I S |Government of
Plegamans (Barcelona), S & |Catalonia, Spain
Spain. © I
Céch viét khac: Avda Cami < T
Reial, 51-57, 08184 Palau - - ©
Salita i Plegaman
ES-035 » Recipharm Leganés S.L.U » Calle Severo Ochoa 13, Leganés, 28914 Madrid, Spain
483 Recipharm Calle Severo Ochoa 13, * Thudc khong vé triing: vién nang clng; vién nén; vién nén bao (thudc (rc ché mién dich). EU-GMP [ES/001HVI/1 Agencia Espanola de 9
Leganés S.L.U Leganés, 28914 Madrid, * San xuét va bao quan thudc gay nghién; thuéc hwéng tam than. 8 © o |Medicamentos y
Spain " Bong goi: . S S |Productos Sanitarios,
+Bong goi so' cap: vién nang clrng; vién nén; vién nén bao. N N Spain
+Déng géi thir cap. b e
* Kiém soat chét lvong: Q 9
+ Vi sinh: khéng v6 trung.
£ HAa hac/vat Iy
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, [* Thuéc v6 trung: ] ] ] ) EU-GMP |NCF/2024/0 | o© < [Ministry of Health of 9
Torlan SA 08290 Cerdanyola Del Valles |+ Thudc san xuat vo trung: thudc dang ran va cay ghép chiva khang sinh betalactam (thudc bt pha tiém). 01/CAT § § Government of
(Barcelona), Spain & & |Catalonia, Spain
o -
S -
[ ™
1697 |LDP-Laboratorios |Ctra. De Barcelona, 135-B, [* Thuép v6 triing: ] ] ] ) EU-GMP |NCF/2140/0 | < < |Ministry of Health of 19
Torlan SA 08290 Cerdanyola Del Valles |+ Thudc san xuat vo trung: thudc dang ran va cay ghép chiva khang sinh betalactam (thudc bt pha tiém). 01/CAT % § Government of
(Barcelona), Spain N W |Catalonia, Spain
e <2
© -
=] o
ES-037 » Prasfarma SL » C/ Sant Joan, 11-15 08560 Manlleu (Barcelona), Spain
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739 Prasfarma SL C/ Sant Joan, 11-15, 08560 |Thudc chira thuoc doc té bao, hormon hoéc chat cé hoat tinh hormon: EU-GMP |NCF/1739/0 Ministry of Health of 1
Manlleu (Barcelona), Spain  |* Thuéc vé tring: 01/CAT Goverment of Catalonia,
+ Thudc sén xuét v6 triing: Thubc dong kho; dung dich thé tich nho. Spain
+ Thuéc tiét tring cudi: Dung dich thé tich nhd.
+ Xuét xwdng 16. ~ o
* Thudc khong vé triing: S S
+ Vién nang ctrng; Vién nén (Vién nén, vién nén bao phim). “‘L‘ g
+ Xuat xwéng 16. - Q
* Pong goi so' cap: Vién nén. ~ ©
*Pong goi thir cép.
* Kiém tra chat lwong:
+ Hoa hoc/Vat ly.
+ Vi sinh: Vo trung
\iciob. LA
ES-038 » Altan Pharmaceuticals, S.A. » Poligono Industrial de Bernedo, s/n, Bernedo, 01118 Alava - Spain
619 Altan Poligono Industrial de * Thudc vé trung: EU-GMP |ES/037HVI/I1| o — |Agency for Medicines 10
Pharmaceuticals, |Bernedo, s/n, Bernedo, + Thudc tiét tring cudi: Dung dich thé tich Ién; Dung dich thé tich nho. [ S S |and Medical Devices
SA. 01118 Alava - Spain g g (AEMPS), Spain
& |2
1610 |Altan Poligono Industrial de * Thudc vé trung: EU-GMP |ES/037HVI/1| « o |Agency for Medicines 18
Pharmaceuticals, |Bernedo, s/n, Bernedo, + Thudc tiét tring cudi: Dung dich thé tich Ién; Dung dich thé tich nho. og** S S |and Medical Devices
SA. 01118 Alava - Spain + Xuét xudng 16. > @ |(AEMPS), Spain
* Pong goi thir cép. < Q
* Kiém tra chét lwong: Vi sinh: V6 trung; Héa hoc/Vat ly. & e
ES-039 » Instituto Grifols, SA » Poligon Industrial Llevant, Can Guasch, 2 08150 Parets Del Valles (Barcelona), Spain
740 Instituto Grifols, SA[Poligon Industrial Llevant,  [* Thuéc vé tring EU-GMP |NCF/2019/0 Ministry of Health of 1
Can Guasch, 2 08150 Parets| + Thudc san xuét vo trung Dung dich thé tich nhd; Thubc déng kha. 01/CAT Government of
Del Valles (Barcelona), Spain| + Thudc tiét trung cudi: Dung dich thé tich nhé. Catalonia, Spain
+ Xuét xudng 16. o -
* Thudc sinh hoc: S S
+Chéphdmmau. g z
+ Xuat xwdng 16 ché pham mau. =] ~
*Pong goi thir cap. s b
* Kiém tra chét lvong:
+ Vi sinh: V6 trung.
+ Hoa hoc/Vat ly.
4+ Qinh h,
1698 Instituto Grifols, SA|Poligon Industrial Llevant, * Thudc yé trang i EU-GMP [NCF/2133/0 Ministry of Health of 19
Can Guasch, 2 08150 Parets| + Thudc san xuat vé trung: Dung dich thé tich nho; Thubc dong kho. 01/CAT Government of
Del Valles (Barcelona), Spain| + Thudc tiét triing cuéi: Dung dich thé tich nho. Catalonia, Spain
+ Xuat xwéng 16. - <
* Thudc sinh hoc: o q
+ Ché pham mau. a9 DN
+ Xuét xwdng 16 ché pham mau. 8 8
*Poéng goi thir cép. © P
* Kiém tra chat lwong:
+ Vi sinh: V6 trung.
+ Hoa hoc/Vat ly.
I Y
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 * Thudc vé tring: EU-GMP |NCF/1823/0 | — |Agency for Medicines 1"
Fogars, 2, Ctra. C-244, Km. + Thubc san xuét vé trung: Dung dich the tich nhé (bao gdém ca thudc chira chét doc té bao/chét kim té bao; hormon hoac chét cé hoat tinh hormon); 01/CAT S g and Health Products
22; 08777 Sant Quinti de thuéc dong kho pha dung dich tiém (bao gdm ca thuéc chira chét doc tg bao/chéat kim té bao; hormon hogc chét c6 hoat tinh hormon); thuéc tiém khong cé q q (AEMPS), Spain
Mediona (Barcelona), Spain [dwoc chat (dung méi hoan nguyén va liposomas) dwoc dong trong lo, ong tiém, bom tiém dong san. 8 3
+ Thubc tiét trang cuéi: Dung dich thé tich nhé (bao gdm ca thudc chira chat doc té’béo/chét kim té bao; hormon hogc chét c6 hoat tinh hormon); thuéc “f g
tiém khoéna co dwoc chat (duna méi hoan nauvén va linosomas) dirac déna trona lo. 6na tiém. bom tiém déna san
1373 |GP Pharm, SA Pol. Ind. Els Vinyets - Els * Thubc vo tring: _ i i ) ) ) ) EU-GMP [NCF/2105/0 | _ « |Agency for Medicines 16
Fogars, 2, Ctra. C-244, Km. + Thudc san xuét vé tring: Dung dich thé tich nhé (bao gdm ca thubc chira chét ddc té bao/chat kim té bao; hormon hodc chét cé hoat tinh hormon); 01/CAT o o and Health Products
22; 08777 Sant Quintide  [thuéc déng khd pha dung dich tiém (bao gbm ca thudc chira chat doc té bao/chat kim té bao; hormon hogc chét ¢é hoat tinh hormon); thubc tiém khéng c6 N Y |[(AEMPS), Spain
Mediona (Barcelona), Spain |dwoc chat (dung méi hoan nguyén va Iiposomas) duoc d(’)ng trong lo, 6ng tiém, bom tiém déng san. S =
+ Thuoc tlet trung cudi: Dung dich the tich nho (bao gdm ca thube chua chét doc té bao/chat kim te bao; hormon hoac chét cé hoat tinh hormon); thuéc ﬁ' g’
ES-043 » Laboratorios Francisco Durban, S.A. » Pollgono Industrlal La Redonda, C/IX no 2, El EdeO, 04710 (Almeria), Spain
742 Laboratorios Poligono Industrial La * Thudc khong vé tring: Vién nang cieng; vién nén; bot pha hén dich udng. EU-GMP (ES/087HV/1 © o |Agency for Medicines 1
Francisco Durban, |Redonda, C/ X, no 2, El * Xuét xwdng thudc khong vo tring. 8 S S |and Health Products
SA. Ejido, 04710 Almeria, Spain [* Béng géi so cép: Céac dang bao ché khang vé triing trén. E g (AEMPS), Spain
* Pong goi thir cép. < N
* Kiém tra chat lwong. = 8
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1249  |Laboratorios Poligono Industrial La * Thubc khéng vé tring: Vién nang cirng; vién nén; bot pha hdn dich udng. EU-GMP (ES/005HV/2 | <+ o |Agency for Medicines 15
Francisco Durban, [Redonda, C/IX, no 2, El * Xuét xwdng thudc khong vo tring. 1 S S and Health Products
SA. Ejido, 04710 Almeria, Spain |* Ddng goi so’ cap Vién nang cing; vién nén; bot pha hén dich uéng. g g (AEMPS), Spain
*Poéng goi thir cép. < <
* Kiém tra chét lwgng: Vi sinh (khdng vé trung); Hoa hoc/Vat ly - S
ES-044 » Farmasierra Manufacturing, S.L. » Ctra. Irun, Km. 26,200, San Sebastian de los Reyes, 28709, Madrid Espana, Spain
743 Farmasierra Ctra. Irun, Km. 26,200, San [* Thuéc khdng vé trung: Vién nang cing; thudc duing ngoai dang 16ng; thudc uéng dang 18ng; dang bao ché ran khac; thubc dang ban ran; vién nén. EU-GMP [ES/029HVI/2| o « |Agency for Medicines 11
Manufacturing, S.L.|Sebastian de los Reyes,  [*Dong géi so' cép, thir cép. 0 S S |and Health Products
28709, Madrid Espana, * Xuét xwdng. Ry o (AEMPS), Spain
Spain Z g
~— N
ES-045 » Berlimed S.A » C/Francisco Alonso n0 7, Poligono Industrial Santa Rosa, Alcala de Henares, 28806 Madrid Espaiia, Spain
1072  |Berlimed S.A C/Francisco Alonso no 7, *Thuoc v tring: EU-GMP (ES/078HVI/1 Agency for Medicines 13
Poligono Industrial Santa + Thuéc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich nhé. 9 and Health Products
Rosa, Alcala de Henares,  |* Thuég khéng v trung: vién nang mém; thuéc ding ngoai dang Iong (bao gdm thubc chira hormon va chét cé hoat tinh hormon); thudc ubng dang I6ng. ) N |(AEMPS), Spain
28806 Madrid Espafa (Bao gom thuoc chira dwoc chat gay nghién, huwéng than) < <
(Spain) * Xuét xwdng thudc vo tring va thubc khong vé tring © &
Céch ghi khac: *Dong gbi so cépvathircép ' g o
Francisco Alonso, 7 Poligono [* Kiém tra chat lwgng: Vi sinh thudc vé trung va thudc khdng vé trung, héa hoc/vat ly -~ @
Industrial Santa Rosa, 28806
Alcala do H Madrid
ES-046 » Industria Quimica Y Farmacéutica, VIR S.A » C/Laguna 66-68-70, Pol. Industrial Urtinsa Il, Alcorcon, 28923 Madrid Espana, Spain
942 Industria Quimica |C/Laguna 66-68-70, Pol. * Thuoc khong vé trung: vién nang cirng; thudc udng dang Iong; thuoc bot; dang bao ché ban ran (thudc m&, gel); vién nén, vién nén bao phim. EU-GMP (ES/131HVI/2| o© — |Agency for Medicines 12
Y Farmacéutica, ~|Industrial Urtinsa I, Alcorcon, 0 § § and Health Products
VIR S.A 28923 Madrid Espana, S & |(AEMPS), Spain
Spain. < Q
8 S
1699 Industria Quimica |C/Laguna 66-68-70, Pol. * Thudc khong vé trung: o ) ) . ) EU-GMP |ES/145HVI/2[ _ < Agency for Medicines 19
Y Farmacéutica, Industrial Urtinsa Il, Alcorcén,| + Viép nang ctrng; thudc udng dang I6ng; thudc bdt; dang bao ché ban ran (thudc m&, gel); vién nén, vién nén bao phim. 1 S & |and Health Products
VIR S.A 28923 Madrid Espana, + Xuat xudng 16. o ) ) . ) q Y |(AEMPS), Spain
Spain. *Pong goi so cap: Vién nang cirng; thudc uong dang ldng; thudc bot; dang bao ché ban ran (thudoc m&, gel); vién nén, vién nén bao phim. e 5
*Pong géi thir cAp. o 3
* Kiém tra chat lwong: Vi sinh: Khang v tring: Héa hoc/Vat Iv
ES-049 » LABORATORIOS CINFA, S.A. » Travesia de Roncesvalles, 1 de Olloki 31699 (Navarre) Spain
1181 LABORATORIOS [Travesia de Roncesvalles, 1 |* Thgéc khong vé tring: Vién nang clng; Vién nén, vién nén bao phim. EU-GMP [NCF/03/201 . «~ [Health Department of the| 14
CINFA, S.A. de Olloki 31699 (Navarre) * Xuat xwdng: miéng dan qua da, thuoc dan, thuoc ban ran va vién nang mem. 9 S & |Navarre Government,
Spain *Dbong goi: ) Q Y |Spain
+Dong goi so cép' vién nang cirng; vién nén, vién nén bao phim. = 3
+Dong goi thir cép. g N’
Kiém tra chat lyong: Vi sinh (khong vo trung): Hoa hoc/VAt 1Y
ES-050 » Laboratorios Alcala Farma, S.L. » Avenida de Madrid, 82, Alcala de Henares, 28802 Madrid Espaia
1798 Laboratorios Alcala|Avenida de Madrid, 82, * Thuqc vo trung. ] EU-GMP |ES/047HVI/2] Agency for Medicines 20
Farma, S.L. Alcala de Henares, 28802 - Thubc san xuét vé tring: Thudc dong khd; Dung dich thé tich nhé. 1 and Health Products
Madrid, Spain - Thudc tiét trung cudi: dung dich thé tich nho. - < |(AEMPS), Spain
* Xuat xwéng thudc vé trung; thuoc khdng vé tring. o q
* Thudc khong vé triing: vién nang cing; thudc diing ngoai dang I6ng; thudc udng dang 1éng; thuéc ban rén; vién nén; vién nén bao duong, cém, bot. N N
* Thude dugc ligu. 8| 8
*Pong goi: ) ‘ i o . . S 8
- Bong gdi so' cap: vién nang cirng; vién nang mém; thudc ding ngoai dang 16ng; thudc udng dang ldng; thuoc ban ran; vién nén; vién nén bao duong,
cbém, bot.
Dana odi thiv can
ES-051 » Ferrer Internacional, SA » c/. Joan Buscalla, 1-9, 08173 Sant Cugat Del Vallés (Barcelona), Spain
1250 |Ferrer c/. Joan Buscalla, 1-9, 08173[* Thuéc Vo tring: EU-GMP [NCF/2011/0 Ministry of Health of 15
Internacional, SA |Sant Cugat Del Valles + Thudc san xuét vo tring: Dung dich thé tich nho; Thuéc déng kha. 01/CAT Government of
(Barcelona), Spain + Thudc tiét tring cudi: Dung dich thé tich nhé. Catalonia, Spain
+ Xuét xwdng 16. S ]
* Thuébc khong vé trung: IS IS
+ Vién nang ctng; Vién nén, vién nén bao phim; Thudc uéng dang 16ng; Thudc dung ngoai dang 16ng; Thubc dang ban ran (kem, gel, m&); Thudc dat. foe) o~
+ Xuét xudng 16. S‘, =
*Pong goi so' cap: Vién nang cirng; Vién nén, vién nén bao phim; Thudc ubng dang I6ng; Thubc ding ngoai dang long; Thubc dang ban rén (kem, gel, S ™
m&); Thubc dat.
* Pong goi thr cép.
* Kidm tra chAt Lvona: Vi ginh- vA trting: Vi sinh: KhAna A teing: HAa hoc/A/At I
ES-052 » SERRA PAMIES, SA » Ctra. de Castellvell, 24, 43206 Reus (Tarragona), Spain
1251 |SERRA PAMIES, |Ctra. de Castellvell, 24, * Thude V6 trung: ] i EU-GMP |NCF/1956/0 Ministry of Heath of 15
SA 43206 Reus (Tarragona), + Thudc tiét trung cudi: Dung dich thé tich nhé. 01/CAT o — |Government of
Spain + Xuét xuong 16. S S |catalonia, Spain
* Thudc khong vé trung: N N
+ Vién nang crng; Vién nén; Thudc ubng dang Iéng; Thubc dung ngoai dang 1dng. = =
+ Xuét xudng 16. R‘ é
*Pong goi so' cap: Thudc khong vé triing: Vién nang cirng; Vién nén, vién nén bao phim; Thudc udng dang 16ng; Thudc ding ngoai dang 16ng.
* Kiém tra chAt lrana Hoa hac/VAt 1¥- Vi sinh V6 trina: Vi sinh- Khéna va triina
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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 khong vé triing: Thudc dung ngoai dang 16ng; thudc udng dang 16ng; thudc dang ban rén; vién nén, vién nén bao phim. EU-GMP |ES/046HVI2| o « |Agency for Medicines 15
Sanitatis, S.L. (Parque Tecnolégico de * Xuét xwdng thudc khong vé tring. 0 S S and Health Products
Alava), Mifiano, 01510 Alava,|* Déng géi so cap Thubc dung ngoai dang I6ng; thubc ubng dang I6ng; thubc dang ban rén; vién nén, vién nén bao. 2 fl‘ (AEMPS), Spain
Spain *Pong goi thir cap. Q Q
* Kiém tra chét lvong: Vi sinh (khong vé tring); Hoa hoc/Vat ly. 3 &
ES-054 » Wyeth Farma, S.A » Autovia del Norte A1, Km 23, desvio Algete, Km. 1, San Sebastian de los Reyes, 28700 Madrid, Espana/Spain
1611  |Wyeth Farma, S.A [Autovia del Norte A1, Km 23, [* Thudc v6 tring: EU-GMP |ES/012HVI/1| — |Agencia Espanola de 18
desvio Algete, Km. 1, San + Thubc san xuét vo trung: thube bot dong kho. 9 S N |Medicamentos y
Sebastian de los Reyes, + Xudt xudng. q ' |Productos Sanitarios,
28700 Madrid, Espana/Spain |* Thudc sinh hoc: san pham céng nghé sinh hoc. 8. ﬁl Spain
*Poéng goi thir cép. b=y 2
* Kiém tra chat lyong
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,[* Thuéc vé tring: ] EU-GMP |ES/083HVI/2 Agency for Medicines 17
Services Madrid, (28923 Madrid + Thudc san xuét vo tring: thubc déng khd; dung dich thé tich nhé. 1 - < |and Health Products
SAU (Céach viét khac: Avda. + Tl'\uf')c tiét trang cuéi:‘dung dich thé tich nhg. ) ) i i ) ) . ) ) N S [(AEMPS), Spain
Leganés, 62, Alcorcén, * Thuoc khéng v trung: vién nang clrng (bao gom ca chira chat gay nghién); dung dich thuoc dung ngoai; dung dich thudc uong; thude bét; vién nén (bao q§ §
Madrid, 28923) , Spain gdm ca chira chat gay nghién, hormon va chét c6 hoat tinh hormon); vién bao. 8' 8'
* Thude sinh hoc: Thudc c6 chiét xuét tir ngudi hodc dong vat (chi bao gdm giai doan déng éng cho thudc chira enoxaparine, danaparoid sodium, 9 el
protamine).
* XuAt yivdna thude va triing khana va triing va sinh hac
ES-056 » Towa Pharmaceutical Europe, SL » C/ de Sant Marti, 75 -97 08107 Martorelles, Spain
1474 Towa C/ de Sant Marti, 75 -97 * Thubc khong vé tring: Vién nang clrng; vién nén; thudc bot; thudc ubng dang I6ng (dung dich udng, hén dich udng); thudc dung ngoai dang 16ng; thudc EU-GMP |NCF/2018/0 o o [Ministry of Health of 17
Pharmaceutical ~ [08107 Martorelles, Spain  |ban rén (kem, gel, m). 01/CAT S | § |covernmentof
Europe, SL ) « |Catalonia, Spain
< <
© )
FI-001 » Orion Corporation / Orion Oyj / Orion pharma » Orionintie 1, 02200 Espoo, Finland
136  [Orion Corporation /|Orionintie 1, 02200 Espoo, [ Thubc v6 tring: ] X . X EU-GMP |2258/06.08. | o [|Finnish Medicines 6
Orion Oyj / Orion Finland + Thudc san xuét vo tring: Thudc bot déng khd pha tiém, tiém truyén; dung dich dam dac thé tich nhd dé pha tiém, tiém truyén; dung dich dung trong 00.04/2018 S g Agency (FIMEA)
pharma bang quang; dung dich dung trong niém mac mieng N N
+ Thubc tiét tring cudi: Dung dich dam déc thé tich nhd dé pha tiém, tiém truyén. 8. 8.
* Thubc khong vé tring: Thudc udng nhé giot dang 16ng; vién nén (bao gdm ca thudc chiva sulphonamide); thuéc bét hit. N b
* Péng adi so ran Bao aom ca vién nang ci¥na. vién nana um
272 Orion Oyj/ Orion  |Orionintie 1, 02200 Espoo,  [* Thubc V6 trung hoat tinh cao: . ‘ EU-GMP |5643/06.08. o < [Finnish Medicines 7
Corporation / Orion |Finland + Thubc sén xuét vé tring: Dung dich dam déc thé tich nhé dé pha tiém, tiém truyén; dung dich dung trong niém mac miéng. 00.04/2019 S S Agency (FIMEA)
Al P a2 oz A in A Y Y
Pharma + Thudc tiét trung cudi: Dung dich dam dac thé tich nhd dé pha tiém, tiém truyen. i & &
* Thudc khong vé tring: Vién nang cirng hoat tinh cao; thudc uong nhoé giot dang 1dng; vién nén hoat tinh cao; thuoc bt hit hoat tinh cao. < <
* Pong goi so cap: Cac dang thudc trén, khdng bao gdm vién nang cteng, vién nén. ] b
273 Orion Oyj/ Orion  |Orionintie 1, 02200 Espoo,  [* Thuéc Vo tring: ] X . ‘ EU-GMP |3953/06.08. © « |Finnish Medicines 7
Corporation / Orion Finland + Thudc san xuét vo tring: Thudc bot déng khé pha tiém, tiém truyén; dung dich dam dac thé tich nhé dé pha tiém, tiém truyén; dung dich dung trong 02.00/2017 S g Agency (FIMEA)
Pharma bang quang; dung dich diing trong niém mac miéng. N N
+ Thudc tiét trang cudi: Dung dich dam déc thé tich nhd @& pha tiém, tiém truyén. - %?
* Thubc khong vé triang: Thude udng nhé giot dang 16ng; vién nén (bao gébm ca thudc chira sulphonamide); thuéc bét hit. ] o]
* Déna adi so cAn: Cac dana thude trén._bao adm ca vién nana civna.vién nana mém
521 Orion Oyj/ Orion  |Orionintie 1, Espoo, 02200, [* Thuéc Vo tring: . ‘ EU-GMP |003953/06.0| o — |Finnish Medicines 9
Corporation / Orion |Finland + Thubc sén xuét vé tring: Dung dich dam déc thé tich nhd dé pha tiém, tiém truyén; dung dich dung trong niém mac miéng. 8.02.00/201 ) S Agency (FIMEA)
Pharma + Thudc tiét trang cuéi: Dung dich dam déc thé tich nhé dé pha tiém, tiém truyén. 7 Q S
* Thudc khong vé triing: Vién nang cieng; thuéc ubng nho giot dang Idng; vién nén, vién nén bao phim; thuéc bét hit. - =]
*Poéng goi so' c&p: Cac dang bao ché trén, trir vién nang clrng, vién nén, vién nén bao phim. = )
1612  |Orion Oyj/ Orion |Orionintie 1, 02200 Espoo, [* Thudc vé tring hoat tinh cao: EU-GMP |FIMEA/2020 Finnish Medicines 18
Corporation / Orion |Finland + Thubc san xuét vo trung Dung dich dam dic thé tich nhd dé pha tiém, tiém truyen dung dich dung trong niém mac miéng. /001590 Agency (FIMEA)
Pharma + Thubc tiét trung cubi: Dung dich dam déc thé tich nhé dé pha tiém, tiém truyén. I Q
* Xuét xwdng thude vé tring. I I
* Thudc khong vé tring: Vién nang cirng hoat tinh cao; thuéc udng nho giot dang 16ng; vién nén hoat tinh cao; vién nén bao phim; thuéc bét hit hoat tinh =) )
cao. > ’o\.
* Xuét xwdng thudc khong vo tring. - -
*Pong géi so' c&p: Thudc udng nhé giot dang 1dng; thubc bét hit hoat tinh cao.
> Dana adithie cAn
FI-002 » Orion Oyj / Orion Corporation / Orion Pharma » Tengstrominkatu 8, Turku, FI-20360, Finland
274 Orion Oyj/ Orion  |Tengstréminkatu 8, Turku, FI{* Thubc khéng vé trung hoat tinh cao: Vién nang cing (chira chat doc té bao); thudc dung ngoai dang I6ng (chira hormon); thude gel, thubc m& (chira EU-GMP [5650/06.08. o o |Finnish Medicines 7
Corporation / Orion |20360, Finland hormon); vién nén (chtra chét doc té bao va sulphonamide). 00.04/2019 S S Agency (FIMEA)
Pharma (* Céch ghi khac: *Pong goi so' cap: Khdng bao gdm vién nang cirng. g z
Tengstrominkatu 8, Turku, Q ~
20360, Finland) 8 &
FI-003 » Orion Oyj / Orion Corporation / Orion Pharma » Joensuunkatu 7, Salo, FI-24100, Finland
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275 Orion Oyj / Orion  [Joensuunkatu 7, Salo, Fl- * Xuajt xudng thuqc Vo trang; EU-GMP |5647/06.08. o «~ |Finnish Medicines 7
Corporation / Orion [24100, Finland * Xuat xuéng thuoc khong vo tring; ‘ X i 00.04/2019 é § Agency (FIMEA)
Pharma * Béng goi so cap thude hoat tinh cao: Vién nang cing; vién nang mém; vién nén (bao gom ca thudc chiva Sulphonamide). & &
* Pong goi thir cép. Q -
8 o
1700 Orion Oyj / Orion  [Joensuunkatu 7, Salo, Fl- * Xuajt xudng thuqc Vo trang; EU-GMP [FIMEA/2020 - < |Finnish Medicines 19
Corporation / Orion|24100, Finland * Xuét xudng thude khong vé tring; _ ‘ ' ‘ ' /007862 § § Agency (FIMEA)
Pharma * Pong goi so cap: Vién nang cirng (hoat tinh cao); vién nang mém (hoat tinh cao); vién nén (bao gom ca thudc chira Sulphonamide, bao gom ca thudc Y Ry
hoat tinh cao, trir thuéc ddc té bao/kim té bao, trir thuéc chira hormon sinh dyc). Q Q
*Pong géi thir cAp. o =
FI-004 » Bayer Oy » Pansiontie 47, 20210 Turku, Finland
943 Bayer Oy Pansiontie 47, Turku, FI- * Thuép votrung: o . ‘ ) ) i ) X EU-GMP |004108/06.0| o o |Finnish Medicines 12
20210, Finland + Thudc tiét triing cudi: Thudc cay ghép va dang ran (bao gom thudc chira chat co hoat tinh hormon); thuoc giai phdng hoat chat tai tir cung (bao gom 8.02.00/201 S S Agency (FIMEA)
(Céch viét khac: Pansiontie [thudc chira chét co hoat tinh hormon). 7 2 g
47, 20210 Turku, Finland) (=] =]
S S
FI-005 » Orion Oyj / Orion Corporation / Orion Pharma » Volttikatu 8, Kuopio, 70700, Finland
1182  |Orion Oyj / Orion  |Volttikatu 8, Kuopio, 70700, |* Thuoc khong v6 trung (san pham cé hoat tinh cao): thuoc ding ngoai dang long (dung dich dung ngoai, nhé mii, xit mdi, rea mdi, nho tai, riva tai, thuoc EU-GMP |002273/06.0| g, «~ |Finnish Medicines 14
Corporation / Orion |Finland xd); thuéc ubng dang I6ng (bao gém ca thudc nhé giot, thuéc udng dang 16ng chira sulfonamides). 8.02.00/201 S N [agency (FIMEA)
Pharma * Xuét xuwdng. . S S
*Bong goi: g. 8.
+Dong goi so cép: thubc udng dang ldng; thubc dang ban rén ~ b
+ Déng gai thir cAp
FI-006 » Santen Oy » Niittyhaankatu 20, Tampere, 33720, Finland
1613 |Santen Oy Niittyhaankatu 20, 33720 * Xut xuéng thuée vé tring. i EU-GMP [FIMEA/2019( o o |Finnish Medicines 18
Tampere, Finland * Xuét xwdng thudc sinh hoc: San pham tach chiét tiv nguoi hodc dong vat. /000238 é § Agency (FIMEA)
- o
T | e
FI-007 » Santen Oy » Kelloportinkatu 1, Tampere, 33100, Finland
1614 Santen Oy Kelloportinkatu 1, Tampere, [* Xuejt xudng thuqc Vo tring. ) EU-GMP |FIMEA/2019 o o |Finnish Medicines 18
33100, Finland * Xuét xwdng thude sinh hoc: San pham tach chiét tir ngudi hodc dong vat. /000663/Site § § Agency (FIMEA)
2 & | 2
=] o
o] ]
[ [
FR-001 » Lilly France » Zone Industrielle, 2 rue du colonel Lilly, Fegersheim, 67640, France
22 Lilly France Zone Industrielle, 2 rue du  [* Thudc san xuét vé tring (bao gém thuéc hormon khéng bao gdm hormone sinh duc c6 tac dung tranh thai): EU-GMP [2018/HPF/F CQQL Dwoc Phap 2
colonel Lilly, Fegersheim, + Thubc ddng khs, R/097 (ANSM)
67640, France + Dung dich thé tich nho. x S
+ Chirng nhan xuét xwéng < <
* Thudc sinh hoc: < :\'1
+ San pham céng nghé sinh hoc Z o
+ Chirng nhan xuét xwéng - ™
*Poéng goi thir cap
* Kidm tra chAt ivona
1374  |Lilly France Zone Industrielle, 2 rue du  |* Thudc san xuat vé triing (bao gom thude hormon khéng bao gom hormone sinh duc ¢6 tac dung tranh thai): EU-GMP (2021/HPF/F National Agency for theo| 16
colonel Lilly, Fegersheim, + Thudc déng kho, R/058 Safety of Medicine and
67640, France + Dung dich thé tich nh. S & |health Product, France
+ Xuét xwéng 16. < <
* Thudc sinh hoc: < -
+ San pham cong nghé sinh hoc g E
+ Xuét xwdng 16. - -
*Poéng goi thir cap
* Kidm tra chAt lipona: Vi sinh: v triing: /i sinh- Khana va teing: Héa hacA/At 1G- Sinh hoc
FR-002 » Pharmaster » Zone industrielle de Kraft, Ernstein, 67150, France
31 Pharmaster Zone industrielle de Kraft, * Thudc SX vé triing: dung dich thé tich Ion; Thudc ban ran; dung dich thé tich nho; EU-GMP |HPF/FR/141 ~ o [French National Agency 3
Ernstein, 67150 France * Thuéc khong vé tring: dung dich diing ngoai, dung dich thuéc udng /2017 é § for Medicines and Health
O o |Products Safety (ANSM)
< <
2 ®
509 Pharmaster Zone industrielle de Kraft, * Thuoc v6 trung: i . EU-GMP |2020/HPF/F | o o |French National Agency 9
Ernstein, 67150 France + Thubc san xuét vé triing: dung dich thé tich Ién; thudc ban rén; dung dich thé tich nh; R/046 S S for Medicines and Health
* Thubc khong vé trung: dung dich dung ngoai, dung dich thudc uéng. Ry Y |products Safety (ANSM)
=3 o
& ~
<] -
FR-003 » Laboratoires Bouchara Recordati » 70, Avenue du General de Gaulle, Puteaux, 92800, France
Danh sach téng hop co s& nwéc ngoai dap ting GMP Trang 57 / 202 23-06-2022




o - ek - R .| NGAY POT
ID CHUNG| TEN CO SO SAN 2 . A NGUYEN | GIAY CH. |NGAY - < A

CHI XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP [}{{i; CO QUAN CAP C(;(I;G

32 Laboratoires 70, Avenue du General de  |Co s& xuat xwéng: xuat xwéng 16 thuoc khong vo trung. EU-GMP (2018/HPF/F © o |French National Agency 3
Bouchara Gaulle, Puteaux, 92800 R/155 § § for Medicines and Health
Recordati France (hoac 92800, & &  |Products Safety (ANSM)

Puteaux, France) =] -
S ;)
FR-004 » Laboratoires Merck Sharp & Dohme Chibret » Route de Marsat, Riom, Clermont Ferrand Cedex 9, 63963, France

42 Laboratories Merck|Route de Marsat, Riom, Dong goi thir cép va xuét xudng thudce sén xuét: EU-GMP |2018/HPF/F French National Agency 4
Sharp & Dohme- |CLERMONT FERRAND * Thude v6 tring: R/021 for Medicines and Health
Chibret CEDEX 9, 63963, France + Thubc san xuét vo trung: Thube dong khd; Dung dich thé tich nhd. © S |Products Safety (ANSM)

* Thudc sinh hoc: Thuéc mién dich; thudc céng nghé sinh hoc. < <

Xuét xwdng thubc nhap khau: - <

* Thudc vé trung: ,O\' <O'r
+ Thubc san xuét vo trung. - N
+ Thuéc tiét tring cudi.

* Thude sinh hae' Thude midn dich: thude cAna nahé sinh hae

744 Laboratoires Merck|Route de Marsat, Riom, * Thuoc vé tring: EU-GMP (2019/HPF/F French National Agency 1
Sharp & Dohme Clermont Ferrand Cedex 9, |- Thudc san xuat vo trang: R/278 for Medicines and Health
Chibret 63963, France + Thubc déng kho chira khang sinh nhém B-Lactam. Products Safety (ANSM)

(* Céac cach ghi khac: + San ph&m: Bot pha dung dich tiém truyén Invanz (Ertapenem; 1g); Bot pha dung dich tiém truyén Cancidas (Each vial contains 70mg of caspofungin (as
- 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 nhé. = g
Cedex 9, France; * Thube sinh hoc: Thudc mién dich; thudc céng nghé sinh hoc. I I
- Route de Marsat, Riom, * Xuét xwdng thudc vo tring; thudce khéng vé trung va thude sinh hoc. g’ 8’
63963 Clermont-Ferrand *Pong goi thir cap. <+ b
Cedex 9, France) * Kiém tra chét lwong. - -

* Xuét xwdng thuéc nhap khau:

- Thube vé tring:

+ Thubc san xuét vo trung.

+ Thubc tiét tring cudi.

Thifa cink hao: Thida mifn dick: thofa a2 LA ink b

1375 |FAREVA Mirabel |Route de Marsat, Riom, * Thudc v6 tring: EU-GMP |2021/HPF/F French National Agency 16
(Tén cii: Clermont Ferrand Cedex 9, - Thudc san xuat vé trang: R/010 for Medicines and Health
Laboratoires Merck |63963, France + Thubc dong kho chiva khang sinh nhom B-Lactam. Products Safety (ANSM)
Sharp & Dohme (* Céc cach ghi khac: + San pham: Bot pha dung dich tiém truyén Invanz (Ertapenem; 1g); Bot pha dung dich tiém truyén Cancidas (Each vial contains 70mg of caspofungin
Chibret) - Route de Marsat, Riom, F- |(as acetate)); Bdt pha dung dich tiém truyén Cancidas (Each vial contains 50mg of caspofungin (as acetate)).

63963 Clermont-Ferrand + Dung dich thé tich nhé. b g
Cedex 9, France; * Thude sinh hoc: Thubc mién dich; thubc céng nghé sinh hoc. IS4 IS4
- Route de Marsat, Riom, * Xuét xwdng thude vé tring; thudc khong vo triing va thuée sinh hoc. S’ g’
63963 Clermont-Ferrand *Pong goi thir cép. S -
Cedex 9, France) * Kiém tra chat lwong. N ©
* Xuét xwdng thuéc nhap khau:
- Thudc vé tring:
+ Thubc san xuét vé tring.
+ Thyéc tiét tring cuéi. . )
FR-005 » MACO PRODUCTION SAS » rue Lorthios, MOUVAUX, 59420, France

44 MACO Rue Lorthios, Mouvaux, * Thuoc yé tring: ) EU-GMP |2018/HPF/F © o [French National Agency 4
PRODUCTION 59420, France + Thuéc tiét tring cudi: Dung dich thé tich Ié'n; dung dich thé tich nhd. R/268 é é for Medicines and Health
SAS-MOUVAUX f\" o« |Products Safety (ANSM)

) =)
- @

492 MACO rue Lorthios, MOUVAUX, *Thuoc vo tring: EU-GMP (2018/HPF/F © o |French National Agency 9
PRODUCTION 59420, France + Thudc tiét tring cudi: Dung dich thé tich lon; dung dich thé tich nho. R/268 é é for Medicines and Health
SAS-MOUVAUX & & |Products Safety (ANSM)

o =3
- @
FR-006 » Laboratoires Galeniques Vernin » 20 rue Louis-Charles Vernin, DAMMARIE LES LYS, 77190, France
45 Laboratoires 20 rue Louis-Charles Vernin, [* Thuéc 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, * Thudc tir duoc liéu. R/156 é § for Medicines and Health
77190, France & & |Products Safety (ANSM)
S 2
FR-007 » Laboratoires Mayoly Spindler » 6 avenue de I'Europe, CHATOU, 78400, France

46 Laboratoires 6 avenue de I'Europe, *Pong goi so cap, thir cap thuoc khong vé tring: vién nang mém; vién nhai; thubc uong dang 1dng; thudc ban ran; vién nén; thuoe dwoc ligu. EU-GMP [2019/HPF/F o o French National Agency 4
Mayoly Spindler - |CHATOU, 78400, France  |* Xuét xurng 16 thuéc khong vo trung: vién nang mém; vién nhai; thuéc ubng dang 16ng; thuée ban rén; vién nén; R/083 ) S |for Medicines and Health
Chatou * Kiém tra chat lvgng thudc khong vé tring: vién nang mém; vién nhai; thubc udng dang 16ng; thubc ban rén; vién nén; thuéc duoc liéu. Ry o |Products Safety (ANSM)

o o
) =)
- @
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944 Laboratoires 6 avenue de I‘TEurope, * Thuoc khong vé tring: Vién nang cing; thuoc uong dang 16ng; thuoc ban ran. EU-GMP (2020/HPF/F French National Agency 12
Mayoly Spindler ~ [CHATOU, 78400, France  |* Thudc duoc liéu. R/039 for Medicines and Health
* Xuat xwéng thuoc khéng vo trung. S Q  |Products Safety (ANSM)
*Bong goi: S S
+Dong goi so cap: Vién nang cirng; vién nang mém; vién nhai; thudc uéng dang 16ng; thuéc ban ran; vién nén. N &
+Dong goi ther cAp. i Y
* Kiém tra chat lwong: N «
+ Vi sinh: chi gi¢i han trong kiém tra chét lwgng nwéc tinh khiét va moéi trvdng.
£ Hoa hoo /A
FR-008 » Aspen Notre Dame De Bondeville » 1 rue de L' Abbaye, Notre Dame De Bondeville, 76960, France
68 Aspen Notre Dame |1 rue de L' Abbaye, Notre * Thudc v trung (cac thude Certoparine, Fondaparinux sodium, Nadroparine Calci, cac ong dung méi pha tiém cta vac xin Varilrix, nwéc pha tiém cua vac | EU-GMP |2019/HPF/F ) o |French National Agency 5
De Bondeville Dame De Bondeville, 76960, |xin Priorix ): ) R/M73 § § for Medicines and Health
France + Thubc san xut vé trang: Dung dich thé tich nho; & & |Products Safety
+ Thubc tiét trang cudi: Dung dich thé tich nhd. Q <
]2
FR-009 » PIERRE FABRE MEDICAMENT PRODUCTION » Aquitaine Pharm International 1, Avenue du Béarn, IDRON, 64320, France
82 PIERRE FABRE  |Aquitaine Pharm * San xueflt thuéc: ] ] _ i i . ‘ ) ) ) EU-GMP [2018/HPF/F French National Agency 5
MEDICAMENT International 1, Avenue du + Thudc san xuat v trung: thudc déng khd (bao gom ca thude chira hormon); dung dich thuoc tiém thé tich nhé (bao gom ca thudc chira chat doc te R/186 © «~ |for Medicines and Health
PRODUCTION Béarn, IDRON, 64320, bao). ) i . i . R i S S |Products Safety (ANSM)
France + Thudc tiét tring cudi: dang bao ché ban ran; dung dich thudc tiém thé tich nhoé (bao gom ca thudce chira hormon). N N
* Thude sinh hoc: thuéc cong nghé sinh hoc. 8 53.
*Péng goi thudce: ~ 5
+BDong goi so cap: vién nang mém chira chét doc té bao.
£ D6na a6i thiv cAn
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 xyét toan bo cong doan: . i ) ] EU-GMP |2018/HPF/F | o o |French National Agency 6
SAS Est, 22 rue de Toufflers CS * Thuoc khong vé trang bao gom ca thudc chira thudc doc té bao, thudce chiva hormon sinh duc: vién nang cieng; vién nén, vién nén bao phim, vién nén R/052 é § for Medicines and Health
50070, LYS LEZ LANNOY, [bao duong. & & |Products Safety (ANSM)
59452, France * Thudc sinh hoc: Thuéc mién dich; thubc cong nghé sinh hoc; thubc cé ngudn géc tir ngudi hodc dong vat. =] =]
2. Doéng goi so cap thube chiva hormon sinh duc: Vién nang mém, dang bao ché ban rén. 3 2
745 DELPHARM LILLE [Parc d'Activités Roubaix -  |* Thudc khong vé triing bao gém ca thudc chira thudc doc té bao, thude chira hormon sinh duc: vién nang ctrng; vién nén, vién nén bao phim, vién nén bao| EU-GMP [2020/HPF/F Q N French National Agency 11
SAS Est, 22 rue de Toufflers CS  |duwong. i i X ) . R/060 S S for Medicines and Health
50070, LYS LEZ LANNOY, [* Béng gdi so cap thudc chira hormon sinh duc: Vién nang mem, dang bao ché ban ran. & « |Products Safety (ANSM)
59452, France < iy
e | 3
FR-011 » Delpharm Tours » Rue Paul Langevin, 37170, Chambray Les Tours, France
138 Delpharm Tours Rue Paul Langevin, 37170, [* Thudc vé tring: EU-GMP |2019/HPF/F o o« |French National Agency 6
Chambray Les Tours, France| - Thudc san xuét vé tring va tiét tring cudi: dung dich thé tich nho (riéng di voi thude Dung dich tiém Acupan khongeod xuét xudng 16). R/276 § § for Medicines and Health
) 8’ Products Safety (ANSM)
& <
S ]
1920 |Delpharm Tours  [Rue Paul Langevin, 37170, [* Thuéc vé trung san xuét vé triing va tiét tring cudi: dung dich thé tich nho; EU-GMP |2021/HPF/F | « < |French National Agency | 22
Chambray Les Tours, * Xuét xudng 16 thude vo trang; R/162 § § for Medicines and Health
France (hoac Rue Paul *Bong goi thwr cap &S &  |Products Safety (ANSM)
Langevin, Chambray Les * Kiém tra chat lwgng: Vi sinh (v6 trung va khong vo tring); Hoa hoc/ vat ly; Sinh hoc. N Q
Tours, 37170, France) Q -
FR-012 » Biocodex » 1, avenue Blaise Pascal, 60000 Beauvais, France
139 Biocodex 1, avenue Blaise Pascal, * Thuéc vo tring: xuat xwéng 16; . o o ] i EU-GMP |HPF/FR/030 © o |French National Agency 6
(cach ghi khac: 60000 Beauvais, France * Thuée khér]g vO trung: vién nang ctvpg; thudc diing ngoai dang 16ng; thudc udng dang 16ng; thudc com; thudc bot; vién nén, vién nén bao phim (san xuat /2018 é § for Medicines and Health
Biocodex - dong goi, xuat xwdng 16); thuoc ban ran. iy & |Products Safety (ANSM)
> . Fog . o o
Beauvais) Thudc sinh hoc: men Saccharomyces boulardiii 2 e
[ 3
353 Biocodex 1, avenue Blaise Pascal, * Thuéc vo tring: xuat xwéng 16; . ‘ . o o i ] ] EU-GMP [2020/HPF/F o o |French National Agency 8
(cach ghi khac: 60000 Beauvais, France * Thu(?c khong vé trung: vién nang cirng; thudc diing ngoai dang 16ng (bao gom thudc nhd tai); thudc udng dang 16ng; thuée com; thude bot; thudc ban ran. R/041 § § for Medicines and Health
Biocodex - * Thuoc sinh hoc: men Saccharomyces boulardiii & & |Products Safety (ANSM)
Beauvais) S'r g
] 3
552 Biocodex 1, avenue Blaise Pascal, * Thuéc vo tring: xuat xwéng 16; . ‘ . o o i EU-GMP [2020/HPF/F o « |French National Agency 9
(cach ghi khac: 60000 Beauvais, France * Thu(?c khong vé trung: vién nang cirng; thudc diing ngoai dang 16ng (bao gom thudc nhé tai); thudc uong dang 16ng; thude com; thude bot; R/085 % % for Medicines and Health
Biocodex - * Thuoc sinh hoc: men Saccharomyces boulardiii & £ |Products Safety (ANSM)
Beauvais) ,O\' S",
- [
FR-013 » PANPHARMA » ZI du Clairay, LUITRE, 35133, France
140 PANPHARMA ZI du Clairay, LUITRE, * Thubc vé trung: EU-GMP |2018/HPF/F © — |French National Agency 6
35133, France + Thubc san xuét vé trung: Thudc cdy ghép va dang rén (chtra khang sinh nhom beta lactam). R/158 § § for Medicines and Health
g! & |Products Safety (ANSM)
<) -
3 1)
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1615 |PANPHARMA ZI du Clairay, LUITRE, * Thudc v6 tring: Thuoc san xuat vo tring: Thudc cay ghép va dang ran (chira khang sinh nhém penicil-lins va cephalosporins). EU-GMP (2021/HPF/F — < |French National Agency 18
35133, France * XL’lét xu"é.rngllé;‘ R/129 § § for Medicines and Health
*Bong goi thir cap; ob < |Products Safety (ANSM)
* Kiém tra chét lvong. < Q
S | &
FR-014 » SOPHARTEX (hoac Laboratoires Sophartex) » 21 rue du Pressoir, VERNOUILLET, 28500, France
141 SOPHARTEX 21 rue du Pressoir, * Thudc khong vé triing: Vién nang clrng (bao gdm ca thuéc chira khang sinh Penicillin); thubc uéng dang 18ng; thudc cém; vién nén (bao gdm ca thubc EU-GMP |2019/HPF/F | o [National Agency for the 6
(hodc Laboratoires VERNOUILLET, 28500, chra khéxng sinh Penicillin); vién bao dwong, vién nén bao phim. R/264 by 8 Safety of Medicine and
Sophartex) France *Sanpham: Y Y |Health Products
Céach ghi khac: 21 rue du - Thudc bot udng H?drasec 10mg Infgnts (racecadotril _1 omg); < :. (ANSM), France
Pressoir, 28500, - Thu6c bot udng Hidrasec 30mg Children (racecadotril 30mg). S =)
VERNOUILLET. France
1073 |SOPHARTEX 21 rue du Pressoir, * Thgéc khéng vb tring: Vién nang ctng; thuée ubng dang 16ng; thuée com, thube bot; vién nén; vién nén dat am dao; vién bao dudng, vién nén bao phim. | EU-GMP [2020/HPF/F | « |National Agency for the 13
(hoac Laboratoires |VERNOUILLET, 28500, * XL{ét xu"(?rng thudc khong vé trung R/094 S S [safety of Medicine and
Sophartex) France * Dong goi: ) o o Ry S |Health Products
Cach ghi khéac: 21 rue du + Dbong gé? so cép: vién nang ctrng; thuoc udng dang Idng; thudc com; vién nén; vién nén dat am dao. S 5' (ANSM), France
Pressoir, 28500, + Ddng géi thr cap. P =/
VERNOUILLET France * Kiém tra chAt lyong: Hoa hoc/VAL 1Y
FR-015 » DELPHARM REIMS » 10 rue Colonel Charbonneaux, REIMS, 51100, France
142 DELPHARM 10 rue Colonel * Thudc khong vé trung: Vién nang cirng; dung dich uong; thuoc bét, thudc com; vién nén tran, vién nén bao dwéng, vién nén bao phim. EU-GMP [HPF/FR/298| ~ IS French National Agency 6
REIMS - REIMS  |Charbonneaux, REIMS, /2017 é S [for Medicines and Health
51100, France & g’ Products Safety (ANSM)
< 7
S o
746 DELPHARM 10 rue Colonel * Thuoc khong vé tring: Vién nang cing; dung dich uong; thuoc bat, thudc com; vién nén tran, vién nén bao duong, vién nén bao phim. EU-GMP (2020/HPF/F o o |French National Agency 1
REIMS Charbonneaux, REIMS, * Xuat xuéng thuée khong vé tring. R/013 § § for Medicines and Health
51100, France *Bong goi so' cap: Cac dang bao ché khdng V6 tring trén. < & |Products Safety (ANSM)
*Bong goi thir cap. Q -
* Kiém tra chat lwong. Q &
FR-016 » Laboratoire Renaudin » Zone Artisanate Errobi, Itxassou, 64250, France
276 Laboratoire Zone Artisanale Errobi, * Thubc v6 triing: ] K . EU-GMP |2019/HPF/F | ~ |French National Agency 7
Renaudin - Itxassoq,‘64250, France + Thudc tiét triing cudi: dung dich thé tich I&n; dung dich thé tich nho. R/055 b N |for Medicines and Health
Itxassou (cach viét |(Cach viét khac: Zone Q & |Products Safety (ANSM)
khac: Laboratoire Artisanale, Itxassou, 64250, [S] S
Renaudin) France / Z.A. Errobi, 64250, 5 ]
Itxassou -France)
1799 |Laboratoire Zone Artisanale Errobi, * Thudc vé trung: EU-GMP |2019/HPF/F French National Agency | 20
2 . - IN]
Renaudin - Itxassoq,‘64250, France + Thubc tiét trang cudi: dung dich thé tich I6n; dung dich thé tich nhé. R/055 P 20| & S |for Medicines and Health
Itxassou (cach viét |(Cach viét khac: Zone 21 S & |Products Safety (ANSM)
khac: Laboratoire Artisanale, Itxassou, 64250, =3 -
Renaudin) France / Z.A. Errobi, 64250, o b
ltxassou -France)
FR-017 » Delpharm Dijon » 6 Boulevard de L'Europe, Quetigny, 21800, France
277 Delpharm Dijon 6 Boulevard de L'Europe, * Thuoc vé trung: ) i EU-GMP (2019/HPF/F o o |French National Agency 7
Quetigny, 21800, France ) + Thubc san xuét vé triing: Dang I6ng thé tich nhd, Dang ran va cy ghép. Bot ban thanh phadm hén dich nano (limited to sterile nanosphere suspension R/052 é § for Medicines and Health
in bulk). ) N & &  [Products Safety (ANSM)
+ Thudc tiét triing cudi: Dang Idng thé tich nhd. < N
* Thuéc khéng vé trung: Vién nang cing, thube bot, thube com, thube ban rén, vién nén. 8 P
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 [* Thuéc vo tring: ] EU-GMP |2020/HPF/F | o o |French National Agency 9
Biotech Signes, Chemin + Thudc san xudt v6 trung: Thude dong kho chira (hormon). ) RI017 § § for Medicines and Health
départemental No 402, + Thubc tiét tring cuéi:ldung dich thé tich nhé; thubc ban rén, thuéc rén va cy ghép (chira hormon). & & |Products Safety (ANSM)
Signes, 83870, France * Thudc sinh hoc: San pham cong nghé sinh hoc. < <
s | &
1253  |lpsen Pharma Parc d'Activités du Plateau  [* Thuéc Vo trung: i EU-GMP |2021/HPF/F | <« o |French National Agency 15
Biotech de Signes, Chemin + Thudc san xuat v6 tring: Thudc dong khé chira (hormon). . R/014 % § for Medicines and Health
départemental No 402, + Thubc tiét tring cuéi:ldung dich thé tich nhé; thubc ban rén, thuéc rén va cy ghép (chtra hormon). & 2 |Products Safety (ANSM)
Signes, 83870, France * Thudc sinh hoc: San pham cong nghé sinh hoc. < N
3 8
FR-019 » Ethypharm » Zone Industrielle de Saint-Arnoult, Chateauneuf EN Thymerais, 28170, France
747 Ethypharm Zone Industrielle de Saint-  |* Thuoc khéng vé tring: vién nang cirng; vién nén, vién nén bao phim; thuoc bot; thuoe com. EU-GMP (2018/HPF/F © b French National Agency 1
Arnoult, (?hateauneuf EN R/159 S S [for Medicine and Health
Thymerais, 28170, France g! & |Products Safety (ANSM)
S ®
1921 Ethypharm Zone Industrielle de Saint-  |* Thudc khong vé triing: vién nang cing; vién nén, vién nén bao phim; thude bot; thuoc com. EU-GMP (2021/HPF/F — < |French National Agency 22
Arnoult, Chateauneuf en * Xuat xu'érng’thuéc khoéng vé trung. R/123 § § for Medicine and Health
Thymerais, 28170, France  |* Kiém tra chat lwong: Vi sinh (khong vo tring); Héa hoc / Vat ly. B- 8- Products Safety (ANSM)
- O
o~ [
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FR-020 » Beaufour Ipsen Industrie » rue Ethé Virton, Dreux, 28100, France
143 Beaufour Ipsen rue Ethé Virton, Dreux, * Thuc“:)c khéng vo trung: Vién nang ctrng; thubc uéng dang Idng; thudc bot pha hén dich uéng; thubc bot; vien nén, vién bao. EU-GMP [2019/HPF/F o ~ French National Agency 6
Industrie 28100, France * Thude duoc ligu. R/268 § % for Medicines and Health
* Xuét xwéng thude vé trang. S & |Products Safety
3|2
S ™
FR-021 » Pharma Developpment » Zone Industrielle, chemin de Marcy, Corbigny, 58800, France
278 Pharma Zone Industrielle, chemin de [* Thudc khéng vé trung: thudc dung ngoai dang I6ng; thudc ubng dang I6ng; thudc dang ban rén (kem, gel, m&). EU-GMP [2019/HPFIF | o «— |French National Agency 7
Developpement  |Marcy, Corbigny, 58800, * Thude dugc ligu. R/090 § § for Medicines and Health
France 3 &  |Products Safety (ANSM)
I &
FR-022 » Laboratoire Chauvin » zone Industrielle Ripotier Haut, Aubenas, 07200, France
144 Laboratoire zone Industrielle Ripotier * Thudc vé tring: X EU-GMP |HPF/FR/082| o |French National Agency 6
Chauvin - Aubenas |Haut, Aubenas, 07200, + Thudbc san xuét vo trung: dung dich thé tich nhé; /2017 S S |for Medicines and Health
(Tén khac: France + Thudc tiét tring cudi: dung dich thé tich nho. g z Products Safety (ANSM)
Laboratoire * Thubc khong vé tring: dung dich thudc diing ngoai. =3 <
~ o
Chauvin) N °
581 Laboratoire zone Industrielle Ripotier * Thudc yc’) trang: ] EU-GMP (2019/HPF/F French National Agency 9
Chauvin - Haut, Aubenas, 07200, + Thubc san xuét vé tring: dung dich thé tich nho; R/185 < N [for Medicines and Health
Aubenas France + Thubc tiét tring cudi: dung dich thé tich nho. I & |Products Safety (ANSM)
(Tén khac: * Thubc khdng vé tring: dung dich thubc diing ngoai. g g’
Laboratoire ﬁ (‘,L,
Chauvin)
FR-023 » Upsa Sas » 979 Avenue des Pyrénées, Le Passage, 47520, France
145 Upsa Sas 979 Avenue des Pyrénées, |* Thuo"c khfmg vo 'trfmg: X i ‘ EU-GMP |2018/HPF/F © - |French National Agency 6
Le Passage, 47520, France [+ Thudc com; thudc bot (bao gom ca thudce bot sti bot); vien nén (bao godm ca vién nén sui bot). R/157 S & [for Medicines and Health
(Céch viét khac: 979 Avenue |+ Xuét xudng 16. “,‘ N |Products Safety (ANSM)
des Pyrénées, 47520, Le *Pong goi so' c&p: vién nang ctng; thubc cém, thude bot (bao gdm ca thude bot sti bot); vién nén (bao gdm ca vién nén sti bot). 8 53.
Passage, France) *Pong goi thir cép. o] b
* Kiém tra chAt lvona: Vi sinh (khdna vé trina): Vat I¥/héa hoc ‘
1854 |Upsa Sas 979 Avenue des Pyrénées, |* Thuoc khdng vo tring: Thudc com; thudc bot (bao gom ca thudc bot sti bot); vién nén (bao gom ca vién nén sti bot). EU-GMP |2021/HPF/F — o |French National Agency 21
Le Passage, 47520, France |* Xuét xuwéng thudc khdng vé trung. R/78 S S for Medicines and Health
(* Cach viét khac: 979 * Pong goi so cép: Vién nang cing; thubc cdm, thude bot (bao gdbm ca thudce bdt sti bot); vién nén (bao gdm ca vién nén sui bot). g g Products Safety (ANSM)
Avenue des Pyrénées, *Pong goi thir cap. Q Q
47520, Le Passage, France) |* Kiém tra chat lwong: Vi sinh (khdng vé tring); Vat ly / Héa hoc. S =
FR-024 » Merck Sante s.a.s » 2 rue du Pressoir Vert, Semoy, 45400, France
146 Merck Sante s.a.s (2 rue du Pressoir Vert, * Thudc v6 tring: EU-GMP [2019/HPF/F | o o |National Agency for the 6
Semoy, 45400, France + Thubc san xuét vo trung: thuéc déng kho. R/315 S S Safety of Medicine and
* Thubc khong vé tring (bao gdm ca thuéc chira sulphonamide): vién nén, vién nén bao phim (bao gdm ca vién nén phéng thich kéo dai). g g Health Products
> 2 |(aNsm), France
- [
FR-025 » Pharmatis » Zone d'Activités Est n° 1, ESTREES SAINT DENIS, 60190, France
147 Pharmatis Zone d'Activités Estn® 1, * Thudc khong vé triing: Thudc dung ngoai dang I16ng; Thudc udng dang 1dng. EU-GMP |2019/HPF/F o o |French National Agency 6
ESTREES SAINT DENIS, R/250 § % for Medicines and Health
60190, France & & |Products Safety (ANSM)
o -
b -
- ™
FR-026 » Sanofi Winthrop Industrie - Le Trait » 1051 boulevard Industriel, LE TRAIT, 76580, France
748 SANOFI 1051 boulevard Industriel, LE[* Thuéc vé trung: EU-GMP [2020/HPF/F | o — |French National Agency 11
WINTHROP TRAIT, 76580, France + Thubc san xuét vé trang: dung dich thé tich nho. R/091 S S |for Medicine and Health
INDUSTRIE + Thubc tiét tring cudi: dung dich thé tich nhd. > o |Products Safety (ANSM),
* Thude sinh hoc: san pham cong nghé sinh hoc; san pham cé ngudn géc tir ngudi hodc dong vat; san phdm mién dich: vac xin bét hoat (chi déng lo vé S S |France
triing va déng goi). b 5
FR-027 » Laboratoire Aguettant » 1 rue Alexander Fleming, Parc Scientifique Tony Garnier, Lyon, 69007, France
148 Laboratoire 1 rue Alexander Fleming, * Thudc Vo tring: ] EU-GMP |2019/HPF/F | — |French National Agency 6
Aguettant Parc Scientifique Tony + Thudc san xuét vo trung: dung dich thudc tiém thé tich nho; R/320 S N |for Medicines and Health
Garnier, Lyon, 69007, + Thudc tiét tring cudi: dung dich thudc tiém thé tich I6n; dung dich thuéc tiém thé tich nho. & m Products Safety (ANSM)
France = o
(Cach ghi khéc: 1 rue g | 5
Alexander Fleming. Lvon _
1855 Laboratoire 1 rue Alexander Fleming, * Thudc Yé trung: ] ] EU-GMP |2021/HPF/F - < |French National Agency 21
Aguettant Parc Scientifique Tony + Thudc san xuét vo trung: dung dich thudc tiém thé tich nhé; R/148 N N |for Medicines and Health
Garnier, Lyon, 69007, + Thudc tiét tring cudi: dung dich thudc tiém thé tich I6m; dung dich thuéc tiém thé tich nho. Q) S [Products Safety (ANSM)
France + Chirng nhéan 16 8 B'r
(Céach ghi khac: 1 rue *Poéng goi thir cap IS 3
Alexander Fleming Lvon * Kiém tra chat lygng
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, * Thuc khéng vé tring: thuéc udng dang 16ng (siro, dung dich, hén dich), vién nén va vién nén bao phim (bao gém ca thudc dwec liéu), vién nén nhai. EU-GMP |2018/HPF/F French National Agency 6
Chouzy-sur-Cisse, Valloire- [* Dong géi so' c&p: vién nang mém. R/256 for Medicines and Health
sur-Cisse, 41150, FRANCE. © —  |Products Safety (ANSM)

(* Céc cach ghi khac: S S
+ Rue René Chantereau - QN a
L'lsle Vert 41150 Chouzy-sur = <
Cisse, France. S P>y
+ L'Isle Vert, Rue René

Chantereau, Chouzy-sur-

Cissa 411580 Erance ,

1701 Innothera Chouzy |Rue René Chantereau, * Thude khong v6 tring: j ‘ . X EU-GMP |2021/HPF/F French National Agency 19
Chouzy-sur-Cisse, Valloire- |+ Thudc uong dang 1éng (siro, dung dich, hon dich), vién nén va vién nén bao phim (bao gom ca thuoc dwoc ligu), vién nén nhai.; vién nang mem R/089 for Medicines and Health
sur-Cisse, 41150, + Xuét xuéng - <« |Products Safety (ANSM)
FRANCE. *Poéng goi so' c&p: cac dang bao ché trén. N B
(* Cac cach ghi khac: * Pong goi thr cép. o aq
+ Rue René Chantereau - 8 8.

L'Isle Vert 41150 Chouzy-sur- 5 o
Cisse, France.
+ L'Isle Vert, Rue René
Chant L Chouzuesir,
FR-029 » Farmea » 10 rue Bouche Thomas, Zac d'Orgemont, Angers, 49000, France

1254 |Farmea 10 rue Bouché Thomas, ZAC|* Thudc vé tring: xuat xwéng 6. EU-GMP |2019/HPF/F French National Agency | 15
d'Orgemont, ANGERS, * Thubc khong vé tring: R/230 for Medicines and Health
49000, France + Vién nang cirng; thudc dang 16ng diing trong (bao gdm ca dang hén dich); thubc 16ng duing ngoai; thude bét; thube cdm; thude dat; vien nén; vién nén Products Safety (ANSM)

