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( Theo cong van s6 1974/QLD-CL ngay 02/03/2020 cda Cuc Quan Iy Dwoc)
. oo 17 o ~ s | NGAY NHOM
TEN CO’ SO’ SAN 5 . - NGUYEN | GIAY CH. | NGAY ~ ~ =
e < A - THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP
: HAN 1 2
1 |Abbvie S.R.L Strada Regionale 148 * San pham: Sevoflurane (Sevoflurane 100% v/v), Inhalation EU GMP |PP10163814 o Medicines and 1
Pontina Km 52, Snc, Liquid. § Healthcare Products
Campoverde Di Aprilia, Tén tai Viét Nam: Sevorane (Sevoflurane 100% v/v), Inhalation E Regulatory Agency
Latina, | - 04011, ltaly Liquid N (MHRA), United
i
Kingdom
2 |Almac Pharma Seagoe Industrial Estate, |* Thuéc khdng vé tring (bao gdm ca thudc chira penicillin): EU GMP [UK MIA Medicines and 1
Services Limited |Portadown, Craigavon, vién nang cirng ; vién nén; thuéc bot; thubc com. 20782 Insp ~ Q |Healthcare Products
BT63 5UA, United GMP/GDP/I 8 8 Regulatory Agency
Kingdom MP 5 5 (MHRA), United
20782/1532 | S |Kingdom
8-0010
3 |Innothera Chouzy |Rue René Chantereau, * Thuéc khong vé trung: ThuSc uéng dang 1dng; thudc bot; EU GMP |2018/HPF/F French National Agency 1
Chouzy-sur-Cisse, Valloire- [vién nén (bao gdm ca thudc dugc liéu). R/256 for Medicine and Health
sur-Cisse, 41150, FRANCE. Products Safety (ANSM)
(* Cac cach ghi khac:
+ Rue René Chantereau -
L'Isle Vert 41150 Chouzy- ® I
-Cisse, France Q Q
sur X . S S
+ L'Isle Vert, Rue René — o
~ S~
Chantereau, Chouzy-sur- Q Q
Cisse, 41150, France.)
4 |Pharmatis Zone d'Activités Estn®1, |* Thu8c khdng v tring: Thudc duing ngoai dang I6ng; Thudc EU-GMP |2019/HPF/F o ~ |French National Agency 1
’ X = I -
ESTREES SAINT DENIS, uong dang long. R/250 Q Q for Medicine and Health
60190, France § g Products Safety (ANSM)
S~ S~
) ~
— (]
5 |co sd san xuat: Road No. 3, km 77.5 * San pham: vién nén bao phim Eliquis (Apixaban 2,5mg; 5mg) | EU-GMP |10/19/1398 European Medicines 1
Bristol-Myers Humacao, 00791 Puerto 32 Agency (EMA)
Squibb Rico, USA.
Manufacturing a
o
Company Q
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Co s& dong gbi Loc. Fontana del Ceraso, 5
cdp1,cdp2va  |03012 Anagni (FR), Italy 3
Xuat xudng:
Bristol-Myers
Squibb S.r.l
6 |Pfizer Rijksweg 12, Puurs, 2870, |* Thudc vé trung: EU-GMP |BE/GMP/20 o o Federal Agency for 1
Manufacturing Belgium + Thuéc san xuat vé trung: dung dich thé tich nho. 16/082 § § Medicines and Health
Belgium NV * Ché& pham sinh hoc: thudc mién dich (vaccine). > > |Products (FAMHP),
% % Belgium
i i
7 |Dr.Reddy's Plot No. P1 to P9, Phase- |* Thudc vé trung: PIC/S GMP (5339 Ministry of Health and 2
Laboratories I, VSEZ, Duvvada, + Thudc san xuat vé trung: Thubc chira chat doc té bao: Q < |Welfare, Republic of
Limited, FTO-VII  [Visakhapatnam District  |Thuéc ddng khd. 8 8 China (Taiwan)
530046, Andhra Pradesh, |* Thudc khéng vé trung (bao gdm thudc chita chit doc té bao): S S
India vién nén bao, vién nang cing. 2 S
8 |Kedrion S.P.A S.S.7 Bis Km. 19,5 - 80029 |* Thudc v6 trung: EU-GMP |IT/183/H/20 AIFA Italian Medicine 1
Sant' Antimo (NA), Italy |- Thu8c san xuat v6 trung: 19 Agency
+ 13 cac ché& pham tlr mau: Dung dich thé tich I&n; Dung dich Q N
thé tich nhd; Thudc dong khé. 8 8
+ Dung dich thé tich nho: Aprotinin. g 5
- Thuéc tiét trung cudi: Dung dich thé tich nho (dung mbi). Py 3
* Thudc sinh hoc: Cac san phdm mau, Aprotinin.
9 |Octapharma AB |Lars Forssels gata 23, San pham céng nghé sinh hoc (san xuat thudc tir t& bao ngudi) | EU-GMP (6.2.1-2019- o ~ |Medical Products 1
Stockholm, 11275, 029698 § § Agency (MPA), Sweden
Sweden > Iy
g1¢
N —
10 ([Pharmathen SA  |Dervenakion 6, Pallini * ThuBc vo trung: EU-GMP [100681/8-8- National Organization 1
Attiki, 15351, Greece + Thudc san xuat vo trung: Dung dich thé tich |én; dung dich 2019 for Medicines (EOF),
thé tich nhé. o ~ |Greece
+ Thudc tiét trung cudi: Dung dich thé tich Ién; dung dich thé § §
tich nhé. o ~
* Thudc khoéng vé trung: Vién nang cirng; thudc dung ngoai % %
dang 1dng; vién nén, vién nén bao phim. - e
* Thuéc sinh hoc: thudc cé ngudn goc tir ngwdi hodc déng vat.
