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1 3415| AR- |Laboratorio Pablo |Carhue 1096 (C1408GBV), [Thudc khéng chira khéng sinh beta lactam, khéng chira chit cé hoat tinh hormon va khéng chira chat kim té bao: PIC/S-GMP | CE-2024- National Administration
002 |CassaraS.R.L. Buenos Aires — Argentina |* Thudc v trung: Dung dich tiém thé tich nho. 46076950- of Drugs, Foods and
(Cach ghi khéc: Carhue APN- Medical Devices
g
1096/86, Autonomous INAME#AN (ANMAT), Argentina
g
City of Buenos Aires, MAT <« "
Argentina; hodc: Carhué S g
o~ ~
1096/86 (C1408GBV), 8' 8'
Autonomous City of 8& g
Buenos Aires, Argentina)
2 | 3416| AT- |Fresenius Kabi HafnerstraBe (hodc: * Thudc vo trung: EU-GMP |INS-480166- Austrian Federal Office
001 |Austria GmbH Hafnerstrasse) 36, 8055 + Thudc san xuat vd trung: Dung dich thudc tiém/ tiém truyén thé tich Ién; dung dich thudc tiém/ tiém truyén thé tich nho; thudc dong khoé; dung dich thudc tiém/ tiém truyén 102575655- for Safety in Health Care
(hodc A-8055 hodc AT- tinh mach (chra hormon). 19614445 < n (BASG)
8055) Graz, Austria + Thudc tiét trung cudi: Dung dich va nhii tvong thudc tiém/ tiém truyén thé tich Ién; dung dich va nhii twong thudc tiém/ tiém truyén thé tich nhd; nhii twong thudc tiém/ tiém (4/7) § §
truyén tinh mach (chra hormon). s& :'.'
+ Xuat xudng 16 g’ ;‘
* Thudc sinh hoc: San pham mau; Thudc mién dich; thudc cong nghé sinh hoc, thudc cé ngudn gdc tir ngudi hodc dong vat.
* Déng goi cap 2.
* Kiém tra chat lwong: vi sinh vat (khong vo trung), hda hoc/vat ly, sinh hoc (endotoxin).
3 | 3417| AT- |F.Trenka Chem.- |Prinz-Eugen-StraRe 70, Xuét xwdng thudc khéng vé trung. EU-GMP |INS-480117- Federal Office for Safety
018 |Pharm. Fabrik 1040 Wien, Austria 102150929- o © in Health Care, Austria
GmbH (cach ghi 18324922 § §
khéc: F.Trenka (4/5) ~ <
. o o
Chemisch- < &
- -
Pharmazeutische
Fabrik GmbH)
4 3418 | BD- [Square Square Road, Salgaria, * Vién nén: Vién nén bao phim, vién nén bao dudng, vién nén, vién nén nhai, vién nén sli bot. WHO-GMP |DA/6- Directorate General of
004 |Pharmaceuticals [Pabna, Bangladesh * Vién nang: Vién nang cing. 5/99/10977 Drug Administration
Ltd * Thudc udng dang 1dng: Siro, dung dich, hdn dich, Elixir, dung dich nhé giot nhi khoa. o o (DGDA) Bangladesh
* Thubc bot, cém udng. § §
* Thudc dung ngoai: kem, gel, m&, miéng dan, emulgel, lotion. g 8!
* Thudc xit miii, thudc nhé mii, dung dich khi dung. 2’ 3‘
* Thu8c dat am dao, dit truc trang, thudc x8.
* Dung dich xic miéng.
* Thudc vo trung: Dung dich tiém thé tich nhé.