bao phim (bao gdm ca vién nén thubc duoc liéu, vién nén bao phim thudc dwoc ligu).. ® ~
+ Xuét xwéng 16. S q
* Thuébc duoc lidu. q o
.ok @ ]
Doéng goi: ] -
+Dong goi so cap: tat ca cac thude & muc thudc khdng vo tring (bao gébm ca vién nang mém). 5 5
+Dong goi thiy cap: thudc vé trung va thubc khéng vo tring néu trén.
* Kiém tra chat lwong.
(dwoc cAp phép cho hoat dong dong géi so cap; dong goi thir cap va xuét xwdng vién nén chira sulphonamides; dwoc cAp phép san xuét va dong goi di
e i : o L N
FR-030 » RECIPHARM FONTAINE » Rue des Prés Potets Fontaine Les Dijon, 21121, France
150 RECIPHARM Rue des Prés Potets * Thudc khong vé triing: Vién nang clrng; vién nén; vién nén bao phim. EU-GMP [2018/HPF/F | — |National Agency for the 6
FONTAINE Fontaine Les Dijon, 21121, |* Déng géi so' cp: bao gébm ca vién nang mém. R/056 é § Safety of Medicine and
France o & |Health Products
2 | T |[ANSM), France
o )
1856  |Recipharm Rue des Prés Potets * Thudc khong vé triing: Vién nang clrng; vién nén; vién nén bao phim. EU-GMP |2021/HPF/F | <« o |National Agency for the 21
Fontaine Fontaine Les Dijon, 21121, + Xuét xwdng Thuéc khang vé tring. R/106 S S |safety of Medicine and
France *Dong goi so' cap: Vién nang cirng; vién nén; vién nén bao phim; vién nang mém. g m Health Products
* D6ng géi thi cAp. S 5 [(ANSM), France
* Kiém tra chét lwong: vi sinh (khong vé tring); Héa hoc/ Vat ly. A -
FR-031 » MYLAN LABORATORIES SAS » route de Belleville, lieu-dit Maillard, CHATILLON SUR CHALARONNE, 01400, France
151 MYLAN route de Belleville, lieu-dit * Thubc khong vé tring: Vién nang cirng; thudc udng dang 18ng; vién nén; vién nén bao phim. EU-GMP |2019/HPF/F o o |French National Agency 6
LABORATORIES  [Maillard, CHATILLON SUR R/149 é § for Medicines and Health
SAS CHALARONNE, 01400, b &  |Products Safety (ANSM)
France NS i
~ -~
[N )
FR-032 » Laboratoire Aguettant » Lieu-dit Chantecaille, CHAMPAGNE, 07340, France
279 Laboratoire Lieu-dit Chantecaille, * Thudc V6 trung: ] EU-GMP |2018/HPF/F | o o |French National Agency 7
Aguettant CHAMPAGNE, 07340, + Thuéc tiét tring cudi: Dung dich thé tich Ién; Dung dich thé tich nhé. R/048 é § for Medicines and Health
France g‘ & |Products Safety (ANSM)
<) )
I3 -
1255  |Laboratoire Lieu-dit Chantecaille, * Thudc V6 tring: ] EU-GMP |2020/HPF/F | o o |French National Agency 15
Aguettant CHAMPAGNE, 07340, + Thudc tiét trang cudi: Dung dich thé tich Ién; Dung dich thé tich nhé. R/123 S g for Medicine and Health
France * Xuét xwdng thubc vo trung g m Products Safety (ANSM)
*Pong goi thir cap =] Q
* Kiém tra chét lwong: hoa ly/vat Iy/vi sinh thudc vé tring va thube khéng vé trung © Q
FR-033 » Les Laboratoires Servier Industrie » 905 route de Saran, GIDY, 45520, France
152 Les Laboratoires  [905 route de Saran, GIDY, [Thuébc khéng vé tring: Vién nang ciing (bao gom ca thudc chira chat doc tinh d6i véi kha nang sinh san); thuc cém pha hén dich/dung dich udng; vicém | EU-GMP [2018/HPF/F | o o~ |French National Agency 6
Servier Industrie  |45520, France (microgranules); vién nén, vién nén bao phim, vién nén bao dudng, vién nén phong thich co kiém soat, vién nén giai phong bién ddi, vién nén bao phim giai R/235 S S for Medicines and Health
phéng kéo dai, vién nén bao phim giai phong cé bién ddi, vién nén bao dudng gidi phong cham (bao gbém ca thude chira chat doc tinh déi voi kha nang S Q& |Products Safety (ANSM)
sinh san). A\ A\
) )
FR-034 » Catalent France Beinheim SA » 74 rue Principale, Beinheim, 67930, France
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1183 Catalent France 74 rue Principale, Beinheim, |* Thudc khéng vé trung: Vién nang mem (chira chat cé hoat tinh hormon). EU-GMP |HPF/FR/128 ~ o [French National Agency 14
Beinheim SA 67930, France /2017 S S [for Medicines and Health
8’ & |Products Safety (ANSM)
T |
1475 Catalent France 74 rue Principale, Beinheim, |* Thuoc khéng v(; tring: _ ] ) EU-GMP [2021/hPF/F - » French National Agency 17
Beinheim SA 67930, France + Vié[\ nang mem (bao gom ca thudc chira chat ¢ hoat tinh hormon). R/005 N & |for Medicines and Health
+ Xuat xudng 16. R _ ) i 8 & |Products Safety (ANSM)
* Bong gdi so cap: Vién nang mem (bao gom ca thudc chira chéat c6 hoat tinh hormon). S -
*Pong goi thir cap. ) 2
* Kiém tra chat lwong: Vi sinh: Khng v tring: Héa hoc/VAat Iv
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|* Thuéc khéng v6 trung: Thuég uéng'dang' 18ng; thudc dung ngoai dang 18ng; thudc dat (bao gém ca thubc trirng); thudc ban ran. EU-GMP [2019/HPF/F | o — |French National Agency 9
MANUFACTURIN [Sigal, COLOMIERS, 31770, |* Thut;)c sinh hgc: Cac san pham chiét xuat tir nguwoi hodc dong vat. R/136 § § for Medicines and Health
G France * Thuoc duoc ligu. 9 i [Products Safety (ANSM)
S S
[ [
1476 |UNITHER LIQUID |1-3 Allée de la Neste, ZI d'En|* Thuéc khéng v6 trung: Thuég uéng'dang' 18ng; thudc dung ngoai dang 18ng; thudc dat (bao gdm ca thubc trirng); thudc ban ran. EU-GMP [2020/HPF/F | o « |French National Agency | 17
MANUFACTURIN [Sigal, COLOMIERS, 31770, |* Thut;)c sinh hgc: Cac san pham chiét xuat tir nguwoi hodc dong vat. R/115 % % for Medicine and Health
G France * Thuoc duoc ligu. % & [Products Safety (ANSM)
I N
=] ~
FR-036 » Novo Nordisk Production SAS » 45 Avenue d'Orléans, 28000 (hoac F-28000) Chartres, France
338 Novo Nordisk 45 Avenue d'Orléans, * Thuoc v6 trung: EU-GMP |2019/HPF/F | o o |French National Agency 8
Production SAS Chartres, 28000, France + Thuﬁc san xuat Vé’ trng: Dung dich, hdn dich thé tich nho. R/292 é % for Medicines and Health
* Thudc sinh hoc: Thude cong nghé sinh hoc. S g Products Safety (ANSM)
I vy
N o
945 Novo Nordisk 45 Avenue d'Orléans, * Thuoc v6 trung: EU-GMP |2020/HPF/F French National Agency 12
Production SAS Chartres, 28000, France + Thuoc s&n xuét vé trung: Dung dich, hdn dich thé tich nh. R/126 for Medicines and Health
+Xuat xudng 16. Products Safety (ANSM)
* Thudc sinh hoc: 8 Q
+ Thubc cong nghé sinh hoc. S S
+ Xuét xwdng 16 thudc cong nghé sinh hoc. - e
*Pong géi thir cap. > 3
* Kiém tra chét lvong: o N
+ Vi sinh: V6 tring.
+ Vi sinh: Khéng vé trung.
2 HAag h NLAL 1
FR-037 » Sanofi Winthrop Industrie - Compiegne » 56 route de Choisy au Bac, COMPIEGNE, 60205, France
334 Sanofi Winthrop 56 route de Choisy au Bac, [* Thudc khéng vé tring: Vién nang cing; Thudc bot (bao gdm thudc chira khang sinh nhém Cephalosporins); Vién nén, vién nén bao phim (bao gom thuéc| EU-GMP [HPF/FR/154] ~ o |French National Agency 8
Industrie - COMPIEGNE, 60205, chtra khang sinh nhém Cephalosporins). /2017 é é for Medicines and Health
Compiegne France g & |Products Safety (ANSM)
o &
o -
620 Sanofi Winthrop 56 route de Choisy au Bac, |[* Thudc khéng vé trung: Vién nang cing; Thudc bot (bao gdm thudc chira khang sinh nhém Cephalosporins); Vién nén, vién nén bao phim (bao gdm thuéc| EU-GMP [2020/HPF/F o o« |French National Agency 10
Industrie COMPIEGNE, 60205, chtra khang sinh nhém Cephalosporins). R/068 % % for Medicines and Health
France 8’ & |Products Safety (ANSM)
I3 -
S ™
FR-038 » Sanofi Winthrop Industrie - Carbon Blanc » 1 rue de la Vierge, Ambarés et Lagrave, Carbon Blanc, 33565, France
280 Sanofi Winthrop 1 rue de la Vierge, Ambarés [* Thudc vé trung: EU-GMP |2018/HPF/F © ~ |French National Agency 7
Industrie - Carbon |et Lagrave, Carbon Blanc, + Thubc sén xuét vo tring: dung dich thé tich nho. R/196 b= N |for Medicines and Health
Blanc (tén khac: 33565, France (cach ghi + Thudc tiét trung cudi: dung dich thé tich nho. i g m Products Safety (ANSM)
Sanofi Winthrop khac: 1 rue de la Vierge, * Thudc khong vé trung: vién nang cirng; vién nén; vién nén bao; vi com. S <
. Ambareés et Lagrave, 33565 |* Thudc sinh hoc: thuéc cé ngudn gbe tir ngudi hodc dong vat; enzym vi sinh vat. = -
Industrie) X " PN > eSS e = vt o ™
Carbon Blanc Cedex * Déng aoi so' cap va thir cap: vién nana ciyna: vién nén: vién nén bao: vi com
1702 Sanofi Winthrop 1 rue de la Vierge, Ambarés [* Thudc vo trung: EU-GMP |2021/HPF/F French National Agency 19
Industrie - Carbon |et Lagrave, Carbon Blanc, + Thubc sén xuét vo tring: dung dich thé tich nho. R/037 for Medicines and Health
Blanc (tén khac: 33565, France (cach ghi + Thudc tiét trang cudi: dung dich thé tich nho. Products Safety (ANSM)
Sanofi Winthrop khac: 1 rue de la Vierge, + Xuat xwdng.
Industrie) Ambareés et Lagrave, 33565 |* Thudc khdng vé trung: - o
Carbon Blanc Cedex, + Vién nang cirng; vién nén; vién nén bao; vi cbm. q q
France) + Xuét xwdng. S m
* Thudc sinh hoc: ) -
+ Thudc c6 ngudn gbc tir ngudi hodc dong vat; enzym vi sinh vat. 2 b
+ Xuét xwdng.
*Pong goi:
+Dong goi so cap: vién nang clrng; vién nén; vién nén bao; vi cém.
+Dong goi thiy cap.
*AGA 4 LAl i cink Aol LA Aol hio b LuAd Lo cioh b
FR-039 » Fareva Amboise » Zone Industrielle, 29 route des, Poce Sur Cisse, 37530, France
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621 Fareva Amboise  |Zone Industrielle, 29 route  |* Thudc vo tring EU-GMP (2019/HPF/F o — |French national Agency 10
des Industries, POCE SUR + Thubc san xuét vé triing: Dung dich thé tich I6n; dung dich thé tich nho. R/115 S S |for Medicines and Health
CISSE, 37530, France + Thubc tiét tring cudi: Dung dich thé tich 16n; dung dich thé tich nho. 3 Q& |Products Safety (ANSM)
* Thudc khong vo tring: Vién nang cirng; thuoc bét pha hon dich udng; thude dan qua da (di (bng nguyén); vién nén, vién nén bao phim. < \
* Thuéc sinh hoc (thudc dan qua da): thudc tre ché mién dich; thudc cé ngudn géc tr ngudi hodc dong vat. e o
1703 |Fareva Amboise (Zone Industrielle, 29 route  |* Thuoc v6 tring EU-GMP (2021/HPF/F French national Agency 19
des Industries, POCE SUR + Thubc san xuét vé triing: Dung dich thé tich I6n; dung dich thé tich nho. R/158 for Medicines and Health
CISSE, 37530, France + Thudc tiét triing cudi: Dung dich thé tich lon; dung dich thé tich nho. Products Safety (ANSM)
+ Xuat xwéng 16.
* Thubc khong vé tring: S 3
+ Vién nang ctvng; thuéc bdt pha hdn dich uéng; thuéc dan qua da (di trng nguyén); vién nén, vién nén bao phim. < <
+ Xuét xudng 16. =) ©
* Thube sinh hoc (thubc dan qua da): E 3
+ Thubc trc ché mién dich; thubc c6 ngudn gbc tir ngwdi hodc dong vat. - -
+ Xuét xwdng 16: Thude (rc ché mién dich; thubc cé ngudn géc tir ngudi hodc dong vat.
* Péng goi so cp: Vién nang cirng; thudc bt pha hén dich udng; thude dan qua da (di (ng nguyén); vién nén, vién nén bao phim.
*Poéng goi thir cép.
* 4iAon b nAt | i cinh: KhA Ateino: \icinh: VA triina: AL haoNAEIG: Sinh b
FR-040 » Sanofi Winthrop Industrie - Tours » 30-36 avenue Gustave Eiffel, Tours, 37100, France
281 Sanofi Winthrop ~ [30-36 avenue Gustave Eiffel, [* Thubc khong vé trung: vién nang cirng; 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 Health
) & [Products Safety
< N
8 | ¢
749 Sanofi Winthrop 30-36 avenue Gustave Eiffel, [* Thubc khdng vé tring: vién nang cling; vién nén, vién nén bao phim, vién nén phéng thich cham, thuéc bét, thubc cém EU-GMP [2019/HPF/F o « |French National Agency 11
Industrie - Tours  |Tours, 37100, France * Xuét xwdng thudc khdng vo trung; xuét xwéng thudc vé trung (chi cho thubc nhap khau) R/340 S S |for Medicines and Health
(cach ghi khac: *Kiém tra chat luong: Hoéa ly, vat Iy, vi sinh (khdng vo triing) Q S |Products Safety
Sanofi Winthrop :. g
Industrie) ~ ~
FR-041 » Capsugel Ploermel SAS » ZI de Camagnon, 56800 Ploermel, France
282 Capsugel Ploermel (ZI de Camagnon, Ploermel, |* Thuoc khéng vé tring chira hoat tinh cao: Vién nang cirng; Vién nang mém (chira hormon sinh duc). EU-GMP (2019/HPF/F o — |French National Agency 7
SAS 56800, France RI117 S S [for Medicines and Health
E," é Products Safety (ANSM)
hay ®
1704 [Capsugel Ploérmel [ZI de Camagnon, Ploermel [* Ban thanh pham: Thudc khéng vé tring chira hoat tinh cao: Vién nang ctrng; Vién nang mém (chtra hormon sinh duc). EU-GMP (2021/HPF/F French National Agency 19
(hozc Ploermel)  |(hogc Ploérmel), 56800, * Xut xudng thube khong vo tring R/074 S & |for Medicines and Health
(Tén khac: France * Kiém tra chat luvgng (Hoa ly/ivat ly) S &  |Products Safety (ANSM)
Capsugel Ploermel 8 s
(hogc Ploérmel) N 9
SAS)
FR-042 » SANOFI PASTEUR » PARC INDUSTRIEL D'INCARVILLE, VAL DE REUIL, 27100, FRANCE
335 SANOFI Parc Industriel d'Incarville,  [* Thudc vé tring: ] EU-GMP [2019/HPF/F French National Agency 8
PASTEUR Val-De-Reuil, 27100, France + Thudc san xuét vo trang: Thude dong kho; dung dich thé tich nho. R/306 for Medicines and Health
(Céch ghi khac: Parc + Thudc tiét tring cudi: Dung dich thé tich nhé. o N |Products Safety (ANSM)
Industriel d'Incarville, 27100 |* Thudc sinh hoc: San phdm mién dich; san phdm cong nghé sinh hoc; san phdm cé ngudn géc tir nguwdi hodc dong vat. < <
Val De Reuil, France / Parc - I
Industriel d'Incarville, Val De iy i
Reuil 27100, France / Parc - ™
Industriel d'Incarville, Val-De-
Reyil 27100 France)
FR-043 » SANOFI PASTEUR » 1541 AVENUE MARCEL MERIEUX, MARCY L'ETOILE, 69280, FRANCE
622 SANOFI 1541 avenue Marcel *Thudc vé tring: ] EU-GMP [2019/HPF/F French Health Products 10
PASTEUR Mérieux, Marcy L'Etoile, + Thuc}c san xuat vo grUng: Thuéc déng khé; dung dich thé tich nhé. R/123 = S |Safety Agency
69280, France + Thudc tiét tring cudi: Dung dich thé tich nhé. I S  |(AFSSAPS)
(Cach ghi khac: 1541 avenue|* Thubc sinh hoc: San phdm mau, San pham mién dich; san phdm céng nghé sinh hoc; san pham cé ngudn géc tir ngudi hodc dong vat. <+ &
Marcel Mérieux, Marcy L{C-; )
L'Etoile 69280, France / 1541 ~ ©
avenue Marcel Mérieux _
1616  |SANOFI 1541 avenue Marcel * Thube v6 tring: ] EU-GMP |2021/HPF/F National Agency For The| 18
PASTEUR Mérieux, Marcy L'Etoile, + Thqéc san xuét v trung: Thudc déng khd; dung dich thé tich nhé. R/049 - o |Safety Of Medicine amd
69280, France * Xuat xudng 16. S S [Health Products, France
(* Céch ghi khac: 1541 * Thubc sinh hoc: N N
avenue Marcel Mérieux, + San phdm mau; san phadm mién dich; san pham cong nghé sinh hoc; san pham c6 nguén goc o ngu'c/l hodc dong vat. 3 2
Marcy L'Etoile 69280, France| + Xuét xwéng 16: S&n phdm mau; san phdm mién dich; san pham cong nghé sinh hoc; san pham cé ngudn gdc tir ngudi hodc dong vat. g’ g’
/ 1541 avenue Marcel Dong goi thu cép.
Mérieyx 69280 Marcy : _\/A i) A A A inh hoc
FR-044 » Laboratoire Unither » ZI de la Guérie, Coutances Cedex, 50211, France
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450 Laboratoire Unither(ZI de la Guérie, Coutances  |* Thudc vé trung: ) . EU-GMP (2019/HPF/F ) o |French National Agency 9
Cedex, 50211, France + Thubc san xuét vé tring: dung dich thé tich nhé; thudc dang ban ran (gel). R/059 S S for Medicines and Health
* Thuéc sinh hoc: hén dich uéng chtra bao ti vi khuan. Q& & |Products Safety (ANSM)
o ~—
) -
— ™
FR-045 » Famar Orleans » 5 Avenue de Concyr, Orleans Cedex 2, 45071, France
394 Famar Orleans 5 Avenue de Concyr, * Thudc khong vé triing: thuéc dung ngoai dang 18ng; thuéc ubng dang I6ng; thudc bot; thudc cdm; san phdm stv dung &p Iuc; dang bao ché ban rén; vien | EU-GMP [2019/HPFF | o — [National Agency for the 8
Orleans Cedex 2, 45071,  |nén; vién nén si R/178 S S [safety of Medicine and
France & & |Health Products
3 g (ANSM), France
1922  |Delpharm Orleans |5 Avenue de Concyr, * Thudc khong vé tring: thude dung ngoai dang 16ng; thudc udng dang 16ng; thude bot; thudc cdm; san pham sir dung &p lwc; dang bao ché ban ran; vien | EU-GMP [2019/HPF/F | o « [National Agency for the 22
(Tén ct: Famar Orleans Cedex 2, 45071, nén; vién nén sdi. R/326 é § Safety of Medicine and
Orleans) France N & [Health Products
& o |(ANSM), France
o ™
FR-047 » Cenexi - Fontenay Sous Bois » 52 rue Marcel et Jacques Gaucher Fontenay Sous Bois, 94120, France
750 Cenexi - Fontenay (52 rue Marcel et Jacques * Thuoc v6 trung: EU-GMP (2018/HPF/F National Agency for the 1
Sous Bois (Cach |Gaucher Fontenay Sous + Thubc san xuét vé tring: Dung dich thé tich nho. R/223 Safety of Medicine and
ghi khac: Cenexi  |Bois, 94120, France + Thudc tiét tring cudi: Dung dich thé tich nhd. © S |Health Products
hoac Cenexi SAS) (* Céach ghi khac: 52 rue * Thubc khong vé tring: Vién nang cirng; thudc uéng dang 18ng; thudc dét; vién nén, vién nén bao phim, vién nén bao duong. 8 8 (ANSM), France
i Marcel et Jacques Gaucher - |* Xuét xwéng: bao gdbm ca thudc cong nghé sinh hoc. =) & '
94120 Fontenay - Sous Bois, |* Béng géi: E E
France) +Dong goi so cap thubc khdng vo tring, bao gém ca vién nang mém. - ©
+Dong goi thir cap.
* Kibm tra chAt hvona
1705 |Cenexi - Fontenay |52 rue Marcel et Jacques * Thube v6 tring: EU-GMP |2021/HPF/F National Agency for the 19
Sous Bois (Cach |Gaucher Fontenay Sous + Thubc s@n xuét vo tring: Dung dich thé tich nhé. R/116 Safety of Medicine and
ghi khac: Cenexi  |Bois, 94120, France + Thudc tiét tring cudi: Dung dich thé tich nhd. S % |Health Products
hosc Cenexi SAS) (* Céach ghi khac: 52 rue * Thudc khong vé triing: Vién nang cleng; thuéc ubng dang I6ng; thudc dat; vién nén, vién nén bao phim, vién nén bao duong. I I (ANSM), France
: Marcel et Jacques Gaucher - |* Xuét xwéng: bao gém ca thuéc cong nghé sinh hoc. ~ - ’
94120 Fontenay - Sous Bois, |* Bong goi: L{C'; 2
France) +Dong goi so cap thubc khong vo tring, bao goém ca vién nang mém. - S]
+Dong goi thi cap.
* Kidm tra chAt livong
FR-048 » Glaxo Wellcome Production » ZI de la Peyenniére, Mayenne, 53100, France
435  [Glaxo Wellcome  |ZI de la Peyenniére, * Thudc khéng vé tring chira khang sinh Penicillin: Vién nang cing; thubc bot, thube bot pha hén dich udng; vién nén; vién nén bao phim. EU-GMP |2018/HPF/F | « o |National Agency for the 8
Production Mayenne, 53100, France R/263 é § Safety of Medicine and
& & |Health Products
> o |(ANSM), France
o ™
FR-049 » Carelide » rue Michel Raillard, Mouvaux, 59420, France
550 Carelide rue Michel Raillard, * Thudc v6 trung tiét tring cudi: dung dich thé tich 1én; dung dich thé tich nhé. EU-GMP (2019/HPF/F o o [French National Agency 9
Mouvaux, 59420, France R/346 é § for Medicines and Health
f\" B’ Products Safety (ANSM)
N =)
N -~
1923  |Carelide rue Michel Raillard, * Thudc vé triing tiét trang cudi: dung dich thé tich 16n; dung dich thé tich nhé. EU-GMP |2019/HPF/F | o < |French National Agency | 22
Mouvaux, 59420, France  |* Xuat xudng 16; R/346 S S [for Medicines and Health
* Bong géi thir cap; < o |Products Safety (ANSM)
* Kiém tra chét lvong. < Q
Yo} [se}
<] [N
FR-050 » Septodont hodc Septodont SAS hoac Specialites Septodont » 58 rue du pont de Creteil, Saint Maur des Fosses, 94100, France
351 Septodont hoac 58 rue du pont de Creteil, * Thudc vé trung tiét trang cudi: thudc dang ran hodc cdy ghép; dung dich thé tich nho; EU-GMP |HPF/FR/058| «~ |French National Agency 8
Septodont SAS Saint Maur des Fosses, * Thubc khong vé tring: dung dich thudc dung trong; thudc bét; thudc ban rén; vién nén; /2019 S & [for Medicines and Health
hoac Specialites {94100, France. * Xuét xwdng thubc vé tring va khong vé trung. N S |Products Safety (ANSM)
Sei)todont *Poéng géi so' c&p: dung dich thudc duing trong; thuéc bot; thude ban ran; vién nén; 8' ﬁ'
* Pong goi thir cép. o P
* Kiém tra chat lwong
FR-051 » Meda Manufacturing » Avenue JF Kennedy, MERIGNAC, 33700, France
401 Meda Avenue JF Kennedy, * Thudc kI"\f)ng Vo trung: thuoc dang khung tham (Impregnated matrices); thuoc dung ngoai dang Idng; thuoc uong dang l6ng; thuoc ban ran (gel, m& va EU-GMP |HPF/FR/232| ~ o [French National Agency 8
Manufacturing MERIGNAC, 33700, France |kem); thubc dan. /2017 S S [for Medicines and Health
* Xuat xwéng thude vo trung. & <~ |Products Safety (ANSM)
o —
b -
o N
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751 MEDA Avenue JF Kennedy, * Thudc khong vé trung: thudc dang khung tham (Impregnated matrices); thuoc diing ngoai dang 16ng; thuoc udng dang Idng; thuoc ban ran (gel, m& va EU-GMP (2019/HPF/F French National Agency 1
MANUFACTURIN [MERIGNAC, 33700, France (kem). i i R/317 S Q  |for Medicines and Health
G * Xuat xwdng: thude vo trung; thuoe khong vo tring. S &  |Products Safety (ANSM)
*Dong goi: - &
+Dong goi so cap: thudc dang khung thdm (Impregnated matrices); thuéc dung ngoai dang 16ng; thuéc uéng dang ldng; thubc dang ran (thubc cém); iy g
thudc ban ran. « «
+Dang gdithiy cAn
FR-054 » Laboratoires Grimberg SA » ZA des Boutries rue Vermont, Conflans Sainte Honorine Cedex, 78704 France
456 Laboratoires ZA des Boutries, rue * Xuat xwdng 16 thube v tring. EU-GMP |2020/HPF/F French National Agency 9
Grimberg SA Vermont, Conflans Sainte * Thudc khong vé triing: vién nang cing; thudc bot (bao gdm ca bot pha hén dich nhd tai); vién nén, vién nén bao phim. R/024 IS4 N |for Medicines and Health
Honorine Cedex, 78704, & & |Products Safety (ANSM)
France N o
(Céach viét khac: Z.A. des g z
Boutries, rue Vermont, 78704 o ~
Conflans Sainte Honorine
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 [* Thuéc Vo trung: ] . . ‘ EU-GMP |2020/HPF/F French National Agency 11
UNITHER rue André Durouchez CS + Thudc san xuat vo tring: Thudc dang ban ran; dung dich thé tich nhd (bao gom dung dich khi dung). R/103 for Medicine and Health
28028, AMIENS, 80084 + Chirng nhan 16. Products Safety (ANSM)
CEDEX 2, France * Thudc khong vé triing: o ~
(* Cach viét khac: Espace + Thuéc dung ngoai dang 18ng; Thudc diing trong dang I6ng. g q
Industriel Nord, 151 rue + Chirng nhan 16. R QN
Andre Durouchez - CS *Pong goi so' cap: Thude diing ngoai dang 16ng; Thubc duing trong dang 16ng. B. g.
28028, 80084 AMIENS *Pong goi thir cép. © ®
CEDEX 2, France) * Kiém tra chat lvong:
+ Visinh: V6 trung.
+ Vi sinh: Khéng vo trung.
A N 2 Y LVEYEIV
FR-056 » Sanofi Winthrop Industrie - Maisons-Alfort » 180 rue Jean Jaurés, Maisons-Alfort, 94700, France
532 Sanofi Winthrop 180 rue Jean Jaures, * Thuoc v6 trung: i EU-GMP (2019/HPF/F National Agency for the 9
Industrie Maisons-Alfort, 94700, + Thubc san xuét vé tring: Thudc dong khd; dung dich thé tich nho. R/167 < g Safety of Medicine and
(* Céch viét khac: [France * Thuéc sinh hoc: Thudc chiét xuét c6 ngudn gdc tir ngudi hodc dong vat. I &  |Health Products
Sanofi Winthrop | (Céch viét khac: 180 rue 8 S |(ANSM), France
Industrie - Maisons :Tfa:t‘ifuées’ ?:4702 Maisons- ~ b
Alfort) ort Cedex, France)
FR-058 » Cenexi HSC » 2 rue Louis Pasteur, Herouville Saint Clair, 14200, France
1256  |Cenexi HSC 2 rue Louis Pasteur, *Pong goi: ] ] o EU-GMP |2018/HPF/F | — |French National Agency | 15
Herouville Saint Clair, 14200,| + Bdéng goi so’ cép: Thudc khdng v trung: thudc udng dang 16ng. R/261 § § for Medicine and Health
France +Dong goi thir cap. & & |Products Safety (ANSM)
(cach ghi khac: 2, rue Louis < A\
Pasteur, 14200 Herouville St S ®
FR-059 » Delpharm Huningue SAS » 26 rue de la Chapelle, HUNINGUE, 68330, France
533  [Delpharm 26 rue de la Chapelle, * Thubc khong vo trung (bao gém ca thudc chira héc mén): thude dung ngoai dang 16ng, thudc udng dang 16ng, dang bao ché ban ran, thubc dan. EU-GMP |2019/HPF/F | o o [French National Agency | 9
Huningue SAS HUNINGUE, 68330 (hodc F R/245 é § for Medicines and Health
68330, HUNINGUE), France ) & [Products Safety (ANSM)
© 0
o o
FR-060 » Laboratoires Expanscience » rue des Quatre Filles, Epernon, 28230, France
481 Laboratoires rue des Quatre Filles, * Thudc khong vé triing: vién nang cing. EU-GMP |2018/HPF/F | o b French National Agency 9
Expanscience Epernon, 28230, France * Bong goi: ) R/165 S Q  [for Medicines and Health
+BDong goi so cap: vién nang cirng; vién nén. o o |Products Safety (ANSM)
+BDong goi thiv cap. Q =]
N ©
1184  |Laboratoires rue des Quatre Filles, * Thudc khong vé triing: EU-GMP |2020/HPF/F French National Agency 14
Expanscience Epernon, 28230, France + Vién nang crng. R/149 I & |for Medicines and Health
+ Xuat xudng 16. Q &  |Products Safety (ANSM)
*Dong goi: z\" o
+Dong goi so cap: vién nang clrng; vién nén. > z
+Dong goi thiy cap. - QY
* Kidm tra chAt livong
FR-061 » Guerbet » 16-24 rue Jean Chaptal, Aulnay Sous Bois, 93600, France
482 Guerbet 16-24 rue Jean Chaptal, * Thudc vé tring: ) EU-GMP [2019/HPF/F | o — |French National Agency 9
Aulnay Sous Bois, 93600, + Thuéc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich nhé. R/M111 é § for Medicines and Health
France 3 < |Products Safety (ANSM)
e | ¢
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1706 Guerbet 16-24 rue Jean Chaptal, * Thudc yc’) trang: ] EU-GMP (2021/HPF/F French National Agency 19
Aulnay Sous Bois, 93600, + Thqﬁc tiét tring cudi: dung dich thé tich Ién; dung dich thé tich nhé. R/051 - < |for Medicines and Health
France *+ Xuat xuong. S S |Products Safety (ANSM)
* Thudc khdng vo trung: N N
+ Xuét xwdng. 8' S
*Pong goi: Q L)
+Dong goi thir cap
* Kidm tra chAt Lvong- vi sinh (v tring khana va tring): haa hac/vat 1y
FR-062 » Laboratoires Besins International » 13 rue Périer, Montrouge, 92120, France
1376 |Laboratoires 13 rue Périer, Montrouge,  [* Thuc khéng vo trang: EU-GMP |2019/HPF/F French National Agency | 16
Besins 92120, France + ThL{éc ban rén chira hormon (trir thuéc chira hormon sinh duc c6 tac dung tranh thai). R/266 @ QN  |for Medicine and Health
International *+ Xuét xuong. Q & |Products Safety (ANSM)
*Doéng goi: =) o
+Dong goi so cap thubc ban rén chira hormon (trir thuéc chira hormon sinh duc cé tac dung tranh thai) néu trén. s E
+BDong goi thr cap. =] -
* Kiém tra chAt lrgng
FR-064 » Laboratoires Galderma » ZI Montdésir, Alby Sur Cheran, 74540, France
753 Laboratoires Z| Montdésir, Alby Sur * Thude khong vé trung: ] . EU-GMP [2019/HPF/F French National Agency | 11
Galderma Cheran, 74540, France + Thudc dung ngoai dang 16ng; Thudc dang ban ran. R/344 o o |[for Medicines and Health
Ao a
*Xuatxuénglo. . , S | S |Products Safety (ANSM)
* Ddng goi so cap: Thudc dung ngoai dang 16ng; Thudc dang ban ran. N N
*P6ng géi thir cap. g 3
* Kiém tra chat lvong: x =
+ Vi sinh: Khéng vo trung.
+ Héa hoo/V/At 1V
946 Laboratoires ZI Montdésir, Alby Sur * Thudc khong vé trung: EU-GMP |2020/HPF/F French National Agency 12
Galderma Cheran, 74540, France + Thubc dung ngoai dang Iéng; Thuéc dang ban rén. R/100 o « |for Medicines and Health
* Xudtxuonglo. ) . S | & |Products Safety (ANSM)
*Pong goi so cap: Thudc dung ngoai dang Iéng; Thudc dang ban ran. N N
*Pong goi thir cap. 8 <
* Kiém tra chat lwong: Q a
+ Vi sinh: Khéng vé trung.
+ Hoa hac/\VAt IV
FR-065 » Upsa Sas » 304 avenue du Docteur Jean Bru, AGEN, 47000, France
754  |Upsa Sas 304 avenue du Docteur Jean [* Thudc khéng v6 tring: Vién dan. EU-GMP |2018/HPF/F | o < |French National Agency | 11
Bru, AGEN, 47000, France |* Bong goi so cap: Vién dan. R/282 S S for Medicine and Health
(céch ghi khac: 304 avenue |* Déng goi thir cp. Q 2 |Products Safety (ANSM)
du Docteur Jean Bru, 47000 s o
AGEN, France) ® Q
1707 |Upsa Sas 304 avenue du Docteur Jean [* Thudc khong vé trung: EU-GMP |2021/HPF/F | < < |National Agency For The| 19
Bru, AGEN, 47000, France + Thudc dan. R/103 S S Safety Of Medicine and
(cach ghi khac: 304 avenue + Xuét xuéng 6. E z Health Products, France
du Docteur Jean Bru, 47000 [*Doéng géi so' cép: Thubc dan. =] =]
AGEN, France) *Pong goi thir cép. & ]
FR-066 » Janssen Cilag - Val de reuil » Domaine de Maigremont, Val-de-reuil, 27100, France
755 Janssen Cilag Domaine de Maigremont, * Thudc khong vé trung: Vién nang cirng; thuoc ding ngoai dang 16ng; thudc uong dang 1dng; thudc ban ran; vién nén, vién nén bao phim. EU-GMP (2019:HPF/F o — |French National Agency 1
VAL-DE-REUIL, 27100, * Xuét xwdng thudc khong vo tring. R/138 S QN  |for Medicine and Health
France *Dong goi: ) _ ) o ) . > & |Products Safety (ANSM)
Céch viet khac: Domaine de +BDong géi so cap: Vién nang cleng; vién nang mem; thuoc dung ngoai dang 16ng; thudc uong dang 16ng; thudc ban ran; vién nén, vién nén bao phim. =) <
Maigremont, 27100, Val-de- +BDong goi thi cap. 0 p>
Reuil. France * Kiém tra chat lvona
1800 Janssen Cilag Domaine de Maigremont, * Thuoc khéng vo trung: Vién nang cirng; thuoc dung ngoai dang Iéng; thuoc udng dang 16ng; thudc ban ran; vién nén, vién nén bao phim. EU-GMP [2021/HPF/F - « French National Agency 20
VAL-DE-REUIL, 27100, * Xuét xwdng thudc khong vo tring. R/140 8 S |for Medicines and Health
France *Bong goi: . . . . ) ) S & |Products Safety (ANSM)
Céch viet khac: Domaine de +BDong géi so cap: Vién nang cteng; vién nang mem; thuoc dung ngoai dang 16ng; thudc uong dang 16ng; thudc ban ran; vién nén, vién nén bao phim. =) S
Maigremont, 27100, Val-de- +BDong goi thir cap. Q 5
Reuil France * Kiém tra chat lwong
FR-068 » Adare Pharmaceuticals SAS » Route de B, La Prévoté, Houdan,78550, France
756  |Adare Route de BQ, La Prévote, [ Thubc khong vo tring: Vién nang cing, thudc bot. EU-GMP |2019/HPF/F | — |French National Agency | 11
Pharmaceuticals |Houdan, 78550, France * Xuat xuwéng thude khong vé trung. R/319 S & |for Medicine and Health
SAS * Thuéc sinh hoc: Thudc san xuét tir cong nghé 1én men (khdng chiva vi sinh vat séng). q Y |Products Safety (ANSM)
*Poéng géi so' c&p: Vién nang cing, thudc bot. - g.
* Pong goi thr cép. Q b
* Kiém tra chét lwona _
1477 |Adare Route de Ba, La Prévote, * Thudc khong vo trung: Vién nang cing, thude bot. EU-GMP |2021/HPF/F French National Agency | 17
Pharmaceuticals ~|Houdan, 78550, France * Xuét xwdng thuoce khong vé trung. R/020 bt R |for Medicine and Health
SAS * Thuéc sinh hoc: Thudc san xuét tir cong nghé 1én men (khdng chiva vi sinh vat séng). S S  |Products Safety (ANSM)
* Xuét xwdng thude sinh hoc: Thudc san xuét tir cong nghé 1én men (khong chiva vi sinh vat séng). & S
* Pong goi so c&p: Vién nang ctng, thudc bot. ‘Cj >
* Pong goi thir cép. N -
* Kiém tra chAt irong: Vi sinh (khang va tring): Haa hoc/\/At I
FR-069 » CIS BIO INTERNATIONAL » Route Nationale 306, Saclay BP 32, GIF SUR YVETTE, 91192, France
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757 CIS BIO Route Nationale 306, Saclay [* Thuoc yé tring: ) ) ) EU-GMP |2020/HPF/F o o [French National Agency 1
INTERNATIONAL |BP 32, GIF SUR YVETTE, + Thudc sa&n xuét vé trung: thuéc dong khd; dung dich thé tich nhé (thudc phong xa). R/116 S S |for Medicine and Health
91192, France + Thubc tiét trang cudi: dung dich thé tich nho (thudc phong xa); Column of molybdenum -99 for radionuclide generator of technetium. g g Products Safety (ANSM)
* Thubc phéng xa khdng vé tring: vién nang cirng; thubc uéng dang 16ng; may tao hat nhan phéng xa. < <
* Thudc sinh hoc phong xa : ché pham tir mau; thubc mi&n dich; thudc cong nghé sinh hoc; thudc chiét xuét tlr nguwdi hoac dong vat. 5 P
FR-070 » Delpharm Saint Remy » Rue de L'Isle, Saint Remy Sur Avre, 28380, France
947 Delpharm Saint Rue de L'lsle, Saint Remy  [* Thuéc vo tring: ] EU-GMP |2019/HPF/F | o — |French National Agency 12
Remy (tén ci: Sur Avre, 28380, France + Thudc san xuét vo trung: thubc déng khd; dung dich thé tich nhé. R/330 § § for Medicines and Health
oAt v
Famar L'Aigle) ;uat xwong. I « |Products Safety (ANSM)
*Poéng goéi. - -
* Kiém tra chat lwong. 3 2
1924  |Delpharm Saint Rue de L'lsle, Saint Remy  [* Thuéc vo tring: ] EU-GMP |2021/HPF/F | < < |French National Agency | 22
Remy (tén ci: Sur Avre, 28380, France + Thudc san xuét vo trung: thubc déng khd; dung dich thé tich nhé. R/128 % § for Medicines and Health
PR, PO
Famar L'Aigle) + Xuat xudng thuoc v6 trung. P W [Products Safety (ANSM)
*Pong goi: dong goi thir cap. Q Q
* Kiém tra chét lwong: Vi sinh (v6 tring, khdng vé tring); Héa Iy/Vat ly; Sinh hoc (phép thir endotoxin). S 5
FR-071 » AstraZeneca Dunkerque Production » 224 avenue de la Dordogne, Dunkerque, 59640, France
758 AstraZeneca 224 avenue de la Dordogne, [* Thudc khong vé trung: Dang bao ché co ap lyc (bao gdm ca hén dich nén duwoi ap suat dung dé hit). EU-GMP (2019/HPF/F ) o |French National Agency 1
Dunkerque Dunkerque, 59640, France |* Xuat xu"é_rng. o o R/034 § § for Medicine and Health
Production *Dong goi so cap, dong goi thir cap. < & |Products Safety (ANSM)
* Kiém tra chét lvong. < )
R | &
FR-072 » GLAXOSMITHKLINE BIOLOGICALS » 637 rue des Aulnois, SAINT AMAND LES EAUX, 59230, France
948 GLAXOSMITHKLI [637 rue des Aulnois, SAINT [* Véc xin san xuét vo tring (bao gém ca céng doan pha ché): thudc déng khd; thudc 16ng thé tich nhé. EU-GMP [2018/HPF/F | — |French National Agency | 12
NE BIOLOGICALS [AMAND LES EAUX, 59230, R/249 § § for Medicines and Health
- SAINT AMAND  |France - ~ |Products Safety (ANSM)
LES EAUX < | 2
- [
1478 |GLAXOSMITHKLI [637 rue des Aulnois, SAINT [* VAc xin san xuét vé tring: thubc déng khd; thubc 18ng thé tich nhé. EU-GMP [2021/HPF/F | « « |French National Agency | 17
NE BIOLOGICALS [AMAND LES EAUX, 59230, RI041 S | § [forMedicines and Health
France 3 £ |Products Safety (ANSM)
< <}
o N
FR-073 » PIERRE FABRE MEDICAMENT PRODUCTION - GIEN » site Progipharm, rue du Lycée, GIEN, 45500, France
1185 PIERRE FABRE site Progipharm, rue du * Thudc khong vé trung: . o . ) o ) EU-GMP |[HPF/FR/300 French National Agency 14
MEDICAMENT Lycée, GIEN, 45500, France | + Vién nang ctrng; Thudc diing ngoai dang 16ng; Thudc udng dang I6ng; Thuoc dang ban ran; Vién nén, vién nén bao phim; Thuéc com; Dang bao ché /2017 ~ & |for Medicine and Health
PRODUCTION - 6 ap luc. & & |Products Safety (ANSM)
GIEN + Xuét xwéng 16. I &
*Pong goi so' cap: Vién nang cirng, vién nang mém; Thudc diing ngoai dang 16ng; Thubc ubng dang 16ng; Thudc dang ban rén; Vién nén, vién nén bao N )
phim; Thuéc cém; Dang bao ché cé ap lwc. S ™
* Déng adi thiv cAn
1801 Pierre Fabre Site Progipharm, rue du * Thudc khong vé trung: . o . ) o ) EU-GMP (2021/HPF/F - < French National Agency 20
Medicament Lycée, GIEN, 45500, France | + Vién nang cirng; Thudc diing ngoai dang 16ng; Thudc udng dang I6ng; Thuoc dang ban ran; Vién nén, vién nén bao phim; Thuéc com; Dang bao ché R/093 S & [for Medicine and Health
Production 6 ap luc. > Q  |Products Safety (ANSM)
+ Xuét xudng 16. < <Q
* Pong goi so' cap: cac thude trén. = b
> Dang gdithir cAn
FR-074 » Unither Industries » Zone Industrielle Le Malcourlet, Gannat, 03800, France
1186  |Unither Industries |Zone Industrielle Le * Thudc khong vé tring: Thudc bdt, thudc cdm; thube dat (hocmon); vién nén. EU-GMP [2019/HPF/F French National Agency | 14
Malcourlet, Gannat, 03800, + Chirng nhéan 16 R/180 o «~ [for Medicines and Health
France * Thuéc sinh hoc: thuéc cong nghé sinh hoc S N |Products Safety (ANSM)
+ Chirng nhan 16 & &
* Thuéc duoc ligu 3 <
* Pong géi so cap: Thube bdt, thube cdm; thube dat (hocmon); vién nén. Q by
*Pong goi thir cap.
* Kidm tra chAt ivona: Vi sinh (thude khana vo triing): hda/ V- sinh hoc
FR-075 » Laboratories Rosa-Phytopharma » 2 avenue du Traité de Rome, CHATOU, 78400, France
1187 |Laboratories Rosa- |2 avenue du Traité de Rome, [* Xuét xuéng 16: Thudc khéng vé tring EU-GMP |2019/HPF/F o N French National Agency 14
Phytopharma CHATOU, 78400, France R/080 § Q  [for Medicines and Health
8’ & |Products Safety (ANSM)
vy -
o ™
FR-076 » Laboratoires Chemineau » 93 route de Monnaie, Vouvray, 37210 France
1188 |Laboratoires 93 route de Monnaie, * Thudc khong vé tring: thude dung ngoai dang 16ng; thuéc udng dang 16ng; thudc bét, thudc phun mu; dang bao ché ban ran (bao gém chét c6 hoat tinh EU-GMP [2019/HPF/F | « |French National Agency | 14
Chemineau Vouvray, 37210, France hormon). ) R/212 S Y [for Medicines and Health
(* Cach ghi khac: 93 route de [* Xuat xwdng thudc khéng vo tring R Y |Products Safety (ANSM)
Monnaie, 37210, Vouvray,  |* Dong goi: 5 3
France) +Dong goi so cap: thube dung ngoai dang 16ng; thubc ubng dang 16ng; thudc bét, thubc phun mu; dang bao ché ban rén (bao gém chét c6 hoat tinh Q 9
hormon).
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1925 |Laboratoires 93 route de Monnaie, * Thuoc khong vé trung: thudc ding ngoai dang 16ng; thudc uong dang Idng; thuoc bét, thude phun mu; dang bao ché ban ran (bao gom chat cé hoat tinh EU-GMP (2022/HPF/F ~ < |French National Agency 22
Chemineau Vouvray, 37210, France hormon). ) R/003 S S  |for Medicines and Health
(* Céach ghi khac: 93 route de [* Xuat xwéng thudc khéng vo tring q Y |Products Safety (ANSM)
Monnaie, 37210, Vouvray, [*BDdng goi: 8. %?
France) +Dong goi so cap: thude diing ngoai dang I6ng; thudc uéng dang 16ng; thubc bét, thuéc phun mu; dang bao ché ban rén (bao gdm chét co hoat tinh =] =]
hormon)
FR-077 » Fresenius Kabi France » 6 rue du Rempart, Louviers, 27400, France
1257  |Fresenius Kabi 6 rue du Rempart, Louviers, [* Thudc v6 triing: ] K EU-GMP |2018/HPF/F | o — |French National Agency 15
France 27400, France + Thubc tiét tring cudi: dung dich thé tich I&n; dung dich thé tich nhé. R/099 é § for Medicines and Health
PR
+ Xuat xudng. <+ & |Products Safety (ANSM)
*Pong goi thir cap. < A
* Kiém tra chat lwong. Q ™
1479  |Fresenius Kabi 6 rue du Rempart, Louviers, [* Thudc Vo trung: ) . EU-GMP |2021/HPF/F | < o |French National Agency 17
France 27400, France + Thudc tiét trang cudi: dung dich thé tich I6n; dung dich thé tich nhé. R/061 § § for Medicines and Health
PR
+ Xuat xudng. <+ < |Products Safety (ANSM)
*Pong goi thir cap. Q N
* Kiém tra chét luong. 3 S
FR-078 » Laphal Industries - Allauch » Avenue de Provence, BP 7, Allauch, 13190, France
1926  |Laphal Industries - [Avenue de Provence, BP 7, |* Thuoc khong vo trung: i ) EU-GMP (2020/HPF/F o «~ |French National Agency 22
Allauch Allauch, 13190, France + Thqﬁc dung ngoai dang 16ng; thudc dung trong dang l6ng; thudc dat. R/139 S & |for Medicine and Health
+ Xuat xudng. Q &  |Products Safety (ANSM)
*Bong goi: < S
+BDong goi so cap: cac dang thudc khong v triing néu trén. s =
+ Déng gai thiv cAp
FR-079 » Laboratoires Crinex » 3 rue de Gentilly, Montrouge, 92120, France
1927  |Laboratoires 3 rue de Gentilly, Montrouge, [Xuét xwéng thudc khéng vé trung. EU-GMP |2018/HPF/F | o N French National Agency | 22
Crinex 92120, France R/194 S S |for Medicine and Health
8& & [Products Safety (ANSM)
2 2
FR-082 » Recordati Rare Diseases » Eco River Parc, 30 rue des Peupliers, nanterre, 9200, France
1617 Recordati Rare Eco River Parc, 30 rue des  |* Xue'at xudng 16 thugc vo tring. EU-GMP (2019/HPF/F o o [French National Agency 18
Diseases Peupliers, nanterre, 9200, * Xuat xwdng 16 thuoe khong vo trung. R/142 S S for Medicines and Health
France * Xuét xwéng 16 thubc sinh hoc: sén phdm mau, sén phdm céng nghé sinh hoc. > Y |products Safety (ANSM)
=] o
S =
FR-083 » Haupt Pharma » 1 rue Comte de Sinard, Livron Sur Drome, 26250, France
1480 |Haupt Pharma 1 rue Comte de Sinard, * Thubc vo tring: EU-GMP |2020/HPF/F French National Agency 17
(* Céch ghi khac:  |Livron Sur Drome, 26250, + Thubc s&n xuét vé tring: Dung dich thé tich nhé. R/081 for Medicines and Health
Haupt Pharma France + Thudc tiét tring cudi: Dung dich thé tich nhd. Products Safety (ANSM)
Livron SAS hosc * Xuét xwdng thudc vé tring. < Q
Haupt Pharma * Thliéc kr;éng véﬂrtrungﬂ: Thufic gét. g g
Livron) * Xuat xwéng thuoc khong vo trung. © g
* Thudc sinh hoc: San pham tach chiét tir ngudi hodc dong vat. & 3
* Xuét xwdng thude sinh hoc: San pham tach chiét tir ngudi hodc dong vat. o -
* Pong goi so cap: Thubc dét.
* Pong goi thir cép.
* Widoo dra chAt Lucna: \/i ginb (UA tehna khana va toina. HAg hoo AAE 1
FR-084 » EXCELVISION » 27 rue de La Lombardiére, ZI La Lombardiére, ANNONAY, 07100, France
1618 |EXCELVISION 27 rue de La Lombardiére, ZI[* Thudc vé trung: EU-GMP [2021/HPF/F | _ » |French National Agency | 18
La Lombardiére, ANNONAY, | + Thudc san xuét vo tring: Dung dich thé tich nhé (trc ché mi&n dich). R/054 8 & |For The Safety Of
07100, France + Thuéc tiét trung cudi: Dung dich thé tich nhé. q N [Medicine and Health
+ Xuét xwéng 16. 8, ‘O‘. Product
* Péng goi thir cAp. & &
* Kiém tra chAt lwong: Vi sinh: V6 tring: Vi sinh: Khaéng vé tring: Héa hoc/VAt v
FR-087 » Fareva Pau » Fareva Pau 1, Avenue du Béarn, Idron, 64320, France
1928 |Fareva Pau Fareva Pau 1, Avenue du * Thudc V6 tring: . . i X . X EU-GMP (2021/HPF/F French national Agency 22
(cach ghi khac: Béarn, Idron, 64320, France | + Thudc san xuat vo tring: thudc dong kho (bao gom ca thudc chira hormon, khong bao gém hormon sinh dyc); dung dich thé tich nhé (bao gom ca R/091_NA for Medicines and Health
Fareva Pau 1) (cach ghi khac: Avenue du  |thudc chira chat doc té bao). N & |Products Safety (ANSM)
Béarn, Idron, 64320, France)| + Thudc tiét tring cudi: thubc dang ban rén; dung dich thé tich nhé (bao gdm ca thuéc chira hormon, khéng bao gdm hormon sinh duc). < <
+ Xuét xwdng 16 thude v tring. o) e}
* Xuét xudng 16 thudc khang vé tring. NS I
* Pong géi so cép: Vién nang mém chira chét doc té bao. - -
*Pong goi thir cap.
* KiAm tra chAt lipona- Vi sinh (khana vA triina vA triina)- HAa hac/\/At Y- Sinh hae
GB-001 » Eisai Manufacturing Limited » European knowledge centre mosquito way hatfield AL10 9SN, United Kingdom
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5 Eisai European Knowledge Centre [* Day chuyén SX thu6c khdng vé trung: Vién nang cirng, Vién nén, vién nén bao phim EU-GMP (UK MIA © o |Medicines and 1
Manufacturing Mosquito way Hatfield AL 10 32301 Insp S S |Healthcare Products
Limited 9sn UK GMP/MP | @ | & |Regulatory Agency
32301/7262 | 3 & |(MHRA), United
19-0007 N N |Kingdom
27 Eisai European knowledge centre [* Thudc san xuéat vo trung: dung dich thé tich nhé (déng goi thir cap va chirng nhan 16) EU-GMP |UK MIA o |Medicines and 2
Manufacturing mosquito way hatfield AL10 [* Thubc khdng vé trung: Vién nang ctng, vién nén. 32301 Insp S |Healthcare Products
Limited 9SN, UK GMP/IMP & |Regulatory Agency
32301/7262 z (MHRA), United
19-0007 ©  |Kingdom
153 Eisai European Knowledge * Xuat xwdng 16: Thude vo trung, thude vo tring, khdng vé tring va céng nghé sinh hoc. EU-GMP (UK MIA Medicines and 6
Manufacturing Centre, Mosquito way, * Thudc khong vé triing (san xuét, dong géi thir cap, kiém tra chét lugng): Vién nang cirng, Vién nén, Vién nén bao phim; 32301 Insp o & |Healthcare Products
Limited (Ltd.) Hatfield (Hertfordshire) AL 10|* Bdng géi thtr cAp; i GMP/GDP/I | & | & |Regulatory Agency
9SN, United Kingdom * Kiém tra chat lwgng: khdng bao gom phép thir vo trung. MP ] = |[(MHRA), United
323017262 | § | & |Kingdom
19-0008
1929 |Eisai European Knowledge * Xuat xwdng 16: Thude vo trung, thudc cong nghé sinh hoc. EU-GMP (UK MIA ~ v |Medicines and 22
Manufacturing Centre, Mosquito way, * Thudc khéng vé triing: Vién nang clrng; Vién nén, vién nén bao phim. 32301 Insp g S |Healthcare Products
Limited (Ltd.) Hatfield (Hertfordshire) AL 10|* Dong goi so cép: Vién nang ctng; Vién nén, vién nén bao phim. GMP/IMP g g Regulatory Agency
9SN, United Kingdom *Bong goi thir cap. 32301/7262 Q Q (MHRA), United
* Kiém tra chét lwong: Vi sinh (khdng vé tring); Hoa hoc/Vat ly. 19-0012 S < Kingdom
GB-002 » Macarthys laboratories Limited T/A Martindale Pharma » Bampton Road, Harold Hill, Romford, RM3 8UG, United Kingdom
65 Macarthys Bampton Road, Harold Hill, [* Thuéc vo tring: EU-GMP |UK MIA Medicines and 5
laboratories Romford, RM3 8UG - United | + Thudc san xuét vé trung: Dung dich thé tich nhd, 1883 Insp Healthcare Products
Limited T/A Kingdom + Thudc tiét tring cudi: Dung dich thé tich nhd. GMP/GDP Regulatory Agency
Martindale Pharma gz:z gggmicﬁaggr‘sfgrd 1883/2700- | o S |(MHRA), United
. e , ill, , - )
Céach ghi khac: Essex, RM3 8UG - United 0046 IS S Kingdom
Macarthys N N -
. Kingdom S =
laboratories & o
Limited hoac © ¢
Macarthys
laboratories
Limited T/A
GB-003 » AstraZeneca UK Limited » Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom
283 AstraZeneca UK  |Silk Road Business Park, * Thudc vé tring: EU-GMP |UK MIA Medicines and 7
Limited Macclesfield, SK 10 2NA, + Thubc san xuét vo tring: Thubc dang rén va céy ghép chira hoat chdt LHRH Agonist (s&n phdm Zoladex). 17901 Insp ® & |Healthcare Products
United Kingdom (hosc + Thudc tiét tring cudi: Dung dich thé tich nhd (san pham thuéc xit mii Zomig) . GMP/GDP/I | & & |Regulatory Agency
Cheshire, Macclesfield, SK  |* Thudc khdng vo tring: vién nén; vién nén bao phim (bao gom ca thudc chira hoat chat antiestrogen). MP g’ :f (MHRA), United
10 2NA, United Kingdom). 17901/1011 ﬁ. g Kingdom
7- 0039
759 AstraZeneca UK  [Silk Road Business Park, San xuat: EU-GMP |UK MIA Medicines and 1
Limited Macclesfield, SK 10 2NA,  |* Thudc v6 trung: i i i i A 17901 Insp Healthcare Products
United Kingdom (hodc Silk + Thudc san xuat vo trang: Thudc dang ran va cay ghép chira hoat chat LHRH Agonist (san pham Zoladex). GMP/GDP/I Regulatory Agency
Road Business Park, + Thuéc tiét tring cudi: Dung dich thé tich nhd (san pham thudc xit mdi Zomig) . MP o o [(MHRA), United
Cheshire, Macclesfield, SK  |* Thubc khong vé triing: vién nén; vién nén bao phim (bao gém ca thube chiva hoat chét antiestrogen- thubc Nolvadex). 17901/1011 s N Kingdorlll
10 2NA, United Kingdom).  |* Xuat xwéng thuc vé trung va khong vo trung; ) ) . o 7. 0042 g g
*Pong goi so cap: Vién nang cting, thudc dang Idng ding ngoai, thudc dang Idng dung trong, thudc ban ran, vién nén, vién nén bao phim, thudc ran khac; =] =]
1&p rép bd hit khi dung; © s
*Poéng goi thir cap
* Kiém tra chét lwgng: vi sinh: vo tring va khong vé triing; héa hoc/ vat ly.
* Xuét xwdng thudc nhap khau.
* DAng nAi An thiv cAn ud viiAt visdna uidn nédn han nhim Ir (DENma Cofitinih)
1930 |AstraZeneca UK |Silk Road Business Park, * Thudc vé tring: EU-GMP |UK MIA Medicines and 22
Limited Macclesfield, SK 10 2NA, + Thubc san xuét vé tring: Thudc dang rén va cdy ghép chira hoat chdt LHRH Agonist (san pham Zoladex). 17901 Insp Healthcare Products
United Kingdom (hogc Silk + Thubc tiét tring cudi: Dung dich thé tich nho (san ph&m thue xit mai Zomig) . ’ GMP/GDP/I Regulatory Agency
Road Business Park, * Thgéc khéng vé'trung. Vvién nén; vién nén bao phim (bao gom ca thudc chira hoat chat antiestrogen- thuoc Nolvadex). MP S i (MHRA), United
Cheshire, Macclesfield, SK |* Xuat xwdng thuoc vo tring va khong vé trang; . . 17901/1011 S S Kingdom
10 2NA, United Kingdom). *'Dc'mg goi so cép: Vién nang ctrng, thudc dang léng dung ngoai, thuéc dang 16ng dung trong, thudc ban ran, vién nén, vién nén bao phim, thuéc ran khac; 7.0043 8‘ g‘
lap rap bd hit khl"dung; B Py
*Pong goi thir cap N -
* Kiém tra chét lwong: Vi sinh (V6 trung va khang vé trung); Héa hoc/ vat ly.
* Xuét xwdng thude nhap khau.
GB-004 » Wyeth Pharmaceuticals » New Lane, Havant, P09 2NG, United Kingdom
154 Wyeth New Lane, Havant, P09 * Xuajt xudng thugc Vo tring. EU-GMP |UK MIA 11 o « |Medicines and 6
Pharmaceuticals  |2NG, United Kingdom * Xuét xudng thudc khong vo trang. - . Insp GMP § § Healthcare Products
(* Cach ghi khac: New Lane, [ Xuat xwéng thudc sinh hoc: San pham mién dich; San pham cong nghé sinh hoc. 11/4452- Ry & |Regulatory Agency
Havant, Hampshire, P09 *Pong goi thir cap. 0029 Q < (MHRA), United
2NG, United Kingdom) L 2 |kinadom
GB-005 » Catalent UK Swindon Zydis Limited, UK » Frankland road Blagrove Swindon SN5 8RU, United Kingdom
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 70/ 202 23-06-2022
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284 Catalent UK Frankland road Blagrove * Thudc khong vé triing: Ban thanh pham Vién nén, Vién nén dong kho (Zydis) (Khong cé hoat déng dong goi). EU-GMP (UK MIA © o |Medicines and 7
Swindon Zydis Swindon SN5 8RU, United  |* Thuéc sinh hoc: Ban thanh phdm dang san phdm mién dich (Khéng cé hoat dong dong géi) 14023 Insp § § Healthcare Products
Limited, UK Kingdom GMP/IMP S & |Regulatory Agency
14023/4574- g g (MHRA), United
0017 - ~ |Kingdom
384 Catalent UK Frankland road Blagrove * Thudc khong vé tring: Ban thanh pham Vién nén, Vién nén déng khé (Zydis) (Khdng cé hoat dong déng goi). EU-GMP (UK MIA o ~ |Medicines and 8
Swindon Zydis Swindon SN5 8RU, United  [* Thudc sinh hoc: Ban thanh pham dang san phdm mién dich (Khéng c6 hoat dong dong goi) 14023 Insp S & |Healthcare Products
Limited, UK Kingdom (hoéc: Frankland GMP/IMP Q& & |Regulatory Agency
road Blagrove Swindon, 14023/4574-| @ | Q |(MHRA), United
Wlltshlre SN5 8RU, United 0018 ﬁ ﬁ Kingdom
Kinagdom)
GB-006 » Glaxo Operations UK Ltd Trading AS Glaxo Wellcome Operations » Priory Street Ware SG12 0DJ, United Kingdom
155 GLAXO PRIORY STREET, WARE, [* Thudc khéng vé tring: vién nang clrng; vién nén; vién nén bao phim, thuéc bét dé hit (bao gém ca thudc chira steroid, khéng bao gdm thudc chira EU-GMP [UK MIA 4 Medicines and 6
OPERATIONS UK |SG12 0DJ, United Kingdom - fhormon). ) ) Insp Healthcare Products
LTD TRADING AS [(Céach ghi khac: PRIORY * Nguyen liéu lam thudc: dwoc chat vi mo. GMP/IMP Regulatory Agency
GLAXO STREET, WARE, 4/15159- (MHRA), United
WELLCOME Hertfordshire, SG12 0DJ, 0027 Kingdom
OPERATIONS United Kingdom)
2 | g
(Cach ghi khac: Q Q
“GLAXO P N
OPERATIONS UK 3 T
LTD”; “GLAXO © ®
OPERATIONS UK
LTD (TRADING AS
GLAXO
WELLCOME
OPERATIONS))
285 Glaxo Operations |Priory Street, Ware, SG12  [* Thudc khéng vé trung: EU-GMP |UK MIA 4 © o |Medicines and 7
UK Ltd Trading AS |0DJ, United Kingdom + Vién nén; viéq nén bao phim; vién nang cirng. Insp S S |Healthcare Products
Glaxo Wellcome . + TPUO.C dang .rén k;héc.: thudc bét'de hit cth'Pa steroids (don va da lieu); thudc bot (com) pha hon dich uong. GMP/IMP z E Regulatory Agency
Operations Thuéc sinh hoc: thudc sinh hoc chira steroids. 4/15159- g g (MHRA), United
0026 © ©  |Kingdom
GB-007 » Norton Healthcare Limited T/A Ivax Pharmaceuticals UK » Aston Lane North Whitehouse Vale Industrial Estate Runcorn WA7 3FA, United Kingdom
156 Norton Healthcare |Aston Lane North * Thudc yé tring: ) i EU-GMP (UK MIA 530 ~ o |Medicines and 6
Limited T/A lvax Whitehouse Vale Industrial + Thubc san xuét vé tring: Dung dich, hdn dich, nhii dich thuéc tiém thé tich nho. Insp GMP S S Healthcare Products
Pharmaceuticals |Estate Runcorn WA7 3FA, + Thuéc tiét tring cudi: Dung dich thé tich nhé. 530/14004- | 3 |Regulatory Agency
UK United Kingdom *Poéng goi thir cép. 0025 Q < |(MHRA), United
* Kiém tra chat lwong. 5 & Kinudorlll
760 Norton Healthcare |Aston Lane North * Thudc yé trang: ) i EU GMP |UK MIA 530 o « |Medicines and 1
Limited T/A lvax Whitehouse Vale Industrial + Thubc san xuét vé triing: Dung dich, hdn dich, nhii dich thuéc tiém thé tich nho. Insp GMP S S Healthcare Products
Pharmaceuticals |Estate Runcorn WA7 3FA, + Thudc tigt triing cudi: Dung dich thé tich nha. 530/14004- | & & |Regulatory Agency
UK United Kingdom *Pong goi thir cap. 0026 < A (MHRA), United
* Kiém tra chat lwong. 3 - Kinudorlll
GB-008 » Merck Sharp & Dohme Limited » Shotton Lane, Cramlington, NE23 3JU, United Kingdom
1074 Merck Sharp & Shotton Lane, Cramlington, [* Thudc khong vé triing (khdng bao gdm céng doan xuat xwdng): Vién nén;vién nén bao phim; vién nén nhai; bot cho dung dich udng EU-GMP |UK MIA 25 o — |Medicines and 13
Dohme Limited ~ [NE23 3JU, United Kingdom |* Ban thanh ph&m cém. Insp GMP S S |Healthcare Products
(hoac Ltd) ( Cach ghi khac: Shotton *Doéng géi so cap: Vién nén;vién nén bao phim; bt cho dung dich uéng. 25/4061- - & [Regulatory Agency
i Lane, Cramlington, *Poéng goi thir cép. 0029 Q % |(MHRA), United
Northumberland, NE23 3JU, e & |Kingdom
1481  |Organon Pharma (Shotton Lane, Cramlington, |*Sé&n xuét: i ) EU-GMP |UK MIA 25 - « |Medicines and 17
(UK) Limited NE23 3JU, United Kingdom [Thuoc khong vo triing: Vién nén; vién nén bao phim; vién nén nhai; bot va com pha dung dich uong (bulk granules and bulk blend for oral solution) Insp S S |Healthcare Products
(Tén cti: Merck ( Céch ghi khac: Shotton *Doéng géi so cap: Vién nén; vién nén bao phim; bét va cém pha dung dich uéng (bulk granules and bulk blend for oral solution). GMP/IMP 2 2 Regulatory Agency
Sharp & Dohme ~ [Lane, Cramlington, * Dong g th cap. 25/4061- S | T |MHRA), United
o 5 Northumberland, NE23 3JU ] © : .
Limited (ho&c Ltd)) |.5°. . N ! 0030 N ~ |Kingdom
GB-009 » Ipsen Biopharm Limited » Ash Road Wrexham Industrial Estate Wrexham, LL13 9UF, United Kingdom.
520 Ipsen Biopharm Ash Road Wrexham * Thudc yé trang: ] ] EU-GMP (UK MIA o «~ |Medicines and 9
Limited Industrial Estate Wrexham, +Thude san xuat V6 trung: thudc dong khé; dung dich thé tich nho. 3070 Insp P S |Healthcare Products
LL 13 9UF, United Kingdom. |* Thuoc sinh hoc: thudc cong nghé sinh hoc. GMP g 3 Regulatory Agency
(khdng bao gom giai doan dong goi) 3070/14720- 2 2 (MHRA), United
0043 N N |Kingdom
1482  |lpsen Biopharm Ash Road Wrexham * Thudc vé trung: EU-GMP |UK MIA — o |Medicines and 17
Limited Industrial Estate Wrexham, + Thubc sén xuét v6 tring: thubc dong kho; dung dich thé tich nho. 3070 Insp S S |Healthcare Products
LL 13 9UF, United Kingdom. |* Thuoc sinh hoc: thuoc cong nghé sinh hoc. GMP L{(\-" 3 Regulatory Agency
*Bong géi: déng géi sor c&p va dong géi thr cap. 3070/14720-| & S |(MHRA), United
Kiém tra chat lvgng. 0046 ~ & |Kingdom
GB-010 » Fleet Laboratories Limited » 94 Rickmansworth Road, Watford, Hertfordshire, WD18 7JJ, United Kingdom
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366 Fleet Laboratories |94 Rickmansworth Road, * Thuéc khéng vé triing: thuéc dung ngoai dang 16ng (dung dich, nhil dich); thudc udng dang I6ng (dung dich, hén dich); dang bao ché ban ran (kem, m&, EU-GMP (UK MIA Medicines and 8
Limited Watford, Hertfordshire, gel) (bao gdm ca thudc chira hormon). 4394 Insp 2 &  |Healthcare Products
WD18 7JJ, United GMP/GDP & &  |Regulatory Agency
é‘?gﬁ":?kh, 133/3787- a3 2 |(MHRA), United
ach ghi khac: 7 2 )
94 Rickmansworth Road, 0023 & N Kingdom
Watford WD18 7,11 United
GB-011 » Reckitt Benckiser Healthcare (UK) Limited » Dansom Lane, Hull, HU8 7DS, United Kingdom
286 Reckitt Benckiser [Dansom Lane, Hull, HU8 * Thude khdng vé trung: EU-GMP |UKMIA 63 Medicines and 7
Healthcare (UK)  |7DS, United Kingdom. + San xuét: Vién nang ctrng; vién nang mém; thudc dung ngoai dang 16ng; thuéc uéng dang l6ng; thudc ban rén; vién nén. Insp GMP ~ « |Healthcare Products
Limited Cach viét khac: Dansom + Xuét xwdng thude khong vé tring. 63/17092- s N |Regulatory Agency
Lane, Hull, East Yorkshire, |* San xuét thudc sinh hoc : Ban thanh pham Nystatin (cho Thuéc kem Timodine). 0037 q q (MHRA), United
’ ) e o ~ )
HUB8 7DS, United Kingdom. [* Bdng goi: Y T |Kingdom
+Dong goi so cap: Vién nang clrng. (2] b
+Dong goi thr cap
* Kidm tra chat lipona: Vi sinh (thude khona va triing): Héa hac/vat v
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 [* Thudc khéng vé trang: hé phan phédi thuc dt am dao (san pham Propess (Dinoprostone 10mg). EU-GMP (UK MIA o «  |Medicines and 8
Therapeutics Campus, East Kilbride, * Pong goi thir cip (San phdm Rekovelle (Follitropin delta 12mcg/0,36ml; 36mcg/1,08ml; 72mcg/2,16ml). 8731 Insp S S [Healthcare Products
Limited Glasgow, G74 5PB, United GMP E E Regulatory Agency
Kingdom IMP8731/18| S S |(MHRA), United
177-0019 ~ ~ |Kingdom
GB-013 » MEDIMMUNE UK LIMITED » 6 Renaissance Way, Liverpool, L24 9JW, United Kingdom
569 MEDIMMUNE UK (6 RENAISSANCE WAY, * Thude v6 tring: EU-GMP |UK MIA ~ o |Medicines and 9
LIMITED LIVERPOOL, L24 9JW, + Thubc san xuét vo tring: Ban thanh pham gt virus don gia. 19437 Insp S g Healthcare Products
United Kingdom * Thuéc sinh hoc: San pham mién dich; Vc xin. GMP/IMP Y & |Regulatory Agency
? Kiem tra chat luong, R ) S L T 19437/1047 | 2 | 2 |(MHRA), United
* Xuat xwéng cho thuoc nhap khau: Thudc vé trung (Thudc san xuat vo trung); Thudc sinh hoc (San pham mién dich; Vac xin). 62-0016 P N Kingdom
1258 |MEDIMMUNE UK |6 RENAISSANCE WAY, * Thudc vé trung: EU-GMP |UK MIA o » |Medicines and 15
LIMITED LIVERPOOL, L24 9JW, + Thubc san xuét vo trung: Ban thanh pham gat virus don gia. 19437 Insp 8 & |Healthcare Products
United Kingdom * Thuéc sinh hoc: San phdm mién dich; San pham cdng nghé sinh hoc; Vac xin. Khang thé don dong / Imfinzi (durvalumab) / COVID-19 Vaccine GMP N N |Regulatory Agency
[ [
AzD1222(en). . \ - _ 19437/1047 | % | % |(MHRA), United
* Xuat xwdng thudc sinh hoc: Vac xin. Khang thé don dong / Imfinzi (durvalumab) / COVID-19 Vaccine AZD1222(en). 62-0017 {Q { Kingdom
* Kiém tra chAt lwong: Vi sinh (V6 trung. khang vo triing): Héa hoc/VAt 1v- Sinh hoc
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 vé tring: vién nang clrng; vién nén; vién nén bao; thudc cdm pha hén dich uéng. EU-GMP |UK MIA ~ o [Medicines and 9
Pharmaceuticals ~ [Park, Milton Road, * Xuét an’)_rng: thuéc vo trung; cac dang thubc khong vé tring phia trén. 1811 Insp S S |Healthcare Products
Limited Cambridge CB4 0GW, * Bong goi: . ey ) GMP/IMP Q Y |Regulatory Agency
United Kingdom +Dong goi so cép: vién nang cleng; vién nén; vién nén bao; thubc cém pha hén dich uéng. 1811/21989-| © - (MHRA), United
+Doéng goi thir cép. o o . '
* Kiém soat chat lirgng: haa hoc/vat v 0031 ©__|Kingdom
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 * Xuat xwdng: thube vé tring; thude khéng vé triing; thudc sinh hoc (thube mién dich; thudc cong nghé sinh hoc). EU-GMP |UK MIA o « |Medicines and 11
(UK) Limited Business Park, Brecon Road,|* Dong goi: 11724 1Insp | S S |Healthcare Products
. . £ o L A A ] Y
Hay-On-Wye, Hereford, HR3 |  + Ddng g6i so cap: vién nang clrng; vién nang meém; vién nén. GMP & & |Regulatory Agency
5PG, United Kingdom +Dong goi thiy cap. 11724/1144 Q Q (MHRA), United
* Kiém tra chat lwong: hoa hoc/vat ly 45-0010 S o Kingdom’
GB-016 » SmithKline Beecham Ltd T\A SmithKline Beecham Pharmaceuticals » Clarendon Road, Worthing, BN14 8QH, United Kingdom
894 SmithKline Clarendon Road, Worthing, [* Thudc vé triing chira khang sinh nhém Penicillin: EU-GMP (UK MIA Medicines and 1"
Beecham Ltd T\A [BN14 8QH, United Kingdom | + Thuéc san xuét v trung: Thudc cdy ghép va dang rén. 10592 Insp Healthcare Products
SmithKline (Céach ghi khac: Clarendon  [* Thudc khong vé triing chira khang sinh nhém Penicillin: GMP/GDP Regulatory Agency
Beecham Road, Worthing, West + Vién nén, vién nén bao phim. 10592/3922- . ~ (MHRA), United
Pharmaceuticals | Sussex, BN14 8QH, United | + Ching nhan I6. 0037 S S |Kingdom
. e Kingdom) *Pong gai thr cap. [ 34
(Céch ghi khac: YA A . Ioe) N
SmithKline Kiém tra chat lvong: 5] <
L + Vi sinh: V6 trung. 0 5
Bee_Cham Limited / + Vi sinh: Khong vo6 trung.
SmithKline + Hoéa hoc/Vat Iy.
Beecham
Pharmaceuticals)
GB-017 » Glaxo Operations UK Ltd Trading as Glaxo Wellcome Operations » Harmire Road, Barnard Castle, County Durham, DL12 8DT, United Kingdom
623 Glaxo Operations |Harmire Road, Barnard * Thubc V6 tring (khdng bao gom xuat xwéng): EU-GMP [UK MIA 4 Medicines and 10
UK Ltd Trading as |Castle, DL12 8DT, United + Thuc}c san xuat vo grUng: Dung dich thé tich Ién; dung dicrj thé tich nhé. i ) Insp Healthcare Products
Glaxo Wellcome  |Kingdom. + Thudc tiét tring cudi: Dung dich thé tich Ion; dung dich thé tich nhé (chira chét doc té bao). GMP/IMP o ~ |Regulatory Agency
A L ] N A4 PO, PN o N N N A p e g
Operations - Céach viet khac: Harmire Thuoc khéng vé trung: Thudc dung ngoai dang léng; thuoc dang 16ng dung trong; thudc ban ran. 4/3848-0037| S o (MHRA), United
Cach ghi khac: Road, Barnard Castle, * Thudc chira khang sinh nhém Cephalosporin: vién nén, vién nén bao phim; thuéc cdm pha hén dich ué'ng. N N Kingdon;
Glaxo O erati[:ns Durham DL12 8DT, United  |* Thudc sinh hoc: Thubc mién dich; thudc cong nghé sinh hoc; thudc cé ngudn géc tir ngudi hodc dong vat; thude chira steroid, chdng khuan, chéng nam. 8' 5'
UK Ltd hp 3c Glaxo |ngdom. = N
i oac Llaxo Hoac Harmire Road, Barnard
ngrahons UK Castle, County Durham DL12
Limited 8DT_United Kinadom
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1708 Glaxo Operations |Harmire Road, Barnard * Thudc yé trang: ] EU-GMP |UK MIA 4 Medicines and 19
UK Ltd Trading as |Castle, DL12 8DT, United + Thubc san xuét vé triing: Dung dich thé tich I6n; dung dich thé tich nho. Insp Healthcare Products
Glaxo Wellcome ~ |Kingdom. + Thudc tiét tring cudi: Dung dich thé tich lon; dung dich thé tich nho (chra chét ddc té bao). GMP/IMP Regulatory Agency
Operations - Cach viét khac: Harmire + XAuét xwéng 16. 4/3848-0038 (MHRA), United
Cach ghi khac: Road, Barnard Castle, * Thudc khéng vé trung: I Q Kingdom
Glaxo O eratic;ns Durham DL12 8DT, United + Thubc khdng chira khang sinh nhém Betalactam: Thudc diing ngoai dang I6ng; thudc diing trong dang ldng; thudc ban rén. < <
UK Ltd hp 5c Gl Kingdom. + Thudc chira khang sinh nhém Cephalosporin: vién nén, vién nén bao phim; thuéc cdm pha hén dich uéng. g 5'
. 0ac Glaxo Hoac Harmire Road, Barnard + Xuét xwéng 16. & ~
ngratlons UK Castle, County Durham DL12|* Thuéc sinh hoc: N N
Limited 8DT, United Kingdom. + Thuéc mién dich; thudc cong nghé sinh hoc; thudc cé ngudn gbc tir ngwdi hodic dong vat; thudc chira steroid, chdng khuén, chdng ném.
+ Xuét xwéng 16: Thudc céng nghé sinh hoc.
*Poéng goi thir cép.
> AGA L RALL VAP PRV BRVAPNTN N V4V St RN INE-YE
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 vo trung: Ceftazidime pentahydrate; Avibactam sodium; Cefuroxim sodium. EU-GMP (UK API 4 ~ o |Medicines and 11
UK Ltd. (tén khac: |Ulverston, LA12 9DR (hoac Insp GMP é § Healthcare Products
Glaxo Wellcome ~|Cumbria LA12 9DR), United 4/15697 - o & [Regulatory Agency
Operations) Kingdom 0019 2 T |(MHRA), United
° ©__IKinadom
GB-019 » Central Pharma (Contract Packing) Limited » Caxton Road, Bedford, MK41 0XZ, United Kingdom
763 Central Pharma Caxton Road, Bedford, MK41(* Xuat xudng 16 thudc khong vo trang. EU-GMP (UK MIA Medicines and 1
(Contract Packing) [0XZ, United Kingdom (Cach [* Xuat xwéng 16 thudc vé tring. ‘ i ) ) 27794 Insp 2 & [Healthcare Products
Limited ghi khac: Caxton Road, *Bong gdi so' cap: Vién nang cirng; Vién nang mém; Vién nén; Thudc ding ngoai dang Iéng; Thudc dung trong dang Iéng; Dang bao ché c6 &p luc. GMP/GDP I I Regulatory Agency
(Co s& dong goi Bedford,. Bedfgrdshire, MK41|* E)‘(':ng goi thEr cap. 27794/1317-| 8 N (MHRA), United
they cép, xu&t 0XZ, United Kingdom) * Kiém tra chat lwong: Hoéa hoc/Vat ly. 0029 RI ﬁl Kingdom
Xxuwong)
GB-021 » Waymade PLC » Sovereign House, Miles Gray Road, Basildon, SS14 3FR, United Kingdom
1259 Waymade PLC Sovereign House, Miles Gray|* Thuéc Vo tring: xuét xu’C‘fn’g 16; EU-GMP |UK MIA oy — |Medicines and 15
Road, Basildon, SS14 3FR, [* Thudc khéng vé trung: xuat xwéng 16; 6464 Insp ) S |Healthcare Products
United Kingdom *Poéng goi: so' cAp (vién nang cleng, vién nang mém, vién nén); GMP z g Regulatory Agency
* Bong goi thir cap; 6464/17190-| < 3 |(MHRA), United
0032 N N |Kingdom
1931 Waymade PLC Sovereign House, Miles Gray|* Thudc v6 tring: xuat xudng 16; EU-GMP (UK MIA N <« |Medicines and 22
Road, Basildon, SS14 3FR, |* Thuéc khong vo tring: xuét xwéng 16; 6464 Insp g S |Healthcare Products
United Kingdom *Dong goi: so cép (vién nang ctng, vién nang mém; vién nén, vién nén bao phim); GMP E g Regulatory Agency
" Bong goi thir cap; 6464/17190-| S 2 |(MHRA), United
0032 ~ ©  |Kingdom
GB-022 » ACCORD-UK LIMITED » WHIDDON VALLEY, BARNSTAPLE, EX32 8NS, United Kingdom
764 ACCORD-UK WHIDDON VALLEY, * Thudc khong vé tring: vién nang cing; thudc dat; vién nén, vién nén bao phim, vién nén bao dudong. EU-GMP (UK MIA 142 Medicines and 1
LIMITED BARNSTAPLE, EX32 8NS, Insp ® N |Healthcare Products
United Kingdom GMP/IMP 8' 8' Regulatory Agency
ﬁﬁ?&?&ﬁhﬁua 142/6742- & N [(MHRA), United
BARNSTAPLE, DEVON, 0038 N & |Kingdom
EX32 8NS _United Kingdom
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 * Thuéc khéng V6 tring: dang bao ché c6 ap lyc. EU-GMP |UK MIA 113 Medicines and 13
Aventis Pharma  |Chapel Crewe, CW4 8BE,  |"Béng gdi thr cap. Insp x & [Healthcare Products
(Holmes Chapel) [United Kingdom * Kiém tra chat luong. GMP/GDP/I | & &  |Regulatory Agency
MP S' ~  |(MHRA), United
113/15353- 3 &  |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 Doéng goéi so' cép: vién nang ctrng, vién nang mém, vién nhai, khung tham, thuéc dat, vién nén, miéng dan qua da. EU-GMP [UK MIA P ~ |Medicines and 15
(UK) Limited Park, Trefecca Road, Dong goi thir cap. 11724 Insp é § Healthcare Products
Talgarth, Brecon, LD3 0PQ, GMP/IMP N & |Regulatory Agency
United Kingdom 11724/9224 | 2 |(MHRA), United
2-0009 N AN |Kingdom
GB-028 » Almac Pharma Services Limited » Seagoe Industrial Estate, Portadown, Craigavon, BT63 5UA, United Kingdom
1261 Almac Pharma Seagoe Industrial Estate, * Xuat xuéng thuoc vé trung. i o EU-GMP (UK MIA Medicines and 15
Services Limited |Portadown, Craigavon, BT63 [* Thudc khéng vé tring: Vién nang cleng; vién nén, vién nén bao phim; thudc bét, thudc com. 20782 Insp S q [Healthcare Products
5UA, United Kingdom * Xuét xwéng thube khong vé trung. GMP/GDP/I | & S |Regulatory Agency
(* Céch ghi khac: Seagoe * Xuét xwdng thudc sinh hoc (san pham liéu phap gen, cdng nghé sinh hoc). MP g‘ - (MHRA), United
Indgstnal Esta?e, BT§3 5UA |* Dc'mg gg! so’l caP: Vién nang ctrng; vién nén, vién nén bao phim; thuoc bét, thudc com. 20782/1532 N & Kingdom
Craigavon, United Kingdom) |* Béng géi thir cap. 8-0016 o -
* Kidm tra chAt llvgng: Vi sinh (khang va triing): Haa hoc/\/At v _
GB-029 » Penn Pharmaceuticals Limited » Units 23-24, Tafaraubach Industrial Estate, Tafarnaubach, Tredegar, Gwent, NP22-3AA, United Kingdom
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1483 Penn Units 23-24, Tafarnaubach  [* Thudc vé trung: Xuat xudng 16 EU-GMP (UK MIA o « |Medicines and 17
Pharmaceutical Industrial Estate, * Dﬁnq goi: o 4351 Insp § § Healthcare Products
Services Limited ~|Tafaraubach, Tredegar, +Bong goi thir cap GMP/IMP By & |Regulatory Agency
NP22 3AA, United Kingdom 4351/15302-| T 3 |(MHRA), United
0030 N AN |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 khong vé tring: Thudc udng dang 1éng; Dang bao ché c6 ap luc. EU-GMP (UK MIA o < |Medicines and 18
(North West) Industrial Estate, Runcorn,  |* Xuét xwéng thuéc khdng vé tring. 32169 Insp S & |Healthcare Products
Limited WA7 1NU, United Kingdom  [* Thuéc dwoc liu. GMP/IMP Q9 Y |Regulatory Agency
*Dong géi so cap: Thube dung ngoai dang 16ng; Thudc udng dang 16ng; Dang bao ché c6 ap luc. 32169/1562- 3 o (MHRA), United
* Pong goi thr cép. &b 9’ ) ’
* Kiém tra chat wong: Haa hoc/VAt IV 0022 ° Kingdom
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 vé trung (bao gom ca thuoc chira chat doc té bao va chat kim té bao): EU-GMP (79257/13-10: — |National Organization for| 2
c Pallini Attiki, 15351, Greece + Thubc san xuét vé tring: Thudc bot dong kho; Dung dich thé tich nhé; 2017 S |Medicines (EOF),
+ Thubc tiét tring cudi: Dung dich thé tich nhé. & |creece
®
1857 Vianex S.A. — Plant|16th km Marathonos Ave, * Thudc yé trang : ] i EU-GMP [28005/26-4- - < National Organization for| 21
[} Pallini Attiki, 15351, Greece + Thubc san xuét vé tring: Thudc dong khd; Dung dich thé tich nho; 2021 S & [Medicines (EOF),
+ Thudc tiét tring cudi: Dung dich thé tich nhd. q Y |Greece
* Xuét xwdng thudc vé trung va thudc khong vé tring 8 8.
*Poéng goi thir cap ES @
* Kiém tra chat lrong: Hoa V/va 4C Vo st)
GR-002 » HELP S.A » Pedini loanninon, loannina, 45500, Greece
35 HELP S.A Pedini loanninon, loannina, [* Thudc khéng vo tring: vién nén bao phim (bao gém ca thudc chira Progesterone). EU-GMP (165690/8-6- © — |National Organization for| 3
45500, Greece 2018 S S [Medicines (EOF),
~ < |Greece
o o
I N
S (N
765 Help Abee/ Help  [Pedini loanninon, loannina, [* Thuéc vo tring: EU-GMP |65690/8-6- ) — |National Organization for| 11
S.A. 45500, Greece + Thudc san xuét vé trung: Dung dich thé tich nhé. 2018 S S Medicines (EOF),
+ Thuéc tiét tring cuéi: Dung dich thé tich nho. Ry & |creece
* Thudc khodng vé triing: Vién nang ceng; Thudc diing ngoai dang 18ng; Thudc uéng dang 16ng (Siro, hdn dich, thudc nhd giot); Thudc dang ban ran (kem, Q -
gel, m&); Thubc dat; Vién nén, vién nén bao phim. % »
1858 |Help Abee/ Help  [Pedini loanninon, loannina, [* Thudc vo tring: EU-GMP |66794/12-7- National Organization for| 21
S.A. 45500, Greece + Thubc s@n xuét vé tring: Dung dich thé tich nhé. 2021 Medicines (EOF),
+ Thudc tiét tring cudi: Dung dich thé tich nhd. S Y |Greece
* Thudc khong vé triing: Vién nang ceng; Thudc diing ngoai dang 18ng; Thudc uéng dang 16ng (Siro, hdn dich, thubc nhd giot); Thudc dang ban ran (kem, < <
gel, m&); Thubc dat; Vién nén, vién nén bao phim. ~ o
* Xuét xwdng thudc vé trung va thudc khong vé tring 2 S'r
*Pong goi so' c&p: cac dang thudc trén va thube dwoc liéu N S]
*Poéng goi thir cap
* Kidm tra chAt lvong: Haa 10/V/A N sinb (thide v teiing va thiude khana va triing)
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 vé tring tiét tring cudi: Dung dich thé tich Ién, dung dich thé tich nhé (khéng bao gébm dang ampoule) EU-GMP (60404/4-7- ~ — |National Organization for| 4
Parenteral Larisa, Taxiarches Trikala, 2017 § § Medicines (EOF),
Solutions Industry 42100, Greece B‘ & |Greece
) -
— ™
1802 |Vioser S.A 9th km National Road Trikala{+ Thudc vé trung tiét tring cudi: Dung dich thé tich I6n, dung dich thé tich nhé (khéng bao gdm dang ampoule) EU-GMP [50792/31-5- [ « < |National Organization for| 20
Parenteral Larisa, Taxiarches Trikala, |+ Xuat xwéng thubc vo tring 2021 % § Medicines (EOF),
Solutions Industry |42100, Greece +Dong goi thir cap ) ) N & |Greece
+ Kiém tra chét lwong: Vi sinh (thudc vé triing, thuéc khdng vé tring), hoa ly, vat ly < <
g2 | &
GR-004 » One Pharma Industrial Pharmaceutical Company Societe Anonyme » 60th, km N.N.R. Athinon-Lamias, Sximatari Voiotias, 32009, Greece
75 One Pharma 60th, km N.N.R. Athinon- * Thuoc khong vé trung: Vién nang cirng; thuoc ding ngoai dang 16ng; thudc uong dang Idng; vién nén; vién nén bao phim. EU-GMP (39675/27-4- ~ o |National Organization for| 5
Industrial Lamias, Sximatari Voiotias, 2017 § § Medicines (EOF),
Pharmaceutical 32009, Greece & & |Greece
Company Societe 2 2
Anonyme - -
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949 One Pharma 60th, km N.N.R. Athinon- * Thuoc khong vé trung: Vién nang cirng; thuoc ding ngoai dang 16ng; thudc uong dang Idng; vién nén; vién nén bao phim. EU-GMP (90170/3-9- National Organization for| 12
Industrial Lamias, Sximatari Voiotias, |* Xuét xwéng thuéc vé triing va thuéc khong vé tring 2020 Medicines (EOF),
Pharmaceutical ~ |32009, Greece *Bong goi: . . . Greece
Company Societe +Dong goi so cap: bao gom ca vién nang mém 8 g
Anonyme RGN D et v banch hoa 5|8
(* Cach vidt khac: Kiém tra chat lwgng: Vi sinh (thudc vo trung, thude khdng vo triing), hoa ly/vat ly 007 ,‘\?
One Pharma S 8
Industrial
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., * Thudc v6 tring chira khang sinh nhém cephalosporins, carbapenems: EU-GMP (70779/2-7- © — |National Organization for 6
Kamatero Attiki, 13451 + Thudc san xuét vo tring: thudc bot pha tiém. 2018 S N [Medicines (EOF),
Greece * Thubc khong vé triing chira khang sinh nhém cephalosporins, carbapenems: Vién nang cing; thudc bot pha hdn dich, vién nén; vién nén bao phim. N N |Greece
(Cach ghi khac: 23 Gounari 8 uo?
& Areos Str., 13451, ® g
Kamateroi. Greece) _
1620 Remedina S.A. 23 Gounari & Areos Str., * Thudc vé trung chira khang sinh nhém cephalosporins, carbapenems: EU-GMP [17461/23-3- - < National Organization for| 18
Kamatero Attiki, 13451 + Thudc san xuét vo trung: thubc bot pha tiém. 2021 o & [Medicines (EOF),
Greece * Thubc khong vé triing chira khang sinh nhém cephalosporins, carbapenems: Vién nang cing; thudc bot pha hdn dich, vién nén; vién nén bao phim. N N |Greece
(* Cach ghi khac: 23 Gounari 8 8
& Areos Str., 13451, & 3
Kamatergi _Greece)
GR-006 » PHARMATHEN INTERNATIONAL SA » Industrial Park Sapes Rodopi Perfecture, Block No 5, Rodopi, 69300, Greece
159 PHARMATHEN Industrial Park Sapes Rodopi|* Thubc vé trung: EU-GMP 82818/ 1-8- © — [National Organization for| 6
INTERNATIONAL |Prefecture, Block No 5, + Thubc san xuét vo trung: hdn dich tiém thé tich nhé; thudc bot pha tiém. 2018 b= N |Medicines (EOF),
SA Rodopi, 69300, Greece * Thuébc khong vé tring: Vién nang ctng;vién nang giai phong kéo dai; vién nén; vién nén bao phim. Qq N |Greece
Céch viét khac: Sapes * Pong goi so c&p: vién nang mém. %? ﬁl
industrial park, Block 5, * Duoc chat khdng vé trung: Cholecalciferol Concentrate K9 5
Rodopi. GR-69300-Greece _
1932 |PHARMATHEN Industrial Park Sapes Rodopi|* Thudc vé tring: EU-GMP (2139/11-1- National Organization for| 22
INTERNATIONAL |Prefecture, Block No 5, + Thubc san xuét vo trung: hdn dich tiém thé tich nhé; thudc bot pha tiém. 2022 ~ < |Medicines (EOF),
SA Rodopi, 69300, Greece + Xuét xudng S S |Greece
Céch viét khac: Sapes * Thudc khong vé triing: Vién nang clrng;vién nang giai phong kéo dai; vién nén; vién nén bao phim. N N
industrial park, Block 5, * Pong goi so c&p: vién nang clrng; vién nang mém; vién nén. 8. g.
Rodopi, GR-69300-Greece |* Dong goi thir cap. -] 3
* Duoc chét khdng vé tring: Cholecalciferol Concentrate
* Kidm tra chAt livong
GR-007 » Rafarm SA » Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki, TK 19002, TO 37, Greece
387 Rafarm SA Thesi Pousi-Xatzi Agiou * Thuép Vo trung: EU-GMP |82820/2-7- © o |National Organization for| 8
Louka, Paiania Attiki, TK + Thubc san xuét vé tring: Dang I6ng thé tich nhd. 2018 S S Medicines (EOF),
19002, TO 37, Greece + Thuéc tiét tring cuéi: Dang 16ng thé tich nho. Ry & |creece
* Thudc khdng vé triing: Vién nang ctrng; thuéc 16ng diing ngoai; thudc 18ng udng; thuéc ban ran (thuéc kem, mé, gel); vién nén, vién nén bao phim; dang <Q -
bao ché rén khac (thudc bot, cm). = b
1803 |Rafarm SA Thesi Pousi-Xatzi Agiou * Thuép v6 triing: EU-GMP |72553/23-7- | < < |National Organization for| 20
Louka, Paiania Attiki, TK + Thubc san xut v6 tring: Dang I6ng thé tich nhd. 2021 S S |Medicines (EOF),
19002, TO 37, Greece + Thubc tiét trang cudi: Dang léng thé tich nho. Ry & |creece
* Thudc khong vé triing: Vién nang cteng; thuéc 16ng diing ngoai; thudc 18ng udng; thuéc ban ran (thuéc kem, mé, gel); vién nén, vién nén bao phim; dang Q Q
bao ché rén khac (thuéc bot, cém). S S
GR-008 » Cooper S.A. » 64 Aristovoulou str., Athens, 11853, Greece
160 Cooper S.A. 64 Aristovoulou str., Athens, [* Thuoc vé tring: ) i ) ) ) EU-GMP |39834/13-4- © — [National Organization for| 6
11853, Greece + Thubc san xuét vé tring: Dung dich thudc tiém thé tich nhé;dung dich thuéc nhé mét, dung dich thubc nhé mdi, thuéc bot pha tiém chiva khang sinh 2018 S S Medicines (EOF),
nhom penicillins; 3 E Greece
+ Thudc tiét trang cudi: Dung dich thudc tiém thé tich Ion; Dung dich thudc tiém thé tich nhé. < Q
* Thudc khdng vé tring: dung dich thuc udng, dung dich thut truc trang. 8 e
1076  |Cooper S.A. 64 Aristovoulou str., Athens, [* Thuoc v6 tring: ) i ) ) ) EU-GMP (45232/22-4- o o |National Organization for| 13
(Cach ghi khac: 11853, Greece + Thubc san xuét vé tring: Dung dich thudc tiém thé tich nhé;dung dich thuéc nhé mét, dung dich thubc nhé mdi, thuéc bot pha tiém chiva khang sinh 2020 § § Medicines (EOF),
Cooper S.A nhém penicillins; . ) . . N N & |Greece
Pharmaceuticals) + Thudc tiét tring cudi: Dung dich thuoc tiém thé tich Ién; Dung dich thudc tiém thé tich nhé. < Q
* Thubc khong vé tring: dung dich thudc udng, dung dich thut tryc 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.O. BOX 3012 Larisa * Thudc khong vé triing: Vién nang clrng; vién nén; vién nén bao phim. EU-GMP (18128, o — |National Organization for| 8
Medical and Industrial Area, Larisa, 21799/1-3- § § Medicines (EOF),
Pharmaceutical 41004, Greece 2019 o) ~ |Greece
Products S.A. z 3
o o
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1859 Rontis Hellas P.O. BOX 3012 Larisa * Thuoc khong vé trung: EU-GMP [107887/30- National Organization for| 21
Medical and Industrial Area, Larisa, + Vién nang cing; vién nén; vién nén bao phim. 11-2021 N S [Medicines (EOF),
Pharmaceutical ~ |41004, Greece + Ching nhén 16 & & |Greece
Products S.A. "Bonggoi: ) L ) & =

+ Bong goi so cap: Vién nang ctrng; vién nén; vién nén bao phim. & 4
+ Bong goi thr cap: A o
*Kiém tra chat ivong

GR-010 » Elpen Pharmaceutic Co.,Inc » Marathonos Ave. 95, Pikermi Attiki, 19009, Greece

287 Elpen Marathonos Ave. 95, Pikermi [* Thudc vé trung: EU-GMP (100686/10-8; National Organization for| 7
Pharmaceutical Attiki, 19009, Greece. + Thubc san xuét vé trung: Thudc dong khé; dung dich thé tich nho. 2019 . «~ |Medicines (EOF),

Co.,Inc (Cach viet khac: 95 + Thudc tiét trung cudi: Dung dich thé tich 16n; dung dich thé tich nho. ‘ ) i S S |Greece
Marathonos Ave., 190 09 * Thudc khong vo tring: Vién nang cirng; thudc uong dang 16ng; vién nén, vién nén bao phim (bao gom ca thudc chira khang sinh nhém Penicillin); thuoe N N
Pikermi, Attica, Greece) bét, thubc cém (bao gdm ca thubc chira khang sinh nhém Penicillin). 3 &
*Pong goi so' cap: Vién nang cirng; thudc ubng dang 1dng; vién nén, vién nén bao phim (bao gdm ca thuéc chira khang sinh nhom Penicillin); thuéc bot, R' ;'
thudc cdm (bao gém ca thudc chira khang sinh nhém Penicillin).
> Dona adithiy can
GR-011 » Famar A.V.E Alimos Plant » Agiou Dimitriou 63, Alimos Attiki, 17456, Greece

288 Famar A.V.E Agiou Dimitriou 63, Alimos  [* Thudc san xuét vé tring va thudc tiét tring cudi: Dung dich thé tich nhd EU-GMP (70002/4-8- ~ — [National Organization for| 7
Alimos Plant 63,  |Attiki, 17456, Greece * Thubc khong vé tring: Dung dich uéng; 2017 S S |Medicines (EOF),

AG. Dimitriou Str * Xuét xwdng thubc vé tring va khong vé tring Q & |creece
* Kiém tra chét lwong: vi sinh khdng vé tring; héa hoc/ vat ly. - -
3 o

404 Demo SA 21st Km National Road * Thuép v6 triing: EU-GMP |39803/1-4- National Organization for| 8
Pharmaceutical Athens - Lamia, Krioneri + Thubc s&n xuét vé tring: dung dich thé tich Ién; dung dich thé tich nhé; thuéc déng kho; thuéc rén va cay ghép chira khang sinh nhém Beta-lactam 2020 Medicines (EOF),

Industry Attiki, 14568, Greece (Cephalosporins, Carbacephems, Carbapenems). Greece

(Céch ghi khac: 21st km + Thuéc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich nhé. S i

National Road Athens - * Thubc khong vé tring: thude ding ngoai dang 16ng; thudc udng dang long. IS IS

Lamia, 14568 Krioneri, < &

Greece / 21st km National 2 g

Road Athens - Lamia, 14568 N N

Krioneri, Athens, Greece /

21st km National Road

Athone .| amia 14BA: i _ _ _ — § _ __

1804 |Famar A.V.E Agiou Dimitriou 63 str., * Thudc san xuat vé trung va thudc tiét trung cudi: Dung dich thé tich nhd EU-GMP |38515/26-4- | < < |National Organization for| 20

Alimos Plant Alimos Attiki, 17456, Greece |* Thudc khéng v triing: Dung dich udng; 2021 S S |Medicines (EOF),
* Xuét xwdng thudc v tring va khdng vé tring 2 2 Greece
* Kiém tra chét lwgng: vi sinh khdng vo tring; héa hoc/ vat ly. =] =]
g | &
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 for| 7
15351 Greece (hoac 6 + Thubc san xuét vé trung: dung dich thé tich Ion, dung dich thé tich nhd 2019 . «~ |Medicines (EOF),
Dervenakion street, Pallini, + Thuﬁc tiét tring cudi: dung dich thé tich Ion, dung dich thé tich nho ) b g Greece
Athens, GR-15351, Greece) |* Thudc khdng vo tring: Vién nang cteng, Vién nén, vién nén bao phim; Thudc diing ngoai dang 16ng; Vién nén nhai. Qq R
* Xuét xwdng: thube vé trung, thubc khong vé tring, thudce sinh hoc (san phdm chiét xuét tir nguoi hodc dong vat); 3 S
*Pong goi so' c&p: bao gém ca vién nang mém; é 8'
*Poéng goi thir cap
* Kiém tra chat ivona: vi sinh khéna vé triina vi sinh va triing _hda hoc/ vat IV
1933 Pharmathen SA Dervenakion 6, Pallini Attiki, |* Thuoc yé trang: ] EU-GMP [141425/21- National Organization for| 22
15351 Greece (hoac 6 + Thudc sén xuat vo tring: dung dicrxl thé tich Ién, dung dicrxl thé tich nho 12-2021 ~ <« |Medicines (EOF),
Dervenakion street, Pallini, + Thudc tiét trang cudi: dung dich thé tich Ién, dung dich thé tich nhé ) o S |Greece
Athens, GR-15351, Greece) |* Thuoc khong vé trung: Vién nang cieng, Vién nén, vién nén bao phim; Thudc dung ngoai dang léng; Vién nén nhai. ) )
* Xut xwdng: thube vo tring, thude khdng vé tring, thudc sinh hoc (san phdm chiét xuét tir ngudi hodc dong vat); S =
*Poéng goi so' c&p: bao goém ca vién nang mém; Q' U‘_'7
* Péng goi thir cap
* Kidm tra chAt lipona: Vi sinh (vA triing khana va trina): Hoa hoc / VALY
GR-013 » Boehringer Ingelheim Ellas A.E » 5th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece
443 Boehringer 5th km Paiania-Markopoulo, [* Thuéc khéng vé tring: vién nang ctrng; vién nén, vién nén bao phim. EU-GMP (24076/11-4- © — |National Organization for| 9
Ingelheim Ellas A.E|Koropi Attiki, 19400, Greece |* Thubc dwoc lidu. 2018 é § Medicines (EOF),
(Cach ghi khac: 5th km 4 & |Greece
Paiania-Markopoulo, 19400 S -
Koropi, Greece) 5 &
GR-014 » Medicair Bioscience Laboratories S.A » 61st km National road Athinon - Lamias, Sximatari Viotias, 32009, Greece

464 Medicair 61st km National road * Thudc khong vé triing: Vién nang clrng, thudc dung ngoai dang 16ng, thudc ubng dang I6ng, thudc xit (pressurised preparations), thuéc ban ran, vién nén | EU-GMP [51579/3-5- o — [National Organization for| 9
Bioscience Athinon - Lamias, Sximatari 2019 & é § Medicines (EOF),
Laboratories S.A | Viotias, 32009, Greece 69818/6-6- & < |Greece

- S
2019 N &
S -

1860 |Medicair 61st km National road * Thudc khong vé triing: Vién nang ctrng, thudc dung ngoai dang 16ng, thudc udng dang I6ng, thudc xit (pressurised preparations), thuéc ban ran, vién nén | EU GMP [64740/30-07] < » [National Organization for| 21
Bioscience Athinon - Lamias, Sximatari 2021 S | § [Medicines (EOF),
Laboratories S.A |Viotias, 32009, Greece = i |Greece

8 | &
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GR-016 » Kleva Pharmaceuticals S.A. » Parnithos Ave. 189, Acharnai Attiki, 13675, Greece

446 Kleva Parnithos Ave. 189, Acharnai[* Thudc vé triing: EU-GMP |112137, o — |National Organization for| 9
Pharmaceuticals |Attiki, 13675, Greece + Thudc san xut vo trung Dung dich thé tich Ién; Dung dich thé tich nhd (bao gdm ca thudc chira hormon, ngoai trir hormon sinh duc). 119180/4-12. é § Medicines (EOF),

S.A. + Thuéc tiét tring cudi: Dung dich thé tich Ién; dung dich thé tich nhd (bao gom ca thubc chira hormon, ngoal trlr hormon sinh duc). 2018 X o |Greece
* Thudc khong vé triing: Vién nang clrng; thudc dung ngoai dang 16ng; thuéc ubng dang I6ng; thudc ban rén (gel chira hormon, ngoai trir hormon sinh dyc); Q <
vién nén. © 8

1262 Kleva Parnithos Ave. 189, Acharnai[* Thudc Yé trang: ] . X ] EU-GMP |70180/5-8- o o |National Organization for| 15
Pharmaceuticals |Attiki, 13675, Greece + Thuc}c san xuat vo grUng: Dung dich thé tich Ién; Dung dicp thé tich nhd (ba]o goém cé'thuéc chtra hormon, ngoai trlr hormon sinh duc). 2020 % % Medicines (EOF),

S.A. + Thuéc tiét tring cudi: Dung dich thé tich Ién; dung dich thé tich nhd (bao gdm ca thuéc chira hormon, ngoai trir hormon sinh dyc). & & |Greece
* Thubc khong vé triing: Vién nang ctrng; thudc dung ngoai dang 16ng; thudc ubng dang Idng; thudc ban rén (gel chira hormon, ngoai trir hormon sinh dyc); < =]
vién nén. e L
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 - [*Thuéc vé trung: ] EU-GMP |62713/23-4- | , «~ |National Organization for( 10
Lamia, Schimatari Viotias, |+ Thudc san xuét vo tring: thubc dong kho; dung dich thé tich nhé; thudc dang rén va ciy ghép (bao gdm ca thudc chira khang sinh nhém cephalosporins 2019 S & |Medicines (EOF),
32009, Greece (cach ghi va carbapenem). R Y |Greece
khac: Sximatari Viotias, + Thudc tiét trang cudi: dung dich thé tich nhg; dung dich thé tich Ion. '5. ﬁl
32009- Greece) * Thubc khong vé triing: vién nang cing; thubc ubng dang I6ng, thubc ding ngoai dang 18ng, thuéc ban ran; vién nén, vién bao phim (bao gdm ca thubc s b
chira khang sinh nhom cephalosporins va carbapenem)
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 National Road 1, [* Thubc v6 tring: EU-GMP |104817/17- | o » |National Organization for| 13
Tsetis Building A and Building B, + Thuﬁp san xuat vo tn"L‘mg: Dung dich'thé tich nho; ‘ ) . i . B 11-2020 g & [Medicines (EOF),
Pharmaceutical Kato Kifisia Attiki, 14564, + Thuoc tiét trung cudi: Dung dich thé tich nhé (bao gom thudc nhé mat, thude xit mii, thuoc dang syringe déng san); q N |Greece
Laboratories SA | Greece * Thubc khéng v trung: Vién nang cing; vién nang mém; thubc dung ngoai dang léng (bao gdm lotion); thubc ubng dang Iéng (si r6, hén dich, thude nhé - uo?

giot); thudc bot udng (bao gom thude bot sti bot, si ré khd); dang bao ché ban ran (kem, gel, m&); thudc dan; vién nén (bao gom vién nén sui bot, vién nén o =]
bao. vién nhai. vién naam).

1377  |Uni-Pharma Kleon [14th km National Road 1, [* Thudc v6 tring: EU-GMP 125320/ 7- o « |National Organization for| 16
Tsetis Building A and Building B, + Thudc san xuét vo tring: Dung dich thé tich nhg; 12-2020 g & [Medicines (EOF),
Pharmaceutical  |Kato Kifisia Attiki, 14564, + Thudc tiét tring cudi: Dung dich thé tich nhé (bao gbm thuéc nhé mét, thudc xit mi, thuéc dang syringe déng sén); <\,l Y |Greece
Laboratories SA Greece * Thubc khong vé trung \/|en nang cwng vién nang mém; thudc diing ngoai dang Iong (bao gdm lotion); thudc uong dang léng (dung dlch si ro, hén dich, ﬁl ‘9'

thudc nho glot) thuoc bot uong (bao gom thudc bot stii bot, si rd khd); dang bao ché ban ran (kem, gel, m&); thuéc dan; vién nén (bao gdm vién nén sui I 8
bot _vié ),
GR-020 » Genepharm AE / Genepharm SA » 18th km Marathonos Ave, Pallini Attiki, 15351, Greece
625 Genepharm AE /  [18th km Marathonos Ave, * Thubc vé trung: EU-GMP |30207/6-3- o o |National Organization for| 10
Genepharm SA Pallini Attiki, 15351, Greece + Thubc sén xuét v6 trang: Dung dich thé tich nho. 2020 § § Medicines (EOF),
+ Thudc tiét trung cudi: Dung dich thé tich nhd. 4 & |Greece
* Thudc khong vé trung: Vién nang clrng; vién nén, vién nén bao phim, vién nén phan tan. < -
el
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 o |National Organization for| 11
D Stefanos, Patra, Axaia, + Thudc san xuét vo tring: thudc dang ran va thuéc cay ghép chira khang sinh nhém Cephalosporins. B ) 2019 § § Medicines (EOF),
25018, Greece * Thubc khong vé triing chira khang sinh nhém Cephalosporins: vién nang cirng, vién nén, vién nén bao phim, bdt pha hén dich uéng. & & |Greece
o -~
g | =
o ™
GR-022 » Vianex S.A. - Plant A » 12km National Road Athinon-Lamias, Metamorfosi Attiki, 14451, Greece
767 Vianex S.A - Plant |[12km National Road Athinon-|* Thuéc vé tring: EU-GMP |73120/25-8- ~ o |National Organization for| 11
A Lamias, Metamorfosi Attiki, + Thubc san xuét vo trung dung dich thé tich 1&n; dung dich thé tich nhé. 2017 § § Medicines (EOF),
14451, Greece + Thudc tiét tring cubi: dung dich thé tich Ion; dung dich thé tich nhd. & ~  |Greece
* Thubc khong vé tring: thube uong dang 16ng; dang bao ché ban rén. < <Q
* Pong géi so cip: dang bao ché ran khac. o g
1378 Vianex S.A - Plant |12km National Road Athinon-[* Thuéc vé tring: EU-GMP |24095/5-3- - < National Organization for| 16
A Lamias, Metamorfosi Attiki, + Thudc sén xuét v6 trung: dung dich thé tich I6n; dung dich thé tich nho. 2021 8 S |Medicines (EOF),
14451, Greece + Thudc tiét tring cudi: dung dich thé tich Ién; dung dich thé tich nhé. q Y |Greece
* Thubc khong vé tring: thube udng dang 16ng; thude ban ran. E;.’ S
* Xuét xwdng thudc vé tring va khdng vé tring. ] ©
* Péng gdi so cAo: thude udng dang 1ang: thude ban rin: dang bao ché rin khac
GR-023 » Vianex S.A. - Plant B » 15th km Marathonos Avenue, Pallini Attiki, 15351, Greece
950 Vianex S.A. - Plant [15th km Marathonos Avenue,[* Thudc khéng vé tring: vién nang clrng; vién nén; vién nén bao phim, vién nén bao duéng. EU-GMP |119711/8-10{ o o |National Organization for| 12
B Pallini Attiki, 15351, Greece. |* Xuat xuéng thufﬁc khéng v6 trung; 2019 § § Medicines (EOF),
* Bong goi thr cap @b & |Greece
* Kiém tra chét lwgng: phép thir vi sinh khong vo tring, héa hoc/ vat ly. Q <
- | 8
GR-024 » BROS EMNE / BROS LTD » MaAfvng 15 & Auyng / Galinis 15 & Avgis, Néa Kngioid AtTikig / Nea Kifisia Attiki, 14564, Greece
1078 |BROSLTD Galinis 15 & Avgis, Nea * Thudc vé trung: . EU-GMP [106493/20- o o |National Organization for| 13
Kifisia Attiki, 14564, Greece |+ Thubc sén xuét vo trung: Dung dich thé tich nhé; Thubc dang rén va cdy ghép chiva khang sinh nhém Cephalosporin. ’ ) ) 10-2020 § § Medicines (EOF),
* Thudc khong vé trung: Vién nang cirng; Thudc ding ngoai dang 16ng; Thudc diing trong dang I6ng; Thudc bot pha hdn dich udng; Thude dang ban ran Sig/bis iy < |Greece
(kem, gel, m&); Vién nén, vién nén bao phim. \ -
&8
GR-025 » GALENICA PHARMACEUTICAL INDUSTRY S.A. » 3rd km Old National Road Chalkida - Athens, Glifa Chalkida Eubia, 34100, Greece
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1189 GALENICA 3rd km Old National Road * Thudc vo trung: EU-GMP |53222/24-4- o o [National Organization for| 14
PHARMACEUTICA|Chalkida - Athens, Glifa + Thubc san xuét vé tring: Dung dich thé tich nho. 2019 S S [Medicines (EOF),
L INDUSTRY S.A. |Chalkida Eubia, 34100, + Thudc tiét tring cudi: Dung dich thé tich nho. ) . ) > & |creece
Greece * Thudc khong vo tring: Vién nang cirng; Thuoc uong dang 16ng; Thuoc dang ban ran (kem, m&); Thuoc dan; Vién nén. Q Q
3 | 8
GR-028 » Lavipharm AE/ Lavipharm SA » Agias Marinas str., Paiania Attiki, TO 59, 19002, Greece
1934  |Lavipharm AE/ Agias Marinas str., Paiania  [* Thudc khdng vé trung: Vién nang ctng, thudc ding ngoai dang I6ng, thudc udng dang 16ng, thudc dang ban ran (kem, m&, gel), thudc dét, vién nén, EU-GMP [106946/11- - « |National Organization for| 22
Lavipharm SA Attiki, TO 59, 19002, Greece |miéng dan ngoai da. 11-2021 § § Medicines (EOF),
+ Ching nhan 16 ) & & |Greece
*Pong goi so cap, déng géi thir cap. A\ <
* Kiém tra chat lvgng: Vi sinh, Hoally. N 2
HR-001 » JADRAN - GALENSKI LABORATORLUJ d. d. (JGL d.d.) » Svilno 20, Rijeka, 51000, Croatia
445 JADRAN - Svilno 20, 51000 Rijeka, * Thudc vo trang: EU-GMP [UP/I-530- © — |Agency for Medicinal 9
GALENSKI Croatia + Thubc san xuét vé tring: dung dich thé tich nho (thuéc nhé mét, thudc nhé mii va thube xit mi). 10/18-03/05;| S S |Products and Medical
LABORATORLU d. 381-10- S 3“, Devices (HALMED),
d. (JGLd.d.) 05/241-18- > z Croatia
10 o N
HR-002 » Belupo d.d (Belupo Inc.) » Ulica Danica 5, 48000 Koprivnica, Republika Hrvatska (Ulica Danica 5, 48000 Koprivnica, Republic of Croatia)
1621 Belupo d.d (Belupo |Ulica Danica 5, 48000 * Thubc vo tring: chirng nhén 16 EU-GMP |UP/I-530- Agency for Medicinal 18
Inc.) Koprivnica, Republika * S&n pham chiét xuét tlr ngudi hodc dong vat: chieng nhan 16. 10/17-03/20 ~ «— |Products and Medical
Hrvatska (Ulica Danica 5,  |* Thudc khong vé tring: Vién nang ctrng, thubc diing ngoai dang 1dng, thuéc udng (internal use) dang lang, thudc xit, thubc ban ran (kem, mé, gel), thuéc s N |Devices (HALMED),
48000 Koprivnica, Republic |dat, vién nén; thudc bét, thuéc cém pha hén dich uéng Y N lcroatia
of Croatia). * Thude duoc ligu = | ¢
* Pong goi so cp: cac dang bao ché cong bd va bao gdm ca vién nang mém Q 5
*Poéng goi thir cap
* Kidm tra chit ivonag
1935 |Belupo d.d (cach |Ulica Danica 5, 48000 * Thudg v6 trung: chirng nhan 16 EU-GMP [UP/I-530- Agency for Medicinal 22
ghi khac: Belupo ~ |Koprivnica, Republika * San ph&m chiét xuét tir ngudi hodc dong vat: chirng nhan 16. o ) ’ ) ’ 10/19-03/28;| o « |Products and Medical
Inc. hozc Belupo ~ [Hrvatska (Ulica Danica 5, * Thudc khong Vo tring: Vién nang cirng, thudc diing ngoai dang 16ng, thude udng (internal use) dang 16ng, thudc xit, thudc ban ran (kem, m&, gel), thude 381-10- S S  |Devices (HALMED),
Pharmaceuticals 48000 K_opnvmca, Republic gat, vLen nén; thAuoc bét, thudéc com pha hon dich udng. 05/322-20- E g Croatia
and Cosmetics of Croatia). Thudc dwoc Ile‘u. . i . R 09 S <
| ’ *Pong goi so cap: cac dang bao che cong bo va bao gom ca vién nang mem. Q -~
ncorporated) “D6 Y N Rl
6ng goi thir cap.
> Kiém fra chat ivong
HR-004 » Pliva Croatia Ltd (Pliva Hrvatska d.o.0.) » Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Republic of Croatia (hoac Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Republika Hrvatska)
1709 |Pliva Croatia Ltd  |Prilaz baruna Filipovi¢a 25, [* Thuéc khéng vé trung: Vién nang cing; thudc dang ban ran; vién nén, vién nén bao phim (bao gdm ca thudc chira hormon, chét déc té bao, hoat tinh EU-GMP |UP/1-530- Agency for Medicinal 19
(Pliva Hrvatska 10000 Zagreb, Republic of |cao); thubc bot pha hén dich ubng, thubc cém pha hén dich udng; thuéc bt udng. 10/19-03/12;| @ [Products and Medical
d.0.0.) Croatia * Xuét xudng thubc khong vé trang. ) ‘ ) ' ) 381-10- S S |Devices (HALMED),
(hodc Prilaz baruna Filipovi¢a|* DL:)ng gbi so c?p: Vién nang Cl}'r]g; tr'luéc dang ban réni vién né'n, vién r]én bao phim (bao gém cé thudc chira hormon, chat ddc té bao, hoat tinh cao); 05/241-19- é ‘(ﬁ Croatia
25, 10000 Zagreb, Republika |thudc bdt pha hép dich uérjg, thude 96m pha hon dich u@ng; thu@c b6t udng. 07 & <
Hrvatska) *Pong goi thir cap (bao gom ca thude chiva hormon, chat doc té bao, hoat tinh cao). S ©
* Kiém tra chAt lrong: Vi sinh (khang va tring): Haa hoc/V/At I
HU-001 » Chemical Works of Gedeon Richter Plc. (Gedeon Richter Plc.) » Gyomréi ut 19-21., Budapest, 1103, Hungary
161 Chemical Works of [Gyémréi Gt 19-21., Budapest,[* Thudc Yé trang: ] - X i X i ] . EU-GMP [OGYEI/9446 National Institute of 6
Gedeon Richter 1103, Hungary + Thuc}c san xuat vo grUng: Dung dich thé tich Ién; Dung dicrj va hon dich thé tich nho; Thude dong kho (bao gom ca thudc ¢ chira chat kim té bao). 6/2019 (2] N |Pharmacy and Nutrition
Plc. (Gedeon + Thudc tiét tring cudi: Dung dich thé tich Ion; Dung dich thé tich nhé. 14 & |(OGYEI), Hungary
Richter Pic.) * Thuéc khéng v trung: Vién nang cing; thubc dung ngoai dang I6ng; thubc ubng dang Iéng; thudc bot va thude cém; vién nén, vién bao (bao gém ca g‘ ﬁl
thuﬁc'ch\}'a hormon), dang bao ché ban ran. . i ‘ ) s -
* Thube sinh hoc: San phdm céng nghé sinh hoc; san pham chiét co ngudn gbc tir ngwdi hodc dong vat. - @
* Divaye chAt sinh hac
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, [* Thudc khéng vé trung: vién nang cirng; thudc bot, thudc com; 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 S S
(Veresegyhaz site) <+ &
[Cach ghi khac: s T
CHINOIN @ s
Pharmaceutical
and Chemical
Works Private Co.
Ltd. (CHINOIN
Private Co. Ltd.)]
HU-004 » CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., Site 3 » Csanyikvolgy, Miskolc, 3510, Hungary
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 78 /202 23-06-2022




ID CHONG | TEN CO SO SAN - i ] NGUYEN | GIAY CH. |nGAy [ N6AY ) POl
CHI XUAT DIA CHI PHAM VI CHUNG NHAN TACGMP| NHAN e I}{{i; CO QUAN CAP cggc
290 CHINOIN Csanyikvolgy, Miskolc, 3510, |* Thudc vo trung: EU-GMP [OGYEI/3882 National Institute of 7

Pharmaceutical Hungary + Thubc sén xuét vo trung: Dung dich thé tich nho. 9-2/2019 Pharmacy and Nutrition
and Chemical + Thuéc tiét tring cudi: Dung dich thé tich nho. ) = & |(OGYEI), Hungary
Works Private Co. * Thuéc sinh hoc: San phadm mién dich; San pham tach chiét tr ngudi hodic dong vat. g' g'

Ltd. (CHINOIN 8 5

Private Co. Ltd.), ﬁ' ;'é

Site 3

(Csanyikvolgy site)

1710 CHINOIN Csanyikvolgy, Miskolc, 3510, |* Thuoc yc’) trang: ] EU-GMP [OGYEI/2943 National Institute of 19
Pharmaceutical Hungary. + Thubc san xuat vé tring: Dung dich thé tich nho. 7-2/2021 Pharmacy and Nutrition
and Chemical (* Céch ghi khac: 3510 + Thudc tiét tring cudi: Dung dich thé tich nhd. (OGYEI), Hungary
Works Private Co. |Miskolc, Csanyikvolgy, * Xuét xwdng thubc véo trung
Ltd. (CHINOIN Hungary) * Thqoc 5|Vnh hoc: 'San pham mlén diCP; San phérp tach chiét tir ngwoi hoac dong vat.

Private Co. Ltd.) * XL’lét xu"qng'thu‘éc sinh hoc: S&n pham tach chiét tir ngudi hodc dong vat.

. ’ *Pong géi thir cap.

Ste3 * Kidm tra chat luong: Vi sinh (v8 tring; khéng vé triing); Héa hoc/Vat ly.

(Csanyikvolgy site)

(* Cac cach ghi - )

khac: S S

Phemacou 2|8
utical & 2

and Chemical © N

Works Private Co.

Ltd. (CHINOIN

Private Co. Ltd.).

- CHINOIN

Pharmaceutical

and Chemical

Works Private Co.

Ltd.)

HU-005 » Institute of Isotopes Co. Ltd. » Konkoly Thege M. u. 29-33., Budapest, 1121, Hungary

376 1zotop Intézet Konkoly Thege M. u. 29-33., [* Thuéc vo tring: EU-GMP |OGYEI/1536 National Institute of 8
Kutato, Fejleszts, Budapest, 1121, Hungary + Thudc san xuét vé trung: Dung dich thé tich nhé (chtra thuéc phong xa); Kit danh dau phéng xa. 6/2019 Pharmacy and Nutrition
Termeld és + Thubc tiét tring cudi: Dung dich thé tich nhé (chra thudc phong xa); Kit danh dau phong xa. ) N |(0GYE, Hungary
Szolgaltatd * Thudc khéng vé tring: Vién nang cirng (chiva thude phéng xa); Binh phat hat nhan phéng xa (radionuclide generators). 8. 8.