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11 |FAREVA AMBOISE |Zone Industrielle, 29 route | * Thudc vo trung: EU-GMP |2019/HPF/F National Agency for the 1
des Industries, POCE SUR + Thudc san xuat vé trung: Dung dich thé tich |&n; dung dich R/115 Safety of Medicine and
CISSE, 37530, France thé tich nhd. Health Products (ANSM),
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé o - |France
tich nhé. § §
* Thuéc khéng vé trung: Vién nang cirng; vién nén (bao gém ca ¥ &
chat cé hoat tinh hormon); vién nén bao phim; thuéc bét pha % %
hdn dich udng; thudc dan qua da (dj tng nguyén). - -
* Thudc sinh hoc: thudc trc ché mién dich; thudc cé ngudn géc
tUr nguwdi hoac déng vat.
12 |Glaxo Wellcome |Avda. De Extremadura, 3. |* Thudc khéng vo trung: Thudc uéng dang I6ng; vién nén, vién | EU-GMP |3167/19 Co quan thdm quyén Tay| 1
S.A Poligono Industrial nén bao phim; thudc phun mu dang hdn dich, dung dich dé xit Ban Nha
Allenduero, 09400-Aranda [m{i.
de Duero. (Burgos), Spain.
(* Cach ghi khac: Avda. De o ~
Extremadura no 3, 09400 § §
Aranda de Duero. S >
(Burgos), Spain; Avenida % %
De Extremadura 3, Aranda - e
de Duero, Burgos, E-
09400, Spain)
13 |Servier (Ireland) |Moneylands, Gorey Road, |* Thu6c khéng vé trung: Vién nén, vién nén bao phim. EU-GMP |22779/M68 Health Products 1
Industries Ltd Arklow, Co. Wicklow, Y14 Regulatory Authority -
E284, Ireland Ireland
(Céch viét khac: Q by
* Moneylands, Gorey 8 8
Road, Arklow, Co. § E
Wicklow, Ireland 8 x
* Gorey Road, Arklow, Co.
Wicklow, Ireland)
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14 [Medana Pharma (57, Polskiej Organizacji * San pham: EU GMP [IWPS.405.10 Main Pharmaceutical 1
S.A Wojskowej, 98-200 - H6n dich udng Pyrantelum Medana (Pyrantel embonate 9.2019.KK.3 a Inspectorate (MPI),
Sieradz, Poland 250mg/5ml); WTC/0037_ 8 Poland
(dia chi co s& sdn xuat) - H6n dich udng Bobotic (Simethicone 66.66mg/ml) 03_01/256 E
Tén tai Viét Nam: Bobotic Oral Drops; by I
- H6n dich udng Polebufen (Ibuprofen 100mg); 8
98-200 Sieradz, - H6n dich udng Biseptol (Sulfamethoxazol 200mg, IWPS.405.10 §
Wladyslawa Lokietka, 10- |Trimethoprim 40mg); 9.2019.KK.2 [ & R
Poland - H6n dich udng Aquadetrim vitamin D3 (Cholecalciferol 15000 WTC/0037_ 8
(dia chi co sé& xuat xudng) IU/[nl); 02_01/255 g
- H6n dich dung ngoai Pirolam (Ciclopirox olamine 10mg/g). Y
15 |S.C. Antibiotice Str. Valea Lupului nr.1, * Thuéc sdn xuat vo trung chira khang sinh nhém Penicillin: EU-GMP |056/2019/R ™ ~ |National Agency for 1
SA. lasi, Jud. lasi, cod 707410, |thudc bt pha tiém. 0 S | & |Medicinesand Medical
Romania E § Devices (NAMMD),
g E Romania
16 [OMAN PLOT NO. 101, PO BOX * Thuéc khéng vé trung: Vién nang cirng chira khéng sinh EU-GMP |48526/23-5- ~ o [National Organization 2
PHARMACEUTICA |2240, RAYSUT INDUSTRIAL [nhém B-lactam; vién nén chira khang sinh nhém B-lactam. 2017 § § for Medicines (EOF),
L PRODUCTS ESTATE, SALALAH, 211, § g Greece
COMPANY LLC Oman § §
17 [Delpharm 26 rue de la Chapelle, * Thuéc khéng vé trung (bao gébm ca thudc chira hdc mén): EU-GMP [2019/HPF/F o ~ |French National Agency 1
Huningue SAS HUNINGUE, 68330 (ho&c F |thuSc dung ngoai dang 1dng, thudc uéng dang |dng, dang bao R/245 § § for Medicine and Health
68330, HUNINGUE), ché& bén rén, thudc dan. § g Products Safety (ANSM)
France ) <
o o
18 [GlaxoSmithKline (82 Hughes Avenue *San pham: Vién nén sti Panadol Rapid Soluble. Tén tai Viét PIC/S GMP |19/0026 o Therapeutic Goods 1
Consumer Ermington NSW 2115, Nam: Panadol vién sui. 8 Administration (TGA),
Healthcare Australia 5 Australia
Australia Pty Ltd M
19 |SOPHARTEX (hodc |21 rue du Pressoir, * Thudc khéng vo triing: Vién nang cing (bao gdm ca thuéc EU-GMP |2019/HPF/F . o [|National Agency for the 1
Laboratoires VERNOUILLET, 28500, chira khang sinh B-Lactam); thu&c ung dang 16ng; thudc cdm; R/264 § § Safety of Medicine and
Sophartex) France vién nén (bao gdbm ca thudc chira khang sinh B-Lactam); vién S S |Health Products (ANSM),
bao dudng, vién nén bao phim. § § France
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20 [Haupt Pharma Donaustaufer StraBe 378, |* Thudc khong vé triing (chira khdng sinh, chat doc té bao/chat| EUGMP |DE_BY_05_G| | ~ |Coquan tham quyén 1