5 |3419| BD- |Square BSCIC Industrial Area, * Chi san xuat céc bd Kit trong d6 cé thanh phan chita hoat chat nhém Penicillin: Vién nén (vién nén bao, vién nén khéng bao); Vién nang cirng. WHO-GMP |DA/6- Directorate General of
005 [Pharmaceuticals |Pabna, Bangladesh * Dung dich uéng (Bot pha hdn dich uéng, thudc nhé giot, thudc géi): 119/07/146 by @ |Drug Administration,
Limited + Thudc khang sinh nhém Penicillin. 45 % g Bangladesh
(Chemicals * Thudc tiém truyén (Bot pha thudc tiém/truyén): % $
Division) + Thudc khang sinh nhém Penicillin. 3 3
* S3n xuat ban thanh pham (khdng chita khang sinh nhém Penicillin): Pellet.
- s. achha, Gazipur Sadar, uBc khdng vo triing chira khang sinh nhém Cephalosporin: Vién nén bao phim; Vién nang cing; Thudc bbt pha hén dich. - - < © inistry of Hea
6 |3420| BD- |M/ Gachha, Gazi Sad * Thudce kh t hita kh h nhém Cephal Vi b: him; Vi Th b6t pha hon dich WHO-GMP | DGDA/6 Ministry of Health &
011 |ARISTOPHARMA |Gazipur Bangladesh * ThuBc vo trung chira khang sinh nhém Cephalosporin: Thudc bét pha tiém. 209/2016/1 § § Family Welfare
LTD. * Thudc vé tring: Dung dich nhd mat; H8n dich nhd mét. 6568 g & |Bangladesh
) o
— —
7 |3421| BE- [Besins Groot Bijgaardenstraat * ThuBc khdng vé trung: EU-GMP (BE/GMP/20 Federal Agency for
006 [Manufacturing 128, Drogenbos, 1620, + Dang bao ché bén ran (thudc kem, thudc md, thudc gel) chira hormon. 24/023 <« ~ Medicines and Health
Belgium Belgium + Chirng nhan xuat xudng. S S |Products, Belgium
N ~
* Pong goi: g 8‘
+Doéng gdi cap 1: Thube ban rén chira hormon. S :!
=
+ Déng gdi cdp 2.
* Kiém tra chat lwgng: Héa ly/Vat ly.
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8 |3422| BE- [GlaxoSmithKline |Rue de I'Institut 89, * Thubc vo trung: EU-GMP [BE/GMP/20 Federal Agency for
011 |Biologicals Rixensart, 1330, Belgium + Thudc san xuat vo trung: dung dich thé tich 16n; dung dich thé tich nhé. 24/075 Medicines and Health
+ Thudc tiét trung cudi: dung dich thé tich |6n; dung dich thé tich nhé. 3 N |Products (FAMHP),
+ Xuat xwdng thudc vé trung. 2] 8. Belgium
* Thudc sinh hoc: 3 5
+ Thudc mién dich; thudc cong nghé sinh hoc. b 3
+ Xuat xwdng thuéc mién dich, thudc cong nghé sinh hoc.
* Kiém tra chat lwgng: san pham sinh hoc.
9 |[3423| BE- |BaxaltaBelgium |Boulevard René * Thubc vo trung: EU-GMP (BE/GMP/20 Federal Agency for
013 |Manufacturing Branquart 80, Lessines, + Thudc san xuat vo trung: Dung dich thé tich nhé. 23/051 Medicines and Health
(Tén thay thé: 7860, Belgium. * Thudc sinh hoc: San phdm mau; San pham mién dich. ] ©  |Products (FAMHP),
Baxalta Belgium  |(*Céch ghi khac: * Chirng nhan xuét xwdng 16: SAn pham mau; San pham mién dich; Thudc vé trung. 2] 8. Belgium
Manufacturing Boulevard René * San xuat nguyén liéu: Chat (rc ché Alphal-Proteinase tinh khiét. 8 8
S.A) Branquart 80, Lessines, B- 3 Q
7860, Belgium)