Korlatolt 8 | ¢
Felel6ségu - b
Tarsasag (Izotép
Intézet

HU-006 » Béres Pharmaceuticals Private Limited Company » Nagysandor Jézsef u. 39., Szolnok, 5005, Hungary

344 Béres Nagysandor Jozsef u. 39., [* Thudc khong vé triing: Vién nang ctrng; thube diing ngoai dang 16ng; thubc udng dang 16ng; thudc bot, thudc cdm; vién nén, vién nén bao phim, EU-GMP [OGYELI/4923 National Institute of 8
Pharmaceuticals  |Szolnok, 5005, Hungary * Thubc duoc ligu. 9-6/2019 I Q  [Pharmacy and Nutrition
Private Limited S & |(0GYEl, Hungary
Company (Béres S 3
Pharmaceuticals g’ g’

Ltd.)
HU-007 » Egis Pharmaceuticals Plc. » Bokényfoldi at 118-120., Budapest, 1165, Hungary

348 Egis Bokényfoldi at 118-120., * Thude Vo trung: EU-GMP |OGYEI/3973 National Institute of 8
Pharmaceuticals |Budapest, 1165, Hungary + Thubc s@n xuét vé tring: Dung dich thé tich nhé. 6/2019 Pharmacy and Nutrition
Plc. (* Cach viét khac: + Thubc tiét tring cudi: Dung dich thé tich nho. L ) N |(0GYE, Hungary
(* Cach viét khac: |- 1165 Budapest, Bokenyféldif* Thuoc khong v trang: Vién nang ctrng; thudc bét, thude com; vién nén, vién nén bao phim. S S
Egis at. 118-120., Hungary * Xuét xwdng thudc vo trung, thudce khong vo trung thuéc cong nghé sinh hoc <O'r ﬁl
Pharmaceuticals - Ifroducfion site of *Pong goi so cap thuéc khéng vé triing: bao gdm cac dang thubc trén va thubc déc té bao, thudc cong nghé sinh hoc. Py <

! . by
Private Limited Bokeényfold; H-1165 *Béng géi thir cép A e °
Budapest, Békényfoldi ut 118{* Kiém tra chat lwgng: khéng bao gom thir nghiém vé trung.
Company) 420 Hinoan
HU-008 » Egis Pharmaceuticals Plc Site 3. » Matyas kiraly ut 65., Kérmend, 9900, Hungary

350 Egis Matyas kiraly ut 65., * Thudc khong vé triing: Vién nang cung; thudc duing ngoai dang I6ng; thuéc uéng dang 16ng; thudc bét, thubc cém; thudc phun mu bao gém ca khang sinh| EU-GMP [OGYEI/2087 National Institute of 8
Pharmaceuticals ~ [Kérmend, 9900, Hungary.  |va thudc bot hit; - dang bao ché ban rén; thubc dan; vién nén, vién nén bao phim (bao gdm ca thude chira chat kim té bao). 7-7/2018 Pharmacy and Nutrition
Plc Site 3. (Cach viét khac: *Dong géi so cép: cac dang thudce trén khong bao goém thuée phun mu; bao gdm ca vién nang ciing chira chét doc té bao. ® & |(OGYEI), Hungary
(Céch vidt khac: - 9900, Kérmend, Matyas S S
Egis kiraly u. 65., Hungary; B‘ g‘

Pharmaceuticals |- Producti?n site of K’ijrmend, & <
Private Limited H»S?QOO Kérmend, Matyas o ™
kiraly u 65, Hungary)
Company)
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1622  |Egis Matyas kiraly ut 65., * Thuoc khong vé trung: Vién nang cirng; thuoc ding ngoai dang 16ng; thudc uong dang Idng; thudc bét, thude com; thude phun mu bao gom ca khang sinh| EU-GMP |OGYEI/1015 National Institute of 18
Pharmaceuticals  |Kérmend, 9900, Hungary.  |va thuéc bét hit; dang bao ché ban ran; thuéc dan; vién nén, vién nén bao phim (bao gdm ca thudc chira chat kim té bao). 7-7/2021 Pharmacy and Nutrition
Plc Site 3. (* Céch viét khac: *Bong goi so cép: cac dang thubc trén khong bao gom thudc phun mu; bao gdm ca vién nang cing chira chat doc té bao. (OGYEI), Hungary
(* Cach viét khac: |- 9900, Kérmend, Matyas * Péng goi thir cap - <
Egis kiraly u. 65., Hungary; * Kiém tra chét lvong N N
Pharmaceuticals |- Production site of Kérmend, 5% <\,l
Private Limited H-9900 Kérmend, Méatyas 3 g

kiraly u 65, Hungar 0 ©
Company hodc Y gary) © N
Egis
Pharmaceuticak
PLC)
HU-009 » ExtractumPharma Co. Ltd. » IV. Korzet 6., Kunfehérto, 6413, Hungary
951 ExtractumPharma |IV. Korzet 6., Kunfehértd, * Thudc khong vé trung: vién nang ctrng; thuoc bot; thue com; vién nén; vién nén bao phim. EU-GMP [OGYEI/4512| o — |National Institute of 12
Co. Ltd. 6413, Hungary *Poéng goi so céP: céc dang thudc trén, bao gdm ca vién nang mém. 1-2/2020 § § Pharmacy and Nutrition,
* Bong goi ther cap. ] &  |Hungary
) -
o -
S ™
HU-010 » TEVA Gyégyszergyar Zrt. » Site1; Pallagi ut 13., Debrecen, 4042, Hungary

952 TEVA Site 1; Pallagi it 13., * Thudc khong vé tring: Vién nang cirng (bao gdm ca san pham c6 hoat tinh hormon); vién nang mém; thudc dung ngoai dang 1éng; thuéc udng dang 16ng;| EU-GMP |OGYEI/5987 National Institute of 12
Gyogyszergyar Zrt. |Debrecen, 4042, Hungary  |thuc vi nang va thuéc bot; thuée ban rén (bao gom ca san phdm co hoat tinh hormon); thudc dan; vién nén, vién nén bao phim (bao gém cé san pham co 4-2/2020 IS & |Pharmacy and Nutrition
(TEVA (Céch ghi khac: H-4042 hoat tinh hormon). I & |(0GYEI) Hungary
Pharmaceutical Debrecen, Pallagi Ut 13, é ‘tﬂ
Works Private Hungary) S P
Limited Company)

1711 TEVA Site1; Pallagi ut 13., * Thudc khong vé trung: X ‘ ] o i EU-GMP |OGYEI/1895 National Institute of 19
Gybgyszergyar Zrt. |[Debrecen, 4042, Hungary + Vién nang cting (bao gdm ca san phdm co hoat tinh hormon); vién nang mém; thuéc duing ngoai dang 1éng; thuéc udng dang I6ng; thudc vi nang va 3-8/2021 - <« |Pharmacy and Nutrition
(TEVA (Céch ghi khac: H-4042 thubc bot; thube ban rén (bao gdm ca san phdm c6 hoat tinh hormon); thuéc dan; vién nén, vién nén bao phim (bao gém ca san phdm c6 hoat tinh N N |(OGYEI) Hungary
Pharmaceutical Debrecen, Pallagi Ut 13, hormon). N N

FAR ~ <
Works Private Hungary) + Xuat xuéng 16. R R R . o < <
- * Ddng goi so cap: Vién nang cirng (bao gom ca san pham co hoat tinh hormon); vién nang mém; thudc diing ngoai dang 16ng; thuéc udng dang ldng; i S
Limited Company) % 5 ¢ 2 5 x X s 3 - o
thudc vi nang va thudc bot; thudc ban ran (bao gom ca san pham cé hoat tinh hormon); thudc dan; vién nén, vién nén bao phim (bao gom ca san pham cé
hoat tinh harman)
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-Radiopharma|[Site 1., Szamos u. 10-12,,  [* San xuét, xuat xwéng, déng géi thir cap thubc phong xa vé trung: EU-GMP |OGYEI/2913 National Institute of 11
Egészségiigyi Erd, 2030, Hungary + Thubc san xuét vo trung: Thudc dong khd; dung dich thé tich nho; Kit chdn doan Technetium. 4-6/2018 Pharmacy and Nutrition
Szervez6, + Thudc tiét tring cudi: Dung dich thé tich nhd; Kit chan doan Technetium. © S |(oGYED, Hungary
Tanacsado * Kiém tra chat lwong: hoa hoc/ vat ly. IS IS
Szolgaltaté és 8 ‘g.

Kereskedelmi S b
Kft./Medi-
Radiopharma Ltd.

1712 Medi- Site 1., Szamos u. 10-12.,  [* San xuét, xuat xwdng, déng goi thir cap thubc phdng xa vo tring: EU-GMP |OGYEI/4566 National Institute of 19
Radiopharma Erd, 2030, Hungary + Thubc san xuét vo tring: Thudc dong khd; dung dich thé tich nho; Kit chdn doan Technetium. 4-7/2021 Pharmacy and Nutrition
Egészségiigyi + Thudc tiét tring cudi: Dung dich thé tich nhd; Kit chan doan Technetium. S S |(oGYE, Hungary
Szervezd * Kiém tra chat lwong: hoa hoc/ vat ly. S S
Tanécsado, ] )

Szolgéltatd és © g
Kereskedelmi
Kft./Medi-

HU-013 » Meditop Pharmaceutical Ltd » Ady Endre u. 1., Pilisborosjeno, 2097, Hungary

1190  |Meditop Ady Endre u. 1., * Thude khdng vé trung: ] ] o ] ] o EU-GMP |OGYEI/3053| o o |National Institute of 14

Pharmaceutical Ltd|Pilisborosjeno, 2097, + Vién nang clrng; thuoc ding ngoai dang 16ng (chi xuat xwéng); thudc uong dang ldng (chi xuat xwdng); thuoc bét, thudc com; vién nén; vién nén bao 9-5/2020 % % Pharmacy and Nutrition
Hungary phim. o & |(OGYEI), Hungary
+ Xuat xwéng 16. Q Q
* Péng goi so’ cép: vién nang crng; thudc bdt; thuéc cdm; vién nén; vién nén bao phim. 8 S
ID-001 » PT. Tunggal Idaman Abdi » Hormon Plant 2 (Lantai 1); Jl.Jend.Ahmad Yani No 7, Rawamangun , Jakarta Timur, Indonesia
7 PT. Tunggal Hormon Plant 2 (Lantai 1);  [* Thudc tiém chira hormone giéi tinh va tranh thai thé tich nhé PIC/S- |4146/CPOB/| « o [National Agency for Drug| 1
Idaman Abdi JI.Jend.Ahmad Yani No 7, GMP  |A/IIV/14 § § and Food Control
Rawamangun , Jakarta < < |(NADFC), Indonesia
Timur , Indonesia < <
3 3
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 triing: Thudc ubng dang 1dng khéng chira khang sinh nhém beta-lactam PIC/S- |4501/CPOB/ o |National Agency for Drug| 2
Cikupa Tangerang 15710, GMP  |A/IX/15 S [and Food Control
Indonesia & |(NADFC), Indonesia
b
<]
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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 triing: Vién nén tranh thai va hormon sinh duc; Vién nén bao tranh thai va hormon sinh duc. PIC/S- |4991/CPOB/| ~ o |National Agency for Drug| 7
Bintaro - Jakarta Selatan, GMP  |ANVIIIT7 § % and Food Control
Indonesia b & |(NADFC), Indonesia
< <
el —
— ™
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 tring (tiét tring cudi va san xuét vé trung): dung dich thé tich nhé (bao gdm ca thudc chira khang sinh non-betalactam PIC/S- |[HK.02.06.IF/| « S National Agency for Drug| 18
INDUSTRI Tahap V, ?'0k B1B1, Desa GMP  |V/0077/2016 § S |and Food Control
FARMASI Jayamukti, Kecamatan & & |Republic of Indonesia
Cikarang Pusat, Kabupaten Q Q
Bekasi, Jawa Barat, - &
1713 |PT.ETHICA Kawasan Industri Jababeka [*Thudc vé tring (tiét trung cudi va san xuét vé trung; khéng bao gém thudc tranh thai, hormone sinh duc va thudc déc té bao): dung dich thé tich nhé (bao | PIC/S- [PW- National Agency for Drug| 19
INDUSTRI Tahap V, Blok B1B1, Desa  |gdm ca thudc chira khang sinh non-betalactam); GMP S.01.04.1.3. and Food Control
FARMASI (hogc ~ [Jayamukti, Kecamatan 331.05.21- Republic of Indonesia
PT. ETHICA Cikarang Pusat, Kabupaten 0023 S 3
INDUSTRI Bekasi, Jawa Barat, S S
Indonesia © ©
FF/’\TRQA‘;'AHS”CA (hodc Kawasan Industri ,OL ,OL
(PT. ) Jababeka Tahap V, Blok N N
B1B1, Kelurahan Jayamukti,
Kecamatan Cikarang Pusat,
Kabungtan Rglagi D, Hat-31
ID-005 » PT. Novell Pharmaceutical laboratories » JI. Wanaherang No.35, Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia
413 PT. Novell JI. Wanaherang No.35, * Thudc vo tring: Thudc tiét tring cudi va san xuat vo triing (bao gdm ca thude chira khang sinh non-beta lactam, khong bao gém thudc chira hormone PIC/S- |5100/CPOB/| o o [National Agency for Drug| 8
Pharmaceutical Tlajung Udik, Gunung Putri, [sinh duc, thuéc tranh thai, thudc kim té bao) : dung dich thé tich nh; GMP  |A/1/18 é % and Food Control
laboratories Bogor 16962, Indonesia = = |(NADFC), Indonesia
e | e
626 PT. Novell JI. Wanaherang No.35, * Thudc v6 trung tiét trang cudi: dung dich thé tich nhd (ampoule); EU-GMP [DE_BE_01_| o o |Co quan tham quyén 10
Pharmaceutical | Tlajung Udik, 16962 Gunung GMP2020_| & | § [Puc
laboratories Putri, Bogor, Indonesia 0017 & <
o —
< &
o ~—
1263 |PT. Novell JI. Wanaherang No.35, * Thudc v6 tring san xuat vo trung (bao gom ca thudc chira khang sinh non-beta lactam) : thudc déng kho pha tiém. PIC/S- |5517/CPOB/| o < |National Agency for Drug| 15
Pharmaceutical | Tlajung Udik, Gunung Putri, GMP  |A/IX/19 é % and Food Control
laboratories Bogor 16962, Indonesia & & |(NADFC), Indonesia
N =}
N ™
1264 |PT. Novell JI. Wanaherang No.35, * Thudc khong vo trung: vién nang cirng (bao gdm ca thubc chira khang sinh non-beta lactam, khéng bao gdm thudc chira hormone sinh duc, thudc tranh PIC/S- |5944/CPOB/| o o |National Agency for Drug| 15
Pharmaceutical | Tlajung Udik, Gunung Putri, [thai, thudc kim té béo) GMP  |AIXII/20 S | § [andFood Control
laboratories Bogor 16962, Indonesia & & |(NADFC), Indonesia
<} -
™ ™
1265 |PT. Novell JI. Wanaherang No.35, * Thuoc vé tring: i i _ ) ‘ i ' PIC/S- |[5515/CPOB/| o < |National Agency for Drug| 15
Pharmaceutical Tlajung Udik, Gunung Putri, + Thudc tiét trung cudi va san xuat vo trung (bao gom ca thudc chira khang sinh non-beta lactam, khéng bao gom thudc chira hormone sinh duc, thuoc GMP A/IX/19 ) S and Food Control
|aboratories Bogor 16962, Indonesia tranh thai, thuéc kim té bao) : dung dich thé tich nhé dén 100mL; S S (NADFC), Indonesia
+ Nh dich tiém thé tich nhd dén 100mL tiét trung cubi (khong bao gdm thudc chira khang sinh non-beta lactam, hormone sinh duc, thuéc tranh thai, Q 5
thudc kim t& bao). N 3
1266 PT. Novell JI. Wanaherang No.35, Thuoc khdng vo trung: vién nang mem. PIC/S- |5610/CPOB/ S Q National Agency for Drug| 15
Pharmaceutical | Tlajung Udik, Gunung Putri, GMP  |A/I/20 IS S [and Food Control
laboratories Bogor 16962, Indonesia = = |(NADFC), Indonesia
N O
o N
1267 |PT. Novell JI. Wanaherang No.35, * Thudc v6 tring san xuat vé triing (bao gdm ca thude chira khang sinh non-beta lactam, khéng bao goém thudc chira hormone sinh duc, thudc tranh thai, PIC/S- |[5518/CPOB/| o < |National Agency for Drug| 15
Pharmaceutical Tlajung Udik, Gunung Putri, |thudc kim té bao) : thuéc bét pha tiém. GMP  |ANX/19 é % and Food Control
laboratories Bogor 16962, Indonesia & & |(NADFC), Indonesia
N =}
N ™
1268 |PT. Novell JI. Wanaherang No.35, * Thudc khong vé triing: vién nén, vién nén bao phim (bao gdm ca thudc chira khang sinh non-beta lactam, khéng bao gom thudc chira hormone sinh duc, PIC/S- |[5943/CPOB/| o o |National Agency for Drug| 15
Pharmaceutical | Tlajung Udik, Gunung Putri, |thuéc tranh thai, thuéc kim té bao) GMP  |A/XIl/20 S | § [andFood Control
laboratories Bogor 16962, Indonesia & &  |(NADFC), Indonesia
<} -
™ ™
1269 PT. Novell JI. Wanaherang No.35, Thuoc khdng vo trung: thuoc dung ngoai dang long PIC/S- |5946/CPOB/ S Q National Agency for Drug| 15
Pharmaceutical | Tlajung Udik, Gunung Putri, GMP  |A/XII/20 IS S [and Food Control
laboratories Bogor 16962, Indonesia & &  |(NADFC), Indonesia
<} -
™ ™
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1270 |PT. Novell JI. Wanaherang No.35, * Thudc v6 trung  tiét trang cudi: dung dich thé tich 16n tr 100mL (bao gom ca thudc chira khang sinh non-beta lactam); nhi dich tiém thé tich Ion tir PIC/S- |5516/CPOB/| o < |National Agency for Drug| 15
Pharmaceutical | Tlajung Udik, Gunung Putri, |100mL; GMP  |A/IX/19 é § and Food Control
laboratories Bogor 16962, Indonesia & & |(NADFC), Indonesia
N <}
N ™
1271 PT. Novell JI. Wanaherang No.35, Thuoc khdng vo trung: vién nén, vién nén bao phim. EU-GMP [NL/H 19/ ) o |Health and Youth Care 15
Pharmaceutical Tlajung, Gunung Putri, Bogor 2009630 § § Inspectorate -
laboratories 16962, Indonesia o & |Pharmaceutical Affairs,
g g Netherlands
[ -
ID-006 » PT. Dexa Medica » JI. Jend. Bambang Utoyo No. 138 Palembang, Indonesia
769 PT. Dexa Medica [JI. Jend. Bambang Utoyo No.[* Thudc chira khang sinh nhém Cephalosporin: vién nén; vién nén bao phim; PIC/S- |B- o — |National Agency for Drug| 11
138 Palembang, Indonesia GMP  |ST.03.04.33 § § and Food Control
1.03.19.204 ) & [(NADFC), Indonesia
o o
0 & &
[ <]
770 PT. Dexa Medica [JI. Jend. Bambang Utoyo No.|* Thudc chira khang sinh nhém Cephalosporin: vién nang cting. PIC/S- |B- o — |National Agency for Drug| 11
138 Palembang, Indonesia GMP |ST.03.04.33 é § and Food Control
1.03.19.204 P & |(NADFC), Indonesia
1 < <Q
© N
N o
ID-008 » PT. Otto Pharmaceutical Industries » JI. Dr. Setiabudi Km 12, 1 Kab. Bandung Barat., Indonesia
1272 |PT.Otto JI. Dr. Setiabudi Km 12, 1 * Thuoc khéng vé tring (khong bao gom: thudc tranh thai, héc mén sinh duc, thude dc té bao, khang sinh beta lactam): Vién nén, vién nén bao phim (bao PIC/S- |[5356/CPOB/| o < |National Agency for Drug| 15
Pharmaceutical Kab. Bandung Barat., g6m ca khang sinh khong betalactam). GMP  |A/III19 § § and Food Control
Industries Indonesia 9 & |(NADFC), Indonesia
> &
[ <]
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 khong vé triing non-betalactam (khdng chira khang sinh, khéng bao gém thudc tranh thai, hormon sinh duc, doc t& bao): Vién nén, vién nén bao PIC/S- |4832/CPOB/| o — |National Agency for Drug| 12
Pasar Rebo, Jakarta Timur  [phim, vién bao dwdng, vién nén bao tan trong ruét GMP A/XI1/16 § § and Food Control
13760, Indonesia & «  [(NADFC), Indonesia
& I
- Y
954 PT. Merck Tbk JI. TB. Simatupang No.8 * Thudc khong vé tring: X i i PIC/S- |4833/CPOB/| «© — |National Agency for Drug| 12
Pasar Rebo, Jakarta Timur + Vién nang clrng non-betalactam (khdng chira khang sinh, khong bao gom thudc tranh thai, hormon sinh duc, doc té b ao). GMP A/XI/16 é § and Food Control
13760, Indonesia & «  [(NADFC), Indonesia
& I
- Y
1861 PT. Merck Tbk (Divisi Plant) JI. T.B. * Thudc khong vé tring: _ ) PIC/S- |PW- - «© |National Agency for Drug| 21
Simatupang No.8, Kelurahan| + Vién nén, vién nén bao phim, , vién bao dwdng, vién nén bao tan trong ruét (non-betalactam (khong chira khang sinh, khéng bao gom thuoc tranh GMP S.01.04.1.3. S & [and Food Control
Gedong, Kecamatan Pasar |thai, hormon sinh duc, déc té bao)). 331.09.21- q Y |(NADFC), Indonesia
Rebo, Kota Jakarta Timur, 0084 %? g.
Provinsi DKI Jakarta, s {
Indonesia _
1862 |PT. Merck Tbk (Divisi Plant) JI. T.B. * Thudc khéng vé trung: X i i PIC/S- |PW- - © |National Agency for Drug| 21
Simatupang No.8, Kelurahan| + Vién nang ctrng non-betalactam (khdng chira khang sinh, khéng bao gom thudc tranh thai, hormon sinh duc, dgc té bao). GMP S.01.04.1.3. o & [and Food Control
Gedong, Kecamatan Pasar 331.09.21- S & |(NADFC), Indonesia
Rebo, Kota Jakarta Timur, 0097 S -
Provinsi DKI Jakarta, s g
Indonesia
ID-010 » PT. Boehringer Ingelheim Indonesia » Jalan Lawang Gintung 89 Bogor - Indonesia
955 PT. Boehringer Jalan (hodc JL.) Lawang * Thuéc udng dang 18ng: siro, hén dich uéng. PIC/S- |4802/CPOB/| «© b National Agency for Drug| 12
Ingelheim Gintung 89 (hoac No. 89) GMP  |A/X/16 IS S [and Food Control
Indonesia Bogor — Indonesia S & |(NADFC), Indonesia
) I
N N
956 PT. Boehringer Jalan (hodc JI.) Lawang * Thuoc khong vé trung, khong chira khang sinh B-Lactam, thudc tranh thai, hormon sinh duc va chat kim té bao: vién nén; vién nén bao PIC/S |4801/CPOB/| « — |National Agency for Drug| 12
Ingelheim Gintung 89( hogc No. 89) GMP  |A/X/16 § § and Food Control
Indonesia Bogor, Indonesia & & |(NADFC), Indonesia
o] I
[ [
ID-011 » PT. Global Onkolab Farma » JI. Rawa Gatel Ill 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 Ill S Kav.36, |* Thuép vo tring: ] PIC/S- |5247/CPOB/| « |National Agency for Drug| 13
Onkolab Farma Kawasan, Industri + Thubc ung thw san xuét vé tring: Dung dich thé tich nhd; GMP  [A/XI1/18 S & [and Food Control
Pulogadung, Desa/Kelurahan|+ Thuéc ung thw tiét tring cui: Dung dich thé tich nhé. N S |(NADFC), Indonesia
Jatinegara, Kecamatan ﬁ' ﬁ'
Cakung, Kota Adm. Jakarta [t} (]
Timur Provinsi DKI Jakarta
ID-012 » PT. Tanabe Indonesia » JI. Rumah Sakit No. 104 Ujungberung Bandung 40612, Indonesia
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1191 PT. Tanabe J1. Rumah Sakit No. 104 * San xuat (bao gom ca dong goi so cap va dong goi thr cap): Vién nang crng; vién nang clrng giadi phong cham (Sustained release capsule) (tr» khang PIC/S- |[4337/CPOB/| w© o |Head of National Agency| 14
Indonesia Ujungberung Bandung sinh nhom betalactam, thuéc tranh thai, thuéc chira hormon sinh duc va chét kim té bao). GMP  |A/l/15 ) S |for Drug and Food
40612, Indonesia a 2 |control, Indonesia
S| 2 '
e e
1379 |PT. Mitsubishi J1. Rumah Sakit No. 104, RT[* San xuét (bao gdbm ca déng géi so' cap va dong goi thir cap; trr thudc tranh thai, thudc chira hormon sinh duc va chat kim t& bao): PIC/S- |[5513/CPOB/| o o |National Agency for Drug| 16
Tanabe Pharma 001 RW 005, Kel. + Vién nang ctvng (bao gdm ca khang sinh non-betalactam) GMP  |A/IX/19 S S and Food Control,
Indonesia Pakemitan, Kec. Cinambo, + Vién nang cirng giai phéng cham (Sustained release capsule) (khong bao gém khang sinh). g E Republic of Indonesia
Kota Bandung, Jawa Barat, S =]
Indonesia 8 ©
1380 |PT. Mitsubishi J1. Rumah Sakit No. 104, RT|* San xuat (bao gdm ca déng goi so cap va dong goi thir cap; trir khang sinh nhom betalactam, thudc tranh thai, thudc chira hormon sinh duc va chat kim PIC/S- |[5512/CPOB/| o v |Head of National Agency| 16
Tanabe Pharma  |001 RW 005, Kel. t€ bao): . GMP  |A/IX/19 § § for Drug and Food
Indonesia Pakemitan, Kec. Cinambo, + Vién nén (bao gom ca khang sinh non-betalactam) & & |Control, Indonesia
Kota Bandung, Jawa Barat, + Vién nén bao (bao gdm ca khang sinh non-betalactam) Q Q
Indonesia 8 °
ID-013 » PT. Rohto Laboratories Indonesia » JI. Raya Cimareme No.203 Padalarang, Kab. Bandung Barat - Jawa Barat, Indonesia
1192 |PT. Rohto JI. Raya Cimareme No0.203  [* Thudc khong vé triing (non betalactam): Thudc diing ngoai da dang 16ng (topical liquid). PIC/S- |5508/CPOB/| o < |National Agency for Drug| 14
Laboratories Padalarang, Kab. Bandung GMP  |A/IX/19 é § and Food Control
Indonesia Barat - Jawa Barat, & & |(NADFC), Indonesia
Indonesia Q \
® &
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 Thuoc khdng vo trung Non Betalactam: Vién nén, vién nén bao. PICS-GMP|4974/CPOB/| ~ o |National Agency for Drug| 16
Combiphar Padalarang, Cimahi, Jawa ANIAT S S [and Food Control
Barat, Indonesia g B- (NADFC), Indonesia
& &
o o
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 [Thudc vé tring Non Betalactam: Thudc tiém thé tich nho (san xuat vé tring; tiét trang cudi) PIC/S- |5137/CPOB/| o o |National Agency for Drug| 16
Pharmaceuticals I JI. Jababeka VI Blok J3 GMP  |A/VINI/20 § § and Food Control
Cikarang, Kabupaten, I o [(NADFC), Indonesia
Bekasi, Indonesia Q <
— ™
o~ -
1383 |PT. Ferron Par Kawasan Industri Jababeka [* Thudc khéng chira khang sinh betalactam: vién nang cting PIC/S- |[5055/CPOB/| ~ o |National Agency for Drug| 16
Pharmaceuticals |, JI. Jababeka VI Blok J3, GMP  |A/XINT7 § § and Food Control
Cikarang, Kabupaten Bekasi, < &  |(NADFC), Indonesia
Indonesia - A
~ <
] -
1384 |PT. Ferron Par Kawasan Industri Jababeka [* Thudc khéng chira khang sinh betalactam: Vién nén, vién nén bao phim PIC/S- |4782/CPOB/| «© — |National Agency for Drug| 16
Pharmaceuticals |, JI. Jababeka VI Blok J3, GMP  |A/IX/16 § § and Food Control
Cikarang, Kabupaten Bekasi, & & |(NADFC), Indonesia
Indonesia < <
%] IN]
Y ~
1385 PT Ferron Par Jababeka Industrial Estate I, [* Thudc khong vé tring: Vién nang cirng; vién nén, vién nén bao phim EU-GMP |UK GMP o «~ |Medicine and Healthcare| 16
Pharmaceuticals ~|Cikarang, JI. Jababeka VI 32874 Insp é § products Regulatory
:Slgk J3,.Beka5|, 17520, GMP S & |Agency (MHRA), United
naonesia A A f
32874/4446 M & |Kingdom
44-0006 N N
1484  |PT. Ferron Par Kawasan Industri Jababeka [Thuéc vé tring Non Betalactam: Thuéc tiém thé tich Ion PIC/S- [5845/CPOB/| o v [National Agency for Drug| 17
Pharmaceuticals |, JI. Jababeka VI Blok J GMP  |ANIII20 S | § [andFood Control
No.3, kel. Harjamekar, Kec. b & |(NADFC), Indonesia
Cikarang, Utara, Kab. Q -
Bekasi, Jawa Barat, o *
ID-016 » PT. Mersifarma Tirmaku Mercusana » JI.Raya Pelabuhan Km.18 Desa Cikembar, Kecamtan, Cikembar, Kabupaten, Jawa Barat, Indonesia
1273  |PT. Mersifarma JI.Raya Pelabuhan Km.18  [Unit 4: Thu6c khong vé tring Non-Betalactam: vién nén; vién nén bao PIC/S- |5488/CPOB/| o < [National Agency for Drug| 15
Tirmaku Desa Cikembar, Kecamtan, GMP  |AVIIIN9 é § and Food Control
Mercusana Cikembar, Kabupaten, Jawa b & |(NADFC), Indonesia
Barat, Indonesia Q A\
w0 <
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 Vién nén, vién nén bao phim. PIC/S- |4422/CPOB/| w S National Agency for Drug| 16
Indonesia Km. 37, Kel. Sukamaju, Kec. GMP  |AV/15 S & |and Food Control
Cilodong, Depok, Jawa o) ¥, |(NADFC), Indonesia
Barat, Indonesia < <
S )
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1387 PT. Abbott JL. Raya Jakarta - Bogor Hén dich thudc udng; siro; Dung dich thudc udng PIC/S- |4423/CPOB/| wv S National Agency for Drug| 16
Indonesia Km. 37, Kel. Sukamaju, Kec. GMP  |AV/15 S S |and Food Control
Cilodong, Depok, Jawa o) & |(NADFC), Indonesia
Barat, Indonesia (=] (=]
S ®
1388 PT. Abbott JL. Raya Jakarta - Bogor Thuoc bot uong PIC/S- |4424/CPOB/| wv S National Agency for Drug| 16
Indonesia Km. 37, Kel. Sukamaju, Kec. GMP  |AV/15 S S |and Food Control
Cilodong, Depok, Jawa o) & |(NADFC), Indonesia
Barat, Indonesia (=] (=]
S ®
1485 PT. Abbott JL. Raya Jakarta - Bogor Vién nén, vién nén bao phim. PIC/S- |5636/CPOB/ S Q National Agency for Drug| 17
Indonesia Km. 37, Kel. Sukamaju, Kec. GMP  |A/l/120 S S |and Food Control
Cilodong, Depok, Jawa - & |(NADFC), Indonesia
Barat, Indonesia =] (=]
& o
1486 PT. Abbott JL. Raya Jakarta - Bogor Hén dich thudc udng; siro; Dung dich thudc udng PIC/S- |5637/CPOB/ S Q National Agency for Drug| 17
Indonesia Km. 37, Kel. Sukamaju, Kec. GMP  |A/l/120 S S |and Food Control
Cilodong, Depok, Jawa - & |(NADFC), Indonesia
Barat, Indonesia =] (=]
& o
1487 PT. Abbott JL. Raya Jakarta - Bogor Thuoc bot uong PIC/S- |5638/CPOB/| o v [National Agency for Drug| 17
Indonesia Km. 37, Kel. Sukamaju, Kec. GMP  |A/l/120 § § and Food Control
Cilodong, Depok, Jawa - & |(NADFC), Indonesia
Barat, Indonesia Q Q
& | &
ID-020 » PT Konimex » JI. Sanggarahan, Kec. Grogol, Kec. Grogol, Kab. Sukoharjo, Jawa Tengah, Indonesia
1488  |PT Konimex JI. Sanggarahan, Kec. Thubc udng dang dung dich Non-Betalactam. PIC/S - [5793/CPOB/ Q 9 National Agency for Drug| 17
Grogol, Kec. Grogol, Kab. GMP  |AVII/20 S S |and Food Control
Sukoharjo, Jawa Tengah, ~ o [(NADFC), Indonesia
Indonesia Q Q
[5e oo}
N 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  |* Thudc khdng v6 tring Non-Betalactam: Vién nén, vién nén bao. PIC/S- |5727/CPOB/| 3. ~ National Agency for Drug| 21
Indonesia KM 32, Cisalak, Kec. GMP  |A/IV/20 £8§&| , |[andFood Control
Sukmajaya, Kota Depok, 8& | & |(NADFC), Indonesia
Jawa Barat, Indonesia (hodc ; © N
JI. Raya Bogor Km 32 83 Y
Depok, 16416, Indonesia) Na -
So| ©
g2
1864 |PT. Bayer Jalan Raya Jakarta Bogor  [* Thudc khéng vé trung Non-Betalactam: Vién nén sui. PIC/S- |5728/CPOB/| 3 ~ National Agency for Drug| 21
Indonesia KM 32, Cisalak, Kec. GMP  |A/IV/20 = o |and Food Control
Sukmajaya, Kota Depok, 8& N [(NADFC), Indonesia
Jawa Barat, Indonesia (hodc ; © §
JI. Raya Bogor Km 32 83 Y
Depok, 16416, Indonesia) Nz -
So| ©
> =
N
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) khong chira khang sinh, déng tii mém, tiét trung cubi. PIC/S- |5355/CPOB/| o < [National Agency for Drug| 21
Indonesia Lawang, Malang, Indonesia GMP  |A/II19 § % and Food Control
B ¥ |(NADFC), Indonesia
< <
v —
N —
IE-001 » Genzyme Ireland Limited » IDA Industrial park, Old Kilmeaden Road, Waterford, Ireland
12 Genzyme Ireland  [IDA Industrial park, Old * Thubc khong vé tring: Vién nang cirng, thudc bdt pha hén dich udng, vién nén; EU-GMP (16649/M101 o [Health Products 2
Limited Kilmeaden Road, Waterford, |* Thudc san xut v tring: thuéc bot dong kho, dung dich thé tich nhd 3 S Regulatory Authority
Ireland * Thubc cdng nghé sinh hoc: thuéc vé triing chira hoat chét sinh hoc > (HPRA), Ireland
o
N
o
373 Genzyme Ireland  |IDA Industrial Park, Old * Thudc v6 tring: EU-GMP (21688/M101| o — |Health Products 8
Limited Kilmeaden Road, Waterford, | + Thudc san xuét vé tring: Thudc dong khd; Dung dich thé tich nho. 3 S S Regulatory Authority
Ireland * Thuébc khong vé trung: Vién nang ctng; thuée bot pha hén dich; vién nén, vién nén bao phim. g g (HPRA), Ireland
* Thude sinh hoc: San phdm céng nghé sinh hoc (Cac san pham vé triing chira chat cé hoat tinh sinh hoc). S ]
& 8
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1624 Genzyme Ireland  |IDA Industrial Park, Old * Thudc yé trang: ] i EU-GMP [29528/M010 Health Products 18
Limited Kilmeaden Road, Waterford, + Thubc san xuét vé tring: Thudc dong khd; Dung dich thé tich nhé. 13 Regulatory Authority
Ireland + Xuét xudng 16. (HPRA), Ireland
* Thubc khong vé tring: - %]
+ Vién nang ctrng; thuéc bot pha hdn dich; vién nén, vién nén bao phim. q q
+ Xuét xwdng 16. N N
* Thudc sinh hoc: 8' 9'
+ San pham céng nghé sinh hoc (Cac san phdm vé tring chira chét cé hoat tinh sinh hoc). ® g
+ Xuét xwdng 16: san phdm cong nghé sinh hoc.
*Pong goi so clp: Vién nang cing; thudc bot pha hdn dich; vién nén, vién nén bao phim.
* Péng goi thr cép.
> AGA L RAL] VST SRV T D VAT SO V4 Y- Ao S b ALAL L Qich b
IE-002 » Helsinn Birex Pharmaceuticals Ltd » Damastown, Mulhuddart, Dublin 15, Ireland
60 Helsinn Birex Damastown, Mulhuddart, * Thudc khong vé triing: Vién nang clrng; vién nén; vién nén bao; thudc bdt; thube cém. EU-GMP [15413/M294 | ~ o |Health Products 5
Pharmaceuticals  |Dublin 15, Ireland. § § Regulatory Authority
He foe) < |(HPRA), Ireland
< <
o) o
o «
771 Helsinn Birex Damastown, Mulhuddart, San xuét: X i o EU-GMP |25798/M294 | «~ [Health Products 1"
Pharmaceuticals  [Publin 15, Ireland. * Thudc khong vé tring: Vién nang cirng (chtra vién nén/ vién nang mem); vién nén; vién nén bao; thuoc bét; thuoc com. q S |Regulatory Authority
Ltd *Doéng géi so' cap: vién nang cirng; vién nang mém, vién nén; thudc bét; thubc cdm; thuée ban ran. I S |(HPRA), Ireland
*Pong goi thir cép; S 9'
* Kiém tra chat lwong: phép thir vi sinh khong vé tring; hoa hoc/vat ly. N 9
© YUAE XU P = 2,
IE-003 » Gilead Sciences Ireland UC » IDA Business and Technology Park, Carrigtohill, Co. Cork, Ireland
77 Gilead Sciences IDA Business and Thuoc khdng vo trung: Vién nén, Vién nén bao phim, Thuoc bdt. EU-GMP [20496/M589 © b Health Products 5
Ireland UC Technology Park, é S |Regulatory Authority
Carrigtonhill, Co. Cork, Ireland R & |(HPRA), Ireland
S o
) )
o -
1714  |Gilead Sciences |IDA Business and * Thuoc khong vé trung: Vién nén, Vién nén bao phim, Thudc bot. EU-GMP [30705/M589 ( _ « |Health Products 19
Ireland UC Technology Park, * Dong goi: ) ) S & |Regulatory Authority
Carrigtohill, Co. Cork, Ireland |+ Dong goi so' cap: Vién nén, vién nén bao, Thudc bot q Y |(HPRA), Ireland
+Déng goi thir cap 3 3
* Xuét xwdng thudc v tring va thubc khong vo tring = =
* Kiém tra chAt lrgng: haa Iv/vat Iv/vi sinh (thudc khang v tring)
IE-004 » Pfizer Ireland Pharmaceuticals » Little Connell, Newbridge, Co Kildare, Ireland
292 Pfizer Ireland Little Connell, Newbridge, Co[* Thudc khéng vé tring (bao gdm ca thudc cé hoat tinh hormone): Vién nang ctrng, vién nén, vién nén bao phim. EU-GMP (15440/M106 ~ o |Health Products 7
: . - I .
Pharmaceuticals  [Kildare, Ireland 3 < < Regulatory Authority
) o [(HPRA), Ireland
< <
o ~
@ -
957 Pfizer Ireland Little Connell, Newbridge, * Thudc khong vé tring (bao gém ca thudc c6 hoat tinh hormon): Vién nang cteng, vién nén, vién nén bao phim, vién nén giai phong kéo dai EU-GMP |26079/M106 | o N Health Products 12
Pharmaceuticals  |Co. Kildare, Ireland *Dong goi thir cap 3 é S  |Regulatory Authority
* Kiém tra chat luvong: vi sinh khéng vé tring, héa hoc/ vat ly & & |ireland
-~ )
) ~
- 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 trang: thudc ban ran. EU-GMP |19383/M46 © — |Health Products 8
Ltd Dublin 12, D12 E923, Ireland |* Thuéc khong vé tring: khung thdm; thudc 16ng duing ngoai; dang bao ché cé ap lwc; thudc dang ban ran. é § Regulatory Authority
< & [(HPRA), Ireland
< <
2] ~
- o
1715 Leo Laboratories  [285 Cashel road, Crumlin, * Thuqc san xuat vo trang: thudc pén rén.' ) i ) EU-GMP [29515/M46 - o |Health Products 19
Ltd Dublin 12, D12 E923, Ireland [* Thudc khéng vé trung: khung tham; thudc 1dng ding ngoai; dang bao ché co ap luc; thudc dang ban ran. § § Regulatory Authority
5‘ & |[(HPRA), Ireland
B &
o -
IE-006 » Pfizer Ireland Pharmaceuticals » Grange Castle Business Park, Clondalkin, Dublin 22, Ireland
427 Pfizer Ireland Grange Castle Business * Thude vo tring: K EU-GMP [21704/M111 Health Products 8
Pharmaceuticals |Park, Clondalkin, Dublin 22, + Thudc san xuat vo trung: dung dich thé tich nho. 73 Regulatory Authority
Ireland + Xuét xuéng. (HPRA), Ireland
* Thuéc sinh hoc: . -
+ Thudc mién dich (dang bom tiém dong sén thuéc) (1) S q
+ Thudc cong nghé sinh hoc (2). & &
RN < -
+ Xuat xwdng. (=] -
* Kiém tra chét lwong. 9 2
No6i dung lam rd:
- (1): lién quan dén san xuét véc xin cong hop cé tap nhiém thép, ban thanh phdm va thanh pham (bom tiém déng sén thuée).
- (2): lién quan toi viéc bao quan ngan hang té bao va lién quan toi san xuat cac hoat chat sinh hoc str dung cong nghé té bao clia dong vat co va, s tach
hiAt/tinh ~chA ua han chA diedi dana han thanh nh3m tan nhidm than V/ide hidn dAi cac haat chit cinh h fina thiuAe nham vuind
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1866 Pfizer Ireland Grange Castle Business * Thudc yé trang: ] EU-GMP [30771/M111 Health Products 21
Pharmaceuticals |Park, Clondalkin, Dublin 22, + Thubc san xuét vé tring: dung dich thé tich nhd (bom tiém déng san). 73/00001 Regulatory Authority
Ireland + Xuét xuéng. (HPRA), Ireland
* Thudc sinh hoc: - <
+ Thubc mién dich (dang bom tiém dong sén thudc) (1) N N
+ Thudc cong nghé sinh hoc (2). N DN
+ Xuét xwdng. ﬁ. 8
* Kiém tra chét lvong. S ®
Noi dung lam rd:
- (1): lién quan dén san xut vac xin cong hop cé tap nhi&m thap, ban thanh pham va thanh phadm (bom tiém dong sén thudc).
- (2): lién quan téi viéc bao quan ngan hang té bao va lién quan téi san xuét cac hoat chat sinh hoc s dung céng nghé té bao clia déng vat cé vu, su tach
dALLL bisi i chi diudid haathaak abhio i biloatoia \lidc hida dAi cic baat oAl ciob b, Gaatbudo ok P
IE-007 » Fournier Laboratories Ireland Limited » Anngrove, Carrigtwohill, Co. Cork, Ireland
162 Fournier Anngrove, Carrigtwohill, Co. [* Thudc khdng vé trung: Vién nén; vién nang ctng; vién nén bao phim. EU-GMP (21678/M010| o S Health Products 6
Laboratories Cork, Ireland 20/00001 S S  |Regulatory Authority
Ireland Limited g‘ «~ |(HPRA), Ireland
S I
[ Y
1716  |Fournier Anngrove, Carrigtwohill, Co. |* Th)uéc khong vé tring: Vién nén (bao gdm vién nén bao phim); vién nang ctng. EU-GMP (30380/M102 S 5 Health Products 19
Laboratories Cork, Ireland * Kiém tra chat lvong: Héa hoc/Vat ly. 0/00001 5] S  |Regulatory Authority
Ireland Limited ) & [(HPRA), Ireland
5 N4
© [Te}
o o
IE-009 » Chanelle Medical » Dublin Road, Loughrea, Co. Galway, Ireland
369 Chanelle Medical |Dublin Road, Loughrea, Co. [* Thudc khéng vé trung: Vién nang cieng; thuoc dung ngoai dang Idng; thudc udng dang 16ng; vién nén; vién bao phim; thuoc bét; thudc com. EU-GMP |23854/M688 | o o |Health Products 8
Galway, Ireland § § Regulatory Authority
~ & |(HPRA), Ireland
o o
2|z
IE-010 » GE Healthcare Ireland Limited » IDA Business Park, Carrigtohill, Co. Cork, Ireland
163 GE Healthcare IDA Business Park, * Thudce vé tring: EU-GMP [21690/M235| o o |Health Products 6
Ireland Limited Carrigtohill, Co. Cork, Ireland |+ Thuéc tiét tring cudi: Dung dich thé tich Ién; Dung dich thé tich nhd § § Regulatory Authority
g& & |[(HPRA), Ireland
] -
Y ™
1936 |GE Healthcare IDA Business Park, * Thude v6 triing: ] K EU-GMP [31503/M002 | « < |Health Products 22
Ireland Limited Carrigtohill, Co. Cork, Ireland| + Thudc tiét tring cudi: Dung dich thé tich I6n; dung dich thé tich nha. 35 S g Regulatory Authority
* Xuét xwdng thubc vé trung. Q o (HPRA), Ireland
*Poéng goi thir cép. ~ <
* Kiém tra chat lwong: Vi sinh (v6 tring, khong vé tring); Hoa hoc / Vat ly. ® 8
IE-011 » Servier (Ireland) Industries Ltd » Moneylands, Gorey Road, Arklow, Co. Wicklow, Y14 E284, Ireland
164 Servier (Ireland) Moneylands, Gorey Road, * Thuoc khong vé trung: Vién nén, vién nén bao phim. EU-GMP (22779/M68 Health Products 6
Industries Ltd Arklow, Co. Wicklow, Y14 o — |Regulatory Authority
E284, Ireland S S |(HPRA), Ireland
(Cach viét khac: R N
* Moneylands, Gorey Road, '(\? ﬁ'
Arklow, Co. Wicklow, Ireland g poy
* Gorey Road, Arklow, Co.
Wicklow Ireland) _
1805 |Servier (Ireland) Moneylands, Gorey Road,  |* Thudc khong vo tring: Vién nén, vién nén bao phim. EU-GMP |31295/M68 Health Products 20
Industries Ltd Arklow, Co. Wicklow, Y14 * Xuat xwdng 16 thude khdng vo trung - < |Regulatory Authority
E284, Ireland * Bong goi: o q (HPRA), Ireland
(Céch viét khac: +Dong goi so cap: Vién nén, vién nén bao phim N N
* Moneylands, Gorey Road, |+ Béng goi thir c&p. ﬁ' 9'
Arklow, Co. Wicklow, Ireland |* Kiém tra chat lwong: Vi sinh (thudc khong vé tring); Héa ly/Vat ly. el b=
* Gorey Road, Arklow, Co.
Wicklow Ireland)
IE-012 » Rottapharm Ltd. » Damastown Industrial Park, Mulhuddart, Dublin 15, Ireland
293 Rottapharm Ltd. Damastown Industrial Park, |* Thudc khéng vé trung: Vién nang cirng; thuoc uong dang long; thuoc bdt pha dung dich uong; vién nén, vién nén bao phim. EU-GMP (23729/M868 | o o |Health Products 7
Mulhuddart, Dublin 15, § § Regulatory Authority
Ireland g! & [(HPRA), Ireland
R
IE-014 » Allergan Pharmaceuticals Ireland » Castlebar Road, Westport, County Mayo, Ireland
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395 Allergan Castlebar Road, Westport, |* Thuoc yc’) trang: ] i ) . . . o EU-GMP [20423/M001 Health Products 8
Pharmaceuticals |Co. Mayo, Ireland. + Thubc san xuét vé triing: Thudc dong khd; dang bao ché ban rén (hdn dich nhé mét); dung dich thé tich nhé (dung dich nhé mét); Thubc ciy ghép va 48-00001 o — |Regulatory Authority
Ireland (* Céch ghi khac: Castlebar [dang ran. S S |(HPRA), Ireland
Road, Westport, County + Thudc tiét trang cudi: Thubc cdy ghép va dang rén. q N
Mayo, Ireland) * Thudc sinh hoc: San pham cong nghé sinh hoc. 8 8'
* San pham: ~ b
+ Implant tiém trong dich kinh Ozurdex (Dexamethason 700 pg/implant;
+ RAt pha duna dich tidm Rotox® (Tén tai lreland” ROTOX) 100 Alleraan Linits Powder far soluitan for iniection (Rotulinum toxin tvne A Ph Eur (H vi khuAn
1080 Allergan Castlebar Road, Westport, |* Thuoc Yé trang: ] i ) . B . . . o EU-GMP |28629/M001 Health Products 13
Pharmaceuticals Co. Mayo, F28 AW28, + Th'uéc san xuat vd trang: Thudc dong khd; dang bao ché ban ran (hon dich nhd mat); dung dich thé tich nho (dung dich nhd mat); Thudc cay ghép va 48/00001 Regulatory Authority
Ireland Ireland. dang ran. . . ) (HPRA), Ireland
(* Céch ghi khac: Castlebar + Thudc tiét tring cudi: Thuoc cay ghép va dang ran.
Road, Westport, County * Thudc sinh hoc: San phdm coéng nghé sinh hoc. o "
Mayo, Ireland) * Xuét xwdng thude vo trang, thude cong nghé sinh hoc. S S
* Pong goi thir cép. o g
* Kiém tra chat lwong: - )
+ Vi sinh: v trung, khong vé trung. = =
+ Hoéa hoc/Vat ly.
+ Sinh hoc.
* San pham:
+ Implant tiém trong dich kinh Ozurdex (Dexamethason 700 ug/implant;
Datoba d Sk dis Dol Taadaileol Pil=Tahdat EXaYaW N1} Lioiic D <l £ Losid £ AL L. " Ll
IE-015 » GlaxoSmithKline Dungarvan Limited » Knockbrack, Dungarvan, Co. Waterford, Ireland
507 GlaxoSmithKline  [Knockbrack, Dungarvan, Co. [*Thuoc khong vo trur]g: vién nén; vién nén bao phim; vién nén sti bot; miéng dan. EU-GMP |19379/M477 © — |Health Products 9
Dungarvan Limited |Waterford, Ireland * Ban thanh pham: cém. é % Regulatory Authority
< & [(HPRA), Ireland
< <
< o
] S
1193 GlaxoSmithKline  |Knockbrack, Dungarvan, Co. |* Thuoc khéng vo trﬂpg: Vvién nén; vién nén bao phim; vién nén sui bot; miéng dan. EU-GMP |26479/M477 Health Products 14
Dungarvan Limited |Waterford, Ireland * Ban thanh ph&m: cm. I & |Regulatory Authority
* Xuét xwéng. ) - ) I & |(HPRA), Ireland
*Pong goi: dong gdi so' cap (khong bao gom com sui bot), ddng gdi thir cap. ~ N
* Kiém tra chat lwong: E ’o\'
+ Vi sinh: Khéng vé tring. o o
+ Hoa hac/VAt I
IE-017 » Niche Generics Limited » Unit 5, 151 Baldoyle Industrial Estate, Dublin 13, Ireland
553 Niche Generics Unit 5, 151 Baldoyle * Thubc khong vé tring: Vién nén EU-GMP |26512/M101| o o |Health Products 9
Limited Industrial Estate, Dublin 13, 2 § § Regulatory Authority
Ireland - < |(HPRA), Ireland
e <
o <
® ]
IE-019 » Alkermes Pharma Ireland Ltd » Monksland, Athlone, Co.Westmeath, N37 EA09, Ireland
627 Alkermes Pharma |Monksland, Athlone, * Thudc khéng vo trung: Vién nang ctrng, vién nén, vién nén bao phim. EU-GMP [22307/M106 © o Health Products 10
Ireland Ltd Co.Westmeath, N37 EA09, 7 § % Regulatory Authority
Ireland b & |(HPRA), Ireland
< <
- ©
~ -
IE-020 » MSD International GmbH T/A MSD Ireland (Carlow) » Dublin Road, Carlow, County Carlow, Ireland
628 MSD International |Dublin Road, Carlow, Co. * Thubc vé tring: (khdng bao gdm déng goi thir cap va xuat xuéng): EU-GMP |18380/M113| oo o |Health Products 10
GmbH T/AMSD  |(hodc County) Carlow, + Thubc san xuat vé trung: Dung dich thé tich nho. 12/00001 S S |Regulatory Authority
Ireland (Carlow) [lreland * Ché pham sinh hoc: San phdm mién dich. & Y |(HPRA), Ireland
(Cach ghi khac: a I
MSD lIreland) -~ 1]
1489 [MSD International [Dublin Road, Carlow, Co.  [* Thudc v6 triing: (khong bao gom dong géi thir cap va xuat xudng): EU-GMP [29819/M113[ | & [Health Products 17
GmbH T/AMSD  |(hodc County) Carlow, + Thudc san xuét vé trung: Dung dich thé tich nhé. 12/00001 S S |Regulatory Authority,
. ARA A s 2 S ] ]
Ireland (Carlow) Ireland Ché pham sinh hoc: San pham mien dich. ) < |lreland
(Cach ghi khac: 2| 2
MSD Ireland) © ©
IE-021 » Pinewood Laboratories Limited » Ballymacarbry, Clonmel, Co. Tipperary, Ireland
629 Pinewood Ballymacarbry, Clonmel, Co. [* Thudc khong vé trung: Thudc diing ngoai dang 16ng; thuoc uong dang 16ng; thuoc bot, thuoc com; thude dang ban ran (thudce kem, thuoe m&). EU-GMP (24905/M281 ) o |Health Products 10
Laboratories Ltd | Tipperary, Ireland * Bong géi so cap: Cac dang bao ché trén. § § Regulatory Authority
*Déng géi thir cap. S ©  [(HPRA), Ireland
* Kiém tra chét lvong. iy N
® N
IE-022 » Athlone Laboratories Limited » Ballymurray, Roscomon, Co. Roscomon, Ireland
630 Athlone Ballymurray, Co. * Thudc khong vé tring chira khang sinh nhém Penicillin: Vién nang cing; vién nén; thuéc bot (Reconstitution). EU-GMP (24347/M298| o o |Health Products 10
laboratories Rosconjrpon, Ireland é § Regulatory Authority
Limited (Cach viet khac: Ballymurray, & & |(HPRA), Ireland
Roscommon Co. 4 Q
Roscommon, Ireland) o L
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IE-024 » Astellas Ireland Co. Ltd » Killorglin, Co. Kerry, V93 FC86, Ireland
772 Astellas Ireland Killorglin, Co. Kerry, V93 *Thude vé tring: EU-GMP (26162/M010 Health Products 1"
Co. Ltd FC86, Ireland + Thudc san xuét vo trung: Dung dich thé tich nhé. 35/00001 o «~ |Regulatory Authority
(* Céch ghi khac: Killorglin,  [* Thuéc khdng vé trung: Vién nang cing, vién nang cirng phong thich kéo dai. q q (HPRA), Ireland
Co. Kerry, Ireland) * Xut xwdng thudc vé triing va thudc khong vé tring. N N
*Poéng goi: 5’ “:'
+Dong goi so cap: Vién nang cirng. P>y S
+Dong goi ther cap.
* Kidm tra chAt lirgng
IE-025 » Amgen Technology (Ireland) Unlimited Company » Pottery Road, Dun Laoghaire, Dublin, Ireland
1490 |Amgen Technology|Pottery Road, Dun * Thuoc vé trung: i EU-GMP (21694/M010 Health Products 17
(Ireland) Unlimited Laoghaire, Co. Dublin, + Thudc san xuat vo trung: Thudc dong khd; Dung dich thé tich nhé; 66 @ b Regulatory Authority
Company Ireland * Xuét xuéng thude vo tring. ) X _ ) ) < S |(HPRA), Ireland
* Thudc sinh hoc: Thudc cong nghé sinh hoc (chi san xuat thanh pham, khéng bao gom cong doan san xuat hoat chat). ~ S
* Xuét xwdng thude sinh hoc: Thube cong nghé sinh hoc. z >
*Pong goi thir cép. [S] N
* Kiém tra chAt lwona: Vi sinh (vd trinakhana va trina): Hoa hac/Vat V- Sinh hac
1491 Amgen Technology|Pottery Road, Dun * Co s& san xuat (khéng bao gom déng goi thir cap va xuat xuwong): U.S. cGMP|5BFY-N5DF;| o o |United States Food and 17
(Ireland) Unlimited Laoghaire, Dublin, Ireland + San phém Kanjinti™ (Trastuzumab-Anns) Vial for injection, Single dose vial (Trastuzumab-Anns 150 mg). (twong |QFHE-SD2B S S Drug Administration
Company +5an ph&m Kanjinti™ (Trastuzumab-Anns) Vial for injection, Single dose vial (Trastuzumab-Anns 420 mg). duong EU- 3 & |(us.Foa)
GMP) 3 a
o o
IE-026 » AbbVie Ireland NL B.V » Manorhamilton Road, Sligo, Ireland
1274 |AbbVie Ireland NL [Manorhamilton Road, Sligo, |* Th)uéc khong v6 tring: vién nang cing; vién nén; vién nén bao (bao gdm ca thudc chira chat c hoat tinh hormon - Levothyroxine) EU-GMP (26095/M112| o o |Health Products 15
B.V Ireland * Kiém tra chat luong. 49-00001 é § Regulatory Authority
- & [(HPRA), Ireland
- b
N ~—
IE-027 » Takeda Ireland Ltd. (Grange Castle) » Grange Castle Business Park, Dublin 22, D22 XR57, Ireland
1625 Takeda Ireland Ltd.|Grange Castle Business * Bér} thanh pham thudc bot. EU-GMP (25622/M807- <« o |Health Products 18
(Grange Castle)  |Park, Dublin 22, D22 XR57, |* Xuét xuéng 16; , 2 S S [Regulatory Authority
Ireland *Dong goi so' cap, thwr cap. & &  |(HPRA), Ireland
o ~—
& -
o ™
IE-029 » Rowa Pharmaceuticals Ltd » Newtown, Bantry, Co. Cork, P75 V009, Ireland
1717  |Rowa Newtown, Bantry, Co. Cork, [* Thuéc khdng vé trung: ] ] ] ] EU-GMP [31072/M000 | _ + [|Health Products 19
Pharmaceuticals |P75 V009, Ireland + Thudc uong dang Iéng (dung dich); Thudc dung ngoai dang Iéng (dung dich nhd tai), Thuoc ban ran (kem, gel); Thudc bot. 74 Q N |Regulatory Authority
Ao S
Ltd + Xuét xudng 16. _ , ) ) ) Ry & |(HPRA), Ireland
* Ddng goi so cap: Vién nang cirng, vién nang meém; Thudc dung ngoai dang Iéng, Thudc ban ran; Thudc bot. Q 1)
* Pong goi thr cép. N ©
* Kiém tra chat wong: Héa hoc/Vat v
IN-001 » Reliance Life Science Private Limited » R-282, T.T.C Area of M.I.D.C, Thane-Belapur Road, Rabale Navi Mumbai 400701, India
10 Reliance Life R-282, T.T.C Area of Vac xin ta'l_i td hop/ thudc: ) ) ) ) WHO- |NEW-WHO- © — |FDA Maharashtra, India 1
Science private M.1.D.C, Thane-Belapur Day chuy{an téng hQ"p, chiét xuat: bé'n thanh ph&m; thuéc tiém; dung dich thé tich nhd pha tiém; thubc déng khé/ bot pha tiém; GMP GMP/CERT/ S S
Limited Road, Rabale Navi Mumbai |Day chuyén san xuat, dong goéi: thudc déng khd/ bét pha tiém; KD/70542/2 g g
400701, India 018/11/2462| < g
1 8| =
631 Reliance Life Dhirubhai Ambani Life * Thudc khong vé tring (Thubc 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) Thane, Belapur Road, GMP Regulatory Agency
;atr’]a'ev ':fv' ’:”'\r’:gg;m 41432/6618 | o §  |(MHRA), United
aharashtra, IN- s ¥ S q :
India 812-0005 8 8 Kingdom
(Céch ghi dia chi khac: g | ¢
Dhirubhai Ambani Life S poy
Sciences Centre (DALC),
Plant 3, 5, 6 Plot No. R-282,
Thane Belapur Road,
Rahala Thana A00701
632 |Reliance Life Dhirubhai Ambani Life Plant 6: ] . WHO-  [NEW-WHO- [ o » |FDA Maharashtra, India | 10
Sciences Pvt.Ltd. |Sciences Centre (DALC), * Thudc khong vo tring (chira chat gay doc té bao): Vién nén, vién nén bao phim; Vién nang cing. GMP |GMP/CERT/| & o
Plant 3, 5, 6 Plot No. R-282, KD/91940/2 | & Ry
Thane Belapur Road, 020/11/3250 "\? "\?
Rabale, Thane 400701 2 i [t}
Maharashira State India
IN-002 » Theon Pharmaceuticals Ltd. » Vill. Sainimajra, Tehsil Nalagarh, Distt. Solan (H.P), India
14 M/s Theon Vill. Sainimajra, Tehsil * Thuoc khéng v trung khdng chira khang sinh nhém beta lactam: Vién nén, vién nén bao phim WHO- |HFW- — |[CQQL Dwoc bang 2
Pharmaceuticals ~ |Nalagarh, Distt. Solan (H.P), GMP  |H[Drug]233/ § Himachal Pradesh - An
Ltd. India 06 5 [Po
©
N
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IN-003 » Glenmark Pharmaceuticals Limited » Plot No.2, Phase-ll, Pharma Zone Indore Special Economic Zone Pithampur, Dist, Dhar (M.P.), Pincode 454 775, India
16 Glenmark Plot No.2, Phase-Il, Pharma |* Thuéc khéng vo trung: Vién nén, vién nén bao phim, vién nang ctrng, India- UK-GMP — Medicines and 2
Pharmaceuticals ~ |Zone Indore Special GMP/WHO{33881 Insp % Healthcare Products
Limited Economic Zone Pithampur, GMP  |GMP & [Regulatory Agency
Dist, Dhar (M.P.), Pincode 17350/5879 S |(MHRA), United
454 775, India 877-0006 = |Kingdom
892 Glenmark Plot No. 2, Phase I, Pharma |* Thuoc khépg Vo tring: EU-GMP |UK GMP © «~ |Medicines and 1
Pharmaceuticals |Zone SEZ, Pithampur, + 8an xuat: Vit:en nang crng; vién nén, vién nén bao phim. 33881 Insp P S |Healthcare Products
Limited District Dhar, Madhya *Déng géi thir cép ) GMP Ry Q& |Regulatory Agency
Pradesh, IN 454775, India * Kiém tra chat lwgng: Vi sinh (thuoc khéng vo trang), héa ly, vat ly. 17350/5879 Q < |[(MHRA), United
0 - r
877-0006 < @ |Kingdom
893 Glenmark Plot No. 2, Phase II, Pharma [* Thudc khéng vé tring: Vién nang cirng; Vién nén, vién nén bao phim; Thuc mé va thudc kem. WHO- [No0.06/2012 o o |Office of the Controller 1
Pharmaceuticals ~|Zone, Indore Special GMP é § Food and Drugs
Limited Economic Zone, Pithampur, iy & |Administration, Madhya
Dis, Dhar, (M.P), Pin code: < S |Pradesh, India
454775, India b =) ’
IN-004 » DR. REDDY’S LABRATORIES LTD » Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.Solan (HP) 173205, India
36 DR. REDDY’'S Formulation Unit-6, Vill. Khol, [Vién nén, vién nang ctrng, Pellets, WHO- |HFW-H — Health & Family 3
LABRATORIES  |Nalagarh Road, Baddi, GMP  |[Drugs] § Department Himachal
LTD Distt.Solan (HP) 173205, 471/05 Vol- & |Pradesh Baddi
India n 2 |- state Drugs Controller
— _|India
IN-005 » IMMACULE LIFESCIENCES PRIVATE LIMITED » Village Thanthewal, Ropar Road, Nalagarh, District Solan, Himachal Pradesh, IN 174101, India
47 IMMACULE Village Thanthewal, Ropar  [* Thudc vé trung: EU-GMP |UK GMP © — |Medicines and 4
LIFESCIENCES |Road, Nalagarh, District + Thubc san xuét vé trung: Thudc dong khé; dung dich thé tich nhé (chi thubc dong lo, khong bao gém ampoule). 47115 Insp b S |Healthcare Products
PRIVATE LIMITED |Solan, Himachal Pradesh, IN GMP Ry o |Regulatory Agency
174101, India 4711511573 | S S |(MHRA), United
0061-0003 N ~__|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 v6 tring: Vién nén, vién nén bao; Vién nang cirng; Thudc bdt, thudc cdm; Thudc kem mé dung ngoai; Thude nwéc udng. WHO- [17/P/1/153/2] « o [Office of the Drugs 4
Pvt. Ltd. Bhagwanpur, Roorkee, Dist. GMP  |012/1085 § % Controlling & Licensing
Haridwar, Uttarakhand, India - «  |Authority Uttarakhand
o o
~N ©
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 triing: vién nén; vién nang cirng, Pellets , vién nén bao phim. WHO- [NEW-WHO- Food & Drug 4
care PVT.LTD. Estate Village Met, Gonsai, GMP |GMP/CERT/| 2 N |Administration, M,S
Bhiwandi-wada, Thane KD/75607/2 | & &  |Bandra (E) Mumbai
421312, Maharashtra State, 019/11/2703| 5 | & [Maharasghtra State,
India ‘ 1 N & [India
City: Surat, Dist: Surat N N
Guiarat State India
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 v6 trung: Thudc udng dang 16ng; Vién nén, vién nén bao phim; Thubc kem, thudc gel WHO- |450/MFG/W — |Food & Drug Control 4
LABORATORIES |Verna, Gga 403722. Goa GMP  |HO- § Administration
PVT State, India GMP/DFDA/ % |goverment GOA, India
2018/2049 e
N
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, |* Thuoc khong voé trang: Vién nang cirng; vién nang mém; vién nén; vién nén bao. WHO- |2019/HPF/P o o [French National Agency 5
HEALTHCARE Ltd [Moraiya, Tal: Sanand, GMP  |T/004 é § for Medicines and Health
AHMEDABAD, 382-210, © « |Products Safety (ANSM)
India < <
o v
N N
165 CADILA Plot No. 417, 419, 420, * Thuoc khong vé trung: vién nang cirng; vién nang mém; vién nén; vién nén bao, thudc hit phan lieu, thuoc dan qua da, thudc xit mdi. WHO- 1807937 © ~ |Food & Drug Control 6
HEALTHCARE Ltd |Sarkhej-Bavla National GMP S S [Administration,
Highway No 8A, Village - N Y |Gandhinagar, Gujrarat
Moraiya, Tal - Sanand, Dist: "\? "\? State, India
AHMEDABAD, 382 210, o O ’
Guiarat State. 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. -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
Guiarat State. India

* Thuoc khéng v trung: vién nang clrng; vién nang meém; 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, Sarkhe;j -|
Bavla National Highway No. 8 A,
Village - Moraiya, Taluka - Sanand,
Dist. -AHMEDABAD - 382 210,
Gujarat State, India

Céch 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
IGuiarat State_India

* Thudc khong vé triing: vién nén; vién nén bao; vién nang ctng; vién nang mém; thudc hit phan lidu, thudc xit mdi.

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

Plot No. D-10 & D-11 MIDC

PHARMACEUTICA|Jejuri -Nira Road,

LS PVT.LTD

Jejuri, Taluka Purandar, Dist-
Pune 412303 Maharashtra
State, India

* Thudc khdng vé trung non-Betalactam: Vién nang ctrng, m&, kem, gel, lotion, thubc dt, vién nén.

WHO-
GMP

NEW-WHO-
GMP/CERT/
PD/72622/2

018/11/2561
2

14-11-2018

07-11-2021

FDA Maharashtra, India

IN-011

» Macleods Pharmaceuticals LTD » Khasra No.21, 22, 66, 67&68 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

* Thudc khéng v trung chira khang sinh nhém Cephalosporin: Vién nén, vién nén bao phim, sird kho.

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 - lll, Duvvada, VSEZ, Visakhapatnam, Andha Pradesh — 530046, India

69

DR. REDDY’S
LABRATORIES
LTD FTO-IX

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

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

WHO-
GMP

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

Government of Andhra
Pradesh — Drugs Control
Administration

773

Dr. Reddy's
Laboratories Ltd. -
FTO9

Plot No. Q1 to Q5, Phase lll,
Duvvada VSEZ
Visakhapatnam District,
Andra Pradesh, 530046,
India

* Thudc vé tring:

*Poéng goi thir cap
* Kiém tra chat lwong.

+ Thubc s&n xuét vé tring: Dung dich thé tich nhé; thudc bot dong kho; bom tiém déng san
+ Thuéc tiét tring cudi: Dung dich thé tich nhé; bom tiém dong sén.

(Pham vi khang bag gbm thude nhd mat thude hit thudce xit mii)

EU-GMP

DE_BY_04_
GMP_2019_
0128

23-10-2019 | 07-07-2018

05-09-2022 | 07-07-2021

Co quan thdm quyén
Blrc

1"

IN-013

» G.D. Laboratories (India) Pvt. Ltd » P.W.D. Red House rooad, Nohar, Distt. Hanumangarh (Rajasthan), India

70

G.D. Laboratories
(India) Pvt. Ltd

P.W.D. Red House rooad,
Nohar, Distt. Hanumangarh
(Rajasthan), India

Vién nén; vién nén bao phim; vién nang crng; dung dich thudc udng; hén dich thudc ubng; thudc kem, mé dung ngoai.

WHO-
GMP

DC/D-
3/WHO/201
6/495

15-12-2016

15-12-2018

Government of
Rajasthan - India

167

G.D. Laboratories
(India) Pvt. Ltd

P.W.D. Rest House road,
Nohar, Distt. Hanumangarh
(Rajasthan), India

* Thudc khong vé tring: Vién nén; vién nén bao phim; vién nang crng; dung dich thudc udng; hén dich thudc udng; thudc kem, thuéc mé dung ngoai.

WHO-
GMP

DC-2/D-
3/WHO-
GMP/2019/4
4

06-02-2019

06-02-2022

Government of
Rajasthan - India

IN-014

» Acme Generic LLP » Plot No. 115, HPS!

IDC Industrial Area Davni, P.O. Gurumajra, Tehsil Nalagarh, Distt. Solan (H.P), India

7

Acme Generic LLP

Plot No. 115, HPSIDC
Industrial Area Davni, P.O.
Gurumajra, Tehsil Nalagarh,
Distt. Solan (H.P), India

Vién nén (bao gdm ca thudc chira hormon); vién nén bao phim; vién nén bao dwong; vién nang clrng.

WHO-
GMP

HFW-H
[Drug] 1/15

03-12-2018

30-08-2021

Health & Family Welfare
Department Himachi
Pradest, Distt. Solan -
India

(State Drugs Controller)
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IN-015 » Natco Pharma (Pharma-Division) Limited » Kothur, Rangareddy District, 509228 Telangana, India
168  [M/s. Natco Pharma|[M/s. Natco Pharma (Pharma-[* Thu6c san xudt v6 tring dc t& bao: dung dich tiém, thuée dong kho; ] ] ] ] ] ] WHO-  [3405/E/(K)/T| — |Co quan quan ly duoc 6
(Pharma-Division) |Division), Kothur, * Thudc khdng v trung: Vién nén, vién nén bao phim (bao gom ca thudc doc té bao), vién nang cieng (bao gom ca thudc doc té bao), thudce bot, thudc hit, GMP S/2018 S & [Bang Telangana, An Po
Limited Rangareddy District, 509228 |pellet. q q
Telangana, India (cach ghi g g
khac: Kothur, 8 8
Mahaboobnaaar (District) . - _
169 M/s. Natco Pharma|M/s. Natco Pharma (Pharma-(* Thuoc vo tring: i EU-GMP |DE_HH_01_| ~ o |Co quan tham quyen 6
(Pharma-Division) |Division), Kothur, + Thuéc san xuat vo trung: thudc déng kho Bendamustin 25mg, 100mg dong lo. GMP- é § Dirc
Limited Rangareddy District, 509228 [* Thudc khéng vo trung: Vién nang cirng Lenalidomide 2,5mg, 5mg, 7,5mg, 10mg, 15mg, 20mg, 25mg; vién nén bao phim Imatinib 100mg, 400mg. 2017 1003 @b &
Telangana, India - E Q
©
170 M/s. Natco Pharma|Pharma-Division, Unit IV, * Thudc khong vé triing: Vién nén, vién nén bao phim. EU-GMP |71433/12-7- © ~ National Organization for 6
(Pharma-Division) |Kothur, Rangareddy District, 2018 S & |Medicines (EOF),
Limited Telangana, 509228, India q N |Greece
(cach ghi khac: Kothur, 3 g
Mahaboobnagar (District) Q ho
Telangana-india)
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 - [* Thudc vé trung: WHO- |19091586 o) o |Food & Drugs Control 6
Pharmaceutical Ujeti, Post - Baska, Tal - + Thudc sén xuét vo tring: dung dich thé tich nho; thuéc hit (dang dung dich). GMP § § Administration, Gujarat
Medicare Limited |Halol - 389350, Dist. + Thuac tiét trang cudi: dung dich thé tich nho. & o |state, India
Panchmahal, Gujarat state, + Thudc nhé mat (dang dung dich va hén dich). 2 Q
India = =
172 [Sun Survey No: 22 & 24, Ujeti  |* Thudc vo tring: EU-GMP |NL/H o o~ |Health Care Inspectorate| 6
Pharmaceutical (District Panchmahal), + Thubc san xuét vé trung: Dung dich thé tich nho. 19/2009637 é § - Pharmaceutical Affairs
Medicare Limited ~|Gujarat, 389350, India 3 & |and Medical 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- [HFW-H o N State Drugs Controller, 17
Science Mehatpur, Distt. Una (H.P.) - |+ Vién nang cng GMP  |[Drugs] § Q |Health & Family Welfare
174315, India + Thu?c uong ‘dang léng 12/06 < & |Department Himachal
+ Thudc bot ubng < S |Pradesh, India
+ Thubc dung ngoai: Thuéc kem, thuéc mé, lotion. S S !
IN-020 » Aspiro Pharma Limited » Sy. No. 321, Biotech Park, Phase-lll, Karkapatla Village, Markook Mandal, Siddipet District - 502281, Telangana State, India
958 M/s. Aspiro Sy. No. 321, Biotech Park, | San pham: o ] WHO- |L.Dis.No.177 Drug Control 12
Pharma Limited ~ |Phase-lll, Karkapatla Village | | FohoPrezec recion S0 GMP  |8/E1/2019 Administration,
Markook Mandal, Siddipet + 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 ]
+ Ondansetron injection BP 2mg/mL, 4mg/2mL; S S
+ Lidocaine hydrochloride injection USP 20mg/2mL, 50mg/5mL, 300mg/30mL, 400mg/20mL; q q
+ Esomeprazole sodium for injection 20mgvial, 40mg/vial, 40mg; 4 4
+ Ketorolac Tromethamine injection USP 60mg/2mL, 30mg/mL, 15mg/mL; N N
+ Glycopyrrolate injection USP 1mg/5mL, 4mg/20mL; N o
+ Neostigmine Methylsulfate injection USP 10mg/10mL, 5mg/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 50ma/5mL. 100ma/10mL.
1718 M/s. Aspiro Sy. No. 321, Biotech Park, |* San pham: ‘ WHO- |L.Dis.No. — < [Drug Control 19
Pharma Limited Phase-lll, Karkapatla Village + Remdesivir Injection 100mg / 20mL (dung dich tiém truyén); X GMP 443/E1/2021 % % Administration,
Markook Mandal, Siddipet + Remdesivir for Injection 100mg / vial (B6t dong khé pha tiém truyen); Py & |Government of
District, Telangana State, + Remdesivir Injection 100mg / 20mL COVIFOR (dung dich tiém truyen); 4 4 Telangana, India
N L L ) PPN N A 3 o ) ,
India + Remdesivir for Injection 100mg / vial COVIFOR (B6t dong khé pha tiém truyen); - -
1868 Aspiro Pharma Survey number 321, Biotech |* Thuoc yé tring: ) i EU-GMP [NL/H o o [Health Care Inspectorate| 21
Limited Park, Phase I, Karkapatla, + Thudc san xuat vo trang: Thudc dong kho. 20/2017458 S S |- Pharmaceutical Affairs
Markook Mandal, Telangana, |+ Thubc tiét triing cudi: Dung dich thé tich nho. 3 & |and Medical Technology,
Siddipet district-502281,  |*Dong goi thir cAp. < S [Netherlands
India * Kiém tra chét lwong: Vi sinh (vé tring, khong vé tring); Héa hoc/Vat ly; Sinh hoc (Endotoxin). 3 3
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. S-8, S-9, S-13/P and|" San pham: Carbidopa/Levodopa Tablets ZSIZElmg (Carbidopa USP 25mg, Levodopa USP 250mg); Carbidopa/Levodopa Tablets 10/100mg (Carbidopa UsP 10mg, Levodopa USP 100mg); WHO- |L. Dis. No. Drugs Control 8
. L = Carbidopa/lLevodopa Tablets 25/100mg (Carbidopa USP 25mg, Levodopa USP 100mg); Carbidopa and Levodopa Tablets 25/250mg (Carbidopa Ph.Eur 25mg, Levodopa Ph.Eur 250mg); . .
Sciences Limited  |S-14/P, TSIIC, Pharma SEZ, 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); GMP  [0166/E1/201 Administration -
Green Industrial Park, Telmisartan 40mg and ipine 5mg Tablets (T Ph.Eur 40mg, ipine Besilate Ph.Eur twong dwong Amlodipine 5mg); Telmisartan 80 mg and Amlodipine 10mg Tablets 9 Government of
Polepally (V), Jadcherla (M), |(Teimisartan Ph.Eur 80mg, Amlodipine Besilate Ph.Eur trong duong Amlodipine 10mg); Telmisartan 80 mg and Amlodipine 5mg Tablets (Telmisartan Ph.Eur 80mg, Amlodipine Besilate Ph.Eur Telangana, India
Mahabubnagary Telangana, twong dwong Amlodipine 5mg); Telmisartan 40 mg and Amlodipine 10mg Tablets (Telmisartan Ph.Eur 40mg, Amlodipine Besilate Ph.Eur twong dwong Amlodipine 10mg); Telmisartan 80 mg and !
IN-509301, India 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, [ N
« Cach hi Khéc: Plot No. S- |Fydrochlorothiazide Ph.Eur 12.5mg); Telmisartan Hydrochiorothiazide Tablet 80/25mg (Telmisartan Ph.Eur 80mg, Hydrochlorothiazide Ph.Eur 25mg); Esomeprazole Megnesium 20mg Tablets S S
(* Cach ghi khac: Plot No. S- | 7 5/04.20) (Esomeprazole Magnesium (As tri twong duong USP 20mg); 40mg Tablets (Ezolong-40) (Esomeprazole Magnesium (As trinydrate) & &
8, S-9, S-13/P and S-14/P, twong duwong Esomeprazole USP 40mg); Esomeprazole Megnesium 20mg Tablets (Ezolong-20); Telmisartan Tablets 20mg (Telmisartan Ph.Eur 20mg); Telmisartan Tablets 40mg (Telmisartan ’5 ’5
Green Industrial Park, Ph.Eur 40mg); Telmisartan Tablets 80mg (Telmisartan Ph.Eur 80mg); Amlodipine 5mg Tablets (Amlodipine Besilate Ph.Eur tvong dwong Amlodipine 5mg); Amlodipine 10mg Tablets (Amlodipine - -
Polepally Village, Jadcherla |Besiate Ph.Eur twong duong Amlodipine 10mg); Cetirizine Dihydrochloride 10mg Tablets (Cetirizine Dihydrochloride Ph.Eur 10mg); Cetirizine Hydrochloride 20mg Tablets (Cetirizine o o
Mandal. Mahab ’ b 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
_an_ al, Mahaboobnagar Novox 500mg (Levofloxacin Hemidydrate twong dwong Levofloxacin (anhydrous) USP 500mg; Film-coated Tablet Ofor (Orinidazole IH 500mg, Ofloxacin USP 200mg); Mebeverine Hydrochloride
district, 509 301, Telangana (200mg Capsule (Mebesyn Retard) (Mebeverine Hydrochloride BP/IH 200mg); Metformin Hydrochloride Tablets 500mg (Metformin Hydrochloride Ph.Eur 500mg); Metformin Hydrochloride Tablets
State, India) 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 dwong Azithromycin 250mg); Azithromycin 500mg Tablets (Azithromycin Dihydrate Ph.Eur twong
duong 1 500ma).
1081 Evertogen Life Plot No: S-8 S-9 $-13 (Partly) & [* Thudc khdng vé tring: Vién nang cirng; vién nén; bét pha hén dich. Twong |MI-2019-CE- Therapeutic Goods 13
Sciences Limited  |S14 (Partly) Pharma SEZ duong EU-|08425-1 Administration (TGA),
TSIIC, Green Industrial Park, GMP Australi
Polepally Village, Jadcherla ustralia
Mandal, Mahboobnagar,
Telangana State, India
(* Céc cach ghi khac: I N
- Plot No. $-8, S-9, $-13/P and < <
S-14/P, TSIIC, Pharma SEZ, - )
Green Industrial Park, Polepally N N
(V), Jadcherla (M), 8 N
Mahabubnagar, Telangana, IN-
509301, India.
- Plot No. S-8, S-9, S-13/P and
S-14/P, Green Industrial Park,
Polepally Village, Jadcherla
Mandal, Mahaboobnagar
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, * Thudc v6 tring doc t& bao: Thudc dong kho; dung dich thé tich nhé. WHO- |DCD/SPL- © — [Drug Control 13
LABORATORIES Bommasandrg-Jigani Link GMP  |CL-1/Cr- § § Department,
LIMITED [OTL] Road, Industrial Area, Anekal 1045/2018- | & < |Government of
Taluk, Bangalore, 560105, 19 b % |Karnataka, India
India © Q g
IN-023 » Swiss Parenterals Ltd. » Unit Il, 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 [* Thuéc vo tring: ] EU-GMP |OGY1/36509{ ~ o [National Institute of 6
Ltd. Kerala Industrial Estate, + Thudc san xuat vo trang: Thudc bot pha tiém chira khang sinh nhém Cephalosporin. 13/2015 é § Pharmacy and Nutrition
GIDC, Near Bavla, & & |(OGYEI), Hungary
Ahmedabad, Guijarat, < <Q
382220, India S 8
174 Swiss Parenterals [(Unit Il), Plot No. 402, 412-  [* Thuéc Vo trung: i WHO- |1809990 © — |Food & Drugs 6
Ltd. 414 Kerala Industrial Estate, + Thudc san xuat vd trang: Thudc bot pha tiém chira khang sinh nhém Cephalosporin. GMP é § Administration, Gujarat
GIDC, Near Bavla, Dist: & o |state, India
Ahmedabad-382 220, < <
Gujarat state, India '8 g
1275 |Swiss Parenterals [Unit-Il, Plot No.: 402, 412-  [* Thuéc vo tring: ] ‘ EU-GMP |UP/I-530- o o |Agency for Medicinal 15
Ltd. 414, Kerala Industrial Estate, | + Thuoc san xuat vo trung: Thuoc bdt pha tiém hodc tiém truyen chira khang sinh nhém Cephalosporin. 10/20-03/18; S S |Products and Medical
oA % Y Y -
GIDC, Near Bavla, Dgng goi th';" cap. o o . o ) " 381-13- ~ « |Devices (HALMED),
Ahmedabad - 382220, * Kiém tra chat lwong: Vi sinh (v6 trung; khéng vé trung); Héa hoc/Vat ly. 08/322-20- Q 2 |Croatia
Gujarat, India 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 |* Thuoc yc’) trang: ] i ] i EU-GMP [23939 Health Products 6
no.s 2, 3,4 &5, Phase IV, + Thubc san xuét vé triing: Thudc dong khd (chira hoat chét Trastuzumab); dung dich thé tich nhé (chira hoat chét Insulin). Regulatory Authority
Bommasandra — Jigani Link |(Hoat dong s&n xuét nguyén liéu va thanh phadm déu tién hanh tai Building B1 va B2). (HPRA), Ireland
Road, Bommasandra Post, @ N
Bangalore (hoc Bengaluru), I I
560 099, India g &
(* Cach ghi khac: Plot No. 2- & E
4, Phase IV, Bommasandra - ®
Jigani Link Road,
Bommasandra Post,
R L AN NAQ _India) _
176 M/s. Biocon Special Economic Zone, Plot [* Thudc v6 trang: WHO- |DCD/CR- . ~ |Government of 6
Limited no.s 2, 3,4 &5, Phase-1V, + Thubc san xuét vé tring: Thudc dong kho (chira hoat chat Trastuzumab); dung dich thé tich nhé (chia hoat chét Insulin). GMP [1719/SPLC| 3 N |Karnataka — Drugs
Bommasandra — Jigani Link L-1/2018- Q & |Control Department,
Road, Bommasandra Post, 2019 S < India
Bengaluru (ho3c tén cii o S
Banaalore) - 560 099. India
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 92 /202 23-06-2022
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1806 Biocon Biologics Block No. B1, B2, Q13 of Q1 |* Thuoc yc’) trang: ] WHO- |DCD/CR- Government of 20
India Limited and W20 & Unit S18, 1st + Thubc san xuét vé tring (dong lo/bom tiém thanh pham): Insulin injection (rDNA Origin); Insulin Glargine injection (rDNA Origin); Nimotuzumab GMP 73/SPL.CL- Karnataka — Drugs
Floor, Block B4, Special injection; Trastuzumab injection; Bevacizumab injection; Recombinant Human Erythropoietin injection; Recombinant Streptokinase injection; Pegfilgrastim 1/2020-2021 S Q  |Control Department,
Economic Zone, Plot no.s 2, [(rDNA Origin) solution for injection; Recombinant Human Granulocyte Colony Stimulating Factor injection (rh-GCSF/Filgrastim); Itolizumab injection. S & lindia
3, 4 & 5, Phase-1V, * Kiém tra chat lwong. © ~
Bommasandra — Jigani Link [* Bong géi & Dan nhan. Z E
Road, Bommasandra Post, N N
Bengaluru (hoac tén ci
B Jore) - 580009 India
IN-027 » Inventia Healthcare Ltd. » F1-F1/1, Additional Ambernath M.1.D.C., Ambernath (East), Thane 421506 Maharashtra State, India
513 Inventia Healthcare|F1-F1/1 Additional * Thuoc khong vé trung: Vién nang; thudc com (granules, pellets); Vién nén (bao gom vién nén phong thich cham, vién nén phong thich kéo dai) (sustained | WHO- [NEW-WHO-| o — |Food & Drug 9
limited (cach ghi ~ [Ambernath M.L.D.C., release, extended release) GMP  |GMP/CERT/| oS S |Administration, M.S.
khac: Inventia Ambernath (East), District KD/726812 | & | & |Bandra (E), Mumbai,
Healthcare Ltd.)  |Thane. Maharashtra, 421 018/11/2615| 3 | & [Maharashtra state, India
! 4 A A
514 Inventia Healthcare|F1-F1/1, Additional * Thubc khong vo trung: vién nang cirng. EU-GMP |FTO77/MH/0| o o [National Authority of 9
limited (cach ghi ~|Ambernath M.LD.C., 01/2020 S S [Medicines and Health
khac: Inventia Ambernath (East), District & . |Products (INFARMED),
Healthcare Ltd.) Thane, _Maharashtra, 421 ’O\, g Portugal
506 India = Q
774 Inventia Healthcare|F1-F1/1, Additional * Thudc khong vé triing: vién nang cing, vién nén EU-GMP |FT077/MH/0 o o |National Authority of 1
limited (cach ghi  [Ambernath M.LD.C., 02/2020 S S [Medicines and Health
khac: Inventia Ambernath (East), District N n  [Products (INFARMED),
Healthcare Ltd.) |Thane, Maharashtra, 421 g g Portugal
506 India & ~
IN-028 » MERIDIAN ENTERPRISE PVT LTD » Plot No: 418, G.I1.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- 1802641 © o FDA Gujarat, India 6
ENTERPRISE PVT|Kabilpore, Navsari; Pin- GMP S S
LTD 396424, Gujarat State, India Q& Q&
< <
2 e
IN-029 » ICPA HEALTH PRODUCTS LTD. » 286/287, GIDC, ANKLESHWAR, BHARUCH, GUJARAT STATE, INDIA
1276 ICPA HEALTH 286/287/288, GIDC, * Thubc khong vé tring: Thubc mé ding ngoai, thudc 1dng dung ngoai WHO- |20021830 o o |FDA Gujarat, India 15
PRODUCTS LTD. [ANKLESHWAR -393002, GMP S S
Dist. BHARUCH, GUJARAT Q Q
STATE, INDIA S =)
e |8
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 & [* Thuéc khéng vé tring: Vién nang cing, vién nén. EU-GMP |DE_BY_05_ Co quan thdm quyén 8
Pharmaceuticals |Makhnu Majra, Tehsil: Baddi-|* Kiém tra chat luong. GMP_2018_ Durc
Ltd. 173205, Dist. Solan 0017
(Himachal Pradesh), India
(céc cach ghi khac: Village:
Bhud & Makhnu Majra, © -
Tehsil: Baddi,- 173205, Distt: s N
Solan (H.P), India / Vill. Bhud S Q
& Makhnu Majra, Baddi- S A
173205, Teh Nalagarh Distt: S »
Solan (H.P), India / Vill. Bhud
& Makhnu Majra, Baddi-
173205, India / Bhud makhnu
majra, Tehsil Nalgardh
Baddi. Solan, Solan
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 khong vé tring: 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 *Pong goi so cép: Vién nang ctng, vién nang mém; Vién nén, vién nén bao phim. 13567739- § § for Safety in Health Care
Block, 400708 Navi Mumbai, |* Dong goi thir cap. 16364931 S &
India * Kiém tra chét lwgng: Vi sinh: Khdng vo tring; Hoa hoc/Vat ly. - S]
8] &
1627 |Sandoz Private Plot No. 8-A/2 & 8-B, TTC  [* Thuéc khong vé triing: Vién nang cing; Vién nén. WHO- |NEW-WHO-| o o« |Food & Drug 18
Limited Industrial Area, Kalwe Block, GMP |GMP/CERT/| & S |Administration,
Village Dighe, Navi Mumbai, KD/90076/2 | & | & [|Maharashtra State, India
Thane 400708 Maharashtra 020/11/3340| < Q
State, India 3 Q g
IN-033 » Sun Pharmaceutical Industries Ltd. India, Halol » Baroda Highway, Halol, Gujarat, 389350, India
Danh sach téng hop co s& nwéc ngoai dap ting GMP Trang 93 / 202 23-06-2022




- - P - < ., | NGAY POT
ID CHUNG| TEN CO SO SAN 2 . A NGUYEN | GIAY CH. |NGAY - < A

CHI XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP I}{{i; CO QUAN CAP C(;(I;G

1083 Sun Halol-Baroda Highway, Halol,|* Thuqc VO tring: . ) . Indian- 1805816 © ~ |Food & Drug Control 13
Pharmaceutical Dist: Panchmahal, Gujarat, |+ Thu{)c dong kho, thudc 1dng thé tich nhé, thuéc nhéd mét, . i X GMP S & |Administration
Industries Ltd. 389350, India (Halol-Baroda [* Thudc khdng v6 trung: Vién nang cirng, vién nén, thudc dung ngoai (thuoc xit mdi, thude hit dinh lieu). ) a9 Y |Gandhinagar, Gujarat
India, Halol Highway, Halol-389350, Dist: [* Thudc chira dc té bao: vién nén, vién nang, thuéc vé tring (Thudc déng khd, thuéc 18ng thé tich nhé, thudc 16ng thé tich I6m) 8' 8' state, India

’ Panchmahal, Gujarat state, |* Thudc chtra hocmon sinh duc: vién nén, vién nang mém, thudc diing ngoai dang gel, thuéc vo triing (thudc 16ng thé tich nho) o 2 ’
India)

1084 Sun Halol-Baroda Highway, Halol,[* Thudc vé trung: EU GMP |NL/H Health Care Inspectorate| 13
Pharmaceutical Dist: Panchmahal, Gujarat, |+ Thudc san xuét vo tring (bao gom ca thudc doc té bao): Thudc dong khd, thudc 18ng thé tich nho. 20/2017457 | o « |- Pharmaceutical Affairs
Industries Ltd. 389350, India (cach ghi + Thubc tiét tring cudi (bao gom ca thuée doc t& bao): Thude Iong thé tich lon, thudc Iong thé tich nho. g S |and Medical Technology,
India, Halol (cach khac: Halol-Baroda Highway, |* Thuoc khdng vé tring: Vién nang cirng, vién nén, vién nén bao phim (bao gom ca thuoc déc té bao), vién nén (chira hocmon sinh duc), bét hit (inhalation g m Netherlands
ghi khac: Sun Halol-389350, Dist: powder), pre-dis’pensed. i S S
Pharmaceutical Par_]chmahal, Gujarat state, :Déng goi SOZ cap, thir cap. x 5
Industries Ltd.) India) Kiém tra chat lwong.

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.  |* Thudc khong vé triing: Vién nén, vién nén bao phim; vién nang cirng. 019 Medicines and Health
Nos 439, 440, 441 & 458, Products (INFARMED),
Polepally Village, Jadcherla [} o [Portugal
Mandal, Mahaboobnagar S a
District., Telangana, 509301, q q
India 3 b
(Céch ghi khéc: Unit V, Sy. S &

No. 439, 440, 441 & 458,
TSIIC Formulation SEZ,
Polepally Village, Jadcherla
Mandal Mahah h

634 Hetero Labs Unit V, Block VB, TSIIC- Block VB: EU-GMP (18/09386-7 Norwegian Medicines 10

Limited Formulation SEZ, S. Nos * Thubc khong vé tring: Agency
439, 440, 441 & 458, + Thubc ung thu: Vién nén, vién nén bao phim; Vién nang ctrng.
Polepally Village, Jadcherla © ~
Mandal, Mahaboobnagar S S
District., Telangana, Pin- Q G
509301, India - | ¢
(Cach ghi khac: Unit V, Sy. o] b
No. 439, 440, 441 & 458,
TSIIC Formulation SEZ,
Polepally Village, Jadcherla
635 Hetero Labs Unit.’:/YISy. No.439, 440, 441 3Agacavz\:)sulfat: a‘n?j Lam\vusline t:blets1 gOOmg/aOOmg: :\b.?c;vir agd La‘rlréivudm::stablel: 600mg/300mlg; ABA(;;AVII?JABLZEOTS 3%"‘9‘ :lowate/r:)ne acetate labbllets12050mgz;oAlali|1ig tab\::)s 40mg, WHO- L.DIS.NO. DI’UQS Control 10
- . : mg, 20 mg; Amlodipine tablets 5mg, 10mg; Aripiprazole Tablets 5mg, 10 mg, 15 mg; Atorvastatin calcium tablets 10mg, 20mg, 40mg, 80mg; Atorvastatin tablets 10mg, 20mg, 40mg, 80mg; . .

Limited Unit-V & 458, TSIIC- Formulation |0, o) N G2 5mg+ PROGUANIL HYDROGHLORIDE 26mg TABLETS: ATOVAUONE 250ma+ PROGUANIL HYBROGHLORIDE 106mg TABLETS; Celecosdb capsties 100mg, 200mg: GMP  |735/E1/2019 Administration,

(Cach ghi khac: SEZ Polepally Village, CINACALCET TABLETS 30mg; Clopidogrel tablets 75mg, 300mg; DACLATASVIR TABLETS 30mg: DACLAHEP; DERIPEX 10, 15; EFAVIRENZ, LAMIVUDINE AND TENOFOVIR DISOPROXIL Government of

Hetero Labs Jadcherla Mandal, FUMARATE TABLETS 600/200/300mg; Efavirenz, Emtricitabine and tenoforvir disproxil fumarate tablets 600mg/200mg/300mg; Efavirenz 600mg, Emtricitabine 200mg and Tenofovir Disoproxil Telangana, India

s Mahaboobnagar District., Furamate 300mg Tablets; Efavirenz Tablets 600mg; Entecavir tablets 0.5mg, 1mg; Eszopiclone tablets 1mg, 2mg, 3mg; Fexofenadine hydrochloride tablets 120mg; FEXOFENADINE
Limited) Telangana State, India HYDROCHLORIDE TABLETS 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, - I

200mg; Lamivudine and Zidovudine tablets USP 150mg/300mg; Lamivudine tablets 100mg; Ledipasvir and sofosbuvir tablets 90mg/400mg; LENALIDOMIDE CAPSULES 5mg, 10mg, 25mg; 8 8
Levofloxacin tablets 250mg, 500mg; Levofloxacin tablets USP 250 mg, 500 mg; Memantine hydrochloride tablets 5mg, 10mg, 15mg, 20mg; Montelukast sodium chewable tablets 4mg, 5mg, 10mg; o N
Montelukast Sodium Tablets 10 mg; Mycophenolate Mofetil capsules 250mg, 500mg; Mycophenolate Mofetil Capsules USP 250 mg; Mycophenolate Mofetil Tablets 500mg; Olmesartan medoxomil < <
tablets 5mg, 10mg, 20mg, 40mg; OLMESARTAN MEDOXOMIL TABLETS 20mg, 40mg: OLMICARD 20, 40; O and t iazide Tablets 20mg/12.5mg, 40mg/12.5mg, 5 p
40mg/25mg; Olanzapine tablets 5 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 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
450ma; VALGANCICLOVIR TABLETS 450ma: GANCIL 450 Ziprasidone capsules 20ma, 40ma, 60ma, 80ma.