Amareg GmbH 93055 Regensburg, kim té& bao, hormon va cac chat ¢ hoat tinh hormon, chat &c MP_2019 0 § § Plc
Germany ché& mién dich): Vién nang ctrng; thuéc dUn'g ngoai dang long; 070 § g
thuéc udng dang 1dng; dang bao ché bén ran; thudc dat; vién > =
nén. « e
21 |Aprogen 16 Dumeori-gil, Yanggam- |* Vién nén (vién nén tran, vién nén bao phim, vién nén bao PIC/S-GMP|2019-D1- Gyeongin Regional 2
Pharmaceuticals. |myeon, Hwaseong-si duong, vién nén nhai, vién nén dat am dao, vién nén tan trong 2815 o ~ Office of Food and Drug
Inc Gyeonggi-do, Republic of [miéng, vién nén gidi phdng chdm, vién nén bao tan trong rudt); § § Safety, Korea
Korea Vién nang cirng; Kem; gel; m&. = o
* San pham: Vién nén Metipred Tablet (Methylprednisolon g S
16mg) o e
22 |Taiwan Biotech 22, Chieh Shou Rd.,, San pham: dung dich tiém truy@n tinh mach Aminol -RF PIC/S 074625 . Ministry of Health and 2
Co., Ltd. Taoyuan Dist., Taoyuan Injection "S.T." (L-Isoleucine 7.2mg, L-Lysine Acetate 11.55mg, § Welfare, Republic of
City, Taiwan, R.O0.C L-Methionine 11.25mg, L-Phenylalanine 11.25mg, L- = China (Taiwan)
Thereonine 5.15mg, L- Tryptophan 2.55mg, L-Valine 8.2mg, L- %
Histidine 5.6mg, L-Leucine 11.25mg) ”
23 |Aupa Biopharm No. 1 Kwang-Fu Rd., Huko, |* Thuéc khdng vé trung: PIC/S-GMP 06007 o — |Taiwan Food 2
Co., Ltd Hsinchu County, Taiwan |+ Dung dich thudc; § § and Drug Administration
(R.0.C.) + Thu8c ban ran; > > | (TFDA)
+ Vién nén, vién nén bao dudng, vién nén bao phim, thudc § §
cém, thudc bot; vién nang e o~
24 |Catalent France |74 rue Principale, * Thudc v tring: EU GMP |2019/HPF/F o o |French National Agency 1
Beinheim SA Beinheim, 67930, France + Thudc tiét trung cudi: ThuSc ban ran. R/313 § § for Medicine and Health
* Thudc khong vo triing: Vién nang mém (chira chat cé hoat E g Products Safety (ANSM)
tinh hormon). ) N
— —
25 |Thymoorgan Schiffgraben 23, 38690 * San pham: EU-GMP [DE_NI_01 G| Co quan thdm quyén 1
Pharmazie GmbH |Goslar, Germany + Thudc bot ddng khé pha tiém Vammybivid's (Vancomycin MP_2019_0 § blrc
(Co s& sdn xuat) |(* Cach ghi cii: 1g). 017 =
Schiffgraben 23, 38690 + Thudc bot ddng kho pha tiém Vammybivid's (Vancomycin % I
Vienenburg, Germany) 500mg). - a
Sanavita Brider-Grimm-Strabe 121 DE_HE_01_ 0 3
Pharmaceuticals |36396 Steinau an der GMP_2017_ § 3
GmbH Strabe, Germany 1054 =
(Co s& xudt %
xudng) o
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26 |S.M. Farmaceutici |Zona Industriale - 85050 [* San phdm: Dung dich tiém truyén Moretel (Metronidazole EU GMP [IT/138/H/20 ) Italian Medicines Agency| 1
S.R.L. TITO (PZ), Italy 500mg/100ml) 19 8 (AIFA)
(Co s& san xuat) 5 ~
S~ [}
) o
N |8
Deltamedica Ernst-Wagner-Weg 1-5, EU GMP [DE_BW_01_ Q 5 Co quan tham quyén
GmbH 72766 Reutlingen, GMP_2019_ 8 &  [btc (Baden-
o s& xuat ermany Urttemberg
(Co s& xu3 G 0006 g W berg)
xuwéng) E
27 |Novartis Saglik, Yenisehir Mahallesi, Ihlara |* Thudc khéng vo trung: EUGMP |DE_BE_05 G| o ~ |Co quantham quyén 2
i o
Gida Ve Tarim Vadisi Sokak No. 2, - Vién nang cing; MP_2019 0 Q Q |buc
Urunleri San. Ve  [Pendik, Istanbul, TR - Vién nén; vién nén bao dudng; vién bao tan trong rudt; vién 064 § g
Tic. AS. 34912, Turkey khong tan trong da day. E E
28 |Green Cross 40 Sandan-gil, Hwasun - |San pham sinh hoc: vac xin, thudc tiém PIC/S GMP [2018-F1- 0 — |Gwangju Regional Office 2
i [}
Corporation eup, Hwasun -gun, 0121 Q Q |of Food and Drug
Jeollanam -do, Republic of g E Safety, Korea
Korea ) )
o~ om
29 |Laboratorios Gall, 30-36, 08950, * Thuéc vé trung: EU-GMP |NCF/1934/0 o ~ Ministry of Health of 1
Salvat, SA Esplugues De Llobregat, + Thudc san xuat vo trung: Dung dich thé tich nho. 01/CAT § § Government of
Spain * Thuéc khéng vé trung: Vién nang cirng; vién nén; thudc dung = » |Catalonia, Spain
ngoai dang 1dng; thudc udng dang 1dng; dang bao ché ban ran. % %
30 |Rotexmedica BunsenstralRe (hoac * Thuéc vo trung: EU GMP |[DE_SH_01_ Co quan tham quyén 1
GmbH Bunsenstrasse) 4, 22946 + Thudc san xuat vd trung: Dung dich thé tich |én; dung dich GMP_2018_ Pirc (State Social
Arzneimittelwerk |Trittau, Germany thé tich nhé (chtra héc mdn va céc chat c6 hoat tinh héc mén); 0023 x S |Services Agency
+ Thuéc tiét trung cudi: Dung dich thé tich nho; dung dich 8 8 Schleswig-Holstein)
thé tich I6m; 3 S
* Thuc sinh hoc: San pham cé ngudn gdc tir ngwdi hodc dong 5 N
vat.