10 | 3424| CA- |PatheonInc 111 Consumers Drive, * Thudc khong vé trung: Vién nang clng; Vién nén, vién nén bao phim; Han dich; Dung dich; Thudc bot. Canada- (80507 Regulatory Operations
002 Whitby, ON, Canada L1IN GMP and Enforcement
5Z5. (twong Branch, Health Products
(* Céch ghi khac: 111 duong EU- N} & |Compliance Directorate,
Consumers Drive, Whitby, GMP) E’AI 8‘ Canada
ON L1IN 525, Canada hoic 8 3
111 Consumers Drive, & <
Whitby, Ontario, LIN 5Z5,
Canada)
11 |3425| CH- |ADIENNE SA Via Zurigo 46, 6900 * Xudt xuwdng 16 thudc vé trung. Tuwong |GMP-CH- o © |Swiss Agency for
042 Lugano, Switzerland duong EU-|1004357 § § Therapeutic Products
GMP g' 8' (Swissmedic)
ST
12 | 3426| CN- |KPC Qigongli, West Suburb, * Vién nang mém. WHO-GMP | GPSX: =) »n  |Cuc Quan ly gidm sat
034 |Pharmaceuticals, |Kunming, Yunnan Dian201601 § § duwoc pham tinh Van
Inc. Province, P.R. China 02 g’ g‘ Nam, Trung Quéc
S 3
13 | 3427| CN- |KPC Qigongli, West Suburb, Thudc tiém thé tich nho, thudc bot ddng kho pha tiém, vién nén, vién nang clrng, vién nang mém, thudc cdm, nguyén liéu lam thudc, thudc hudng tam than, tién chat dung lam Chinese- |Dian201601 Yunnan Medical
034 |Pharmaceuticals, |Kunming, Yunnan thudc, thudc phong bénh y hoc cé truyén Trung Quéc, thudc chiét xuat tir thudc y hoc ¢6 truyén Trung Quéc. GMP 02 ] & |Products Adminstration,
Inc. Province, China (twong % 2. China
duong :, 8.
WHO- ] 3
GMP)
14 | 3428| CN- |Shenzhen No.5 Lutian Road, Jinsha [Vién nang citng Urea-[14C] (Urea-[14C] Capsules) WHO-GMP |GPSX: Yue - © Medical Products
080 |zhonghe Community, Kengzi RS$201705 S S |Administration of
Headway Bio-Sci |Street, Pingshan District, E z Guangdong Province,
& Tech Co., Ltd. Shenzhen, Trung Quéc g g China
15 |3429| CY- |Medochemie 1-10 Constantinoupoleos |* Thudc khong vé trung: Vién nang cirng; Vién nén; Cac dang thudc ran khéc: Vién nén khang dich vi, vién nén bao phim, vién nén gidi phdng bién doi. EU-GMP |MEDCENTRA Pharmaceutical Services
002 |Limited - Central |Street, 3011, Limassol, * Péng goi so cap: Cac dang thudc trén. L/2024/001 <« o |" Ministry of Health,
Factory Cyprus (Cach ghi khac: * Péng goi thir cap. § § Cyprus
Konstantinoupoleos 1-10, |* Kiém tra chat lvgng: Héa ly/Vat ly; Vi sinh (thudc khéng vé trung). co'\ ::
Limassol, 3011, Cyprus) :E 2‘
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16 |3430| CzZ- [BIOMEDICA, Divize Horatev, Horatev * Thubc vo trung: EU-GMP (sukls266590 State Institute for Drug
007 (spol.sr.o 104, 289 12 Nymburk, + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé. /2022 Control, Czech Republic
Czech Republic + Xuat xudng 16.
* Thudc khong vé trung: ] 9
+ Thuc udng dang 16ng; Vién nén, vién nén bao phim; Thuéc bot. 2] 8.
+Chirng nhan 16. S 3
* Dong goi: 3 2
+ Déng gdi so cap: Thudc udng dang 1dng; Vién nén, vién nén bao phim; Thudc bot.
+ Déng gdi thir cap.
* Kiém tra chat lwgng: Héa hoc/Vat ly; Sinh hoc.