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 WHO- |[L. Dis. No. o — |Drugs Control 10

Limited Unit-V & 458, TSIIC- Formulation  |mg; Progulanil tablets 100 mg; Valsartan tablets 80 mg. GMP 4528/E1/201 & & |Administration,
(Céach ghi khac:  |SEZ Polepally Village, 9 o & |sovernment of
Hetero Labs ﬁ:ﬁ::éfbw:g:fgistrict ’0\. ‘OL Telangana, India

Limited) Telanoana State. India _ _ _ - “

1937 |Hetero Labs Sy. No. 410 & 411, TSIIC,  [B&o cao thanh tra: Thudc vién nén va thudc tiém diéu trj ung thu; WHO- [L.Dis. Drugs control 22
Limited (Unit VI)  |Formulation SEZ, Polepally |Giéy chirng nhan GMP: GMP  |No.4167/E1/ Administration,

Village, Jadcherla Mandal,  [* Thudc vé 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 - < |Telangana, India
Telangana State, India 100 (Pemetrexed for injection 100mg); Trexed 500 (Pemetrexed for injection 500mg);Docetero 20 (Docetaxel injection 20mg/mL); Docetero 80 (Docetaxel 2] g
injection 80mg/4mL); Docetero 160 (Docetaxel injection 160mg/8mL); Notrix 100mg/5mL (Irinotecan hydrochloride concentrate for solution for infusion 100 o o
mg/5ml (20mg/mL); Notrix 400mg/2mL (Irinotecan hydrochloride concentrate for solution for infusion 40 mg/2ml (20mg/mL)); Mephal (Melphanlan 50mg g. g.
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))
* ThulAc kba Ato L L Tablatc 400, A | 1 100 (1 inib lata Toblatc 400 A | X7 100 /(1 inib lata Tohlat
IN-036 » Intas Pharmaceuticals Limited » Plot numbers 457, 458 & 191/218P, Sarkhej-Bavla Highway, Matoda, Sanand, Ahmedabad, Gujarat, IN-382210, India
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1085 Intas Plot No 457 & 458, Vmage * Vién nén, vién nén bao; Vién nang ctrng; Thudc tiém (dung dich thé tich nhd); Chée phém dung ngoai (thuoc mé). WHO- 19071474 Food and Drugs Control 13
Pharmaceuticals |Matoda, Bavla Road and Plot|* Thudc déc té bao: Vién nén, vién nén bao; Vién nang ctng; Thudc tiém truyén (thudc dong khd); Ché phdm dling ngoai (thuéc m&). GMP Administration,

Limited No 191/218 P, Village Gandhinagar, Gujarat
Chacharwadi, Tal -Sanand, state, India
Vill: Matoda & Chacharwadi -

382 210, Dist. Ahmedabad, < q
Gujarat State, India I I
(Céch ghi khac: Plot No.-457 ’5 ’5
- 458, Village-Matoda, Bavla & b
Road, And Plot No: 191/218 o ©
P, Village: Chacharwadi, Ta:-

Sanand, Dist. -Ahmedabad,

India / Plot No. 457, 458,

Village-Matoda Bavla Road,

Dict Abmaadabod ladio)

1086 Intas Plot numbers 457, 458 & * Thué’c v trung: ] EU-GMP |UK GMP Medicines and 13
Pharmaceuticals |191/218P, Sarkhej-Bavla + Thu@c tiét tring cudi: Dung dich thé tich nhé'. 17543 Insp Healthcare Products
Limited Highway, Matoda, Sanand, |* Thudc khéng v6 tring: Vién nang cirng; Thuoc m&; Vién nén, vién nén bao phim. GMP o ~ |Regulatory Agency

Ahmedabad, Guijarat, IN- *Pong goi so' cap: Vién nang cirng; Thudc mé; Vién nén, vién nén bao phim. 17543/9621-| S a (MHRA), United
382210, India (Céch ghi *Pong goi thir cép. o a ; :
khac: Plot No.-457 - 458, * Kiém tra chat lwong: 0024 [H] 8. 53. Kingdom
Village-Matoda, Bavla Road, [+ Vi sinh: V6 trung; g P
And Plot No: 191/218 P, + Vi sinh: Khéng vo trung;
Village: Chacharwadi, Ta:- |+ Héa hoc/Vat ly.
d Dict Abmodabad
IN-037 » Mylan Laboratories Limited » Plot No. 11, 12 & 13, Indore Sez, Pharma Zone, Phase Il, Sector lll, District Dhar, Pithampur, Madhya Pradesh, 454775, India

178 Mylan (hodc M/s. [Plot No. 11, 12 & 13, Indore [* Thudc khéng vé trung: vién nang cing; vién nén, vién nén bao phim EU-GMP (OGYESI/495 National Institute of 6
Mylan) Sez (ho&c Indore SEZ hodc 52-5/2017 ® N |Pharmacy and Nutrition
Laboratories Indore Special Economic Q & |(OGYEI), Hungary
Limited Zone), Pharma Zone, Phase S N

11, Sector IlI, District Dhar, g )
Pithampur, Madhya Pradesh, o @
454775 India _

179 Mylan (hodc M/s. |Plot No. 11, 12 & 13, Indore [* Thudc khéng vé tring: vién nang cteng; vién nén, vién nén bao phim WHO- |07/2014 Food and Drug 6
Mylan) Sez (hodc Indore SEZ hodc GMP IS4 S |Administration Madhya
Laboratories Indore Special Economic Q & |Pradesh, India
Limited Zone), Pharma Zone, Phase g’ :'

11, Sector Ill, District Dhar, s <
Pithampur, Madhya Pradesh, - N
484775 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

637 Milan Laboratories |Plot Nos. Vién nang (bao gém ca thyéc chtra khang sinh nhém penicillin); bot pha syrplhf)n dich (bao gdm ca thudc chira khang sinh nhém penicillin); Thuéc dung WHO-  [NEW-WHO- | o « |FDA Maharashtra, India 10

(India) Pvt. Ltd 35,36,63,64,65,67&87 ngoai (kem, m&, gel), thudc uong dang Idng; vién nén, vién nén bao (bao gom ca thudc chira khang sinh nhém penicillin); GMP GMP- g 2]
Jawahar Co-Op Industrial CERT/KD/84| o Q
Estate Ltd, Kamothe, Raigad 030/2020/11 'S' S
410209 Maharashtra State, 130714 S b
India
IN-039 » Fresenius Kabi Oncology Limited » Village Kishanpura, Baddi, Tehsil Nalagarh, District Solan, IN-174101, India

638 Fresenius Kabi Village Kishanpura, P.O. * Thudc tiém thé tich nhd diéu tri ung thw: Thudc déng khé; thube dang I6ng. WHO-  |HFW-H ) — |Health and Family 10

Oncology Limited |Guru Majra, Tehsil Nalagarh, GMP  |[Drugs] § § Welfare Department
Distt. Solan (H.P.), India 488/06 Vol-v| & &  |Himachal Pradesh, India
8 | &

639 Fresenius Kabi Village Kishanpura, P.O. * Thudc didu tri ung thu: vién nén, vién nang ciing WHO- |HFW-H o — |Health and Family 10

Oncology Limited |Guru Majra, Tehsil Nalagarh, GMP  |[Drugs] § § Welfare Department
Distt. Solan (H.P.), India 150/06 Vol- | ¢ &  |Himachal Pradesh, India
1\ g' a@
640 Fresenius Kabi Village Kishanpura, Baddi, [* Thudc vé tring EU-GMP |UK GMP Medicines and 10
Oncology Limited | Tehsil Nalagarh, District + Thubc sén xuét vo tring: Thubce déng kho; Dung dich thé tich nho. 29338 Insp Healthcare Products

Solan, IN-174101, India + Thudc tiét tring cudi: Dung dich thé tich nhd. GMP Regulatory Agency
(Céch ghi khac: Village * Thu(?c kh_éng vo trung : Viér] nang c'L'yng, Vién nén. 20338/4438 ® N (MHRA), United
Kishanpura, Baddi, Tehsil * Thudc diéu tri ung thu: Thuoc ddc té bao. 41-0008 g g Kingdom
Nalagarh, District Solan ~ <
(hodc District Solan, E g
Himachal Pradesh), IN- o ©
174101, India / Village
Kishanpura, P.O. Guru
Maira Toheil Nal h
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1807  |Fresenius Kabi Vmage Kishanpura, Baddi, ‘ThuTt;C V6 tring 416 e Thube dona k. Dung dich (h tich g EU-GMP |DE_HE_01_ Co quan tham quyen 20
. f et + Thudc sé@n xuat vé trung: Thudc dong khé; Dung dich thé tich nho. .
Oncology Limited ~ (Tehsil Nalagarh, District + Thubc tiét trung cudi: Dung dich thé tich nho. GMP_2021_ Burc
Solan, IN-174101, India * Thubc khac: Thubc doc té bao. 0045
(Cach ghi khac: Village +Dong goi thtr cép
Kishanpura, Baddi, Tehsil + Kiém tra chét luvong: Vi sinh (thudc vé tring); hoa ly, Vat Iy
Nalagarh, District Solan - Pham vithanh tra: N ) _ b Q
e + Bot pha dung dich tiém truyén Bendamustin Kabi 2,5mg/ml. S g
(h_OaC District Solan, + Dung dich dam d&c pha tiém truyén Busulfan Fresenius Kabi 6mg/ml N N
Himachal Pradesh), IN- + Dung dich dam d@ac pha tiém truyén Carboplatin Kabi 6mg/mi 8 38
174101, India / Village + Dung dich pha tiém hodc tiém truyén Cyratabin 100mg/ml & &
Kishanpura, P.O. Guru + Dung dich dam d&c dé pha dung dich tiém truyén Doxetaxel Kabi 20mg/ml, 80mg/4ml, 160mg/8ml; N -
. N + Dung dich dam déc pha tiém truyén Etoposid Fresenius Kabi 20mg/ml
Majra, Tehsil Nalagrarh, +Dung dich dam dac pha tiém truyén Gemcitabine 38mg/mi
Distt. Solan (H.P.) 174101, |+ Bst pha dung dich tiém truyén Gemcitabine 38mg/ml
India) + Dung dich dam dac dé pha dung dich tiém truyén Irinotecan Kabi 20mg/mi
+ Dung dich dam déc dé pha dung dich tiém truyén Oxaliplatin Kabi 5mg/ml
+ Dung dich dam dac gé jch tie 5
IN-040 » Zota Healthcare Ltd » Plot No 169, Surat Special Economic Zone, Near Sachin Railway Station, Sachin, city: Surat, Dist: Surat, Gujarat State, India
641 Zota Healthcare Plot No 169, Surat Special ~ [Vién nén, vién nén bao phim; vién nén gidi phong duy tri; vién nén bao tan trong ruét; vién nén giai phong cham; vién nang WHO- |20021858 o o |Food & Drugs Control 10
Ltd Economic Zone, Near Sachin GMP § § Administration Gujarat
Railway Station, Sachin, city: & & |State, India
Surat, Dist: Surat, Gujarat Q =]
State, India = ©
IN-041 » Giyaan Pharma Pvt Ltd » Plot No.6, IDA, Renigunta, Tirupati, Andhra Pradesh, India
180 M/s Giyaan Plot No.6, IDA, Renigunta,  [Thubc khong vé tring chira khang sinh nhém Penicillin: Vién nang cirng, vién nén, vién nén bao phim, bot pha hén dich uéng WHO- |L.Dis.No o o~ |Government of Andhra 6
Pharma Pvt Ltd 517520, Tirupati, Chitoor GMP  |4548/Accou é § Pradesh — Drugs Control
Dist, Andhra Pradesh, India nts/2019 & &  |Administration, India
e | @
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 ctrng; thuoc bot kho. Indian- [2019/4510 o b Food & Drugs 12
Limited Jawaharpur Tehsil Dera GMP S S |Administration, Punjab
Bassi District S.A.S Nagar & & |(India)
(Mohali) Punjab, In 140507, < Q
India e 8
960 IND-SWIFT Off NH-21 Village * Thuoc khong vé trung: vién nang ctrng, vién nén, vién nén bao phim. EU-GMP (UK GMP o «  |Medicines and 12
Limited Jawaharpur Tehsil Dera 31450 Insp § § Healthcare Products
Bassi District S.A.S Nagar GMP S &  |Regulatory Agency
(Mohali) Punjab, In 140507, 31450/3603 | = | I |(MHRA), United
India 11-0012 ) ©  |Kingdom
1628 |M/s IND-SWIFT  |Off NH-21, Village Vién nén; vién nang cirng; thubc bot khé. India-GMP |Drugs (3) Pb| _ + |Food & Drugs 18
Limited Jawaharpur, Tehsil 2021/2658 g & |Administration, Punjab
Derabassi, District S.A.S q Y |(India)
Nagar (Mohali), Punjab, 3 3
India, Pin -140507(hosc = 3
140507 hoadc IN-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. Khol,[* Thudc bt pha tiém chira Cephalosporin WHO- |NEW-WHO- © — FDA Maharashtra, India 6
PHARMACEUTICA|Nalagarh Road, Baddi, GMP |GMP/CERT/| o S
LS PVT.LTD Distt.Solan (HP) 173205, PD/72622/2 :\L‘ :\L‘
India ~ ~
018/11/2561| 3 N}
2 — o
IN-044 » Themis Medicare Ltd. » Sector 6A, Plot No.16, 17 & 18, lIE, Sidcul, Ranipur, Haridwar, Uttarakhand, India
182 M/s Themis Sector 6A, Plot No.16, 17 & [* Thudc tiém non beta lactam WHO- |17P/1/15/20 Drugs Licensing & 6
Medicare Ltd. 18, IIE, Sidcul, Ranipur, * Thudc vién nén non beta lactam GMP 06 * S |Controlling Authority
Haridwar, Uttarakhand, India |* Thudc rifampicin I & |(Uttarakhand), India
(Céach viét khac: 6A, Plot * Thubc m&, gel S S
No.16, 17 & 18, IIE, Sidcul, & )
Haridwar, Uttarakhand, - o ©
249403 India)
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
183 Synthokem Labs  [Unit Il Plot No. 222 to 224 & [Nguyén liéu lam thubc Guaifenesin, Chlorphenesin, Mephenesin, Mebeverine Hydrochloride WHO- |[L. Dis. © o |Drugs Control 6
Private Limited 235 to 237, Phase I, IDA, GMP  |No.12941/E( é § Administration
Pashamylaram, Patancheru R)/TS/2017 My My Government of
Mandal, Sanagreddy Q Q Telangana, India
(District) - 502319 Telangana 3 3 '
IN-046 » Bharat Serums and Vaccines Limited » Plot No K-27, Anand Nagar, Additional MIDC, Ambernath East, Thane 421501, Maharashtra, India
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 96 / 202 23-06-2022
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PJ /HYHW IHVDIFHMWFIHRV DPECCHBEMO\H W VP /MY /DQVRSUDHRWH RUOD\H
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*HWHUR /DEMBQLW ... R co. iliy\éK\?§QKs\I\{<ug‘QLLQNQ';QJLY@J_\rqu%Bémiﬁwﬁ]iwomq\?«?sHuquOL HR W VG P R B KOTROLELGSHWAD ERQJH WR U VRHP L7G H 7DE:+2V PIJ ‘7LYJVJH§LGH (UXIV ERQWURG
/LPLWHG "HHGLPHWOD HGH;P QPJ e7RU\/?iPLGH ?‘DQEOH&/\/ le/&%vaungFmemvxm@mmuxm GROX\?\/LBQ 60 X WQ R OLBEBY XBLQMO2UQGRPHW DF?@\%DS XxOoHW 863 $GPLQLVWUDWLURQ
7HODQJIDQD 6WDWHp; QE&PF\FORYLU +&/ 7TDEOHWY  PJ SIDNREDNQEYLDEDMEOHWWI PJ /HYRFHWMWAM ]PQH Q& LQUR EKORULSKD WHE@DSVXO[HV  PJ =LGRYXGLQH *RYHUQPHQW R
7DEOHWV 863 PJ 7HQRIRYLU 'LVRSUR[LHW QD YBWR FIOERHVEH HOBRVXOHV  PJ  VOORH MW IPQH 'X\GRIRIMK.GRU t GHIRBEORULGH &DSVXOHV  PJ 7HODQJDQD ,QGLD
/DPLYXGLQH 2UDO 6ROXWLRQ PJ P/ 'DUX®YYUU7DEDGNWY PRJ /DPUXXGLQH 7DEOOWY Pl 3UHIDEDOLQ &DSYXOHV PJ 3UHJIDHDOLQ
&DSVXOHV PJ 3UHJDEDOLQ &DSVXOHV  PRJ 3WWH DEDDAQQEDBESWOBWY  PJ 3UHJIDEWORQ LIS KX@URFKPRUEEH 7DEOHWH PJ 6H|WUDOLQH
K\GURFKORULGH 7DEOHWY 6HUW UD O L Gl \W UDWDR XD RUGLIGRF KDROH WK 7 PEO B WD ERH V6 U WRID QB K LKRIGW R E KQIR U L7GHHQ R IRNWY 'LVSUR[LO )XPDUDWH 7DH
(IDYLUHQ] /DPLYXGLQH T7HQRIRYLU 'LYR BARBWRO)X® BXFWIHQDIMED HWWQGHG 5HDORORE 8 R EBIHWDWIE 6[W A @ GHEBVRIBOHDVH 7DEOHWYV[ 863 PJ
&LWDORSUDP 7DEOHWYV 863 PJ &LWDORS S [FOED AWEOFHEV PPJI(WRRAHSUD]ROH ABE@AWORURS HBWGULAEQR[RE +\GURFKORULGH 6\UXS
PJ PJ P/ $WD]DQDYLU 6XOSKDWH DQG BLWRQBMEUUIDEOAWFOHWY PJ *OLP HBILWILGH 77DEDHWMAY PBJ IHELRIRORO +\GPRFKORULBH 7DEOHW PJ
1HELYRORO +\GURFKRULGH 7DEOHWYV PJRIRDYUUHQR SADPLDX)IAPH D WHQ7DEOHWYV 7PBOHWY 863) SRWREDMWMLUDFHWDP FDEOHWYV | PJ
/HYHWLUDFHWDP 7DEOHWYV  PJ 6RIRVEKGLADEDE®NWA63 PRJ 70GDIOLHQ] 7DEOHW B8R QDNLU/RBEQBIWW EBQG PJ PJ /RSLQDYLU|DQG 5LWRQDYLU
7DEOHWV 863 PJ PJ 5LWRQDYLU 7DEOHWEGHS®YV PPJDDNRVYLU 7DEOHWYV  PB 2PHOMDPWLWD & B SADFOHVEDHWY 843  PJ
/HYHWLUDFHWDP 7DEOHWV 863 PJ /HYHWLUD¥HWDPDFHEIHWADESHW W 863  PJ 'DENJDVPUD QRN FLOIDVAY GDEOHWY | PFJ 1HELYRORO 7DEHOHWV
PJ 'XOR[HWLQH +\GURFKORULGH 'HOD\HGOFHBWDRQH & DBWRKOKO/RURGEH XHOD\HG 5HOGID VD BRDIWXORY )PQDMWHBYMGHIZDEQHWYV PJ HYHWLUDFHWDP
7DEOHWYV  PJ /HYHWLUDFHWDP 7DEOHWOV)XPRIUDWE RIRBLAD PLWRGLLRK 7DEOHW $ BERVFCRADLUEDE@OW\D BOHWWSE68 PJ SLGRYXGLQH 2UDO VROXWLR
PJ P/ =LGRYXGLQH 2UDO VROXWLRQ 863DWH DUGSWHRQDYLU BXPOHWY PJ BJ AHQRIGEDODH J®EOGHWRFEORULGH 7DEOHWYV| 863 PJ
'"ROXWHJUDYLU 7DEOHWYV PJ /LWKLXP FDUERQOUML B DIMXGHWRBOBYLBJI7DEOHWY EPHW P 868HWRKRFDAUHEDPROLYDU &DSVXOHV PJ[ 2VHOWDPL[YLU
FDSVXOHV PJ /HYRFHWLUL]JLQH 'LK\GUR PKORHEIGHR @ B D OVDEQ@XWIRQ PJ 'DELJD WU D@DMLKHWHQD WHPEFEGXQHV 7HQRIRYLU 'LVRSUR[LO )XPDUOWH
7DEOHWV PJ PJ PJ $WD]DQDYLU &DS@XDHEW XOMN 3UMUDBSOUOLIOR]LQ 7DEOKWY PJ $SWIDDQIDYR)L @ XDEOHNH &DSVXOHV  HJ $WD]DQD[YLU
6XOSKDWH &DSVXOHV PJ $WDJDQDYLU 606G RKRDWRDEDSVEOHWY PJ ZW 7ROWHHMEBDRQH $BEOWHWWDDAH H[WHEQGHG/ ROWHUROWHURGLQH 7DUWUDWH
"XOR[HWLQH +\GURFKORULGH 'HOD\HG UHOHRYH BBODHMALXP GHOOARBHSHOHDVH SHIMH® W HO HD YPIQYRGOBYROH G 2PHSUDJROH GHPD\HG UHOHDVH
SHOOHW
+HWHUR /DEMQLW ,,, , '|$7KHR EiR FiR WKDQK WUD 9LrQ QpQ YlrQKXOF KDR & IGI¥RQ JI90RQ ODQ T+2 / 'LV 1R 'UXJV &RQWUR(
ILPLWHG -HHGLPHWOD +\GHUMKBHLRGGDQK PéF V§Q SK-P ytQK NqP JLO\ FRH D Q& +Q GRY X/GIPQM LDLE O HW V PJ /DIMWLLELSIH HAGBR YXGLQH DQG $GPLQLVWUDWLRQ
7HODQJDQD 6WDWHM D RGH WV PJ 1HYLUDSLQH 2UDO 6KVBHROYHR@BOBWWRIB6BHY PJ /DPLYXGLQHGEDROHRN G IXKP DAUHIMRHRY LU *RYHUQPHQW R|
DQG ODPLYXGLQH 7DEOHWY PJ PJ &R IDENHWG ZAWK RHYSROBGQSLQH %HV\0DWHWOEWHWWD FOHSRORGLSLQH 7HODQJIDQD ,QlBLD
PJ &LWDORSUDP 7DEOHWYV 863 PJ *OLPHGULRHSHILCGHOMEV BY3/ 63 PJ 2PHSUD]RHYH 'MDD\HG 5HOHpPVH &DSV|XO
2PHSUD]ROH JDVWUR UHVLVWDQW FDSVXOGHWHPZDEDAMNM.GLQH D BWBYXBYQH &DSWQKNPLEAGIPODWHYRIOR[DF
WDEOHWYV PJ (JHWLPLEH DQG VLPYDVWDMPLEH MDEOHGWM YBYWPWLQH DEOHWYV PDWPQ 7(DPHEWHPM\EH DQIG 6LPYDVW
PJ PJ (JHWLPLEH DQG 6LPYDVWDWLQ 7DEEOBRMYHWRI FU (4OWEPIEH 7DEOHWYV PJ 5DOWHJIYDYLU WPEOHWYV
SRWDVVLXP WDEOHWYV PJ 'ROXWHJUDYLVYRSMRIYRGXP®D WIMEH7 ARRO R YW\ ®© D\ HIGP H WE& HD YXP DLDWKHD 16 W
PJ 'LPHWK\O IXPDUDWH GHOD\HG UHOHBV R H RI\DO MR O X WLR QR8EBWPJ P/ 'ROXWHQBRDRYUU (PWUDFLWDELQH DOQ
N alall*Falal=-NNau¥] Inl=NaNTRVVAV] D1 LD LC DN DD oLl DO NIV YT NG
.1 2 QQRYD &DSWDE & % (3,3 3KDVH'LVMWUBBEDQ 3DX@L,QGLD
QQRYD &DS|WDE (3,3 3KDVH ,| 7KXOF NK{QJ Y{ WU+QJ YLrQ QpQ YLr@iQpQVERLROSKR® YLrQ QDQJ T+ 2 ) + 6WDWH 'UXJV &RQWPROO
-KDUPDMUL %DGQ@L 'LVWW 6RODQ *03 [>'UuxJ@ &RQWUROOLQJ |[FXP
>+ 3@ .QGLD /LFHQVLQJ $XWKRULW\
%DGGL 'LVWW [6ROPQ >+
,QOGLD
,1 2 1DSURG /LIH 6FLHQFHYV 3YW /WG 2 BDBRWSXR %RLVDU&7KDQH ODKDUDVKWUD 6WDWH ,QGLD
1DSURG /LIH30RW 1R * 0,1& 9LrQ QpQ YLrQ QpQ EDR SKLP YLrQ QEQR FiQJ FKID FKOW yYF WA +2  |1(: +2 )'$ ODKDUDVKWPD ,RGLD
6FLHQFHV 3YWUD®XU %RLVDY 7KEQR WLrP G¥QJ 00QJ GXQJ GIFK QPR GkPKF§WKKOOFF {08 WHK{EER *03 *03 &(57
ODKDUDVKWUD 6WDWH L
,QGLD
1DSURG /LIH* 7DUDSXU LQGXVWKIL®P Y{ WU+QJ (8 *03|2*<e, 1DWLRQDO ,QVWLWAWH R
6FLHQFHV 3WWHDPWG, ' & %RLVDISIX(:)F V8Q [XOW Y{ WU:QJ EDR JxP F§jWK>q®?<®WFym,§1 BiR ngwa')ﬁ? BVLrP G¥QJ [elnle'e} VQRQJQ@EFK QKE GIFK 3KDUPDF\ DQG LXWUYLWLF
0DKDUDVKWUD 7JQ@PWLEW WU+QJ FXOL EDR JxP FSGW@XDPORQJ QY GiNFKX QAW GriF K WKG WFK QKO 2¥<(, +XQJIDU
&IFK JKL NKiF * DKROF NK{QJ Y{ WU*QJ FKiD FKOW yYPQEACRRSKBRr r0QQ ¥ QUQFQQJ
7DUDSXU ,QGXVWULDO $UHD
%RLVDU 'LVW 7KOQH
fo¥d
1 2 &LSOD /LPLWHG 2 9HUQD ,QGXVWUQ@BOD(VWDWH 9HUQD *RD ,
0V &LSOD /JB®RW 1R 6 WR p 8QLBW 9,, 7KXOF NK{QJ Y{ WU-QJ YL@DQPQ YLIQ QpQ EDR YLrQ T+ 2 0)* : &k TXDQ TX§Q @& 'mfEF
WR 6 / /| 8QLW 9,,, 7KXOF NK{QJ Y{ WU-QJ FKiQK® UEFDRQ H LYQrQDENQF MUFQNKXIRILEIQ UQ G 03 |+2 %DQJ *RD "Q
/ WR / / $8QLW ; 7KXOF NK{QJ Y{ WU-QJ FKiD FKOM) SQ/FQWED E|Rr LIQrQ MPR FiQJ %03 ')'$
9HUQD ,QGXVWULDO (VWDWH
9HUQD *RD ,QGLD
&LSOD /WG |®BTMW, ,30RW 1R [68Q WROMW §yQJ JyL Y] NLGP WUD FKOW GQK@QP3WKXOF [IW PEL 7KXOF T+ 2 0)* : "LUHFWRUDWH RI )RRG
9HUQD ,QGXVWULDO (VWDWH *03 |+2 'UXJV $GPLQLVWUDWLRQ
9HUQD *RD ,QGLD *03 ')'$ *RYW RI *RD ,QGLD
&LSOD /WG |BIGIOW (WG 8QLW , 7 KIOFWNKRQJ Y{ WU-QJ (8 *03|'(B67B B &K TXDQ WK-P TX\A(Q
30RW 1R / 6 0 9HURD 7KXOF G+QJ WURQJ G¥QJ 00QJ 'XQJ GIiFK NKt GXQJ 03B B iF
QGXVWULDO (VWDWHQJLIyL Vk FOS
9HUQD *RD ,QGLD 7KXOF G+QJ WURQJ G¥QJ 00QJ 'XQJ GIFK NKt GXQJ
&iFK JKL NKiF 8QLWyQJI3DRWNKi FO©S
1R / WR / 9HUQOP WUD FKOW Om¢QJ
QGXVWULDO (VWDWH BHUR@K .K{QJ Y{ WU+-QJ
*RD O +vDRNE 9+

'DQK ViFK WUQJ K¢S Fk VA4 QmRF QJRjL yiS iQJ *03 7UDQJ
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0V &LSOD /Y®RW 1R / WR | 8QLW OFIQKO P3W UHVSXOHV WKXOF [IW PEL T+2 0)* : JRRG 'UXJ $GHQ
9HUQD ,QGXVWULDO8QLWMD & FVKKWX ~ N *03 +2 %DPEROLP *RD|,QG|LD
9HUQD *RD ,QGLD 8QLW ,,, 9LrQ QpQ WHKOFKG:QJ QJRjL W *03 ')'$
8QLW ,9 9LrQ QpQ
&LSOD /WG [9HUQD ,QGXVWULDO7KMOBFWHK{QJ Y{ WU+QJ YLrQ QpQ YLrQ QpQ QKLAX ORS (8 *03|'(B53B B &k TXDQ WK-P TX\A(
8QLW ,,, ,p *RD 9HUQD 6DOFHWWH *03B B iF
.QGLD
&LSOD /WG |8GFIOW (WG 8QLW , 7KIGFWNKRQJ Y{ WU-QJ (8 *03['(B67B B &k TXDQ WK-P Tx\A(g
30RW 1R / 6 0 9HURD 7KXOF G¥QJ Fy iS O8F SUHVVXULVHG SUHSDUDWLRQV *03B B iF
,QGXVWULDO (VWDWHKQJLIyL Vk FOS §yQJ JyL WKi FOS
9HUQD *RD ,QGLD .LGP WUD FKOW Om¢QJ
9L VLQK .K{QJ Y{ WU+QJ
+vDRNE 9+ i _
&LSOD /LPLWHGLVBQLWORW 1R|[/7KX6F NK{QJ Y{ WU+QJ FKiD FKOW yYF VMQAQHI® 9LIQ QPQEBRIIKYE (8 *03|8. *03 OHGLFLQHV DQG
; 0 9HUQD , QG XYQWULDLOWKi FOS B ,QV§E +HDOWKFDUH 3URGYFWYV
(VWDWH 9HUQD *RD.LGIP WUD FKOW Om¢QJ 9L VLQK NK#J Y{ WU+-QJ +yD KNF Y+W O %03 5HIJXODWRU\ $JHQF\
) ,QGLD ) 0+5% B8QLWHG
FiFK YLAW NKiF LQIGRP
8QLW ; 30RW 1R| 6 WR 6 '
6 WR 6
/ WR / / $
/ 9HUQD ,QGX{VWULDO
(VWDWH 9HUQD 6DOFHWWH *RD
1 ,QGLD
30RW 1R 6 WR 6 6
WR 6 / /
/ WR / !
$ 9HUQD ,QGXYWULDO
1 a .,/ /IDERUDWRULHV 3ULYDWH /LPLWHG*KPWDO3KD V&2, QBXQ/WULDO $UHD %KIQZADL®L 5DMDVWKDQ s
:/ IDERUDWRULHV3KDVH , ([WQ 9LrQ QpQ YLrQ QDQJ FiQJ YLrQ QDQJ PAPLWRKXODQIGIFIG¥GYW SED KUQ GIFK GXQJ GIFK XO®J :+2 & $ "UXJV &RQWURQ(
SULYDWH /LPLKPM®DO 5,,&2 ,QGXKWWURFEBID &HSKDORVSRULQ YLrQ QpQQYGiGKQPQQFiQJ EYW SKD K *03 T+2 2UJDQLVDWLRQ[ 6ZDVWK\I
$UHD %KLZDGL 5DMDVWKDQ *03 %KDZDQ 7LODN|ODU
QGLD -DLSXU ,QGLD
:/ IDERUDWRULHV3KDVH , ([WQ 7KXOF NK{QJ Y{ WU+*QJ YLrQ QDQJ FIiQLURKKAR XGORKG¥WHEXXAFQEYW SKD GXQJ GIFK X0QJ YL[Q®&pQ3[2*<e, 1DWLRQDO ,QVWLWYWH R
3ULYDWH /LPLKWPAMDP O 5,,&2 ,QGXVWULDO 3KDUPDF\ DQG LXWULWLF
$UHD %KLZDGL 5DMDVWKDQ 2%<(, +XQJDU
,QGLD
1 a 6HUXP ,QVWLWXWH RI ,QGLD 3YW OMG 2 "EDWDRBSMIHU=RR®H ,QGLD
6(580 +$'$36%5 381|(68Q SK-P T+ 2 )'$ ODKDUDVKWPD ,QGLD
167,787( 2) ',67 381( 93F [LQ G¥L EOW KR¥W y{QJ NK{ 5%%,9% L DSMHEA HN\UNBRFIGQH HQ@DFW *03
1',$ 397 /7']|=21( 1.8 93F [LQ YL U~W VOQJ JLSP yYF O8F y{@BWNK{ BXEHOBDVOHYHOXWWHQXDWHG IUHH]H GULHG
93F [LQ 'LSWHULD 7HWDQXV 3HUWKNYQXVHHEDWH®)LD W\ SHDE FRQMXJDWH YDFFLQH DGVRUEHG
6(580 +$'$36%5 381|(68Q SK-P T+ 2 )'$ ODKDUDVKWPD ,QGLD
167,787( 2) ',67 381( 93F [LQ G¥L EOW KR¥W y{QJ NK{ 5%%,9%$ L DSMHEA HN\UNBRFIGQH HGQ@DFW *03
1',$ 397 /7'|=21( 1.8 93F [LQ YL U~W VOQJ JLSP yYF O8F y{@BWNK{ BXEHOBDVOHYHOXWWHQXDWHG IUHH]H GULHG
93F [LQ 'LSWHULD 7HWDQXV 3HUWKNYQXVHHEDWH®)LD W\ SHDE FFR QM X J D WHk ¥ BRI Bk GW RIPEH® INK{QJ EDR
ViQ
6(580 +$'$36%5 381|(68Q SK-P T+ 2 )'$ ODKDUDVKWPD ,QGLD
167,787( 2) ',67 381( 93F [LQ G¥L EOW KR¥W y{QJ NK{ 5%%,9% L DSMHERA HN\UNBRFIGQH HGQ@DFW *03
1',$ 397 /7'|=21( 1.8 93F [LQ YL U~W VOQJ JLSP yYF O8F y{@BWNK{ BXEHOBDVOHYHOXWWHQXDWHG IUHH]H GULHG
93F [LQ 'LSWHULD 7HWDQXV 3HUWKNYQXVHHEDWH®)LD W\ SHDE FFR QM X J D WHk ¥ BRI Bk GW RIPEH® INK{QJ EDR
ViQ
6(580 +$'$36%5 381(68Q SK-P 142 )'$ ODKDUDVKWPD ,RGLD
,167,787( 2) ',67 381( 93F [LQ G¥L EOW KR¥W y{QJ NK{ 5%%,9% L DSMHEA HN\UNBRFIGQH HGQDFW *03
1',$ 397 /7'|=21( 1.8 93F [LQ YL U~W VOQJ JLSP yYF O8F y{@BWNK{ BXEHOBDVOHYHOXWWHQXDWHG IUHH]H GULHG
93F [LQ 'LSWHULD 7HWDQXV 3HUWKNYQXVHHEDWH®)LD W\ SHDE FFR Q M X J D WHk ¥ BRI BKP GW RIPEH® INK{QJ EDR
ViQ
1 a 6XQ 3KDUPDFHXWLFDO ,QGXVWULHV /LOGWHWE FLOH] S8QHDY 3KDVH 9,,,$ 6 $ 6 OMDE 0RKIDD L 3X
6XQ 6H] 8QLW $ , QB QW@ OYLrQ QDQJ FiQJ +2 JRRG 'UXJV &RQWUIR O
3KDUPDFHXWUHPO3KDVH 9,,,8/ 6 $ 6 *03 $GPLQLVWUDWLURQ 3IXQML
,QGXVWULHAPIPUWHRKDOL ,QGLD
3XQMDE ,QGLD
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6XQ 6H] 8QLW  $ , QB QWQP@OYLrQ EDR YLrQ QDQJ FiQJ 6LER EKYQJ KPR GJIEK XO0QJ J T+2 3E JRRG 'UXJV &RQWURO
3KDUPDFHXWUHDPO3KDVH 9,,,3| 6 $ 6 *03 $GPLQLVWUDWLURQ 3IXQME
,QGXVWULHAPIPUWHRKDOL ,QGLD
3XQMDE ,QGLD
1 a :RFNKDUGW /LPLWHG 2 %LRWHFK 3DUNUDRQJDEDG& :DORBDKBUDVKWUD VWDWH ,QGLD
"RFNKDUGW [PRPRWHFE 3DUN +| 7KXXOR VEQ [XOW Y{ WU+QJ 7KXOF WP WU K¢S G¥QJ WLrP EDR J T+ 2 1(: :+2 YRRG 'UXJV
:DOXM $XUDQJDEpPG %LSKDVLF ,VRSKDQH ,QVXOLQ ,QMHFWLRQ *03 *03 &(57 $GPLQLVWUDWLURQ '$
ODKDUDVKWUD VWDWH (UQMBKDRSRLHWLQ ,QMHFWLRQ $ 0DKDUDVKWUD |,QG{D

+XPDQ , QR/XIODQH, ¥ XVSHQVLRQ DQG MKIPD® ,QVXOLQ ,QMHF
,QVXOLQ *ODUJLQH ,QMHFWLRQ

,QVXOLQ +XPDQ ,QMHFWLRQ

,QVXOLQ ,QMHFWLRQ

VRSKDQH ,QVXOLQ +XPDQ 6XVSHQVLRQ

+XPDQ ,QVXOLQ ,VRSKDQH 6XVSHQVLRQ

VRSKDQH ,QVXOLQ ,QMHFWLRQ
5HFRPELQDQWWHKPDSR(BWLQ ,QMHFWLRQ

ELCDDCIODOW avuvol o
1 2 OHGRSKDUP 2 1R % ,QGXVWULDO ROBD 'OBD@XUFW .DUQDWDND ,QGLD
0V OHGRSK[DBP % ,QGXVWU[D®Q$QHQ YLrQ QDQJ T+2 ‘&' 6S0O KO 'UXJV &RQWURC(
o0boXuU .RODU "LVWULFW *03 |, &5 $GPLQLVWUDWLURQ
.DUQDWDND ,QGL[]p *RYHUQPHQW R|
.DUQDWDND ,Q[GLD
,1 2 7LWDQ /DERUDWRULHV 3YW /IWG® 30&WDRDG 9LQODJH -LWH 5DLJDG H ,QGLRLRDUDVKWUD 6WDW
7LWDQ /DERBODWWR URH V ( 7KXOF NK{QJ Y{ WU+QJ 7KXOF FOP 3HOOHWV 9LrQ QpQ 42 1(: :+2 )'$ ODKDUDVKWUD ,QGLD

3YW /WG 0,"'& ODKDG 9LOODJH *03 *03 &(57
-LWH 5DLJDG L
ODKDUDVKWUD 6WDWH ,QGLD

7LWDQ /DER|BODWW UWRH VY ( 7KXOF NK{QJ Y{ WU-QJ 9LrQ QDQJ +2 1(: :+2 )'$ ODKDUDVKWUD ,QGLD
3YW /WG 0,"& ODKDG 9LOODJIH *03 *03 &(57

-LWH 5DLJDG K
ODKDUDVKWUD 6WDWH ,QGLD

1 2 OHSUR 3KDUPDFHXWLFDOV 3ULYDWH /AKDRWH® >*8QLW GKZD5RDEXUHQGUDQDJDUD *XMDUDW ,QGL
OHSUR 8QLW ,, 4 5RDG JKDKMQABE NK{QJ Y{ WU+*QJ 9LrQ QDQJ FiQBKIAQYQPQ QHIQ EMP QERRWURQJ UXYWPAKXOF G+QJ QJRjtL+NHH JHO JRRG 'UXJV &RQWURO
3KDUPDFHXWLEDONGKZDQ *03 $GPLQLVWUDWLRQ [FXMD!
3ULYDWH /LF@W%%GL%DQDJDU *XMDUDW 6WDWH ,QGLD
OHSUR 8QLW ,, 4 5RDG JKDKMQAB NK{QJ Y{ WU+*QJ 9LrQ QDQJ FiQIJHB¥DHOE]jRAFKALE@Q QPQ WLrQ QpQ EDR SKLP (8 *03|2*<e, 1IDWLRQDO ,QVWLWYWH R
3KDUPDFHXWLEDONGKZDQ 3KDUPDF\ DQG LXWYLWLF
3ULYDWH /LPPXWH@GUDQDJIDU [*XMDUDW 2*<(, +XQJDU
,QGLD
1 a $WUD 3KDUPDFHXWLFDOV /LPLWHG 0%&OBQRM $XBORWDERG 06 ,QGLD
$WUD 30RW 1R + 0,'&|: DIGKOXND F NK{QJ Y{ WU+*QJ 9LrQ QDQJ FiQBKYPrQ QpQ YLrQ QpQ EDR +2 1(: :+2 JRRG 'UXJV &RQWUIR O
3KDUPDFHXWXEDQVYDEDG *03 [*03 &(57 $GPLQLVWUDWLRQ P 6
/ILPLWHG ODKDUDVKWUD VWDWH ,QGLD $' %UDQGUD ( OXPEDL|
ODKDUDVKWUD MVWDYH
1 a &L SOD /LPLWHG 2 30RW 1R SKDEWRURQH QE&RIMH6,SHHLDO (FRQRPLF =R Q HO D8G M\ B DPUBXGH\LK W, QIGAVD 'K D U
&LSOD /LPLWFHRW 1R 3KPVAKXOF Y{ WU-QJ T+ 2 &k TXDQ TX8Q ¢é& 'mkF
,QGRUH 6SHFLDO [FRQRRKBPF WLEW WU+QJ FXOL WKXOF WLrP VI\ULQJH yyQJ ViQ *03 EDQJ 0DGK\D 3yDGHVK
=RQH 3LWKDPSXU 'LVWKXRPBWEQ [XOW Y{ WU+QJ WKXOMWQRAPFWIFK OLAY GIFKXOWKXOF [IW PEL GXQJ GIFK KUQ GIiFK Qv

ODGK\D 3UDGHVK |, r&IX®DF NK{QJ Y{ WU+*QJ WKXOF X0QJ P O QWRIGFHFEVVBHWRKOF YLIQ QpR EXMW Q VOKQOE DERY W V&L ERQVV
WKXOF KtW G¥QJ EYW WKXOF KtW G¥QJ EuQK [IW SKkQ OLAX

8QLW ,, &LYOQLW ,, 30RW 1R| 7KXOFGRKA®J Y{ WU-QJ G¥QJ EJR FKA BKKE OGRAXWKXOF KtW G¥QJ (8 *03[8. *03 OHGLFLQHV DQG
/LPLWHG ,Q&RHABH FRQRPLIF =RQH +HDOWKFDUH 3URGYFWV
3KDVH ,, 3LWKDPEXU 'LVWULFW 5HIJXODWRU\ $JHQF)
'"KDU O0DGK\D 3UDBHVK ,1 0+5$ B8QLWHG
,QGLD .LOGRP

'DQK ViFK WUQJ K¢S Fk VA4 QmRF QJRjL yiS iQJ *03 7UDQJ
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0
OLFUR /DEV JLRPLWHGSFRW ,QGXVKMIAP OIK{QJ Y{ WU-QJ NK{QJ FKiD NKiQRQVY RQBK%HAFDYDPFW WA KRUPYLIQ QpQNK{LNQL Qp Q EQR[FRYR V[L U 1R '"HSDUWPHQW R]| )RRIG
&RPSOH[ +RVXU [JHODWLQ Yj WKXOF G+QJ QJRjL *03 ' 6DIHW\ DQG 'UXJV
,QGLD &RQWURO $GPLQLVWUDW
&iF FiFK JKL NKIiF *RYHUQPHQW R|
6LSFRW +RVX{ 7DPLOQDGX ,Q[GLD
7DPLO 1DGX ,QGLD
6LSFRW ,QGXYWULDO
&RPSOH[ +RVXU
7DPLO 1DGX ,QGLD
1R 6LSFRW ,QGO $UHD
+RVXU 'KDUPDSXU[L 7DPLO
inc a
,1 26 .DQW +HDOWKFDUH /WG 2 30ORW BRDVH ,,, 9D*SL ' &LW\ 9DSL ‘LVWH 9pDGAIDG *XMXUDW 6WDW
6 .DQW +HDW3ORD\J HR 7KK OF NK{QJ Y{ WU+QJ 9LrQ QpQ YLrQVWQOEDRY WKWK XVOIF @D QHED KUQ GIFK WEXOWFKE OFI QURFLXD B INHP J )'$ *XDMDUDW ,|QGLJ
/ILPLWHG 3KDVH ,,, 9$3, "LVW 03
9DOVDG *XMDUDW VWDWH ,QGLD
6 .DQW +HDW3ORD\U HR L7K&OF NK{QJ Y{ WU+-QJ 9LrQ QDQJ FiQXXWKXEFVX MIIXO¥QRO®OIKID WUQ GIFK WKKOF FiQQ W QWEBKXOF3@R7JHOH0 OHGLFLQHV $XWKRULW\ R
ILPLWHG 3KDVH ,,, 9%$3, EDRWKLP 0ODOWD 0%0
9DOVDG *XMDUDW VWDWH ,QGLD
,1 2 %KDUDW %LRWHFK ,QWHUQDWLRQDXDIPHHWSE W *tDQRFPMHO9I MGIGHK DO 'LVWULFW 7HODQJDQD 6WDWH ,QGLD
%KDUDW %LRWGRIFKH 9DOOH\ E[KEFHHQSMW y{QJ NK{ j T+ 2 +' $3 'UXJ &RQWURO
 QWHUQDWL|IRRP®®DO OHGFKDQ 'BVANLIFBRWDYLUXV VOQJ X0QJ *03 95 $GPLQLVWUDWLURQ
/ILPLWHG 7HODQJIDQD| ,QGLD *RYHUQPHQW R|
7HODQJDQD ,Q|GLD
1 a DL OLUUD ,QQRSKDUP 3YW /WG 2aMWDWH &KHQ@RL( ,QGLD
0OV 6DL OLUUB 6,'&2 7TKXOF NK{QJ Y{ WU-QJ 9LrQ QpQ YLrQFQR ERPROFKXOQILE®QIDMAQJ 7KXOF EYW KRQU ENK{MOPFMRRPxH WKXOF &k TXDQ TX8Q & GnicF
,QQRSKDUP [§YWDWH $PEDWW KKy F&RHQRQIDQK GéF yYF WA EjR *03 “Q Y )'$ 7DPLQ 1DGX
/WG ,QGLD ,QGLD
,1 2 QRYDQWLY /DERUDWRULHY SYW /WG SBEBEYH\5DRROZD\ 6 WBWLRQ 1HDU *DFO RGDEW 3BQPRODW 6WDWKHDEQGLD
9RYDQWLV [6XUYH\ 1R PBI3rQ QpQ WKXOF EYW X0QJ ,QGLD [F03 JRRG 'UXJ &RQWURQ
/DERUDWRU|SPRRYW5DLOZD\ §WDWLRQ 1HDU $GPLQLVWUDWURQ [FXMD!
/WG *DFO 30DQW 5DQROL 6WDWH ,QGLD
9DGRGDUD *XMDUDW 6WDWH
,QGLD
1 a +XPDQ %LRORJLFDOV ,QVWLWXWH ,BPKQRORIQFRI@VV/LPQRGIHDE 2 .R]IKLSDQQDL ¥DGRRXIDG DYRYGK D UD RLOQ/®D O D P ,QGLD
+XPDQ %LRQRRIKEBDYQDL 3XGRPXQD $%+$<58% Y3F [LQ G¥L WLQK FKA WUrQ WA EjR 9HUR 42 . ',6 1R '"HSDUWPHQW R| )RR|G
,QVWLWXWH 3RVIW L VY RWODVDYDLDK 1DJDU *03 ' 6DIHW\ DQG 'UXJV
RI OV ,QGL[BGKDIDPDQGDODH &RQWURO $GPLIQLVWUDW
,PPXQRORJUEBDWQRDGX .QGLPD *RYHUQPHQW R
/LPLWHG 7DPLOQDGX ,QGLD
,1 a $WKHQD 'UXJ '"HOLYHU\ 6ROXWLRQWXRYW /WG *B8O0KMKMHRRFIO =RQH $PEHUQDWKDUDYKW@®H 6WDWH ,QGLD
$WKHQD 'UX[BORW 1R $ WR ${9LOQ, Q&QJ FiQJ WKXOF FOP SHOOHW YLrQ QpQ YLrQ EDR SKLP T+2 1(: +2 )'$ ODKDUDVKWPD ,RGLD
'"HOLYHU\ 6 R&OKNWPLRBY =RQH PEHUQDWK *03 *03 &(57
3YW /WG :  7TKDQH !
ODKDUDVKWUD 6W[DWH ,QGLD
$7+(1$ '58* [3/27 % $ 0,'& 7KXOF NK{QJ Y{ WU+*QJ YLrQ QDQJ FiQJO ®WKW OFLWG LQp/QK XAFQFEPRSYLrQ QpQ SKyQJ WKtFK NpR (8jx03 )7 0+ 1DWLRQDO $XW|KRUJwW\ R
"(1,9(5< &+(0,&%/ =21( OHGLFLQHV DQG¢ +HPOWK
62/87,216 39PO0%(5187+ (67 3URGXFWV ,1)§50("
/7" 0$+$5%6+75% 3RUWXJDO
,QGLD
$WKHQD 'UX[BORW 1R $ WR ${9L0Q, QBQJ FiQJ WKXOF FOP SHOOHW YU QprR %Ky® L WX EKRNPRLE]L T2 1(: :+2 )'$ ODKDUDVKWPD ,RGLD
'"HOLYHU\ 6ROKWPLRDY =RQH $PEHUQDWK *03 |*03 &(57
3YW /WG : 7TKDQH !
ODKDUDVKWUD 6WDWH ,QGLD
,1 2 6RYHUHLJQ 3KDUPD 3ULYDWH /LPLWHQGGD&XUYHAIDIRD 'DP DR ,QGLD
'DQK ViFK WUQJ K¢S Fk Va QmRF QJRjL yiS iQJ *03 7UDQJ
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6RYHUHLJQ BRDUYPRD1IR JB@QOX®W O0QJ GXQJ P{L GXQJ P{L KRjQ Q}¥\rQ RQOmRFKBRKDPFVIr® ¥%D>r$<53% Y3F [LQVGK¥Q WAVE jRR[¥ WUNPL@HQRK AL ' $'0,1,675%$7,21 3)
3ULYDWH /LPD@RIBD 'DPDQ EYW y{QJ NK{ *03 "' /% '$0%$1 ',8 87

,QGLD '58+%6 /,&(16,1*
$87+25,7< '58*
&21752/
'(3$570(17
35,0$5< +($/7+
&(17(5 '$0%1
1.3

,1 2 9HQXV 5HPHGLHYV /LPLWHG @ +LOO REBPDMBX NV WBLD IKIWDWH[WQ %KDWR®DQ.DIAPOQ FRDG GUD'GMWRVN 6RO ,QGLD
9HQXV 5HPH[GLE® 7RS ,QGXV WU LIKX Q¥WH WHJ + QJ i j i ] (8 *03]), 0+ IDWLRQDO $XWKRUlW\ R
/LPLWHG -KDUPDMUL (3,3 JKDVHKXOF VEQ [XOW Y{ WU-QJ WKXOF N{PI WK{EjRD RWKROFS F@WFKiD NKiQJ VL QB UEDPHQMPWDOBRNGRULQV Y| OHGLFLQHV DQG +HOWK

(IWQ %KDWROL |BORKQW 8O WGEK QKO . . . ) 3URGXFWV ,1)450(
'LVWW 6RODQ +LPDFKDKXOF WLEW WU+-QJ FXOL GXQJ GIiFK WKEjRtFK QKO FKiD FKOW 3RUWXJDO
3UDGHVK ,QGLD
9HQXV 5HPH|[GLB® 7RS ,QGXVW|ULTKX Q¥VED'WWHS KD WLrP 7KXOF FKiD NKiQJ YL @R UBO/PHOHPRD ARVSRULRY %HWDODFWDP T+ 2 +): o+ 6WDWH 'UXJV &RQWPROO
ILPLWHG -KDUPDMUL (3,3 3JKOKMQF yLAX WUT XQJ WKm 7KXOF WLIBIGFQILOROQJ WKXOF y{QJ NK{ *03 >'UXJVva@ &RQWUROOLQJ |FXP
([WQ %KDWROL|.DVKXXQ FMDGBLG¥QJ 00QJ 3)6 $PSRXOHV SKDDWLIPj WKXOF y{QJ NK{ JLFHQVLQJ $XWKRUJw\
LYWW 6RODQ +LPDFKDO 9RO ;, +LPDFKDO 3UDGHVK| ,QG!
3UDGHVK ,QGLD
9HQXV 5HPH|GLAY 7RS ,QGXVW|ULTKX Q¥FVED'WHS KD WLrP 7KXOF FKiD NKiQJ Y @ R UBYPHOHPRDORVSRULQV T+ 2 +): o+ 6WDWH 'UXJV &RQWPROO
ILPLWHG -KDUPDMUL (3,3 JKOKMQF yLAX WUT XQJ WKm 7KXOF WLIBIGFQUILOROQJ WKXOF y{QJ NK{ *03 >'UXJva@ &RQWUROOLQJ |FXP
(IWQ  %KDWROL|.DIKXQFMDIGBLG¥QJI 00QJ 3)6 SPSRXOHV SKDDWLrPj WKXOF y{QJ NK{ JLFHQVLQJ $XWKRUJw\
'LVWW 6RODQ +LPOAK@DF XOQJ G¥QJ JyL FKiD NKiQJ VLQK QKyP &HSKDORVSRULQV 9RO :,, +LPDFKDO 3UDGHVK| ,QaG
3UDGHVK ,QGLD
9HQXV 5HPH|GLAY 7RS ,QG XV W|ULTKX Q¥ VWED'WHS KD W LrP T+ 2 +) o+ 6WDWH 'UXJV &RQWPROO
/ILPLWHG -KDUPDMUL (3,3 3JKDVH , *03 |>'uxivd &RQWUROOLQJ [FXP
([WQ ~ %KDWROL|.DODQ %DGGL /LFHQVLQJ $XWKRULW\
LYWW 6RODQ +LPDFKDO 9RO ;,, +LPDFKDO 3UDGHVK| ,QG!
3UDGHVK ,QGLD

,1 2 %'$ +HDOWKFDUH 3YW /WG @ 30RW 1RVHRQRDHDUSXYU 0,'& S ODKDUDVKWUD 6WDWH ,QGLD
%'$ +HDOWK[BDBW 1R % QHOJU7RXOF&NK{QJ Y{ WU+QJ 9LrQ QDQJ WKXOF EYW X0QJ YLrQ QpQ T+2 1(: :+2 )'$ ODKDUDVKWUD 6WDWH
3YW /WG 3DUVHRQL 1DJsxU *03 |*03 &(57 ,QGLD

ODKDUDVKWUD 6WDWH ,QGLD 1

,1 2'U 5HGG\ V /DERUDWRULHV /WG 2 6OVUBHOO®MJIH %DFKXSDOO\ 0DQGDO OHGHEKDIOQ@DONDGMLILUL 'LVWULFW 7HO
'U 5HGG\ V [%LRORJLFV 68§Q SK-P 'DUEHSRHWLQ DOID U '1$ + WKQNDRDHVUS 1$ 2DUEHGRH PFJ &UHV'I$ 2URUEGSRHW[Q:BRID[/ULV 1R '"UXJV &RQWURCQ
/IDERUDWRULXWYHWAG IR % D[RKXB\D0 O\ 'DUEHSRHWLQ DOID U '1$ 2ULUIEHSRIPWLQ HWHYSU '"I'® 2ULJILQ PFJ O4&DHVS1$ 2UDUERSREWLQED $GPLQLVWUDWLURQ

9 %DFKXSDOO\ [PFJDHGHKNG "DUEHSRHWLQ DOID U '1S} 2ULDIUEHSRPRMILQANGBIND U '1$ 2ULIJLQ HSRHWLEDBVE U "DWUE *RYHUQPHQW R|
ODONDMJLUL ',67|2UnHQQQJIDRAI +DHPDYLW "DUEHSRHWERRJDOHDHRDYIBVRULIJIQUEHSRHWLQ DOID +DHPDIUWIL PFJ 7HODQJDQD ,QGLD
6WDWH ,QGLD 'DUEHSRHWLQ DOID U '1$ 2ULJLQ PFHWLSIQGRQHV U '1$'RUEHSR PFJ 5HGLUQHVS1$ 2'DIWWERPSRHWLQ DO
&IFK YLAW NKiF [PFJ B5HGLQHVS 'DUEHSRHWLQ DOID GDUEHULJLQUEHSRHWR@ DOID U '1$ 2ULJLQUEH$RYW LR QUEDIDE
6XUYH\ 1R % D|F KX 2D QDL Q PFJ /RQGDUEH "DUEHSIRHWL@PDBDIDBUEKHDDUL) 'DUEHSRHWLQPB®|D$UE KDL ILQ QLL
9LOODJH %DFKXS[D'OOEGBSREWQQ DOID U '1$ 2ULJILQ PRULQSDBKB DO '1$ 'DWEHSRH PFJ *UDIH(HDGE K) L @ OUDLVDOL FIR@WMBIEYM RQ
OHGFKDO ODONDMpP&®)L 'LWWULPWDIHHO )LOJUDVWLP LQWMHBWLRIQ QXD FIR QWO LXQM FL&6) PFJ WUREWLP&HLOIJWPFNWLP LQMHF
7HODQJDQD ,QGLPDUDVWLP )LOJUDVWLP LQMHFWLRQ *V&6)P L@MHFWLRSOLP &3)0JUPFJ /LRSOL®6))LOPFIVWEP WRW | R Q
JLOJUDVWLP LQMHFWLRQ * &6) PFQMHERMXRID VW &B)OJURNIWLPUDQRPD[ )LOYUDWPWLP LW ROIRQ [* &
JLOJUDVWLP LQMHFWLRQ * &6) PFLJILIHI I IOIQND VIHIP I WDIHHRU 3HJILOJUDRWLPL @ J% X5Q MW X/[WPLEG D JG$
JURJHQ 5HGLWX[ S5LWX[LPDE U '1$ RUNX[QPDE PU '1SHRBULMWXR 5L PJ S5HGGLWXR 5LWKXJLPDHG GLVIX[RULJ
SLWX[LPDE U '1$ RULJLQ PJ S5HGLWRUESLOLWXRPDELG®HEHRQ 5LWX[LPDELGHRSRRULELWX[LPPDE U

,1 2 *XILF /JLIHVFLHQFHYV 3ULYDWH /LPLWH® & aXIDWHAUILRG .DELOSRUH FLW\ 1DY®DDUL*XMDUDW\VWDMHKV,QGLD
*XILF /LIHVF[I6MQFH\WVIR 1 +{ 1IRKXOF WLIP WUX\AQ WKG WtFK QKO WK XBEXDBFWE® JX OWKXOW §{QJ N T+ 2 JRRG DQG 'UXJY &RJPWUR
3ULYDWH /LPUIMWRHGULG .DELOSRUH FLW\ *03 $GPLQLVWUDWLURQ [FXMD!

1DYVDUL 'LIVW 6WDWH ,QGLD
1DYVDUL *XMDUDMW 6WDWH ,QGLD
&IFK JKL NKiF 6X{yYH\ 1R
1+ 1R 1HDU ULG
.DELOSRUH 1DYVDUL
AXMDUDW 6W
*XILF /LIHVF|oDRFNVEXUYH\ 1R[ 7KXOF Y{ WU-QJ ] (8 *03]|2*<e, 1DWLRQDO ,QVWLWYWH R
3ULYDWH /LPIDWHRBQDO *ULG $7 32KXOF V8Q [XOW Y{ WU+QJ WKXOF y{QJ NK{ 3KDUPDF\ DQG LXWULWLF
.DELOSRUH 1DYVDUL *XMDUDW 2%<(, +XQJDU
,QGLD
,1 2 3DQDFHD %LRWHF 3KDUPD /WG 2 9LW/OWJIBRODG XY+ B@GGL 'LV,QGLD

'DQK ViFK WUQJ K¢S Fk VA4 QmRF QJRjL yiS iQJ *03 7UDQJ
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3DQDFHD %LBRMDHDDJIH 0DOSXU |[HOGGEFLNK{QWW { WU+QJ 9LrQ QpQ 9LrQ QDQHXDKXRF XO0QJ G¥QJ 00QJ T+2 +): o+ +HDOWK )DPLO\
3KDUPD /WGE6RODQ >+ 3@ ,QGLD *03 |>'UuxJvd "HSDUWPHQW +|PDFKDO
9R|O 3UDGHVK %DGG|L
6WDWH 'UXJV [RRQWURO
,QGLD
3DQDFHD %LBRMOOMJH 0DOSXU | WDGFLNK{QWW{ WU+QJ 9LrQ QpQ 9LrQ QDQEXDKXR&F XOQJ G¥QJ 00QJ T+ 2 )+ +HDOWK )DPLO\
3KDUPD /WGE6RODQ >+ 3@ ,QGLD *03 |>'UuxJiva '"HSDUWPHQW +|PDFKDO
+R»F 0 6 3DQ&EHDKL NKIF 0DOSXU 3UDGHVK %DGG|L
%LRWHF 3KDOPBCAFGVWW 6RODQ + 3 6WDWH 'UXJV |&ERQWURO
,QGLD 0DO$XU QGLD
%DGGL 7HKVLO 1DODJDUK 'LVW '
SRODO . 2 QC
,1 2 7JURLNDD 3KDUPDFHXWLFDOV /LPLWHIXR®GD&IDWG 7KRGL 5RDG 'LVW OHKVDQD *XMDUDW 6WDWH ,QGLD
7URLNDD 6DQDQG .DGL 5RII&EXTKRE{QJ Y{ WU+QJ 9LrQ QpQ 9LrQ QiR CHDAR SKK RO F KM O/FGRUQW SKO QJ T+2 YJRRG DQG 'UXJY &RPWUR
3KDUPDFHXILMD ORKRO ‘LYW *03 $GPLQLVWUDWLURQ [FXMD!
/WG OHKVDQD *XMDUDW 6WDWH ,QGLD 6WDWH ,QGLD
&IFK YLAW NKiF TKRO
*XMDUDW QGLD
,1 a8 7JURLNDD 3KDUPDFHXWLFDOV /LPLWHNG/BDWH 6BODTRICXWWURBR®Q SWWDUDNKDQG ,QGLD
7URLNDD & 6DUD ,QGXVW{LDIOXOFWDRNBJ Y{ WU+-QJ NK{QJ FKiD NKiQJ YILLIGKQPKyPYUWHQV@pDEWRFRSKLP 9LrQ QDQJ FKiD EY :62QJ[08BQJ 'UXJV /LFHQVLQJ
3KDUPDFHXWHOR@¥L 'HKUDGXQ7KXOF WLrP WUX\AQ G¥QJ 00QJ WKG WKFEKQR & NK(D JDFRWD NK$SQIRMXQH 9LDO *03 &RQWUROOLQJ [$XWHKRULV
/WG 8WWDUDNKDQG ,QGLD 'LUHFWRUDWH fHQHUDO |
OHGLFDO +HDOWK DPLC
:HOIDUH 8WWD[UDNKHDQG
,QGLD
7URLNDD & 6DUD ,QGXVW{LDIOXOFWNDRNBJ Y{ WU+*QJ NK{QJ FKiD NKiQJ YILI@KQPKy PYLHW@pMDEWRPSKLP 9LrQ QDQJ FKiD EY :62QJ[0BQJ '"UXJV /LFHQVLQJ
3KDUPDFHXYWHOPAYL 'HKUDGXQ7KXOF WLrP WUX\AQ G¥QJ 00QJ WKG WKFEK@R &6 N KM J DFRWD NK$RSRMQH 9LDO *03 &RQWUROOLQJ [$XWHKRULV
/WG 8WWDUDNKDQG ,QGLD '"LUHFWRUDWH fHQHDO |
OHGLFDO +HDOWK DPLC
"HOIDUH 8WWD[UDNKDQG
,QGLD
1 a *UDFXUH 3KDUPDFHXWLFDO /WG 2 ($UHD, 3DVAGXVWKLRDGL $0ZDU 'LVWQGEW 5DMDVWKDQ 5
*UDFXUH ( 5,,&2 ,QGXVWOKEBOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJ WHXOFBID KI® GLFR XPQ YLrQ QpQ KDREKLP EYW [SK® *0B] €K, 1DWLRQDO ,QVWLWYWH R
3KDUPDFHXWWUHDO3KDVH ,,, %KLZDGL 3KDUPDF\ DQG LXWUYLWLF
/WG $0ZDU 'LVWULFW [5DMDVWKDQ 2%<(, +XQJDU
,QGLD
*UDFXUH ( 5,,&2 ,QGXVWUBKEBOF NK{QJ Y{ WU-QJ NK{QJ FKiD NKiQJLYQQXDQH P QJHWDOPRW{ FEYW SKD GXQXGI®& XD QL URKBF K'BQF G¥ /LFHQVLQJ $XW[KRULJw\
3KDUPDFHXWWUHDPO3KDVH ,,, %BLZOGWKXOF G+QJ QJRjL NHP JHO REpQRWKRQYLYQrQp@pRDRLrQ . *03 |, '"UXJV &RQWURQOHU|
/WG $0ZDU 5DMDVWK[DQ@KXQBINK{QJ Y{ WU+QJ FKiD NKiQJ VLQK Q¥R B LEHWDIHFLVWWDPOLASKDO QDQJ FIgK XAQI NKL@YQp FKPL6XQJ G 5DMDVWKDQ -CfLSX ,QC
QpQ WU«Q YLrQ QpQ EDR
*UDFXUH ( 5,82 ,QGXVWPLDRXBHMNK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJ WHXOFRD IR GLAR XPQ YLIQ QpQ EORR QK LPX WL E QU8B B B ReWds) 1DWLRQDO ,QVWLWYWH R
3KDUPDFHX /\?Lﬁvﬁwbu'iEvFvW @‘DLMZDD\% gPFZKWOQJ 3KDUPDF\ DQG IXWULWLF
/WG ool Q 2%<(, +XQJDU
&iF FiFK JKL NKiF
( ,QGXVWULDO $UHD 3KDVH
%KLZDGL 5DMDVYWKDQ
,QGLD KR»F ( ,OGXVWULDO
$UHD 3KDVH ,,, %K[LZDGL 5DM
,QGLD
KR»F ( 5,,&2 ,Q@XVwWULDO
$UHD 3KDVH ,,, %K[LZDGL $0ZDU
5DMDVWKDQ ,QGLp
KRE_( OGXVWULDO $UHD
.1 2 %LRORJLFDO ( /LPLWHG 2 30RW 1BRDUN 3KBVRWHFRQRXKI 9LOODJH 6KDPHHUSHW BGBGKDO 0D\GMDMEDE 'LVWULFW 7HODQJDQD ,QGLD
%LRORJLFD®3IPRW 1R %LRWHFICRBDIUQN %¥FK K«X 80Q YiQ +R Jj WR|QWWIEjRU HgP MQLE FYQJ K¢S KOS SK§ KPQIOLAXyK] ax#ex [/ 'LV 1R "UXJV &RQWURC(
JLPLWHG 3KDVH ,, .ROWKXUOLIAXOD PHALP@LAX P/ . B *03 6WRUHV $GPLQLVWUDWLURQ
6KDPHHUSHW 0DQGOF [LQ 9LrP QmR 1KzW %8Q EOW KR¥WN FRR @FFMAI) WLRKWHKRAW EOW KR¥WXXOSPEKKDL YQARXy[PFkQ Ol *RYHUQPHQW R|
OHGFKDO ODONDMIALPLQ 9LrP JDQ % '1$ WiL WU K¢S FRROWA), HP/ KDRU OLA¥k P/ Qak OLAX PP/ Pm 7HODQJIDQD ,QIGLD
'LVWULFW 7HODQPDIB [LQGIIDXP JDQ % '1$ WiL WU K¢S FKR @ OmiX ORIQ kR I PyL ’
93F [LQ %¥FK K«X Yj 80Q YiQ KOS SKé JLBE@IOIYAXyK®iQUAQEX \®ZARmMP/
93F [LQ %¥FK K«X 80Q YiQ +R Jj WRjQ'WH WEjIR WYJ)j REBP JOEB %K é yQJ JyAlIoQ IOX AR/ P/ Pm
93F [LQ %¥FK K«X 80Q YiQ +R Jj WR|Q VA BWIR O LAXS BKé yQ
C3E [1 0 AIBXEHAQANO] 11 8P UVE O] NKL ko RAX Pl O b ol Ax nal ol A
,1 a *OHQPDUN 3KDUPDFHXWLFDOV /WG QZ@DWD, 3 DLDOOMIKUBKRWAHIDIDUK 'LVWW 6RODQ + 3 ,QGLD
*OHQPDUN [9LOODJH %KDWWDOQZEBXOB N3K2QJ Y{ WU+QJ 7KXOF Xx0QJ GWOKX®FQR+ QU QIRIEK NWIP URHO ORWLRQ T+2 +): o+ 6WDWH 'UXJV &RQWPROO
3KDUPDFHXYWDMSEYD 1DODJIDUK 'LVWW *03 |>'UxJvd &RQWUROOLQJ |[FXP
/WG 8QLW ,[6RODQ + 3 ,QGLp /LFHQVLQJ $XWKRULW\
+LPDFKDO 3UDGHVK| ,QG!

'DQK ViFK WUQJ K¢S Fk VA4 QmRF QJRjL yiS iQJ *03 7UDQJ
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,1 2869 3ULYDWH /LPLWHG & + $Yj ( 2,'& ODKDWPD *DQGKL 8G\RJ 1DJDU 'DEKH®GLDPDQ ,1
869 3ULYDWH+ $ 7TKXOF Y{ WU+QJ ] j (8 *03[8. *03 OHGLFLQHV DQ
ILPLWHG Yi( 2,'& 7KXOF V8Q [XOW Y{ WU+*QJ GXQJ ® FK WKXOF WLrP WKG WtFK QK .QV +HDOWKFDUH 3URGYFWV
ODKDWPD *DQGKL [BG\RIKXOF WLEW WU+-QJ FXOL GXQJ GIFK WKXOF WLIrP WKG WtFK QKO %03 5HIXODWRU\ $JHQF\
1DJDU 'DEKHO 'DPO@&XEF NK{QJ Y{ WU+-QJ YLrQ QDQJ FiQSKKRrQ QpQ YLrQ QpQ EDR 0+5% BQLWHG
QGLD .LQJGRP
869 3ULYDWH+ 9LrQ QpQ YLrQ QpQ EDR SKLP 9LrQ QDQWIFIR X {\NMOFJIF &GRP MXOWLIP yyQJ ViQ T+ 2 & OHGLFDO +HDOWK
/ILPLWHG Yi( 2,'& *03 |/$ VHUYLFH 'UXJM /LFHQVLC
KR»F 0 6 8g9DKDWPD *DQGKL [BG\RJ $XWKRULW\ 87|RI 'JPDQ
3ULYDWH/LP1|E\R/%%Q£LEDKHO pPDQ .1 'LX 'DPDQ ,1'|$
&IFK JKL NKiF +
$
ODKDWPD *DQGKL 8G\RJ
1DIDII 'DEKHO 'N _
869 3ULYDW $ 7KXOF Y{ WU-QJ ] j (8 *03[8. *03 OHGLFLQHV DQ¢
/ILPLWHG Yi( 2,'& 7KXOF VEQ [XOW Y{ WU+*QJ GXQJ ®FK WKXOF WLrP WKG WtFK QK ,QV +HDOWKFDUH 3URGYFWV
KR»F 0 6 86§DKDWPD *DQGKL [BG\RIKXOF WLEW WU+QJ FXOL GXQJ GIFK WKXOF WLIP WKG WtFK QKO %03 5HIXODWRU\ $JHQFY
3ULYDWH /LPOWRY 'DEKHO 'DPO&XAF NK{QJ Y{ WU+QJ YLrQ QDQJ FiQIKYRrQ QpQ YLrQ QpQ EDR 0+5$ BQLWHG
. .QGLD. .LQIGRP
&IFK JKL NKiF +
i
ODKDWPD *DQGKL 8G\RJ
1DIDIL "DEKHO '[
,1 2 =LP /DERUDWRULHV /LPLWHG 2 % DW,'& DX .DOPBHNMKBEUDVKWUD VWDWH ,QGLD
=LP /DERUDWRULHW, & DUHD "8L SKLP SKkQ WiQ WURQJ PLEQJ ) 1(: :+2 YJRRG 'UXJ
/ILPLWHG .DOPHVKZDU 1DJ$XU *03 |*03 &(57 $GPLQLVWUDWLURQ p 6
ODKDUDVKWUD VWDWH ,QGLD 1" %DQGUD ( OXPEDL|
ODKDUDVKWUD VWDYWH
=LP /DERUD\WRULHW,'& DUHD 7KXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJ QEIDRKIBPSA® YHNQVQDRQKXKIF FOP WKXQpEEWRSHOOH YERQ QAaQ: Y2Q JRRG 'UXJ
/ILPLWHG .DOPHVKZDU 1DJ$XUKXOF FKiD NKiQJ VLQK QKyP &HSKDORVWRYLQ Qpr® YDQY QW& XKDFREY *03 |*03 &(57 $GPLQLVWUDWLURQ b 6
ODKDUDVKWUD VWDWH KR»F 1 %DQGUD ( OXPEDL
1DJSXU ODKDUDVKWUD VWDWH ODKDUDVKWUD VWDWH .«
,QGLD ’
=LP /DERUDWRULHW, & DUHD 7KXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJ PIBEQIK MWPKSOFQEW ') SIKDRQJIQ GIFK XO0QJ EiQLWXK QS K LR VIID K7S K-8+ 1DWLRQDO $XW|KRUJQwW\ R
JLPLWHG .DOPHVKZDU 1DJ$EDR SKLP SHOOHW V8§Q SK-P WUXQJ JLDQ OHGLFLQHV DQG +HPOWK
ODKDUDVKWUD VWDWH JKR*®F ) _ . . . ~ 3URGXFWV ,1)450("
1DJSXU ODKDUDVKWUD QWDMHEK FOS 9LrQ QDQJ FiQJ 'SLLEWQLIP WKRK®D W EY W SK@IKUQ GIFK X0QJ WK QK G KRHQ BIRQSAPR [ EDR J 3RUWXJIDO
,QGLD yQJ JyL WKi FOS
LGP WUD FKOW OmgQJ
9L VLQK .K{QJ Y{ WU-QJ
+vDRNE 94
,1 a 6WHULO *HQH /LIH 6FLHQFHV 3 /WG OKRXD OMPRWBHIGQ URRG O0DQJDODP YLOORXSGKFXKIHUQALNDQXU FREBXDH 3
BWHULO *HQHRLIHODQJDODP §DLRXOF Y{ WU-QJ ] ] T+2 & 8 "HSDUWPHQW R| 'UXpV
6FLHQFHV 3URW® ODQJDODP YLOOTKIXOF V§Q [XOW Y{ WU+QJ GXQJ ®IFINKKG WtFK QKO WKXOF y{ *03 |,, :+2 &RQWURO 3XGKFKHUU\
9LOOLDQXU FRPPXQH 7KXOF WLEW WU+-QJ FXOL GXQJ GiIFK WKG WtFK QKO %03 ,QGLD
3XGXFKHUU\ 7JEEOF NK{QJ Y{ WU+QJ YLrQ QpQ YLrQ WEKQXGEMRKIRLPREPRQIxNLFY QDQJ FiQ) EMRR IJxPLF@ WHR®ADP ARiD KRUP
FKiD KRUPRQ
BWHULO *HQHRLIHODQJDODP §DTRXOF Y{ WU-QJ ] j (8 *03|2*<e, 1DWLRQDO ,QVWLWYWH R
6FLHQFHV 3URW® ODQJDODP [fLOOTKIXOF V§Q [XOW Y{ WU+QJ GXQJ ®IFINKKG WtFK QKO WKXOF y{ 3KDUPDF\ DQG LXWULWLF
KR»F /LPLWAEOOLDQXU FRPPXQH 7KXOF WLEW WU+QJ FXOL GXQJ GIFK WKG WtFK QKO 2%<(, +XQJDU
3XGXFKHUU\ ,QGLD
FiFK YLAW NKiF| 1R
0DQJDODP 0DLQ URDG
9LOOLDQXU FRPPXQH
AXGXEKHUUL _ _
6WHULO *HQHR/LIHODQJDODP ODZRXOF NK{QJ Y{ WU-QJ YLrQ QpQ YLrQ WKE@GED RKIRLIPREPRQIxNLF® QDQJ PAP FKiD KRUPRQ (8 *03]|2*<e, 1DWLRQDO ,QVWLWYWH R
6FLHQFHV 3URW@& 0DQJDODP YLOODJH 3KDUPDF\ DQG LXWULWLF
KR»F /LPLWRAEPOLDQXU FRPPXQH 2*<(, +XQJDU
3XGXFKHUU\ ,QGLD
FiFK YLAW NKiF|[ 1R
0DQJDODP 0DLQ URDG
9LOOLDQXU FRPPXQH
X CXEKHIILIN
.1 2 (PFXUH 3KDUPDFHXWLFDOV /LPLWHGG63'BRQ) GRVW BKDY K RPSOH[ %DUL %UDKPDQDGLDPPX - . ,
(PFXUH /DQH 1R 3KDVH[9LIQ QpQ YLrQ QpQ EDR SKLP YLrQ QDQRJIFI@IQW KX XD QIGEERJI 00 T+2 )2 'UXJ 2IILFH Rl WKH §RQWUROC
3KDUPDFHXWLRBOYGXVWULDQ &RPSOH| *03 'UXJV )RRG &RQWURO
/ILPLWHG %DUL %UDKPDQD [-DPPX 2UJDQL]DWLRQ| 3DWROL
- QGLD O0DQJRWDULDQ |-DQIsSXU
-DPPX_ ,QGLD
,1 2 RSUDQ /LPLWHG 2 9LOODJH 6DYUROQLUDKKXOWLUIX U, 15DLJID GEQ @IDIX

'DQK ViFK WUQJ K¢S Fk VA4 QmRF QJRjL yiS iQJ *03
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.RSUDQ /LPL@WHO®DJIH 6DYUROL 7BROF NK{QJ Y{ WU+QJ FKiD NKiQJ VLQR JQKiPJ3BQIF QPQLYLOQrQp@DEDR SKLP %YW SKD KUQ GIFKNLUR(: :+2 21ILFH RI WKH
.KDODSXU 5DLIJDG 7KXOF NK{QJ Y{ WU+QJ NK{QJ FKiD NKiQJLYQQIDQH yf QJH WDGDEWP PY19rQ QpQ EDR SKLP *03 |*03 &(57 &RPPLVVLRQHU| )RRG
ODKDUDVKWUD 6WDWH ,QGLD N 'UXJV 2UJDQL]DOWLRR
3DWROL ODQJRWDULDQ
-DQLSXU -DPP ,Q¢LD
,1 2 6SDUVK %LR 7HFK 3YW /WG 2 30RW 1R /DWXDED\Y DR 'LVW -DPQDJDQGLEDXMDUDW 6WDWH ,
6SDUVK %LR[JFHFAK LR 6XUYHVKROF NK{QJ Y{ WU-QJ FKiD NKiQJ VLQK QKy®@ @BPQUFIBQORNILIQ QpQ T+2 JRRG 'UXJ &RQWURO
3YW /WG /DNKDEDYDG *03 $GPLQLVWUDWLURQ
&LW\ /DNKDEDYDG *DQGKLQDJIDU [FXMUDUDV
'LVW -DPQDJDU *XMDUDW 6WDWH ,QGLD
6WDWH ,QGLD '
,1 2 6XQ 3KDUPDFHXWLFDO ,QGXVWULHVWW® @ 6 XtRHW 1RQG $UBDR3KDVH ,, 3LSDULA '®ICAMDVYDJDU +BYHOL ,QGLD
6XQ 6XUYH\ 1R 30RWHKROF NK{QJ Y{ WU+-QJ 9LrQ QpQ YLrEQRQ EDM ®DIQU QpQ NK{QJ 42 '0+6 $'& "UXJV &RQWURQOHU|
3KDUPDFHXWRFWOQG $UHD 3KDVH ,, *03 "1+ :+2 /ILFHQVLQJ $XWKRULYW\
,QGXVWULHBYRREILD 6LOYDVYD *03 'DGUD 1DJDU $DYH[OL
8 7 RI'DGUD 1DJDU 6LOYDVVD ,QGLD
+DYHOL ,QGLD '
,1 2 ODFOHRGV 3KDUPDFHXWLFDOV /LPLWHG 8X3KCHMHLR, 3ORBWHMRLHU ,QGXVWULDO QVWDWH Q®IFIKXLIJDP 'DPD
0V ODFOHRGIKDVH ,, 30RW 1R9LrQ QpQ YLrQ QDQJ WKXOF FOP SHOOHW YLrQ QpQ EDR SKLP T2 & $GPLQLVWUDWIRQ HI 'DP
3KDUPDFHXWXEYBVIR SBUHPLHU *03 |$ ',8 87 ,QGLD|
/ILPLWHG ,QGXVWULDO (VWDWH .DFKLJDP
'DPDQ ,QGLD
0V ODFOHRGAQLW,, 30RW 1R [7KXOF NK{QJ Y{ WU+*QJ YLrQ QDQJ FiQJ YLrQ QpQ (8 *03[8. *03 OHGLFLQHV DQ¢
3KDUPDFHXWLFDOV DQG ,QVSE +HDOWKFDUH 3URGYFWV
/ILPLWHG 6XUYH\ 1R BUHPLHU *03 5HIXODWRU\ $JHQF)
,QGXVWULDO (VWDWH .DFKLJDP 0+5$ BQLWHG
'DPDQ ,QGLD LQJGRP
1 2 0\ODQ /DERUDWRULHYV /LPLWHG 2 3B0ORDMXRN +$XUPQJIJDERG: ODKDUDVKWUD 6WDWH ,QGLD
0\ODQ /DERUDIWRRWLR V* + P, ®BKXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJ YLrQ QpQ YLrQ QpQ EDR T+ 2 1(: :+2 JRRG 'UXJ
/ILPLWHG :DOXM $XUDQJIDEpPG *03 |*03 &(57 $GPLQLVWUDWLURQ b 6
ODKDUDVKWUD 6WDWH ,QGLD $' %DQGUD ( OXPEDL
&iFK JKL NKiF 30RW 1R + ODKDUDVKWUD sWDWH
+ 0,& :DOX '
,QGXVWULDO (VWDWH
$XUDOQIDEDG 1 _
0\ODQ /DERUDWRRWLR V¥ + J,"8KXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJ YLrQ QpQ YLrQ QpQ EDR (8 *03 +HDOWK 3URGX[FWV
/ILPLWHG ‘DOXM LQGXVWULDO yQOWIYWIWk FOS 9LrQ QDQJ FiQJ YLrQ QpQ 5HIXODWRU\ $XWKRULW\
$XUDQJDEDG ,1 yQJ JyL WKi FOS +35% LUHODQG
,QGLD LGP WUD FKOW Om¢QJ 9L VLQK NK{QJ Y{ WU+-QJ +yD KNF 9zW Oé
&iFK JKL NKiF 30RW 1R
+ + 0,'& :DOXM
$XUDOQIDEDG _
0\ODQ /DERUBDWRRW LR + J,"8KXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQSKYPrQ QpQ YLrQ QpQ EDR (8 *03 +HDOWK 3URGX[FWV
JLPLWHG :DOXM LQGXVWULDO HQOWIYW Wk FOS 9LrQ QDQJ FiQJ YLrQ QpQ YLrQ QpQ EDR SKLP 5HIXODWRU\ $XWKRULW\
$XUDQJDEDG ,1 yQJ JyL WKi FOS +35% LUHODQG
,QGLD LGP WUD FKOW Om¢QJ 9L VLQK NK{QJ Y{ WU+-QJ +yD KNF 9+W Oé
&iFK JKL NKiF 30RW 1R
+ + 0,'& :DOXM
SXUDOIDEDG
1 a 0\ODQ /DERUDWRULHV /LPLWHG 2 ) RQ 610QQD& 0DOHJD,QGLD
0\ODQ /DERUDWRULHYV' & 7KXOF NK{QJ Y{ WU-QJ 9LrQ QDQJ FiQSKLPrQ QpQ YLrQ QpQ EDR T2 1(: :+2 JRRG 'UXJ
/ILPLWHG 0DOHJDRQ 6LQQDU .1 *03 |*03 &(57 $GPLQLVWUDWLURQ
QGLD 1. ODKDUDVKWUD [WDWH
&IFK JKL NKiF ) )
0,’& ODOHJDRQ 7ppoO
61L00DU 1DVKL _
0\ODQ /DERUDWRULHYV' & 7KXOF NK{QJ Y{ WU-QJ 9LrQ QDQJ FiQSKLPrQ QpQ YLrQ QpQ EDR (8 *03[+35% +HDOWK 3URGX[FwWV
/ILPLWHG 0DOHJDRQ 6LQQDU .1 ,16 *03 5HIJXODWRU\ $XWKRULW\
,QGLD +35%$ ,UHODQG
&IFK JKL NKiF ) )
0,’& ODOHJDRQ 7ppoO
6L Q0 IDYI N
,1 a 2[DOLV /DEV 2 9LOODJH 7KHGD 3 2D GREGKILFMULE W76R&DQ % LPDFKDO 3UDGHVK ,QGLD
2[DOLV /DEV[9LOODJH 7KHGD [#¥RBRXOF NK{QJ Y{ WU+*QJ WKXOF G¥QJ KtW SEXKQJIOGARK WKIPOFIGGQJIYQIR|QpQ YLrQ QOQYV PARRHW KOKEXBFREF WQ /LFHQVLQJ $XWKRULJW\ F>
/RGKLPDMUD 7HVKGOQBDGIGLVDFKHW *03 |+>'58*%6 'UXJ &RQWUROOHU RI
'LVWW 6RODQ +3| ,1',$ +LPDFKDO 3UDGHVK| ,QG!
1 2 QGFKHPLH +HDOWK 6SHFLDOLWLHNGIHNAW 'UWEBW BROOD YKDHDQD ,%GLD
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0V ,QGFKHPRHOO 7KDQD %DGGRLrQVQYW YLrQ QDQJ EYW SKD VLUR GU\ VIUXS FKiD SHQLFLOOLQ T+2 +): o+ +HDOWK )DPLO\ :HPIDUF
+HDOWK 6SHFR®RQA WLHV.QGLP 7KXOF X0QJ G¥QJ 00QJ *03 |>'UXJvd@ "HSDUWPHQW +|PDFKL
3YW /WG 7KXOF G+QJ QJRjL NHP Pa 3UDGHVW 'LVWW 6RODQ
9LrQ QpQ EYW SKD VLUR GU\ V\UXS FKiD FHSKDORVSRULQH ,QGLD 6WDWH |UXJ
&ROQWUROOHU
,1 2 §HQWXULRQ 5HPHGLHYV 3YW /WG 2 30'RRWZIIR ODGRGDYD *XMDUDW 6WDWH ,QGLD
&HQWXULRQ|30RW 1R * * BKXOEF NK{QJ Y{ WU+QJ 9LrQ QpQ EDR YQNK{MQKXEIFREYW. @ QD QJ Fi ) JRRG 'UXJ &RQWUR®D
SHPHGLHV 3YRUZMWGIDGRGDU *03 $GPLQLVWUDWLURQ [FXMD!
*XMDUDW 6WDWH [,QGLD 6WDWH ,QGLD
1 a &LSOD /WG 2 3/27 12 % 0, "'& 3$73/*$1*$06t565$6+75% 67%7( ,1',%
&LSOD /WG [8QLW ,, 3/27 12 § 7KXOF NK{QJ Y{ WU+QJ 9LrQ QpQ YLrQ QpQ EDR SKLP T+2 1(: :+2 JRRG 'UXJ
0, & 33$73/*31*9 *03 |*03 &(57 $GPLQLVWUDWLURQ
5%,*$’ ! ODKDUDVKWUD [WDWH
0$+$5$6+75% 6787
18
&LSOD /LPLWHG 8Q3W27 12 $ 7KXOF NK{QJ Y{ WU+QJ 9LrQ QpQ YLrQ QpQ EDR SKLP (8 *03[8. *03 OHGLFLQHV DQG
8QLW ,, 0,& 337$/*$1*$ yQJ JyL WKi FoSs ,QVS +HDOWKFDUH 3URGYFWV
',675,87 5%,*$" LGP WUD FKOW Omg¢QJ %03 5HIXODWRU\ $JHQF\
0$+$5%6+75$% 0+5$ B8QLWHG
1 18 .LQJGRP
,1 2 %LRGHDO 3KDUPDFHXWLFDOV 397 /7D3DUKOO5BRBDQLP®MA DI DI®MIDUK ‘'LVWW 6RODQ + S ,QGLD
%LRGHDO 9LO0O 6DLQLPDMUID 91P@IMUDUKYLIQ QDQJ FiQl WKXOF G-QORERW WHROFHOK®AWDNKXWKXOF [TW PEL WKXOF QKO PEL+2 +): o+ +HDOWK )DPLO®\ :HPIDUF
3KDUPDFHXYWRSDPYWRDG 1DOPIDUK 'LVWW *03 |>'UuxJivd '"HSDUWPHQW +|LPDFKDO
397 /7" 6RODQ + S ,QGLD 9R 3UDGHVK ,QGLp
1 a 061 /DERUDWRULHYV 3ULYDWH /LPLWHG 8QRWPXRDWERQUFKY,QGOR/'WULDO (VWDWHK VARWODUDP &H@IDQUH&®\ ',QGLD
061 /DERUD\WRUBKODWLRQV 'L|YL6BLR QK 30 RHME (&/2) (1$& PJ DQG 3$5$&(7%$02/ *BJO73%/(76 PJ DQG 0(7)250,1 +<'52&+/25,'( Ha +2 / 'LV 1R '"UXJV &RQWURC(
3ULYDWH /LPIRWH®QULFK ,QGKNWMWULUDO(/($6( 7$%/(76 */,0(3,5,'( PJ DQG 0(7)250,1+/2552& PJ (;7(1'(" 5(/($6( 7$%/(76 /HYRIOR[DFILR 6WRUHV $GPLQLVWUDWLURQ
(VWDWH %ROODUDIMEOHWY  PJ PJ PJ /HYRIOR[DFLQ 7REOHW\ 86@7)2PW, 1 +<'52&+/25,"( (;7(1'(" 5(/($6( 7$%[(76 *RYHUQPHQW R|
6DQJDUHGG)\ 'LVW|BIBBW PJ PJ 0217(/8.$67 &+(:$%/( 7$%/(76 P217(8.$67 7$%/(76 PJ PJ 0217(/8.$67 62|80 PJ 7HODQJDQD ,QlGLD
7HODQJDQD I D(92&(7,5,=,1( ',+<'52&+/25,"( PJ 7$%/(76 02;,)/3BR767 PJI 1(%,92/2/ 7$%/(76 PJ PJ PJ Pp ’
&IFK JKL FE )RUPNOOESBLZROVY('2;20,/ 7$%/(76 PJ PJ PJ PJ 7B76898%% /(76 PJ PJ PJ PJ 52689%677,1 P
'LYLVLRQ 3O0RW 11’ )$D)LHES7( PJ 7$%/(76 7(/0,6357$1 7$%/(76 868) PPJ 7(/0,6357$1 PJ $1' +<'528&+/25'(71,$=,"(
,QGXVWULDO (VWDWHPHROBDOOOB63 72/9$37%$1 7$%/(76  PJ PJ &8363/(617 PJ PJ %26(17$1 7$%/(76 PJ
OHGDN 'LVWULFW [&/23,'2*5(/ 7$%/(76 863 PJ (3/(5(121( 7$%/(76 PO217@8.$67 62',80 &+(:$%/( 7$%/(76 863 PJ |[PJ
7HODQJDQD ,QGL217(/8.$67 7$%/(76 863 PJ PJ PJ 2/0(6%$57$V OE2%AT6 863 PJ PJ PJ PJ 5%$12/$=2[1¢(
(;7(1( 5(/($6( 7$%/(76 PJ PJ PJ PD$6269F,1 7$%/(76 863 PJ PJ PJ PJ 7(/0,6$57$1
PJ $1' +<'52&+/25'(7+,$=,"( PJ 7$%/(7 '(;/$16235$=2/800&/ (&S PJ PJ 5$%(35%=2/( 62',80 (& PJ $1°
'203(5,'21( 65 PJ &$368/(6 7$'$/$),/ 7$%/(76 863 OI0./$&B%/(76 PJ PJ PJ PJ ORQWHOXNDNW
ChCIvVD ZRCALWY D1 D1 aDIICOARNIDAL ZAC AW DD D YR E D M M NPA Q2O C I 1 oDl
061 /DERUDWRUBKODWLRQV 'L[WWRBQDBWRWLQ WDEOHWYV  PJ PJ PRJDSWRHYQRVMEMDMWH 7DERHWMEOHWYV PFOPRWUL SSWBE QLMHBOMNWG/ 'LV 1R "UXJV &RQWURCQ
3ULYDWH /LPURWH G QULFK ,QG KAMDEWLHDOV  PJ PJ $FHFORIHQDF 7DEOWEUHWWJ) &5 HFD®R FDQUDF AWDPRO PJ HDED BBA  $RIVKURP\FLQ TVERUH YV $GPLQLVWUDWLRQ
(VWDWH %ROODU[PRI &ORSLGRJUHO 863 PJ &ORSLGRJUHD 7TOEEDHWY 863 &ORSLGRUUDSR[HW L Q H STDHEWHMRQ H [P D E O HFPW|V *RYHUQPHQW R|
6DQJDUHGG\ 'LVWULPW PJ )JHEX[RVWDW 7DEOHWV PJ HW\V 86GLPPBSLURGH*@DEBSLULGH PJ DQG® OHWURUWHR|EWEA RFKORULG 7HODQJDQD ,QlGLD
7HODQJDQD ,QEHO®HDVH 7DEOHWV *OLPHSLULGH PJ DQ®DKWIRQEHG $HOHRFPKORDEGHWY /HYRI®R[DFLRI7DE[OHWV PJ ’
&IFK JKL FE )RUPCROWRROLQ 7DEOHWYV 863 PJ /DFRVIPALGH FDEOHRIV ORRIWHOXNDVW 7DEOHWVJ DRG 0RQWHOXNDVW P
'LYLVLRQ 30RW 1[RHYRFQWIFKLILQH 'LK\GURFKORULGH PJOBEOE®MWYRQRIHOXN DORQWEKBXNDVW 6RGLXP @RADEDHDYRJHWY  PJ
,QGXVWULDO (VWDORGLERTOEOBWY PJ OR[LIOR[DFLQ 7DEOGWRFKORULGR[ZIERIJEMMQ PJ 1HELYR®RO 7MIEOHWN PJ PJ
OHGDN 'LVWULFW [20PHVDUWDQ OHGR[RPLO 7DEOHWV PJ ORLR &DPIVXOPY 3UWHJIDEP]J] PJ PJ FPlJ 3UPMIDEPOLQ
7HODQJDQD ,QGLEBUDVXJUHO 7DEOHWV PJ PJ S5RVXYDYWDWLQ5&D®FDXR DWEQH&DWOFPXP PJ WRJ BRVXYDVWDWLQ [fDEOH
PJ PJ 5DQRODJLQH ([WHQGHG 5HOHDVH 7PEOHWWJ 6RDRGRAVILQ &DSVXOHV PJ V\PDVEHSPDRGHBWVQH %H
PJ PJ 7HOPLVDUWDQ DQG +\GURFKOR@BEB]LGH 7DERIHW R J 7 HIOPRVDDWDDQ 7DEOHVPY 88RO P IPMD UWDIQ
PJ DQG +\GURFKORURWKLD]LGH PJ 86 3+\GHRFIKOIRUNRIWK L DPIGIHQ PJ 7DEOHW \R WHILFA L GBI EOB@Y +\GURFKORU
7HOPLVDUWDQ DQG +\GURFKORURWKLD]LGHLWDBWHDV@V 883 DG +\PURFHKORURWKLDRIGHDUWPQ [fDEOHWJ|V 863 7H
1 2 '"HQLV &KHP /DE /LPLWHG @ %ORFN 7 0@ O\ DMRO HFKKDWDDGKLQDJIDU *XMDUDW 6WDWH ,QGLD
"HQLV &KHP [/BERFN 9LOODJH 7K&IFDWUW0-QJ WLEW WU+QJ FXOL GIRR I G WK@K ¢ Dt VKA W RK 16 RK@U T+2 JRRG DQG 'UXJ [FRQWURO
/ILPLWHG 7D0 NDORO 'LVW |*DQGKLQDJDU *03 $GPLQLVWUDWLURQ [FXMD!
*XMDUDW 6WDWH ,QGLD VWDWH ,QGLD
,1 2 &DGLOD 3KDUPDFHXWLFDOV /LPLWHBDPGIORROND $KFHGNDPGGU ,1 ,QGLD
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&DGLOD 30RW 1R 7UDYDBLURMBQ YLIQ QDQJ WKXOF XOQJ G¥QJ 00QJ ,QGLOQ &k TXDQ TX§Q & GricF
3KDUPDFHXWKROWY &LW\ 'KRONBXOF WLrP WKC WtFK QKO 7KXOF WLrRRB¥QQ.D OQDOVK XBDESRKO H3W *03 QY )'$
/LPLWHG GLVW $KPHGDEKOF WLrP y{QJ NK{ ON YLDOV *DQGKLQDJIDU [Fxmpubw
*XMDUDW VWDWH |, Q&XD FFFRKDJEHWDODFWDP 9LrQ QpQ RLrQUQVQUX SVKWKXERVESWIEKDUWLIP WKG WtFK QKO VWDWH ,QGLD
yiD FKI NKiF 30R\W TRXOF FKiD FHSKDORVSRULQ 9LrQ Qp@LYRrQVERXQF BAVRK GRIE WA rBKWKGC WtFK QKO '
7UDVDG URDG 'KROND
$KPHGDEDG .1 _
&DGLOD 30RW 1R 7UDVDBKURBANK{QJ Y{ WU+QJ YLrQ QDQJ FiQSKNRr KLY FRRQIQP EEWR ODFWDP FHOKDIGRVSRULQY (BLFDBYISFL®3LQ OHGLFLQHV DQG
3KDUPDFHXWKRO®HI/ $KPH(_3DE3G 1 ,QV§E +HDOWKFDUH 3URGAFWYV
ILPLWHG QGLD FiFK gKL *03 5HIXODWRU\ $JHQF)
NKiF 30RW 1R 7UDVDG 0+5% 8QLWHG
URDG 'KROND &LW\ 'KROND LQJGRP
GLVW $KPHGDEDG ’
*XMDUDW VW
,1 a *OHQPDUN 3KDUPDFHXWLFDOV /LPLWHBD*G3®@R'W 16DWSXU 1DVKLN ODKDUDVKWUD VWDWH
*OHQPDUN [30RW 1R ' UREEOF'NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJ EWWXOWKEOFIPAIRHP VORMORQ JHO WKXDF GRQ WDHW [WKBRE FOX@QREL JRRG 'UXJ
3KDUPDFHXWLEDOYWSXU 1DVIGMQJ OO0QJ YLrQ QpQ YLrQ QpQ EDR SKLP *03 *03 &(57 $GPLQLVWUDWURQ p 6
/ILPLWHG ODKDUDVKWUD VWDWH 1. %DQGUD ( OXPEDL
'QGLD ODKDUDVKWUD VWDYWH
,1 2 &DGLOD +HDOWKFDUH /LPLWHG 2 . X®WMW PLRQ G XV W U.X0Q0G PMLW D WRD ,QGLD
&DGLOD +HDOWKPDR HQGXVWYLDOrQV@ymQVH'LrQ QpQ EDR YLrQ QDQJ T+2 1R 0)fF JRRG 'UXJ $GHQ
/ILPLWHG 30RW 1R -HQEDIP QpQ YLrQ QpQ EDR yYF WA EjR *03 ' +2 %DPEROLP *RD| ,QG}D
*RD ,QGLD *03
&DGLOD +HDOWIGPRBHQGXVWULDBXIWDNWHII Y{ WU+QJ YLQQRQQYLFMQpQLEDR (8 *03|2*<e, 1DWLRQDO ,QVWLWAWH R
/ILPLWHG 30RW 1R WR XQE DyIP 3KDUPDF\ DQG LXWYLWLF
YLOODJH *RD ,QEADJyL Vk FOS YLrQ@REQ FYQJQ ApQ EDR 2%<(, +XQJDU
yQJ Jiy EGASK
.LCP WUD FKOW Om¢QJ
&DGLOD +HDOWIGPRBHQGXVWUBDM(FW@®WHrQ QpQ YLrQ QpQ EDR SKLPYWLrRLQQ RERQR MDRQ WKR@F FOP T+ 2 1R 0)fF JRRG 'UXJ $GHQ
/ILPLWHG 30RW 1R .X{QGDLP 03 &(57 ') %DPEROLP *RD|,QG|D
*RD ,QGLD $
,1 a*HWZHOO 3KDUPDFHXWLFDOV 2 8'\RXY JULIKD U+ DBK\DWHD N GLD
*HWZHOO 8G\RJ 9LKDU JRRX@F Bk\ yYF WA EJR JLAX WUT XQJ WKm 7KXOF EYW y{QJ NK{ ) 1R 6WDWH 'UXJV &RQWPROO
3KDUPDFHXWKPBOWOP +DU\DQD ,QGLD *03 GUXJ , FXP &RQWUROQLQJ
/ILFHQVLQJ $XWKRUYW\
)JRRG DQG 'UXJ
$GPLQLVWUDWLURQ kDU\E
,QGLD
,1 a'uU 5HGG\ V /DERUDWRULHY /LPLWHGNR72 93KDBEBRW 1R (3 'XYYDGD 9LVDNKDSHPQBXID'BUWGHNW ,QGLD
‘U SHGG\ V |JRUPXODWLRQ 8Q Wf%b’s\I;IJS‘EJGR\éVELUDWHURQH DFHWDWH HW\  $EL BEWHDW & H ROgFH W DPMMDWINE O PIDWSH G DFELL $BURQWHGR @ BLDBWWHURQH D Hv@fnz LJILV l% UHG JUXJIV ERQWURG
/DERUDWRUL]‘LRW_S, WR 3 3KD /%ELUDWHURQH DFHWDWH 863 PJ S$UBLWRY SELWDWHIWRQH DFHHWDWHI WD EOHMWDSBE 86B) $FEIL UBMGINRLQ H BIFUDWHURRH Dd@vo H 863 "% '"HSDUWPHQW
/ILPLWHG 96(= 'XYYDGD 7HURQUHG S$ELUDWHURQH DFHWDWH 863 PRJ $$PFFWAQQ SIPFEMAGEQMH, 3 P WLBLD FLW LRAL @ HDIR USLRAMMFLG LQH R3] :LQGXID|sIDFLWLGL|QH *RYHUQPHQW R| $QGIUD
9LVDNKDSDWQDP [LWWULFRWUHG $]DFLWLGLQH ,+ PJ BYRWHGGBPDALWMLEGH @HGURFKORULGH , Q MIMVK REQ R FKD FALL GHHQ BD PXWRWWH]RHALE 'U 5HGE\ V. PJ 3UDGHVK QGLp
$QGKUD 3UD|GRAGKIU IRU LQMHFWDEOH VROXWLRQ RRWUMIRIRFELE PPJ %RIRWEG %%RUWH]RRPEE PPJ %%WREMH]RRILEVIRU LQMHFWLAQ  PJ YUDO %RUWHI|RPLE !
QGLD PJ O0\ERUWH %RUWHJRPLE PJ O0\H]RPPJ PO\HARQWHREPMRUWH]RPLE 0\H]BP PJ %RBWHWIRIRIPLE 'U 5HGG\ V. PJ 3RZGHU| IRU
! . . VROXWLRQ IRU LQMHFWLRQ %RUWH]RRRELE PJPJ0\EBROBDHUH®] PAREWED]LWD[HO]LWD[HEDFPJLUSDE RJVEHB &DED]JLWD[H PJ &DEDIJLWD[HO
&IFK JKL NKiF LQMHFWLRQ PJ PO &DED]JLWD[HO PJJ 2OQBWFADEDIQWOVHEOHWWY PJ &DSHFH WDELGHWY B63 &PIHRIVEBIELWDELQH 863  PJ
JRUPXODWLRQ 8QUIMHrLWEERYH 1R$  PJ &DSHFLWDELQH 3K&OQHFLMIDESQFLEE® PJ S$SFLELQH PJIPRDSSIFILEWIELQHE®EHFLWDELQH 3K (XU P
3 WR 3 3KDVH ,,|&DBB(ELQH &DSHFLWDELQH 3K (XU BWDEDGHLENQH PJ &OBIHFLWDELQH WD E CPHW V& D SHIF LADSEILFQ W BVDLEOH WYV 863  |[PJ &DSHFLWDELQH 843
'XYYDGD 9LVDNKI SDWQIDSPXUR &DSHFLWDELQH 863 PJ FOSKEPISMB EWQH LY/ 3K (XU PJ .DSIXUR &DSHEEWQELQBBSBFLWDELQH 863 PJ $SKFLELQH
LVWULEW $ GKUD@E{#@;{ WDELQH 863 PJ $SFLELQHXU &DSHRIMSDEEQE@H3K ( &DSHFLWDELQH 868D S HPRL WDESIQLHE BRH X U "HFLWDELQH 'Y 5HGG\ V
Q : Y PJ 'HWDELQ 'HFLWDELQMHMPWLREFLNAIARE QH PJ PJ YLDO®JISHOWLERQ HFUWMIBARELQA) S5HGWLELQ 'HFLWDELQH PJ
,QGLD '"RFHWD[HO LQMHFWLRQ PJ PO 'RFHWD[HO D@K\®PORKVQFPQWRFWWDRU VROXWI\RQ RKY BQIWULR@J'RFAAHNHOHDR)S 'RFHWD[HO DRK\GURXV ,
PJ 'RFHWHUH '"RFHWD[HO 863 PJ 'RPDRRUGIGRXV'BRHWD[H®J 'R[WRUHG 'R F WWDD HHOO L §B\BH FRVIL R (R BBI3 'RFHWD[HO 843 PJ
'"RFHWD[HO LQMHFWLRQ PJ PO 'RFHWD[HO D@H\GCORKRQFMQWBRBWWIRU VRO X\WKRRUIRW LXK XXURQPJRFRWIWHW® 5)$ 'RFHWD[HO PQK\GURXV |3
PJ 'R[WRUHG ‘RFHWD[HO DQK\GURXV 3KRXWWDHHO ®REHWRMURAO 'RFHWD[HO ,QWHFWIDRR0BE83 PPJF®D ‘RFHWD[H|O 863
PJ PO 'RFHWHUH 5)$ 'RFHWD[HO DQK\GURKVUR®DLPRY MROBROLRYWLV (YHUROLRBXW NLQURDILPRG KOSURFKORULGH PJ HTXLYDOHQW|WR
JUROLPRG) FZQSVLA
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'U 5HGG\ V
/IDERUDWRU
/ILPLWHG