31 [UNITHERLIQUID [1-3 Allée de la Neste,ZI  |* Thu6c khdng vo trung: Thudc udng dang ldng; thudc dung EU-GMP |2019/HPF/F French National Agency 1
MANUFACTURING [d'En Sigal, COLOMIERS, ngoai dang 1dng; thudc dat (bao gdbm ca thudc trirng); thuéc R/136 for Medicine and Health
Cach ghi khac: 31770, France ban ran. a < |Products Safety (ANSM)
UNITHER LIQUID * Thudc sinh hoc: Cac san pham chiét xuat tir ngudi hodc dong 8 8
MANUFACTURING vat. 8 8
- COLOMIERS * Thudc duoc lidu. Q 8
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32 |Sanofi Winthrop [180 rue Jean Jaureés, * Thuéc vé trung: EU-GMP |2019/HPF/F National Agency for the 1
Industrie Maisons-Alfort, 94700, + Thudc san xuat vé trung: Thudc déng khd; dung dich thé R/167 o o [|Safety of Medicine and
(* Cach viét khac: |France tich nho; thudc cay ghép va dang ran (chira chat doc té bao). § § Health Products (ANSM),
Sanofi Winthrop |(Cach viét khdc: 180 rue |* Thudc sinh hoc: Thuéc chiét xut co ngudn géc tr ngudi hodc e S |France
Industrie - Jean Jaures, 94702 dong vat. § 5
Maisons Alfort) Maisons-Alfort Cedex, - e
France)
33 |Delpharm Reims |10 rue Colonel * Thu8c khoéng vo trung: Vién nang clng; thudc udng dang EU-GMP |HPF/FR/298/ ™ S French National Agency 1
Charbonneaux, Reims, I6ng; thubc bot; thubc c6m; vién nén; vién nén bao duwong. 2017 S Q  |for Medicines and
51100, France E g Health Products Safety
g @ (ANSM)
34 |Pharbil Waltrop  [Pharbil Waltrop GmbH * Thuéc khong vé trung: EU-GMP |DE_NW_05_ Co quan thdm quyén 1
GmbH Im Wirrigen 25, 45731 - Thuéc ubng dang 1dng; thudc dung ngoai dang 1dng. GMP_2019 | 9 N |Plic
Waltrop, Germany - Dang bao ché ban ran. 0030 8 8
- Thudc chira hormon: thudc trirng, vién d3t m dao; dang bao 5 §
ché ban ran; pellets; thudc cdm; vién nén. S 3
35 |Solupharm Industriestr. 3, 34212 San pham: EU-GMP |DE_HE_01_ Co quan tham quyén 1
Pharmazeutische |Melsungen, Germany + Dung dich thudc tiém Deplin 600 mg (Alpha-Lipoic acid GMP_2018_ 0 blc
Erzeugnisse GmbH 600mg/24ml); 0090 §
(Co s& sdn xuat + Dung dich tiém truyén Fanlodo (Levofloxacin hemihydrat = o
ban thanh phim) 512,46mg/100ml); 2 g
| g
S
Biokanol Pharma |Kehler Str. 7, 76437 EU-GMP |DE_BW 01_| o Q Co quan thdm quyén
GmbH Rastatt, Germany GMP_2019 | & Plrc
(Co s& dong gbi va 0133 S
Xuat xuwéng) §
36 |IDT Biologika Am Pharmapark, 06861 * San pham thudc Alvofact (Phospholipids toan phan 50mg/ EU-GMP [DE_ST_01 G| Co quan tham quyén 1
GmbH (Co s& sadn [Dessau -Roplau, Germany [lo) gdm bot thudc va dung méi pha hdn dich MP_2018 0 8 bl
xuat dung moi) 031 8
S
BAG health Care |Amtsgerichtsstrafe 1-5, D- EU-GMP |DE_HE_01_ o < [Coquan thdm quyén
GmbH (Co s& san 35423 Lich, Germany GMP_2019_ 8 8 Dirc
xuat thudc bot) 0106 5 3
S| =
o o
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Lyomark Pharma |Keltenring 17, 82041 EU-GMP [DE_BY_04_G| o Co quan tham quyén
GmbH (Co s& xuat |Oberhaching, Germany MP_2019_0 8 blrc
xuéng) 039 Y
S~
(s}
(o]
37 |MSD International |Pridco Industrial Park, * San pham: EU GMP |BE/GMP/20 ~ Federal Agency for 1
GmbH (Puerto State road 183, Las + Vién nén bao phim Janumet XR® (sitagliptin/metformin HCL) 17/015 § Medicines and Health
Rico Branch) LLC |Piedras, Puerto Rico 50mg/1000mg) Tablet, extended release; F Products (FAMHP),
(Co s& san xuat) |00771, USA + Vién nén bao phim Janumet XR® 100mg/1000mg (sitagliptin, g Belgium
metformin HCL) Tablet, extended release; o
Merk Sharp & Waarderweg 39, Haarlem, |+ Vién nén bao phim Janumet XR® 50/500mg (metformin HCL EU GMP [NL/H Health Care Inspectorate
Dohme B.V 2031BN, Netherlands 500mg; sitagliptin 50mg) Tablet, extended release. 17/2002429 X - Pharmaceutical Affairs
(Co s& déng gbi) 8 and Medical Technology,
o
o Netherlands
S~
(e}
—
38 |[Schering-Plough [Industriepark 30, Heist-op-|* Thu6c vé trung: EU GMP |BE/GMP/20 o ~ |Federal Agency for 1
¢ > Ne A e . x . o 5 pm N ..