17 | 3431| DE- |Rottendorf Am Fleigendahl 3, 59320 |* Ddng goi: EU-GMP |DE_NW_05_ < ~ Co quan thdm quyén
105 |Pharma GmbH Ennigerloh, Germany + Déng gdi so cap: vién nang clng; vién nang mém; thudc bot, pellet, thudc c8m; vién nén (bao gdm ca vién nén sui bot, vién nén bao phim, vién nén bao dudng) GMP_2024_| 8 S |Puc
+Dong gbi th cap. 0024 S | o
* Kiém tra chat lwong: Hoa/Ly (chi kiém tra chat lwgng bao bi va lwu gitt mau) ; §
18 | 3432| DE- |Aeropharm GmbH |Francois-Mitterrand-Allee |* Thudc khong vé trung: EU-GMP |DE_TH_O1H Co quan cé thdm quyén
109 1, 07407 Rudolstadt, + Dang bao ché& cé ap luc; thudce bdt hit. _GMP_2023 ] n |blc
Germany + Xuat xudng 16. _0024 E’AI 8‘
* Péng goi so cap cac thude khéng vo trung néu trén. 'oT 8
* Péng goi thir cap. S S
* Kiém tra chat lwong: Héa hoc/Vat ly.
19 | 3433| DE- |Bipso GmbH Robert-Gerwig-Str.4, * Thuéc vo trung: EU-GMP |DE_BW_01_ Co quan tham quyén
151 78224 Singen, Germany + Thudc tiét trung cudi: Dung dich thé tich Ién, Dung dich thé tich nhé. GMP_2022_ Birc
+ Xudt xudng 16. 0173 N 9
* Dong goi: E’AI 8‘
+Déng gdi thir cap (khong bao gom céc san pham mau, san pham mién dich (huyét thanh, vaccine, chat gay di (rng, hyét thanh xét nghiém & khang nguyén xét nghiém), san 3] 8‘
phéam trj liéu gen, san pham liéu phép t& bao, san pham mo va té bao, san pham st dung trong chan doan in-vitro bang gen danh dau, thudc phéng xa va cac san pham cé ngudn 3 S
g6c tir ngudi va dong vat).
* Kiém tra chat lwgng: Vi sinh (D6 vé trung); Héa/ly; Sinh hoc.
20 |[3434| DK- [Novo Nordisk A/S [Kirke Veerlgsevej 30, * Xudt xwdng: Thudc vé trung; Thudce sinh hoc. EU-GMP | DKH < ~ | Danish medicines
009 Vaerlgse, 3500, Denmark  |* Dong goi thr cap. 10000983 S S |agency
S| 8
s 8
21 |3435| ES- [ltalfarmaco, S.A  [C/ San Rafael, 3, Pol. Ind, |* Thudc khéng vé trung: EU-GMP [ES/136HVI/2 Agency for Medicines
014 Alcobendas, Alcobendas, + Thudc dung ngoai dang ldng (dung dich, hén dich); thudc udng dang 1dng (dung dich, hdn dich); thudc bét, thudc cdm, thudc dang pellet; gel dung tai am dao chira hormon va 4 and Health Products
28108 Madrid, Spain chat cé hoat tinh hormon. i N [(AEMPS), Spain
+ Chitng nhan 16. S S
* Péng goi cap 1: Thude dung ngoai dang ldng (dung dich, hén dich); thudc udng dang 1dng (dung dich, hén dich); thudc bét, thudc cdm, thudc dang pellet; gel dung tai am dao 3 8
chtra hormon va chat cé hoat tinh hormon. Q 9
* Déng goi cap 2.
* Kiém tra chat lvong.