[ 1RY 3 WR 3

YRUPXODWLRQ 8Q
3KD
96(= 'XYYDGD
9LVDNKDSDWQDP
$QGKUD 3UD
,QGLD
&iFK JKL NKiF
JRUPXODWLRQ 8Q
3 WR 3 3KDVH ,,
'XYYDGD 9LVDNKI
'LVWULFW $QGKU
,QGLD

IGGAMWLQLE OHVLODWH HTXLYDOHQW WRU,RBKARUIEGH MIULKIGQRWHF,DMHKFWLR®H WU IO G LLLVQR W R B D Q LKQG BRF K O R U\GQW/

VB S®, SKIFO WWAS WKHR
“HPFLWDELQH IRU LQMHFWLRQ PJ *HPFUWIKLYBKNQWRWRORHPIFGMW BELQH IV H5 BIG (X W BT X LYD\O HQWE WRV,POWLQLE
OHVLODWH HTXLYDOHQW WR ,PDWLQLEDWHRJI3K5HGLMAXLYPOWQOLWRHPDWLQLELOPWH B GLYHB H®WWLR LEDWHWQLE  PJ

PJ ,PDWLQLE OHVLODWH HTXLYDOHQW ,WRWPQWE QHELOPW H SHIGILWHPO HQW WWRLE@DENCRYEODWH 3KHEWY HFXLFDOHQW W
bVWAbIWAHWEDSVXOHY  PJ ,PDWLQLE OHELOBWH ,RDXWLYDLEHDHW VOB WRDWDEOHWNXLYRDHODWLRLE DWVQOPWHPHE ,PDWLQ

PJ L,UQRFDP
/IHQDOLGRPLGH FDSVXOHV PJ
PJ /L]JUDP /HQDOLGRPLGH

JULQRWHFDQ K\GURF K®R ULEHRWDR K\G U DIWGHR V8 H FIUQ K\ G U R F K QRRIEG®HP W U LKNGUFDMHE D @ JIKROURFKORULG
/HQDOLGRPGBRLEH FBQDQIUDP /HRROOLGRPLGH H\ PHQIHERFAREH EBSVXD /HQDQJ
PJ  /HQPDUERPIOLIG FRISVKOWY /HQDQJILR  /HQDOLGRPDROHGRPLGHL]IUD /LQDOLGR
WL8DoLBRRWHLR ) /HQDQJILR OHQDUHGRPLGHRPIFIH /IFJIJUDMOSKDODQ K\GRIR FOKIMRSIKIDID QRK\GQRAKWRBQGH HTXLYQ
Y6 (BHOSKDUHG ~ OHOSKDODQ K\GUR FKIDRIQ GBi6 3H TR 1Y DUQMGRW VR 00 O LW D [HIF 863 [F{H @ Q3 (PLMFROWDOL®RWD | 3D
o WRWAIp 3DFOLWD[HO ,3 PJ PO ORWRWD[OLWRWBOLWDIEPOBWD[HO 863 BWBLHOOBWRWBD OLBWRWD[ 3DFOLWD[
éﬂﬂﬁ[ﬁ: H[HG 'LVRGLXP HTXLYDOHQW MARWGHPIBWBH[HGMHPWLR®P PJ 3HPHW BHPHONUMRGL X PPHTXINDIHRQW WaR P H
R L] WR 3HPHWUH[HG  PJ 3RGR{UXIG/ DIHPOW WH G PHWRGHDHG  PJ 3R GRUM G TX L BBHO HQW HYIRG3 HAHBUH[H G
LQMHFWLRQ PJ 3HPHWUH[HG 'LVRGLXP HUXLYBRHPW WRBARWWHHBGLVRGLXP HTXL DO @S RYBHIH PHIPHMHB[HG 'LV
3BHPHWUH[HG PJ 6LUROLPXV WDEOHWW XP/J WOLEIRFOL P X P J PELURIQURPX YV PJ $SHBKELQH PRJ &BISHFEMODELQM) &DSHFY
PJ &DEDJUHG PJ PO FRQFHQWUDWQ IRQYGLQRONR@W 8REDIRWBYH®R PJ  &DISLBKE QW  PU SDSHFLMM®EPQ PO 'RFH
863 PJ 'R[WRUHG PJ

PJ) 6LUYRWHGROLRXWLBYRWBHGROLRXGREILAHROLRXGREILAMHROLRXY P

/ 'LV 1R
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E PJ ,PD
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PHV

‘'UXJV &RQWUR(
'"HSDUWPHQW

*RYHUQPHQW R
3UDGHVK ,QGL

I $Q¢
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‘U BHGG\ V
/IDERUDWRU
/ILPLWHG

YRUPXODWLRQ 8Q
I4RW 3 WR 3 3KD
96(= 'XYYDGD
9LVDNKDSDWQDP
$QGKUD 3UD
,QGLD
&iFK JKL NKiF
JRUPXODWLRQ 8Q
3 WR 3 3KDVH ,,

'XYYDGD 9LVDNKI
VWL EW S0GK

PO 'RFHWD[HO DQRLG/WRXDY 8BBWEPQLESPHVIODWH 3K (XU HSTHG Y\DVD GBI W, PADRNV |RODL\E LROH\E\ O DRVH 3 K
W68 Q SXORW
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'DQK ViFK WUQJ K¢S Fk VA4 QmRF QJRjL yiS iQJ *03

7UDQJ

,QGLD 9LrQ QpQ
&iIFK JKL NKiF
JRUPXODWLRQ 8QLW 9,, 30RW 1R
3 WR 3 3KDVH ,, 96 (=
'XYYDGD 9LVDNKDSDWQDP
ANIRVAYVARN N =AYVAK: Ya¥el’d
,1 2 *ODQG 3KDUPD /LPLWHG 2 6\ 1R *DQGLPDLYBPRD &URVYV 5RDGV ' 3 3DOO\ 'XDGQGGLPOLDPPD'XQQRLBIDXD OHGFKDO 0ODONDMJLUL7 HOBDUILIFW +\GGLD E D
*ODQG 3KDU[BD 1R 65Q SK-P SGHQRVLQH ,QMHFWLRQ 863 3RPHB) 6 O%GHRQRNIQIH ,GMHFWLRQ 863 3UHILDQ MG3p6UBQLRG PURIH +\GURFKORULGH: QMHFWLRRY PURRP PO "UXJV &RQWUR(
SUHILOOHG V\ULQJH /R ORGISHUQLRUS REUIXRY , QHISTFWLIGRY ', 3 P L LIQVD+B)$D URR OROWFSODUQHRGLXP ,QWRFWLRO %3 .8 RI'DQWL IDH
/LPLWHG 1HDU *D,QGLPDLVE?'QB /3)6 I/RZ OROHFXODU :HLJ@V6RGISOR LQM B DWIFE® U3 .8 P/ CFU 3HEJK\WZ+BIBOHERODOWHSDULQ 6RGL[XP , FWLRQ %3 .8 RI $GPLQLVWUDWLRQ
5RDGV 3 3DOO\ ;ﬁ@@'r Riku ;D P/ P/ 3)6 /RZ 0RQH DXOMDHS DHILIK WRIGHSMPU,QMHFWLRQ  3)6 8 IUHWLO;DHEHV\UL PIH. Q@R[DSDULQ 6RGLXP ,QMHFWLRQ ,3 [RZ *RYHUQPHQW R
3RVW 'XQGLJDO |[0ROHFXODU :HLJKW +HSDULQ PJ LQUH (RXR LIS D WELUH 6IR G DXRG , QWHRWLRQ ,3 (RZ ORDHE@XODRO: HL SKWM +HSOMWE VI\ULPIH XQLW (QR|DSDULQ BR{LX 7HODQJDQD QlGLD
*DQGLPDLVDPPD 0ODQMEBWLRQ ,3 /RZ OROHFXODU :HLJKWD+3{SH ULQOHGPV\UQQJIHP QQRIDSDULQ 6 RGDXP: HAMKWWHSD UL QRZ PRQQF PO D SUH ILOOHG|VIULQJIH XJLW !
OHGFKDO 0DONDM[PPURCRURR K ¢ FONRFKORULGH ,QMHFWLRIRO RL\PSW PDAKOOXIPQ% HV\@DWH , QM WRMDIERQ L XFPJ % H V\ @D WIHD @ MHABLRQ PH AO PJ PO PO VLQJQH GR
HUDED YLDO &LVDWUDFXULXP %HV\ODWH ,QMHPWLR®@BBB GRYHPOLDPJ PONVRURODF 7URPH W KR/PIL@H ,IQM H PW 8 RIPO8 6.3 WRURODF fURPHWKDPLQH ,QMHEWLRQ
+\GHU G 863 PJ P/ P/ ILOOLQ P/ 9LDO /DEGWHORIRO\BERFIRORULGHP/ 9LDO /DEHWILRRO863G PR FAKORURG HLAOMHQ P/ OFMIDBRVH 9UDO /HYHW|U
7HODQJDQD ,QGLPQMHFWLRQ PJ PO PO VLQJOH XVIRQI8BA /HWHMO UDFEIWDBQQMHFWRODP ,JWHP\WLRQOWI QRQHP/IDFWDWH ,QMHFWLRQ PJ P/ P/ YLDO
2QGDQVHWURQ ,QMHFWLRQ 863 PJ P/ RRPLOEE PQGLRYVHWURQ ,PMBEWJIOH 'RVH Q@MBIG WL@GDEBBHWBRQ , P/ PJ P/ / OXOWL 'RVH
9LDO 3DORQRVHWURQ +\GURFKORUL GBIO, QMHFRQR\HW UPQ PIGURFNORULGH ,GRARWRADXP %RRPLGHP/QMIONLRQ PJ HO PO 9LPO SRFXUR[QLXP
%URPLGH ,QMHFWLRQ PJ PO PO YLDWLR®FXURQLXA %URPAGHO QMHMRILED @ +\GURFRORUPGHILQIOHRFWURILEDQ +\GURAFKORULGH [[QMHFWLRQ
PJ P/ PO 9LDO =ROHGURQLF $FLG ,QUHFWQRQURRILFPSFLB/, QIMHFWLRQ PJIFU ,QRIHFIVDICR G5 LA/ K U RIPA YLD O P/ YW®I Q/\RSKLOI]HG &DVSRI
$FHWDWH )RU ,QMHFWLRQ /\RSKLOL]HGQJPQ YIPICGBRZ ®@OUYILFOWD FRQFBRIXKUDWH KD VREBX W IPRIQY LW L Q IRV LFRQINBS & D \HFRIKRQLQ $FHWDWH )RU [QM
/\RSKLOLJHG PJ YLDO PO YLDO &DVBRQF®ILQUDANH3IRZGNBORWLRQ IRU LQPO/LWRQ9 LUDROS KHPWDPHR[D @8 SRZGHU )RU ,QMHFWLRQ [/\RSKLOLJH{
PJ YLDO 'H[UDIR[DQH 3RZGHU IRU ,QMHEMQ R'G [VRKKD QH]HBU , QMHEWLRQ PSUYDDROH\BBE&LRRIHRU ,QMRPHVLRQ  PJ YUDO P/ /\R YLDO
/\RSKLOL]JHG (VRPHSUD]ROH 6RGLXP FRU LQ@HF\WREKQOLJHGYLOICFDIXQJLQ 6RG®IOXP )RUIIIMHFMWERQXQJIRD WRGLXP IRUP/QMHFWLRQ PJ YLDO
YLDXPISUDIROH MEWLRQ 9LPOP/ 9LNDGKLOLIHGO VLA
*ODQG 3KDU[RD 1R WLAS WKHR! 2PHSUD]ROH IRU LQMHFW LSRUD JRROSK VB GJICP %3 LY XPHQW WR 2P HBGDXRORU PQM HDRMRRS U V] R &H "UXJV &RQWUR(
/LPLWHG 1HDU *DQGLPDLVOPPD S&URYV3DQWRSUD]JROH 6RGLXP 6HVTXLWKRGIIDQWR SK DXRIOKTXRYD BBQWR SUD]RIOHOERHGG X PAIR Y LB FWLRQ O\RS $GPLQLVWUDWLRQ
5RDGV ' 3 3DOO\ ['BQQWIDSUD]ROH VRGLXP 863 HTXLYDOHQWOBREWRS UQROFHWLRY 8BIHMF YLDO 7THIRP\EQMMHFWPRQ BGEIHF\FOLQ *RYHUQPHQW R|
3RVW 'XQGLJDO PJ YLDO /\RSKLOL]JHG 7LIHF\FOLQH 886BRPCGHW)RMWFSROXOWH.R® IRU LQIXVLRHF\PDORKKIL OPPHGIH PXIURLDIXP7LJ 7HODQJDQD QlGLD
*DQGLPDLVDPPD OEQ@&PDGH IRU LQMHFWLRQ PJ YLDO 9HFXMREDRXKXFEEBRRPGBHG6RUPLUQMHFWLRQ ORRBKRPILGHIGE6®) PIDO PHFXURQIX !
OHGFKDO ODONDMPIRUWLER@LIRFOM IRU LQMHFWLRQ PJ YUHD 8630 \RBKLORHIGFROQRYRORQBIRLQMHFGVLBRUL PRQDUBO HBR §KUO L]
+\GHUDEDG PJ =ROHGURQLF $FLG IRU ,QMMHRRIORHEBE URRISK DFILIH G R PRKYXGDOWH HTXL Y-CROOHBNY RMRLERBGHG URQ LK P MHE WRRQ
7HODQJDQD ,QGLPO\RSKLOL]JHG PJ YLDO =ROHGURQLF DER®OREBQRRALEFUDMNIE HAX L WONUHDFWUWLRP P @& HYWWDW M ULLONP H% WL V0D Y\8H \BJ P
PJ S$SWUDFXULXPP %HV\ODWH LQMHFWLR@\®®3WHP86BO PRWUDWNDEXBLXPP % HV\ODWBRQMNPWLROQODWHAI PO $
,3 PJ $WUDFXULXPP %HV\ODWH LQMHFRVWRIQ \OEBW HP 860 BWUDLPIYERP LOQMHFWLRQP%®3 ,BR® 'LDJHYDP %3
VXFURVH LQMHFWLRQ 863 PJ RI HOHPHDXWYX@ QHR®W MR (ORRPHFDAVHRQ DV )RQ FRJ RADURPRP\FLQ LIQMHFWL
3DURPRP\FLQ PO 3DURPRP\FLQ VXOIDWH 8®83QH T>XLY D DUHIWH VDR B DRPERR\QMHFWLR @63 PJ PO UDQH[OPLF DFLQ
20RSDWDGLQH +\GURFKORULGH 2SKWKDOPWHDG6RQMNWIRBQRBIBORUZGH BBRS PJ HTXLYDDERVD RMLIF DEFRSDWDGLQH |PJ
LOQMHFWLRQ PJ PO WUDQH[DPLF DFLG2BK\WKDOPRF 6ROXDWLRQURVWZ Y %LPDWRSK\WK DO P PR 6 RODADMWRRS URV W
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*ODQG 3KDU|BD 1R WLAS WKHR! %YLPDWRSURVW 2SKWKDOPIRVBROXWLRIR[LIOR[BFQ PDIKR\SKDOPLF LRORMIERQ 81635 URFZK ® ROURIGH 1 R 'UXJV &RQWURC(
ILPLWHG 1HDU *DQGLPDLVDPRX\GWRXW 863 PJ HTXLYDOHQW WR 0RLQORSKMLIQD PRLFO\RRIONOW LR Q 863 Z YG B R]RQIORWDFX)Q 8%BS U RF K OR U $GPLQLVWUDWLRQ

5RDGV ' 3 3DOO\ |'XQWILHTELYDOHQW WR OR[LIOR[DFLQ P& H 2CKINKNDDELEHRGWRAK®BEL  Z Y 2GRSDWIIGH . KDOHRAKORULGH B *RYHUQPHQW R|
3RVW 'XQGLJDO WR 20RSDWDGLQH PJ 20RSDWDGLQH +M@QRIFBKBORUZ GCH 2GRAXWDE LK H KOGKWR FKO RW WVERI BGRSDWDGLTQH YDOHQ 7HODQJDQD ,Q[GLD
*DQGLPDLVDPPD ODRIGDO
OHGFKDO ODONDMP2@RSDWRGILEW +\GURFKORULGH 2SKWKDOPLF PROXWQRQ 86/ /'3(ZFRQRUDLQHUV 20RSPWIHRDBOQRHF+6BORBMHKBRULG
+\GHUDEDG 863 zZY PJP/ P/ILOOLQ P/ /'3( FRMIH QUM FAORSDMEH 2SKWKDOPLF 6ROXWLIRQ®EXR | FZ Y PP P/
7HODQJDQD ,QGLP'3( FRQWDLQHUV 20RSDWDGLQH +\GURBKBRULGM 28KWKDOPRF IEROXMWLR®@/ /'3 ( FRRURWIL QSKW|K DOBY F
6ROXWLRQ 863 zyY PJ P/ P/ IDOQHQ 7PDYIREBRWW 2SKWKDOPLF 6ROXW/LRQ B63LOO LRY P/ PJ
33 FRQWDLQHU 7UDYRSURVW 2SKWKDOPLF BRBXKWRBRQB863LQ PZ ¥3 FRQWDLQHU,DOQH]R@LEP BROXWLRRQ IR
P/ ,QIXVLRQ EDJ /LQH]ROLG 6ROXWLRQ LRUXQURQLRDJ PUURILEDR +\GURFKORRAGRA/6RORWLED{VRRQQIXVLRQ
EDJ 7LURILEDQ +\GURFKORULGH ,QMHMAMMLRIQURILIEEQPQ +PFGURFRORULGH ,QMHFRWWQH 7RUROED®O JODVVV E
+\GURFKORULGH ,QMHFWLRQ PJ SHU QP®J=ROHGURQLF/$FLP/QYMEPWEROHGURPQLF PPFLG ,EMHEMLRQ
LW LpAl ABInAL AMUCWI nAGEY D ERAWA AuENwWIMN AMmICwEeDA scwin DA nivioa aur
*ODQG 3KDURBUYH\ 1R 7KXOF Y{ WU-QJ - ] i (8 *03[8. *03 OHGLFLQHV DQG
ILPLWHG LHDU *DQGLPD|LVDPPAOXOF V8Q [XOW Y{ WU-QJ 7KXOF FIQQKE{ 'XQJ GIFK WKC Wt ,QV§ +HDOWKFDUH 3URGYFWV
&URVV 5RDGV ' 3[3DOOKXOF WLEW WU+QJ FXOL 'XQJ GIWKCWKIFKVORQQKO 'XQJ GIFK %03 5HIJXODWRU\ $JIHQF\
*DQGLPDLVDPPD ODQGDO 0+5% 8QLWHG
OHGFKDO ODONDMpPLUL 'LVWULFW .LQJGRP
+\GHUDEDG 7HODIQJDQD ,1
,QGLD
&iFK JKL NKiF 6\| 1R
WR 1HQU
*DQGLPDLVDPPD URVV
5RDGV ' 3 3DOO| 'XQGLJDO
3RVW 'XQGLJDO
*DQGLPDLVDPPD ODQGDO
OHGFKDO ODONDMpPLUL 'LVWULFW
+\GHUDEDG

1 a OH\HU 2UJDQLFV 3YW /WG 3 ' QG SKIO\DH SHHD\DR: DRIPVRUH ,QGLD
OH\HU 2UJDQLFV * QG 3KDVH 61§FQH[Q§\©W yyQJ JyL Yj NLCP WUD FKOW Om¢QJ +2 1R 'UXJV &RQWURC(
3YW /WG /QGXVWULDO $UHD PUX@ID BRI Y{ WU-QJ 3 ) . *03 |'&' 63/ "HSDUWPHQW *RYH{JPHQ)

,QGLD 9LrQ QpQ .KiQJ NKX-Q $QWLPRHEHF\\IXQFGULRMWRKAQ@I(QEPWHO VXQJ FDRLQ F+QUUFKIOM WDRQ W §eyL W5 Rl .DUQDWDND |,QGED
9LWDPLQ NKRiQJ FKOW
9LrQ QDQJ &KOQJ QOP 9LWDPLQ NKRiQJ FKOW 68 1R
7KXOF FOP 7KXOF QKX+*Q WUjQJ "
7KXOF X0QJ G¥QJ 00QJ .KiQJ D[LWQEQWKIR@PEQU [MKQUXQJIED KLVWDPLQH 9LWDPLQ NK[RiQJ FKOW

1 2 DUQDWDND $QWLELRWLFV 3KDUPDIFRHXWLFBE&BVHPBWHQ\D 3QBWVWULDO $UKBRD%HQJIDOXUX ,Q
_DUQDWDND]|30RW 1R ., SKDVAKXOF Y{ WU-QJ ‘+2 |1R '&' 6 21ILFH RI WKH 'UXJV
$QWLELRWL[BWHQ\D ,QGXVWULDO $TKMOF VEQ [XOW Y{ WU+QJ 7KXOF KYQU SKM KV Qriey PNKKPIF EGCDL @ &HSKDORYS RUKDQD F OVKQ Q I& FRKKOW K ¢/ WIBK @ &RQWUROOHU BWDWH RI
3KDUPDFHXWLHDI®P XUX N@ELDVLQK QKyP EHWDODFWDP .DUQDWDND ,Q[GLD
ILPLWHG

.1 2a'U 5HGG\ V /DERUDWRULHV /WG )72 BRLW 2)72 %REBKKSDOO\ 9LOODJH %D FKXPDNOWMIR QG DOV WHEFMWDTHODQJDQD 6WDWH ,QGLD
U 5HGG\ V [JRUPXODWLRQV 7HFRRXBBO{ WU-QJ 9LrQ QDQJ FiQJ YLIQ QpQ SHOOHWYV 2 $ &k TXDQ WK-P 1x\Aq "Q
/IDERUDWRU|2$WUWWLRQV 8QLYW ,, 6XUYH\ *03 ,QEBLD Y 'UXJV &RQWURO

1R %DFKXSDOO\ FOS $GPLQLVWUDWLRQ
9LOODJH %DFKXSDHOO\ 0DQGDO *RYHUQPHQW R|
OHGFKDO ODONDMpPLUL 'LVWULFW
7HODQJDQD 6WDWH ,QGLD 7HODQJIDQD .QGLD
&iIFK JKL NKiF )72
6XUYH\ 1R
%DFKXSDOO\ 9LOQDJH
%DFKXSDOO\ 0DQGDO OHGFKDO
ADONDMIL I 1 NN
'U 5HGG\ V [)RUPXODWLRQV 7HFRRXG6BPO{ WU-QJ 9LrQ QDQJ FiQJ YLrQ QpQ B (8 *03|'(B%<B [B &k TXDQ WK-P TX\AQ
/IDERUDWRU|2$WURWWLRQV 8QLY ,LCOXWYUM FKOW OmgQJ *LBL K¥Q QKLE@INKKyR OBKXOF NK{QJ Y{ WU *03B B iF SHIJLHUXQJ|YRQ
1R %DFKXSDOO\ 2EHUED\HUQ *HUPDPQ\
9LOODJH %DFKXSDHPOO\ 0DQGDO
OHGFKDO ODONDMpPLUL 'LVWULFW
7HODQJDQD 6WDWH ,QGLD
&iIFK JKL NKiF )72
6XUYH\ 1R
%DFKXSDOO\ 9LOQDJH
%DFKXSDOO\ 0DQGDO OHGFKDO
T NVENTRV
.1 2 9%0LVV *96 3KDUPD /LPLWHG 2 30RW 1RU $OHZD QL8 @\RAQIJKDID ODKDUDVKWUD 6WDWH ,QGLD

'DQK ViFK WUQJ K¢S Fk VA4 QmRF QJRjL yiS iQJ *03 7UDQJ
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%OLVV *96 3[KDBWDLR "HZDQ| 8BKRDF y¥Q VXSSRVLWRULHV SHVVDULHV ,QGLOQ(: :+2 JRRG 'UXJ
/ILPLWHG 1DJDU $OL\DOL 3DOJKDU *03 |*03 &(57 $GPLQLVWUDWLURQ
ODKDUDVKWUID 6WDWH N ODKDUDVKWUD [fWDWH ¢
,QGLD
%OLVV *96 3[BRUWD, "HZDQ [8GWRXIOF y¥Q VXSSRVLWRULHV SHVVDULHV (8 *03 5 1IDWLRQDO $JHQF\ IRU
/ILPLWHG 1DJDU $OL\DOL 3DOJKDU 2 OHGLFLQHVY DQG® OHGLFDC
O0DKDUDVKWUD ,QGLD '"HYLFHV 1$00'
S5RPDQLD
,1 2 -XELODQW *HQHULFV /LPLWHG 2 9LOODJHRRINDHHGEBHERBNXD KD KQVRZD\ EKDJZDQ DWW XWRRDWUNBINK Q8 W W K D,QLE3 D
0V -XELODQWLOODJH VLNDQGHUBKNOF NK{QJ Y{ WU*QJ FKI KR¥W yYQJINRB @ §XAWQ @LQQEQRQSIEIPR YLrQ QDQJ T+2 3 21ILFH RI WKH 'UXJV|
*HQHULFV /UPKMWIQEYZDO URRUNHH GHKUDGXQ *03 &RQWUROOLQJ| /LFHQVL
FiFK JKL NKKEJKZD\ EKDJZDQ$XU $XWKRULW\ 8WWDUILNKDC
-XELODQW *W@AURHY CLyvWW] KOULEZEL .QGLD
/LPLWHG XWWDUDNKDQG ,QGLD FiFK JKL
NKiF 9LOODJH VLNDQGHUSXU
EKDLQVZDO URRUNHH GHKUDGXQ
KLJKZD\ EKDJZDQ$XU
URRUNHH GLVWW| KDULGZDU
XWWDIIDNKDOO G — _ -
-XELODQW *[PQRODFN VLNDQGHUBKXOF NK{QJ Y{ WU+*QJ FKI KR¥W yYQJQDSIU [XOW 9LrQ QpQ YLrQ (8 *03[%( *03 JHGHUDO $JHQH\ IR
/ILPLWHG EKDLQVZDO URRUNHH GHKUDGXQ OHGLFLQHV DQG¢ +HPOWK
KLJKZD\ EKDJZDQ$XU 3URGXFWV )$0%3
URRUNHH GLVWW| KDULGZDU %HOJLXP
XWWDUDNKDQG ,QGLD &iFK JKL
NKiF 9LOODJH VLNDQGHUSXU
EKDLQVZDO URRUNHH GHKUDGXQ
KLJKZD\ EKDJZDQ$ XU
URRUNHH GLVWW| KDULGZDU
NATVATVA RN ENE'daYal ~ Vel
1 2 %0OLVV *96 3KDUPD /WG @ 30RW 1R $'HZDEXBEHRJILRDJIJDU $OL\DOL YLOODJH 7DOXNKXBODVKD/WD7&WQRWH ,QGLD
0V %OLVV {86RW 1R $ EKXYOH\ NK{QJ Y{ WU+*QJ 7KXOF EYW XOWQSHWKROEHM W Y VXBE RQLWRULH ,QGLOQ(: :+2 JRRG 'UXJ
3KDUPD /WE1R '"HZDQ 8G\RJ *03 |*03 &(57 $GPLQLVWUDWLURQ
1DJDU $OL\DOL YLOODJH 7DOXND N ODKDUDVKWUD [fWDWH ¢
3DOJKDU 7KDQH
ODKDUDVKWUD 6W[DWH ,QGLD
,1 28 $ONHP /DERUDWRULHYV /LPLWHG 2 ODBEDMP DD BPIQHS&KL 8GYRPDQ ,QGLD
$ONHP /DER [ BDWWULRH V 9LTQ QpQ YLrQ QpQ EDR SBLPGXRUIQGIPKQXEQJI KUQ GIFK XOQJ T+ 2 &t '"UXJ /LFHQVLQJ $XWKRUL
/ILPLWHG ODKDWHDBLrQ QpQ YLrQ QpQ EDR SKLP YLrQ QDQJ ViQK @KYP NK{SKIRIMRNSIRULQ *03 |$ 87 $GPLQLVWUDWLR[Q RI
*DQGKL 8G\RJ 1DJDU 9LOODJIH "1+ 'DPDQ .8
'DEKHO 'DPDQ QGLD
,QGLD '
$ONHP /DERUDWRKDWRD *DQGKILBBGRIQJ WUDFRQD]ROH FDSVXOHV ,WUDFRQD]JROH PJ 86 F*08B(, 8QLWHG 6WDWHV )RRG D¢
ILPLWHG 1DJDU URDG 'DPDQ 'DPDQ WmkQ®J 'UXJ $GPLQLVW[UDWLERQ
DQG 'LX ,QGLD ymkQJ (8 86 )'$
*03 &33 ($
s =
,1 2 OD[LP 3BKDUPDFHXWLFDO 3YW /WG 2 30RW 1R$0ODQGI$SDDBNDO 5RDG ODUNDO .KH®@KWX@®H6W D W BD KQE® DD
OD[LP 30RW 1R *$7[ 1RKXOF NK{QJ Y{ WU+QJ FKiD NKiQJ VLQK QYR FHSKDVIRQSENRQYBILQQpQ EDR SKLP WKXOF EY|W %@QJI[1(: :+2 JRRG DQG 'UXJ
3KDUPDFHXWLFDO $ODQGL OBUNDO *03 |*03 &(57 $GPLQLVWUDWLURQ (d 6
3YW /WG SRDG ODUNDO .KHG 3XQH 3 EDQGUUD % OX|QED
ODKDUDVKWU[D 6WDWH oDKDUIKWUD 6WbowH ,oc
,QGLD ’
,1 a $FPH )RUPXODWLRQ 3YW /WG 2 5RSOMW BRDGQLIBODIDUK 'LVW
$FPH )RUPXPSERWDRG@RDG 1DOPIDKXOFLNKABI Y{ WU-QJ ~ 1+2 +): +HDOWK )DPLO\ :HPIDUF
3YW /WG 6RODQ + 3 ,QGLp 9LrQ QpQ YLrQ QpQ EDR SKLP EDR JG®FF§ WKXOF KRUPRQ VLQK *03 'UXJV '"HSDUWPHQW +LPDFKDO
9LrQ QDQJ FiQJ 9R 3UDGHVW %DGGL 'fvww
9,, 6RODQ ,QGLD
1 2 6RIWJHO +HDOWKFDUH 3YW /WG 2 /LQI9D Q@GO XX UNGBDRRDNNDP 5RDG 3XGXSDNN®DPLYMOQABFIH 7.DRIFH HBSXU ,QGLD
6RIWJHO +HPOQHKFDQ® 6XUYH\7KKOF NK{QJ Y{ WU+QJ 9LrQ QDQJ PAP (8 *03]|2*<e, 1DWLRQDO ,QVWLWYWH R
3YW /WG 9DQGDOXU 3KDUPDF\ DQG LXWULWLF
.HODPEDNNDP 5ROG 2%<(, +XQJDU
3XGXSDNNDP 9LOG®DJIH
.DQFKHHSXUDP '"LYWULFW
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6RIWJIHO +H P5O(WKHADIRH 9D[QEROEE NK{QJ Y{ WU+QJ 9LrQ QDQJ PAP T+ 2 . 'LV 1R '"HSDUWPHQW R| )RR|G
3ULYDWH /|\WBODPEDNNDP 5RDG *03 ' 6DIHW\ DQG 'UXJV
3XGXSDNNDP 9LOGDJIH &RQWURO $GPLQLVWUDW
.DQFKHHSXUDP 'LYWULFW *RYHUQPHQW R|
7DPLO 1DGX ,QGLD 7DPLOQDGX ,QGLD
g dl 2 8QLWHG %LRWHFK 3 /WG 2 9LOODIJBUKDED® L'DVWDGEW 61/RMmmQ + 3 ,QGLD
8QLWHG %LRWRPRIIB %DJEDQIBOS QDG yyQJ JyL Yj NA@P WUD FKOW Om T+2 +) o+ +HDOWK )DPL®\
/WG 1DODJDUK 5RDG |LVAKMDFW {QJ NK{ EDR JxP Mm§ WKXOF XQJ WK 03 [>'UuxJva@ "HSDUWPHQW +LPDFKDO
6RODQ + 3 ,@8XD QKO P3W QKO WDL QKO PEL 3UDGHVK %DGG|L 6IWDWEF
&IFK JKL NKiF %DIE®RQPB WKXOF X0QJ G¥QJ 00QJ ‘UXJV &RQWURGOHU|,QGL
%DGGL 1DODJDUK|5RD® QpQ YLrQ QpQ EDR YLrQ QDQJ FiQ¥ EDR JxP F§ WKXOF XQJ '
L \VWVEMG RDQ + 3 o1Q KRl PAP
1 a -RGDV ([SRLP 3YW /WG 2 30RW 1RK 3DBKD VMUND SBIVROH F9 ODUNRRN 0 6QGIGD SHW ' 7HODQJDQD ,
-RGDV ([SRLPRGRW 1R 3KDVH ,7KXOF “QUWU J,QGLD 03 / 'LV[1R 'UXJV &RQWURJ
/WG %LRWHFK 3DUN UNDBIOWIFDV &Q [XOW Y{ WU+QJ WKXOF nkE YW ¥QQJGNRK WHKX &R PKQQ KIOK WKXOF RRIDWKKMQ J WK REFQKYW SKD WLrP $GPLQLVWUDWLRQ
ODUNRRN 0 6LGGRISSMDORVSRULQ *RYHUQPHQW R|
'LVWULFW 7HODQDQD7 KN QFFRGEM WHEN FXQ TXDQJ GXQJ GIFK WKCQKIGK OBQ GXQJ GIFK WKC WtFK 7HODQJIDQD ,QIGLD
,QGLD 7KXOF NK{QJ Y{ WU*QJ WKXOF XQJ WK@n YYL@QQQRQ EDRiQJ YLrQ Qp '
-RGDV ([SRLPBGRW QR 3KDV[H 7 K%@ R WHIRMKU (8 *03[)7 0+ 1IDWLRQDO $XWKRULIW\ R
/WG 3DUN .DUNDSDWQD 9LOIXNJIRA VEQ [XOW Y{ WU+QJ WKXOFnEY W X¥QQIGNKK WX O PKQQ DK WKXOF RRUDWKKMQ JWH REFJKYW SKD WLrP OHGLFLQHV DQG +HPOWK
ODUNRRN O 6LGGREISSEMDORVSRULQ BURGXFWV ,1)450("
'LVWULFW 7HODRQJDQIKXOF WLBW WHEW FXQ TXDQJ GXQJ GIFK WKGCQKIGK OBQ GXQJ GIFK WKG WtFK 3RUWXJDO
,QGLD 7KXOF NK{QJ Y{ WU+QJ WKXOF XQJIr@KmQ YWirQQ QIp@V FDRJ YL
yQJ JyL
yQJ JyL Vk FOS WKXOF NK{QJ Y{ WQ -@QDQ WK KR KQJ YLK@ QYQrEDR
yQJ JyL WKi FOS WKXOF NKiQJ VLQXO R KyPI PHIEHDBFEKIR DI WK
LC D WIID e
1 2 0ODFOHRGV 3KDUPDFHXWLFDOV /7' 2 30BW1HDU .XO@HHSP BRIDU 3DOJKDU :HVW 7KW/@AVH ,QGRRDUDVKWUD
ODFOHRGV [30RW 1R O0DK[LP7ERDE NK{QJ FKiD NKiQJ VLQK QKyP %HWIXO DKW D\WA EKR QN KD FKIOWKRUPRQ 9LrQ¥@D QORI QJWwWx&®B F [X§Q+Q JRRG 'UXJ
3KDUPDFHXWHPHOYOGHHS 1DPOWW WKXOF FOP SHOOHW YLrQ QpQ YLrQ QpQ EDR SKLP *03 |*03 &(57 $GPLQLVWUDWLURQ p 6
/17" 3DOJKDU :HVW 7KDQH N %DQGUD ( OXPEDL
0DKDUDVKWU|D 6WDWH ODKDUDVKWUD BWDWH
,QGLD ’
g dl 2 6DJD /LIHVFLHQFHV /LPLWHG 2 6XUYKDARRUDZDGL 9DV&D 7D 6DQQDQG &LW\ &KPHKDEDGG I >XWMYQDW ' WWW$K ,QGLD
6DJD /LIHVF|6KOFHWUR 9LTQ QpQ YLrQ QpQ EDR SKLP WEXOWKOOPF EW MO \SERIVAFEYW XOQJ ,QGLOQ JRRG 'UXJ &RQWURO
ILPLWHG &KDFKUDZDGL 9DVQPD 7RXOF FKiD NKiQJ VLQK QKyP &HSKDOR\EDRUSRLPLYQrQpQDYLrQVRXQF EYW SKD VLU{ *03 $GPLQLVWUDWLIURQ [FXMD!
6DQDQG &LW\ &KDEFKUDZDGL 6WDWH GLD
9DVQD 'LVW $KPHGDEDG ’Q
*XMDUDW 6WDWH GLD
&iF FiFK JKL NKiF
6XUYH\ 1R
&KDFKUDZDGL 9DVQID 7D
6DQDQG &LW\ &KDEFKUDZDGL
9DVQD 'LVWULFW H$KPHGDEDG
,QGLD
6XUYH\ 1R
&KDFKUDZDGL 9DVQID 7D 6DQDQG
'LVWULFW $KPHGDHDG
*XMDUDW ,QGLD
6 X UYIR _ _ _ _ _ _ _
6DJD /LIHVF[SPOEHR 7KXOF NK{QJ Y{ WU-QJ 9LrQ QDQJ FiQJTAKKX®EJE YWrROPp K IKQQQEQ EDR SKLPQNQr&D®Rp @ EQ|R( BROBIVOEQ + 0 OHGLFLQHV $XWKRULW\ R
/ILPLWHG R ED S e al J/° SRERIFE vk FOS 9LrQ QDQJI FiQ) WKXOBEY W IFQPQPKD K@ ®IFX KDR SKLP YLrRD@pQ EQ A YRHIIUNLWG QpQ 0DOWD 0$0
“XMDUDW ,QGLD yQJ JyL WKi FOS )
&iF FIFK JKL NKiF .LCP WUD FKOW Om¢QJ 9L VLQK NK{QJ Y{ WU+QJ +yD KNF 9zw 0&é
6XUYH\ 1R
&KDFKUDZDGL 9DVQD [fD 6DQQDQG
&LW\ &KDFKUDZDGL 9QVQD 'LVW
$KPHGDEDG *XMDUDW|6WDWH ,QGLD
6XUYH\ 1R
&KDFKUDZDGL 9DVQD [fD 6DQQDQG
&LW\ &KDFKUDZDGL 9QVQD 'LVWULFW
$KPHGDEDG ,QGLD
6XUYH\ 1R
&KDFKUDZDGL 9DVQD [fDO 6DQDQG
‘LVW $KPHGDEDGOGLD
1 a $XURFKHP 3KDUPDFHXWLFDOV 3YW /W GDOXOPW QR &R RBOJKNWDWDWH /WG %RQWDU 5ROISK DWD KIADUD) KD WH , QG L D
$XURFKHP [30RW 1R 3DOJKNUQZ RORNLFIQJ YLrQ QpQ YLrQ QpQ EDR SKLP T+2 1(: :+2 YRRG 'UXJ
3KDUPDFHXWRQFDOK RS (VWDWDWH /WG *03 *03 &(57 $GGPLQLVWUDWLRQ] 0 6
,QGLD 3YW%REEDU SRDG WDO 3DOJKDU S %DQGUD ( OXPEDL|
TKDQH ODKDYDVKWUD ODKDUDVKWUD BWDWH ¢
6WDWH ,QGLD
1 2 :LQGODV %LRWHFK 3ULYDWH /LPLWHG@DR®ODQWXVWULD®RKKMHD 'HKUDGXQ SWWDUDNKDQG ,QGLD
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0 O
0V :LQGOD ORKDEHZDOD |QBGKXAFUNBOQJ Y{ WU+*QJ YLrQ QpQ YLr®iQpQ EDR SKLP YLrQ QDQJ T+2 3 21ILFH RI WKH 'UXJV|
%LRWHFK 3y$WHDWVHHKUDGXQ *03 &RQWUROOLQJ /ILFHQVL
ILPLWHG 30®P¥WWPUDNKDQG ,QGLD $XWKRULW\ 8WWDUDNKDC

,QGLD
g dl 2 7JRUUHQW 3KDUPDFHXWLFDOV /WG 2L, Q&UW\G ,QGUDG7DOVWDGBGHKYDQD ,QGLD *XMDUDW 6WDWH ,QGLD
7TRUUHQW 7RUUHQW 3KDUPDJFHXWXIOFDOK{QJ Y{ WU+*QJ YLrQ QDQJ FiQSKIKRrQ QpQ YLrQ QpQ EDR T+ 2 JRRG 'UXJV &RQWURO
3KDUPDFHXWWEBDORGUDG 7DO *03 $GPLQLVWUDWLURQ
/WG -DGL &LW\ ,QGUQG 'Lvw *DQGKLQDJDU pFXMDuDwW
OHKVDQD ,QGLD FXMDUDW 6WDWH ,QGLD
6WDWH ,QGLD '
&iFK YLAW NKiF QGUDG
'LVW OHKVDRQD
*XMDUDW ,QGLD ,QGUDG
7%/ .DGL 'Yvw
OHKVDQD ,QGLD |,QGUDG
In¥al InWedl
7TRUUHQW 7RUUHQW 3KDUPDF HX¥WIOFDOK{QW G { WU.QJ 9LrQ QDQJ FIiQBKIAQ QpQ YLrQ QpQ EDR (8 *03|'(B%<B (B &k TXDQ WK-P TX\AC
3KDUPDFHXWLRBUYNG 30DQW *03B H iF
/WG 1HDU ,QGUDG 9LOPODJH 7DOXND
.DGL 'LVWULFW OHKVDQD
*XMDUDW ,QBLD
&iFK YLAW NKiF [QGUDG
'LVW OHKVDRQD
*XMDUDW ,QGLD ,QGUDG
78/ .DGL 'Uvw
OHKVDQD ,QGLD |,QGUDG
7DO0 .DGL FlLW\
acune
g dL 2 )JODPLQJR 3KDUPDFHXWLFDOV /WG 3% HD D,7& 5QEROWULD®YL OXPEDL 7KDQH , QDKDUDVKWUD 6 WDWH
JODPLQJR 5 77 & ,QGXVWULRBOGFUNR{QJ Y{ WU+*QJ 7KXOF EYW SKQIKULRBIGKYR I&EHSKPIORVISRIULQV 9LrQ QBKIDFNEIQ.E I RQIK RIFBEPIMK X OF2 JRRG DQG 'UXJ
3KDUPDFHXVWLRDOWEDOH 1DY|&BSRPDRVSRULQV EHWD ODFWDPV YLrRQKQRDVEQR QXB F & NEWOIFRNISFOULQV EHEDRODFAVEP WK NI QF B0 ¥ 057 $GPLQLVWUDWLRQ q 6
/WG 7KDQH ODKD DM BWKDQJ VLQK QKyP EHWD ODFWDPV N %DQGUD ( OXPEDL|
6WDWH ,QGLD 7KXOF Y{ WU+QJ WKXOF WLIP EYW FKiDRUKIQV VLQK QKyP &HSKDORVS QGLD
,1 2 $XURELQGR 3KDUPD /LPLWHG 8QLW ,%ORBRKXNYH), QR, ,9 %DFKXSDOO\ %DBRXEDMODMILQEDOVWHGFW 7HODQJDQD 6WDWH ,QGLD
$XURELQGR [SKDVUIP\DQR BRORBGN NK{QJ Y{ WU-QJ 9LrQ QpQ YLrQFQpR BOR SKER xAQJF QDQJ (8 *03[)7 0+ 1DWLRQDO $XWKRUW\ R
/LPLWHG 8|QLW ,,, .9 %DFKXSDOO\ OHGLFLQHV DQG +HPOWK
%DFKXSDOO\ 0DQG&DO OHGFKDO 3URGXFWV , 3
ODONDMJLUL 'LVWULFW 7HODQJDQD 1)$50(" 3RUWXJID(
6WDWH ,QGLD !
&IFK JKL NKiF 8QLW ,,,
6XUYH\ 1R
%DFKXSDOO\ 9LOQDJH
4AXWKXEXOODSXU pDQGDO
5DQJD 5HGG\ 'LVWULFW
7HODQJDQD 6WDWH ,QGLD 8QLW
.., B6XUYH\ 1R
%DFKXSDOO\ YLOODJIH
$XURELQGR éLé‘gﬁEBngriE“nr$0HQGURQLF DFLG WDEOHWYV  PJ $OIX RV LED KA FRURRK DVLLLFGFK O/IEICGHW VX VW BEQF B YLWOWDE & HWDEBGBW YV PPJISEDFDYLU RUG®D VROKWLRRQ B[RS "UXJV &RQWUR(
/ XOSULGH WDEOHWYV PJ PURORBPJIXP DRD W WWRDBE O HW V/ PJ P U R F KPQ R YLH3WD W D\EVD HOWL\Q Bb G L IRIG PJ PJ & URJOR[DRLQ WPEOHWV
ILPLWHG %DFKXSDOON %DFB/o;:i(ngﬁ?Y ﬁ,fg PJ &DUYHGLORO WDEOHWWJ PJ &ODRULWKURP\FLQ WDEOH®IGR3UHCPWDEORMW%ORPJ &LWDORSUDP K\ edrpLcH wogHoHwy | Py |$GPLQLVWUDWLRQ
0DQGDO OHGFKDQ 0D0! LM:H? 6H GHOD\HG UHOHDVH FDSVXRHV 8/3 'XPR[HWRQH K\GURFKORULBHMSKEOE JDRWURPUHVLRFWDQ®J (PWULFLWDELQH DQG *RYHUQPHQW R
'LVWULFW 7HODQIRQMRYQGAIYRSUR[LO IXPDUDWH WDERORUD\ODWPIWDED HWFLWDIORSRD  PJ (U\WKURMELRLWDEO@M ¥ IEV XOHV PJ [IDYLUHQ]|FDSVXOHV $63 7HODQJDQD ,Q[GLD
&iFK JKL NKiF BQLWJ,,, PJ PJ )DPFLFORYLU WDEOHW\V )LRDVWHULGH WDEOHWYV %3 PJ )RVLE@RSIIOFRROG|XEGHWDESOVHWWY PPJ P *O\EXULEBH DQG !
6XUYH\ 1R PHWIRUPLQ K\GURFKORULGH WDEOHWYV 853 PJ +PGURFKOFPURWKLD]LGH WDEOHWNVBE3 I ,UPHYVDUEHYQ WWDEQ DQG K\GURFKORURWKLD]LGH WDEQHWV
N \ PJ /LVLQRSULO WDEOHWYV %3 PLQH WDEORWVDPRWULPJ PJ PJ (DI RWDEOH\GH GRYSHUADLEWDQ SRWDVVLIP WDEOHWV  PJ P P
%DFKXSDOO\ 9LOQRJHywpq SRWDVVLXP DQG +\GURFKORURWKLPILGH WBEOMWVQRSUL®JIDQG +\GWWFKORURWKLD]LEH WDELYXGLQH DQG J|GRYXGLQMH WDEOHWY
A4XWKXEXOODSXU RBYGDOP) /HYHWLUDFHWDP WDEOHWYV PJ /DPUYXGLRQH WDEOHWYV 863 PJ /BBRYXBLPH RIRBQ YRODUNRAQ ULWRQPYLU WDEGHWV PlJ
5DQJD 5HGG\ 'LVWUOHFRILFDP WDEOHWYV %3 PJ PJ OHWIQRWHGE Q HEHRAK QBRBOE W \([ 963 PJ B E OHHWWRSEBR O PO 7D WWUDWRI 70HWIRUPLQ 7DEOHWY %3
7HODQJDQD 6WDWA? LWYLUDSLQH 2UDO 6XVSHQVMRIRSHSSHVREYWDRW 2PHSUD]ROH &DSVX2QBWONBHWBRQ 2BRGL\WIHUVLEOH 7PEOHWY PJ  PJ
6XUYH\ 1R 3LRJOLWD]RQH ¥\GURFKORULGH 7DEOHWSULOPIHUW & % XN\ CBHRILGAG RDEOHWY  FJUDWB 7DFEOMWNWLBSLQHRBXP PJ HJ sDPLSUjLO
o &DSVXOHV %3 PJ PJ PJ PJ 5DPIPSULPIDE®HWYLUBGURQDWH 6RGLXP 7DHEWIHIWRQHRUDOPIRBXWLRQ PJ PO 6XOIDPHWKRI[D]RQH $Qf
%ORFN , ,, ,,, ,9[700BRKWKEWPOIUDO 6XVSHQVLRQ 863 7DPOHWMU PRO 6HUWURDWILAHPLGH 7DEOHWIWRBUR([IPG )XRQH DRV ZDEOHWYV PP 7HUELQPILQH 7DEOHWYV
YLOODJH 4XWKXEXDQDSHWUFORYLU +\GURFKORULGH 7DEQEWRFKORULGH OMQHINEBE OHOHDVH &DSWPXOHR OB GHPPIDUWUDWH 7DEOHWYV  PJ PJ =[LGRYXGLQH
onncDo oncEkr  |7DEOHWY 86B =L GRYXGLOH 2UDO 6RDPWLRO 863 P
g dl 2 6XQ 3KDUPDFHXWLFDO ,QGXVWULHV /0BLWBRQWILGDRUH *DQJXZDVWW 6LUPRXBLD+LPDFKDO 3UDGHVK ,Q
0V 6XQ 9LOODJH *DQJXZD|®Dr@mMPQWBLIQ QpQ EDR SKLP YLrQ QDQJ FiQJ YLrQ QDQJ PAP ,QGLO®): + +HDOWK )DPLO|\ :HJIDUH
3KDUPDFHXYDKD B ‘LYWW *03 ‘UXJv '"HSDUWPHQW +[PDFKDO
,QGXVWULHWBEUBPRWYGHLPDFKDO 3UDGHVK 3UDGHVK ,QGLp
,QGLD
&iFK JKL NKiF 9LIOODJH
*DQJXZDOD 3DRQWD 6DKLE
‘IVWUIFW 6l UPR
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&iFK JKL NKiF
6LWH %DGGL , 9
%DGGL 7HKVLO
'LVWULFW 6RODQ

LOODJH 7KDQD
LDODJDUK
+LPDFKDO
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' i1* i a * * * 1¥a< &7
0 O
6XQ 9LOODJH *DQJXZDO[YKXIIT)HFQNI\KDQJ Y{ WU*QJ YLrQ QDQJ FiQJ YLrQ QE@EBRPSKYLLP{Q QpQ (8 *03 |1/ + +HDOWK &DUH |QVSHFWR
3KDUPDFHXYSDKDB 'LVWULFW | 6LUPRXU 3KDUPDFHXWLUFDO|$IIDL
L, QGXVWULH V' PPEWHEB3UDGHYK $ DQG OHGLFDO 7HFKQROR.
QGLD 1HWKHUODQGV
0V 6XQ 9LOODJH *DQJIXZD|OBXB®FRMMMDEHWDODFWDP 9LrQ QpQ YLLRQQ@QQY IFi@ D pQARD R BRLP Y T+ 2 +): +HDOWK )DPLO[\ :HJIDUH
3KDUPDFH X Y$DKD B 'LVWOKRWF XQJ WKm YLrQ QpQ YLrQ QpQ YLrQ QpQ EDR SKLP *03 [+ 'uxJv "HSDUWPHQW +|PDFKDO
,QGXVWULH»/GIEE'GIBLBD\?VWG*LPDFK O 3UDGHVK 3UDGHVK ,QGLp
&iFK JKL NKiF 9LIOODJH
*DQJXZDOD 3DRQWD 6DKLE
'LVWULFW 6LUPRX[U +LPDFKDO
21D G HVK [oXet
1 a @HORJHQ *HQHULFV 3ULYDWH /WG @ DORMEXRWULDO MWDWB 6RPQDWK 5RDG 'REKHWO 'DPDQ 87
&HORJHQ *H@B®BWFWVR $JopxXOP NK{QJ Y{ WU+*QJ 9LrQ QDQJ FiQJ 9LrQ QpQ 3HOOHW +2 ‘&' / OHGLFDO +HDOWK
3ULYDWH /LPRQ®XH\GVULDO (VWDWH 6RPQDWK 03 |$ VHUYLFH 'UXJV /LFHQVLC
SRDG 'DEKHO 'DHRDQ $XWKRULW\ 87|RI 'PDQ
\QGLD 'LX 'DPDQ ,11$
&HORJHQ *H|GABWFWR $JUDRROF NK{QJ Y{ WU-QJ 9LrQ QDQJ FiQJ 9LrQ QpQ (8 *03[07 +0 OHGLFLQHV $XWKRULW\ R
3ULYDWH /WRGXVWULDO (VWDWKHQBRFRIVWHK®S 9LrQ QDQJ FiQJ 9LrQ QpQ 0DOWD 0$0
5RDG 'DEKHO 'DADQQ87JyL WKi FOS
,QGLD LGP WUD FKOW Om¢QJ 9L VLQK .K{QJ Y{ WU+-QJ +yD KNF 9zW 0Oé&
1 a *OHQPDUN 3KDUPDFHXWLFDOV /LPLWHGGXYWMWRM DR (BWREWRBYRRBYDOH %DUGH] *RD ,QGLD
*OHQPDUN |[30RW 1R 6 &ROYDIHOF NK{QJ Y{ WU+QJ 9LrQ QpQ YLrQ QpRQ WEBERGKIGRQYLQQRQID QBFi P4 JHO T+ 2 0)* *RYHUPHQW RI FRD
3KDUPDFHXWRBB®WULDO (VWDWH &ROYDOH 03 |[:+2 JRRG 'UXJ
/ILPLWHG %DUGH] *RD \QGLD *03 ')'$ $GPLQLVWUDWLURQ }QGLI
+R»F 30RW 1R 6 &ROYDOH
,QGXVWULDO (VWDWH %DUGH] *RD
1 [oX ¢
*OHQPDUN |[30RW 1R 6 &ROYDHOF NK{QJ Y{ WU+QJ 9LrQ QpQ YLrQ QpRQ WEBRGKIGRQYLQQRQID QBFi P4 JHO (8 *03[8. *03 OHGLFLQHV DQG
3KDUPDFHXWRBB®OWULDO (VWDWH &ROYDOH ,QVSH +HDOWKFDUH 3URGYFWV
/ILPLWHG %DUGH] *RD \QGLD *03 5HIXODWRU\ $JHQF)
+R»F 30RW 1R 6 &ROYDOH 0+5% 8QLWHG
,QGXVWz:_DO (VWDWH %DUGH] *RD .LQJGRP
1
1 a 6ZLVV 3DUHQWHUDOV /WG 2 LDO (MWUDWH ,Q&XVIWU %»DYOD $KPHGDEDG ,QGLD
6ZLVV 3BDUHRWHUDOV .HUDOD 7KXOF Y{ WU-QJ (8 *03[.0DVD B3, $JHQF\ IRU OHG[LFLQDO
/WG ,QGXVWULDO (VWDWH 7KXOFLIVEQ [XOW Y{ WU+QJ 'XQJ GRFN WKC MItFKXQKQ VI DO kb BIOX\AQ 9L D XK R F7WX 6FF \E Y Y\ Ag Dywa aPq N 3URGXFWYV DQG| OHGJLFDO
&IiFK JKL NKY¥®YOD $KPHGDE[:S%ORFN~% k\ FKX\AQ vO . "k\ FKX\AQ EYW @ i - - s8uU "HYLFHV +$/0("
6ZLVV 3DUHGWHRAMPH . QGLD 7KXOF WLEW WU+QJ FXOL 'XQJ GiMXOWK®B ORIFNK @ KOK\SPISRAQHVAL 'k\ FKX\RQFEXSRA WD %EGRFN % |osyRM &URDWLD
3YW /WG &iFK JKL NKiF FKX\AQ 9LDO @
.(5%/$ ,1'8675,%/ yQJ JyL WKi FOS
(67$7( *,'& 15 %$9/$CP WUD FKOW Om¢QJ 9L VLQK 9{ WU -@yD KN¥LDHW KEQJ Y{ WU~
&LW\ $+0('$%S$’
LVW $+0('$%S$|
*R . QAER7 AR7RT7( 1°
6ZLVV 3DUHRWHUDOV .HUDOD 7KXOF WLrP WUX\AQ G¥QJ 00QJ WKG WFFEYQKGKBLWDIrP§PSRXOH 7KX T+2 JRRG 'UXJV &RQWURO
/WG &iFK JK@GXVWULDO (VWDWH *,'& 1U *03 $GPLQLVWUDWLURQ kXMD
NKiF 6ZLVV|%DYOD &LW\ $KPHGDEDG 6WDWH ,QGLD
3DUHQWHUDOYV 3YWVW $KPHGDEDG
/WG *XMDUDW 6WDWH |[,QGLD
&iFK JKL NKiF
.HUDOD ,QGXVWULDO (VWDWH
*'& 1U %DYOD
SKPHCDEDCG
1 a $SONHP /DERUDWRULHV /LPLWHG 2 9LD@D JIH @RDRDK %$DGBULFWK&RODQ +LPDFKDO 3UDGHVK ,QGLD
$ONHP /DER[PDWRLIHHKWKDQD $DTKXOFLNVKN@YJ Y{ WU+-QJ EDR JxP F§ WKXDR FQER EORKSKRErQ' QR QDQJ FiQ) WKXOF EYW SKD KUQ+@TFK+¥6QJ +HDOWK )DPLO\ :HPIDUF
/ILPLWHG 6RODQ + 3 ,QGLD *03 |+ 'UXJV '"HSDUWPHQW +|PDFKDO
9R 3UDGHVK %DGGL 'Lyww
; 6RODQ ,QGLD |6WDWH
'UXJV &RQWURQOHU| ,QG
$ONHP /DER|SOWRR LBIERUDWRDLAHRXAP INKHGJ Y{ WU-QJ 9LrQ QpQ YLrGFi@wQ EDR SKLP YLrQ QDQJ (8 *03['(B+(B B &k TXDQ WK-P TX\AQ
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OLFUR /DEV |3PRWHB 7KXOF NK{QJ Y{ WU+QJ FKiD NKiQJ VLQK QKyP 3HQLFLOOLQ +2 1R 2IILFH RI WKH "UXJV]
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3+$50$&(87,$YLP ,QGXVWULD|O (VWDWH *03 0)* : ‘UXJV $GPLQLVWUDWLRQ
/6 35,9$7( /7~DUDVZDGD 0DSX)VD *RD +2 'KDQZDQWDUL [,QGL|p
,QGLD *03 .).$
1 a GK\GEXUJ 3KDUPDFXHWLFDOV /WG 2 &HKUD&GXQ / BMA@DUDINKDQG ,QGLD
SK\GEXUJ & 6, (/ 6HODTXKKXOF NK{QJ Y{ WU+QJ NK{QJ FKiD NKiQJ VLQK QKyP %HWDODFWDP 42 UXJ LUHFWRUDWH JHQHUDO |
3KDUPDFHXWHEKDDWGXQ 8WWDUDBKMMQGPQ YLrQ QpQ EDR SKLP *03 OHGLFDO +HDOWK DPLC
/WG ,QGLD 9LrQ QDQJ FiQJ ) o ) o 'HOIDUH 'HKUD|GXQ
7KXOF G¥QJ 00QJ 6L U{ GXQJ GIFK KUQ GIFK WKXOF QKO JLNW 8WWDUDNKDQG| ,06|LD
7KXOF G+QJ QJRjL .HP JHO P& ORWLRQ SDVWHV '
ZROBIM
1 a *OHQPDUN 3KDUPFHXWLFDOV /LPLWHKGQ&EQJUW ,% DG GILOIMIIMIUDUK 5RDG 7HKVLO %DGX®LDLVWW 6RODQ + 3
*OHQPDUN 8QLW ,,, 9LOODJBQIWKDQSXKXOF KtW SKkQ OLAX WKXOF EYW KtW NK{ WKXOF [IW PEL ,QGLO®): + +HDOWK )DPLO\N :HJIDUH
3KDUPFHXW|%D®AL 1DODJIDUK|5RDG 7HKVLO *03 "UXJIV '"HSDUWPHQW +|PDFKDO
/LPLWHG %DGGL 'LVWW 6RODQ + 3 3UDGHVK ,QGLp

,QGLD
&iFK JKL NKiF .LYKDQSXUD

%DGGL 1DODJDUK|5RDG 6RODQ
'LVWULFW +LPDFKDO 3UDGHVK
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*OHQPDUN 8QLW ,,, 9LOODJHBQUIWKDQSXKMOOF NK{QJ Y{ WU+QJ WKXOF KtW SKkQ OLAX (8 *03[8. *03 OHGLFLQHV DQG
3KDUPFHXW|[%D&3L 1DODJIJDUK|5RDG 7HKVLO ,QV$E +HDOWKFDUH 3URGYFWV
/ILPLWHG %DGGL 'LVWW 6RODQ + 3 *03 5HIXODWRU\ $JHQF)
QGLD 0+5% B8QLWHG
&iFK JKL NKiF .LYKDQSXUD LQJIGRP
%»DGGL 1DODJDUK|5RDG 6RODQ
'LVWULFW +LPDFKDO 3UDGHVK
1 oc
*OHQPDUN 8QLW ,,, 9LOODJHBQIWKDQSXKMOOF NK{QJ Y{ WU+QJ WKXOF [IW PEL (8 *03[VXNOV 6WDWH ,QVWLWXWH]IRU '
3KDUPFHXW[%D&3L 1DODJIJDUK|I5RDG 7HKVLO &RQWURO 60./| &]HFK
/ILPLWHG %DGGL 'LVWW 6RODQ + 3 5HSXEOLF
,QGLD
&IFK JKL NKiF .LYKDQSXUD
%»DGGL 1DODJDUK|5RDG 6RODQ
'LVWULFW +LPDFKDO 3UDGHVK
1 [oNd
*OHQPDUN [9LOODJH .LVKDQSPBRLWHDGGKXOF NK{QJ Y{ WU+QJ YLrQ Q@ QDQUreiQp QUEDRIEKLPQXIG¥QJ 00QJ T+ 2 +): o+ +HDOWK )DPL®\ :HpIDUE
3KDUPDFHXWDOPOWUK 5RDG THKVLO %DGGL *03 ‘UXJv '"HSDUWPHQW +|[ PDFKL
/WG ‘LVWW 6RODQ + 3UDGHVW 'LVWW 6RODQ
,QGLD ,QGLD B6WDWH |UXJ
&ROQWUROOHU
1 2a ODFOHRGV 3KDUPDFHXWLFDOV /WG 2 ZRRWN2 L LFH OR®KHPDHWHIDD 7HKVLO %D G33UD GIHWKW 6RORQGLBLPDFKDO
0V ODFOHRGWORFN 1 9LOODJH 7KHGD NK{QJ Y{ WU-QJ 9LrQ QpQ 9LrQ QD @ORIR IVIKKDW XTHIIOGWYV Y] FOP ,QGLO®): + +HDOWK )DPLO\ :HPIDUF
3KDUPDFHXYBRNWOMILFH /RGKLPDMUD *03 |>'UuxJvd '"HSDUWPHQW +[PDFKL
/WG 7HKVLO %DGGL 'UVWW 6RODQ 3UDGHVW 'LVWW 6RODQ
+LPDFKDO 3UDGHYK ,QGLD 6WDWH |UXJ
,QGLD FiFK JKL NKiF %ORFN 1 &RQWUROOHU
9LOO 7KHGD 3|2
/IRGKLPDMUD %DJGL 'LVWW
6RODQ +3 ,QGLpP 9LOODJH
7KHGD 32 /RGKLPPMUD
7HKVLO 1DODJDUK 'LVWW 6RODQ -
+3 ,QGLD 9LOODJH 7KHGD °
3RVW 2I1ILFH /RGKLPDMUD ~
7HKVLO %DGGL 'LVWW 6RODQ o
L1 DDCKYNA 211D C I
0V ODFOHRGWORFN 1 9LOODJH 7KHGM NK{QJ Y{ WU-QJ 9LrQ QpQ EDR JXR RE QLY Gp@IEDRXDFLROQJI G¥QJ 00QJ (8 *03],:36 ¥ |&KLHI 3KDUPDFHXWJFDO
3KDUPDFHXYBRNWOAMILFH /RGK|PDMUD . 2 |,QVSHFWRUDWH 3RPDQG
/WG 7HKVLO %DGGL 'UVWW 6RODQ 78& o
+LPDFKDO 3UDGHYK B B >
,QGLD FiFK JKL NKiF %ORFN 1 x
9LOO 7KHGD 3|2 a
/RGKLPDMUD %DGGL 'LVWW -
6RODQ +3 ,QGLP 9LOODJH i
7KHGD 32 /RGKLPPMUD
7HKVLO 1DODJDUK 'LVWW 6RODQ
+3 ,QGLD 9LOODJH 7KHGD
3RVW 2I1ILFH /RGKLPDMUD
7HKVLO %DGGL 'LVWW 6RODQ
ionrunaonnew
0V ODFOHRG®ORFN 1 9LOODJH 7KXGM NK{QJ Y{ WU+-QJ 9LrQ QpQ EDR J>R "B QLY Gp@IEDRXOKFLROQJ G¥QJ 00QJ VDFKHW SHO®RWY+)j ROP +HDOWK )DPL®\ :HpPIDUE
3KDUPDFHXYBRNVNMWOAMILFH /RGKLPDMUD *03 |>'Uuxivd '"HSDUWPHQW +|PDFKDO
/WG 7HKVLO %DGGL 'LVWW 6RODQ 3UDGHVW %DGGL 'Ljvww
+LPDFKDO 3UDGHYK 6RODQ 6WDWH| UXJ
,QGLD FiFK JKL NKiF %ORFN 1
9L00 TKHGD 3l &RQWUROOHU |,QGIiD
/RGKLPDMUD %DQJGL 'LVWW
6RODQ +3 ,QGLP 9LOODJH
7KHGD 32 /RGKLPPMUD
7HKVLO 1DODJDUK 'LVWW 6RODQ
+3 ,QGLD 9LOODJH 7KHGD
3RVW 2I1ILFH /RGKLPDMUD
7HKVLO %DGGL 'VWW 6RODQ
,1 2 $XURELQGR 3KDUPD /WG 8QLW 9, 2 6\& KIRWNXO 9LOODJH 3DWDQFKHUX ODQGDOGWDOMDWBDN 'LVWGEW 7HODQJDQD 6
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$XURELQGR [3RDWUPD 6\ 1RV %ORFN ° _ o N . ~ T+2 é 'UXJ &RQWURO
/WG &KLWNXO 9LOODJH 3DMDQKKP YX O\DUJQDEIR FiR WKDQK WUD NEXQF WIKGR QK WV R HEKBRRVSRULQ W KX K X\ALF FE EWWS KDL K@ Q D53 B KF XEIQJ YLrQ gpQ *YOLéQ pQ EDR SKIUP $GPLQLVWUDWLURQ
6DQJD 5HGG\ 'LVWULFW% 78RO YRQMUrQ JLO®\ *03 &()$'52;,/ )25 25%/ 686B(1L6RD1 86B) PO '52; 8/7,'2;,1 '52; &()8BR/; 6863(16,21 %3 PJ PO
6WDWH ,QGLD ,1)('52 ; &()$'52;,/ &$368/(6 %3 PJ &()$'52;,//6&BI6B PJ ,1)('52 ; &()$'52;,/ &$368/(6 863 3P$/(&(1 25%/ 6863(16,[21 *RYHUPHQW RI
&iF FiFK JKL NKiF %3 PJ PO PJ PO &(3+$/(;,1 25%/ 6863(16,21 ®%3 PRI PO $852&() $852&() &()$/(;,1 7$B/&APS/EBI 7$%/ (76 PJ 7HODQJDQD ,Q[GLD
8QLW 9, 6XUYH\ 1R |&()$/(;.1 7$%/(76 %3 PJ &()$/(;,1 7$%/(76 %3 PJ $852@B#HS$/(;,1 &$368/(6 863 PJ PJ &()27%;,0(825211863 PJ PJ
&KLWNXO 9LOODJH POIWDQPBEH&NW27%$;,0( )25 ,1-(&7,21 863 PJ PJ PJ &(7$; &(78%; &(7$; &(78%; $/273+1 )25 ,1-(&7,21 863
0DQGDO OHGDN 'LVWULFW J$@GKUDL &(3+$/27+,1 )25 ,1-(&7,21 863 )85F2), &($;(7,/ 7$%/(76 863 PJ PJ ;. %, ;. ®()852;,0( $;(7,/ 78%/(7
,QGLD 863 PJ PJ PJ &()852;,0( $;(7,/ 7$%/(76 863 PIPR()8;,0( &()8;,0( &()852;,0( $;(7,/ 7$%/ (TP %3 PJ PJ
8QLW 9, 6\ 1R $852;,0( 7$%/(76 PJ $852;,0( 7$%/(76 PJ $852; M8 7$PA/( &()852;,0( $;(7./ 7$%/(76 %3 PJ PJ )85RJ,0&($:(7./ 7$%/(7
&KLWNXO 9LOODJH 3DMWEBQFKHUX(QBQGDO $852;(7,/ &(639(66 & ()85, -(&7,21 863 PJ )(')852;,0( PJ $852;(7,()852;&0( )25 ,1-(&7,21 63
OHGDN 'LVWULFW 7HOPQPDQD €W DS(H8;,0( &()8;,0( &()852;,0( 62',80,)2(&7,21 %3 PJ &()852;,0( &()2'2;,0( 352;(17/67S$%N PJ 32'(&,
,QGLD 32'(&,) &()32'2;,0( 352;(7,/ 7$%/(76 863 PJ 35P;7/ 352;7/ &()32'2;,0( 352;(7,/ 7$%/(76 PRI $85232'2;
8QLW 9, 6\ 1R V $85232'2; &()32'2;,0( 352;(7,/ 7$%/(76 PJ PJ2'2;()B( 352;(7,/ )25 25%/ 6863(16,21 863 PJ P/ PI2;FO0 3&('2;,0(
&KLWNXO 9LOODJH 3DWDRFKHWX &OQRBRQO( 352;(7,/ )25 25%/ 6863(16,21 8630 PJIJPO PO &()32'2;,0( 352;(7,/ )25 25%/ 6863(16,01 $85R23R"'2;
6DQJD 5HGG\ 'LVWULFW&(7B0®QIPRDPO &()32'2;,0( 352;(7,/ )25 25%/ 6863 (1BJ2P O &()32'2;,0( 352;(7,/ 7$%/(76 PJ PJ &('2;8Q1(2;,0(
6WDWH ,QGLD &()32'2;,0( 352;(7,/ 7$%/(76 PJ PJ (03,&() &()3(23520(7,/ )25 25%$/ 6863(16,21 863 PJ PO (03,&() $85232'(Q975,%$;21(
)25 ,1-(&7,21 863 PJ PJ JP 5,7(&() 5,7(&0)=21( &()75,$;21( )25 ,1-(&7,21 863 PJ PJ  PPJI&()75,$;21( )25
,1-(&7,21 863 PJ PJ PJ PJ 75,$;21( 21(75,$:75,%$;21( 75,%$;21( &()(3,0( +<'52&+/PB5'(1-(&7,21 863 J J
0(*$3,0( 0(*$3,0( &()(3,0( +<'52&+/25,'( )25 ,21(883 J &()(3,0( +<'52&+/25,'( )25 ,1-(&7,21 863 P JI&()(35,0(
&()(35,0( &()(35,0( &()(3,0( )25 ,1-(&7,21 &3 &()$=2/,1 )25 ,1-(&7,21 863 PJ )$=2/ &)Q25=2+(R7,21 863 PJ
=2/,1 &()$=2/,1)25 ,1-(&7,21 863 PJ &()8525%/ $B63(16,21 863 PJ PO PJ PO &()352=68)@H 26R/1 863 PJ P(Q
&() &()352=,/ 7$%/(76 863 PJ PJ &()352;6/8m%/(PJ PJ $852352=,/ PJ $852352=,/ PJ', 0()2%=1-(&7,21 863
PJ &()7$=,',0( )25 ,1-(&7,21 863 PJ $8520,7$&()',1,5 &$368/(6 863 PJ 78)',5 &()',1,5 &$8%58/(BJI8 &()',1,5 32:'(5
)25 25%/ 6863(16,21 863 PJ P/ &()',1,5)25 25%/ 6868§36,2PJ PO &()',1,5 )25 25%/ 6863(16,21 863 )PB PO &B),;,0(
78%/(76  PJ PJ &().;,0( 7$%/(76 PJ PJ ;. 1)BYS/ &()352=,/ )25 25%/ 6863(16,21 PJ PPO &RY352=,/ )25 258/
6863(16.21 P] PO Pl PO $852=1 $852=_1 KBVBBTH | 7P PJ) &()352=178%I/(76 PJ P) $852=_1 1 $85
$XURELQGR |3KURBRBR 3KDUPD /WG BRXOFINK{QJ Y{ WU-QJ (8 *03 JLQQLVK OHGLF[LQH
/WG ?\OF;;NV &HIXUR[LPH WDEOHWY &HSKDOH[LQ FDSWXOXV KHHQYR B Q [ LEH SOR[IHQVE 8 ZBHU | BE ZRBUHLIO! R M VRSHIY VR S BIRMSLRRY L O $IJHQF\ ),0($
LoD 30WDOFKHG LBHLRDH (4K WDEOHWY &HIL[LPH WDEOWW V&K HIS R AR WHEDHMHWLO WDEOH
5HGG\ 'LVWULFW 7HOQQJDQD 6WDWH
,QGLD
&iF FiFK JKL NKiF
6XUYH\ 1R
&KLWNXO 9LOODJH 3DWDQFKHUX 0DQGDO
OHGDN 'LVWULFW $QGKUD 3UDGHVK
,QGLD
6\ 1R &KILWNXO
9LOODJH 3DWDQFKHU 0DQGDO OHGDN
'LVWULFW 7HODQJDQOD 6WDWH
,QGLD
8QLW 9, 6\ 1R V
&KLWNXO 9LOODJH 3DWDQFKHUX 0DQGDO
6DQJD 5HGG\ 'LVWULF 7HODQJDQD
SWDWHG LD
,1 2 &DGLOD +HDOWKFDUH /LPLWHG 2 /RWFIRD® (FRARPUFH]REBH 6DUNKHM %DYOD GRJRWZRNDR 6DIRDQG PORMHGDEDG ,QGLD
&DGLOD +HD&WWEB UM SKDUAHI7 KRIFEDPK{QJ Y{ WU+QJ 9LrQ QpQ YLrQK®pQ JEIFRWSAK EPRFKiD KR¥W F T+2 JRRG 'UXJV &RPWU
/LPLWHG (FRQRPLF =RQH ODWHRGD 6DUNKHM *03 $GPLQLVWUDW|.RQ
%DYOD 1 + 1R $ 7DO [6DQDQG
$KPHGDEDG *XMDUDW|6WDWH ,QGLD
KR»F
30RW 1R $ 3KDUPH] 6SHFLDO
(FRQRPLF =RQH ODWRGD 6DUNKHM
%DYOD 1 + 1R $ 7DO|6DQDQG 'LVW
$KPHGDEDG ,QGID
KR»F
30RW 1R $ 3KDUPRH] 6SHFLDO
(FRQRPLF =RQH 6DUNKHM %DYOD
+LJKZD\ 1 + 1R $ ODWRGD 7DOXND
6DQDQG $KPHGDEDG ,QGLD
KR»F
30RW 1R $ 3KDURH] 6SHFLDO
(FRQRPLF =RQH 6DUNKHM %DYOD
1HDU +LJKZD\ 1R $ LOODJH
ODWRGD 7DO 6DQDQG|$KPHGDEDG
LVW QGLD _ _ _ _ _
&DGLOD +HD@WRWDBH $ 3HDORMDF NK{QJ Y{ WU+QJ 9LrQ QpQ YLrQFQRIEWDRVEKDF RKXDFKR¥YW FKOW yYF WA EjR (8 *03|2*<e, 1DWLRQDO ,QVWLW
/ILPLWHG 6SHFLDO (FRQRPLIF =RQIHIyL B ~ . - 3KDUPDF\ DQG fxXWU
6DUNKHM %DYOD| +LIJKW@ZIDIYL Vk FOS 9LrQ QpQ YLrQ QpEEDWR SKKRO FrX FiOX KjR¥W FKOW yYF WA EjR 2%<(, +XQJDU
1+ 1R $ ODWRGD 7DPXNDyL WKi FOS
6DQDQG $KPHGDHDGGP WUD FKOW Omg¢QJ
,QGLD 9L VLQK WKXOF NK{QJ Y{ WU+QJ
+yD Oé 9xW Oé
£80 SK_-ncE WKDOK WUD (IJORWI Ol F WDEOHWY Pl P HWNVP ] PPID W
,1 2 6KLOSD OHGLFDUH /LPLWHG 2 30RW BR= 676, YWaR*BHH@KQGRBWULDO 3DUN 3R OXMDSDGD0 9N MKIEIMREQOFBRHUODWULFW 7HODQJDQD ,QGLD
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0V 6KLOSD|30RW IR 6 WR b 65Q SK-P_%HQGDPXVWLQH +1GURFKO RUDICG H6FRAG IAKVRMILIGRR +\G PRFKDRULGH P HQGDB6YWLQ P\ GURGKORULGH 7 F098.1]/ PLV 1R "UXJV &RQWURA
- ? PXVWLQH +\GURFKORULGH PJ  'SBI8F\G URFK ORLUQGBIP X \PIL Q6 XVXOIDQ ,QMHBAXVK®@ ID®J PIPRO RORODUDELQH|,Q LRQ PJ PO
OHGLFDUH /| 3KDVAB 6(= 76,,& *&EJ%% § g}H PJ PO 'R[RUXELFLQ +\GRIRFRORBDGH RMHFWALRQ 'RRUXELFLQPI\BORFKBRWKE® IXEFBUDWH 'HOD\HG 5H HDVH%DS\/XOH P $GPLQLVWUDWLURQ
' QGXVWULDO 3DUN. '#’ BYDWH  PJ 'LPHWK\O |XPIDSAIVOHI VH O DRH G' EFIOWRWH )XPDUDWH  PJ LQBE264G/URFK ORI WmkQJ ymkQ) (UVORWLQLE  PJ *RYHUQPHQW R
9LOODJH -DGFKHUYU®BR6ODPQGCRDOWUORWLQLE +\GURFKORULGH MUMk®@5(§27k@J (LPORWL@RWLQLE +\GURFKO®RRWG & L\& mk QRIJY m(EQ26(+, / PJ (UORWLQLE 7HODQJDQD QGLD
ODKDERREQDJDU '[l+VONRAKOWULGH WmkQJ ymkQJ (UORWLQLEUORMILQRE(FABORFKRIRYLGH WmkQJ ymkQH (RORVQIVHEW L RRJ868HPFIMDBL *HPHLWDELQH [+\GURFKORYLGH 8|63 !
7HODQJDQD RKQP YMkQJ *HPFLWDELQH J *(1&,9(1= GWRFKORULGBELEBHWHKQJ ymkQJ *HPFLWDEQQHHP F LW DORL@5I(:+\G URIFXORULGH WmkQJ yjmkQJ
. . 8'*5P\&LWDELQH 863 J 6+,/*(0 J *HPFLWDE WQhik Q\GYREED RWRBIHVOELQH J *HPFLWPBLQUD (R U HRMHFMALRYH 86 B URFKORULGH 863/ WmkQJ ymkRJ
&IFK JKL NKiF LWDELQH PJ *(0&,75(; PJ YLDO KORBLWBBBGHVMBGURFMKkQJI *HPFLWDELQH *RBFLWDEBQH +\GBRFKORULGH §63 WmkQJ|ymkQJ
3KDUPDFHXWLFDO U RYRDMLR®@y 6+,/*(0 PJ *HPFLWBER QWK @IURFIK@R UHIBAL WD EL QH PJ ,PDWRQLF DMAL\@UENGHVDEDWW WmkQJ [fmkQJ ,PDWLQLE
6(= 30RW 1R V 6 |PWRO066+,/ PJ ,PDWLQLE OHVIODWH WmRQJ §(6KQ% ,P DRILQLEDWLQLE 0HV\ODWH WPKQJ,7$%QP, PDWIQIEDWLQLE OHVIGDWH Wmk®J ymkQJ
3KDUPD 6(= 76,,&| ROW4REE PJ ,PDWLQLE OHV\ODWH ADBOMWW mkRI §RRYLQREWLQLE PJ ,GH\64QD W HPW m FOMWLQKEI O, PDWLQLE P 0(61,% PJ
GXVWULDO 3DU Pgﬁﬁq%lgﬂlﬁgé\fn H WmkQJ ymkQJ ,PDWUIQLEDWLRLE F8)QBWH WmkQJ ymkQJ ,PDMUELEHV\@DW B/VO®KQIPPMkQJ ,PDWLQLE  PJ [ULQRWHFDR
Q G LAMHFWLRQ PJ POY¥QULWEWBQ WHG BBRBKORUIFGH %, (1<$ H) MQURMIL PR BQ4\ BILRIRKOLPRIGG PJ O0HO$KDODQ IRM ,QMHFWLRQ
-DGFKHUOD 0 PJ YLDO :LWK 'LOXHQW OHOSKDODQ +\SKROPQRUIPGH WK QNG ICQDXHQW |RE+GHILS OBPIOBSE DR D QQMIEIE VERQRUS/GH WmkRJ ymkQJ QHOSKDODQ| PJ
ODKDEXEQDJDU ' 6WHULOH GLOXHQW IRU OHOSKDODQ B8RZGEM HFWEL BRO YI-HIDV® KR O R O X AL R @0 DR +\GWHRFW ORQ L, @ HX WInFk@ J OjHICKEKIDO H O SKROUD D Q PJ |6WHULOH GLOXHQW
7HODQJDQD ,QGL[PHOSKDODQ IRU ,QMHFWLRQ 3HPHW U BIHRG WRIH [HBMHF\RGRAP WX QYLTOKQJI 3HPHWURMIHBHP HROU HBEE *, VRGLXP WmkQJ ykQJ 3HPHWUH[HG
PJ 5,:$1(3 PJ YLDO 3HPHWUH[HG 'LVRGLXW[MGIkQPJmKEBI;SHEHW PJ 3HPHWUH[HG 'LVRIGRKW WHIKGJ ynPQJI3HPHWUH[HG IRU LQMHFWLRQ
PJ YLDO 3HPHWUH[HG 'LVRGLXP WmkQJ yBk@5@EHBHWHWHGHG RYRGLXP WmkQJ ymk@5 3HPHWUH{HGIHPRWUH[HG 'LVRGLXP WmKQJ
MKDIHPHWUH[HSG 3(0B+ ./ PIHPHWUH[HG 'LVRBGOXRIWRAKYUH[HE 5. :91(3 PYLBBPHWUH[HG 'LVRGOXRIWRAKY UH[HE
0OV 6KLOSD|30RW 1R 6 WR 68Q SK-P $QDVWUD]ROH 7DEOHWV PJ $QD¥WBRPROHURGROHW B63F+PJ 7531%/,; $QDBWERIROSQDOBWURIROH 863 PJ |&DSHPLWOELQH Y 1R "UXJV &RQWUR(
- 7 vV 863 PJ &DSHFLWDELQH 863  RDSHFIWPEEQH &8  PJ 6+,/&$3  PJ &PIHF& IIDHERIQMDELR H PJ ILOP FRDWHG W[DEOHWYV
OHGLFDUH /|3KDVAB 6(= 76, ,& ggﬁﬁ_‘%ﬁé 3K (XU PJ &DSHFLWDEDRHFLWOEH YN 863  PJ &, 7$%(1= PJ &P$HRISHELQDEERH PJ ILOP FRDWH@%/D oHW $GPLQLVWUDWLURQ
s QGXVWULDO 3DUN g msK (XU PJ 6+,/&%3 PJ BDSHFLWERBEQH B3 &DSHFLWDELQH PEL@H.$3 PEAD SHMIMLWAJROH 7DEOHWY 863 P *RYHUQPHQW R
9LOODJH -DGFKHU Qv O] REHDs@3 PJ /HWUR]ROH PLWILLRJR G R BW H& UVDEPHWYDFUROLPXV & DSRXD Hk&EI3$Q KRG URKND M FUROLPXV 86 PJ 70FUROLPXV 7HODQJDQD QLD
ODKDERREQDJDU '[#PPMXDRWS863 PJ FKiD WmkQJ ymkQJ $QK\BURXD FDFORROUP XD BXOHV 863 PJ FKiD WRKADYMKQBERKRIURKWFLWLGLUQH IRU ,QMHFWLRQ !
7HODQJIDQD RYFLPO SIDFLWLGLQH PJ $=$& S]DFLWDELWHGLQM $RJ6+$/,7,',1$ $]DFLWRIGH QRIU ,QRMHFWRR@H]RPJ YLDO %RUWH|RPLE Pl %257(6+ |
FK JKL NKIiF 8 P\él %RUWH]RPLE PJ %RUWH]RPLE Q IRU IFRQVRGXWILRRPLE  PJPJ HEDWD EHRIHWIREL QHMHFPWLR@FHWD[HO |QMHFWLR(Q 863 PJ [P
&i J [ 8Q"P PO 'RFHWD[HO 863 PJ PO '2&6+,/ HOP86BLD®J'RBHWRFHWD[HO ,QMHFWLRQ 8BRBFHWBDIH® 863 PJPRIOPO *HPFLWDHLQH PJ|SRZGHU
3BKDUPDFHXWLFDO| RRURYEOPIWE RE LQIXVLRQ *HPFLW MBL Rk UG URFCOWILELGH 3K (PJU WHRFLWDEWQRQ | RUSRIIKIWURR U *WRGKWDELQH +\GYRFKORULGH 3K (XU WmkQJ
6(= 30RW 1R V 6 |[yWWRIBHPFLWDELQH PJ  ,ULQRWHFDQQRHIUREFE®WRURGHY R ®PXWIR ORIRU LQIQRVRIQFDRO+\BORFRORULBE WULK\GUDWH WmkQJ ymk®J ,ULQRWHFDQ
3KDUPD 6(= 76,,&|*@YRFGORULGH PJ PO 527(4%1 P/ ,ULQBRUKHEDQWHGWRKRORMUEH ,ULQRWHFDQ4$IGURIFKORQR®H FDRI+ROURFATORULGH WULK\GPDWH WmkQp
GXVWULDO 3I'3'U §m %pﬁawéﬁolg +\GURFKORULGH PJHFDQ5ATBUREKORULGHQRW. K\GUDWH WmkGH ymRQ P QL QRN HH D,Q ,MIGQRFKORY K\GURFKORULGH PJ PO
Q FR% RU VROXWLRQ IRU LQUU\QRQHFPQ AGURFRORURGH WULK\GUBWRFXESR ULPGHP @Q M HFVQIFRQHE®R K PJ P/ | PJ PO JULQRWHFDQ
-DGFKHUOD 0 +\GURFKORULGH G¥QJ WULK\GUDWH B86FXORRILBE ,QUHFRMRBDEFEX\GUR] P/ RFKPAULGH@BY HEDQJ-WEWK\GUDW H Pl PO =ROHGURQLF DFLG
ODKDEXEQDJDU [QMHFWLRQ PJ P/ =ROHGURQLF DFLG RRIGRIAGUD WHLE mKk QR JRkQJI (4R52=2 =R O H GARKERLIF yDikIQE B R QRIGWGRIQWFHD FL G P PO 62p/,9
7HODQJDQD ,QGLP=ROHGURQLF DFLG PRQRK\GUDWH WmKQJPOnkQG2/6ROHER@RGERELE DFLW PRQRK\GUDWALGMKQRIYMEQ J3 HREMGBIRIRG 1RU | QMHFWLR|Q 863
’ PJ YLDO 3HPHWUH[HG 'LVRGLXP WmkQJ ymRPGWIHAH® URUH@MHPWLR® 863  PJ YLDQJ JHMRBW G HPHW WWRGL X P RUMk/HQYDWLQLE &0SVXOHV
PJ /HQYDWLQLE OHV\ODWH WmkQJ ymkQE /&M\DXOHM E PBJ / HIGNDD MWQIGE 0 HV\0 D W HPW m K@U § hGWQRRMIQYD WRBQEWY  PJ 7|HULIOXQRPLGH PJ
ZHULIOXQRPLGH JDHOHMPXORPLGH P
0OV 6KLOSD|30RW 1R 6 WR 68Q SK-P %LFDOXWDPLGH 7DEOHW 863 PJ %% VRKDOXQ DPME AWBIERQ FRIJ PO P/ % X V@K HFQVLRRQPE6B2RFHWDILWO 1R 'UXJV &RQWURC(
OHGLFDUH /| 3XDVMRB 6(= 76,,&(*PHHRY 'RFHWD[HO 863 PJ PO 'RFHWD[H®/, QRHFWDRQO8EB3 PPJ PO (UORWLQLEVOERHW RURLHIBORWLQLE 7 $GPLQLVWUDWLURQ
,QGXVWULDO 3DUNWBRQB YMRQY (UORWLQLE PJ (UORWLHQGE RPEORIW G HP W m(M@R Wi kQQE (UORWLQLE/ FRQFHGWBEIDWMMHELRH| g PJ *RYHUQPHQW R|
9LOODJH -DGFKHUWROXMQERWOIRU ,QIXVLRQ > P/ PUWDEL@®@H I+\BQ REK OCRPIEGH 3K (XU WmkQJ PMKkQGDPR¥WWOQHLQH RrJ PO 7HODQJDQD QIGLD
ODKDERREQDJDU [ @WWRFWORULGH IRU ,QMHFWLRQ PJ YGMO PuHQ®DEPIXADYH Q H GMGIE RAIK@MRYE3 P J MV m KRFIHIMIK@ID| 7ULK\GUDWH ’
7HODQJDQD ,'@REGEHOWD[HO PJ PO 'RFHWD[HO ,QMHFWLBQWBER\GRDWH WRHHQW IMkQJ 'RFHWD[HO 'HRPDWMI@ S5H®HWKMO | XPDUDWH
&iFK JKL NKiF 8@DWVXOHV PJ 7<(.)('5% PJ 'LPHWK\O )XPBIWKXWH IXPBUDWH '"HOD\HG 5HOHDVH &DSVXOHV PJ 7<(.p('5% P J
3KDUPDFHXWLFDO[ YRPRWED@V)RRD UDWH PJ (UORWLQLEUREGBWUL®H WHRRW @k (UORWLQLE PJ
6(= 30RW IRV 6 | WR 6
3KDUPD 6(= 76,,&| *UHHQ
,QGXVWULDO 3DU 3ROHSDOO\ 9
-DGFKHUOD 0
Anvnevennin o n _ ‘ _ _
6KLOSD OHG([I8FDWH 3KDUPDFHXWKKD® ~Y{ WuU-QJ FKiD_FK@WjRYF WA EjR NuP WA__E 3 ~ (8 *03(,16 JHGHUDO 2IILFH IRU
/ILPLWHG JRUPXODWLRQ 6(=| 30RMWXIRFWEQ [XOW Y{AKUWEKEL WIEK ®RQ 'XQJ GIFK WKGC WtFK QKO 7KXOF y{QJ NK{ LQ +HDOWK &DUH $
WR 6 3KDUPD|6(= 7TKXOF WLEW WXQQGEXK WKGC WtFK ORQ 'XQJ GiFK WKG WtFK QKO
76,,& *UHHQ ,QGXVWKXDB BRUN Y{ WU+-QJ FKiD FKOW yYF QA FE{R NaPr@/ Q) EQRD ARD 9WDrQ QpQ EDR SKLP
3ROHSDOO\ 9 -D|GFKRUOYL ¥k FOS 9LrQ QDQJ FiQJrOLEPQQ DXQIP AP QIEDR SKLP
ODKDEXEQDJDU yQJ JyiL ARIS
7HODQJDQD ,QGLPp .LCP WUD FKOW Om¢QJ
&iFK JKL NKiF 3ORW 1R 6
WR 6 3KDUPD|6(=
76,,& *UHHQ ,QGXYWULDO 3DUN
3ROHSDOO\ 9LOODJH -DGFKHUOD
0DQGDO ODKDERREQDJDU
'LVWULFW 7HODQEDQD
o
,1 2 ODFOHRGV 3KDUPDFHXWLFDOV /LPLWRIW 2RRXUYHQHWRK ,QGX¥WULDO (VWDWH .DEKLJDP 'DPDQ ,QGL
ODFOHRGV 6XUYH\ 1R 3ORWAR NK{QJ Y{ WU+QJ FKiD NKiQJ VLQK QKyP %HWDODFWDP +2 & $'0,1,675%$7,21 2)
3KDUPDFHXWPRB®K . QGXVWULDOLMRWPMH YLrQ QpQ EDR SKLP *03 |/$ '$0$1 ',8 87
/LPLWHG .DFKLJDP 'DPDQ | 9LrQ QDQJ FiQJ '58%6 /,&(16,1*
,QGLD 6L U{ NK{ $87+25,7< '58*
&21752/
'(3$570(17 ,1',9
,1 a $MDQWD 3KDUPD /LPLWHG 2 30RW 1R $%UDQJDEIRG 3DLWEDKDUDVKWUD 6WDWH ,QGLD
$MDQWD 3KDYPEOW 1R % d,"@KXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ WKXOF EYW XO0QJ YLrQ QpQ ,QGLODQ(: :+2 JRRG 'UXJ
ILPLWHG 3DLWKDQ $XUDQJDEDG *03 *03 &(57 $GPLQLVWUDWLURQ
ODKDUDVKWUD 6WDWH ,QGLD $' ODKDUDVKWUD WD
,1 2 $JLR 3KDUPDFHXWLFDOV /WG 2 7 W, ' & 0BKRUDVKWIXIW 6WDWH ,QGLD
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$JILR 7 0, & %KRKXOE NK{QJ Y{ WU*QJ 7KXOF G+QJ QJRjIKXBF E¥MW *¥@QJRWLRQQPQ YLrQ QpQ ERRFSKORIYE¥Q Q0@ F i) : WK2 JRRG 'UXJ
3KDUPDFHXBXRBIOV ODKDUPVKWAUMEXQJ GIFK KUQ GIFK *03 |*03 &(57 $GPLQLVWUDWIRQ
/WG 6WDWH ,QGLD 3 ODKDUDVKWUD WDWH
,1 8 3UHFLVH &KHPLSKDUPD 397 /7' 2 *87 1RWDZDG 3KDVWKKD $7 3RVW 7DOHJDRQ 7DOXN D UDMUNUDRDBWRWH ,Q @IDXK
3UHFLVH *87 1R 9LTQ QDQJ FiQJ 7KXOF FOP 3HOOHW 9LrQ QpQ YLrQ QpQ EDR SKLP T2 1(: :+2 )'$ ODKDUDVKWPD ,RGLD
&KHPLSKDUP.BED3WZDG 3KDWD §7 3RVW *03 |*03 &(57
17 7DOHJDRQ 7DOXND 'LQGRUL 1.
1DVKLN 0DKD[UDVKWUD
6WDWH ,QGLD
,1 a *HQQRYD %YLRSKDUPDFHXWLFDOV /LPAWEHQ® %ORFM7 3DARW AKRDVH ,, 0,'& +,1-:85+$BHB+75% 67$7( ,1',$
*HQQRYD %ORFN 30RW QR XQD@EFK WKXOF WLIP WKG WtFK QKO T+2 1(: +2 YRRG 'UXJ
%LRSKDUPDIFHXWILRPON 3KDYH ,, *03 |*03 &(57 $GPLQLVWUDWLURQ
V /LPLWHG [0,'& +LQMZDGL 3KQH 3 ODKDUDVKWUD WDWH
ODKDUDVKWUD 6WDWH
,QGLD
,1 a8 $XURFKHP /DERUDWRULHYV ,QGLD 30©7KOU ?PDIMKAD 1RG &R RS (VWDWH /WG PKPIOHDU 5RODGKDDOVEWUIKBWDWH ,QGLD
$XURFKHP [30RW 1R 3DOJKPUTREORNIK{QJ Y{ WU-QJ T+2 1(: :+2 YJRRG 'UXJ
/IDERUDWRULR® &R RS (VWDWH /WE&XOF G+QJ QJRjL .HP JHO P& ORWLRQ *03 |*03 &(57 $GPLQLVWUDWLURQ
,QGLD 397 %RLVDU 5RDG 7DP 3DTKIKOW XOQJ G¥QJ 00QJ L ODKDUDVKWUD [WDWH ¢
7KDQH 0DKDYDVKWUD
6WDWH ,QGLD
1 2 $XURELQGR 3KDUPD /LPLWHG 8QLW (8,33DRWQR$ 3DVWRP\ODUDP 3DWDQFKBUXLYWQEGEB®W 6DQJDQIED
$XURELQGR [30BRWP®R WR[%X@L¥DFDLQH LQMHFWLRQ %3 PJ FROD 3DF® YRPXPHPO PO PO $PSRXORQ %XSLYDFDPQHQQMHO®WL 'LV 1R "UXJV &RQWURCQ
JLPLWHG 8|JEW&,9'$ 3DVKDP|DRORPH PO PO 3DFN VL]H PO GR® SBIREKIDRIUGRDLQMHFWLRQ  PUIRO ROOSPBRREAH*Q3P O| 3DRN5V $GPLQLVWUDWLRQ
&iFK JKL NKBPWDQFKHUX ODQE@W®PDGRO K\GURFKORULGH LQMHFWLRROXPRJ MP® 3DPN FQ]H)LCPR®D $PSRXOH Q PADQHPIPRE DEP® LQMH|BWLR *RYHUQPHQW R|
$XURELQGR|8RBUPLIGG) 'LYWIMFOXPH PO PO 3DFN VLIH PO QWQ@WBRWORQ WHBRFDLPJ PO 6LQJOHHGR\HO DPBRXOHPO)LOO YROXP 7HODQJIDQD ,Q|GLD
/LPLWHG ,QGLD PO 3DFN VLIH PO PO PO PO $FSMRLFOH % 3LGRFPUQMOLQBLQJIOH GRVH DOSRROH PO Y[ROXPH | P ’
&IFK JKL NKiF 8QBWFN VAQRW PO PO PO PO $PSRRQHA3/LGRFPLEOP LOAOAFWGRVH YLDO OLADFKROXNPH PPO PP
1R V WR (3BLDO /LGRFDLQH LQMHFWLRQ %3 O OPYRROX PAXOWR GG RVHPOLBOFNL VL]H L UPOFH W DPRO PRQFH Q WHYDIWH ITRU VROXWLRQ
76,,& ,'$ 3DVKDP|CROWD®IXVLRQ PJ PO )LOO YROXPH (QPRDSDRN ¢ IE]RIG L XFOLXAMKFWLRQ %3 HHPJ)LOPOY RWKHI J Y DRQ Y B{DIFN
3DWDQFKHUX 0DQ@GMPH 6DQBD 3)6 (QR[DSDULQ 6RGLXP LQMIOWVLRQXBBE PPO BDFN VL]IH PO ®)MHFWRRDSBBLQFRRGLRA L
5HGG\ 'LVWULFW [7BOPWQHDYDWLYH IUHH )LOO YROXPH (QRPIS BWIFY 6AGH XPA@BHEFWLRQ %3 PJ)LO® G RBXHWHU Y PWL B FNHH
,QGLD VLIH PO 3)6 9DQFRP\FLQ +\GURFKOR BIDGM NRUH QM A BWLLR® 863RFEXURQLXP % JLRORA ¢ IR QXM F WAL®R Q3D FRNJ P O
AVARRNY] DO |r3r\ EDLC 1LIDO D 0A11DDI ol 1 OMBCA/IQING N \DITIID O
$XURELQGR [3OBWP@RV WiR'k\ HBX3AQ VO FéD QKj [maQJ (8 *03])7 0+ 1DWLRQDO $XWKRULJW\ R
/LPLWHG 8|JBWé&,9'$ 3DVKDP|ODKXOP®F “QUIWU ) i OHGLFLQHV DQG¢ +HPOWK
3DWDQFKHUX 0DQIGDO 7KXOF V8Q [XOW Y {KUNKL WIFK ®KO 3URGXFWV , 3
6DQJIDUHGG\ 'LVWULFW/KXOF WLEW WXQQGFXK WKC WtFK QKO 1)$50(" 3RUWXJD(
7HODQJDQD 6WDWH .LGP WUD FKOW Om¢QJ 9L NEQ@QRWO&U-QJ +yD K '
,1 2 %KDUDW 3DUHQWHUDOV /LPLWHG 2 6PPOK\ 8RDG 7DOGDBIRYA G &LW\ +DULSXUBWDRDWW 9QGIRGGDUD *XMDUDW
% KDUDW 3D UeKQWH\UIDRO V -PURKKOF NK{QJ Y{ WU-QJ axl ,QGLOQ JRRG 'UXJ &RQWURO
/LPLWHG ,Q6&RPOD\D 5RDG 700 BONIDA NK{QJ FKiD NKiQJ VLQK QKyP EHVORPQDEMNWDP| YUrQ QR NK{@Q EDR YLrQ QDIOIQRI QW K WHX EFoW O QJ G¥QJ $GPLQLVWUDWIURQ *XMDU
&LW\ +DULSXUD [X¥WW@J WKXOF G+QJ QJRjL WKXOF P& JHO NHP ORWLRQ WKXOF EYW VWDWH ,QGLD
9DGRGDUD *XMDUDWK&WBWHrQ QpQ YLrQ QDQJ VLUR NK{ RKOBWXRQJ VLQK QKyP EHWD
,QGLD 7KXOF Y{ WU-QJ
RO X @ I ‘ales ;= j
1 a %UDZQ /DERUDWRULHYV /LPLWHG @ )DULBD!QIIBG(VWULBOLS\UDHUD ,QGLD
%UDZQ /DER[UDW,RUIGBXVWULDO7EX®F NK{QJ FKiD NKiQJ VLQK QKyP %HVWHRADFWDP69UQNEHQORLIQyQ &KA SK-P&+-QRWIRQ NWHKREFHJIR 6WDWH 'UXJV &RQWPROO
ILPLWHG )DULGDEDG FOQEDQE¥QJ 00QJ 7KXOF QKO P*W 'XQJ GiFK WLrP $PSRXOHV *03 "UXJ &RQWUROOLQJ /LEHQVI
,QGLD 7KXOF FKiD NKiQJ VLQK QKyP 3HQLFLOQIKZV 9LrQ QDQJ FiQJ 6L U{ $XWKRULW\ )RRG |'UXJ)
7KXOF FKiD NKiQJ VLQK QKyP &HSKDORVBRUQDWLIUfNRHPQOMLrOyRDQGKXOF EYW NK{ SKD WLrP $GPLQLVWUDWLRQ DU\
,QGLD
1 2 6WDOOLRQ /DERUDWRULHV 3YW /WG 2 3ORW&R.HUBOD %DYOD 'LVW $KWHGDE®IGD *XMDUDW 6WD
6WDOOLRQ [30RW 1R & % 9LrQ QpQ YLrQ QpQ EDR Yj YLIQ QpQ NK{EXEPROQLr@¥QD @OMNIGXQJ GIFK KU® GIFK VLUR [KXGELEFM3XOQ JRRG 'UXJV &RQWURO
/IDERUDWRULHY .3Y& .HUDOD [%DYOD $GPLQLVWUDWLURQ [FXMD!
/WG 'LVW $KPHGDEDG| *XMDUDW VWDWH ,QGLD
6WDWH ,QGLD
1 2 6ZLVV 3KDUPD 3YW /WG @ *'& BWDVHKPH@DRD® & ',67 $KPHGDEDG *XMDUDW 6WDWH ,QGLD
6ZLVV 3KDUPD 3YW& 3KDVH ,9] 7KXOF NK{QJ Y{ WU+-QJ NK{QJ FKiD NKiQJLYQQXp QKYPRr@ HQp@OBFRVDR rQ QDQJ FiQJ 6L U{ NK{ T+2 JRRG DQG 'UXJY &RJPWUR
/WG 9DWYD &LW\ $KPHGEKKBGE NK{QJ Y{ WU+QJ FKiD NKiQJ VLQK QK®QP RHISKRPR\ETRRJLNQ rQLR@®QJ 6L U{ NK{ %03 $GPLQLVWUDWLURQ
',67 $KPHGDEDG *DQGKLQDJDU FXMDUDW
*XMDUDW 6WDWH [,QGLD VWDWH ,QGLD
,1 2 *OREHOD 3KDUPD 3YW /WG 2 * & 6 DIFKWQ *X8b30DW 6WDWH ,QGLD