Labo NV den-Berg, 2220, Belgium + Thudc san xuat vo trung: Dung dich/hon dich thé tich nho. 19/050 S IS Medicines and Health
S~ S~
— «©  [Products (FAMHP),
N 2 )
< ~ [Belgium
1<) ()
39 |Merck Sharp & 770 Sumneytown Pike, San pham Gardasil ( vc xin tai t6 hop t& gid phong vi - rat HPV | EU GMP |NL/H o Health Care Inspectorate| 1
Dohme Corp West Point, PA 19486, & ngudi typs 6, 11, 16, 18) 19/2009636 8 - Pharmaceutical Affairs
(Co s& sdn xuat) [USA = S and Medical Technology,
E 8 Netherlands
Merck Sharp & Waarderweg, 39, 2031 BN, NL/H © E
Dohme B.V Haarlem, The Nertherland 17/2002429 I 3
S~
(Co s& dong gdi) g
S~
(s}
i
40 (Salutas Pharma Otto-von-Guericke-Allee  [* Thuéc khéng vé trung: Vién nang cirng (bao gébm ca cac san EU-GMP |DE_ST 01_G Co quan tham quyén 1
GmbH 1, 39179 Barleben, pham chra chat kim té& bao); thu6c udng dang 16ng (bao gbm MP_2019 0 Q N |DPlc
I 2 » . Ny s N R . . A , N e o o
Germany ca cac san pham chra chat &rc ché mién dich); vién nén va vién 035 I I
nén bao phim (bao gdm ca cac sdn pham chira chat kim té bao, 5 g
chat trc ché mién dich va chat cé hoat tinh nhay cdm cao khac). 8 5
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41 [Lindopharm NeustraBe 82, 40721 * San pham: Bot pha dung dich udng ACC 200 (Acetylcystein EUGMP |DE_NW_03_[ Co quan tham quyén 1
GmbH Hilden, Germany. 200mg, goi 3g). GMP_2018_ § Durc (Bezirksregierung
(Co s& san xuat) [(Cach viét khac: 0038 § ° Diisseldorf)
Neustrasse 82, 40721 » S
Hilden, Germany.) o~ %
Salutas Pharma Otto-von-Guericke-Allee EUGMP |DE_ST 01 G| o % Co quan tham quyén
GmbH 1, 39179 Barleben, MP_2019_0 8 S |Ptrc (Sachsen-Anhalt)
(Co s& xuat Germany 035 5
xudng) §
42 |Vianex S.A- Plant [Industrial Area Patron, *Thuéc vé trung: EU-GMP |86639/5-8- National Organization 1
D Agios Stefanos, Patra, + Thudc sdn xuat vo trung: thudc dang ran va thudc cay ghép 2019 a N |for Medicines (EOF),
Axaia, 25018, Greece chita khang sinh beta lactam. 8 8 Greece
*Thudc khdng v tring: thudc chira khang sinh beta lactam: g §
vién nang cirng, vién nén, thudc bot pha hon dich. S N
43 [Patheon 5900 Martin Luther King  |* S&n pham: Thu6c bt ddng kho pha tiém Colistimethate for EU GMP [73317 Health Care Inspectorate| 1
Manufacturing Jr. Highway, Greenville, Injection U.S.P (colistin 150 mg, duwdi dang colistimethat natri) 9 S |- Pharmaceutical Affairs
Services, LLC NC 27834, USA & &  |and Medical Technology,
g g Netherlands
= <
44  |Novartis Ronda de Santa Maria, * San pham: Vién nén bao phim Valsartan 80mg, Valsartan EU-GMP |NCF/1851/0 © Ministry of Health of 1
Farmacéutica, SA (158 08210 Barbera Del 160mg. 01/CAT 8 Government of
(Co s& san xuat) |Vallés (Barcelona), Spain g N Catalonia, Spain
% | g
Salutas Pharma Salutas Pharma GmbH EUGMP |DE_ST 01 G| o g Co quan tham quyén
GmbH Otto-von-Guericke-Allee MP_2019 0 8 o |buc (Sachsen-Anhalt)
(Co s& xuat 1, 39179 Barleben, 035 5
xuwédng) Germany §
45 [Taiwan Biotech 22, Chieh Shou Rd., * Thudc v trung: PIC/S 06028 Ministry of Health and 2
Co., Ltd. Taoyuan Dist., Taoyuan - Thu8c san xuat vd tring: Welfare, Republic of
City, Taiwan, R.0.C + Dung dich thé tich nho (thu8c tiém, tiém truyén); o — |China (Taiwan)
+ thudc nhd méat, nho tai, nhd mii. § §
- Thudc tiét trung cudi: Dung dich thé tich nho va dung dich thé > =
tich 16n (thudc tiém, tiém truyén). 5 S
* Thuéc khéng vé trung: Dung dich; vién bao, vién nén, thudc - ”
cém, thubc bot; vién nang cirng chira pellet; pellets; miéng
dan.
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46 |Laboratorios Avinguda de Barcelona, |* Thudc vo trung (bao gbm ca thuéc gy nghién, thuéc hwéng | EU-GMP [NCF/1950/0 Ministry of Health of 1
Lesvi, SL 69, 08970 Sant Joan Despi [than): 01/CAT Government of
(Barcelona), Spain + Thuéc san xuat vd trung: Dung dich thé tich nhé. 9 Q |Catalonia, Spain
(* Cach ghi khac: + Thudc tiét trung cudi: Dung dich thé tich nhd, dung dich & &
Avda. Barcelona 69-08970 [thé tich l&n. g 5
Sant Joan Despi, * Thuéc khéng vé trung (bao gdm ca thudc gay nghién, thudc S -
Barcelona, Spain) hwéng than): Vién nang cirng; vién nén; vién nén bao phim;
thuéc udng dang 1dng.