22 |3436| ES- |Altan Avda, de la Constitucion, |* Thudc vé trung: EU-GMP |ES/089HV/2 Co quan thdm quyén
018 |Pharmaceuticals, [198-199, Poligono + Thudc san xuat vo trung: thudc dong khé (Bét dong khd pha dung dich tiém truyén); dung dich thé tich nhé. 4 < ~ |TéyBan Nha
S.A. Industrial Monte Boyal, + Thudc tiét trung cudi: dung dich thé tich nho. g S
Casarrubios del Monte, * Péng gbi thir cap. g g
45950 Teledo Spain * Kiém tra chat lwong: Vi sinh (V6 trung); Vat ly/héa hoc. 8‘ 8‘
23 | 3437| ES- |Laboratorios Leon [Poligono Industrial * Thudc khong vé tring chira hormon hodc cac hoat chét cé hoat tinh hormon: Vién nang cl*ng; vién nang mém; thudc udng dang 16ng; dang bao ché ban rén; vién nén; vién nén EU-GMP |4208/24 <« ~ |Coquan tham quyén
022 |FarmaS.A. Navatejera, C/La Vallina  |bao. S S |TayBan Nha
s/n, Villaquilambre, * Xuat xwdng thudc khéng vé trung. 2 :
24193 Leon, Spain * Péng gbi déng goi so cap; dong goi thir cap. E E
* Kiém tra chat lwgng: Héa hoc/Vat ly. - -
24 |3438| ES- [Siegfried El Camil Fabra, 58, 08320 El [* Thudc vé trung san xuét vo trung (bao gdm ca hormon hodc chat cé hoat tinh hormon trir hormone sinh duyc): Thudc m& tra méat; Dung dich thé tich nho (thudc nhd mét). EU-GMP [NCF/2321/0 Camil Fabra, 58, 08320
024 |Masnou, S.A. Masnou, Barcelona, Spain |* Thuéc khéng vo trung: Thudc udng dang 16ng (hormon hodc chat cé hoat tinh hormon trir hormone sinh duc). 01/CAT " © El Masnou, Barcelona,
* Xuat xuwdng thudc vo trung va khdng vo trung. § § Spain
* Déng goi so cap thude khdng vo trung. g 5.'
* Déng goi thir cap. < S'
* Ki€m tra chat lwgng: Héa hoc/Vat ly, Vi sinh (thudc vé trung, thudc khdng vé trung).
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25 |3439| ES- [Alcaliber, S.A.U. Avenida Ventalomar, 1- * San xuat duoc cht: COCAINE HYDROCHLORIDE, CODEINE (CODEINE MONOHYDRATE, CODEINE BASE (1 H20)), CODEINE CAMPHOSULFONATE, CODEINE PHOSPHATE EU-GMP |(ES/065/22 Agency for Medicines
066 Poligono Industrial de HEMIHYDRATE, CODEINE HYDROCHLORIDE, CONCENTRATE OF POPPY STRAW, DIACETYLMORPHINE, DIACETYLMORPHINE HYDROCHLORIDE, DIHYROCODEINE BITARTRATE, = ¥ |and Health Products
Toledo, Toledo, 45007 DIHYDROCODEINE PHOSPHATE, ETHYLMORPHINE PHOSPHATE, PHOLCODINE, MORPHINE, MORPHINE HYDROCHLORIDE (MORPHINE HYDROCHLORIDE TRIHYDRATE), MORPHINE g 8 (AEMPS), Spain
Toledo, Espana SULFATE, OPIUM AQUEOUS DRY EXTRACT, ORIPAVINE, OXYCODONE HYDROCHLORIDE, THEBAINE. S E
* Déng goi cac dugc chat néu trén. Q Q
* Kiém tra chat lwgng: Vat ly/héa hoc.