'DQK ViFK WUQJ K¢S Fk VA4 QmRF QJRjL yiS iQJ *03 7UDQJ
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*OREHOD 3KDUPD, " & 6DFKLQ 7KXOF NK{QJ Y{ WU+QJ YLrQ QDQJ FiQJ EDBRYWQP FK+@DQILFQQQPQREEDR JxP F§ WRKAP QY F WAQEQR @2ERROF EY )'$ *XMDUDW 6WDWH ,QG
3YW /WG 685%7 'LVW | SKLP *03
*XMDUDW 6WDWH [,QGLD
g dl 2 <DVK OHGLFDUH 3YW /WG 2 1HDU 6DERU +DMW'S XAD O/®® 5RPOGWRDJIJDU +DMLSXUMDUDW 6/MEWHN D@GLKD *X
<DVK OHGLFPIW®WBBWEDU 'DLU\|7KXORGG+QJ QJRjL WKXOF P& JHO NHP ORWLRQ GXQJ GIFK ,QGLD [*03 )'$ *XMDUDW 6WDWH ,QG
/WG 5RDG 3 2 +DMLSXU 7DO
+LPDWQDJDU +DMLSXU
6DEDUNDQWKD *XMDUDW
6WDWH ,QGLD
1 a $XURQH[W SKDUPD SULYDWH OLPLWHGDO$$SUHD 53KEDVHQ GXVMKLZDGL * B3OZDU 5DMDVWKDQ ,QGL
(XJLD 3KDUHABQLW ,, $ 5, J¢XXOF VEQ [XOW Y{ WU-QW W DOF MM EKiQJ VLQK QKyP FDUEDSHQHP T+ 2 & $ &k TXDQ TX8Q dé GnhgF
6SHFLDOLWLIQBAVWUWREG $UHD VIKDYK-BFyNMLCP WUD %03 i EDQJ 5DMDVWKPQ o ¥
WrQ FE 0] §%6REPHH W "LVIKXOF EYW SKD WLrP ,PLSHQHP Yj &UODNYVSH\GHP® MW LQDWUNDWWRQ IR LQMHRMWERQRQPJ POHORSRSHRPHRU LQ
SKDUPD SULSPHWPY 5DMDVWKDRU LQGIHFWLRQ PJ 'RULSHQHP IRU LIGMHFQWLHRRNLRPY 'FPULSHQHP
OLPLWHG
(XJLD 3KDUHABQLW ,, $ 5,]¢KXOF VEQ [XOW Y{ WU+QJ WKXOF EYW PKEDWEDPSARMPNKiIQJ VLQK QKy (8 *03()7 0+ 1DWLRQDO $XW|KRUYJW\ R
6SHFLDOLW L.IQ®XVWUWREG $UH 3KDVH ,,, OHGLFLQHV DQG +HpOWK
WrQ FE Oj §X%8REPHWE ‘FVw 3URGXFWV ,1)§50("
SKDUPD SUL|¥®%4PY SDMDVWKPQ ,QGLD 3RUWXJDO
OLPLWHG
,1 2 %DIQD 3KDUPDFHXWLFDOV /WG 2 1RYH\%4R1HZ 1R 6 XU ODGKDYVYVUDIRI K HBERIBIGO *UDQWO\RQ 9LOODJH 9DGDND@GLD3IRVW &KHQQDL
%DIQD 1R % 1HZ 1R 7KXOFQYQpQ Yj YLrQ QDQJ 7KHR GDQK ViFK §ytQK NgP +2 . 'LV 1R '"HSDUWPHQW R| )RR|G DQ
3KDUPDFHXWXENYBVIR 9LrQ QpQ EDR SKLP $OOHUJLQRO 30XV HDEBHWW L)R@KW BOKWNDMFK®RULGH MJE OSWKH BR V XPYIDMEIBEFS DWHG 7 'UXJV &RQWUR(
/WG PJ $WKHUR PJ)LOP FRDWHG 7DEOHWDNVWRVXDEVHWLM $WRUSIMRVDWLQ &D O BIXRU YBY WHWIR|D &WO F IO O HW V $GPLQLVWUDWLRQ
ODGKDYDUDP 5HGKLPDV %DODHYR 7DEOHWY /HYRIOR[DFLROHWY %38LFIPOXWDPDGXWDPLGH PJ LD HQGURFBEBGHWWEH OHWIRUP *RYHUQPHQW R
5RDG *UDQWO\RQ[ 9LRIIODQWHFROLQ 7DEOHWV &LWLFROLQWDEUDIGLQHWEPJ7DEOHWY 7TDEOHWV ,YDPEDEWYH 7DBDODONYAY PJ 7DPLOQDGX QGLD
9DGDNDUDL 3RVW|/&KBQRWROH 7DEOHWYV 863 PJ /HYDPLVRTOEORWV&KDORUBUREOPIRBURPD]LQH +\GU RFRODRWHGEN % P J HWIRUPUY !
,QGLD PJ OHWIRUPLQ +\GURFKORULGH PJ ORMPHY /HYRFHW VU DRQ@W HRODKNGVYRFKORULGBU WD Q SBIRMWDV|V LXPEORWYV /R
5RVXIDVW 7DEOHWYV 5RVXYDVWDWLQ VRYDBVWRDMWDYWJ 70EOHWY YMEOHWYV 7OEIXGHWOWD ILO PJ 6LW|DJ O
6LWDJOLSWLQ PJ OHWIRUPLQ +\GURFEORWNGHHOPUVDARWIUDS PJ 7D
9LrQ QpQ %RO UDQ 7DEOHWYV 3DUDFHWOPR®J RDOERKDREDGIIY 6BRBDFLXP PJ&OBRQLGLQRFP 7DEOHWV
+\GURFKORULGH PFJ 7DPFRU 7DEOHWYV 7DPR[LIHQ PJ
9LrQ QDQJ FiQJ )OXFRQD]ROH &DSVXOHV 5P L®K RGO MRIHY /R$SHUDPLGH +\G URSFWKORHN G |OFRIG RO/ALAR FL Q &p
PJ 6LORFLQ &DSVXOHV 6LORGRVLQ P2JUOUIMWERWG P J&DSWXOIHYV &DSVXOHV 2UOLVWDW HJ
Nl A NonERDSl cvuNI il 11Ul AL NN~ LS ELALNVL IR EA LWL
%DIQD ODGKDYDUDP HHGKXN@OMK{QJ Y{ WU-QJ 9L@QQPRQJ FiQJ YL (8 *03(8. *03 OHGLFLQHV DQG
3KDUPDFHXWRPEGOYUDQWO\RQ 9LY®AIDIM. Vk FOS 9LrQ QDQPEFiIQJ YL ,QVSE +HDOWKFDUH 3URGYFWV
/ILPLWHG 9DGDNDUDL &KHQQDIQI7DPLWKi FOS '¥QJ P8 Yi Yj yyQJ O ) %03 5HIXODWRU\ $JHQF\
1DGX ,1 ,QGILDLCP WUD FKOW Om¢QJ 9L VLQK NK{QJ Y{ WU-QJ +yD KNF 9+W Oé 0+5% 8QLWHG
.LOJGRP
1 28 OHGOH\ 3KDUPDFHXWLFDOV /LPLWHG 8@XWYH) 1RR30RW 1R =DUL &DXVHZD\WP5RD®ED QD FKL ,QGLD
0 6 OHGOH\ [30RW 1R 6 XUYKXAR NK{QJ Y{ WU+QJ 9LrQ QpQ YLr@FiQpQ WRRGKGRQYLOQ @D QJ T+2 & 'UXJV FRQWUR(
3KDUPDFHXWLFDOV =DUL *03 $ 'HSDUWPHQW
/LPLWHG 8Q&RXVHZD\ 5RDG .DFKLJDP $GPLQLVWUDWLURQ HI 'DP
DPDQ ,QG YD ‘LX 'DPDQ ,QGLD
0 6 OHGOH\ [30RW 1R 6XUYKXAR NK{QJ Y{ WU+QJ 9LrQ QpQ YLrQ QPQJEDR SKLP WKXOF G¥QJ (8 *03[8. *03 OHGLFLQHV DQG
S3KDUPDFHXWLFDOV =DUL ,QV§E +HDOWKFDUH 3URG)]FWV
ILPLWHG &DXVHZD\ 5SRDG .pPFKLJDP *03 5HIXODWRU\ $JHQF\
DPDQ ,QGUD 0+5% B8QLWHG
.LQJGRP
g dl 2 6XQ 3KDUPDFHXWLFDO ,QGXVWULHYV DW@GD38EXNRYHYHBULWRU\ RI 'DGUD 1DJD +DYHOL ,1 ,QGL
0V 6XQ 6XUYH\ 1R "JGAKPR %R FIiR WKDQK WUD 7KXOF NK{QpQ(EWR -RKLP LYQrQp@D QL miQJ “+2 0+6 $'& "UXJV &RQWURQOHU
f 7KHR GDQK PéF V8Q SK-P ytQK NgP *L®\ FKiQJ QK+Q *03 X
BKDUPDFHXWLFD® 7 RI'DGUD,/ Qé%!hQ“ LFDOXWDPLGH 7DEOHWY 863 LAH QW QIIE EEWSKLPISPED 9LrQ QpQ EBW\SKLP % BRIEUREDRNG HZPEOXWDRLGH 881 | P52 oLrg oo /LFHQVLQJ $XWKRULUWA
,QGXVWULHWPWRY +DYHOL ,Q ’é—cﬁ}z RP B LFDOXWDPLGH 7DEOHWY  PJ 9%i(F Q@ RVEDRL 6 KLP8 % LFIRIXWDPLGH 7DETLHQY\QBQ3ED P 5 KIPGWREDRWDQ 7DEOHWY  PJI|*0FP B XQ ‘DGUD 1DJDU $DYH[|OL
6XUYH\ 1R ‘DY B EDR SKLP %RVXWLQLE 7DEOHWYV PJ%XSPRSURQ QHp@ FEDROSMLY 863 PJ VL PR OQ @t @ (EDRHSMLP &RJ 6WURFL =XQX 9LrQ QpQ[EDR QGLD
8QLRQ 7THUULWRU|SRLP DRRYBHILO +\GURFKORULGH 7DEOHVRQ HSR{JLOL+QGQRE KEKDRUSEHP7DEOHWYV 863LP PQWDFDSRQE@ QPRCEDRVSK PJ 9LrQ QpQ EDR EKLP !
1DJDU +DYHOL ,1 |(VIRSLFORQH 7DEOHWV PJ PJ PJ 9LWOD@WpRDEDRIWKLP PHEX[RY 9LrQ QpQ EDR ISERBLEHRTBEDE WYHE6YG URFJ PJ PJ 9LrQ ¢pQ EDR
"7 |SKLP *OLSL]JLGH DQG OHWIRUPLQ +&/ WDEPHWVR®39LrPRpQ EDR SKLP /HYRFHWLEDOHWH GRK\GURF QPRUEMR SOLP /XUDV|GRQH +\GURFKORULGJH
QGLD 7DEOHWYV PJ PJ PJ PJ PJ 9LHP QW EDR+SEURBKORULGH 7DEOHWY  RWRPURDIRQ DPQWALRVHKIPEOHWYV 843 PJ PJ PJ 9lrQ
QpQ EDR SKLP 1DOWUH[RQH +\GURFKORU p@HE DIREDKIVPV1DEBW URPR QHr @ QURFKORUL G L#RE@HWEDFE BKLPJI1ORBWEWSWDQ [DEOHWYV g63 PJ 9lYrQ
QpQ EDR SKLP 4XHWLDSLQH 7DEOHWYV 863 PJPJ PJPJ BUrQ ®PQ EDR SKLP 4XHWLDSLRYH )XPBUDWRI7DERHWYV PJ PJ| 9LrQ
QpQ EDR SKLP 5LVHGURQDWH VRGLXP 7DB®RHIKLP FLV H PUR @ DMQHQHRGE XP 7DEOHWYV FBB39LrRIQpQPEDRPIKLP 5RVXYDVWDWLQ &DOFLKP 7DEOHW
PJ PJ PJ  PJ 9LrQ QpQ EDR SKLP 6LI/HABWIW [DX2K R OSIQNWW R PJ 6LWIPHOGSWDRQOLSWL GLVORIQLGEMILEDR SKLP 6XPDWULSWDQ DQG 1DFUR[H{
6RGLXP 7TDEOHWYV PJ 9LrQ QpQ EDR SKLP 7CRIDODRUO 7ME OHWQY QpQ EDR SKLB37DGDIODILPI7TDEPHWW S 9LrQ QpQ EDR SKLP 7RS|LUDPDWH
7DEOHWYV 863 PJ PJ PJ PJ 9Lr®MPRCEPWGBRERTRDLGH 7DEOHWYV 863 PR[WVKROQFQSEDR BKE®O WV REH 8UVRGH] 8UVRGH(
9LrQ QpQ EDR SKLP 8UVRGHR[\FKROLF $FLG MDEREHIY %3 /LYRGH[DP 9LrQ QpQ EDROBKLY =REPRLWBUISVOREQ QpQ *OLSLJLGH 7DEOHWY 863 PJ
PJ 9LrQ QpQ /DPRWULJLQH 7DEOHWYV /DPRWVRAV\Q /DPBRXQ®DPRBX® 9LrQ QpQ /DPRRVULIPQH/DPRYNWYV 86BPRV\Q L1Q QpQ
ILRWK\URQLQH VRGLXP WDEOHWV 863 PRWK PR &DPERQOWE RPBROHWYV 863 PIHWNMIQ QR $6ROMGIRIL PH D BPQ OHWR|SURORO 7PUWUDWH D|QG
+\GURFKORURWKLD]LGH 7DEOHWYV 863 9P QpQ PHWUDEPRD]LQH 7DEOHWYV  HRYD]LQPH 7DIEQH@HNQ 7HWUDEPJ 7HWUDEHQD]LQH|681
PJ 7THWUDEHODILOH 6FZQSAWLYr

'DQK ViFK WUQJ K¢S Fk VA4 QmRF QJRjL yiS iQJ *03
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0V 6XQ 6XUYH\ 1R " GWIDAS WKHR [ OL1Q QJP GmBL OmaL %X G HIDROUR RQQIH-+ t CHRR KIORRIL GGIH K\ G U DW H 6 XED LILIQDQJEPE®MULVO maLPBXSUHQRUS KR H A VQURG KPTRD|L G H "UXJV &RQWURGOHU
. 6XEOLQJIXDO 7DEOHWYV PJ PJ 9LrQ QJH P \GURF O U LIGKS BHERLEIKIDD 7DEOHWY PBI6XEOL® XSO ¢RESKMQ H66ESIUHQRUSKL,QH, 681 . 6XEOLQIXDO
3KDUPDFHXWLFDG® 7 RI DGU[7D§0H égLrQ QJtP GMBL OmMAL %XSUHQRUS KR @ HI & XE @Lp@) BB PQIDE R HFKVNpPR GjL 0§ WHOGS® G HQ @ D R A KKDRELOLGHMY PJ uv%'—b P -‘e%uv /LFHQVLQJ $XWKRULUW\
,QGXVWULHWPWZY +DYHOL , QG4 Dy 6;’%’ KyQJ WKtFK NpR GjL %XSURS L RIQ HDYHRFKDORAM G H §BWHQGHBJI5 9LrQ QpQ WRLFR N fE RLSKHBVEKYQILQH +\GURF[KORULGH pt®3 6XQ 'DGUD 1DJDU $DYH|OL
6XUYH\ 1R 'DBVIPXGRHSKHGULQH +\GURFKORULGH ([WHQGH® J HQHQ \QG- @ DEDCRH B/WL 86SKyRI WKtFK WHR GHG' BB CCHIBWH GIDED HWY  PJ 9LrQ QpQ EPR SKLP SKyQJ QGLD
8QLRQ 7HUULWRU|WKIFID GARDG|L )HVRWHURGLQH )XPDUDWR J([W R QGHEQS RO E B 7HEPHIKY QJ W K t F KGNFFF IGPIR VH[RHH Q PG IDGHG+AVHXGRHSKHGULQH +\GURFKORULGH ’
1DJDU +DYHOL .1 |PJ HIWHQGHG UHOHDVH WDEOHWV 9LrQGJhQHIBRHEIIPL QKy QB WREKIORPRGH  PJ DRGRIMIGHS R HBE HBUH QE HG GUWROADVH 7DEOHWV 8F3 9LrQ Qp
! KDL ORS EDR SKLP SKyQJ WKtFK NpR GjLHBYHWDEDHWWD FHYWSIQWE HG SHO9LTQ Q WK tEKLNQ BRSGE D RHYKVPL SIOYFGIWDP ([WHQGHG S5HOHDYH 7DEOHWY /HYL[SLO
1QGLD i5 PJ 9LrQ QpQ SKyQJ WKtFK NpR GjLHHWRQBHG 5WOIRFKRDEGHWYV 863 PB EDRJSIOLR G Q@I KWDKtPKR NpR GjL OHWK\OSKHQLGDWH
+\GURFKORULGH 3URORQJHG 5HOHDVH 7DRPOHWYVQ QpQ KIFLU OBPEDR SKLP SKyQJ WWUH K \IGILRR BKIO BHWKNOSWHQIGH G 5SHOHPVH 7DEOHWYV ,3 $GGELIH 2°
9LrQ QpQ KDL OBS EDR SKLP SKyQJ WRERKQ DWRI G\ O ®/HG BEROROWH 7DEOHWYV 863/ 3URGRREWPHW ;/3URQURIRPHW ;/ 9LrQ QpQ KDL OBS
EDR SKLP SKyQJ WKtFK NpR GjL OHWRSURORIO7®XERFH\Y D B BI3([WHD PHEQ5E PG EDR S KRPLYKH @H Q& HFK NPRHGMHIZDEOHW V PJ P PJ
9LrQ QpQ EDR SKLP SKyQJ WKtFK NpR GjLDIE®WWY @6BHQGHWG SHORIDVH PJ 9LrQ QpQFEDNMpRKGR SPYQBMKIGRQH ([WHQGHG 5HOHDVH 7DEOHWYV PJ
PJ PJ PJ 9LrQ QpQ EDR SKLP 6LW D OGIIDSMLQHWQBURWH @ GHLREKORULGH 7DEOHWVPJ PJPJ  PJPJ 9RJIQ QpQ KDL OR$ EDR SKLE SKyQJ
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QDQJ 'RIHWLOLGH &DSVXOHV PJ (PHIDE FOL @ L&QSYXQH B PJ PJ PJ OD[EDOAMIDODR[IDOLQ 0D[IDOLQ 9LIQ QDRI
3UHJDEDOLQ &DSVXOHV PJ PJ PPJ PBJ PBJ 9LrQ QDQJ 5LYDVWLIPLQH &DSYIXXDHPWHB63  58LYYOIPRHLU 9LrQ QPQJ SKyQJ[ WKtFK NpR
GjL *DODQWDPLQH +\GUREURPLGH ([WHQGH® 5 HORD \oH rQDS U RO FKy QB IWKtFK NpR Gjll 6BHOQWWQEHGHS HEHIREURDSVXOHV| PJ  PJ|/DQILQ\O
2 PJ /DQJLQ\O 2' PJ 9LrQ QDQJ SKyQQWIKQFHKKNG B RFHKMMPIDGH ([WHQGHG 5HOHBPYH &SDISWXOHQDQRISKYQJ WKtFK ELAQ yUL OHEHYHULQH
+\GURFKORULGH ORGLSVXG BN i BRLSED _ i, _
0V 6XQ 6XUYH\ 1R "JGURXOF NK{QJ Y{ WU+-QJ YLrQ QpQ YLr@®iQpQEDRISRLPS WKROFDYXF WA E|R (8 *03[8. *03 OHGLFLQHV DQG
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8QLMXOHV /[3BRW 1R % 0,'&KXOF NK{QJ Y{ WU+*QJ NK{QJ EDR JxP WK XEB5KIKORWKRQIQVLSHKQQKRYOOLQ WKXCHEY W BKRDAKE|R [GKHER QI { (7 KXQF JRRG 'UXJ
6FLHQFHV /| MRGXM®ULDO DUHPWKXOPHIKZIDQJIR|L G¥QJ 00Q) WKXOF GP@J WHRAF WKX OB RWVHIFR QVKWEROF X0QJ G¥QJ 00QJ WHXOREYW KD RY57 $GPLQLVWUDWLRQ
1DJSXU ODKDUDVKWUD 1" ODKDUDVKWUD [fWDWH
6WDWH ,QGLD
1 2 &GRYDOHQW /DERUDWRULHV 3YW /WG B@GRREB 9LOOCRQK OODWMKRKRRU 0DQGDO 6DQDRUBGOC \VWDWUWHLE®WGLD 7HO
&RYDOHQW |6\ 1R *XQGOD|1JX\rQ OLEX NK{QJ Y{ WU-QJ &HIL[LPH 863 1+ 2 ( 'UXJV &RQWURC(
/DERUDWRULOPF YQ(RRU 9LOODJIH +DWKQRRU *03 $GPLQLVWUDWLURQ
/WG 0DQGDO 6DQJDUHGG\ 'LVWULFW *RYHUQPHQW R|
7HODQJDQD YWDWH 7HODQJDQD ,Q[GLD
,QGLD
g dl 8 /IXSLQ /LPLWHG %LRWHFK 'LYLVLRQQLOGYIHR*KRWBRBD®H 7DOXND O0XOVKL 3XQH ,QGLDODKDUDVKWUD 6WDWH
/XSLQ /LPLWHE 1R 3DUW |96@QBX+P T+ 2 1(: :+2 )'$ ODKDUDVKWPD 6WDWH
%LRWHFK '["WRWRIPGH 7DOXNDPLONODKWLP FRQFHQWUDWHG 6ROXWLWQR@+ *&6) SRURMGILQ FRQFHQWUD *03 [*03 &(57 ,QGLD
3XQH ODKDUpVXHNUDJUDVWLP FRQFHQWUDWHG VROXWURRO SURWHLQ FRQFHQWUDWLRQ 3!
6WDWH ,QGLD /IXSLILO UHFRPELQDQW JUDQXORF\WEBIJURORQPVWLEXRDWLIQY IBBWRU IPFJ P/
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1 2 $[D 3BDUHQWHUDOV /WG 2 30RW 1R SXU -DPDBDOQSRULYRRQNHH =* 'LVWW +Q@ELBZDU 8WWDUDNKDQG ,
$[D 3DUHQW[BOBWVLR THOOMF Y{ WU+QJ 7KXOF WLIP WKC WtFK QKO 42 3 &k TXDQ TX§Q @é
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&DFKHW 9L00 7KDQD %DGHIrQ QMW YLrQ QpQ EDR SKLP 7KXOF X0QJ awQXO®OERYIW YOG QJIQDQJ Fi ,QGLD [F03 +): (L +HDOWK IDPL®\ ZHOIDU
3KDUPDFHXWRODQV + 3 ,QGLD +>'58%*6 'HSDUWPHQW +HLPDEKDO
3YW /WG IR s B3UDGHVK %DGGL 'Jvww
6RODQ ,QGLD
1 2 /LQFROQ 3KDUPDFHXWLFDOV /WG #DOLMPXOROVWDQGKLKRDWIWDW WWXMDUDW 6WDWH ,QGLD
/LQFROQ 7ULPXO (VWDWH |[RDMQUOPR 7PDOQ QpQ EDR SKLP YLrQ QD@U RIQR|LVIPE{ NK{P WKOOPBWLRQ QGLdQ YRRG 'UXJV &HQwWURO
3KDUPDFHXWRPBOV*DQGKLQDPDU *XMDUDW *03 $GPLQLVWUDWURQ [FXMD!
/WG 6WDWH ,QGLD ,QGLD
/LQFROQ 7ULPXO (VWDWH |RDMQUOPR 7PDOQ QpQ EDR SKLP YLrQ QD QRAFIKQH P WKKX®D FORVQUR@IR L (8 *03['(B1:B &k TXDQ WK-P TX\A(
3KDUPDFHXWDPBOV 65§Q SK-P 06D FKNQ WKDQK WUD 3DUDFHWWPR@DSERGM YV PP I0XDEDSH® 2LQWPHQW  Z Z B*03B iF
/WG *DQGKLQDJIDU *XMDUDW B
6WDWH ,QGLD
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,QGLD LGP WUD FKOW Om¢QJ YL VLQK NK{QJ Y{ WU-QJ +yD KNF 9+W 0é&
,1 2 OHGOH\ 3KDUPDFHXWLFDOV /LPLWHG 8@XWYH) 1™ R30RW 1R =DUL &DXVHZD\ 5RID& .DFKLJDPGLDP
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/ILPLWHG %»UDKPDQD -DPPX ,QGLD -DPPX ,QGLD
,1 2 )HUWLQ ,QGLD 3YW /WG 2 30RW 1RGXVWULD@XYMWDONLR ,&XQFROLP 6DOFHWWH *RD ,QGLD
0V )HUWLQ [ORMD 1R / / 68Q SK-P 42 0)* & JRRG 'UXJV
3YW /WG &XQFROLP ,QGXVWULDFERWMQIHWIRODFULOH[ *XP 863 PJ *03 (57 ')'$ $GPLQLVWUDWLURQ
&XQFROLP 6DOFHWWIHRWDQH 3RODFULOH[ *XP 863 PJ %DPEROLP *RD| ,Q4LD
,QGLD
g dL a'U 5HGG\ V /DERUDWRULHV /WG 2 )72 6§(UYYSHNRFRIVV BWRLW 6HFWRU 1R 'HWRQLSDOWRDODVD 9 5DQDVWKDODP QG KB6DLNDNXD\DP 'LVWULFWG|LD
0V 'U 5HGG[VA2 6(= 3URFHVV PEBIQNSK-P +2 3 % "UXJV &RQWUR(
/DERUDWR ULBXW YHWAGLR WR 9LrQ QpQ EDR SKLP 6HYHODPHU &DUERQDWH PJ 7rQ .DYROUDG %03 $GPLQLVWUDWLRQ BQGK
6HFWRU 1R |WHRrQ QpQ EDR SKLP $SL[DEDQ PJ 7rQ (ID]JDF PJ (WXUD 3UDGHVK ,QGLp
WR '"HYXQLSDOBYD®RYRJ 'DELIDWUDQ (WH[LODWH PJ PJ PJ
9 5DQDVWKDODRF 9LrQ QpQ (VOLFDUED]JHSLQH $FHWDWH PJ PJ PJ
6ULNDNXODP 'LVWULFW $QGKUD
3UDGHVK foYd
g dl 2 6XQ BKDUPDFHXWLFDO ,QGXVWULHV /W G635 RDPEGXVWIRLYWO $UHD31R,QGLD
6XQ ,QGXVWULDO $UH TRXOF Y{ WU+QJ WKXOF WLrP FKiD NKiQJ VLQK QKyP FDUEDSHQHP 1+ 2 9 :+2*03 )'$ ODGK\D 3UDGHVK
3KDUPDFHXWL%Z®DG 'HZDV 7KXOF NK{QJ Y{ WU+QJ EDR JxP F§ NKiQFHWEQKXORK\GREHY D ADOWITRJ FiQJ YLrWRMNK{YWMKXOFQ)BR §ISUPY V6 XQ ,QGLD
,QGXVWULHYV 93 PLRHE® G¥QJ GXQJ GIFK
*LRBL K¥Q FKI W¥L FiF EORFN V§Q [XOW $ % & Yj 3
6XQ ,QGXVWULDO $UH TISXDFBRPB U-Q) WKXOF EYW SKD WLrP SKQHRKIQJ VLQK QKyP &DUED (8 *03 |1/ + +HDOWK DQG <RXWHK &DU
3KDUPDFHXWHEDO 03 ,QGEZRXOF NK{QJ Y{ WU-+QJ FKiD NKiQJ V|—QKD@}_QY’P“E{H\MD-'@WWWR@LQQGQ:K X06QJ ,QVSHFWRUDWH
,QGXVWULH ILPLWHG yQJ Jy,L Vk FOS 9LrQ QDQJ FWQSKPLKQ @ BAFKE XOQJ FKIiD NKiQJ VLQK QKyP EHWD ODFWDP 3KDUPDFHXWLF/DO $fIDLU
yQJ JyiL ARIS _ ! 1HWKHUODQGYV
LCP WUD FKOW Om¢QJ YL VLQK Y{ WKIFQJX ¥WNKEQJ Y{ WU+QJ KyD
*IRIYQEKIMF I FFRRVE X BEY 3
1 2869 35,9%7( /,0,7(' @ .KDVUD 1R WUQOW B® HQGXKDUPDMUL %DGGL 'LVW 6ROD@GLEHRPDFKDO 3UDGHVK
869 35,9%7( |.KDVUD 1R + LIKOWMR SNK{QJ Y{ WU-QJ 9LrQ QpQ YLrQ QpQ EDR SKLP 7KXOF FOP T+ 2 )1+ 6WDWH 'UXJ &R[QWUROOH
1,0,7(" ,QGXVWULDO $UH -KDUPDMUL *03 >'uxiva +HDOWK )DPLO\ :HPIDUFL
%DGGL 'LVW 6RODQ +LPDFKDO 9R|O '"HSDUWPHQW +HLPDFKDO
SUDGHVK QeLb . 3UDGHVK 'LVWW 6HODQ
,QGLD
869 35,9%7( [.KDVUD 1R + LAKOWORSNK{QJ Y{ WU-QJ 9LIQ QpQ YLIQSEp® EDMR SKLP %iQ WK|QK (8 *03[8. *03 OHGLFLQHV DQG
1,0,7(" ,QGXVWULDO $UH WRUPOMWKT FOS . ,QVS +HDOWKFDUH 3URGYFWV
9LOODJH %KDWRO|L .DO® @ WPDRXGEW Om¢QJ 9L VLQK .K{QJ Y{ WU+QJ +yD KNF 9zW 0& «03 5HIXODWRU\ $JHQF\
7HKVLO 1DODJDUK +LPDFKDO 0+5% BQLWHG
3UDGHVK 'LVWULFW 6RODQ ,1 .LQJGRP
,QGLD
&iFK YLAW NKiF KDVUD
1R +LOOWR(S
,QGXVWULDO $UH -KDUPDMUL
%DGGL 'LVW 6RODQ +LPDFKDO
QUIIDCHVK (aNed
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7DOXN %DQJDORUYH .DUQDWDND QleLD
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+DULGzDU 5RDG 'HKUDGXR
BWWDUDNKDQG ,QGLD S8WWDUDNKDQG ,Q¢LD
(XUROLIH +HDPWHPDBH %KD[JXRQSXNBK WKXOF WLIP WKC WtFK OBQ T+2 3 OHGLFDO +HDOWK DPLC
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0</$1 1R $ 30RW 1R |7KKOF y{QJ NK{ SKD WLrP 86 F*03 8QLWHG 6WDWHV )RRG D«
/$%25$725,(f%RPPDVDQGUD -LJDQL /LQN WmkQJ ‘'UXJ $GPLQLVW[UDWIRQ
/,0,7(" >6SH £ RPNV QGXVWULDO $UHD $QHNDO ymkQJ (8 86 )'$
)RUPXODWL?7§8E(DN %DQJDORYH *03
)DFLOLWA@ &iFK JKL NKiF $ 30RW
% ,QGXVWULDO $UHD
%RPPDVDQGUD -LJDQL /LQN
5RDG %DQJDORUKH .DUQDWDND
,QGLD
30RW 1R %
%RPPDVDQGUD -LJDQL /LQN
5RDG ,QGXVWULD|O $UHD $QHNDO
7DOXN %HQJDOXUX .DUQDWDND
1 a %URRNV /DERUDWRULHYV /LPLWHG M8QDWHYKZIDOOBPREG 0DQQIKWH 7DOXND .DUMDQR&GDWD 0DQJOHMDUDW 6WDWH ,QGLD
%BURRNV 8QLW ,, 9LOODJH[7BBRQBFOHEN [XOW Y{ WU*QJ WKXOF EYW PKPDWEDSRARIMPNKiIQJ VLQK QKy T+ 2 JRRG 'UXJ &RQWURO
/DERUDWRU4PWHVKZDU 5RDG | 211 1+ *03 $GPLQLVWUDWLURQ FXMD!
ILPLWHG 7DOXND .DUMDQ LW\ ODQJOHM 6WDWH ,QGLD
'LVW 9DGRGDUD
*XMDUDW 6WDWH |[,QGLD
%BURRNV 8QLW ,, 9LOODJH|[0DEXOWMWEQ [XOW Y{ WU+QJ WKXOF EYW SWIX'GXQB KGDF NKWQIPVKRKFQMYP FDUEDSHOQWP FKIi Fy JLP& y&¥R8BYQ $JHQF\ IRU PHGLFLQDO
/DERUDWRU|YPWHVKZDU 5RDG [ 21yQ3 JyL WKi FOS SURGXFWV DQG PHELFDO
ILPLWHG 7DOXND .DUMDQ| 'LWV@®P WUD FKOW Om¢QJ GHYLFHV &URDWLD
9DGRGDUD *XMDUDW
,QGLD
1 a 6DNDU +HDOWKFDUH /LPLWHG 2 %ORBMQAMR +LJKZDBD &ENWMM&KDQJRGDU ' LDAW 6 $KORMHHE D,RIBE D* X M D U
6DNDU +HDOWRRBNHR DUKDKZMFKiD NKiQJ VLQK QKYP &HSKDOR\EDRUSRLPLOQrQp@D QLI @p BLUR NK{ T+ 2 YRRG 'UXJV &RQWURO
/ILPLWHG %DYOD +LJKZD\ &LW\ *03 $GPLQLVWUDWLURQ
&KDQJRGDU ‘Lvw *DQGKLQDJDU FXMDUDW
$KPHGDEDG *XMDUDW 6WDWH 6WDWH ,QGLD
,QGLD
1 a YL]HUD /DEV 3ULYDWH /LPLWHG 2,QCRWWWRLDO $UMDY &DKDUDVKWUD 6WDWH ,QGLD
6YL]HUD /DE/MORW 1R ' 7 7 &TKXOF EYW X0QJ FOP SHOOHWV YLrQ QP®JYRIQY QpQ EDR SKLP YL T+ 2 1(: :+2 JRRG 'UXJ
3ULYDWH /LPRWM\GNULDO $UHD 0, ' & *03 [*03 &(57 $GPLQLVWUDWLURQ
7XUEKH 7KDQH ! ODKDUDVKWUD [WDWH
ODKDUDVKWUD 6WDWH ,QGLD
1 a OHGLVRO /LIHVFLHQFH 3YW /WG 23PDUJD® SNWDUSNGDOD 'LVW 9D@GAIDG *XMDUDW 6WDWH
OHGLVRO 3 $NODUD [fDIXKXOF KtW yiQK OLAX Fy iS O&F ,QGLD [*03 JRRG 'UXJ
/LIHVFLHQFH8BYWIDP &LW\ $NODUD $GPLQLVWUDWLURQ FXMD!
/WG 'LVW 9DOVDG |[*XMDUDW 6WDWH ,QGLD
6WDWH ,QGLD
1 a 8QLVRQ SKDUPDFHXWLFDOV 3YW /WQ 225GRMRYR @HWBWHSW VBRVW ORUDL\D 7DO'bDWD RGP HRDBPLE *XMDUDW 6WDWH ,QGLD
8QLVRQ 30RW QR & 6WHHOPRR@B® NK{QJ Y{ WU-QJ YLrQ QpQ YLrQ QpQ EDR YLrQ QDQJ FiQJ T+ 2 JRRG 'UXJ &RQWUR®
SKDUPDFHX@BBDI®YD 3HWUR |$W 3RVW *03 $GPLQLVWUDWLURQ
3YW /WG ORUDL\D 7DO 6DQPDQG *DQGKLQDJDU fFXMDUuDW
ORUDL\D ‘LYW VWDWH ,QGLD
$KPHGDEDG *XMDUDW 6WDWH
1 a (PFXUH 3KDUPDFHXWLFDOV /WG @ 3O/RWDIRN 3KD®B 3 Q 7'% +LQMDZDGL 3XQHDWH ,@EKMDUDVKWUD 6W
(PFXUH 30RW 1R 3 DQG 31Kj ImaQJ) VEQ [XOW WKXOF X0QJ G¥QJ UBD WO, ®RILG 'RVDJIH FiF ,QGLOQ(: :+2 JRRG 'UXJ
3KDUPDFHXYDRDOANKDVH ,, 0 |'BXOF NK{QJ Y{ WU+QJ YLrQ QDQJ FiQiOWKXDIFr & YQ/ (B KDL K @ (€] FKD R *03 [*03 &(57 $GPLQLVWUDWLURQ
/WG +LQMDZDGL 3XQH 3 ODKDUDVKWUD |[WDWH ¢
ODKDUDVKWUD 6WDWH ,QGLD
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(PFXUH 30RW 1R 3 DQG [AKj [Ma®RF7VEQ [XOW WKXOF X0QJ G¥QJ UBDRUWQ ,®RYLG 'RVDJIH FiF (8 *03[83 , $JHQF\ IRU OHG|LFLQDO
3KDUPDFHXYBDEDOYKDVH ,, 0, 7&XOF NK{QJ Y{ WU-QJ YLrQ QDQJ FiQAOWKROFpRY W LSRDQHQQEGRFK B3URGXFWV DQG| OHGLFDO
/WG +LQMDZDGL 3XQH yQJ JyL B _ . R R "HYLFHV +$/0(

ODKDUDVKWUD ,QGLD yQJ JyL Vk FOS YLrQ QDQJ FiQJ WKXIDRYEXMQ SKD KUQ GIFK X QURDWLD
yQJ Jiy E@SK
Lo _\DEKSOAM ] \L_Q KLKQI Y _\WQI K DI B+E O
1 a =HH /DERUDWRULHV 2@ 8FKDQL * 7 5RDBEQ DD PRDLD +DU\
=HH /DERUD{@RKR®IL/ * 7 5RDG [.DUQMIF NK{QJ Y{ WU-QJ T+ 2 'Uuxyd , 2IILFH Rl WKH VWDWH GU
+DU\DQD ,QBLIKXOF NK{QJ FKiD NKiQJ VLQK QKyP EHWRODIFRVBRLF YlQ @ R® QULFQRQ@ WKXOF XO RILCWQHXDFQYHMEXOF G-QJ QJ FRQWUROOHU {DU\PQD )
WKXOF JHO DQG 'UXJ $GPLQLVWUDWL
7KXOF FKiD NKiQJ VLQK QKyP EHWDWDFWDPVIYUFNK{pPQ YLIrQ QDQJ Fi ,QGLD
1 2 8QLVRQ 3KDUPDFHXWLFDOV 3YW 6/\WHKHOSWRWQ,,,238 1RYD 3HWUR ORUDL\D 7'DO@W DEXORHE DEEDNGN ORUDLARMDUDW VWDWH ,QGLD
8QLVRQ 8QLW ,,, & PHEI @ MR ZQA rQ QDQJ FiQJ T+2 JRRG 'UXJV &RQWURO
3KDUPDFHXYBBDORYD 3HWUR |ORUDL\D *03 $GPLQLVWUDWLURQ [FXMD!
3YW /WG 7DO 6DQDQG &LW[\ ORUDL\D VWDWH ,QGLD
'LVW $KPHGDEDG
*XMDUDW VWDWH [,QGLD
g dl 2 1DDUL 3KDUPD 3ULYDWH /LPLWHG 2 3RW 1LR( 3SADQWQDJBHF5XGUDSXU 'LV V8 WAAGKWDIPN KIDQUE& 1 DQ GO D
1DDUL 3KDUR®mRW 1R OHFQVRPQ YLrQ QpQ EDR SKLP ) 3 &k TXDQ TX8Q @& GrpcF
3ULYDWH /LPLWH&QWQDJIDU pXGUDSXU *03 Qv
'"LVW 8GKDP|6LQJIK
1DJDU 8WWDUDNKDQG ,QGLD
1DDUL 3KDUP®RW 1R 8G-OFRIFRIU (8 *03[1/ + +HDOWK &DUH [QVSHFWR
BULYDWH /LPLWHRGQWQDJIDU BXBIEBXMK{QJ Y{ WU-QJ 9LrQ QpQ YLrQ QpQ EDR SKLP 3KDUPDFHXWLFDO|$1IDL
‘LVW 8GKDP 6LQJK 1yQDUyL 9 DQG OHGLFDO 771HFK®ROR
8WWDUDNKDQG yQGUDL Vk FOS 9LrQ QpQ YLrQ QpQ EDR SKLP 1HWKHUODQGV
yQJ JyL WKi FoS
o\ & 9B O
7 a2 %LHIIH PHGLWDO 6 S $ 2 9LD VWH®BRLR,WDO\ 6RQGDOR
%LHIIH PHGLWD O/ WHD DLR 7KXOF WLEW WU+QJ FXOL 'XQJ GIFK WKG WtFK ORQ (8 *03],7 + ,WDOLDQ OHGLRLQHJ) $JH
6RQGDOR 6R ,WpPOLD $,)%
%LHIIH OHGLWMDOVWHOYLR 7KXOF Y{ WU.QJ (8 *03],7 + ,WDOLDQ OHGLHRLQHJ) $JH
6 3% 6RQGDOR 6R ,WPOLD7KXOF WLEW WU+-QJ FXOL 'XQJ GIFK WKC WtFK ORQ $,)%
7 2 &RUGHQ 3KDUPD /DWLQD 2 9LD 'HO OXWIPRARHWD /W , W6 0\
&RUGHQ 3KDWMD'HO OXULOOR ['R\ FKX\AQ V§Q [XOW (8 *03][.,7 ,WDOLDQ OHGLELQH} $JH
/DWLQD 6HUPRQHWD [W7KXDFOX{ WU+QJ + $,)%
7KXOF 6; Y{ WU*QJ GXQJ GiFK WKE& BjfF K IOBWQ KKPDWAKEYR § WKXWOF §{QJ NK{NUFDVAKEIWR y&¥QWAGEFR HIKQW
WtFK QKO FKiD FKOW yYF WA EjR FKOW MQPFWACEQ YWKKE R ERW SR OL G
7KXOF WLEW WU+.QJ FXOL GXQJ CGfiF KWW IEGRWVRR 0 \VQ O FFRMB ERROW §
7KXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FIQDRKNERBHQLBLO®R® QJ FHGKBKID FKOW 9¥FQWRp €|RKA R CHK QW Py WH EjR
AR IOVWPA |R 91 rOOQIDFHSKDORVSRUIO WKXOFiFHSKDOR
7 2 (VWVHWL )DUPDFHXWLFL 6 5/ 2 9LD &PRBREHOORWDO\ 3R
(VVHWL 9LD &DPSREHOOR| 7KXOF Y{ WU+QJ (8 *03],7 ,WDOLDQ OHGLELQH} $JH
JDUPDFHXW|3RPHISD 50 ,WDPLD 7KXOF WLEW WU-QJ FXOL GXQJ GIFK WKG WtFK QKO + $,)$
(VVHWL OLD &DPSREHOOR| 7KXOF Y{ WU+QJ (8 *03],7 + _WDOLDQ OHGLRLQH} $JH
)DUPDFHXW|3RPHISD 50 ,WDPLD 7KXOF WLEW WU-QJ FXOL GXQJ GIFK WKG WtFK QKO $,)$
&iFK YLAW yiD FKI|FE 9LD
&DPSREHOOR
3RPHILD 50 ,wWDpP\
o0 a )DUPD ,WDOLD 6 3 $ 2 9LD =DPJEHOMNWWIL ,WDO\%DUDQ]D
)DUPD ,WDO|LBLE 3DPJEHOHWWESQ [XOW EiQ WKjQK SK-P 9LrQ QpQ $FDUERVH )ULXOFKHP (8 *03],7 ,WDOLDQ OHGLKLQH} $JH
%»DUDQ]DWH 0, [WDOLD + $.)%
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)DPDU ,WDO|9 0 DBEHOHWWL| 7KXOF NK{QJ Y{ WU+QJ YLrQ QDQJ FiQJ JWRXOF U{@ QKOQL WKOMH¥YA @YW WKXOF JH®@R HW & & D W LOOp@HK8u OKEY' FRD © R ,WDOLDQ OHGLHKLQH
%DUDQ]DWH 0, [@mQF OLEX $)$
&iFK JKL NKiF 9L
=DPEHOHWWL
%»DUDQ]DWH GL %ROODWH O0OLODQR
, 7 2 /IDPS 6DQ B3URVSHUR 6 3 $ 2 9LD GHO®DQ3I®FRVSHMR, ORGHQD ,WDO\
/DPS 6DQ 9LD GHOOD 3DFH [ y®J,JyL Yj [XOW [maQJ 9LrQ QpQ $FDUERVH JULXOFKHP (8 *03],7 ,WDOLDQ OHGLKLQH
3URVSHUR g6 3URVSHUR ORGHQD ,WDOLD + $.)$
/DPS 6DQ 9LD 'HOOD 3DFH FKXOF NK{@QJY{7TWXOF G¥QJ U3Q NKiF WKXOF EYWrQVRXQF FOP 7KXOF y»W 9L (8 *03],7 + ,WDOLDQ OHGLKLQH
3URVSHUR 6P 3URVSHUR 0 ,WDO\ $.)$
/IDPS 6DQ 9LD 'HOOD 3DFH FKXOF NK{QJ Y{ WU+-QJ WKXOF EYW WRXOF FOP WKXOF y»W YLrQ Q (8 *03],7 + L WDOLDQ OHGLKLQH
3URVSHUR g8%Q 3URVSHUR 02 FRRO\QK=Q O{ ~ 3 ~ . ~ $.)%
yQJ JyL Vk FOS YLrQ QDQJ FiQJ YLrQ ROREPWP WKXQFRQBOHP WKKXOF y»W YLrQ QpQ
yQJ JyL WKi FOS
LGP WUD FKOW Omg¢QJ 9L VLQK WKXOF NK{QJ Y{ WU+QJ KyD O&
7 2 6LUWRQ 3KDUPDFHXWLFDOV 6 3 $ 2 3LDYJ]DO QD6 HMX\DNKERBU H: 2 ,WDO\
6LUWRQ 3LD]ID ;; 6HWWHPEUHKXOF Y{ WU-QJ (8 *03],7 ,WDOLDQ OHGLHKLQH
3KDUPDFHXWLFDPGQOD *XDUGLD &ZKXOF 6; Y{ WU+QJ + $,)8$
6 3% ,WDO\ 7KXOF y{QJ NK{ EDR JxP FiF V§ERKFRFQUAWLWI P{ WA
'XQJ GIFK WKGC WtFK QKO EDR JxWRRifF MEIQAWKWA BIQWXCENYR FéD yYQJ Y+W
7KXOF WLEW WU+QJ FXOL 'XQJ GIFK WKG WtFK QKO
, 7 2 $&6 'REIDU 6 3 $ 29 /( $GGHWWD D O, ,WDODOLELDQR
$&6 'REIDU $93/($$GGHWWD D 68Q [XOW V8Q SK-P WUXQJ JLDQ WKXOF Y{ WU-QJ (8 *03],7 ,WDOLDQ OHGLKLQH
7ULELDQR 0, ,WpPO\ 7KXOF V8Q [XOW Y{ WU+QJ FKiD NKiDRVINX HDFWBPQKWHKXBRHSKDORVSRUL-@ R\IKX®RESEY EiQ WKj@K S $.)%
&HSKDORVSRULQ Yj &DUEDSHQHPV
&KiQJ QK=Q [XOW [maQJ WKXOF VEQ [XOW Y{ WU+QJ
$&6 'REIDU 693/$$GGHWWD D %iQ WKjQK SK-P V§Q [XOW Y{ WU-QJ y{QW NK{DFKERDIFBVERFIKRURVEBERULQV EYW FKiD KUQ K¢S(8D0BQSHQH PV ,WDOLDQ OHGLHKLQH
7ULELDQR 0, ,WB®\[m&QJ O{ WKXOF V8Q [XOW Y{ WU+QJ $.)%
&iFK JKL NKiF 9L[DO¥QJ JyL WKi FOS
$GGHWWD D LGP WUD FKOW OmgQJ
7ULELDQR 0, ,WpO\
7 2 '"HOSKDUP 1RYDUUD 6 5/ 2 9LD &URVD ,WDO\&HUDQR 1
'"HOSKDUP 1RMDWWIRVD &BIQQROW WKXOF NK{QJ Y{ WU+QJ 9LrQQPp@QEDR GKLPLIQ QpQ YLrQ (8 *03],7 + ,WDOLDQ OHGLHKLQH
65 / 12 ,wDO\ yQJ JyL $)8$
yQJ JyL Vk FOS 9LrQ QDQJ FiQJ YKL® QpQ YLrQ QpQ EDR S
yQJ JyL WKi FOS
, 7 8 &KLHVL )DUPDFHXWLFL 6 3 $ 2 9LD 6BQURRQBYUGRWDO\
&KLHVL 9LD 6DQ /HRQDUGR 7KXOF Y{ WU+QJ (8 *03],7 + "WDOLDQ OHGLALQH
YDUPDFHXW |[¥QUPD 35 ,WDO\ 7KXOF VEQ [XOW Y{ WU+*QJ GXQJ GVERRVKHWREIG QW KX B R iDLRAKUKNF $.)%
63 $ 7KXOF NK{QJ Y{ WU+QJ WKXOF X0QJ G¥QWERQBE EWWD FRIDWLFRWWHRMWHURLERUMCFEN\EGMQR IFG iSY DIBF QRIQiD
7KXOF VLQK KNF WKXOF Fy QIXxQ JOF Wi yYQJ Y+W
7 a $EEYLH 6 5/ 236 5 3RQWLQD .P 6lQ $ S&D.PIPY WRGH $35,/,$ $35,/,%$ /7 ,WDO\
$EEYLH 6 5 [6 5 3RQWLQD .P 7K%QF NK{QJ Y{ WU+-QJ 9LrQ QpQ YLrQLQ®®QHDRO QUK ¥FXB FQG+*QIRWURQJ G¥QJ 00QJ WKXOF FGB *03],7 + ,WDOLDQ OHGLHKLQH
&DPSRYHUGH 'L $$UDOCAW [@BREI WKXOF VEQ [XOW Y{ WU+QJ WKICXWFF K{ QKB K{ GXQJ GIFK $)$
$35,/,% $35,/,%
/7 ,WDO\
, 7 26 0 )DUPDFHXWLFL 6 5/ 2 =RQD ,QGX¥WUWDOHM 7,72
6 0 )DUPDFHXR®DFIQGXVWULDPH7KXOF Y{ WU-QJ (8 *03],7 + ,WDOLDQ OHGLKLQH
65 / 7,72 3= ,WDO\ 7KXOF WLEW WU+*QJ FXOL 'XQJ GIWKCWKIF KVOAXQQKO 'XQJ GIFK $.)%
&iFK JKL NKiF 7KXOF NK{QJ Y{ WU+QJ 7KXOF X0QJ G¥X®J 00QJ FKiD FRUWLFRVWHURL
=RQD ,QGXVWULDOH 7LWR
3RWHQ]D ,WiOLD
KR»F =RQD ,QGXVWULDOH ,
ZIWR 3=
, 7 2 9DOSKDUPD ,QWHUQDWLRQDO 6 3 $ 2 3HQDQDEROODJIGL ,WDO\
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9DOSKDUPD|9LD * ORUJDJIQL 7KXOF NK{QJ Y{ WU+QJ YLrQ QDQJ FiQWIG¥QRB EQP FEACQORWKIFLIQ QpQ YLrQ QpQ EDR SKLP (8 *03],7 + ,WDOLDQ OHGLHKLQH
QWHUQDWL|RBOQ@DELPSL 51 |3WHDNYD FKiQJ QK+Q NK{QJ EDR JxP FKiQJ GK*R O{ [XOW [m&QJ V§Q $.)%

, 7 a8 5HSDUWR 'LVWDFFDWR 2 9LD 3DOHUBR ,WBO\ 3DUPD 3
&KLHVL 9LD 3DOHUPR $| 7KXOF Y{ WU-QJ (8 *03],7 + ,WDOLDQ OHGLKLQH
JDUPDFHXW |[¥QUPD 35 ,WDO\ 7KXOF VEQ [XOW Y{ WU+QJ WKX@RPKLQK&RNF GXQJ GIFK WKGC $.)%

6 3% B5HSDUWR 7KXOF VLQK KRF WKXOF Fy QIXxQ JOF Wi yYQJ YW
'LVWDFFDWR

7 2 $%,2*(1 3+$50%$ 6 3 $ 2 9,%$ 0(8&&, /2& 263('$/(73,6%$ 3, ,WDO\
$%,2*(1 9,$ 0(8&¢&, /2& | 7KXOF QWU (8 *03],7 + ,WDOLDQ OHGLHKLQH
3+$50% 6 3 §263('$/(772 7KXOF V8Q [XOW Y{ WU+QJ "“RQWGEIKFIQMXXOF WLIP WK $)$

3,6$ 3, ,wDO\ 7TKXOF WLEW WU+QJ FXOL CXWIFBIRKOIKXOF WLrP WK
7KXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJRAXGXQIFGI MK XKXBFQIO@I YLrQ QpQDH LInQP EFIBRW MXEXP® FIEIM UQ E
KRUPRQ VLQK GéF

7 a /$%25$725,2 )$50$&(87,&2 6 , 7 63(&,$/,7% 5%3(BR&7(6 5/ @ 9LD &DYRXU o('( 39 ,wDO\

/$%25$725,2[9LD &DYRXU 7KXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJO QWK XDKEXGFQIITQRE¥QYQQWOMJI WKXOF G¥QRRN\GHIFRL G K D8 KR @PRR FRY ,WDOLDQ OHGLKLQH
)$50$&(87,&p0O('( 39 ,WDO\ YLrQ QpQ EDR SKLP Y&4©Q QpQ EDR ym $.)%

6,7 63(&,3),7% 7KXOF VLQK KRF FKIi SKD FKA FKLDYRLRAXX¥RyEQW IR¥W G¥RRYLrQ QpQ VEQ QN-PQVYL VLQK VOPQJ G¥QU YLr

(1,82 7KXOF GmgF OLEX FKIi SKD FKA FKLmI OWAX &F J5/-@dQQ IRYQA QVE X O FORD QW IG¥QBi @ W3 Q

7(5$3(87,&+

6 5 /

7 26%$12), 6 3$ 26 6 o [P 6FRSBQWR $4 W

6$12), 6 3 $ |66 P 68Q [XOW WRjQQEY TXi WU (8 *03],7 + ,WDOLDQ OHGLHKLQH
6FRSSLWR $4 ,WDOLDOKXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ MMP SHELF Q@ FhQEDPRQYEMAQJ Y| YLrQ QKERUPRR JxP Fl§ WKXOH FKiD $)8
&RUWLFRVWHURLG
7KXOF Wi GmgF OLEX 9QrQp@DQJ PAP 9L
68Q [XOW EiQ-WKYWQIKXOK FOP
yQJ JylL
yQJ JyL Vk FOS EDR JxP F§ YLrQ QDQJ FiQJ
vOlIviE© _
6DQRIL 6 5 /[6 WrQ .P 68Q [XOW WRjQQEY TXi WU (8 *03],7 + ,WDOLDQ OHGLHKLQH
FE 6DQRIL pGBRSSLWR $4  WDOLDKXOF NK{QJ Y{ WU+-QJ 9LrQ QDQJ PP SHELPQ Qi@ ¥hQEPRQYEM4aQJ Y| YLIQ QKEKRUPRR) JxP F§ WKXOH FKiD $)$
&RUWLFRVWHURLG
7KXOF Wi GmgF OLEX 9QrQp@DQJ PAP 9L
68Q [XOW EiQ-WKYWQKXOK FOP
yQJ JyL
yQJ JyL Vk FOS EDR JxP F§ YLrQ QDQJ FiQJ
VOl Iy i FO
7 a -DQVVHQ &LODJ 6 3 $ 2 9LD & -DQWKHDHORF %RDWR@DOL7 ,WDO\
-DQVVHQ &L[®DD & -DQVVHQ QRFKMFRUNK{EJ Y{ WU+-QJ 9LrQ QDQJ FiQBUMSOUDAVIWQ B UHMOXQpYHEDR JxP KyF BKLRLQK GéF [Y(8Q0BJQ7EDR + ,WDOLDQ OHGLHKLQH
63 % OLFKHOH /DWRKDQI7QK+Q Of EDWFK FHUWLILFDWLRQ $.)%
,WDO\ FiFK JKL NKiFy@lDy& Vk FOS WKi FOS
-DQVVHQ %RUJR $¢DQ ORPKUDHKOW Om¢QJ
/DWLQD ,LWD|O\ 9LD &
-DQVVHQ /RF %RNPJIR 6DQ
Ol FKHOH IDW

, 7 8 6SHFLDO 3URGXFW V /LQH 6 3 $ 2 9LMYUBRWWD 5RBRWRQGID 9D GRWDO\
6SHFLDO 3URPGXPWDWWD 5RWRQBXDFGRK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJR WKIXFRVWHQRGEFQY KPR RJQ FVEQ SK-P VELXQK KRKXW B IFOPE8VKEB[F, WX O A ,WDOLDQ OHGLHKLQH
/JLQH 6 3 § |[/DUJR $QDJQEQ)SWKXOF y»W FRUWLFRVWHURLGV RyBKUR FRUNGLERY WHLRLGYQKED P{Q $.)%

,WDO\

&iFK JKL FE 9LD [WUDGD

3DGXQL $pPDJQL

V5 W
6SHFLDO 3URGRPAWDWWD 5RWRQBIXDFGRK{QJ Y{ WU+-QJ 9LrQ QDQJ FiQJRWWKIXFKRVWHQPRGFQ KPORJQ FVEQ SK-P VAW KWKEXW B IFOPE8VKE®[F, EWX X O R ,WDOLDQ OHGLHKLQH
/JLQH 6 3 § |[/DUJR $QDJQEQ)SWKXOF y»W FRUWLFRVWHURLGV RyBKUR FRUNGLERY WHLRLGYQKED P{Q $.)%

,WD O\

&iFK JKL FE 9LD [WUDGD

3DGXQL $pPDJQL

)5

7 2 %63 BKDUPDFHXWLFDOV 6 S $ 2 9LD $BWILQDP6FDOR ORF 1$7,18% /7 ,WDO\

%63 9LD $SSLD .P DREOF Y{ WU+*QJ FKiD FKOW yYFRWA EjR FKOW NuP WA E (8 *03],7 + ,WDOLDQ OHGLHKLQH
3KDUPDFHXWRWHOY 6FDOR 7KXOF V8Q [XOW R WMQUQNKTKEXQJ GIFK WKGC WtFK QKO $.)8$
6S$ /$7,1$ /7 ,WDO\ 7TKXOF WLEW WXQQGFXK WKG WtFK QKO
&IFK JKL NKiF 9LD $UDF.RK{QJ Y{ WU+QJ FKiD FKOW yYFr@AQBR) AF@MNQP WA EjR 9L
/DWLQD [FDKO®OF VLQK KNF '1$ 3URWHLQ WiL WUXQE GINAKK QN KK t FKQQEDOQYj EYW y{QJ NK{ VEQ [XOW Y{ WU+QJ
[7 .\
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%63 9LD $SSLD .P DHRFOF Y{ WU-QJ FKiD FKOW yYFRWA EjR FKOW NuP WA E (8 *03],7 + ,WDOLDQ OHGLHKLQH
3KDUPDFHXWDRPWDhOY 6FDOR 7KXOF V8Q [XOW O WMQUQNKJKEXQJ GIFK WKG WtFK QKO $)$
6S$ /1$7,1$ /7 ,WDO\ 7TKXOF WLEW WXQQGFXK WKG WtFK QKO
&iFK JKL NKiF 7KXOF NK{QJ Y{ WU+QJ FKiD FKOW yYFr@AQBR FKQ@MNQP WA EjR 9L
9LD $SSLD .P 7KXOF VLQK KNF '1$ 3URWHLQ WiL WUXQBE GINAKKQN KTKW t FKQQBEOQYj EYWRRJ NK{ VEQ [XOW Y{ WU
/DWLQD 6FDOR /XOWWBBOQJ WKXOF Y{ WU+QJ WKXOFLNK({ENF{ WU+QJ WKX
9LD $SSLD .P yQJ JyL
/DWLQD ,WDOQ\ yQJ JyL Vk FOS 9LrQ QDQJ FiQJ FKiNUFK®W EYF WEArQRFX®WID FKOW jRFF WA EjR FKOW Nup WA E
yQJ Jiy EGASK
LCD\WIID ne O
, 7 a $8&6 'REIDU 6 3 $ 7rQ FE J)DFWD )DUPDHFOXRVILGGCXVIWHLEFOH 6 $WWR ORF 67HUPRE®R 7§ 7RVUBAQQR
$8&6 REIDU §1XMOHR ,QGXVWU[DDKXOFSWWRU+*QJ VEQ [XOW Y{ WU+QJ VGROQIFGERN VBKIP WILIR\AEY WKSIXDNKiQJ VLQK QKyP FHSKD [SHRHP3[,7 + ,WDOLDQ OHGLHKLQH
7rQ FE )DFWIRF 6 1LFROR 7RUGLQR $.)%
JDUPDFHXW[FL 7HUDPR 7( ,WDOLD
6 3%
$&6 'REIDU 1XBOHR ,QGXVWULDDKXOFSWMWRU-QJ VEQ [XOW Y{ WU+QJ VBKROQIFGE KN VB KTP WILFR\ AR WKSIXKINKiQJ VLQK QKyP FHSKD [SHRH®3|,7 + ,WDOLDQ OHGLHKLQH
7rQ FE )DFWIRF 6 1LFROR 7ROOLRAQJI WKXOF Y{ WU-QJ $.)%
J)DUPDFHXWLFL 7HU~DPR 7( JWDYAQLDJyL WKi FO©S
638 FiFK YLAW NKiF 1XFQEBR WUD FKOW Om¢QJ
,QGXVWULDOH 6 $WWR 6 1LFROR
D 7TRUGLQR 1HUDPR
7L Y.V
, 7 2 QGXVWULD )DUPDFHXWLFD *DOHQLRADLBH@HNGH 6 5/ 2®GROWHWRQL ' DUELD 6, ,WDO\
,QGXVWULD [9LD &DVVLD 1RUG[ 7KXOF-QUWU (8 *03],7 + ,WDOLDQ OHGLHKLQH
JDUPDFHXW |[FRQWHURQL ' DUE[LD 67KX &M @LEW WXQQ LXK WKC WtFK ORQ 'XQJ GIFK WKG WtFK QKO $)$
*DOHQLFD 6HQHVH 7KXOF NK{QJ Y{ WU+QJ 7KXOF X0QJ G¥QJ 00QJ
65/
, 7 a 1IRYDUWLYV )DUPD 6 3 $ 2 9LD B3URYLQFZROUHBRIOXR]LDWD 1% ,WDO\
1RYDUWLV )PUPBURYLQFLDOH 6RISIQVXOW (8 *03],7 + ,WDOLDQ OHGLKLQH
6 3% FiFK JKL NKiff 9LDVKXOF NK{QJ Y{ WU-QJ 9LrQ QpQ EDRKIFR FEMrQYQmR GKYEDR SKLP $.)%
3URYLQFLDOH 6FKLWR 7KXOF Gm¢F OLEX 9LrQ QpQ
7RUUH $QQXQJLDWD {$®J JWMD®OKk FOS YLrQ QDQJ PAP YLrQ QpSXyEDJRWIKIF K FK+PQ @hrQ QpQ EDR SKLP
yQJ JyL WKi FOS
DONNEQI EDRP FSWKIOR WQL
7 a 3DWKHRQ ,WDOLD 6 3$ 2 f 7UDY H&HQWLIRURGHQVH ,W)DO\
3DWKHRQ ,WDOAUDY 6; 9LD ORURGKQFH { WU-QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH
6 3% JHUHQWLQR )5 7KXOF VEQ [XOW Y{ WU-QJ 7KXOF J{QRUKIOK{ FFKKB¥/RUWRRA KRUPRQ V§Q SK-P F{RKLAVWKEWQPXxRONFOR§Q SK- $)$
,WDO\ Wi QImAL Yj yYQJ Y+W FKA SK-P Wi PiX GW UG X®U BREX PRKGV MWAR K VOKKWOR LFKiD KR UPRRRY V EQCOK -Py A(R¥W WtQK KR
QJKE VLQK KNF
7KXOF WLEW WU+QJ FXOL 'XQJ GWKIC WKEKWQRIO ORQ GXQJ GIiFK
7KXOF VLQK KRNF
&KA SK-P Wi PiX 7KXOF y{QJ NK{
680 SK-PFEIOJOJIKFVIOKKNFE 7KXOFUfOJNK{ GXOJGleOJ SURWUKeS NKiO.KkOzO0O
3DWKHRQ ,WDOLUDY 6; 9LD ORURGKQFH { WU-QJ j ~ ] (8 *03],7 + ,WDOLDQ OHGLHKLQH
6 3% )(5(17,12 )5 7KXOF V8Q [XOW Y{ WU+-QJ 7KXOF y{QUKROK FFKKB¥RWRRQ KRYPRQ V§Q SK-P F{RKLAVKEYWQPXxQNFOREQ SK- $.)$
,WDO\ Wi QIJmAL Yj yYQJ Y+W FKA SK-P Wi PiX GW UG X®RU BREKX PRIV MWRR K VOHKWR LFKiD KR UPRRRY V EQCOK -Py AI(RYW WtQK KR
QJKE VLQK KNF V8§Q SK-P FKLAW Fy QIXxQ JOF Wi yYQJ YW
7KXOF WLEW WU+QJ FXOL 'XQJ GWKIC WKEKWQRIO ORQ GXQJ GIiFK
(XOW [mEaQJ WKXOF Y{ WU-QJ
7KXOF VLQK KRF
&KA SK-P Wi PiX 7KXOF y{QJ NK{
6585Q SK-P F{QJ QJKE VLQK KNF 3URWHKH® GiQIJWU K¢S NKiQJ WK
68Q SK-P FKLAW Fy QIXxQ JOF Wi QI@AINK{YyYQJ Y+W 7KXOF y
i XOW [m&QJ WKXOF VLQK KNF
&KA SK-P Wi PiX 7KXOF y{QJ NK{
68Q SK-P F{QJ QJKE VLQK KNF 7KXOE WIFK NK{O &%QI[BCOMK WKW U +QJ
68§Q SK-P FKLAW Fy QIXxQ JOF Wi QIQALNKE y&QR O Y EWF K7 MKEFWtFK QKO VEQ [XOW Y{ WU-QJ
yQJ JyL yQJ JyL WKi FOS
, 7 2 $FWDYLV ,WDO\ 6 S D 1HUYLDQR 30 DGIW YLDLIR 3 DOAVOHDXQU ,WDO\
$FWDYLV ,W[POb 8D8VWHXU 7KXOF QWU j j ] i | (8 *03],7 + ,WDOLDQ OHGLHKLQH
1HUYLDQR 0LODQ ,WBRXOF V§Q [XOW Y{ WU-QJ WKXOF §FBIWKHXCEKBKWR fPK@EW R UK AVA EjR  EXLIOGUKEI WtFK QK 6KI@I RKiewW $.)$
yYF WA EjR jRuPVWB GKj $
7KXOF WLEW WU+QJ FXOL GXQJ GAF KVW KEGRW NP QKD FjIRI B FEROWPISRXOH WzD QKj $
$FWDYLV ,WPODb @BV HXU 7KXOF -QIWU j j ] i [ (8 *03],7 + ,WDOLDQ OHGLHKLQH
1HUYLDQR 0LODQ 0, 7KWOPWSQ [XOW Y{ WU+QJ WKXOF §FBIWKX S BKWR fPKEW B/ UK AVA EjR  EXLIO GUKEI WtFK QK 6KI@I RKiewW $.)$
yYF WA EjR jRuPVWB GKj $
7KXOF WLEW WU+QJ FXOL GXQJ GAF KVW KEGRW P QKD FjIRI B FEROWPISRXOH WzD QKj $
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, 7 2 HGULRQ 6 3 $ 26 6 %LV .P R 16DQWDO®QWLP
.HGULRQ 6 366 %LV .P 7KXOF Y{ WU-QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH
6DQW $QWLPR 14 ,WDIKNROF VEQ [XOW Y{ WU+QJ &iF FKA BE-WtWK PiXQ 'XRQJIGEFRKWWKGC WtFK QKO WKICX B EFK{ QK @ K § S'XRW LGl E] $.)$
7KXOF WLEW WU+QJ FXOL 'XQJ GIFK WKG WtFK QKO GXQJ P{L
7KXOF VLQK KNF &iF V8Q SK-P PiX $SURWLQLQ
yQJ JyL WKi FOS
, 7 2 /I DERUDWRULR )DUPDFHXWLFR & 7 6L/ 2 9LD 6DQWHPHFOLIKLHWDO\
/DERUDWRU[R D 'DQWH $OLJKUHBKXOF Y{ WU+QJ (8 *03],7 ,WDOLDQ OHGLHKLQH
J)DUPDFHXW [FIRREHPR ,0 ,WDO\ 7KXOF VEQ [XOW Y{ WU+QJ 'XQJ GIWKFWICNKIRK §KOK TK}YPFENSKDORVSRUL @i QUKKIOFKEQKY B {QJ NK{|FKiD N $)8
65 / 3HQLFLOOLQ Yj QKYyP &HSKDORVSRULQ
7KXOF WLEW WU+QJ FXOL 'XQJ GIFK WKC WtFK QKO
7KXOF NK{QJ Y{ WU+QJ 9LrQ QpQ YLrQQID@IGEFIQJ WKXOF XOQJ G¥
yQJ JyL Vk FOS &iF G¥QJ WKXOF WUrQ PEDR JxP F§ YLrQ QDQJ PA
VOl Iy i FO
, 7 a2 $HIIH )DUPDFHXWLFL 65/ @ 9LD 7TRUL®R 72 %UDQGL]]
$HIIH )DUPDPHRWRPELQR 7KXOF NK{QJ Y{ WU+*QJ 7KXOF G+*QJ QIRfURQGD EO@ROOWKXOF G+QJ (8 *03|,7 + ,WDOLDQ OHGLHKLQH
65/ %UDQGL]]IR 72 DEKIQJ QK=Q Of WKXOF NK{QJ Y{ WU+QJ $.)$
yQJ JyL
yQJ JyL Vk FOS 7KXOF G+QJ QJRjL G¥QJIGEQQDOMKXOF G+QJ WURQJ
yQJ JyL WKi FOS
, 7 2 )UHVHQLXV .DEL ,WDOLD 6 5/ 2 9LD,%P@DJH®OD 6FDOD 95 ,WDO\
JUHVHQLXV |[®EL &DPDJUH 7KXOF QWU (8 *03],7 ,WDOLDQ OHGLHKLQH
WDOLD 6 5 |,VROD '"HOOD 6FDQD7KRSEOF WREWDWU-QJ FXOL GXQJ GIFK WKXOWHKKOIP WKIP WKE WRERX QKQ + $,)%
, 7 a *OD[R6PLWK.OLQH PDQXIDFWXULQJ 60%H $ VROWQDGD 3URRIKQ MBI 3ROR 7RUULOH 35 ,WDO\
*OD[R6PLW K|OONQH D 3URYLQF.Dp4—»<®Vquoq Y{ WU+-QJ 9LrQ QDQJ FiQJERDFKGW A EWOWANER WAYLrQ QpQ EMKRO W S IFESWF NVGAWE NRBP Wy B X VR ,WDOLDQ OHGLHKLQH
PDQXIDFWXPILQJ ORF 6DQ 3RPROQJ G¥QJ 00QJ ~ _ i + $,)%
6S $ 7RUULOH 35 ,wOhoLmJ JyL Vk FOS YLrQ QDQJ FiQl WKXOF Xx0QJ G¥QJ 00QJ
yQJ JyL WKi FOS
*OD[R6PLWK|®NLQMHGD 3URYLQF[ DX G¥RO(DWQD-QJ (8 *03],7 + ,WDOLDQ OHGLKLQH
ODQXIDFWX(JLQJ ORF 6DQ 3RPR 7KXOF VEQ [XOW Y{ WU+QJ 7KXOF y{ER NK{© W KN DPFWAVE jRY F MASURWHLQ Wil WX XX S i NK i\ BN WEF Kk Q K&z Q $.)%
63 8% 7RUULOH 35 ,WOOCAKOD FKOW yYF WA EjR FKOW NuP WA EjRO WHKXD FF K\ELWPy G F QU A/ LESRVIRFOW NuP WA EjR
7KXOF WLEW WU+QJ FXOL 'XQJ GiIFK WKG WtFK QKO
;I XOW [maQJ Of
7KXOF NK{QJ Y{ WU-QJ
9LrQ QDQJ FiQJ FKiD FKOW yYF WA BFRXEEWGMQBE WAERYLWK QpQ FKiD FE/@W yYF WA EjR FKOW NyP WA
i XOW [maQJ Of
7KXOF VLQK KRNF
7KXOF F{QJ QJKE VLQK KNF 3URWWKE LQW3EQUU K¢S NKiQJ
;XOW [maQJ O{ WKXOF F{QJ QJKE VLQK KRNF
yQJ JyL Vk FOS 9LrQ QDQJ FiQJ FKiD FFREAVE§R F WKHXB|R ¥XKQWG¥QJ 00QJ
yQJ JyL WKi FOS .
*OD[R6PLWK|[®ALQMHGD 3URYLQF| DX O¥FRODWQD-QJ B (8 *03],7 + ,WDOLDQ OHGLHKLQH
ODQXIDFWXYLQJ ORF 6DQ 3RPR 7KXOF VEQ [XOW Y{ WU+QJ 7KXOF y{ER NK{OW KN DPFWAWE RV F MASURWHLQ Wil WX XX S | RK i\ BQVWEF Kk @ K&z Q $)8
63 8% 7RUULOH 35 ,WOOCAKID FKOW yYF WA EjR FKOW NuP WA EjRO WHKXD FF R\LWPy G F QU A/ LEyRVIRFOW NuP WA EjR
7KXOF WLEW WU+QJ FXOL 'XQJ GIFK WKC WtFK QKO
7KXOF NK{QJ Y{ WU+QJ
9LrQ QDQJ FiQJ FKiD FKOW yYF WA BFRXEEWGMQBE WAERYLWK QpQ FKiD FE/@W yYF WA EjR FKOW NYP WA
7KXOF VLQK KNF
7KXOF F{QJ QJKE VLQK KNF 3URWWKE J1IQW3EZ QWU K¢S NKiQJ
(XOW [m&AQJ Of WKXOF Y{ WU+QJ WKXQF QEKEIVYRWWHNF WKXO
yQJ JyL Vk FOS 9LrQ QDQJ FiQJ FKiD FFKEAWEJR F WKHXB|R ¥KQWG¥QJ 00Q1J
yQJ JyL WKi FOS
.LCP WUD FKOW Om¢QJ 9L VLQK 9{ QU+®yD KNVLDHW KE Q86 LXYKWKF
, 7 2 HGULRQ 6 3 $ 2 9LD 3URYLQFLDOH ORGOLFADMMRIQYBQOWDO\
_HGULRQ 6 3 %D 3URYLQFLDOH @RXOF Y{ WU+QJ (8 *03],7 ,WDOLDQ OHGLKLQH
%RORJQDQD 7KXOF V8Q [XOW Y{ WU+QJ FiF V§Q SKtPKPOR Q 'XQQJIGEFRKKWKICC WtFK QKO 7KXOF y{QJ NK{ + $.)$
*DOOLFDQR /8 DO\7KXOF WLEW WU+QJ FXOL 'XQJ GiFK WKG WtFK QKO
7KXOF VLQK KNF FKA SK-P Wi PiX EDR JR¥Q§ KX\AW WmkQJ SKkQ
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HGULRQ 6 3% D 3URYLQFLDOH @RROF Y{ WU-QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH
%RORJQDQD 7KXOF VEQ [XOW Y{ WU-QJ FiF V8Q SKtPKPORQ 'XXQQJIGEFRKWKICC WtFK QKO 7KXOF §{QJ NK{ $)$
*DOOLFDQR /8 DO\7KXOF WLEW WU+QJ FXOL 'XQJ GIFK WKGC WtFK QKO
7KXOF VLQK KNF FKA SK-P Wi PiX EDR Jf*@8§ KX\AW WmkQJ SKkQ
i XOW [maQJ WKXOF Y{ WU+QJ WLEW WU+QJ FXOL
i XOW [mEQJ WKXOF VLQK KNF 68Q SK-MROIXXQQGIGK WKK @ WKFRIO 7KXOF y{QJ NK{
yQJ JyL WKi FOS
LCP WD neQd ol VI QK 0] +vNE YW Qs
, 7 a  QGXVWULD )DUPDFHXWLFD 1RYD $UBRQWLD 6 3*RUWJIRLD ROID VO, ,WDO\
" QGXVWULD|[9LD * 3DVFROL 7KXOF NK{@QJY{ WU (8 *03],7 + ,WDOLDQ OHGLHKLQH
JDUPDFHXW['RJIRQJROD 0, [WDO\¥@JIFK/REIKQ USQ EDR JxP WKXOF VLQK KNF Fy QIXxQ JOF Wi yYQJ YW $)8
1RYD $UJHQWHIDNKIF *RUJRQIROD DKXOF y¥Q EDR JoP QLKXOF Gm . ,
638 9LD * 3DVFROL Q| 7WXFOVLQK KNF V8Q SK-P Fy QIXxQ JOF Wi §¥YQJ Yxw
7KXOF GmgF OLEX
, 7 2 QGXVWULD )DUPDFHXWLFD 1RYD $UINQWEBDOWR & 9I5HORBQYR ' =+ + *RUJRQ]ROD O, ,WDO\
,QGXVWULD [SHSDUWR 'LVWDFADWKXOBINK{QJ Y{ WU+*QJ YLrQ QpQ (8 *03],7 + ,WDOLDQ OHGLHKLQH
)J)DUPDFHXW[ERQL + + $.)$
1RYD $UJHQWAWRQJROD 0, JWDO\
6 3%
, 7 2 QGXVWULD )DUPDFHXWLFD 1RYD $UINQWEBDOWR & 95HORBQYR ' + + *RUJRQ]JROD O, ,WDO\
" QGXVWULD [SHSDUWR 'LVWDFADWRXOBINK{QJ Y{ WU*QJ 7KXOF EYW YLmMEZRPQREEDR JxP F§ WKXOF G (8 *03],7 + ,WDOLDQ OHGLHKLQH
)J)DUPDFHXW|[®PRQL * * $.)$
1RYD $UJHQWAWRQJROD 0, JWDO\
638 &iFK JKL NKiF 5HSDUWR
'LVWDFFDWR LQ 9D OXRQL
0]
, 7 2 %UDFFR ,PDJLQJ 6 3 $ 2 %LRLQGXVWU\ SRONOHYHWNEHUNVFRVD 72 ,WDO\
%UDFFR ,PD[RIQRLQGXVWU\ SDUN7KIDOF J{EMY+QJ i j ] (8 *03],7 + ,WDOLDQ OHGLHKLQH
6 3% &ROOHUHWWR *LORROF WLEW WU+QJ FXOL 'XQJ GIFK WKG WtFK QKO $.)%
72 ,WDO\
%UDFFR ,PDPRQRLQGXVWU\ SDUN7KIDF Y{EMY-QJ - j ] (8 *03],7 + ,WDOLDQ OHGLHKLQH
6 3% &ROOHUHWWR *LORR®OBF WLEW WU+QJ FXOL 'XQJ GIFK WKG WtFK QKO $.)%
72 ,WDO\
o0 2 6%$12), 6 3 $ @ 9LDOH (XURSD DDUIDIJLR 9% W
6$12), 6 3 $|9LDOH (XURSD 7KXOF NK{QJ Y{ WU+-QJ 7KXOF X0QJ G¥QJ 00QJ (8 *03],7 + ,WDOLDQ OHGLKLQH
2ULJILR 9% ,WDOLDKXOF VLQK KNF PHQ YL VLQK 9LrQ QDDQIQRIQEK X &KX EN W OWKGFR FOP $)8
7KXOF GmgF OLEX 7KXOF X0QJ G¥QJ 00QJ
6$12), 6 5/ [9LDOH (XURSD 7KXOF NK{QJ Y{ /R Xx@IQ I I6¥QJ 00QJ (8 *03|,7 + ,WDOLDQ OHGLHKLQH
2ULJILR 9% ,WDQ\;XOW [m&QJ WKXOF NK{QJ Y{ WU-QJ . o . . $)8
&iF FIFK JKL NKiF 7KXOF VLQK KNF PHQ YL \UQK K2 FQXQRQ CRQIOGOW WKXOF FOP
9LDOH (XURSD XM LMEAQI WKXOF VLQK KNF 0HQ YL VLQK
9% ,wWDO\ 7KXOF Gmc¢F OLEX 7KXOF X0QJ G¥QJ 00QJ
9LDOH (XURSD ,7YyQJ JyL Vk FOS 9LrQ QDQJ FiQJ 7KXOFEX®Q WEXOF FO®I 7KXOF
2ULJIJLR ,WDO\ yQJ JyL WKi FOS
ICPWUDncQJl 91 VIOK N0l +vRNE 9+
6$12), 6 5 / |[9LDOH (XURSD 7KXOF NK{QJ Y{ @R x@®QI6¥QJ 00QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH
7rQ FE 6$1/2ULJILR 9% ,WDOLXOW [m&QJ WKXOF NK{QJ Y{ WU-QJ . o . . $)$
638 &IFK JKL NKiF 9LDOHKXXAURIDQK KNF PHQ YL \LQK KX®FQXQRQ IGHQQIOGOEYIW WKXOF FOP
7 2ULJILR| , WO Dm&EQJ WKXOF VLQK KNF V§Q SK-P WUT OLEX VLQK KNF vOQJ
7KXOF GmgF OLEX 7KXOF X0QJ G¥QJ 00QJ
yQJ JyL
yQJ JyL Vk FOS YLrQ QDQJ FiQld WKXOEYXD QN KEFI FDPQJI 7KXOF
yQJ JyL WKi FOS
ICPWIlIDneQl 91 VI OK NeQl +vNE O+
6%$12), 6 5/ |9LDOH (XURSD 7TKXOF NK{QJ Y{ @ XD T E¥QJ 00QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH
2ULJILR 9% ,WDQ\;XOW [m&QJ WKXOF NK{QJ Y{ WU-QJ . o . . $.)%
&iF FiIFK JKL NKiF 7KXOF VLQK KNF PHQ YL i\QUQK K2 FQXQRQ GEQIOGORW WKXOF FOP
9LDOH (XURSD 2XEMLMAEAQI WKXOF VLQK KNF 0HQ YL VLQK
9% ,WDO\ 7KXOF GmgF OLEX 7KXOF X0QJ G¥QJ 00QJ
9LDOH (XURSD ,yQJ JyL Vk FOS 9LrQ QDQJ FiQJ 7KXOFEXQ WEXOF FO@I 7KXOF
2ULJIJLR ,WDO\ yQJ JyL WKi FOS
ICP WD ncOJd 91 VI OK N O v NE O+
, 7 2 %D\HU +HDOWKFDUH ODQXIDFWXULQHB 6 5/ 2 9DEDAQBWHRO.@DQHVH 0, ,WDOLD
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%D\HU +HDO|WIKCFDHDH H *URDQH 7KXOF NK{QJ Y{ WU+QJ KUQ GIFK WKXQFQXXQJIQ VELROF FOP YL (8 *03],7 + ,WDOLDQ OHGLHKLQH} $JH
ODQXIDFWX(DQEDIQDWH 0LODQHQH JyL Vk FOS YAPQ QDQJ P $,)8
65 / ,WDOLD XOW [mdaQJ WKXOF WLEW WU+QJ FXOL