47 |[Bharat Serum and [Plot No K-27, Anand * Thuéc vé trung: EU GMP |UP/I-530- o — |Asgency for Medicinal 2
Vaccines Limited |Nagar, Additional MIDC, |- Thudc san xuat vé trung: Thuéc déng khé. 10/19- § § Products and Medical
Ambernath East, Thane (chi &p dung d8i v&i thudc san xuat tai Unit 1; line A (Vial Line) 03/27; 381- S S |Devices (HALMED),
421501, Maharashtra, san xuat Liposomal Amphotericin B bét pha tiém truyén). 10-05/243- 5 % Croatia
India 19-03 - i
48 |[Gland Pharma Ltd |[Unit-Il, Block-C, Phase-l, * Thuéc vé trung: EU GMP |[INS-482394- Federal Office for Safety 2
Vishakhapatnam Special + Thudc san xuat vé trung: ThuSc déng khé. 0007-001 in Health Care, Austria
Economic zone (VSEZ), San pham cu thé&: Pemetrexed, bét pha dung dich dé truyén ® a3
Duvvada 530049, 100 mg/ lo, 500 mg/lo va 1000 mg/lo; Bortezomib, bot pha & &
Visakhapatnam-Dist, dung dich tiém 3.5 mg/ml E 5
Andhra Pradesh, India I ®
49 [Chanelle Medical [Dublin Road, Loughrea, * Thuéc khéng vé trung: Vién nang cirng; thudc dung ngoai EU-GMP |23854/M68 . ~ [|Health Products 1
Co. Galway, Ireland dang I6ng; thuSc uéng dang 1dng; vién nén; thudc bdt; thudc 8 § § Regulatory Authority
cdm N & |(HPRA), Ireland
g | 8
= S
50 [Ethypharm Zone Industrielle de Saint- | * Thu8c khéng vé trung: vién nang clng; vién nén; thudc bét; EU GMP |2018/HPF/F 0 — |French National Agency 1
Arnoult, Chateauneuf EN  [thudc com. R/159 § § for Medicine and Health
Thymerais, 28170, France g § Products Safety (ANSM)
= N
(o] (]
51 [Synthon Hispania, |c/ Castell6, 1, 08830 SANT [* Thu8c khéng vé trung: Vién nén; vién nang cirng; pellets; EU GMP [NCF/1931/0 e ~ |Agency for Medicines 1
SL BOI DE LLOBREGAT vién bao (bao gdbm ca thudc gy nghién va huwdng than); thuéc 01/CAT § § and Health Products
(Barcelona), Spain bot (gdi). g g (AEMPS), Spain
S| R
52 |Curida AS Solbaervegen 5, * San pham: Dung dich tiém Chirocaine (5mg Levobupivacaine | EU GMP |PP10162185 Medicines and 2
(Co s& san xuat) [ELVERUM, NO-24009, (duwéi dang Levobupivacaine Hydrochloride)/1ml) Healthcare Products
Norway 3 Regulatory Agency
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AbbVie S.R.L S.R. 148 Pontina Km 52, E (MHRA), United
(Co s& dong gdi) [Snc-Campoverde Di Aprilia 5 Kingdom
(loc. APRILIA) - 04011 &
APRILIA (LT), Italy

53 |Vetter Pharma- Schutzenstrasse 87 and 994* San pham: Humira 40 mg, Solution for Injection EU GMP [163/18 Co quan tham quyén 1
Fertigung GmbH &|101, 88212 Ravensburg, [(Adalimumab 40mg/0,8ml). Tén lwu hanh tai Viét Nam: Dung Duirc
Co. KG Germany dich tiém Humira (Adalimumab 40mg/0,8ml). o
(Co s& san xuit) §
AbbVie Knollstrasse, 67061 g
Biotechnology Ludwigshafen, Germany o
GmbH o
(Co s& xuat
xudng)

54 |Vetter Pharma- Schutzenstrasse 87 and 99{* San pham: Humira 40 mg, Solution for Injection EU GMP [17/19/1393 European Medicines 1
Fertigung GmbH &|101, 88212 Ravensburg, [(Adalimumab 40mg/0,4ml). Tén lwu hanh tai Viét Nam: Dung 21 Agency (EMA)

Co. KG Germany dich tiém Humira (Adalimumab 40mg/0,4ml).

(Co s& sdn xuét)

AbbVie Knollstrasse, 67061

Deutschland Ludwigshafen, Germany Q
GmbH & Co. KG &
(Co s& ddéng goi E
cap 2) S
AbbVie Knollstrasse, 67061

Biotechnology Ludwigshafen, Germany

GmbH

(Co s& xuat

xuwédng)

55 |Takeda 17-85, Jusohonmachi 2-  |* S&n pham: EU GMP [18-0680; Health Care Inspectorate| 1
Pharmaceutical chome, Yodogawa -ku, - Bot pha hon dich tiém Lucrind PDS Depot 1 month 3.75 mg 18-0681 - Pharmaceutical Affairs
Company Limited, [Osaka 532-8686, Japan (Leuprorelin acetate 3,75 mg) and Medical Technology,
Osaka Plant - Bot pha hon dich tiém Lucrind PDS Depot 3 months 11.25 Netherlands
(Co s& sdn xuét) mg (Leuprorelin acetate 11,25 mg)

X X
AbbVie Knollstrasse, 67061 8 8
Deutschland Ludwigshafen, Germany § 5
GmbH & Co., KG Pl
(Co s& déng gdi)