26 |3440| FR- [NEXTPHARMA Zone Industrielle de * Ban thanh pham: Thudc khdng vé trung chira hoat tinh cao: Vién nang cirng; Vién nang mém (chira hormon sinh duc). EU-GMP |2024_HPF_F < o |French National Agency
041 |PLOERMEL Camagnon, Ploermel, * Xudt xwdng thudc khéng vo tring R_007 § § for Medicines and
56800, France * Kiém tra chat lwong (Hoa ly/vat ly) o S |Health Products Safety
S 5 |(ANsM)
27 |3441| FR- |Aguettant Rue Michel Raillard, * Thuéc vo trung: EU-GMP |2024_HPF_F < ~ French National Agency
049 |Mouvaux Mouvaux, 59420, France + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nhé. R_107 S S |for Medicines and
(Tén cii: Carelide) * Xudt xuwdng 16 thudc vé trung. S 3 Health Products Safety
* Déng goi thir cdp. 2 3 |(ansm)
* Kiém tra chat lwgng: vi sinh (vo trling, khdng vé tring), héa hoc/vat ly, sinh hoc (bacterial endotoxin). - o
28 | 3442 FR- |Guerbet 16 Rue Jean Chaptal, * Thudc vo trung: EU-GMP |2024_HPF_F French National Agency
061 Aulnay Sous Bois, 93600, + Thudc tiét trung cudi: dung dich thé tich Ién; dung dich thé tich nhé. R_057 for Medicines and
France + Xudt xudng. i3 & [Health Products Safety
* Thudc khong vé trung: g 2. (ANSM)
+ Xudt xudng. 3 3
* Pong goi: 3 3
+ Déng gdi thir cap
* Kiém tra chat lwong: vi sinh (v trung, khong vo trung); Héa hoc/vat ly; Sinh hoc.
29 |3443| FR- [INPHARMASCI Zone Industrielle N 2, 1 * Thudc khdng vo trung: vién nang clng, vién nén, vién nén bao phim, dang rén khac: thudc bot, cdm (ddng ti). EU-GMP |2023_HPF_F French National Agency
090 Rue Nungesser, Prouvy, * Chirng nhan 16 thudc khéng vé trung. R_139 for Medicines and
59121, France (cach viét |* Déng géi: Q 9 |Health Products Safety
khac: ZI N°2 de Prouvy - +Ddng gdi so cap: vién nang clrng, vién nang mém, vién nén, vién nén bao phim, dang rén khac: thudc bot, cdm (ddng tui). g 2. (ANSM)
Rouvignies, 1 rue de + Déng gdi thir cap. g 'OT
Nungesser, PROUVY, * Kiém tra chat lwgng: Vi sinh (khong vé trung); Hoa/ly. 3 S
59121, France)
30 |3444| GB- |AstraZeneca UK [Charter Way, Silk Road * Thubc vo trung: EU-GMP |UK MIA Medicines and
003 |Limited Business Park, + Thudc san xudt vo trung: Thudc dang ran va cdy ghép chira hoat chat LHRH Agonist (san pham Zoladex). 17901 Insp Healthcare Products
Macclesfield, SK10 2NA, |* Thudc khéng vo trung: Vién nén; vién nén bao phim (bao gdm ca thudc chita hoat chat antiestrogen - thuéc Nolvadex). GMP/GDP o © Regulatory Agency
United Kingdom (hodc Silk |* Xuat xuwdng thudc vé trung va khong vé trung; 17901/1011 § § (MHRA), United
Road Business Park, * Péng goi so cap: Vién nang cirng, thudc dang 1éng dung trong, vién nén, vién nén bao phim; 7-0051 B’ E,I' Kingdom
Cheshire, Macclesfield, * Péng goi thir cap. :& 2‘
SK 10 2NA, United * Kiém tra chat lwgng: Vi sinh (V6 trung va khong vé trung); Héa hoc/ vat Iy.
Kingdom). * Xuat xwdng thudc nhap khau.