7 a @DWDOHQW $QDJQL 6 5/ WrQ FE %WULWWRPDOHWD JRQWEQ® 'HO &HUDVR 61&D\6MOULIM®D1S URY¥QQFQ D O)5 ,WDO\

&DWDOHQW [$RPIQUWD )RQWD QD 61§Q RHIM WRKX O F (8 *03],7 + ,WDOLDQ OHGLKLQH} $JH
6 5/ WrQ FE61& 6WUDGD SURYLRELODPOMK{QJ Y{ WU+QJ 9LrQ QpQ YLrQ QpQ EDR SKLP $)8

%ULVWRO 0
6TXLEE 6 5

SURYLQFLDOH &D

BPYLOLQD 1 K R|» F; Y60WY D16 DQ J

LOYQD JyL

$QDJQL )5 WDQVU JyL Vk FOS YLrQ QpQ Yj YLrQ QpQ ®R yokL W AEBDjR JXRFFSVWIEJR EDR JxP F§ YLrQ QDQJ F|QJ
FiFK JKL NKiF /RFyQJ JyL WKi FOS

JRQWDQD 'HO &HUDVR.GP WUD FKOW Omg¢QJ

$0DI10O] AN

, 7 2 3ILJHU ,wDOLD 6 5/ 2 /RFDOLWj OD$VRRO'HQGLFHRRW R3 ,WDO\
3IL]HU ,WDO[/RF®GLW| ODULQR|[ HIKXORQWRQJ Y{ WU-QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH} $JH
$VFROL 3LFHQR $3LrQ QDQJ FiQJ FKOW yYF WA EjR $,)$
,WDO\ 9LrQ QpQ YLrQ QpQ EDR SKLP YLrQFG@pWKEDR Skd Q K FEDARRRQx RR»F FiF FKOW Fy¥ RBWWFRVQKHKRUBRG |KRUPRQ

KRUPRQ VLQK GéF

7 a *OD[R6PLWK.OLQH PDQXIDFWXULQJ 6 3 $ 2DHDRQDOHPLQWDO\
*OD[R6PLWK[9ODQH )OHPLQJ 7KXOF Y{ WU+-QJ (8 *03],7 ,WDOLDQ OHGLRLQH}) $JH
PDQXIDFWXAHYRQD 95 ,WDQ\ 7KXOF VEQ [XOW Y{ WU+-QJ 7KXOF EWHSKIXORWIRQLYLQK QKyP & + $)8
6 3%
*OD[R6PLWK|9ODQH )OHPLQJ GHKXFROEDY { WU+QJ (8 *03],7 + WDOLDQ OHGLRFLQH}) $JH
PDQXIDFWXUEBJ .WDO\ 7KXOF VEQ [XOW Y{ WU+*QJ 7KXOF E¥\SKIKORWKRQLQYLQK QKyP & $.)$
63 8% &iFK JKL NKiF 9LD $
JOHPLQJ 9HURRD 95
,WDO\
$&6 REIDU §98D06$ )J)OHPLQJ 7KXOF Y{ WU+-QJ (8 *03[,7 + WDOLDQ OHGLRFLQH}) $JH
9HURQD 95 ,WD®\ 7KXOF VEQ [XOW Y{ WU+*QJ 7KXOF E¥\SKIXKORWKRQLQYLQK QKyP & $.)$

&iFK JKL NKiF 9LD 68Q SK-P %YW SKD GXQJ GIiFK y+P y»F yEQSKDYERBUW®DI BR Z\AH B WRWXFRQFH QW & B WHD | R G L\PRHO YOWLER QGIRAU LQIXVLR Q
$OHVVDQGUR )OHPEMIWDILGLPH SHQWDK\GUDWH J $YLEDWIWDP GmRL G¥QJ QDWUL DYLEDF

9HURQD ,WDO\ KR»F
YDS DI D
, 7 2 +DXSW 3KDUPD /DWLQD 6 5/ @ %RUJRP6DQ OLFKHOHMH®W QD /7 ,WDO\
+DXSW 3KDUMBRUJIR 6DQ OLFKHJOHKX®OF Y{ WU-QJ (8 *03],7 + ,WDOLDQ OHGLRLQHJ) $JH
/DWLQD 6 5 |.P /IDWLQD 7KXOF V8Q [XOW Y{ WU*QJ WKXOF EYKYPEDRSEDORY NKIQQ YL @KQLFLOOLQ $.)%
/7 ,WDO\ 7KXOF WLEW WU+QJ FXOL 'XQJ GIFK WKG WtFK QKO

7KXOF NK{QJ Y{ WU+-QJ 9LrQ QDQJ FiQJ GKFDONKIQJ WIQOBGKyM3IHJIRjL G¥QJ OXIFI EWKXEBRAIQR B¥QJ 00QJ WK
NKiQJ VLQK QKyP 3HQLFLOOLQV G¥QJ IE® GKA EDR UEQRYLFR RHPQKNQJI VLQK QKyP 3HQLFLOOLQV
A

ZXORncE
7 8 )LVLRSKDUPD 6 5/ 2 1XFOHR ,QGXVWWLDGH ,WDOWBDORPRQ
JLVLRSKDUP[DXFGHR ,QGXVWUIDDKXOF Y{ WU+-QJ (8 *03],7 + "WDOLDQ OHGLELQH} $JH
3DORPRQWH 6% |WDOAKXOF VEQ [XOW Y{ WU+QJ 'XQJ GWKFWR KW MURKGKCF KRKNDFRRAW [XOW FEYQWXxQ JOF Wi yYQ®J YW |WKXOF $)8

7KXOF WLEW WU+QJ FXOL 'XQJ GiIFK WKG WtFK QKO
;I XOW [m&aQJ WKXOF VLQK KNF 68Q SK-R MKLDKRKEW FELAWWXOW Wi Q

, 7 2 '"HOSKDUP OLODQR 6 5/ 2 9LD &DUQWWYWDOH ,WDO\ 6HJUD
'"HOSKDUP 0[©DDQRUQHYDOH 7KXOF NK{QJ Y{ WU+-QJ EDR JxP F§ WKXWKXYF iWA EARPNER VBAFKjR 9LrQ QDQJ FRQSK YR r & X QF [XBQI@dINE D ,WDOLDQ OHGLHKLQH} $JH
65 / 6HJUDWH 0, ,WD®OQJ + $.)$

(XOW [MEQJ WKXOF NK{QJ Y{ WU+QJ
yQJ JyL Vk FOS EDR JxP F§ YLrQ QDQJ PAP
yQJ JyL WKi FOS

, 7 2$ OHQDULQL ODQXIDFWXULQJ /RILVWOLPVEDPSRHWSLEHY 6 U/GBTXLOD $4 ,2WDO\
$ OHQDULQIOLD &DPSR 'L 3LOI6§Q [XOW yyQJ JyL (8 *03],7 ,WDOLDQ OHGLRELQH} $3H
0DQXIDFWXULEIXLOD $4 ,WDOVKXOF NK{QJ Y{ WU+QJ YLrQ QDQJ FiQSKYRraQVRXQF %@ QpQ EDR + $)8

/RIJLVWLFV DQG
6HUYLFHV 6|U O

$ OHQDULQLOLD &DPSR 'L 3LOHEEQ [XOW yyQJ JERJI[XOW [m (8 *03|(,7 + $,)$ ,WDOLDQ OHGLHLQHYV
ODQXIDFWXUY/LEXLOD $4 ,WDOWVKXOF NK{QJ Y{ WU+*QJ YLrQ QDQJ FiQSKIYRrQVRXQF EL¥Y®W QpQ EDR $IHQF\
/IRJLVWLFV QG
6HUYLFHV 6(U O

.7 2 )5(6(1,86 .$%, ,3680 6 5/ 2 /2& 0$66(5,( $590,/(5, ,82= ,WDO\
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&+1 1877 1$ &+1 3+m0 9, &+il* 1+°1 728 %03 1401 23 IHAZ &j 48%1 &3 &5‘,%
)5(6(1,86 .$%/2& 0$66(5,( $50,(9, 68Q [XOW WKXOF Y{ WU*QJ VEQ [XOW Y{MLO-@LQ BHQW K{QK BK{P BHE® Y{ WU+QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH
3680 6 5/ |32==,//, .6 WOEQ [XOW WKXOF NKYQW MRWUNKFI % $,)%
i XOW [mEQJ O{ WKXOF Y{ WU+*QJ V8Q [(XW@JY{ WU-QJ WKXOF NK{QJ Y
yQJ JyL Vk FOS EYW y{QJ NR{ EiQ WKjQK SK
yQJ JyL WKi FOS
, 7 a2 %D[WHU ODQXIDFWXULQJ 6 3 $ 2 9ISIHG DR{O QEOWWR ORF3RVD$ 3, ,WDO\
%D[WHU 9LD * % 20LYD PRAKXOF Y{ WU+*QJ NK{QJ EDR JxP [XOW [m&FGINLCPYy HUDYyEpED RIMPNVKmaQJ (8 *03],7 + ,WDOLDQ OHGLKLQH
ODQXIDFWXYAMFHGDOOHWWR BKXDE VEQ [XOW Y{ WU+-QJ FKI V§Q BKFK RIXQ "¥Q@I GIFK WKE WtFK QKO $.)%
6 3% 3, ,WDO\ 7KXOF VLQK KRNF V8Q SK-P PiX FKI DOEXPLQ QJmaL
&iFK JKL NKiF 9LpD * %
20LYD ORF
2V S HGWRVEV D3
7 a OLWLP 6 5/ 2 9LD &DFFLDPDOL ,WDOWIMHVFLD %6
OLWLP 6 5/ [9LD &DFFLDPDOL 7KXOF Y{ WU-QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH
%UHVFLD %6 ,WPO\ 7KXOF V8Q [XOW Y{ WU+QJ FKiD NKj@HBKDIO RKSF R WBLHY LAVODA @{®J NK{ WKXOF EYW SKD WLP $)$
7TKXOF WLEW WU+QJ FXOL GXQJ GIFK BIK-® WIFK @ KOA\E DRI J¥RQ F & EWA
7KXOF NK{QJ Y{ WU+QJ FKiD NKiQJ VLQHK RiyP BWHKXCFOBY® YLrQ QpQ
&KA SK-P VLQK KRF FKA SK-P FKiD FKLAW [ XOAEKR »F{ Ky QI Xe¢@ JO
, 7 8 OLSKDUP 6 3 $ 2 9LD %YHUQDUGR 4XDQUDQ@WD ,WDO\ oOLOD
OLSKDUP 6 J®W D %HUQDUGR 4)}DORPRANK{QJ Y{ WU+QJ YLrQ QDQJ FIQOQWKRRID G-RUWLBERPWIB¥RUM Y| FiF KRUPRQ NK{FK 8K FJJyBORDFL P7KRUP ,WDOLDQ OHGLKLQH
OLODQR 0, ,MDO\AYj WKXOF FOP G¥QJ EjR FKA EiQ U3QLGKIKRUP R YW RULWQ FRP/QV HK iD KRUPRQ PR GWEFRVWHURLG [j KRUPRQ $.)%
68Q SK-P VLQK KRNF 9LrQ QDQJ FiQJ FKiD FKOW FKLAW Wi yYQJ Y+W
68Q SK-P 7KXOF KUQ GIiFK [IW PEL 1DVRVMROQGGQDVDPURSUDPWRFW®KQVLRQ ORPHWDVRQH IXURDWH DV PRQRK\GUDW
PLFURJUDPV DFWXDWLRQ QDVDO VSUD\ HrQPL¥WURUIEWPVDEF \WSX PVWLYRRR P
OLSKDUP 6 3($.D %HUQDUGR 44DUBRRADNK{QJ Y{ WU+*QJ YLIQ QDQJ FiQOQWKRRIMD GK-RUPRQRQIFGHEBE@V Fy KR¥W WIQKORRALPR @GN QK EERF|ETW Y ,WDOLDQ OHGLKLQH
OLODQR 0, ,WEBA\EiQ U3Q FKiD KRUPRQ Yj FiF FKOW Fy JoRW¥ WY W@ 0 KR UPKRIQ KRWKXRQ Yj FiF FKOW Fy KR¥W WEQK KRUPRQ $.)%
&iFK JKL NKiF 9LD 68Q SK-P VLQK KRF 9LrQ QDQJ FiQJ FKiDnFKOMRKF QURIQY AWF Wi Q
4XDUDQWD 0BHPQR-P 7KXOF KUQ GIiFK [IW PEL 1DVRVMROGQDPDPURSUDPWRFVWKXQVLRQ ORPHWDVRQH IXURDWH DV PRQRK\GUDW
,WDO\ PLFURJUDPV DFWXDWLRQ QDVDO VSUD\ HrQPL¥IURIEWPVDEF \WSX PVWLYRRR P
7 2 WDOIDUPDFR 6 3 $ 2 9LDOH )XOYRQR 7BVW,IIWDO\ OLOD
"WDOIDUPDHRL®BH$)XOYLR 7THYWAKXOF Y{ WU+QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH
OLODQR 0, ,wWDOJ\ 7KXOF V8Q [XOW Y{ WU+QJ 'XQJ GIiRQ WK E KEWKFQ K& YW i ¥ IOKURRUP R Q N K { QU RELIBR YJ xPRKIPRRYL RRUW L FR VW H $)$
GéF
7KXOF WLEW WU+QJ FXOL 'XQJ GIFK WKG WtFK QKO
7KXOF NK{QJ Y{ WU+QJ 9LrQ QDQJ FiQJYWHQXQFQEYW Yj WKXOF FOP
7 a OHUFN 6HURQR 6 3 $ 2 9LD 'HOOH 0V RAIQHD ,Q GR¥W ULD|QH ORGXJQR %$ ,WDO\
OHUFN 6HUR|[QRD '"HOOH O0DJQROLAKXOBRH WU-QJ (8 *03],7 + ,WDOLDQ OHGLKLQH
6 3% JUDILRQH =RQD ,QGXVWKXDOH §Q [XOW Y{ WU+*QJ 7KXOF yVQOWKNFRK MY KREPRQKR»F FKOW Fy KR¥W FRIQW LERY RNIG(QJ EDR J $.)%
ORGXJQR %$ ['XQPDG@IFK WKG WtFK QKO EDR JxP FKA SK-PFVEIQ&W R§ KR¥W KWRIQKRQRIPRQ NK{QJ BDRNLOHY¥RUWLFRVWHURLG Y|l F
&iFK YLAW NKiF 9LD 'HROBF WLEW WU+QJ FXOL 'XQJ GIFK WKG WtFK QKO
0DJQROLH /IRFDOLRWEDF VLQK KNF
JUDJLRQH =RQD ,QGXVWHQDEKHP Wi PiX &KA SK-P FKiD DOEXPRQ/®Q ns&L B/ ¢© WKIREYYLQK KNF
ORGXJIOR 9%$ 680 SK-PEL{OJOIJKEVIOKKNE JURWHIO '1k0Q 70
,7 2),",$ )$50$&(87,&, 6 3 $ 2 9LD 3RQWH $HOOD )PEHEQRFBUPH 3' ,WDO\
), $ 9LD 3RQWH 'HOOD|)DEREKBEFFRJIV$U (8 *03],7 + ,WDOLDQ OHGLHKLQH
)$50$&(87,& $EDQR 7HUPH 3' 7KXOF V8Q [XOW Y[FPNUNRE \8XFXKI @K O § @ DS JF [E IEISAW [ X © WWMKIX DFQ[I W + W $.)%
6 3% ,WDO\ 7KXOF WLEW WU+QJ FXOL 'XQJ GIPKE @ I8&-WtFKLAKNO[XEDR W B @I YW JKBBXOF G¥QJ U2Q Y| F
7KXOF NK{QJ Y{ WU+QJ YLrQ QDQJ FiQJEWXN&E Np»QRJ WKOP WKXOF
7KXOF VLQK KRF &KA SK-P PLEQ GIiFK YW JFQ WL EXY WEQUKISBEPPYQK:S 68Q SKW-P FKLAW [XOW Wi yYQJ Y+
7 a (OL /LOO\ ,WDOLD 6 3 $ 29 *UDPWALR J)LRUHQWL@R )O ,WDO\
(OL /LOO\ ,WPDOUDPHFRL$ 7KXOF Y{ WU-QJ (8 *03],7 + ,WDOLDQ OHGLHKLQH
6HVWR J)LRUHQWLQR )OKX&MOEQ [XOW Y{ WU+QJ 'XQJ GISK-W KCQW t@ KK K\OL 8K iR RFK A $)8
&iFK YLAW NKiF 9LDKXOF VLQK KNF
*UDPVFL 6HVWR&KA SK-P F{QJ QJKE VLQK KNF FKA SK-P SURWHLQ WiL WU K¢S
JLRUHQWLQR JORUHQFH
,WDO\ 9LD *UDPVFL
SHVWROLRIUIHC(
, 7 2 $%& )DUPDFHXWLFL 6 3 $ 2 9LD &DQMRQ B LR HAWDWL%HUQRBGR ,2YUHD 72 ,WDO\
$%& )DUPDFHXWEPIQWRQH ORUHWIXIOF NIORR Y{ WU+-QJ 9LrQ QDQJ FiQJL @ KXF WKQYD B ¥EYIVO WEKXOF FOP (8 *03],7 ,WDOLDQ OHGLKLQH
6 3% /RFDOLWD 6DQ %HUQDUGR + $.)%
,YUHD 72 ,WDO\
, 7 2 EVD )DUPDFHXWLFL 6 5/ 2 9LD ODUWLA2L, G12 & HWID®R\Q L D
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ID CHUNG| TEN CO SO SAN 2 . A NGUYEN | GIAY CH. |NGAY - < A
J S ) A ! HET CONG
CHI XUAT DIA CHI PHAM VI CHUNG NHAN TACGMP| NHAN cap | CO QUAN CAP on
24 Eczacibasi Monrol [Tubitak Mam Technoparki * Thudc phéng xa: PIC/S- |TR/GMP/20 o |Turkish Medicines and 2
Nukleer Urunler  |Baris Mah. Dr.Zeki Acar + Dung dich uong MON.IYOT-131 (74-18500 MBq); GMP  |18/105d S [Medical Devices Agency
San. Ve tic A.S. Cad.No:1, Gebze-Kocaeli, + Vién nang cing MON.IYOT-131 (37-7400MBq); E (TMMDA)
41470, Turkey + Vién nang ctrng MON.IYOT-131 (0,37-36 MBq); -
+ Binh phat hat nhan phong xa - dung dich ria giai dung cho tiém hoac nhd mat MON.TEK 99Mo/99m TC 3
1223 Eczacibasi Monrol [Tubitak Mam Technoparki Thudc phong xa: PIC/S- |TR/GMP/20 © « |Turkish Medicines and 14
Nukleer Urunler Baris Mah. Dr.Zekiacar - MON.IYOT-131 74-18500 MBq Oral Solution in a vial (Sodium lodide(1311); GMP 18/228 S S |Medical Devices Agency
San. VeticAS. |Cad.No:1, Gebze-Kocaeli, |- MON.IYOT-131 037-7400 MBq (10uCi-200mCi) Oral Capsule (Sodium lodide (1311); 8 N
41470, Turkey - MON.TEK 99Mo0/99m TC - binh phat hat nhan phong xa (dung dich rira giai) (Sodium Pertechnetate (99Tc) Sodium Molybdate (99Mo); “:' 8
- MON.MIBG-131I- Diagnostic 9-120 MBg/ml Solution for L.V. Injection in a Vial (1311); S 0
- MON.MIBG-131I- Therapeutic 370-3700 MBa/ml Solution for LV. Iniection in a Vial:
1224  |Eczacibas Monrol |Tubitak Mam Tecnopark, Thuoc phong xa: MON.IYOT-131 (dung dich uong, nang ctrng), MON.TEK 99Mo/99m TC - binh phat hat nhan phong xa (dung dich rira giai) EU-GMP [DKH [} o« |Danish Medicines 14
Nukleer Urunler  |Gebze, Kocaeli, 41470, 00126119 S S |Agency
Turkey & a
o <+
TR-002 » World Medicine ilag San.ve Tic.A.$ » 15 Temmuz Mah. Cami Yolu Cad. No:50 Giinesli Bagcilar/istanbul, Turkey
34 World Medicine 15 Temmuz Mah. Cami Yolu [* Thubc khéng v6 trang: vién nén, vién nén bao phim EU-GMP |BG/GMP/20 «— |Bulgarian Drug Agency 3
ilag San.ve Tic.A.$ |Cad. No:50 Gunesli 18/119 S
Bagcilar/istanbul TURKEY <
o
o
857 World Medicine 15 Temmuz Mah. Cami Yolu [* Thudc khéng vé tring: vién nang ctrng; vién nang mém; thuéc udng dang I6ng (siro; thubc uéng nhé giot); dang bao ché rén khac (vién nén bao phim; EU-GMP [BG/GMP/20 | — [Bulgarian Drug Agency 11
llac San. Ve Tic. |Cad. No:50, P.K. 34212 thudc bot pha hén dich ubng; thubc cdm); ché pham stv dung ap Iuc (thudce hit chia lidu; thudc bot hit; thude xit mii); dang bao ché ban rén (thuéc kem, m&, 18/119 S S
A.S. Gunesli Bagcilar, Istanbul,  |gel); thuéc dan; vién nén. 3 g
Republic of Turkey Q s
@ o
858 World Medicine 15 Temmuz Mah. Cami Yolu [+ Thubc khéng v triing: vién nang ctng; vién nang mém; thubc uéng dang 18ng (siro, hdn dich, dung dich, thuéc nhé tai, thuéc udng nhé giot, thuéc nhd PIC/S- |TR/GMP/20 © o |Turkish Ministry of 11
llac San. Ve Tic. |Cad. No:50 Gunesli mii, thudc xit mi, thubc xit miéng), ché phdm c6 ap lyc (bdt khd dé hit, thude hit phan lidu); dang bao ché ban rén (sap, kem, gel); thuéc dan; vién nén; GMP  |18/110 S S |Health
AS. Bagcilar/Istanbul Turkey vién nén bao phim; vién nén bao dudng; thude bot; thude cdm; thudce tli; thudc ngam. g g
o o
- Iy
— o
1331 |World Medicine 15 Temmuz Mah. Cami Yolu [+ Thudc khéng v triing: vién nang ctng; vién nang mém; thubc uéng dang 1dng (dung dich, siro, hén dich), thuéc dung ngoai dang Idng (dung dich thuc PIC/S- |TR/GMP/20 o o |Turkish Ministry of 15
llac San. Ve Tic. |Cad. No:50 Gunesli nhé tai, dung dich thuéc nhé mdi, dung dich thudc xit mdii), dang bao ché rén khac (thudc cém; vién ngam, thudc bét hit, thubc bot udng; vi nang); dang bao| GMP  |19/96 S S |Health
AS. Bagcilar/Istanbul Turkey ché ban rén (sap, kem, gel); thudc dan; vién nén; vién nén bao phim; vién nén bao dung;dang bao ché khac (thudc hit phan lidu; tai cdm) . E z
o o
I <)
o N
TR-003 » Mefar ilag Sanayii A.S. » Ramazanoglu Mah. Ensar Cad. No: 20, Kurtkdy - Pendik / Istanbul, Turkey
1146 Mefar llac Sanayii |Ramazanoglu Mah. Ensar * Thuqc vo trung: ) EU-GMP [DKH o «— |Danish Health and 13
A.S Cad. No. 20, Kurrtkoy, + Thudc san xuat vo trang: thuoc dong kho. 00114519 S S Medicines Authority
Istanbul, 34906, Turkey > | & |oHWA)
2 <2
™ —
~— N
1147 Mefar ilag San. Ramazanoglu Mah. Ensar * Thudc san xuat vo tring: Thuoc dong kho, dung dich thuoc tiém thé tich nhd. PIC/S- |TR/GMP/20 © — |Turkish Medicines and 13
A.S. Cad. No: 20, Kurtkdy - GMP 18/333 § § Medical Devices Agency
Pendik / Istanbul, Turkey & &
~— o
N -
[N o~
TR-004 » Bilim llac San. Ve Tic. A.S. » Gebze Organize Sanayi Bolgesi 1900 Sokak No: 1904 41480 Gebze- Kocaeli, Turkey
245 Bilim llac Sanayii |Gebze Organize Sanayi * Thubc vo tring: . o . . ) B ) PIC/S- |TR/GMP/20 Turkish Medicines and 6
Ve Ticaret A. S. Bolgesi 1900 Sok. No: 1904, + Thudc san xuat vé trung: Dung dich thuoc nhé mat, hon dich thuoc nhé mat, dung dich thudc nhd tai, hon dich thudc nhd tai GMP 19/199 Medical Devices Agency
(Céch viét khac:  |Gebze, Kocaeli, Turkey + Thudc tiét tring cudi: Thudc ban ran . — |(tMmDA)
Bilim llac San. Ve. |(Céach viét khac: Gebze * Thudc khong vé tring: s N
Tic. A.S.) Organize Sanayi Bolgesi + Vién nang crng: Giai phong thay di, khang dich vi, giai phong kéo dai; q q
T 1900 Sokak, No: 1904 41480| + Thuéc dung ngoai dang 16ng: dung dich nhé miii, dung dich thudc nhé tai, hdn dich nhé mdii, hdn dich thubc nhé tai,thudc xit mdii. - -
Gebze-Kocaeli, Turkey) + Thubc ubng dang I6ng: Dung dich, thudc nhé giot, siro, hén dich, nhi dich. b 2
+ Dang bao ché ban ran khac: Thubc cém gidi phong thay ddi, thudc cdm sti bot, thude cdm khang dich vi.
+ Thudc ban ran: kem, gel. m&
+ \/jAn nén- \/idn nhAn tAn vidn nhai vidn qidi nhana thay dAi vidn efi vidn han nhim vidn aidi nhdna chAm vidn han tan & At
246 Bilim llac Sanayi |Gebze Organize Sanayi * Thuoc khong vé tring: Vién nang cing; thudc uong dang 16ng (siro va hén dich); dang bao ché ban ran; vién nén, vién nén bao phim; bot pha hén dich EU-GMP (381-10- Agency for Medicinal 6
Ve Ticaret A. S.  |Bolgesi 1900 Sokak No: udng (dong chai va goi). 05/162-18- = & |Products and Medical
(Cach viét khac:  |1904, Gebze, Kocaeli, 07 & &  |Devices, Croatia
Bilim llac San. Ve. [Turkey S &
Tic. A.S.) (Cach viet khac: Gebze M3 -
T Organize Sanayi Bolgesi =] ©
1900 Sokak No- 1904 41480
TR-005 » Sandoz Grup Saglik Urunleri llaclari San. Ve Tic. A.S. » Gebze Organized Industrial Region lhsan Dede Cadde No. 900. Sokak TR-41480 Gebze-Kocaeli, Turkey
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 180/ 202 23-06-2022
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CHI XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP I}{{i; CO QUAN CAP ngG

415 Sandoz Grup Gebze Organized Industrial |* Thuoc khong vo trung: Vién nén EU-GMP [DE_ST_ 01_| o o [Co quan tham quyen 8
Saglik Urunleri Region Ihsan Dede Cadde GMP_2019_ § § Burc (Sachsen-Anhalt)
llaclari San. Ve Tic.[No- 900. Sokak TR-41480 0012 o &

AS. Gebze-Kocaeli, Turkey S -
|5
TR-006 » llko llac San. Ve Tic. A.S. » 3. Organize Sanayi Bolgesi (hodc OSB), Buyuk Kayacik Mah. Kuddusi Cad., 23.Sok. No:1, Selcuklu, Konya, Turkey
510 ILKO ILAC SAN. [3. Organize Sanayi Bolgesi [* Thudc khéng vé trung: Vién nang ctrng (vién nang kiém soat gidi phéng, vién nang tan trong rudt); thudc ban ran (m&, kem, gel); Vién nén; Vién nén bao; | PIC/S- [TR/GMP/20 Co quan quan ly Thé 9
VE TIC. A.S (hodc OSB), Buyuk Kayacik |vién nén kiém soat giai phong; vién nén bao phim; vién nhai; vién bao tan trong ruét; thuc khac (cdm, bot, pellet) GMP 18/195 © « [NhTKy

Mah. Kuddusi Cad., 23.Sok. S g
No:1, Selcuklu, Konya, [N &
Turkey g. 8.
(cach ghi khac: 3. Organize = b
Sanayi Bolgesi (hodac OSB),

Kuddiisi Cad 23 Sok No-1

TR-008 » Sanofi llac Sanayi. Ve Tic. A.S. » Kucukkaristiran Mah. Merkez Sok. No. 223/A Buyukkaristiran / Luleburgaz/Kirklareli

247 Sanofi llac Sanayi. [Kucukkaristiran Mahallesi.  [Thuéc khéng vé trung: thubc dat. PIC/S- |TR/GMP/20 ) — |Turkish Medicines and 6
Ve Ticaret Anonim |Merkez Sok. No. 223/A GMP  |18/99 § % Medical Devices Agency
Sirketi (AS) 39780, Buyukkaristiran / @b &£ |(TMMDA)

Luleburgaz/Kirklareli, Turkey. Q Q
& | &
TR-009 » Bilim llag Sanayi Ve Ticaret Anonim Sirketi » Cerkezkdy Organize Sanayi Bolgesi, Karaagag Mh. 5. Sk. No.6, Kapakli- Tekirdag, 59510, Turkey

485 Bilim llag Sanayi  [Cerkezkdy Organize Sanayi [* Thudc khong vé trung khong chira khang sinh nhom Penicillin: PIC/S- |[TR/GMP/20 Turkish Medicines and 9
Ve Ticaret A.S. Bolgesi Karaagag Mah. 5. + Vién nang ctrng, vién nang ctrng gidi phong kéo dai, vién nang cing giai phong thay ddi, vién nang ctng tan trong ruét. GMP 20/57 o o |Medical Devices Agency
(Céch viét khac:  |Sok. No:6 Kapakli/Tekirdag, |+ Vién nén, vién nén bao phim, vién nén giéi phong thay dé'i, vién nén gidi phong kéo dai, vién nén tan trong rugt. g S |(TMMDA)

Bilim llac San. Ve |Turkey (Cach viét khac: + Thu@c bét pha dung dich udng, thudc bot pha hén dich udng, thude bét dang udng, thude bét pha siro. i B i ) - g g
Tic. A.S.) Cerkezkdy Organize Sanayi |* Thu()‘c kh()ng‘vé trung ChL')'? khéng‘sinh nhém Penicillin: Vién nang crng; vién nén, vién nén bao phim; thudc bét pha hon dich udng, thudc bét pha hon =] <
Bolgesi, Karaagag¢ Mahallesi. [dich uong, thuoc bét dang uong, thuoc bét pha siro. o Q
5. Sok. No:6, Kapakli-
Tekirdad Turkev)

486 BILIM ILAC Cerkezkdy Organize Sanayi [* Thudc khéng vé tring chira khang sinh nhém Penicillin: Vién nang ctng; vién nén, vién nén bao phim; thuéc bét pha hén dich udng. EU-GMP |Klasa: UP/I- Agency for Medicinal 9
SANAYI VE Bélgesi, Karaagag Mh. 5. Sk. 530-10/17- ~ — |Products and Medical
TICARET ANONIM [No-6, Kapakii- Tekirdag 03/16, S S |Devices, Croatia
SIRKETI 59?10, Turkey"(Céch vi?t Urbroj: 381- m m
(Cach viét khac; ~ |<hac: Gerkezkdy Organize 10-05/243- | % -

Bilim llac San. Ve |S2navi Bolgesi, Karaagag 17-11 8| &
N Mahallesi. 5. Sok. No:8,
Tic. AS.) Kanakli- Tekirdad Turkev ) _

1225 |Bilim llag Sanayii |Cerkezkdy Organize Sanayi |* Thuoc khéng v6 trung khéng chira khang sinh nhém Penicillin: PIC/S- |TR/GMP/20 Turkish Medicines and 14
Ve Ticaret A.S. Bolgesi Karaagag Mah. 5. + Vién nang ctng, vién nang cirng giai phéng kéo dai, vién nang crng giai phong thay ddi, vién nang ctrng tan trong rudt. GMP 20/193 o « [Medical Devices Agency
(* Cach ghi khac:  |Sok. No:6 Kapakli/Tekirdag, +Vién nén, vién nén bao phim, vién nén giai phong thay déi, vién nén giai phong kéo dai, vién nén tan trong ruét. g S [(TMMDA)

Bilim llac San. Ve |Turkey (Cach viét khac: + Thubc bot pha dung dich uéng, thubc bot pha hén dich uéng, thube bot dang uéng, thude bot pha siro. ) ’ ) ) g 3
Tic. A.S.) Cerkezkdy Organize Sanayi |* Thué'c khéng’vé trung chL’Pg khang ;inh nhém Penicillin: Vién nang cirng; vién nén, vién nén bao phim; thudc bét pha hén dich udng, thudc bét pha hon < =3
Bolgesi, Karaagag Mahallesi. [dich udng, thudc bot dang udng, thude bdt pha siro. P S
5. Sok. No:6, Kapakli-
Tekirdad Turkev) _

1430 |Bilim llag Sanayii |Cerkezkdy Organize Sanayi |* Thudc khdng vé trung khéng chira khang sinh nhém Penicillin: PIC/S- |[TR/GMP/20 Turkish Medicines and 16
Ve Ticaret A.S. Bdlgesi Karaagag Mah. 5. + Vién nang cirng, vién nang ctrng gidi phéng kéo dai, vién nang cting gidi phong thay ddi, vién nang cing tan trong rudt. GMP 21/77 - « [Medical Devices Agency
(* Cach ghi khac:  |Sok. No:6 Kapakl/Tekirdag, + Vién nén, vién nén bao phim, vién nén giai phong thay dé'i, vién nén gidi phong kéo dai, vién nén tan trong rudt. S S |(TMMDA)

Bilim llac San. Ve Turkey (Céch viét khac: + Thuﬁc b6t pha dung dich udng, thudc bét pha hén dich udng, thude bét dang udng, thude bét pha siro. i - i ) - z m
Tic. A.S.) Cerkezkdy Organize Sanayi |* Thuép khéng'vé trang chuz’a khang §inh nhém Penicillin: Vién nang cirng; vién nén, vién nén bao phim; thudc bot pha hén dich udng, thudc bét pha hon =3 -
Bolgesi, Karaagag Mahallesi. [dich udng, thuc bot dang udng, thudce bét pha siro. © P>y
5. Sok. No:6, Kapakli-
Tekirdad Turkev)
TR-011 » SANTA FARMA iLAG SANAYii ANONIM SIRKETI » Kocaeli, Gebze V (Kimya) lhitisas OSB Erol Kiresepi Cad. No:8, 41455 Dilovasi - KOCAELI, Turkey

423 SANTA FARMA  [Kocaeli, Gebze V (Kimya)  [* Thubc khéng vé tring: EU-GMP [UP/I-530- Agency for Medicinal 8
ILAGC SANAYIi Ihtisas OSB Erol Kiresepi + Vién nang cing; i ) ) ) . 10/20-03/04;| o «~ |Products and Medical
ANONIM SIRKETI Cad. No:8, 41455 Dilovasi - + Thudc dung trong dang Idng: Thudc sird; thudc xit; dung dich; nuéc sic miéng; thuoc nhé mdi; thuoc nhé tai; thuoe xit mii (chira hormon Cortisone); 381-10- g S [Devices (HALMED),

KOCAELI, Turkey + Thubc cém; thube pellet; thuéc bot pha dung dich-hdn dich udng; thuéc cém pha dung dich-hdn dich ubng; 05/241-20- N Y lcroatia
cach viét khac: Kocaeli, + Thubc ban rén: Thuéc m&; thubc kem (chira hormon Cortisone); gel; lotion; 03 $ 8

Gebze V (Kimya) Ihtisas + Vién nén, vién nén bao phim. b 8

OSB Erol Kiresepi Cad.

No'8 Dilovasi - KOCAF| | _

424 SANTA FARMA  |Gebkim Organize Sanayi * Thudc khéng vé trang: PIC/S- |TR/GMP/20 Turkish Medicines and 8

iLAC SAN. A.S Bélgesi Cerkesli, Yolu, Uzeri + Vién nang clrng; vién nang clrng tan trong rudt, vién nang ctrng kiém soat giai phong; GMP 19/99 Medical Devices Agency
Erol Kiresepi Cad. No:8 + Thucf)c dung trong dang léng: sir();’dung dich ubng, nuéc S\':IC miéng; hc’)n'dich. = g (TMMDA)
DiIovaSi/Kgcaeli/Turkey + Thu{)c dL:mg ngqéi dging l6ng: thuég xit;'thuéc nho mii; thude nho tai; th'uﬁc'xjt mdi; dung dich t’hut truc trén_g. i o ) IS I
(* Cach viét khac: Gebkim + Thudc cém; thubc cdm sui bot, thude cdm gidi phong cé kiém soat, thude cém tan tai rudt; thuéc bot pha hdn dich uéng; thuéc cdm pha hén dich uéng; ¥} ¥}
Kimya lhtisas Organize pellet. g g
Sanayi Bolgesi Cerkesli, + Thubc m&; thubc kem; gel; lotion. N o
Yolu, Uzeri Erol Kiresepi + Vién nén; vién nén bao phim, vién nén gidi phong kiém soat, vién nén tan tai rudt, vién nén dat dwdi lwdi, vien nén hoa tan, vién nén nhai, vién nén
Cad No-8 41455 nOAm vidn nén nhan tAn vidn nén @4t Am dao vidn vidn nén hao hailén vidn nén sili
TR-012 » Novartis Saglik, Gida Ve Tarim Urunleri San. Ve Tic. A.S. » Yenisehir Mahallesi Ihlara Vadisi Sokak No. 2, Pendik, Istanbul, TR 34912, Turkey
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681 Novartis Saglik, Yenisehir Mahallesi, Ihlara  [* Thudc khéng vé tring: Vién nang cing; vién nang cting giai phong bién doi; thudc com, bot nhao, vién nén nhai, vién nén giai phong bién doi, vién nén PIC/S- |[TR/GY/2020/| o o |Republic of Turkey 10
Gida Ve Tarim Vadisi Sokak No. 2, Pendik, |sti bot, vién nén tan trong ruét, vién nén bao phim, vién nén bao. Vién nén pha hén dich, vién nén, vién nén gidi phéng cham. GMP 25-1 S S Ministry of Health
Urunleri San. Ve  |lstanbul, TR 34912, Turkey > Ry
N o o
Tic. A.S. S <
o -
682 Novartis Saglik, Yenisehir Mahallesi, Ihlara  |* Thuoc khong vé tring: Vién nang cing; Vién nén: Vién nén, vién nén bao duwdng; vién nén bao tan trong rudt; vién nén khong tan trong da day; EU-GMP |DE_BE_05_| o o |Co quan tham quyén 10
Gida Ve Tarim Vadisi Sokak No. 2, Pendik, |(Pham vi thanh tra chi gi¢i han & vién nén) GMP_2019_ S S Dulrc
Urunleri San. Ve |Istanbul, TR 34912, Turkey 0064 g g
+ ) -~
Tic. A.S. N -
N ™
TR-013 » PHARMAVISION SAN. VE TIC. A.S. » Davutpasa Caddesi No:145 Topkapi, Istanbul, Turkey
859 Pharmavision Davutpasa Caddesi No:145  [* Thuép khéng vo trung: ] PIC/s-GMP|TR/GMP/20 Turkish Medicines and 11
Sanayi Ve Ticaret |Topkapi, Istanbul, Turkey [+ Thudc dung ngoai dang I6ng (thudc dung ngoai da). 19/145 i N |Medical Devices Agency
Anonim Sirketi (Céch viét khac: Davutpasa |+ Thubc diing trong dang ldng (dung dich udng, hén dich uéng, si o, thubc udng nhé giot). S <
(Céch vidt khac: Caddesi No:145 Topkapi, + Thubc bt pha hdn dich udng. o foe)
Pharmavision San. [Zevtinbumu, Istanbul, + Thudc dang ban rén (kem, thubc m&, gel, nhii twong ding ngoai da). u,c-; ‘OL
Ve Tic. A.S " | Turkey) + Vién nén (vién nén, vién nén bao phim, vién nén nhai, dragee). o N
e Tic. AS.) * Thur"m khéna va triina chiva khana sinh nhém Cenhalosnorin® vién nén vién nén haa nhim- thuée hat nha hén dich udna- vién nana civna
1148  |Pharmavision Davutpasa cad. No:145, * Thude khong v6 tring: B ) EU-GMP |UP/I-530- Agency for Medicinal 13
Sanayi Ve Ticaret [34010 Topkapi, Istanbul, + Thudc chira khang sinh nhdm Cephalosporin: Vién nén, vién nén bao phim; bot pha hon dich uong. 10/17-03/15; ﬁ N Products and Medical
Anonim Sirketi  |Turkey 381-10- 8 &  |Devices (HALMED),
(Céch viét khac: 05/241-18- S S |Croatia
Pharmavision San. 1" ~ h>
Ve Tic. A.S.)
TR-014 » Berko llac Ve Kimya San. A.S » Adil Mahallesi, YOrikler Sokak No: 2 34920 Sultanbeyli, Istanbul, Turkey
1967 |Berko llac Ve Adil Mahallesi, YOrikler * Thudc khong vé tring: Siro; thudc udng nhé giot; thudc xit (khéng cé khi gas); dung dich thudc; hdn dich thudc; vién nén; vién nén bao phim; vién nang PIC/S- |TR/GMP/20 © —  |Turkish Medicines and 22
Kimya San. A.S  |Sokak No: 2 34920 ctrng; thube goi; thude bot pha hdn dich; thube dan; lotion; thudc trieng; thudce kem; thube mé; thude gel. GMP  |18/281 S S [Medical Devices Agency
Sultanbeyli, Istanbul, Turkey S 3 (TMMDA), Turkey
- o
& S
Y «
TR-015 » NOBEL ILAC SANAYII VE TICARET A.S. » Sancaklar 81100, Duzce, Turkey
1149  |Nobel llac Sanayii |Sancaklar Mah. Eski * Thudc khdng vé tring: i ) i PIC/S- |TR/GMP/20 Turkish Medicines and 13
ve Ticaret A.S. Akcakoca Cad. No: 299, + Vién nang cing (vién nang, micropellet); Thudc dung ngoai dang 1dng (thudc xit, dung dich duing ngoai); Thudc dung trong dang 1&ng (hén dich, si ro); GMP 18/204 Medical Devices Agency
81100, Duzce. Turkey Thudc dang ban rén (kem, gel); Vién nén (vién nén, vién nén bao phim, vién nén bao tan trong rudt, vién ngam, dragee); Thudc bdt, thuéc cdm.
+ Xuét xudng 16. © b
* Thudc khong vé triing chira khang sinh nhém Cephalosporin: Vién nén bao phim; Bot pha hén dich uéng. I I
* Pong goi so cép: co'u E,'f
+ Thudc khdng v6 tring: Vién nang cirng (vién nang, micropellet); Thudc duing ngoai dang 18ng (thuédc xit, dung dich diing ngoai); Thuéc dung trong ~ &
dang l6ng (hén dich, si rd); Thubc dang ban rén (kem, gel); Vién nén (vién nén, vién nén bao phim, vién nén bao tan trong rudt, vién ngam, dragee); Thudc N -
bot, thube cdm.
+ Thudc khdng vo tring chira khang sinh nhém Cephalosporin: Vién nén bao phim; Bét pha hén dich uéng.
* DANA aAi thiv cAn
1431 Nobel llac Sanayii |Sancaklar 81100, Duzce- * Thubc khéng vé triing: vién nang cing; thudc xit; si ré, hdn dich udng; thudc bét pha hén dich udng, thuéc cdm pha hén dich niém mac miéng; thuoc kem;| EU-GMP [BG/GMP/20 © — (Bulgarian Drug Agency 16
ve Ticaret A.S. Turkey vién nén, vién nén bao phim, vién nén bao tan trong rudt. 18/113 ) S
(* Cach ghi khac: Sancaklar |* Thudc chira khang sinh nhém Cephalosporin: vién nén bao phim; bt pha hén dich uéng. g g
Mah. Eski Akcakoca Cad. * Kiém tra chét lwong: Vi sinh: Khdng vé trung; Héa hoc/Vat Iy. < hn
No: 299, 81100, Duzce. = »
TR-016 » Atabay Kimya San. ve Tic. A.S. » Dilovasi Organize Sanayi Bolgesi 4. Kisim Sakarya Cad. No:28, Gebze/Kocaeli, Turkey
860 Atabay Kimya Dilovasi Organize Sanayii * Thudc khong vé tring chira khang sinh nhém Penicillin: Bét pha hén dich udng; Vién nén, vién nén bao phim. EU-GMP (BG/GMP/20 Bulgarian Drug Agency 11
Sanayi ve Ticaret |Bolgesi 4, Kisim Sakaraya 19/159 o ~
A.S. (Gebze sterile |Caddesi No:28 Gebze / ) S
Kocaeli, Turke aq A
plant, Gebze non- s Yy b ©
. o o
sterile plant and & &
Gebze beta-lactam © -
antibiotic plant)
861 Atabay Kimya San. |Dilovasi Organize Sanayi * Thudc udng chira khang sinh nhém Penicillin: Vién nén, vién nén bao phim; bt pha hén dich udng; vién nang. PIC/S |TR/GMP/20 © — |Turkish Medicines and 1
ve Tic. A.S. Bélgesi, 4. Kisim Sakarya GMP  |18/109 é § Medical Devices Agency
Caddesi No:28, Gebze / Ny & |(TMMDA)
Kocaeli, Turkey < Q
) S
TR-020 » Pharmactive ilac Sanayi ve Ticaret A.S. » C.0.S.B. Karaagac Mahallesi Fatih Bulvari, No 32, Kapakli/Tekirdag, 59510, Turkey
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1151 Pharmactive llac  |Karaagac Mahallesi Fatih * Thuoc khong vé tring: Vién nang cing; Thudc dung ngoai dang Iéng (lotion, thude xit ngoai da); Thudc diing trong dang I6ng (thudc uong nhé giot, thude PIC/S- |TR/GMP/20 Turkish Medicines and 13
Sanayi ve Ticaret |Bulvari, No: 32, Cerkezkoy, |dung dich udng, si ré, nhi dich, hén dich uéng); Thudc dang ban rén (kem, gel, m&); Vién nén (Vién nén, vién nén bao phim, vién nén bao tan trong rudt, GMP 18/276 Medical Devices Agency
AS. Organize Sanayi Bolgesi vién nén sui, vién nén nhai, vién nén gidi phdng kéo dai, vién nén ra, vién nén bao, dragee).
Kapakli/Tekirdag, Turkey * Xuét xwdng 16.
*Pong goi so' cap: Thudc khong v triing: Vién nang cirng; Thudc ding ngoai dang 1dng (lotion, thuéc xit ngoai da); Thudc dung trong dang I6ng (thuéc ® S
udng nhd giot, thuéc dung dich udng, si rd, nhii dich, hdn dich ubng); Thuéc dang ban ran (kem, gel, m&); Vién nén (Vién nén, vién nén bao phim, vién nén IS4 I
bao tan trong rudt, vién nén sui, vién nén nhai, vién nén giai phong kéo dai, vién nén ra, vién nén bao, dragee). :' 8’
*Poéng goi thir cép. & &
* Kiém tra chat lwong: N o
+ Vi sinh: V6 trung.
+ Vi sinh: Khéng vé trung.
+ Hoéa hoc/Vat ly.
& Qink h,
1898  |Pharmactive llag  |Gerkezkdy, Organize Sanayi |* Thudc khong vé trung: Vién nang ciing (Vién nang cing tan trong rudt, vién nang ctng, vién nang cirng giai phong kéo dai); Thuoc ding ngoai dang léng|  PIC/S- | TR/GMP/20 Turkish Medicines and 21
Sanayi ve Ticaret |Bolgesi Karaagag Mahallesi |(dung dich xit niém mac miéng, dung dich xit mdi, thuoc xit ngoai da, nuwéc siic miéng, nhi dich); Thude dung trong dang 16ng (thudc udng nhé giot, dung GMP  [21/300 - < |Medical Devices Agency
AS. Fatih Bulvari, No: 32, Kapakli|dich udng, si rd, nhi dich, hén dich udng); Thudc dang ban ran (kem, gel, m&); Vién nén (Vién nén, vién nén bao phim, vién nén bao tan trong ruét, vién g g
Tekirdag, Turkey nén sti, vién nén nhai, vién nén giai phong kéo dai, vién nén ra trong miéng, vién nén bao). o A
* Xuét xwdng 16. ﬁl \9'
*Pong goi so' c&p: Thudc khdng vé triing: Vién nang crng; Thudc ding ngoai dang 18ng; Thudc diing trong dang léng; Thudc dang ban ran; Vién nén. bt Q
* Pong goi thir cép.
* Kidm tra chAt lipgng- /i sinh (VA triing Khana va tring)- Hoa hoc/\/At 1V- Sinh hac
TR-021 » Exeltis ilag San. ve Tic. A.S. » Gerkezkdy Organize Sanayi Bolgesi, Gaziosmanpasa Mahallesi, Fatih Bulvari No:19/2, Gerkezkdy-Tekirdag, Turkey
1555 Exeltis llag San. ve |Cerkezkdy Organize Sanayi [* Thudc trieng/thuéc dan; Thude kem/Gel EU-GMP |ES/074HV/1 b N Agency for Medicines 17
Tic. A.S. Bélgesi, Gaziosmanpasa 8* Q { [and Health Products
Mahallesi, Fatih Bulvari & &  |(AEMPS), Spain
No:19/2, Cerkezkdy- Q Q
Tekirdag, Turkey =] )
1556  |Exeltis ilag San. ve [Gerkezkdy Organize Sanayi |* Thuéc trirng/thudc dan; Thubc kem/Gel PIC/S- |TR/GMP/20 N N Turkish Medicines and 17
Tic. A.S. Bélgesi, Gaziosmanpasa GMP  |21/80 5] &  [Medical Devices Agency
Mahallesi, Fatih Bulvari ey & |(TMMDA)
No:19/2, Cerkezkdy- S -
Tekirdag, Turkey ~ S
TR-024 » Osel llac San. Ve Tic. A.S. » Akbaba Mahallesi Maras Caddesi No.: 52 Beykoz Istanbul, Turkey
1432 |Osel llac San. Ve |Akbaba Mahallesi Maras * Thuéc’vé tring ] . PIC/S- |TR/GMP/20 Turkish Medicines and 16
Tic. A.S. Caddesi No.: 52 Beykoz - Thu{:c san xuat vo grung: Thudc dang I6ng thé tich nhé: Dung dich tiém. GMP 20/125 Medical Devices Agency
Istanbul, Turkey - Thudc tiét trung cudi: 8 g
+ Thubc dang ldng thé tich Ién: Dung dich tiém truyén. S <
+ Thubc dang Idng thé tich nhé: Dung dich tiém. &b &b
* Thudc khdng vé tring: e 2
- Thuéc dang 18ng diing ngoai: Dung dich diing cho tryc trang; Dung dich xjt niém mac miéng; Dung dich nhé mdi; Dung dich xjt mi; Dung dich xit ngoai ~ o
da; Dung dich stc miéng; Dung dich nhé tai; Thudc nhd niém mac miéng; Nhii dich dung ngoai da; Hén dich tryc trang; H8n dich diing cho niém mac
midna
TW-001 » Pfizer Biotech Corporation, Hsinchu Plant » No. 290-1, Chung Lun Village, Hsinfeng, Hsinchu, 30442, Taiwan
321 Pfizer Biotech No. 290-1, Chung Lun * Thudc khong vé triing: Vién nén (bao gém ca vién bao), thudc bot; vién nang crng; PIC/S- 4731 © S The Republic of China 7
Corporation, Village, Hsinfeng, Hsinchu, GMP S S |Food and Drug
Hsinchu Plant 30442, Taiwan & < |Administration (Taiwan)
=) &
« Y
1020 Pfizer Biotech No. 290-1, Chung Lun * Thudc khong vé triing: Vién nén (bao gém ca vién bao), thudc bot; vién nang crng; PIC/S- |06395 S N The Republic of China 12
Corporation, Village, Hsinfeng, Hsinchu, GMP Q Q |Food and Drug
Hsinchu Plant 30442, Taiwan & < |Administration (Taiwan)
o -~
) ©
« Y
TW-003 » Standard Chem. & Pharm. Co., Ltd. » No. 6-20, Tuku., Tuku Village, Sinying district, Tainan city 73055, Taiwan
463 Standard Chem. & |No. 6-20, Tuku., Tuku * Thudc v6 tring: PIC/S- |4985 ) —  |Ministry of Health and 9
Pharm. Co., Ltd.  |Village, Sinying district, + Thucf)c san xuét vo tring: Hén dich tiém, dung dich tiém thé tich nhé, thudc tiém bot dong kho; Thudce tiém bot cephalosporin. GMP § § Welfare, Republic of
Tainan city 73055, Taiwan + Thubc tiét tring cudi: Thudc dang 16ng thé tich nh. ) o & & |China (Taiwan)
* Thudc khong vé trung: Dung dich thudc, vién nang, vién nén, vién nén bao, thudc bét, thudc com. 2 Q
N -~
1433  |Standard Chem. & |No. 6-20, Tuku., Tuku * Thudc v6 tring: PIC/S- |06983 - o |Ministry of Health and 16
Pharm. Co., Ltd.  |Village, Sinying district, + Thudc sén xuét v6 trang: Han dich tiém, dung dich tiém thé tich nhd, thubc tiém bot dong kho; Thude tiém bot cephalosporin. GMP § § Welfare, Republic of
Tainan city 73055, Taiwan + Thudc tiét trang cudi: Thudc dang 16ng thé tich nho. i o 4 & |China (Taiwan)
* Thudc khong vé trung: Dung dich thudc, vién nang, vién nén, vién nén bao phim, thudc bét, thuéec com. < O,
S by
TW-004 » Lotus Pharmaceutical Co., Ltd. Nantou Plant » No.30, Chenggong 1st Rd., Sinsing Village, Nantou City, Nantou County 54066, Taiwan
248  [Lotus No.30, Chenggong 1stRd., [* Thuéc khéng vé trung: PIC/S- [5272 o 5 [Taiwan Food 6
Pharmaceutical Sinsing Village, Nantou City, |- dung dich thuoc ‘ GMP S S |and Drug Administration
Co., Ltd. Nantou |Nantou County 54066, - vién Tén, vién n?'n bao E)him, vién nang ctrng, vién nang mem N o < |(TFDA)
Plant Taiwan - Thudc chira chat doc té bao: vién nén bao, vién nang cirng, vién nang mem, Q <
- Thudc chira hormon: vién nén g 8
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1968 Lotus No.30, Chenggong 1st Rd., [|* Thuoc khéng vo gn‘mg: PIC/S- |07489 - <« |Taiwan Food 22
Pharmaceutical ~ [Sinsing Village, Nantou City, | - Dung dich thudc. ‘ GMP § § and Drug Administration
Co., Ltd. Nantou |Nantou County 54066, - Vién nén, vién nén bao phim, vién nang ciing, vién nang mem. < < |(TFDA)
Plant Taiwan - Thube chira chét doc té bao: vién nén bao, vién nang cirng, vién nang mém. i <
8|2
TW-005 » 2nd Standard Chem. & Pharm. Co., Ltd » No. 154, Kaiyuan Road, Sinying District, Tainan City 73055, Taiwan
683 2nd Plant, No. 154, Kaiyuan Road, * Thudc khong vé tring: dung dich thudc udng , hén dich thude udng, dang bao ché ban ran (kem, m&) miéng gac, vién nén, vién bao duong, vién bao PIC/S- [5594 ey —  [Ministry of Health and 10
Standard Chem. & |Sinying District, Tainan City |phim, vién nén phéng thich kéo dai, thuc cdm, vién nang ctrng, pellet, thubc dat. GMP é § Welfare, Republic of
Pharm. Co., Ltd  |73055, Taiwan & & |China (Taiwan)
to) -
o -~
1765 |2nd Plant, No. 154, Kaiyuan Road, * Thudc khong vé tring: dung dich thudc uong hén dich thudc udng, dang bao ché ban ran (kem, m&) miéng gac, vién nén, vién bao dwdng, vién bao PIC/S- 07433 - o |Ministry of Health and 19
Standard Chem. & |Sinying District, Tainan City |phim, vién nén phéng thich kéo dai, thuéc cdm, vién nang ctrng, pellet, thubc dat. GMP § § Welfare, Republic of
Pharm. Co., Ltd  |73055, Taiwan & & |China (Taiwan)
o -
1969 [2nd Plant, No. 154, Kaiyuan Road, * Thudc khong vé tring: dung dich thudc udng , hén dich thude udng, nhi dich thudc udng, dang bao ché ban ran (kem, m&) miéng gac, vién nén, vién PIC/S- [07561 - < [Ministry of Health and 22
Standard Chem. & |Sinying District, Tainan City |bao, thubc cém, vién nang cting, pellet. GMP § § Welfare, Republic of
Pharm. Co., Ltd  |73055, Taiwan & & |China (Taiwan)
s | 2
TW-006 » Gentle Pharma Co., Ltd. » No.2, Fon Tan Rd., Jiasing Village, Da Bi Hsiang, Yunlin, Taiwan, R.O.C.
472 Gentle Pharma No.2, Fon Tan Rd., Jiasing  [* Thudc vé trung: PIC/S- |5666 Ministry of Health and 9
Co., Ltd. Village, Da Bi Hsiang, Yunlin,| + Thudc san xuét vo tring: Thubc tiém thé tich nhd; thuéc nhd mét, nhd tai, nhd mii; thuéc bot dong kho. GMP Welfare, Republic of
Taiwan, R.0.C. + Thubc v6 trung tiét tring cudi: Thudc tiém thé tich nhé. China (Taiwan)
(* Cach ghi khac: No.2, Fon  [* Thuéc khong vé trung: Dung dich; thudc dang ban rén; vién nén, thubc bét, thubc cém:; vién nang. o -
Tan Rd., Fon Tan Ind. Dist., |* Thuéc chira khang sinh nhém penicillin: S q
Da Bi Hsiang, Yunlin Hsien, + Thudc vé tring (thudc san xuét vé tring): Déng lo thude bot. DN DN
Taiwan, R.0.C.) + Thudc khéng vé triing: Thubc cdm, thudc bat; vién nang. = 3
* Thude chtra khang sinh nhém Cephalosponn 3 R
+ Thubc vé trung (thudc san xuét vo triing): Dong lo thudc bot.
+ Thubc khong vo tring: Thudc cém; vién nang.
* Thudc chira khang sinh Carbapenem:
+ ThuAc ua teting (thiA an At VA teiina): DAna la thiAc hAt
TW-007 » Ta Fong Pharmaceutical Co. Ltd » 11, An-Tou Lane, Yen-Ping Li, Changhua City, Taiwan, ROC
374 |TaFong 11, An-Tou Lane, Yen-Ping  [* Thuéc v6 tring: i PIC/S- |06103 o o |Ministry of Health and 8
Pharmaceutical Li, Changhua City, Taiwan, [+ Thudc san xuat vo trung Thuoc tiém (Dang Iong thé tich nho). GMP S S Welfare, Republic of
Co. Ltd. (RO.C) + Thudc tiét tring cubi: Thudc tiem (Dang long the tich nhé; Bao gdm cé san pham chira héc mon sinh duc ni). 2 g China (Taiwan)
* Thudc khéng vé tring: Dung dich; thuéc ban ran (kem, m&, gel); vién bao (vién nén, cém, bdt); vién nang; thudc dan. Q Q
3 3
TW-008 » TTY Biopharm Company Limited Lioudu Factory » No.5, Gongjian W.Rd., Qidu district, Keelung, Taiwan, R.0.C
862 TTY Biopharm No.5, Gongjian W.Rd., Qidu [* Thudc khéng vé triing: Vién nén, vién nén bao phim, vién nang cirng. PIC/S- [1072000219| <« o |Ministry of Health and 1
Company Limited [district, Keelung, Taiwan, GMP  |34-001 S S |Welfare, Republic of
Lioudu Factory R.O.C (3181) P & [China (Taiwan)
) &
o o
1970 |TTY Biopharm No.5, Gongjian W.Rd., Qidu [* Thudc khéng vé triing: Vién nén, vién nén bao phim, vién nang cirng. PIC/S- (07384 — o |Ministry of Health and 22
Company Limited |district, Keelung, Taiwan, GMP S S |Welfare, Republic of
Lioudu Factory R.O.C & & [China (Taiwan)
- &
o o
TW-009 » TTY Biopharm Company Limited Chungli Factory » 838, Chung Hwa Rd., Sec. 1, Chungli Dist., Taoyuan City, 32069, Taiwan
863 TTY Biopharm 838, Chung Hwa Rd., Sec. 1,[* Thubc khdng vé trung: Dang bao ché ban rén. PIC/S- |6038 o — |Taiwan Food 11
Company Limited |Chungli Dist., Taoyuan City, |* Thudc chira chat doc té bao: thuéc tiém (dung dich thé tich nho san xuét vo triing va tiét triing cudi; Liposome dé tiém (dung dich thé tich nho san xuét vo GMP é § and Drug Administration
Chungli Factory 32069, Taiwan tring); vién nang. & & |(TFDA)
- =)
| 3
1971 |TTY Biopharm 838, Chung Hwa Rd., Sec.  [* Thubc khdng vé trung: Dang bao ché ban rén. PIC/S- |07224 - o~ |Taiwan Food 22
Company Limited |1, Chungli Dist., Taoyuan * Thudc chira chat ddc té bao: thudc tiém (dung dich thé tich nhé san xuét vo tring va tiét triung cudi); Liposome dé tiém (dung dich thé tich nhd san xuét GMP S S |and Drug Administration
Chungli Factory  |City, 32069, Taiwan Vo triing); vién nang. > o |(TFDA)
o S
) =)
Y )
TW-010 » Taiwan Biotech Co., Ltd. » 22, Chieh Shou Rd., Taoyuan Dist., Taoyuan City, Taiwan, R.0.C
498 Taiwan Biotech 22, Chieh Shou Rd., * Thuoc vé tring: PIC/S- |06030 o « [Ministry of Health and 9
Co., Ltd. Taoyuan Dist., Taoyuan City, |- Thudc san xuat vo tring: GMP S & [Welfare, Republic of
Taiwan (R.0.C) + Dung dich thé tich nhé (thudc tiém, tiém truyén); q Y |china (Taiwan)
+ thubc nhé mét, nho tai, nhé mi. = QI
- Thudc tiét trang cudi: Dung dich thé tich nho va dung dich thé tlch 16N (thudc tiém, tiém truyén). ® I
* Thuée khdna vé trina: Duna dich: vién bao. vién nén. thudc cém. thube bét: vién nana cina chiva pellet: pellets: miéna dan
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TW-011 » Siu Guan Chem. Ind. Co., Ltd » 128 Shinmin Road, Hunei Village, West District, Chiayi City, Taiwan
595 Siu Guan Chem. [128 Shinmin Road, Hunei  [* Thudc tiét tring cudi: Thudc tiém thé tich nhé, thuc tiém truyén, hén dich tiém PIC/S- 6291 <) o |Ministry of Health and 9
Ind. Co., Ltd Village, West District, Chiayi |* Thudc khéng vé triing: dung dich thudc; thubc kem; thuéc m&; vién nén; vién nén bao phim; vién nang GMP § § Welfare, Republic of
City, Taiwan b « |China (Taiwan)
o -
ey ~N
TW-012 » Nang Kuang Pharmaceutical Co., Ltd » No. 1001, 1001-1, Zhongshan Rd., Xinhua Dist, Tainan City, Taiwan (R.O.C.)

684 Nang Kuang No. 1001, 1001-1, * Thudc khong vé tring: dung dich; thuéc m& (thudc kem); vién nén bao phim (vién nén, thudc bét, thudc cém); vién nang ciing. PIC/S- 4748 ) 8 Ministry of Health and 10
Pharmaceutical ~ Zhongshan Rd., Xinhua Dist, GMP § Q |Welfare, Republic of
Co., Ltd Tainan City, Taiwan (R.O.C.) & & China (Taiwan)

- o
I3} -
o -

1152 |Nang Kuang No. 1001, 1001-1, * Thudc khong vé tring: dung dich; thuéc m& (thudc kem); vién nén bao phim (vién nén, thudc bét, thudc cém); vién nang ciing. PIC/S- 06346 o o |Ministry of Health and 13
Pharmaceutical ~ |Zhongshan Rd., Xinhua Dist, GMP § § Welfare, Republic of
Co., Ltd Tainan City, Taiwan (R.O.C.) g- g China (Taiwan)

N -
~ -
TW-013 » Orient Pharma Co., Ltd. » No. 8, Kehu 1st Road, Huwei Township, Yunlin County 63247, Taiwan, R.0.C
864 Orient Pharma Co.,|No. 8, Kehu 1st Road, Huwei Thubc khong vé trung: Vién nén, vién nén bao phim, vién nang chira pellet, pellet, vién nang PIC/S- 06625 o < Ministry of Health and 11
Ltd. Township, Yunlin County GMP S S |Welfare, Republic of
63247, Taiwan, R.0.C > < |China (Taiwan)
- o
© o
=] ~
TW-015 » U Chu Pharmaceutical Co., Ltd. » (32473) No. 17-1 Chih Lan Vil., Shin Wu dist., Tao Yuan city, Taiwan, R.0.C

865 U Chu (32473) No. 17-1 Chih Lan  [* Thubc khong vé tring: Dung dich thuéc; Thudc dang ban ran (thubc m&, kem); vién nén bao phim, vién nén; thuéc bét, thuéc cdm; vién nang mém, vién PIC/S- |6534 - « |Ministry of Health and 11
Pharmaceutical ~ |Vil., Shin Wu dist., Tao Yuan |nang ctng. GMP S & |Welfare, Republic of
Co., Ltd. city, Taiwan, R.0.C. S & |China (Taiwan)

(Céach viét khac: No. 17-1 S -
Chih Lan Vil., Shin Wu dist., b A
Tao Yuan city, Taiwan

TW-016 » China Chemical & Pharmaceutical Co., Ltd. Hsinfong Plant » No. 182-1, Keng Tze Kou, Hsinfong Shiang, Hsinchu County, Taiwan (R.0.C)

1226 China Chemical & |No. 182-1, Keng Tze Kou, * Thudc vo t’rUng: ] i PIC/S- |06654 o o |Ministry of Health and 14
Pharmaceutical Hsinfong Shiang, Hsinchu + Dgng ran: thudc san xuat vo trung dang bdt déng khd GMP % % Welfare, Republic of
Co., Ltd. Hsinfong |County, Taiwan (R.0.C) * Thudc khéng vé trung: . S & [China (Taiwan)

Plant + Dang 16ng: dung dich; thudc ban rén; vién bao (vién nén, thudc bot, thudc cdm); vién nang chira pellets; pellets; thudc dat. < <
3 3
TW-019 » Tai Yu Chemical&Pharmaceutical Co., Ltd » No.1 Alley 13, Lane 11, Yun San Road, Chutung, Hsinchu, Taiwan

1831 |TaiYu No.1 Alley 13, Lane 11, Yun [* Thudc v6 tring: PIC/S- |06935 - o |Ministry of Health and 20
Chemical&Pharma |San Road, Chutung, + Thubc tiét tring cudi: hdn dich tiém thé tich nho, dung dich tiém thé tich nhé va thé tich I6n, dung dich thé tich Ion, nwéc pha tiém (thé tich In va thé GMP § § Welfare, Republic of
ceutical Co., Ltd  |Hsinchu, Taiwan R.0.C tich nho), ) i & & |China (Taiwan)

+ Thudc san xuat vd trang: Thudc tiém bot 4 54
* Thubc khong vé triing: vién nén, vién nén bao, thuéc cém, vién nang cting. 3 5
UA-001 » Private Joint Stock Company "Pharmaceutical firm "Darnitsa” » 13 Boryspilska street, Kyiv, 02093, Ukraine

1021 [Private Joint Stock [13 Boryspilska street, Kyiv, [* Thudc Vo tring: . X . ) PIC/S- |035/2019/G State Service of Ukraine | 12
Company 02093, Ukraine + Thudc san xuét vo tring: Dung dich thé tich I&n; dung dich thé tich nhé (bao gdm ca san phdm chira hormon); thudc bot pha dung dich tiém chira GMP MP o ~ |on Medicines and Drugs
"Pharmaceutical khang sinh nhém Cephalosporin. N N N . ) S |control (SMDC)
firm "Darnitsa” + Thudc tiét trung cudi: Dung dich thé tich Ién; dung dich thé tich nhé (bao gom ca san pham chira hormon). o q
(PriSC * Thudc khodng vé tring: Vién nang clrng; thudc dung ngoai dang 16ng; thuéc ubng dang I6ng; thudc bot, thudc cém; thubc dang ban rén (bao gdm ca thuéc 8 é).r
" . chtra hormon va sulfanilamide); vién nén, vién nén bao phim (bao gdm ca thuéc chiva hormon va sulfanilamide). P o

Pharmaceutical .k P RV PO . JOINE PR
. o Kiém tra chat lwgng: Vi sinh (v8 tring, khong vé trung); Hoa hoc/Vat ly; Sinh hoc.
firm "Darnitsa")

1557  |Private Joint Stock [13 Boryspilska street, Kyiv  [* Thuéc v6 triing: ] EU-GMP |LT/07H/2019 State Medicines Control 17
Company 02093, Ukraine + Thuf)(.: tiét tr?ng cudi: Dung dich thé tich I&n; dung dich thé tich nhd. o ~ |Agency (SMCA),
"Pharmaceutical *Bong géi thir cap. S S [Lithuania
firm "Darnitsa" * Kiém tra chat lwgng: Vi sinh (v6 trung, khdng vo trung); Hoa hoc/Vat ly; Sinh hoc. N N

Gioi han pham vi: Fluconazole IBE 2 mg/ml solution for infusion 100 ml bottle LT/1/17/4063/001, Furosemide IBE 10 mg/ml 2 ml amp. N10 solution for 8. 'o\.
injections or infusions LT/1/17/4155/001, Glucose IBE 50 mg/ml solution for infusion 250 ml, 500ml bottle LT/1/17/4060/001-002, Magnesium sulfate 8 8
heptahydrate IBE 250 mg/ml solution for injections/infusions 5 ml amp. N10, 10 ml amp. N5, 10 ml amp. N10 LT/1/17/4110/001-003, Sodium chloride IBE
9ma/ml 5 ml amn N10 salution for iniections | T/1/17/4062/003 Sadium chlaride IRF 9ma/ml solution for infiisions 250 ml 500 ml hottle | T/1/17/4062/001-

UA-002 » Private Joint-Stock Company "on the Production of Insulin "Indar" Site 1, site 2 » 5 Zroshuvalna Str., Kyiv, 02099, Ukraine

249 Private Joint-Stock (5 Zroshuvalna Str., Kyiv, * Thu{'nc V8 triing . B PIC/S- |083/2016/SA| «© o [State Service of Ukraine 6
Company "on the 02099 - Ukraine - Thudc san xuat vo trung: dung dich thé tich nhd, hon dich GMP UMP/GMP S S |on Medicines and Drugs
Production of * Thuéc sinh hoc: sén pham cong nghé sinh hoc. 2 & |control
Insulin "Indar" Site > 3
1, site 2 < <

UA-003 » Pharmaceutical Company "Zdorovye" » 22, Shevchenko Str., Kharkiv, 61013, Khakiv Region, Ukraine
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250 Limited Liability 22, Shevchenko Str., * Thuoc vé triing PIC/S- [015/2017/G State Service of Ukraine 6
Company Kharkiv, 61013, Khakiv - Thubc san xuét vé tring: dung dich thé tich nho. GMP MP on Medicines
"Pharmaceutical |Region, Ukraine - Thuéc tiét tring cudi: Dung dich thé tich nhé. ~ o
Company (* Céc cach ghi khac: * Thubc khong vé tring: Vién nang clrng, vién nén, thubc diing ngoai dang 16ng, thubc uéng dang 16ng, thubc bét, thubc cém, thuéc ban rén (kem, gel, s ]

" N - 22, Shevchenko Street, m&), thudc phun mu, thuéc dwoc liéu ] §
Zdorovye >Hes . . b 8
= Kharkiv city, Khakiv Region, o =1
(ho&c LLC . 7 ?
"Ph tical 61013, Ukraine. 3 ~
armaceutica - 22, Shevchenko Str.,
Company Kharkiv, Khakiv Region,
Zdorovye") £1013 Ukraine)
UA-004 » Farmak JSC » Frunze Street 74, Kiev, 04080, Ukraine
408 Farmak JSC Kyrylivska Street 74, Kyiv,  [* Workshop No. 5, Site No. 1: Thudc vé tring: Thudc tiét tring cudi: Thudc dang Iéng thé tich nhé (Ampoules). EU-GMP |Klasa: UP/I- Agency for Medicinal 8
04080, Ukraine * Workshop No. 5, Site No. 3: Thudc v6 tring: Thudc san xuét vé tring: Thudc dang 16ng thé tich nhé (bao gém ca thudc chira hormon, ngoai trir hormon 530-10/18- o « |Products and Medical
sinh duc) (vials va syringes). i . ) i 03/06, S S Devices, Croatia
* Workshop No. 5, Site No. 5: Thuéc vé triing: Thudc tiét tring cudi: Thubc dang Idng thé tich nhé (Ampoules va Vials). Urbroj: o z
381-10- 2| =
05/241-20- - @
09

409 Joint Stock 74, Kyrylivska str., Kyiv, * Workshop No. 5, Site No. 1: Thudc v6 trung: Thudc tiét trung cudi: Thubc dang 16ng thé tich nhé (Ampoules). PIC/S- |076/2019/G o o~ |State Service of Ukraine 8
Company 04080, Ukraine * Workshop No. 5, Site No. 3: Thuéc vé tring: Thudc san xuét vo tring: Thudc dang 16ng thé tich nho (bao gém ca thudc chira hormon, ngoai trir hormon GMP |MP § § on Medicines and Drugs
"FARMAK" sinh duc) (vials va syringes). i ) i ) < & |Control (SMDC)

* Workshop No. 5, Site No. 5: Thudc vo tring: Thudc tiét trang cudi: Thubc dang 16ng thé tich nhd (Ampoules va Vials). g g
S -
468 Farmak JSC Kyrylivska Street 74, Kyiv, [Workshop No.1, Site No.3: Thuéc khéng vé triing: thuéc diing ngoai dang 18ng; thuéc ding trong dang 1dng. EU-GMP [Klasa: UP/I- Agency for Medicinal 9
04080, Ukraine Workshop No.1, Site No.4: Thubc vo tring: thudc san xuét vo tring: thudc dang 16ng thé tich nho (bao gém ca thudc chira hormon, ngoai trir hormon sinh 530-10/18- . < |Products and Medical
duc). i . . 03/06, S S |Devices, Croatia
Workshop No.3, Site No.3: Thu6c khong vo trung: thudc ban ran (kem, m&, gel). Urbroj: q m
Workshop No.3, Site No.4: Thuéc khéng vé tring: Vién nang mém. 381-10- S <
Workshop No.4, Site No.4 va Site No.5: Thudc khong vé triing: Vién nang cirng; thuéc bot/thude cém pha dung dich uéng phan lidu; vién nén (bao gdm ca 05/241-20- © 5
thubc chira hormon, ngoai trir hormon sinh duc). 09

469 Joint Stock 74, Kyrylivska str., Kyiv, Workshop No.4: Thuoc khdng v6 trang: Vién nang cirng; thudc com, thudc bét, dragee; vién nén (bao gom ca thudc chira hormon, ngoai trir hormon sinh PIC/S- |075/2019/G ) o [State Service of Ukraine 9
Company 04080, Ukraine duc). GMP  |MP é % on Medicines and Drugs
"FARMAK" =) 8’ Control (SMDC)

e | @

470 Joint Stock 74, Kyrylivska str., Kyiv, Workshop No.3: Thuoc khdng v6 tring: vién nang mem; thudc dung trong dang 16ng; thuoc ding ngoai dang 16ng; thudc ban ran (kem, m&, gel). PIC/S- |074/2019/G o o |State Service of Ukraine 9
Company 04080, Ukraine GMP  |MP é § on Medicines and Drugs
"FARMAK" =) 8’ Control (SMDC)

e | @

471 Joint Stock 74, Kyrylivska str., Kyiv, Workshop No.1: PIC/S- |072/2019/G o N State Service of Ukraine 9
Company 04080, Ukraine * Thudc vo trang: i . i GMP  |MP S S |on Medicines and Drugs
"FARMAK" + Thubc san xut vé trang: thuéc dang Idng thé tich nhé (bao gdm ca thudc chira hormon, ngoai trir hormon sinh duc). Py & [Control (SMDC)

* Thubc khong vé tring: thube diing ngoai dang 18ng; thuéc dung trong dang 1éng. g g

1766 |Farmak Joint Stock|Kyrylivska Street 74, Kyiv,  |* Workshop No.1, Site No.3: Thudc khéng vé trung: thuoc dung ngoai dang Idng; thuoc dung trong dang ldng. EU-GMP [Klasa: UP/I- Agency for Medicinal 19
Company (Cach  |04080, Ukraine * Workshop No.3, Site No.3: Thuéc khéng vé tring: thube ban rén (kem, mé, gel). 530-10/21- Products and Medical
ghi cii: Farmak * Workshop No.3, Site No.4: Thudc khéng vé tring: Vién nang mém. 03/13, S Y |Devices, Croatia
JsC) * Workshop No.4, Site No.4 va Site No.5: Thudc khdng vé trung: Vién nang ctrng; thubc bét/thudc cdém pha dung dich uéng phan liéu; vién nén (bao gém Urbroj: 381- < <

ca thudc chira hormon, ngoai trir hormon sinh duc). 13-08/318- =) )
* Workshop No. 5, Site No. 1: Thuéc vé triing: Thudc tiét tring cudi: Thubc dang I6ng thé tich nhé (Ampoules). 21-03 & ‘O'f
* Workshop No. 5, Site No. 3: Thudc vo tring: Thudc san xuét vé trang: Thudc dang 16ng thé tich nhé (bao gém ca thudc chira hormon, ngoai trir hormon N ~
sinh duc) (vials va syringes).
*\Waorkshon No 5 Site No 5+ ThuAe vA teiing: ThuAe tist triing cndi- Thiude dana 1dna tha tich nha (Amnonlag va Vialg)

UA-006 » Limited Liability Company "Pharmex Group" » 100, Shevchenka street, Boryspil, Kyiv region, 08301, Ukraine

434 Limited Liability 100, Shevchenka street, * Thuoc khéng vo trung: vién dat (bao gom vién dat am dao). PIC/S- |033/2018/G © — |State Service of Ukraine 8
Company Boryspil, Kyiv region, 08301, GMP  |MP é § on Medicines and Drug
"Pharmex Group" |Ukraine b 4 [Control

=] S

S &

@ S
UA-007 » Joint Stock Company "Lekhim-Kharkiv" » Ukraine, 61115, Kharkiv region, Kharkiv, Severyna Pototskoho street

1153  |Joint Stock Ukraine, 61115, Kharkiv * Thuéc v6 tring: PIC/S |023/2017/G | o o |State Service of Ukraine | 13
Company "Lekhim- [region, Kharkiv, Severyna + Thudc san xuét vé trung: Dung dich thé tich nhé. GMP MP s S |on Medicines and Drugs
Kharkiv" Pototskoho street, building |+ Thuéc tiét tring cudi: Dung dich thé tich nhé. q S |control (SMDC)