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AbbVie Logistics |Zuiderzeelaan 53, 8017 JV
B.V. Zwolle, Netherlands
(Co s& xuat
xudng)
56 |Bieffe Medital Via Stelvio, 94 - 23035 * Thuéc vé trung: EU-GMP |IT/196/H/20 o ~ [|italian Medicines Agency| 1
S.P.A. Sondalo (SO), Italy + Thudc tiét trung cudi: Dung dich thé tich 1on. 19 § § (AIFA)
~ S~
g |8
3 &
57 |Tarchomin 2, A. Fleminga Str., 03-176 |* ThuSc v6 tring: EU-GMP |IWPS.405.81 Main Pharmaceutical 1
Pharmaceutical Warsaw, Poland + Thudc san xuat vé trung: thudc déng khé. .2019.KK.1 Inspector, Poland
Works "Polfa" S.A [(Cach ghi khac: ul. A. WTC/0196_
(Tén Ba Lan: Fleminga 2, 03-176 02_02/181 9 Q
Tarchominskie Warszawa, Poland) 8 8
Zaklady g 5
Farmaceutyczne N By
"Polfa" Spolka
Akcyjna)
58 |Tarchomin 2, A. Fleminga Str., 03-176 |* Thuéc vé trung: EU-GMP |IWPS.405.87 Main Pharmaceutical 1
Pharmaceutical Warsaw, Poland + Thuéc san xuat vd trung: dung dich thé tich nho; .2019.KK.1 Inspector, Poland
Works "Polfa" S.A |(Cach ghi khac: ul. A. * Thuéc sinh hoc: thuéc cdng nghé sinh hoc (thudc Insulin) WTC/0196_
(Tén Ba Lan: Fleminga 2, 03-176 02_03/208 ] Q
Tarchominskie Warszawa, Poland) 8 8
Zaklady g 5
Farmaceutyczne S Q
"Polfa" Spolka
Akcyjna)
59 |Tarchomin 2, A. Fleminga Str., 03-176 |* ThuSc khéng vé trung (bao gbm ca thudc chira khang sinh EU-GMP |IWZ).405.29. Main Pharmaceutical 1
Pharmaceutical Warsaw, Poland nhém beta-lactam): vién nang ctrng; c6m pha hén dich uéng; 2018.MG.1 Inspector, Poland
Works "Polfa" S.A [(Cach ghi khac: ul. A. bot pha hdn dich udng; vién nén. WTC/0196_
(Tén Ba Lan: Fleminga 2, 03-176 02_06/58 ® Q
Tarchominskie Warszawa, Poland) 8 8
Zaklady g E
Farmaceutyczne S N
"Polfa" Spolka
Akcyjna)
Danh sach co s& Dat Trang 12 /15 Pot 71



. 2 o ~ s | NGAY NHOM
TEN CO SO’ SAN o - o NGUYEN | GIAY CH. | NGAY ~ ~ =
STT ~, PIA CHI PHAM VI CHUNG NHAN P - - CO' QUAN CAP THUOC
XUAT ; : : TAC GMP NHAN CAP HET Q
HAN 1 2
60 |LekS.A ul. Podlipie 16, 95-010 * San pham: Thudc vién nén bao phim Bisohexal 5. Tén tai Viét | EU-GMP |IWZJ.405.43. © Chief Pharmaceutical 1
(Co s& sdn xuat) |Strykéw, Poland Nam Thuéc vién nén bao phim Bisoprolol 5 (Bisoprolol 2018.MG.2 8 Inspectorate (Poland)
Fumarate 5mg) S
S ~
5 | 8
Lek S.A ul. Domaniewska 50c, 02- EU-GMP |IWPS. . g Chief Pharmaceutical
(Co s& dong gbi, [672 Warsawa, Poland 405.4.2019. § E Inspectorate (Poland)
Xuat xuwdng) ER.1 =
o
WTC/0095 _ E
01_01/7
61 [Novartis Pharma |Novartis Pharma * Thu8c khéng vo trling: vién nang clrng; vién nén; vién bao EU-GMP |DE_BW_01_ Co quan tham quyén 1
Produktions Produktions GmbH phim. GMP_2019_ 9 N |buc
GmbH Oflinger Str. (hoic 0033 & &
Oflingerstrasse hoac S S
S~ S~
Oflinger strasse ) 44, 5 Q
79664 Wehr, Germany.
62 |Sofarimex - Av.das Industrias - Alto do |* Thudc vo trung: EU-GMP |F027/S1/MH National Authority of 1
Industria Colaride, Cacém, 2735- + Thuéc san xuat vd trung: Dung dich thé tich nho; Thudc /001/2018 © - |Medicines and Health
Quismica e 213, Portugal doéng khd § § Products, I..P B6 Dao
Farmacéutica, S.A. ~ S |Nha
~ a A N . n P ~ ~ o o
* Thudc khong vo trung: Vién nang cirng; Thuoc ut?ng dang § g
I6ng; Thudc dung ngoai dang 16ng; dang bao ché ran khac (
thuéc cdm); Dang bao ché& ban ran; Vién nén
63 |Elpen Marathonos Ave. 95, * ThuBc v tring: EU-GMP [100686/10-8 Greece National 1
Pharmaceutic Pikermi Attiki, 19009, + Thudc san xuat vé trung: thudc déng kho; dung dich thé tich 2019 Organixation for
Co.,Inc Greece nhd. Medicines
+ Thudc tiét trung cudi: dung dich thé tich I1&n; dung dich thé Q N
tich nhé. & | &
* ThuBc khong vé trung: vién nang cltng (chira khéng sinh g g
betalactam); thudc ung dang 16ng; vién nén (chira khang sinh Iy 2
nhém betalactam); dang bao ché ran khac (vién bao phim,
thudc bét, thudc cdm) (bao gdbm cd khéng sinh B-Lactam).