31 |[3445| HR- [KRKA-FARMA Veceslava Holjevca 20/E, |Vién nén bao phim (bao gébm thudc chira chat déc té bao). EU-GMP |UP/I-530- Agency for Medicinal
003 |d.o.o. Jastrebarsko, Republic of 10/22- " © Products and Medical
Croatia (C4ch viét khéc: 03/21; 381- S S |Devices (HALMED)
V.Holjevca 20/E, 10450 13-08/243- % g Croatia
Jastrebarsko, Republic of 23-12 ;" 2‘
Croatia)
32 | 3446| HU- |Egis Matyas kiraly utca 65, * Thu8c khéng vé trung: Vién nang clrng; thudc dung ngoai dang 16ng; thuc uéng dang 16ng (bao gdm ca sir); thudc bot, thudc c8m; thudc phun mu bao gbém ca khang sinh va EU-GMP |NNGYK/GYS National Center for
008 |Gyogyszergyar Zrt. [Kormend, 9900, Hungary [thudc bt hit; dang bao ché ban rén; thudc dan; vién nén, vién nén bao phim (bao gom ca thudc chira chat kim té bao). Z/9031- N N |Public Health and
* Xuat xuwdng 16 thudc khéng vé trung. 7/2024 % 8' Pharmacy, Hungary
* Péng gbi so cap: cac dang thudc trén khong bao gdm thudc phun mu; bao gdm ca vién nang cing chira chat doc té bao. EF $
* Péng géi thi cap a Q
* Kiém tra chat lwgng: vi sinh khong vé tring, héa hoc, vat ly.

Danh séch co s& dap ing GMP Trang4 /14 bot 41



D TEN CO'SO'SAN ’ . NGUYEN | GIAY CH. |NeAy |NGAY .
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’ll; CO’ QUAN CAP
33 | 3447 HU- |TEVA Pallagi Ut 13, Debrecen,  |* Thu6c khéng vé trung: EU-GMP [NNGYK/GYS National Center for
010 |Gyogyszergyar 4042, Hungary (Cach ghi + Vién nang ctng (bao gdm ca san pham cé hoat tinh hormon); vién nang mém; thudc dung ngoai dang 1dng; thudc udng dang long; thudc vi nang va thudc bot; thudc ban rén 7/15826- Public Health and
Zrt. (TEVA khac: H-4042 Debrecen, |(bao gdm ca san pham cé hoat tinh hormon); thuéc dan; vién nén, vién nén bao phim (bao gém cé san pham cé hoat tinh hormon). 7/2024 < ~ |Pharmacy, Hungary
Pharmaceutical  [Pallagi Ut 13, Hungary) + Xudt xudng 16. S S
Works Private * Péng gbi so cap: Vién nang cirng (bao gdm ca san pham cé hoat tinh hormon); vién nang mém; thudc dung ngoai dang 1dng; thudc udng dang ldng; thudc vi nang va thudc bot; g g
Limited Company) thudc béan ran (bao gbm ca san pham cé hoat tinh hormon); thudc dan; vién nén, vién nén bao phim (bao gdm ca san pham cé hoat tinh hormon). < %
* Péng goi thir cap. - ~
* Kiém tra chat lwgng: Vi sinh: Khéng vé truing; Héa hoc/vat ly; Sinh hoc.
34 | 3448 | HU- |Meditop Ady Endre u. 1., * ThuBc khdng vé trung: EU-GMP |OGYEI/3039 National Institute of
013 [Gyogyszeripari Pilisborosjeno, 2097, + Vién nang clrng; ThuSc dung ngoai dang 16ng (chi xuit xwdng); Thudc udng dang ldng (chi xuat xudng); Thudc bét, thude cdm; Vién nén; vién nén bao phim. 9-6/2023 " o |Pharmacy and Nutrition
Kft. (cach goi cli:  [Hungary + Xuét xuéng 16. S S |(OGYEI), Hungary
Meditop * Péng goi so cap: Vién nang cirng; Thubc bot; Thude cdm; Vién nén; Vién nén bao phim. g g
Pharmaceutical * Pong goi thir cap A S
Ltd) * Kiém tra chat lwgng: Héa hoc/Vat ly. - -
35 |3449| IE- [PfizerIreland Grange Castle Business * Thubc vo trung: EU-GMP (34169/M11 Health Products
006 |Pharmaceuticals |Park, Clondalkin, Dublin +Thudc sdn xudt vo tring: dung dich thé tich nho (bom tiém déng sén). 173/00001 Regulatory Authority
22, D22 V8F8 Ireland + Xuat xuwdng. (HPRA), Ireland
(cach ghi dia chi cii) * Thuéc sinh hoc:
Grange Castle Business +Thudc mién dich (dang bom tiém déng san) (1) N S
Park, Clondalkin, Dublin + Thudc céng nghé sinh hoc (2). E’AI 8‘
22, Ireland + Xudt xudng. S o
* Kiém tra chat luong. 3 4
Noi dung lam r&:
- (1): lién quan dén san xuat vac xin cdng hop cé tap nhiém thap, ban thanh pham va thanh pham (bom tiém déng sén thudc).