36. * Thudc khédng vé triing: Thuéc dan. "o? E,If
* Thube sinh hoc: San phdm mién dich; San pham chiét xuét tir dong vat. = =
* Thube diroc liéu
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1558 Joint Stock Ukraine, 61115, Kharkiv * Thudc v{) trang: i _ ) ) PIC/S- |019/2020/G State Service of Ukraine 17
Company "Lekhim- |region, Kharkiv, Severyna + Thu@c san xuat vo Erﬂng: Dung dicf) thé tich nho (bao gdm ca thudc chira chét cé hoat tinh hormon, ngoai trir hormon sinh duc). GMP MP on Medicines and Drugs
Kharkiv" Pototskoho street, building + Thubc tiét trang cudi: Dung dich thé tich nho. o ~  |Control (SMDC)
36 + Xuat xuéng 16. q q
* Thubc khong vé tring: N a
+ Thubc dan; Thubc bot, thudc cém; Vién nén (bao gdm ca thuéc chira Sulfanilamides). 8' ﬁ.
* Thuéc sinh hoc: San pham mién dich; San pham chiét xuét tir dong vat. 2 <
* Thudc duwoc liéu.
*Pong goi thir cap.
* Kidm tra chAt lipona- /i sinh:- VA triina: /i sinh- KhAna vA teiina: HAa hacA/At V- Sinh hae
US-001 » AstraZeneca Pharmaceuticals LP (formerly Bristol Myers Squibb Company) » 4601 Highway 62 East, Mount Vernon, IN, 47620, USA
17 AstraZeneca 4601 Highway 62 East, * Thudc khong vé triing: Vién nang clrng, Vién nén, vién nén bao phim, Thudc udng dang I6ng, thubc bt pha dung dich udng EU-GMP (IT/GMP/E/6- o [ltalian Medicines Agency| 2
Pharmaceuticals  |Mount Vernon, IN, 47620, 2015 rev1 S |(AIFA)
LP (formerly Bristol |USA Q
Myers Squibb e
Company) -
251 AstraZeneca 4601 Highway 62 East, * Thuoc khong vé trung: Vién nang cirng, Vién nén, vién nén bao phim, Thudc uong dang léng, thudc bét pha dung dich uong EU-GMP (IT/E/IGMP/8/| ~ o« |ltalian Medicines Agency| 6
Pharmaceuticals ~ |Mount Vernon, IN, 47620, 2017 S S |(AIFA)
LP (formerly Bristol [USA P &
Myers Squibb (Cach viét khac: 4601 3 <
Company) Highway 62 East Mount 3 poy
US-002 » Biogen U.S. Corporation (Biogen Incorporated) » 900 Davis Drive, Research Triangle Park, 27709, USA
33 Biogen U.S. 900 Davis Drive, Research  [San xuét ban thanh pham: EU GMP |UK GMP © o [Medicines and 3
Corporation Triangle Park, 27709, USA * Thudc san xuét vd trung: dung dich thé tich nhg; US-cGMP |22913 Insp S S |Healthcare Products
(Biogen * Thuéc khdng vé trung: Vién nang cteng; vién nén. GMP g E Regulatory Agency
Incorporated) 22913/1404 | 3 S |(MHRA), United
041-0005 ~ ~  |Kingdom
US-003 » Steri-Pharma, LLC » South West Street 429, Syracuse, NY 13202, USA
41 Steri-Pharma, LLC [South West Street 429 (ho&c[* San xuét va déng géi so cap (khdng bao gdm dong goi thir cap va xut xwéng): Bot pha dung dich tiém truyén chira khang sinh nhom Cephalosporin EU-GMP |IT/GMP/E/01| o o [ltalian Medicines Agency| 4
429 S. West Street), 12018 S S |(AIFA)
Syracuse, NY 13202, United o Q
States S <
2|5
US-004 » CATALENT PHARMA SOLUTIONS LLC » 2725 SCHERER DRIVE, ST PETERSBURG, 33716-1016, USA
62 CATALENT 2725 SCHERER DRIVE, ST [* Thudc khong vé tring: Vién nang mém. EU-GMP |UK GMP ~ o |Medicines and 5
PHARMA PETERSBURG, 33716-1016,|(Khéng bao gém déng géi, xuét xwéng). 20656 Insp S S |Healthcare Products
SOLUTIONS LLC |United States GMP Ry & |Regulatory Agency
33168/4600 | 3 2 |(MHRA), United
35-0005 A N |Kingdom
US-006 » Glaxosmithkline LLC » 1011 North Arendell Avenue, Zebulon, North Carolina, 27597, USA
1022 |GlaxoSmithKline [1011 North Arendell Avenue, |* San pham: B4t hit phan lieu Advair Diskus, 250 mcg/50 mcg, Inhalant (Salmeterol 50 Microgram; Fluticasone propionate 250 Microgram). Tén tai Viét U.S. cGMP|UM3C- United States Food and 12
LLC Zebulon, NC 27597, United |Nam: Seretide Accuhaler 50/250mcg. (twong |[BCTS (2] & |Drug Administration
States of America duong EU- S & |(u.s.Fpa)
(* Cach ghi khac: 1011 North GMP) = =
Arendell Avenue, Zebulon, < 3
North Carolina 27597, United ~ ~
States of America)
1023 |GlaxoSmithKline [1011 North Arendell Avenue, |* San pham: B6t hit phan lieu Advair Diskus, 500 mcg/50mcg, Inhalant (Salmeterol 50 Microgram; Fluticasone propionate 500 Microgram). Tén tai Viét U.S. cGMP(MBCH-9TB5 United States Food and 12
LLC Zebulon, NC 27597, United |Nam: Seretide Accuhaler 50/500mcg. (twong (2] & |Drug Administration
States of America duong EU- S & |(u.s.Fpa)
(* Cach ghi khac: 1011 North GMP) = =
Arendell Avenue, Zebulon, s &
North Carolina 27597, United N N
States of America)
1434 GlaxoSmithKline  [1011 North Arendell Avenue, |* San pham: B6t hit phan lieu Advair Diskus, 250 mcg/50 mcg, Inhalant (Salmeterol 50 Microgram; Fluticasone propionate 250 Microgram). Tén tai Viét U.S. cGMP|AXR6-6Q48 United States Food and 16
LLC Zebulon, NC 27597, United |Nam: Seretide Accuhaler 50/250mcg. (twong 8 N |Drug Administration
States of America duong EU- S & |(u.s.Fpa)
(* Cach ghi khac: 1011 North GMP) < <
Arendell Avenue, Zebulon, My N
North Carolina 27597, United ~ ~
States of America)
1435 GlaxoSmithKline [1011 North Arendell Avenue, |* Sdn pham: Bét hit phan lieu Advair Diskus, 500 mcg/50mcg, Inhalant (Salmeterol 50 Microgram; Fluticasone propionate 500 Microgram). Tén tai Viét U.S. cGMP|P89W-6JZQ United States Food and 16
LLC Zebulon, NC 27597, United |Nam: Seretide Accuhaler 50/500mcg. (twong by & |Drug Administration
States of America dwong EU- & & |(U.s.FDA)
(* Cach ghi khac: 1011 North GMP) N N
Arendell Avenue, Zebulon, > &
North Carolina 27597, United N N
States of America)
US-007 » Hospira Incorporation » Highway 301 North, Rocky Mount, North Carolina, 27801, USA
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1666 |Hospira Highway 301 North, Rocky  [* San pham thuoc tiém Precedex (dexmedetomidine hydroclorid 200mcg/2ml) U.S. cGMP(NL/H o — |United States Food and 18
Incorporation Mount, North Carolina, (twong [16/1008831 | & S |Drug Administration
27801, United States duong EU- < & |(US.FDA)
o ~—
GMP) & -
— ™
US-008 » Jubilant HollisterStier LLC » 3525 N. Regal Street, Spokane, Washington 99207, USA
322 Jubilant Small Volume Parenteral San xuat dung méi Vac xin VARIVAX® (Varicella Virus Vaccine Live - Oka/Merck) 1350pfu/dose. U.S. cGMP(RTZY- United States Food and 7
HollisterStier LLC |Facilities, 3525 N. Regal (twong [WHKT WHO| S |Drug Administration
Street, Spokane, WA 99207, dwong EU- I R |(U.S.FDA)
United States (cach ghi khac: GMP) O O
3525 North Regal Street, e |
Spokane, Washington, U.S. o o
99207) ~ -
1024  |Jubilant Small Volume Parenteral San xuat dung méi Vac xin M-M-R Il (Measles, Mumps and Rubella Virus Vaccine Live, MSD) U.S. cGMP|MR5Y- United States Food and 12
HollisterStier LLC |Facilities, 3525 N. Regal (twong [VKBW WHO| & S |Drug Administration
Street, Spokane, WA 99207, dwong EU- I R |(U.S.FDA)
United States GMP) ~ ~
(* Cach ghi khac: 3525 North s NS
Regal Street, Spokane, 13 ~
Washinaton U S 99207) _ _
1332 |Jubilant Small Volume Parenteral San xuat dung méi Vac xin VARIVAX® (Varicella Virus Vaccine Live (Oka/Merck); 1350pfu/dose). U.S. cGMP|FDUH- United States Food and 15
HollisterStier LLC |Facilities, 3525 N. Regal (twong [EUMJWHO | & ' [Drug Administration
Street, Spokane, WA 99207, dwong EU- I R |(U.S.FDA)
United States (cach ghi khac: GMP) o) o)
3525 North Regal Street, N S
Spokane, Washington, U.S. = e
99207) ~ -
1333  |Jubilant Small Volume Parenteral San xuat dung méi Vac xin M-M-R Il (Measles, Mumps and Rubella Virus Vaccine Live, MSD) U.S. cGMP|RW2Z- United States Food and 15
HollisterStier LLC |Facilities, 3525 N. Regal (twong  [3VMH WHO Drug Administration
Street, Spokane, WA 99207, dwong EU- o ~  |(U.S.FDA)
United States GMP) S S
(* Céch ghi khac: 3525 North q §
Regal Street, Spokane, 8 8
Washington, U.S. 99207 - g 8
USA hodc 3525 North Regal
Street, Spokane, 99207,
Llnitgd Siatag)
US-009 » Bristol-Myers Squibb Manufacturing Company » State Road n° 3, Km 77.5, Humacao, Puerto Rico, 00791, USA
1025 Bristol-Myers State Road n° 3, Km 77.5,  [* San xuét ban thanh pham: vién nén bao phim Eliquis (Apixaban 2,5mg), Eliquis (Apixaban 5mg). U.S. cGMP|07/20/14787 . o |United States Food and 12
Squibb Humacao, Puerto Rico, (twong |9 N § Drug Administration
Manufacturing 00791, United States dwong EU- S & |(U.S.FDA)
Company GMP) 5 o
A ™
US-010 » Tolmar Inc » 701 Centre Avenue, Fort Collins, Colorado, 80526, USA
1436 |Tolmar Inc 701 Centre Avenue, Fort * San pham: i ] US-cGMP |ZNFN- o — |United States Food and 16
Collins, CO 80526 United + Eligard® 7,5mg (Leurplide Acetate for Injectable Suspension), Thudc tiém. Ham lwong, hoat chat: Leuprorelin acetate 7,5mg. (Twong |CUDY é § Drug Administration
States of America dwong EU- &S & |(U.S.FDA)
GMP) & N
1437 Tolmar Inc 701 Centre Avenue, Fort * San pham: Eligard® 22.5mg (Leurplide Acetate for Injectable Suspension), Thudc tiém. Ham lwgng, hoat chét: Leuprorelin acetate 22.5mg. U.S. cGMP|3KVA- o — |United States Food and 16
Collins, CO 80526 United (twong |WR7Y § % Drug Administration
States of America dwong EU- S & |(U.S.FDA)
GMP) My 3
US-011 » Alcon Research, LLC » 6201 South Freeway, Fort Worth, TX 76134, USA
323 Alcon Research, [6201 South Freeway, Fort  [* San pham: Vigamox Ophthalmic Solution (moxifloxacin hydrochloride, eq 0.5% base). U.S. cGMP(ES2N-QZ2Z | o N United States Food and 7
LLC Worth, TX 76134 (Texas (twong S S |Prug Administration
76134), United States dwong EU- @b & |(U.S.FDA)
o o
GMP) S >
— o
324 Alcon Research, [6201 South Freeway, Fort  [* S&n pham: Azopt® Ophthalmic Suspension (brinzolamide, 1%). U.S. cGMP[8N2H-AXCR| o b United States Food and 7
LLC Worth, TX 76134 (Texas (twong § S  |Prug Administration
76134), United States dwong EU- @b & |(U.S.FDA)
o o
GMP) > >
o o
325 Alcon Research, [6201 South Freeway, Fort  [* S&n pham: Pataday Ophthalmic Solution (Olopatadine hydrochloride, eq 0.2% base). U.S. cGMP|DVUH- o S United States Food and 7
LLC Worth, TX 76134 (Texas (twong  [3MHM § Q  |Prug Administration
76134), United States dwong EU- @b & |(U.S.FDA)
o o
GMP) < &
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326 Alcon Research, (6201 South Freeway, Fort  [* San pham: Systane Ultra Lubricant Eye Drops (propylene glycol 0.3%; polyethylene glycol 400 0.4%) U.S. cGMP|VHTE-B55X | o — |United States Food and 7
LLC Worth, TX 76134 (Texas (twong é § Drug Administration
76134), United States dwong EU- g g (U.S. FDA)
GMP) ﬁl “i
327 Alcon Research, (6201 South Freeway, Fort  [* San pham: Systane Lubricant Eye Drops, Solution (polyethylene glycol 400 0.4%; propylene glycol 0.3%) U.S. cGMP|7SAK-5AB4 ) — |United States Food and 7
LLC Worth, TX 76134 (Texas (twong é § Drug Administration
76134), United States dwong EU- g g (U.S. FDA)
GMP) ﬁl “i
1334 |Alcon Research, [6201 South Freeway, Fort  [*San phdm: Vigamox (Moxifloxacin Ophthalmic Solution) 0,5% (moxifloxacin hydrochloride, eq 0.5% base). U.S. cGMP|N23D-PF74 o o |United States Food and 15
LLC Worth, TX 76134 (Texas (twong S S |Drug Administration
76134), United States dwong EU- & & |(U.S.FDA)
GMP) &S &
™ N
1335 |Alcon Research, |6201 South Freeway, Fort  [*San phdm: Pataday once Daily Relife, Solution (Olopatadine hydrochloride, eq 0.2% base). U.S. cGMP(PMMF- — o |United States Food and 15
LLC Worth, TX 76134 (Texas (twong  [79HC S | § |prugAdministration
76134), United States duong EU- - < |(U.S.FDA)
o o
GMP) s >
N N
1438 |Alcon Research, [6201 South Freeway, Fort  |* San pham: Azopt® (Brinzolamide Ophthalmic Suspension) 1%. U.S. cGMP|FEDN-H76F — o |United States Food and 16
LLC Worth, TX 76134 (Texas Tén tai Viet Nam: Azopt (twong § § Drug Administration
76134), United States dwong EU- g- g- (U.S. FDA)
GMP) <+ >
o o
1559 |Alcon Research, [6201 South Freeway, Fort  |* San pham: Systane Lubricant Eye Drops, Solution (polyethylene glycol 400 0.4%; propylene glycol 0.3%) U.S. cGMP|(6BP9-WJJD — o |United States Food and 17
LLC Worth, TX 76134 (Texas (twong S | § |prugAdministration
76134), United States dwong EU- Py & |(U.S.FDA)
o o
GMP) ﬁl “i
1667 |Alcon Research, (6201 South Freeway, Fort  |*Dung dich nhé mat: Systane Ultra Lubricant Eye Drops, (polyethylene glycol 400 0.4%; propylene glycol 0.3%) U.S. cGMP|CGDM-ZF78| <« o |United States Food and 18
LLC Worth, TX 76134 (Texas (twong S S |Drug Administration
76134), United States dwong EU- Ry & |(U.S.FDA)
o o
GMP) é :'
US-012 » Mallinckrodt Incorporated » Greenville plant, Covidien, 100 Louis Latzer Drive, Greenville 62246, USA
363 Mallinckrodt Greenville plant, Covidien,  [* San xuét thudc bét ban thanh pham. EU-GMP [UK GMP ~ o |Medicines and 8
Incorporated 100 Louis Latzer Drive, 20424 Insp é § Healthcare Products
Greenville 62246, USA GMP & & |Regulatory Agency
20424/1348 | 2 2 |(MHRA), United
3-0003 < ©  |Kingdom
1026  |Mallinckrodt Greenville plant, Covidien,  [* San xuat thudc bdt ban thanh pham: acetaminophen, ibuprofen U.S. cGMP|B4o cao Food and Drug 12
Incorporated 100 Louis Latzer Drive, (twong [thanh tra: 2 & |Administration, USA
Greenville 62246, USA duwong EU-|1419579 & | &
GMP) |Giéy phép S ﬁl
san xuat: Q ho
1419579
US-013 » Baxalta US Inc. » 25212, W. lllinois Route 120, Round Lake, IL 60073, USA
1227 Takeda 25212, W. Il Route 120, * San xuét ttr ban thanh pham dung dich tiém Albumin (Human), USP, 25% Solution, Flexbumin 25%, 50 ml va 100ml; U.S. cGMP|3015799786 | o « |United States Food and 14
Pharmaceutical Round Lake, lllinois (IL) (twong é § Drug Administration
Company Limited |60073-9610, USA dwong EU- By & |(U.S.FDA)
(* Tén cii: Baxalta GMP) 2 T
US Inc.) N @
1336 Baxalta US Inc. 25212, W. Il Route 120, * San xuét tir ban thanh pham dung dich tiém Albumin (Human), USP, 20% Solution for infusion, Flexbumin 20%, 50 ml va 100ml single dose plastic U.S. cGMP|GK8U- o ~ United States Food and 15
Round Lake, lllinois (L)~ |containers (tvong  [ASVWWHO| & S |Drug Administration
60073-9610, USA duong EU- Iy & |(U.S.FDA)
o o
GMP) 3 s
US-014 » AstraZeneca Pharmaceuticals LP » 587 Old Baltimore Pike, Newark, DE 19702, USA
866 AstraZeneca 587 Old Baltimore Pike, * San pham: Vién nén bao phim Arimidex® Tablet 1mg (anastrozole 1mg); U.S. cGMP(V4A6-QVXB| o b United States Food and 1
Pharmaceuticals ~|Newark, DE 19702, USA (twong § Q  |Prug Administration
LP dwong EU- gﬂ g (U.S. FDA)
GMP) > NS
867 AstraZeneca 587 Old Baltimore Pike, * San pham: Vién nén giai phong kéo dai Seroquel XR ® Tablet 50mg (Quetiapine 50mg); Seroquel XR ® Tablet 200mg (Quetiapine 200mg); U.S. cGMP(3NAP-Z5ZP;| o b United States Food and 1
Pharmaceuticals ~ [Newark, DE 19702, USA (twong |F7QJ-RQ4D § S  [Drug Administration
LP dwong EU- 8’ 8’ (U.S. FDA)
GMP) - N
N N
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 189 /202 23-06-2022



o - S A < i | NGAY POT
ID CHUNG| TEN CO SO SAN 2 . - NGUYEN | GIAY CH. | NGAY . < A
CHI XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP I}{{i; CO QUAN CAP C(;(I;G
868 AstraZeneca 587 Old Baltimore Pike, * 8an pham: Vién nén gidi phong kéo dai Seroquel XR® 300mg (Quetiapine 300mg); U.S. cGMP|899Y-6R9K o — |United States Food and 1
Pharmaceuticals |Newark, DE 19702, USA (twong é § Drug Administration
LP duwong EU- 8’ 8’ (U.S. FDA)
GMP) g :
~ ©
~ N
1439 AstraZeneca 587 Old Baltimore Pike, * 8an pham: Vién nén giai phong kéo dai Seroquel XR® 50mg (Quetiapine fumarate 50mg); U.S. cGMP|32AT-HTEW| o o |United States Food and 16
Pharmaceuticals ~|Newark, DE 19702, USA (twong S | § |prugAdministration
LP dwong EU-| é é (U.S. FDA)
GMP) 3 | ®
S o
1440 AstraZeneca 587 Old Baltimore Pike, * 8an pham: Vién nén gidi phong kéo dai Seroquel XR® 200mg (Quetiapine fumarate 200mg); U.S. cGMP|N2S7-DRSG S N United States Food and 16
Pharmaceuticals |Newark, DE 19702, USA (twong < < Drug Administration
LP dwong EU-| é é (U.S. FDA)
GMP) 3 |
S o
1441 AstraZeneca 587 Old Baltimore Pike, * 8an pham: Vién nén gidi phong kéo dai Seroquel XR® 300mg (Quetiapine fumarate 300mg); U.S. cGMP|3FGN- S N United States Food and 16
Pharmaceuticals ~|Newark, DE 19702, USA (twong [RGWX S S [Drug Administration
LP dwong EU-| é é (U.S. FDA)
GMP) s | »
S o
1832 AstraZeneca 587 Old Baltimore Pike, * 8an pham: Vién nén bao phim Arimidex® Tablet 1mg (anastrozole 1mg); U.S. cGMP|D3TZ-QDSA| + o |United States Food and 20
Pharmaceuticals |Newark, DE 19702, USA (twong § § Drug Administration
LP duwong EU- é ﬁl (U.S. FDA)
GMP) b -
[ )
US-015 » Allergan Sales, LLC » 8301 Mars Drive, Waco, Texas, 76712, USA
685 Allergan Sales, 8301 Mars Dr., Waco, TX * San pham: Restasis® (Cyclosporine opthalmic emulsion) 0,05% U.S. cGMP|WKG6N- o o [United States Food and 10
LLC 76712, USA (cach ghi khac: |Tén & Viét Nam: : Restasis - Opthalmic emulsion (twong  [MXXF S S Drug Administration
Waco, Texas (TX), 76712, dwong EU- : : (U.S. FDA)
USA < <
) GMP) et ®
® N
686 Allergan Sales, 8301 Mars Dr., Waco, TX * San pham: Alphagan® P (Brimonidine Tartrate Ophthalmic solution) 0,15% U.S. cGMP|2U7E-574N o — |United States Food and 10
LLC 76712, USA (cach ghi khac: |Tén & Viét Nam: Alphagan P - Ophthalmic solution (twong é § Drug Administration
\l/JVSaXo, Texas (TX), 76712, duwong EU- =) & [(U.S.FDA)
) GMP) . &
S S
687  |Allergan Sales, 8301 Mars Dr., Waco, TX [ San pham: Refresh Tears®, Drops U.S. cGMP(XVCY- o < |United States Food and | 10
LLC 76712, USA (cach ghi khac: |Tén & Viét Nam: Refresh Tears - Ophthalmic solution (twong [KQAU é § Drug Administration
\l/JVSaXo, Texas (TX), 76712, dwong EU-| 85 85 (U.S. FDA)
) GMP) e >
N ~
869 Allergan Sales, 8301 Mars Dr., Waco, TX * San pham: Refresh Optive ® Lubricant eye drops (carboxymethylcellulose sodium 5mg/1ml; glycerin 9 mg/1ml) U.S. cGMP|677H-X3VA o o [United States Food and 11
LLC 76712, USA (cach ghi khac: |Tén & Viét Nam: Optive, Ophtalmic solution. (twong § § Drug Administration
\l/JVSaXo, Texas (TX), 76712, dwong EU-| 8‘ 8‘ (U.S. FDA)
) GMP) < e
o~ [
870 Allergan Sales, 8301 Mars Dr., Waco, TX * San pham: Refresh Liquigel ® Lubricant eye gel (carboxymethylcellulose sodium) U.S. cGMP|HZFW- ) — |United States Food and 11
LLC 76712, USA (cach ghi khac: |Tén & Viét Nam: Refresh Liquigel - Lubricant eye drops; (twong |BUEH é § Drug Administration
\l/JVSaXo, Texas (TX), 76712, dwong EU-| g‘ g‘ (U.S. FDA)
) GMP) et o
® N
1337 Allergan Sales, 8301 Mars Dr., Waco, TX * San pham: Acuvail (Ketorolac tromethamine ophtalmic solution) 0,45% U.S. cGMP|CCME- o o [United States Food and 15
LLC 76712, USA (cach ghi khac: |Tén & Viét Nam: Acuvail (tvong  |RYHU S S |brug Administration
Waco, Texas (TX), 76712, dwong EU-| g g (U.S. FDA)
USA N N
) GMP) & by
N ~
1560 Allergan Sales, 8301 Mars Drive, Waco, TX [* San pham: Alphagan® P (Brimonidine Tartrate Ophthalmic solution) 0,15% U.S. cGMP(S6BP-DQJP| <« o |United States Food and 17
LLC 76712, USA Tén & Viét Nam: Alphagan P - Ophthalmic solution (twong § § Drug Administration
fI_CéCh Q;‘)i(kh?g;ﬁa%oé/\ duwong EU- g‘ g‘ (U.S. FDA)
exas (TX), 5 ) GMP) prt N
[ [N
1561 Allergan Sales, 8301 Mars Drive, Waco, TX [* San pham: Refresh Tears®, Drops U.S. cGMP|NV37-YEH5 — o [United States Food and 17
LLC 76712, USA Tén & Viét Nam: Refresh Tears - Ophthalmic solution (twong § § Drug Administration
SrCéch g%i(kh;’lg:?ﬁa%oé/\ dwong EU-| 8‘ 8‘ (U.S. FDA)
exas (TX), 5 ) GMP) X 2
1562 Allergan Sales, 8301 Mars Drive, Waco, TX [* San pham: Refresh Liquigel ® Lubricant eye gel (carboxymethylcellulose sodium) U.S. cGMP[8WQT- - o |United States Food and 17
LLC 76712, USA Tén & Viét Nam: Refresh Liquigel - Lubricant eye drops; (twong |XRPS § § Drug Administration
(Cach ghi khac: Waco, dwong EU-| & & [(U.S. FDA)
Texas (TX), 76712, USA) GMP) =] =]
q S
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US-016 » Genetech Inc. » NE Brookwood Pkwy 4625, OR 97124 Hillsboro, USA
1027 Genentech Inc. 4625 NE Brookwood * San pham: MabThera (Rituximab 500mg/50ml). U.S. cGMP|YC7S-PV6A S N United States Food and 12
Parkway, Hillsboro, OR (twong < < |Drug Administration
97124, USA dwong EU- b & |(U.S.FDA)
GMP) | g
o o
1228 [Genentech Inc. 4625 NE Brookwood *San pham: ] EU-GMP [DE_BW 01 | ~ o [Co quan thdm quyén 14
Parkway, Hillsboro, OR + Avastin (Bevacizumab 100mg VA 400mg) _GMP_2017 é § Blrc (Baden-
97124, USA + Herceptin (Trastuzumab 150mg) 1015 R & |Wirttemberg)
+ Rituxan (Rituximab 100mg va 500mg) B Q <
+ Cathflo Activase (Alteplase 2mg) o Q
1442 |Genentech Inc. 4625 NE Brookwood * San pham: U.S. cGMP|NDVB-CS2N| < o [United States Food and 16
Parkway (Pkwy), Hillsboro, + Herceptin, Injection (Trastuzumab 440mg) (twong § § Drug Administration
OR 97124, USA dwong EU- - « |(U.S. FDA)
GMP) 212
1767 Genentech Inc. 4625 NE Brookwood * San pham: MabThera (Rituximab 100mg/10ml). U.S. cGMP|YKUA-HJEV S N United States Food and 19
Parkway, Hillsboro, OR (twong < < |Drug Administration
97124, USA dwong EU- S & |(U.S.FDA)
GMP) & &
N N
1768 |Genentech Inc. 4625 NE Brookwood * San pham: U.S. cGMP|N645-U2S2 | « o [United States Food and 19
Parkway (Pkwy), Hillsboro, + Herceptin, Injection (Trastuzumab 150mg) (twong % % Drug Administration
OR 97124, USA dwong EU- oy & |(U.S.FDA)
GMP) S
— ™
US-018 » Bausch and Lomb Incorporated » 8500 Hidden River Parkway, Tampa, FL 33637, USA
1154 |Bausch and Lomb [8500 Hidden River Parkway, |Lotemax (Loteprednol Etabonate 0.5% (5mg/ml)), Ophthalmic suspension U.S. cGMP|VTRG- o N United States Food and 13
Incorporated (cach |Tampa, FL 33637 (cach ghi (twong |WSE9 § Q  |Prug Administration
ghi khac: Bausch  |khéc: Tampa, Florida dwong EU- o & |(U.S.FDA)
and Lomb Inc) 33637), United States of GMP) Q Q
America . © ©
1338 |Bausch and Lomb [8500 Hidden River Parkway, |Besivance (Besifloxacin ophtalmic suspension)0,6% (sterile) suspension U.S. cGMP(ZFHT-PMK2| o b United States Food and 15
Incorporated Tampa, FL 33637, United (twong § Q  |Prug Administration
States of America dwong EU- & L |(U.S.FDA)
GMP) 202
o ™
1668 |Bausch and Lomb [8500 Hidden River Parkway, |Besivance (Besifloxacin ophthalmic suspension) 0,6% U.S. cGMP|[4K6V-SVA4 — o |United States Food and 18
Incorporated Tampa, FL 33637, United (twong § § Drug Administration
States of America dwong EU- b & |(U.S.FDA)
GMP) 2 3
o o
US-019 » AndersonBrecon Inc. » 4545 Assembly Dr, Rockford, IL 61109-3081, USA
1028 |AndersonBrecon |4545 Assembly Drive, * Co s& dong géi: Thudc vién nang cirng Imbruvica® (ibrutinib 140mg) U.S. cGMP|R4ST- o — |United States Food and 12
Inc., Rockford, IL, 61109, USA (twong |HWPC é § Drug Administration
duwong EU- - « |(U.S. FDA)
GMP) & N
1029 |AndersonBrecon |4545 Assembly Drive, * Co & dong goi: U.S. cGMP|PF4Z-8RS5; United States Food and 12
Inc Rockford, IL 61109, USA + San pham CONCERTA®, Tablet, extended release (Methylphenidate HCI 18mg). (twong |U4DU- 8 Q Drug Administration
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 27mg). dwong EU-|UBRY; Q & |u.s.FpA)
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 36mg). GMP) |KXQM- 8' 8'
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 54mg). TQZC: 3 b
’ o o
HI9SP-XHDC|
1769 AndersonBrecon (4545 Assembly Drive, * Co s& dong goi: Thude vién nang cirng Imbruvica® (ibrutinib 140mg) U.S. cGMP|964A-KJS8 8 m United States Food and 19
Inc., Rockford, IL, 61109, USA (twong Q Q  |Prug Administration
dwong EU- & & [(U.S.FDA)
GMP) Py pry
™ N
1899 |AndersonBrecon |4545 Assembly Drive, * Co s& dong goi: U.S. cGMP|4GQE- - o |United States Food and 21
Inc Rockford, IL 61109, USA + San phdm GAVRETO™, capsule (pralsetinib 100mg). (twong |WDFZ § § Drug Administration
dwong EU-| =) o |(U.S.FDA)
GMP) B =1
o ™
1972  |AndersonBrecon [4545 Assembly Drive, * Co s& dong goi: U.S. cGMP|9VFR- — « [United States Food and 22
Inc Rockford, IL 61109, USA + San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 18mg). (twong [MP4Q; 2] o Drug Administration
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 27mg). dwong EU-|RKR8-F32F; S m (U.S. FDA)
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 36mg). GMP) [6VWP- - -
~ -
QFM5 - @
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US-020 » Lilly del Caribe, Inc., » 12.6 km 65th Infantry Road, Carolina, 00985 Puerto Rico, USA
1770  |Lilly del Caribe, 12.6 KM 65th Infantry Road [* San xuét san phdm (khong bao gém déng goi, xuat xwéng): Vién nén Cialis (Tadalafill); Vién nang Cymbalta (Duloxetine); Vién nén Olumiant (Baricitinib). [U.S. cGMP|FEI: United States Food and 19
Inc., (PRO01), Carolina, PUERTO (twong (2619243 Drug Administration
RICO00%85 duong EU-|EI End: ® o |(US.FDA)
(* Cac cach ghi khéc: GMP) [21/09/2018 | & | &
- 12.6 KM 65th Infantry o A
Road, Carolina, 00985 g | ¢
PUERTO RICO I ®
- 12,6KM 65th Infantry Road,
Carolina, PR 00985 -
DIIERTO RICOY _ _ _ _
1771 Lilly del Caribe, 12.6 KM 65th Infantry Road [* San xuat san pham (khong bao gom déng goi, xuat xwdng): Vién nén Verzenio (Abemaciclib). U.S. cGMP(FEI: United States Food and 19
Inc., (PRO1), Carolina, PUERTO (twong (2619243 Drug Administration
RICO 00985 dwong EU-|EI End: o ~  |(U.S.FDA)
(* Céc cach ghi khéc: GMP) |12/07/2019 | S | &
- 12.6 KM 65th Infantry R A
Road, Carolina, 00985 s | ¢
PUERTO RICO o by
- 12,6KM 65th Infantry Road,
Carolina, PR 00985 -
RLIERTQ RICQO)
US-021 » IPR Pharmaceuticals, Inc » Road 188, Lot 17, San Isidro Industrial Park, Canovanas, PR 00729, USA
328 IPR Road 188, Lot 17, San Isidro [* Thudc khéng vé trung: Vién nén; vién nén bao phim. Twong (3003009422 Commomwealth of 7
Pharmaceuticals, |Industrial Park, Canovanas, duwong EU- @ & |Puerto Rico, USA
Inc PR 00729, USA GMP 14 <
(Cach ghi khac: Carr 188, R &
Lote 17, San Isidro Industrial g 3
Park, Po Box 1624, N N
Canovanas. PR 00729 USA)
1669 IPR Road 188, Lot 17, San Isidro [* Thudc khéng vé trung: Vién nén; vién nén bao phim. Twong (3003009422 Commomwealth of 18
Pharmaceuticals, |Industrial Park, Canovanas, duwong EU- - o [|Puerto Rico, USA
Inc PR 00729, USA GMP 2] 2]
(* Cach ghi khac: (* Céch ghi khac: Carr 188, g E
IPR Lote 17, San Isidro Industrial S S
Pharmaceuticals |27 Po Box 1624, 2 N
Canovanas, PR 00729, USA)
Incoporated)
US-022 » West-Ward Columbus Inc. » 1809 Wilson road, Columbus, OH 43228, USA
329 West-Ward 1809 Wilson road, * San pham: Vién nén bao phim Tradjenta (Linagliptin 5mg); Tén tai Viét Nam: Trajenta. U.S. cGMP|98M9-SCQV| o — |United States Food and 7
Columbus Inc. Columbus, OH 43228, (hodc: (twong é % Drug Administration
Ohio 43228), United States dwong EU- 4 & |(U.S.FDA)
i o o
of America GMP) 2 s
o o
1339  |West-Ward 1809 Wilson road, * San pham: Vién nén bao phim Tradjenta (Linagliptin 5mg); Tén tai Viét Nam: Trajenta. U.S. cGMP|(BYGF- o o |United States Food and 15
Columbus Inc. Columbus, OH 43228, (hodc: (twong [MWTC § § Drug Administration
Ohio 43228), United States dwong EU- & & |(U.S.FDA)
f Al i o o
of America GMP) N &
US-023 » AbbVie Inc. » 1401 Sheridan road, North Chicago, IL 60064, USA
1030 |AbbVie Inc. 1401 Sheridan road, North ~ [* S&n pham: U.S. cGMP|2YXN-SMP2| o «  |United States Food and 12
Chicago, IL 60064, USA + Survanta® (beractant) Intratracheal Suspension 4 ml (beractant 25 mg/ 1 ml). (twong % % Drug Administration
duwong EU- E,'r E,'f
GMP) > %
N N
US-024 » Piramal Critical care, Inc » 3950 Schelden Circle, Bethlehem, PA 18017, USA
1900 |Piramal Critical 3950 Schelden Circle, Thuoc dang long khong vé trung ding cho xéng hit Seaoflura (Sevoflurane 250ml) U.S. cGMP|GYPR- United States Food and 21
care, Inc Bethlehem, PA 18017 United (twong [MUA7 g § Drug Administration
States of America dwong EU-|Bao cao & & |(U.S.FDA)
GMP) |thanh S| 8
tra:FEI: 4 Q
1000135935
US-025 » Merck Sharp & Dohme Corp. Wilson Plant » 4633 Merck Road, Wilson, North Carolina, 27893, USA
871 Merck Sharp & 4633 Merck Road, Wilson,  [* Déng géi so' c&p va thr cp: vién nang clrng; thudc dang ran khac (thudc cdm; thude bot). EU-GMP [NL/H Health Care Inspectorate| 11
Dohme Corp. NO_ﬂh Carolina, 27893, 17/1014440 g § - Pharmaceutical Affairs,
Wilson Plant (cach |United States § & |Netherlands
ghi khac: Merck 8 g
Sharp & Dohme kS h>
Corp.)
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872 Merck Sharp & 4633 Merck Road, Wilson,  |Déng géi thuoc com Singulair Oral (montelukast sodium 4mg) U.S. cGMP(EK26-WH86 | o o |United States Food and 1
Dohme Corp. North Carolina, 27893, (twong é % Drug Administration
Wilson Plant United States dwong EU- & < |(U.S.FDA)
GMP) x|z
o o
873 Merck Sharp & 4633 Merck Road, Wilson,  |Ddng gdi thir cap thudc bt pha dung dich tiém Cubicin RF (Daptomycin reformulated 500mg/Io) U.S. cGMP(JBNG-A5XB| o o |United States Food and 1
Dohme Corp. North Carolina, 27893, (twong é % Drug Administration
Wilson Plant United States dwong EU- & & |(U.S.FDA)
GMP) B
o ™
1155  |Merck Sharp & 4633 Merck Road, Wilson,  |Déng géi thuoc com Singulair Oral (montelukast sodium 4mg) U.S. cGMP|GXWQ- =} o |United States Food and 13
Dohme Corp. North Carolina, 27893, (twong [MWVC § § Drug Administration
Wilson Plant United States dwong EU- g & |(US.FDA)
GMP) s N
US-026 » Pfizer Pharmaceuticals LLC » K.M 1.9, Rd 689, Vega Baja, Puerto Rico 00693, USA
505 Pfizer K.M 1.9, Rd 689, Vega Baja, [* San pham: Vién nang ctring Neurontin® (gabapentin 300 mg). U.S. cGMP|FFMN- © o |United States Food and 9
Pharmaceuticals |Puerto Rico 00693, USA (twong [RKUB § § Drug Administration
LLC duong EU- 2 L |Us. FDA)
GMP) > >
o o
688 Pfizer Km 1.9, Road 689, Vega * San pham: Vién nén Norvasc (Amlodipine besylate 5 mg), tén thwong mai tai Viét Nam: Amlor U.S. cGMP|T7ZD-UB2Y United States Food and 10
Pharmaceuticals |Baja, Puerto Rico 00693, (twong =) S |Drug Administration
LLC USA dwong EU- Q & |(U.S.FDA)
(cach ghi khac: Km 1.9, GMP) O O
. o o
Road 689, Vega Baja, PR s s
00693, Puerto Rico, USA I o
hodc Km 1.9 Road 689 -
689 Pfizer Km 1.9, Road 689, Vega * 8a&n pham: Vién nang Celebrex (Celecoxib 200mg) U.S. cGMP|A5J4-8XVG United States Food and 10
Pharmaceuticals |Baja, Puerto Rico 00693, (twong I ' [Drug Administration
LLC USA dwong EU- & & |(U.S.FDA)
(cach ghi khac: Km 1.9, GMP) ~ ~
. o o
Road 689, Vega Baja, PR s s
00693, Puerto Rico, USA I o
hoicKm 19 Road 689
690 Pfizer Km 1.9, Road 689, Vega * S8an pham: Vién nang ctng Neurontin (Gabapentin 300mg) U.S. cGMP|7PN6-DJRK United States Food and 10
Pharmaceuticals |Baja, Puerto Rico 00693, (twong =) & |Drug Administration
LLC USA dwong EU- Q & |(U.S.FDA)
(cach ghi khac: Km 1.9, GMP) S S
Road 689, Vega Baja, PR ; g
00693, Puerto Rico, USA =} o
hodc Km 1.9 Road 689
691 Pfizer Km 1.9, Road 689, Vega * San pham: Vién nén bao phim Lipitor® (Atorvastatin 10 mg) U.S. cGMP|SHE8-69Z5 United States Food and 10
Pharmaceuticals |Baja, Puerto Rico 00693, (twong =) & |Drug Administration
LLC USA dwong EU- Q & |(U.S.FDA)
(cach ghi khac: Km 1.9, GMP) S S
Road 689, Vega Baja, PR ) iy
00693, Puerto Rico, USA ™ @
hoic Km 19 Road 689
692 Pfizer Km 1.9, Road 689, Vega * San pham: Vién nén bao phim Lipitor® (Atorvastatin 20 mg) U.S. cGMP|W3CG- United States Food and 10
Pharmaceuticals |Baja, Puerto Rico 00693, (twong [SS7P =) & |Drug Administration
LLC USA dwong EU- Q & |(U.S.FDA)
(cach ghi khac: Km 1.9, GMP) S S
Road 689, Vega Baja, PR ) iy
00693, Puerto Rico, USA ™ @
hoic Km 19 Road 689
693 Pfizer Km 1.9, Road 689, Vega * San pham: Vién nén bao phim Lipitor® (Atorvastatin 40 mg) U.S. cGMP|PBW2-ZB5E United States Food and 10
Pharmaceuticals |Baja, Puerto Rico 00693, (twong =) & |Drug Administration
LLC USA dwong EU- Q & |(U.S.FDA)
(cach ghi khac: Km 1.9, GMP) - -
Road 689, Vega Baja, PR :- E
00693, Puerto Rico, USA o o
hoic Km 19 Road 689
1443 Pfizer Km 1.9, Road 689, Vega * San pham: Vién nén Norvasc (Amlodipine 5mg (dwéi dang amlodipine besylate), tén thwong mai tai Viét Nam: Amlor U.S. cGMP|6QEN-65U5 United States Food and 16
Pharmaceuticals |Baja, Puerto Rico 00693, (twong I ' [Drug Administration
LLC USA dwong EU- & & |(U.S.FDA)
(* Céch ghi khac: Km 1.9, GMP) - -
Road 689, Vega Baja, PR :- E
00693, Puerto Rico, USA = e
hoic Km 19 Road 689
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1444 Pfizer Km 1.9, Road 689, Vega * 8an pham: Vién nang ctrng Celebrex (Celecoxib 200mg) U.S. cGMP|6UQH-HZX5 United States Food and 16
Pharmaceuticals ~ |Baja, Puerto Rico 00693, (twong I & |Drug Administration
LLC USA duong EU- S & |(us.FDA
(* Cach ghi khac: Km 1.9, GN?P) ~ N ( )
Road 689, Vega Baja, PR g E
00693, Puerto Rico, USA N N
hodc Km 1.9 Road 689
1445 Pfizer Km 1.9, Road 689, Vega * San pham: Vién nang cirng Neurontin (Gabapentin 300mg) U.S. cGMP|EJD9-W4DR United States Food and 16
Pharmaceuticals ~ |Baja, Puerto Rico 00693, (twong Iy & |Drug Administration
LLC USA duong EU- S & |(us.FDA
(* Cach ghi khac: Km 1.9, le?p) N - ¢ )
Road 689, Vega Baja, PR 3 3
00693, Puerto Rico, USA o ©
hodc Km 1.9 Road 689
1446 Pfizer Km 1.9, Road 689, Vega * San pham: Vién nén bao phim Lipitor® (Atorvastatin 10 mg) U.S. cGMP|XY2J-85ZA United States Food and 16
Pharmaceuticals ~ |Baja, Puerto Rico 00693, (twong N & |Drug Administration
LLC USA duong EU- S & |(us.FDA
(* Céach ghi khac: Km 1.9, GN?P) - - ( )
Road 689, Vega Baja, PR 2 2
00693, Puerto Rico, USA N N
hodc Km 1.9 Road 689
1447 Pfizer Km 1.9, Road 689, Vega * San pham: Vién nén bao phim Lipitor® (Atorvastatin 20 mg) U.S. cGMP|K5PV-YRPV United States Food and 16
Pharmaceuticals ~ |Baja, Puerto Rico 00693, (twong N & |Drug Administration
LLC USA duong EU- S & |(us.FDA
(* Céach ghi khac: Km 1.9, GN?P) - - ( )
Road 689, Vega Baja, PR 2 2
00693, Puerto Rico, USA N N
hodc Km 1.9 Road 689
1448 Pfizer Km 1.9, Road 689, Vega * San pham: Vién nén bao phim Lipitor® (Atorvastatin 40 mg) U.S. cGMP|HSMD- United States Food and 16
Pharmaceuticals ~ |Baja, Puerto Rico 00693, (twong |QPRY S & |Drug Administration
LLC USA dwong EU- & & |(u.s.FDA
(* Cach ghi khac: Km 1.9, GIV?P) § § ( )
Road 689, Vega Baja, PR 2 2
00693, Puerto Rico, USA N N
hodc Km 19 Road 639
US-027 » Baxter Healthcare Corporation » Route 3 Km, 144.2, Guayama, Puerto Rico 00784 USA
489 Baxter Healthcare |Route 3 Km, 144.2, * San pham: Suprane (Desflurane USP), Inhalant (Desflurane USP 240mL) U.S. cGMP|ZZ7C-UYZP o — |United State Food and 9
Corporation Guayama, Puerto Rico (twong § § Drug Administration
00784 USA dwong EU- g g
GMP) N &
o o
490 Baxter Healthcare |Route 3 Km, 144.2, * San pham: Sevoflurane, USP, Inhalant (sevoflurane, usp 250ml) U.S. cGMP|YGP8-D6SJ o — |United State Food and 9
Corporation Guayama, Puerto Rico (twong § § Drug Administration
00784 USA dwong EU- Bl Bl
GMP) > &
o o
491 Baxter Healthcare |Route 3 Km, 144.2, * San pham Forane (Isoflurane, USP), Inhalant (1-chloro-2,2,2-trifluroethyl difluroromethyl ether 250ml) U.S. cGMP|QGME- o o [United States Food and 9
Corporation Guayama, Puerto Rico Tén tai Viét Nam: Aerrane (twong [2RM7 § § Drug Administration
00784 USA duong EU- 3 3 |US.FDA)
GMP) > N
o o
1031 Baxter Healthcare |Route 3 Km, 144.2, * San pham: Forane (Isoflurane, USP), Inhalant (isoflurane, usp 100 ML). Tén thwong mai: Aerrane U.S. cGMP|G6MV- o — |United State Food and 12
Corporation Guayama, Puerto Rico (twong  |QX6N § § Drug Administration
00784 USA dwong EU- Bl Bl
GMP) > >
o o
1449 |Baxter Healthcare |Route 3 Km, 144.2, * San pham: Forane (Isoflurane, USP), Inhalant (isoflurane, usp 100 ML). Tén thwong mai: Aerrane U.S. cGMP(CHPF-SCAZ| « o [United State Food and 16
Corporation Guayama, Puerto Rico (twong § § Drug Administration
00784 USA duwong EU- - -
o o
GMP) < >
1450 Baxter Healthcare |Route 3 Km, 144.2, * San pham: Sevoflurane, USP, Inhalant (sevoflurane, usp 250ml) U.S. cGMP|2U94-KEUY S Q United State Food and 16
Corporation Guayama, Puerto Rico (twong Q S  |Prug Administration
00784 USA duwong EU- - -
o o
GMP) ¥ <
1451 Baxter Healthcare |Route 3 Km, 144.2, * San pham: Suprane (Desflurane USP), Inhalant (Desflurane USP 240mL) U.S. cGMP|5YFX-KMUY S g United State Food and 16
Corporation Guayama, Puerto Rico (twong 5] S  |Prug Administration
00784 USA duwong EU- - -
o o
GMP) s s
US-028 » Merck Sharp & Dohme Corp » 770 Sumneytown Pike, West Point, PA 19486, USA
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330 Merck Sharp & 770 Sumneytown Pike, West |* Ban thanh pham vac xin M-M-R Il (Measles, Mumps and Rubella Virus Vaccine Live, MSD), 0.5mL (chwa bao gom dung méi pha tiém va xuat xuwong). U.S. cGMP|MR5Y- o — |United States Food and 7

Dohme Corp. Point, PA, 19486, USA (twong [VKBW WHO é % Drug Administration
dwong EU-| S' S'
GMP) gg RI

354 Merck Sharp & 770 Sumneytown Pike, West [* Ban thanh pham véc xin Varivax Refrigerator Stable Formulation (Varicella Virus vaccine Live (Oka/ Merck), 1350pfu/dose) (chwa bao gdm dung méi pha [U.S. cGMP|T4BR-AR2E ) — |United States Food and 8

Dohme Corp. Point, PA, 19486, USA tiem, dong goi thir c&p va xuét xudng). (twong (WHO é % Drug Administration (US
dwong EU-| '5' '5' FDA)
GMP) gg ﬁl

355 Merck Sharp & 770 Sumneytown Pike, West |* San pham: RotaTeq® (Rotavirus Vaccine, Live, Oral, Pentavalent); Oral Solution U.S. cGMP|EGAB-RR5F| o — |United States Food and 8

Dohme Corp. Point, PA, 19486, USA (twong [WHO é % Drug Administration (US
dwong EU-| '5' '5' FDA)
GMP) “i é

356 Merck Sharp & 770 Sumneytown Pike, West [* Ban thanh phdm Gardasil ( vac xin tai t& hop t gia phong vi - rit HPV & ngudi typ 6, 11, 16, 18) (chwa bao gém dong géi thir cp va xuét xwdng). U.S. cGMP(XFYB-YGYY| o o |United States Food and 8

Dohme Corp. Point, PA, 19486, USA (twong [WHO é % Drug Administration (US
dwong EU-| '5' '5' FDA)
GMP) ﬁl §'

357 Merck Sharp & 770 Sumneytown Pike, West [* Ban thanh phdm Gardasil 9 ( véc xin tai t& hop ctru gid phong vi - rit HPV & ngui) (chwa bao gdm déng géi thtr cip va xudt xwéng). U.S. cGMP|DSMV- ~ o |United States Food and 8

Dohme Corp. Point, PA, 19486, USA (twong [VUTX WHO é é Drug Administration (US
duwong EU- - « |FDA)
GMP) é é

358 Merck Sharp & 770 Sumneytown Pike, West [* Ban thanh phdm véc xin Pneumovax 23 (vac xin Pneumococcal da gia) 0,5mL (thudc tiém dudi da hoac tiém bap) (khdng bao gdm dong goi, kiém tra U.S. cGMP(KNK2 -3CFA| o o |United States Food and 8

Dohme Corp. Point, PA, 19486, USA chét lvong va xuét xuong). (twong [WHO % % Drug Administration (US
dwong EU-| E,'f E,'f FDA)
GMP) 8' é

1340 Merck Sharp & 770 Sumneytown Pike, West |* Ban thanh pham vac xin M-M-R Il (Measles, Mumps and Rubella Virus Vaccine Live, MSD), 0.5mL (chwa bao gom dung méi pha tiém va xuat xuwong). U.S. cGMP|RW2Z- o o [United States Food and 15

Dohme Corp. Point, PA, 19486, USA (twong  [3VMH WHO % % Drug Administration
dwong EU- 8& 8!
GMP) g' 8'

1341 Merck Sharp & 770 Sumneytown Pike, West [* Ban thanh phdm Gardasil ( vac xin tai t6 hop t& gia phong vi - rit HPV & ngudi typ 6, 11, 16, 18) (chwa bao gdm dong géi thir cp va xuét xwdng). U.S. cGMP|CKQF-D9VN| o o |United States Food and 15

Dohme Corp. Point, PA, 19486, USA (twong [WHO % % Drug Administration (US
dwong EU-| 8& 8& FDA)
GMP) ﬁl §'

1342  |Merck Sharp & 770 Sumneytown Pike, West [* Ban thanh pham véc xin Varivax Refrigerator Stable Formulation (Varicella Virus vaccine Live (Oka/ Merck), 1350pfu/dose) (chuwa bao gdm dung méi pha [U.S. cGMP|FDUH- o o |United States Food and 15

Dohme Corp. Point, PA, 19486, USA tiém, déng goi thir cap v xudt xudng). (twong [EUMJWHO | & S |Drug Administration (US
dwong EU-| co'u co'u FDA)
GMP) ,"l “é

1452  |Merck Sharp & 770 Sumneytown Pike, West |* San pham: RotaTeq® (Rotavirus Vaccine, Live, Oral, Pentavalent); Oral Solution U.S. cGMP|38X9-GYTB | o o |United States Food and 16

Dohme Corp. Point, PA, 19486, USA (twong (WHO % % Drug Administration (US
dwong EU-| f\" & |FDA)
GMP) g é
1772 |Merck Sharp & 770 Sumneytown Pike, West [* Ban thanh pham Gardasil 9 ( véc xin tai td hop ctru gid phong vi - rit HPV & ngui) (chwa bao gdm déng géi thtr cip va xudt xwéng). U.S. cGMP(5ZXVY- — o |United States Food and 19
Dohme Corp. Point, PA, 19486, USA (twong |[ZEQ4 WHO § § Drug Administration (US
dwong EU-| 8‘ ﬁl FDA)
GMP) & <
US-029 » Grifols Biologicals Inc » 5555 Valley Boulevard, Los Angeles, California, CA 90032, USA

874 Grifols Biologicals [5555 Valley Boulevard, Los [* San xuat API va thanh phdm cubi: san phadm Dung dich tiém Albumin (Human) U.S.P., Albutein®20%, 50mL & 100mL; Albumin (Human) U.S.P., U.S. cGMP|TDPX-4E3E o o |United States Food and 11
LLC (t&n cii: Grifols|Angeles, CA 90032, USA  [Albutein®25%, 50mL & 100mL; (twong  |WHO S S |Drug Administration
Biologicals Inc) (* Cach ghi khac: 5555 duwong EU- & & |(U.S.FDA

Valley Bouleyard,. Los GMP) g E
Angeles, California, 90032, ~ ~

1229 | Grifols Biologicals [5555 Valley Boulevard, Los [* San xuét API va thanh pham cudi: Dung dich tiém Albumin (Human) U.S.P., Albutein®5%, 250mL & 500mL U.S. cGMP|TVJG-3NGX| o o |United States Food and 14
LLC Angeles, CA 90032, USA (twong  |WHO S S |Drug Administration
(* Tén cii: Grifols ~ |(* Cach ghi khac: 5555 duwong EU- ) & |(U.S.FDA)

Biologicals Inc) | Valley Boulevard, Los GMP) P
Angeles, California, 90032, o (=}

1773 | Grifols Biologicals [5555 Valley Boulevard, Los [* San xuét API va thanh pham cudi: s&n pham Dung dich tiém Albumin (Human) U.S.P., Albutein®5%, 250mL & 500mL; Albumin (Human) U.S.P., U.S. cGMP[PT23-KK22 — o |United States Food and 19
LLC (tén cii: Grifols|Angeles, CA 90032, USA Albutein®20%, 50mL & 100mL; Albumin (Human) U.S.P., Albutein®25%, 50mL & 100mL; (twong [WHO % % Drug Administration
Biologicals Inc) (* Cach ghi khac: 5555 duwong EU- & & |(U.S.FDA)

Valley Bouleyard,. Los GMP) ,OL ,OL
Angeles, California, 90032, o ™
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US-030 » Grifols Biological Inc » 13111 Temple Avenue, City of Industry, CA 91746, USA
875 Grifols Biologicals [13111 Temple Avenue, City [* Déng géi va dan nhan: san pham Dung dich tiém Albumin (Human) U.S.P., Albutein®20%, 50mL & 100mL; Albumin (Human) U.S.P., Albutein®25%, U.S. cGMP|TDPX-4E3E o o [United States Food and 1
LLC (t&n cii: Grifols|of Industry, CA 91746, USA |50mL & 100mL; (tvong  |WHO S S |Drug Administration
Biologicals Inc) dwong EU-| N & [(U.S. FDA
GMP) 2 2
N N
1230 Grifols Biologicals [13111 Temple Avenue, City [*Déng géi va dan nhan: Dung dich tiém Albumin (Human) U.S.P., Albutein®5%, 250mL & 500mL U.S. cGMP|TVJG-3NGX| o o [United States Food and 14
LLC of Industry, CA 91746, USA (twong (WHO § § Drug Administration
(* Tén ci: Grifols dwong EU-| S S |(U.S. FDA)
Biologicals Inc) GMP) > 3
o o
1774 Grifols Biologicals (13111 Temple Avenue, City [*Ddng géi va dan nhan: Dung dich tiém Albumin (Human) U.S.P., Albutein®5%, 250mL & 500mL; Albumin (Human) U.S.P., Albutein®20%, 50mL & U.S. cGMP|PT23-KK22 — o |United States Food and 19
LLC (tén cii: Grifols|of Industry, CA 91746, USA |100mL; Albumin (Human) U.S.P., Albutein®25%, 50mL & 100mL; (twong (WHO % % Drug Administration
Biologicals Inc) duwong EU- % & |(U.S.FDA)
GMP) 2| 32
o ™
US-031 » Patheon Manufacturing Services LLC » 5900 Martin Luther King Jr. Highway, Greenville, NC 27834, USA
385 Patheon 5900 Martin Luther King Jr.  [* San pham: Colistimethate for Injection U.S. cGMP|73317 o o United States Food and 8
Manufacturing Highway Greenville, NC (twong S S |Drug Administration
Services, LLC (part|27834, USA duong EU- S | S |ws. Fpa)
of Thermo Fisher GMP) 2 2
Scientific) 39 ~
1032 |Patheon 5900 Martin Luther King Jr.  [Thudc déng khé Herceptin; dung méi vé tring; vién nén Zantac; vién nén Trintellix 5, 10, 20mg U.S. cGMP|Bao cao Food and Drug 12
Manufacturing Highway, Greenville, NC (twong [thanh tra: 2 & |Administration, USA
Services LLC 27834, United States duong EU-|[1018495 S| &
GMP)  |Gidy phép 3 <
san xuét: ~ ps
1018495
1033 |Patheon 5900 Martin Luther King Jr. |* Co' s& san xuat (khéng bao gom déng géi, dan nhan va xuat xwéng): U.S. cGMP|QRHM- ) — |United States Food and 12
Manufacturing Highway, Greenville, NC + San phém Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 400 mg / 16 ml). (twong  [KAK2; é % Drug Administration
Services LLC 27834, USA + San pham Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 100 mg / 4 ml). dwong EU-[TYQJ-3Q39 & & |(U.S.FDA)
GMP) pd e
™ N
1156 Patheon 5900 Martin Luther King Jr.  |* San xuat (khéng bao gom dong goi): o U.S. cGMP|GXWQ- o o |United States Food and 13
Manufacturing Highway, Greenville, NC + San pham Singulair® Oral, Granule (Montelukast Sodium 4 mg). Tén thuwong mai quéc té: Singulair. (twong [MWVC % % Drug Administration
Services LLC (hodc North Carolina) 27834, dwong EU- & & |(U.S.FDA)
UsA GMP) e |
1157 Patheon 5900 Martin Luther King Jr.  |* San xuat: U.S. cGMP|WAP7- © o |United States Food and 13
Manufacturing Highway, Greenville, NC + San phém Bridion® (SUGAMMADEX), 100mg/mL (2mL per vial), Injection, solution. (twong |EA4V; é % Drug Administration
Services LLC (hogc North Carolina) 27834, + San pham Bridion® (SUGAMMADEX), 100mg/mL (5mL per vial), Injection, solution. duwong EU-[UYQZ-938E | & o |(U.S.FDA)
USA GMP) z 2
N N
1343 Patheon 5900 Martin Luther King Jr.  [* San xut: San phdm IV BUSULFEX® (BUSULFAN) INJECTION, (Busulfan 6 mg/1 mL). U.S. cGMP|RUT9-TRFB| o o [United States Food and 15
Manufacturing Highway, Greenville, NC (twong § § Drug Administration
Services LLC 27834, United States of dwong EU- < < |(U.S.FDA)
America GMP) pg e
-~ o
1563 Patheon 5900 Martin Luther King Jr.  |* San xuat: U.S. cGMP|8MCV- o o |United States Food and 17
Manufacturing Highway, Greenville, NC + San pham Bridion® (SUGAMMADEX), 100mg/mL (2mL per vial), Injection, solution. (twong |GNDG % % Drug Administration
Services LLC (hodc North Carolina) 27834, duong EU- < < |(U.S.FDA)
USA GMP) & | @
o o
1670 |Patheon 5900 Martin Luther King Jr. |* Co' s& san xuat (khéng bao gom déng goi, dan nhan va xuat xwéng): U.S. cGMP|JHWA- — o |United States Food and 18
Manufacturing Highway, Greenville, NC + San phém Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 400 mg / 16 ml). (twong [4GVM; § § Drug Administration
Services LLC 27834, USA + San pham Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 100 mg / 4 ml). dwong EU-|V45V-D96H & & |(U.S.FDA)
GMP) I <
US-032 » Eli Lilly & Company » Indianapolis, IN 46285, USA
876 Eli Lilly & Lilly Corporate Center, “Thudc bot dong kho pha dung dich tiém truyén Alimta (pemetrexed (dwoi dang pemetrexed dinatri heptahydrate) 500 mg) U.S. cGMP|CPP: W9T- o — |United States Food and 11
Company Indianapolis, Indiana (IN) (twong [92PH ) S |Drug Administration
(Cach ghi khac: Eli [46285, United State (USA) duwong EU-|B&o céo R Y |u.s. FDA)
Lilly and Company) GMP) [thanh tra: > 3
1819470 N N
877 Eli Lilly & Lilly Corporate Center, Thudc bot déng khd pha dung dich tiém truyén Alimta (pemetrexed (dudi dang pemetrexed dinatri heptahydrate) 100 mg U.S. cGMP|CPP: T9B9- o « |United States Food and 1"
Company Indianapolis, Indiana (IN) (twong |PR34 S S |Drug Administration
(Cach ghi khac: Eli |46285, United State (USA) duwong EU-|Bao cao Q| & |ws. rFoa
Lilly and Company) GMP) [thanh tra: & &
1819470 ° °
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878 Eli Lilly & Lilly Corporate Center, Thuoc tiém Taltz (Ixekizumab 80mg/1ml); U.S. cGMP|CPP: BCGD-| o — |United States Food and 1

Company Indianapolis, Indiana (IN) (twong  [HXJU ) S |brug Administration
(Cach ghi khac: Eli [46285, United State (USA) duong EU-|Bao céo & | S |ws. Fpa)
Lilly and Company) GMP) [thanh tra: NS 2
1819470 ° °
879 Eli Lilly & Lilly Corporate Center, Dung dich tiém Trulicity (dulaglutide1.5mg/0.5ml) U.S. cGMP|CPP: GH8Q-| o « [United States Food and 1
Company Indianapolis, Indiana (IN) (twong |DWAS8 S S |Drug Administration
(Cach ghi khac: Eli [46285, United State (USA) duong EU-|Bao céo & | & |ws. Foa
Lilly and Company) GMP) |thanh tra: g S
1819470 N N
880 Eli Lilly & Lilly Corporate Center, Dung dich tiém Trulicity (dulaglutide 0.75mg/0.5ml) U.S. cGMP|CPP: PZRD-| o o |United States Food and 11
Company Indianapolis, Indiana (IN) (twong [29QG S S |Drug Administration
(Cach ghi khac: Eli [46285, United State (USA) dwong EU-|Bao cao Q Q& |w.s.Foa)
Lilly and Company) GMP) [thanh tra: g Sv
1819470 N N
881 Eli Lilly & Lilly Corporate Center, + Thubc bdt dong khd pha dung dich tiém truyén Alimta (pemetrexed (dudi dang pemetrexed dinatri heptahydrate) 500 mg ; Japan- |AG3040032 Pharmaceuticals and 1
Company Indianapolis, Indiana 46285, + Thudc bot déng khd pha dung dich tiém truyén Alimta (pemetrexed (dwéi dang pemetrexed dinatri heptahydrate) 100 mg ; GMP 7 Medical Devices Agency
(Céch ghi khac: Eli USA + Dung dich dam d&c pha dung dich tiém Cyramza (Ramucirumab, 10mg/ml), lo 10ml, lo 50ml. (twong (PMDA), Japan
Lilly and Company) + Dgng dich tiém Humalog Kwikpen (Insulin lispro 300U/3ml (twong dwong 10.5mg); B dwong EU-
+ Hon dich tiém Humalog Mix 50/50 Kwikpen (Insulin lispro (trong d6 50% la dung dich insulin lispro va 50% |a hén dich insulin lispro protamine) 300U/ GMP) S K
3ml (twong dwong 10.5mg); S S
+ Hén dich tiém Humalog Mix 75/25Kwikpen (Insulin lispro (trong d6 25% l& dung dich insulin lispro va 75% & hén dich insulin lispro protamine) 300U/ 8' 8'
3ml (twong dwong 10.5mg); - -
+ Hbn dich tiém Humulina 30:70, 100UI/ml. Tén tai Viét Nam: Humulin 70/30; o o
+ Dung dich tiém Humulina Regular 100UI/ml. Tén tai Viét Nam: Humulin R.
+Hén dich tiém Humulina NPH 100 Ul/ml. Tén tai Viét Nam: Humulin N;
+ Dung dich tiém Taltz (Ixekizumab 80mg/1ml);
& D) dich A Tevlicityy (Dl Latida) O 75, 10 Bl
1775  |Eli Lilly & Lilly Corporate Center, Dung dich tiém Trulicity (dulaglutide1.5mg/0.5ml) U.S. cGMP|GPSX: — o |United States Food and 19
Company Indianapolis, Indiana (IN) (twong (1819470 .S % Drug Administration
(Cach ghi khac: Elj |46285, United State (USA) dwong EU-|CPP: GD7U-| & § | &  [(U.S. FDA)
Lilly and Company) GMP) [E9Q3 © ?_ )
— ™
US-034 » Sharp Corporation » 7451 Keebler Way, Allentown, PA 18106, USA
1345 |Sharp Corporation |7451 Keebler way, * Pong goi so cap: thudc khéng vé tring dang ran (déng lo, vi, tdi - bottles, blister, pouching). U.S. cGMP(3004161147 | ~ — |United States Food and 15
Allentown, PA 18106, USA  [* Bong goi thir cép: thubc khong vé tring dang rén (dong lo, vi, tui - bottles, blister, pouching). Thudc vé tring. (twong é § Drug Administration
dwong EU- & & |(U.S.FDA)
GMP) e T
Y ®
US-035 » AbbVie Inc. » 1 N Waukegan road, AP 16/16A, IL 60064 North Chicago, USA
518  [AbbVie Inc. 1 N Waukegan road, AP *Pong goi so cap, thir cap: vién nén, vién nén bao phim. EU-GMP [DE_RP_01_[ ~ o [Co quan thdm quyén 9
16/16A, IL 60064 North *Déng goi thir cap: dung dich tiém. GMP- S S |puc
Chicago, USA 20171007 | & | &
< <
& 3
1231 AbbVie Inc. 1 N Waukegan road, AP * San pham: Kaletra (Lopinavir/ Ritonavir) oral sulution 80mg/ 20mg per mL U.S. cGMP|JGEJ- . « [United States Food and 14
16/16A, IL 60064 North (twong [QWWEV b= & |Drug Administration
Chicago, USA dwong EU- N N
(* Céch ghi khac: 1N GMP) ) S
Waukegan road, North © 0
Chicago Il_60064 USA)
US-036 » Catalent Indiana, LLC » 1300 South Patterson Drive, Bloomington, IN 47403, USA
526 Catalent Indiana, |1300 South Patterson Drive, |Co sé san xuét va déng géi so cap cho san pham: U.S. cGMP|XH9P- o — |United States Food and 9
LLC Bloomington, IN 47403, + Imfinzi® Injection 120mg/2.4mL (Durvalumab 50mg/1mL) (Dang bao ché dang ky tai Viét Nam: Dung dich truyén tinh mach); (twong  [Y3JJ § § Drug Administration
United States of America + Imfinzi® Injection 500mg/10mL (Durvalumab 50mg/1mL) (Dang bao che dang ky tai Viét Nam: Dung dich truyen tinh mach). dwong EU-|WV54-VJEB | & & |(U.S.FDA)
GMP) 2 e
1344 Catalent Indiana, |1300 South Patterson Drive, |Co sé san xuét va déng géi so cap cho san pham: U.S. cGMP|E8H2-FC79 o o |United States Food and 15
LLC Bloomington, IN 47403, + Imfinzi™ Injection 120mg/2.4mL (Durvalumab 50mg/1mL) (Dang bao ché dang ky tai Viét Nam: Dung dich truyén tinh mach); (twong  [MUKW- § § Drug Administration
United States of America + Imfinzi™ Injection 500mg/10mL (Durvalumab 50mg/1mL) (Dang bao ché dang ky tai Viét Nam: Dung dich truyén tinh mach). dwong EU-|PZEE & & |(U.S.FDA)
GMP) 3 a
5 «
1973 Catalent Indiana, [1300 South Patterson Drive, |* Co s& s&n xuat va déng géi so cap cho san pham: U.S. cGMP|656T-KMC8 — o |United States Food and 22
LLC Bloomington, IN 47403, + Imfinzi® Injection 120mg/2.4mL (Durvalumab 50mg/1mL) (Dang bao ché dang ky tai Viét Nam: Dung dich truy&n tinh mach). (twong § § Drug Administration
United States of America dwong EU- < & |(U.S.FDA)
GMP) s | =
o ™
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1974 Catalent Indiana, |1300 South Patterson Drive, |* Co s& san xuat va dong goi so' cap cho san pham: i ‘ U.S. cGMP|5BMG- - « |United States Food and 22
LLC Bloomington, IN 47403, + Imfinzi® Injection 500mg/10mL (Durvalumab 50mg/1mL) (Dang bao ché dang ky tai Viét Nam: Dung dich truyén tinh mach). (twong [EMN3 S S Drug Administration
United States of America duong EU- 2 z (U.S. FDA)
GMP) 3 )
IS )
US-037 » Baxter Pharmaceutical Solutions LLC » 927 South Curry Pike, Bloomington, 47403 (hoac IN-47403), USA
882 Baxter 927 South Curry Pike, * Thudc \{6 trang: ] ] K EU-GMP |UK GMP ~ o |Medicines and 11
Pharmaceutical Bloomington, 47403 (hodc IN]  + Thudc san xuét vé tring: Dung dich thé tich I6n; thuéc déng khé; dung dich thé tich nhé. 18058 Insp S S |Healthcare Products
Solutions LLC 47403 hoic Indiana 47403), |+ Thudc tiét trang cudi: Dung dich thé tich Ién; dung dich thé tich nhé. GMP Ry 3 |Regulatory Agency
United States. * Thuée sinh hoc: Thudc mién dich. S} 53 ;
0 i 18058/1036 & > (MHRA), United
_ 7-0012 N ©  |Kingdom
896 Baxter 927 South Curry Pike, * Thuég vo trL‘lng': EU-GMP |BE/GMP/20 o o |Federal Agency for 1
Pharmaceutical Bloomington, 47403 (hogc IN{  Thuéc sén xuét vo trang: Dung dich thé tich nhd. 18/144 S S |Medicines and Health
Solutions LLC 47403 hogc Indiana 47403), [* Thuéc sinh hoc: Thubc mién dich; thubc cong nghé sinh hoc 3 m Products (FAMHP),
United States. * Kiém tra chét lvong Q % |Belgium
) ®
US-038 » Janssen-Ortho LLC » State Road 933 Km 0.1, Mamey Ward, Gurabo, Puerto Rico, 00778, USA
1034  |Janssen-Ortho State Road 933 Km 0.1, * Co s6 kiém nghiém xuat xudng: U.S. cGMP|PF4Z-8RS5; United States Food and 12
LLC Mamey Ward, Gurabo, + San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 18mg). (twong [U4DU- I g Drug Administration
Puerto Rico, 00778, USA + San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 27mg). dwong EU-|UBRY; I I (U.S. FDA)
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 36mg). GMP) |KXQM- 8’ 8’
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 54mg). TQZC: oy b
’ o o
HI9SP-XHDC|
1564 Janssen-Ortho State Road 933 Km 0.1, * San xuét khéng bao gdm cong doan déng goi va xuét xudng: Thudc khong vé triing: vién nang clrng; vién nén. EU-GMP |IT/GMP/E/11| ~ o |ltalian Medicines Agency| 17
LLC Mamey Ward, Gurabo, * San pham kiém tra cu thé: vién nén bao phim Invokana, Vokanamet, Rezolsta, Preszista; vién nang Topamax, Sprinkle. /2017 S S (AIFA)
Puerto Rico, 00778, United g m
States 3 -
® ®
1565 Janssen-Ortho State Road 933 Km 0.1, Thubc dang ran: vién nén nhiéu I6p Invokana, Invokamet, vién nén Xarelto, vién nang Elmiron. U.S. cGMP|3002942061 © — United States Food and 17
LLC Mamey Ward, Gurabo, (twong é § Drug Administration
Puerto Rico, 00778, United dwong EU- > & |(U.S.FDA)
St o -~
ates GMP) > o
Y ®
1975 Janssen-Ortho State Road 933 Km 0.1, *Co s& sén‘xuét va dong goi: U.S. cGMP|KFWM- — «~ |United States Food and 22
LLC Mamey Ward, Gurabo, + San pham Vién nén bao phim ERLEADA™, Tablet (apalutamide 60mg). (twong |YEG5 8 8 Drug Administration
Puerto Rico, 00778, USA dwong EU- m m (U.S. FDA)
GMP) g o
-~ @
1976 |Janssen-Ortho State Road 933 Km 0.1, * Co sé& kiém nghiém xuét xudng: U.S. cGMP|9VFR- - « [|United States Food and 22
LLC Mamey Ward, Gurabo, + San pham CONCERTA®, Tablet, extended release (Methylphenidate HCI 18mg). (twong |MP4Q; 8 8 Drug Administration
Puerto Rico, 00778, USA + Sén pham CONCERTA®, Tablet, extended release (Methylphenidate HCI 27mg). duong EU-|RKR8-F32F;| & Q& |w.s. Foa)
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 36mg). GMP)  |6VWP- N -
~ -
QFM5 ~ N
US-039 » Avara Pharmaceutical Technologies Inc » 3300 Marshall avenue, Norman, OK 73072, USA
1232 |Avara 3300 Marshall avenue, * San xuét, dong goi so' cap: Mirabegron (San pham Betmiga prolonged-release tablet (mirabegron 25mg); San phadm Betmiga prolonged-release tablet U.S. cGMP(3004998655| o — |United States Food and 14
Pharmaceutical Norman, OK 73072, USA  |(mirabegron 50mg)). é § Drug Administration
Technologies Inc 'S. & |(U.S. FDA)
S | =
@ @
US-040 » C.B. Fleet Company, Inc., » 4615 Murray Pl,, Lynchburg, VA 24502, USA
883 C.B. Fleet 4615 Murray Pl,, Lynchburg, [* San pham: Fleet (Sodium Phosphate, Dibasic and Sodium Phosphate, Monobasic) Enema, Enema. Hoat chat, ham Iwong: Sodium Phosphate, dibasic 7 | US-cGMP [9A7C-VN8P o — |United States Food and 1
Company, Inc., VA 24502, USA GM; Sodium Phosphate, monobasic 19 GM. Tén tai Viét Nam: Fleet Enema. (Twong é § Drug Administration
duwong EU- 'S. B‘ (U.S. FDA)
GMP) 2] 8
@ @
884 C.B. Fleet 4615 Murray Pl,, Lynchburg, [San phdm: Fleet Pedia-Lax Enema Fleet Enema For Children (Sodium Phosphate, Dibasic and Monobasic Enema), Enema. Hoat chat, ham lwgng: Sodium| US-cGMP [4CXV-MUTX| o — |United States Food and 1
Company, Inc., VA 24502, USA Phosphate, dibasic 3.5 GM; Sodium Phosphate, monobasic 9.5 GM. Tén tai Viét Nam: Fleet Enema for Children. (Twong § % Drug Administration
dwong EU-| E," g (U.S. FDA)
GMP) & <
N N
US-041 » Baxalta US Inc. » 1700 Rancho Conejo Boulevard, Thousand Oaks, CA 91320, USA
1566 |Baxalta US Inc. 1700 Rancho Conejo * Xuat xwdng 16: San phdm ADYNOVATE [Antihemophilic Factor (Recombinant), REGylated], ham lwong: 250 1U, 500 U, 750 1U, 1000 1U, 1500 IU, 2000 [U.S. cGMP|FNJQ-26Q7 | o +— |United States Food and 17
Boulevard, Thousand Oaks, [IU, 3000 IU. (twong [WHO S S Drug Administration
CA 91320, USA duong EU- Q Q
o o
GMP) by >
o o
US-043 » CSL Behring LLC » Route 50 North, 1201 N. Kinzie, Bradley, IL 60915, USA
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885 CSL Behring LLC  [Route 50 North, 1201 N. * San pham: Albumin (Human) USP, Albuminar®; 25% 50 mL (Albumin 12.5g/50mL) U.S. cGMP|Q7AQ-3963 United States Food and 1

Kinzie, Bradley, IL 60915, (twong |WHO o & |Drug Administration
USA dwong EU- & & |(u.s.FDA)
(* Cach ghi khac: P.O. Box GMP) g g
511 Kankakee, IL 60901, 3 3
USA hoac Kankakee, IL © N
60901, USA)
886 CSL Behring LLC  [Route 50 North, 1201 N. * San pham: U.S. cGMP|E24W-J6TH United States Food and 1
Kinzie, Bradley, IL 60915, + Albumin (Human) 25%; AIbuRx®; 25% 50 mL & 100 mL (Albumin 12.5g/50mL; 25g/100mL). (twong [WHO (2] & |Drug Administration
USA + Albumin (Human) 5%; AIbuRx®; 5% 250 mL (Albumin 12.5g/250mL). duwong EU-[M9AC-226V | & & |U.s.FDA)
(* Cach ghi khac: P.O. Box GMP) |WHO 8' 8'
511 Kankakee, IL 60901, & <
USA hoac Kankakee, IL =} (=}
60901, USA)
887 CSL Behring LLC  [Route 50 North, 1201 N. * 8an pham: Albumin (Human) 20%; AlbuRx®; 20% 50 mL (Albumin 10g/50mL). U.S. cGMP|(693J-57KE United States Food and 1
Kinzie, Bradley, IL 60915, (twong |WHO 2 &~ |Drug Administration
USA duong EU- & & |(U.S.FDA)
(* Céach ghi khac: P.O. Box GMP) ,S‘ ,S‘
511 Kankakee, IL 60901, & s
USA hoac Kankakee, IL N N
60001 LISA)
US-044 » Patheon Puerto Rico Inc » State Road 670 Km.2.7, Manati, Puerto Rico 00674, USA
888 Patheon Puerto State Road 670 Km.2.7, * San pham: Vién nén bao phim Janumet 50mg/500mg (Sitagliptin (dwéi dang Sitagliptin phosphate monohydrate) 50mg va Metformin hydroclorid 500mg) [U.S. cGMP|5RME- o — |United States Food and 1
Rico Inc Manati, Puerto Rico 00674, (twong |UAAU § § Drug Administration
USA dwong EU- N . |(U.S.FDA)
GMP) 2 e
S S
889 Patheon Puerto State Road 670 Km.2.7, * San pham: Vién nén bao phim Janumet 50mg/850mg (Sitagliptin (dwéi dang Sitagliptin phosphate monohydrate) 50mg va Metformin hydroclorid 850mg) [U.S. cGMP|V6RM- o — |United States Food and 1
Rico Inc Manati, Puerto Rico 00674, (twong [HE6HG § § Drug Administration
USA dwong EU- N . |(U.S.FDA)
GMP) a 3
o <]
890 Patheon Puerto State Road 670 Km.2.7, * San pham: Vién nén bao phim Janumet 50mg/1000mg (Sitagliptin (dwéi dang Sitagliptin phosphate monohydrate) 50mg va Metformin hydroclorid U.S. cGMP|KAW7-P5VA| o — |United States Food and 1
Rico Inc Manati, Puerto Rico 00674, |1000mg) (twong § § Drug Administration
USA dwong EU- N . |(U.S.FDA)
GMP) 2 e
S S
1977 Patheon Puerto State Road 670 Km.2.7, * San pham: Vién nén bao phim Janumet 50mg/1000mg (Sitagliptin (dwéi dang Sitagliptin phosphate monohydrate) 50mg va Metformin hydroclorid U.S. cGMP|55QX-SG8D| « o |United States Food and 22
Rico Inc Manati, Puerto Rico 00674, |1000mg) (twong § § Drug Administration
USA dwong EU- < & |(U.S.FDA)
GMP) S
- ™
1978 Patheon Puerto State Road 670 Km.2.7, * San pham: Vién nén bao phim Janumet 50mg/500mg (Sitagliptin (dwéi dang Sitagliptin phosphate monohydrate) 50mg va Metformin hydroclorid 500mg) [U.S. cGMP|7J9H-2SV4 ~ o |United States Food and 22
Rico Inc Manati, Puerto Rico 00674, (twong § § Drug Administration
USA dwong EU- < & |(U.S.FDA)
GMP) S
- ™
1979 Patheon Puerto State Road 670 Km.2.7, * San pham: Vién nén bao phim Janumet 50mg/850mg (Sitagliptin (dwdi dang Sitagliptin phosphate monohydrate) 50mg va Metformin hydroclorid 850mg) [U.S. cGMP|SP3W-JZ3K | o o |United States Food and 22
Rico Inc Manati, Puerto Rico 00674, (twong § § Drug Administration
USA dwong EU- < & |(U.S.FDA)
GMP) e T
[ )
US-045 » Merck Sharp & Dohme Corp. » 2778 South East Side Highway, Elkton, VA 22827, USA
891 Merck Sharp & 2778 South East Side * San xudt va dong géi so' cap: Primaxin ® 1.V, Injection. (Imipenem 500mg, Cilastatin sodium 500mg). U.S. cGMP|688C-KKHF | o o |United States Food and 1"
Dohme Corp. Highway, Elkton, VA 22827, |(Tén tai Viét Nam: Tienam, Bt pha truyén tinh mach). (twong § § Drug Administration
United States of America dwong EU- < < |(U.S. FDA)
GMP) e | g
® N
1833  |Merck Sharp & 2778 South East Side * San xuét va dong géi so' cap: Primaxin ® 1.V, Injection. (Imipenem 500mg, Cilastatin sodium 500mg). U.S. cGMP|EU2Z-7AU2 — o |United States Food and 20
Dohme Corp. Highway, Elkton, VA 22827, |(Tén tai Viét Nam: Tienam, Bt pha truyén tinh mach). (twong % % Drug Administration
United States of America dwong EU- ~ & |(U.S.FDA)
GMP) A
S ™
US-047 » AbbVie Limited (Abbvie LTD) » Km 58 Carretera 2 Cruce Davila, Barceloneta, Puerto Rico, 00617, USA
1035 |AbbVie Limited Carretera 2, Km 58.0, Cruce |Vién nén bao phim Lynparza 100mg U.S. cGMP|DRRG- o o |United States Food and 12
(Abbvie LTD) Davila, Barceloneta, Puerto  |(Olaparib 100mg) (twong |DN9V S S |Drug Administration
Rico 00617, USA duong EU- & & |(U.S.FDA)
GMP) s 3
- S
Danh sach tdng hop co s& nwéc ngoai dap (rng GMP Trang 199 /202 23-06-2022



o - ek - R .| NGAY POT
ID CHUNG| TEN CO SO SAN 2 . A NGUYEN | GIAY CH. |NGAY - < A
CHI XUAT DIA CHI PHAM VI CHUNG NHAN TACGMP| NHAN i gi; CO QUAN CAP cggc
1036 AbbVie Limited Carretera 2, Km 58.0, Cruce |Vién nén bao phim Lynparza 150mg U.S. cGMP|6W2Q- o o |United States Food and 12
(Abbvie LTD) Davila, Barceloneta, Puerto  |(Olaparib 150mg) (twong  |9HQN S S |Drug Administration
Rico 00617, USA duong EU- b o |(U.S.FDA)
GMP) s 3
- )
US-048 » Catalent CTS, LLC » 10245 Hickman Mills Dr, Kansas City, MO 64137, USA
1233 |Catalent CTS, LLC [10245 Hickman Mills Drive, [* Co s& san xuét (khéng bao gdm déng géi): Thudc vién nang cing Imbruvica® (ibrutinib 140mg) U.S. cGMP|R4ST- o — |United States Food and 14
Kansas City, MO 64137, (twong [HWPC S § Drug Administration
United States of America duwong EU- - « |[(U.S.FDA)
GMP) > N
1776 |Catalent CTS, LLC [10245 Hickman Mills Drive, |[* Co sé& san xuét (khéng bao gdm déng géi): Thudc vién nang cing Imbruvica® (ibrutinib 140mg) U.S. cGMP|964A-KJS8 o o |United States Food and 19
Kansas City, MO 64137, (twong § § Drug Administration
United States of America dwong EU- & & |(U.S.FDA)
GMP) é é
1901 Catalent CTS, LLC [10245 Hickman Mills Drive, [* Co s& s&n xuét (khéng bao gébm déng géi): U.S. cGMP|4GQE- — o |United States Food and 21
Kansas City, MO 64137, +San phdm GAVRETO™, capsule (pralsetinib 100mg). (twong  |WDFZz S S |brug Administration
United States of America dwong EU- g g (U.S. FDA)
GMP) | 3
o )
US-049 » Pharmacia & Upjohn Company LLC » 7000 Portage Road, Kalamazoo, Ml 49001, USA
1037 |Pharmacia & 7000 Portage Road, * San pham SOLU-MEDROL, injection, powder for solution (twong dwong Methylprednisolone 125mg) U.S. cGMP|GJU7-N7V4 United States Food and 12
Upjohn Company |Kalamazoo, MI 49001, (twong o & |Drug Administration
LLC United States of America dwong EU- 14 Q |(U.S.FDA)
(Tén ci: (* Cach ghi khac: 7000 GMP) & &
" Portage Road, Kalamazoo, < <
Pharmacia & Michigan (MI) 49001, United & | ®
Upjohn Company) |q-iee (isan
1346 Pharmacia & 7000 Portage Road, * 8an pham ERAXIS®, Lyophilised powder for solution for injection (Anidulafungin 100mg) U.S. cGMP|R9N8- o o |United States Food and 15
Upjohn Company |Kalamazoo, MI 49001, (twong  [PFWX § § Drug Administration
LLC United States of America duong EU- - < |(U.S.FDA)
GMP) iy >
« -
1671 Pharmacia & 7000 Portage Road, * San pham SOLU-MEDROL®, injection, powder for solution (twong dwong Methylprednisolone 125mg) U.S. cGMP[RQN9-S6KR United States Food and 18
Upjohn Company |Kalamazoo, MI 49001, (twong S & |Drug Administration
LLC United States of America dwong EU- S & |(U.S.FDA)
(Tén ci: (* Cach ghi khac: 7000 GMP) & &
Pharmacia & Portage Road, Kalamazoo, et &
Upiohn G Michigan (MI) 49001, United IS o
piohn Company) Joyziee 1A
US-050 » Janssen-Cilag Manufacturing, LLC » State Road 933, Km 0.1, Mamey Ward, Gurabo, Puerto Rico 00778, USA
1038 |Janssen-Cilag State Road 933, Km 0.1, * Co s& san xuat (khong bao gébm déng goi, kiém nghiém xuat xwéng): U.S. cGMP|PF4Z-8RS5; United States Food and 12
Manufacturing, Mamey Ward, Gurabo, + San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 18mg). (twong [U4DU- I g Drug Administration
LLC Puerto Rico 00778, USA + San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 27mg). dwong EU-|{UBRY; I I (U.S. FDA)
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 36mg). GMP)  |KXQM- 8’ 8’
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 54mg). TQZC: > o
’ o o
HI9SP-XHDC|
1980 [Janssen-Cilag State Road 933, Km 0.1, * Co s6 san xuat (khéng bao gdm déng géi, kiém nghiém xudt xwéng): U.S. cGMP|9VFR- - o~ [United States Food and | 22
Manufacturing, Mamey Ward, Gurabo, + San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 18mg). (twong  [MP4Q; S a Drug Administration
LLC Puerto Rico 00778, USA + San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 27mg). duong EU-|RKR8-F32F; “‘L‘ 2 (U.S. FDA)
+ San phdm CONCERTA®, Tablet, extended release (Methylphenidate HCI 36mg). GMP)  |6VWP- N -
~ -
QFM5 ~ N
US-051 » Amgen Manufacturing Limited » State Road 31 Km 24.6, Juncos, Puerto Rico, 00777, USA
1039 |Amgen Road 31 Km. 24.6, Juncos, [* Co s& san xuat: U.S. cGMP|GCTR-F4NU| o o |United States Food and 12
Manufacturing Puerto Rico, 00777, USA + San pham Dung digh tiém Neupogen® Singleject® (Filgrastim) Single dose prefilled syringe (Filgrastim 300 mcg / 0.5 ml twong dwong 30MU/0.5ml). (twong § § Drug Administration
Limited Tén thwong mai quoc té: Neupogen. dwong EU- <+ & |(U.S.FDA)
GMP) NS 2
o~ 1Y
1040 |Amgen State Road 31, Kilometer * Co s6 san xuat: U.S. cGMP|HD3G- o o |United States Food and 12
Manufacturing 24.6, Juncos, Puerto Rico, + San pham Dung dich tiém Neulasta® (PegFilgrastim) Single dose prefilled syringe for injection (PegFilgrastim 6 mg / 0.6 ml). Tén thwong mai quéc té: (twong [MWCD § § Drug Administration
Limited 00777, USA Neulastim. dwong EU- o & |(U.S.FDA)
=) =)
GMP) | 2
o o
1041 Amgen State Road 31 Km 24.6, * Co s& san xuat thanh pham (khéng bao gdm céng doan san xuét ban thanh pham): U.S. cGMP|HU4R- o o [United States Food and 12
Manufacturing Juncos, Puerto Rico, 00777, + San pham Prolia® (Denosumab) Single use prefilled syringe (Denosumab 60 mg / 1 ml). Tén thwong mai tai Viét Nam: CORORA. (twong [HXDE § § Drug Administration
Limited USA dwong EU- < < |(U.S.FDA)
GMP) 3 3
S o
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1042 Amgen State Road 31 Km 24.6, * Co s san xuat thanh pham (khong bao gom céng doan san xuat ban thanh pham): U.S. cGMP|XSN3-A474; o — |United States Food and 12
Manufacturing Juncos, Puerto Rico, 00777, + San pham ?(geva® (Denosumab) 120mg/1.7ml Single use vial (Denosumab 120 mg / 1.7 ml). (twong |KKCW- é % Drug Administration
Limited USA * Co s& san xuat: dwong EU-|QC26 < S |(U.s.FDA)
+ San pham Repatha® (Evolocumab) Sureclick® for subcutaneous use (Evolocumab 140 mg / 1 ml) GMP) \ \
o )
1043 Amgen State Road 31 Km 24.6, * Co s san xuét thanh pham (khdng bao gdm cong doan san xut ban thanh pham): U.S. cGMP|P83M- o — |United States Food and 12
Manufacturing Juncos, Puerto Rico, 00777, +San phém Amijevita™ (Adalimumab-Atto) Single use prefilled syringe for injection (Adalimumab-Atto 20 mg / 0.4 ml). (twong [ZYCV; S S Drug Administration
Limited USA + San pham Amjevita™ (Adalimumab-Atto) Single use prefilled syringe for injection (Adalimumab-Atto 40 mg /0.8 ml). dwong EU-{UMGQ- g g (U.S. FDA)
+ San phadm Amjevita™ (Adalimumab-Atto) Sureclick® Prefilled Autoinjector (Adalimumab-Atto 40 mg / 0.8 ml). GMP) |XUUS; =] Q
’ @ ~
STIN-7TNZG| © °
1044  |Amgen State Road 31 Km 24.6, * Co s& san xuat thanh pham (khéng bao gdm céng doan san xuét ban thanh pham): U.S. cGMP|PCJS-PXH4;| o «  |United States Food and 12
Manufacturing Juncos, Puerto Rico, 00777, + San phdm Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 100 mg / 4 ml). (twong [CEA8-AYMJ S S Drug Administration
Limited USA + San phadm Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 400 mg / 16 ml). dwong EU- :\L‘ :\L‘ (U.S. FDA)
GMP) 212
o~ «
1045 |Amgen State Road 31 Km 24.6, * Co s6 dong goi, dan nhan va xuat xudng: U.S. cGMP|QRHM- o — |United States Food and 12
Manufacturing Juncos, Puerto Rico, 00777, | + San phdm Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 400 mg / 16 ml). (twong  [KAK2; ) S [Drug Administration
Limited USA + San phadm Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 100 mg / 4 ml). dwong EU-[TYQJ-3Q39 Qq Y |(u.s.FDA)
(* Céch ghi khac: State Road GMP) 3 3
31 Km 24.6, Juncos, Puerto =1 4
Rico. 00777-4060. USA) ] ]
1567 |Amgen State Road 31 Km 24.6, * Co sé& dong goi thir cap va xuat xudng: U.S. cGMP|5BFY-N5DF;| «~ |United States Food and 17
Manufacturing Juncos, Puerto Rico, 00777, + San pham Kanjinti™ (Trastuzumab-Anns) Vial for injection, Single dose vial (Trastuzumab-Anns 150 mg). (twong |QFHE-SD2B| & S |Drug Administration
Limited USA + San pham Kanjinti™ (Trastuzumab-Anns) Vial for injection, Single dose vial (Trastuzumab-Anns 420 mg). dwong EU- q Y |(u.s.FDA)
(* Céch ghi khac: State Road GMP) 3 3
31 Km 24.6, Juncos, Puerto 4 o
Rico. 00777-4060. USA) _
1672 |Amgen State Road 31 Km 24.6, * Co s& dong goi, dan nhan va xuat xudng: U.S. cGMP|JHWA- - « |United States Food and 18
Manufacturing Juncos, Puerto Rico, 00777, | + San phdm Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 400 mg / 16 ml). (twong  [4GVM; S S [Drug Administration
Limited USA + San pham Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 100 mg / 4 ml). dwong EU-|V45V-D96H Q Y |(u.s.FDA)
(* Céch ghi khac: State Road GMP) 3 3
31 Km 24.6, Juncos, Puerto o i
Rico. 00777-4060. USA) _
1777  |Amgen State Road 31 KM 24.6, * Co s& san xuat thanh pham: U.S. cGMP|DQP6-CBCZ| + o |United States Food and 19
Manufacturing Juncos, Puerto Rico, 00777, + San pham Repatha® (Evolocumab) Sureclick® injection (Evolocumab 140 mg / 1 ml). Tén thwong mai qudc té: REPATHA (twong § § Drug Administration
Limited USA dwong EU- & & |(U.S.FDA)
GMP) 3 e
« I3V
1778  |Amgen State Road 31, Km 24.6, * Co s& san xuat thanh pham (khéng bao gdm céng doan san xuét ban thanh pham): U.S. cGMP|7KBB-FR7R | « o |United States Food and 19
Manufacturing Juncos, Puerto Rico, 00777, + San pham Xgeva® (Denosumab) 120mg/1.7ml Single use vial (Denosumab 120 mg / 1.7 ml). Tén thuong mai qudc t&: XGEVA. (twong § § Drug Administration
Limited USA dwong EU- & & |(U.S.FDA)
GMP) e I
« N
1779 Amgen State Road 31, Kilometer * Co s& san xuat duoc chat va thanh pham: U.S. cGMP|H8EA- - o |United States Food and 19
Manufacturing 24.6, Juncos, Puerto Rico, + San pham Dung dich tiém Neulasta® (PegFilgrastim) Single dose prefilled syringe for injection (PegFilgrastim 6 mg / 0.6 ml). Tén thwong mai quéc té: (twong [WWQ5 § § Drug Administration
Limited 00777, USA Neulastim. duong EU- & & |(U.S.FDA)
GMP) a I
o o
1780 Amgen Road 31 Km. 24.6, Juncos, [* Co s& san xuét dwoc chat va thanh pham: U.S. cGMP|NF6Q-Z54P - o |United States Food and 19
Manufacturing Puerto Rico, 00777, USA + San pham Dung dich tiém Neupogen® (Filgrastim) Single prefilled syringe (Filgrastim 300 mcg / 0.5 ml twong dwong 30MU/0.5ml). Tén thwong mai: (twong § § Drug Administration
Limited Neupogen. duwong EU- 1oy » [(U.S.FDA)
GMP) NS 2
o~ Y
1781  |Amgen State Road 31 Km 24.6, * Co s& san xuat thanh pham bao gom déng géi, dan nhan va xuat xwéng: U.S. cGMP|4JYS- - « |United States Food and 19
Manufacturing Juncos, Puerto Rico, 00777, | + San phdm Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 100 mg / 4 ml). (twong (MDQS; S S |Drug Administration
Limited USA + San pham Mvasi™ (Bevacizumab-Awwb) Single dose vial for injection (Bevacizumab-Awwb 400 mg / 16 ml). dwong EU-[UP72-JKCY | & Y |(u.s.FDA)
(* Céch ghi khac: State Road GMP) 3 3
31 Km 24.6, Juncos, Puerto o i
Rico. 00777-4060. USA) _ ] ]
1782 |Amgen State Road 31 Km 24.6, * Co s& san xuat thanh pham, déng goi th&r cap va xuat xudng: U.S. cGMP|TARA- — o |United States Food and 19
Manufacturing Juncos, Puerto Rico, 00777, + San phdm Amjevita™ (Adalimumab-Atto) Single use prefilled syringe for injection (Adalimumab-Atto 20 mg / 0.4 ml). Tén thuong mai tai Viét Nam: (twong  [WMJP; S S Drug Administration
Limited UsA Amgevita duong EU-|4ZMB- & | & |us.FDpa)
+ San pham Amjevita™ (Adalimumab-Atto) Single use prefilled syringe for injection (Adalimumab-Atto 40 mg / 0.8 ml). Tén thwong mai tai Viét Nam: GMP) |VPPG; Q Q
] ’ 1e] <
AT e AU e XXUM-Javs | & | &
1981 Amgen State Road 31 Km 24.6, * Co s& san xuat thanh pham (khéng bao gom céng doan san xuat ban thanh pham): U.S. cGMP|ESWJ- ~ o |United States Food and 22
Manufacturing Juncos, Puerto Rico, 00777, + San ph&m Prolia® (Denosumab) Single use prefilled syringe (Denosumab 60 mg / 1 ml). Tén thwong mai tai Viét Nam: CORORA. (twong [TQEX % % Drug Administration
Limited USA dwong EU- & & |(U.S.FDA)
GMP) s | =
o ™
US-053 » MSD International GmbH (Puerto Rico Branch) LLC » Pridco Indus Park, SR 183, Las Piedras, Puerto Rico (PR) 00771, USA
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1347 MSD International |Pridco Indus Park, SR 183, |Vién nén; vién nén bao phim; vién nén gidi phdng cham; vién nang cirng. U.S. cGMP|2650155 United States Food and 15
GmbH (Puerto Las Piedras, Puerto Rico (twong o —  |Drug Administration
Rico Branch) LLC |(PR) 00771, United States dwong EU- § § (U.S. FDA)
usA) . GMP) & | Q&
(Cach ghi khac: Pridco S <
Industrial Park, State Road 8 poy
183, Las Piedras, Puerto
Rica (PR) 00771 Uinited ,
1982 [MSD International |Pridco Indus Park, SR 183, [San phdm: vién nén giai phong kéo dai Janumet XR (Metformin hydrochlorid 1000mg, sitagliptin 100mg) U.S. cGMP|Giay phép o~ United States Food and 22
GmbH (Puerto Las Piedras, Puerto Rico (twong  [san xuét: S «~ [Drug Administration
Rico Branch) LLC |(PR) 00771, United States duwong EU-|2650155 % § (U.S. FDA)
usa) GMP) |CPP san g &
(Cach ghi khac: Pridco pham: < o
Industrial Park, State Road QCWB- a b
183, Las Piedras, Puerto YW %
Rica (PR) 00771 United _ S , v
1983 |MSD International |Pridco Indus Park, SR 183, |San pham: vién nén giai phong kéo dai Janumet XR (Metformin hydrochlorid 500mg, sitagliptin 50mg) U.S. cGMP|Giay phép o United States Food and 22
GmbH (Puerto Las Piedras, Puerto Rico (twong  [san xuét: S ~ [Drug Administration
Rico Branch) LLC |(PR) 00771, United States duwong EU-(2650155 g S |(U.S.FDA)
(USA) _ GMP) |CPP san S Q
(Cach ghi khac: Pridco pham: 9CEB e \
Industrial Park, State Road . L. -
R J38y o R
183, Las Piedras, Puerto %
Rica (PR) 00771 linited i,
1984 MSD International |Pridco Indus Park, SR 183, [San pham: vién nén giai phong kéo dai Janumet XR (Metformin hydrochlorid 1000mg, sitagliptin 50mg) U.S. cGMP|Giay phép o~ United States Food and 22
GmbH (Puerto Las Piedras, Puerto Rico (twong  [san xuét: S « |Drug Administration
Rico Branch) LLC |(PR) 00771, United States dwong EU-(2650155 S S |(U.S.FDA)
(UsA) ) GMP) |CPP san < Q
(Céch ghi khac: Pridco phédm: M728{ ~ <
Industrial Park, State Road GRFG. a b
183, Las Piedras, Puerto %
Rica (PR) 00771 linited
US-055 » Genetech, INC » 1 DNA Way South San Francisco, CA 94080-4990, USA
1673 |Genentech, INC |1 DNA Way South San San pham: bét pha dung dich dé pha dich tiém truyén Herceptin (trastuzumab 440mg) U.S. cGMP|TPB9-YEW7| o o |United States Food and 18
Francisco, CA 94080-4990, (twong S S |Drug Administration
USA dwong EU-| Ioe) o
GMP) pg e
-~ o
US-056 » Genzyme Corporation » 11 Forbes Road, Northborough, Massachusetts (MA) 01532, USA
1674 Genzyme 11 Forbes Road, * Dong goi thir cap U.S. cGMP|FEI: S N United States Food and 18
Corporation Northborough, (tvong 3009389940 | & S  |Prug Administration
Massachusetts (MA) 01532, dwong EU- & & |(U.S.FDA)
United States (USA) GMP) =] -
& o
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