64 |LAMP SAN Via Della Pace, 25/A - * Thubc khong vé trung: Thudc dat, vién nén, dang bao ché EU-GMP |IT/72/H/201 o - |talian Medicines Agency| 1
PROSPERO S.P.A 41030 San Prospero (MO) |thé rin khac 9 § § (AIFA)
Italy = >
4 <
< )
o —
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65 |Valpharma Via G. Morgagni, 2 - 47864 | ThuSc khdng v6 trung: vién nang, vo ctrng; dang bao ché ran EU-GMP |S6 o ~ |ltalian Medicines Agency| 1
¢ ¢ — ()]
International S.P.A|Pennabilli (RN), Italia khéc (thudc com, pellet); Vién nén, vién nén bao phim. IT/173/H/20 Q S |AIFA
1916/9/201 | & o
9 16 ) =
— N
66 |Lacer, S.A C/.Boter, 5 Parc Tecnol Thudc khéng vé trung: Vién nang citng; Thuéc uéng dang 1dng; | EU-GMP [NCF/1947/0 o o |Asency for Medicines 1
ofgic del Vall &s ( Vién nén; Dang bao ché ban rin 01/CAT § § and Health Products
Barcelona), Spain > S |(AEMPS), Spain
s | =
(o] o~
67 |Saint Corporation 103 Je2gongdan 2-gil, Thudc udng dang ran: vién nén ( vién nén bao phim, vién nén PICS 2019-D1- o ~ |Gyeongin Regional 2
— (]
Miyang-myeon, Anseong- [khong bao phim, vién nén phéng thich kéo dai); vién nang 2145 S Q [|Office of Food & Drug
si, Gyeonggi-do, Republic |cing; § g Safety, Korea
of Korea - Cac ché& pham dac biét: vién nang cephalosporin E §
68 |Vetter Pharma- |Eisenbahnstr. 2-4, 88085 [* Thudc vé trung (bao gdm ca thudc chira hoat chat ¢ hoat EU-GMP |DE_BW_01_ Co quan thdm quyén 1
Fertigung GmbH |Langenargen, Germany. |[tinh hormon): GMP_2019_ Dlrc
& Co.KG (Cach ghi khac: + Thudc san xuat vé trung: thudc dong khd ; dung dich thé tich 0127 o ~
Eisenbahnstrasse 2-4, nhd § §
88085 Langenargen, + Thudc tiét trung cudi: dung dich thé tich nho. ~ >
Germany) * T~hu6c sinh hoc: Ch& pham méu: ch& phdm plasma; sdn pham % %
mién dich; sdn pham céng nghé sinh hoc (bao gém ca thuéc e -
chira dugc chat cé hoat tinh hormon); san pham chiét xuat tir
nguoi, dong vat.
69 |Alcon Research, |6201 South Freeway, Fort [* San pham: U.S. cGMP [8N2H-AXCR o — |United States Food and 1
LLC Worth, TX 76134, USA Azopt® ophthalmic suspension (brinzolamide, 1%). § § Drug Administration
= = |(u.s.FDA)
4 e
[e)) o]
o o
* San pham: ES2N-QZ27 o o
Vigamox ophthalmic solution (moxifloxacin hydrochloride, eq § §
0,5% base). > >
4 4
o (o))
— o
* San pham: DVUH- o .
Pataday ophthalmic solution (olopatadine hydrochloride, eq 3MHM § §
0,2% base). B B
< <
< o
i i
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70 |Alcon Cusi SA ¢/Camil Fabra, 58, 08320 |* Thudc vd trung: EU-GMP |NCF/1923/0 Ministry of Health of 1
EL Masnou ( Barcelona), |+ Thudc san xuat vd trung: Dang bao ché ban ran (bao gom ca 01/CAT o ~ |Government of
Spain hodc Camil Fabra, hormon hodc chat cé hoat tinh hormon); dung dich thé tich § § Catalonia -Spain
58, 08320 EL Masnou ( nho - thudc nhd mat (bao gdm ca hormon hoéc chat cé hoat ¥ >
Barcelona), Spain tinh hormon). § %
* Thuéc khéng vé trung: Thuéc uéng dang 16ng (hormon hodc o o
chat cé hoat tinh hormon).
71 |Meiji Seika 1056, Kamonomiya, * San pham: Japan- [3907; o < |Ministry of Health, 1
— o~
Pharma Co., Ltd., |Odawara-shi, Kanagawa- |+ Fosmicin S for otic (vial, Fosfomycin Sodium 300mg). GMP 3906 S Q |Labour and Welfare
Odawara Plant ken, Japan + Fosmicin tablets 500 (Fosfomycin calcium hydrate 500mg). = < |government of Japan
i i
S| S
— —
72 |Meiji Seika 1056, Kamonomiya * S3n phdm: Japan- 3399 . < |Ministry of Health, 1
Pharma Co., Ltd. |[Odawara-shi, Kanagawa- |+ Thu6c tiém Fosmicin for 1.V uselg (Fosfomicin Sodium 1g, GMP 3403; § § Labour and Welfare
Odawara Plant ken, Japan Anhydrous citric acid 40mg) S S |government of Japan
¢ i i
+ Thudc tiém Fosmicin for 1.V use 2g (Fosfomicin Sodium 2g, ) ey
Anhydrous citric acid 80mg) - -
73 [Meiji Seika 1056, Kamonomiya * S3n phdm: Japan- |3406 o <« |Ministry of Health, 1
Pharma Co., Ltd. |Odawara-shi, Kanagawa- |+ Thudc bt MEIACT FINE GRANULES (G6i 0,3gr x Cefditoren GMP § § Labour and Welfare
Odawara Plant ken, Japan 30mg; Gai 0,5gr x Cefditoren 50mg) = S |government of Japan
< <
(s} n
i i
74 |Biotest AG Biotest AG, * San pham: EUGMP |DE_HE_01_ o Co quan tham quyén 1
¢ i
(Co sd san xudt) [Landsteinerstrasse 5, - B6t va dung méi pha tiém Haemoctin SDH 250; GMP_2019_ Q burc
63303 Dreieich, Germany |- Dung dich tiém truyén Intratect; 0042 g (Regierungsprasidium
- B6t va dung moi pha tiém Haemoctin SDH 500; § < |Darmstadt)
: - - Dung dich tiém tinh mach Pentaglobin; 8
Biotest Pharma Biotest I_:’harma GmbH, - Dung dich tiém Fovepta; EU-GMP |DE_HE_01_ o 3
GmbI:| ) Landstelne'rs'trasse > - Dich truyén Biseko (Protein huyét twong ngudi 50g (Albumin GMP_2019_ § 3
(CoA! s¢ ci:u’ng} 63303 Dreieich, Germany 31g; Khang thé ngudi 10g)/1000ml). 0072 g
nhén xuat xudng) - Dich truyén Albiomin 20% (Protein huyét twong ngudi 200g 5
(Albumin = 96%)/1000ml).
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