- (2): lién quan t&i viéc bao quan ngan hang t& bao va lién quan t&i san xuit cac hoat chat sinh hoc st dung céng nghé té bao clia dong vat c6 vu, sy tach chiét/tinh ché va bao ché
dudi dang ban thanh pham tap nhidm thap. Viéc bién d8i cac hoat chit sinh hoc (pegylation) ciing thudc pham vi nay.
36 |3450| IE- [Chanelle Medical |Dublin Road, Loughrea, * Thudc khong vo trung: Vién nang cing; thudc dung ngoai dang 16ng; thudc udng dang 1dng; vién nén; vién bao phim; thudc bot. EU-GMP |33444/M00 Health Products
009 |Unlimited H62 FH90, Ireland (Cach 688/00001 Q 9 |Regulatory Authority
Company (tén cii: |ghi cli: Dublin Road, S. 2' (HPRA), Ireland
Chanelle Medical) |Loughrea, Co. Galway, 'oT E:"
Ireland) 3 ~
37 | 3451 IN- |Reliance Life Dhirubhai Ambani Life Plant 2: ThuBc vo trung (Protein tai t6 hop, khang thé don bao): Dung dich thudc tiém thé tich nhd (bao gdm ca bom tiém déng sén), thudc bot dong kho pha tiém. WHO-GMP |NEW-WHO- FDA Maharashtra, India
001 |Sciences Pvt.Ltd. [Sciences Centre, Plant 2 & GMP/CERT/
7 Plot No. R-282 TTC Area KD/137940/ <« ~
of MIDC, Thane Belapur 2024/11/50 S S
Road, Rabale, Navi 748 g g
Mumbai Thane 400701 ;‘\b‘ R‘
Maharashtra State, India
38 |[3452| IN- |Hetero Labs Unit V, Block V and V-A, * Thu8c khong vé trung: Vién nén; vién nén bao phim; vién nang cirng; thudc bot. EU-GMP [FT006/MH/0 National Authority of
034 |Limited TSIIC- Formulation SEZ, * Dong goi: 01/2024 Medicines and Health
S. Nos 439, 440, 441 & +Déng gdi so cap: vién nang clng; vién nén; vién nén bao phim; thudc bot. Products (INFARMED),
458, Polepally Village, + Déng gdi thir cap. N S |Portugal
Jadcherla Mandal, * Kiém tra chat lwgng: Vi sinh (khéng vé trung); Héa hoc/Vat Iy. 3_ 8.
Mahaboobnagar District, |* Thudc bdt chi dugc san xuat tai Unit V-A. % ‘F—l:
Telangana State, 509301, ] S
India
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IN-174101, India)

+ Dung dich dam d3c pha tiém truyén Gemcitabine 38mg/ml.

+ B&t pha dung dich tiém truyén Gemcitabine 38mg/ml.

+ Dung dich dam d&c dé pha dung dich tiém truyén Irinotecan Kabi 20mg/ml.
+ Dung dich dam d&c dé pha dung dich tiém truyén Oxaliplatin Kabi Smg/ml.
+ Dung dich dam d&c dé pha dung dich tiém truyén Paclitaxel Kabi 6mg/ml.

+ Bot pha dung dich dam déc dé pha tiém truyén Pemetrexed Fresenius Kabi.
+ Dung dich dadm d3c pha tiém truy@n Pemetrexed Fresenius Kabi.

+ Cabazitaxel Injection 20 mg/ml.

+ Thiotepa Injection 15mg.

+ Azacitidine Lvo 100meg.

D TEN CO' SO’ SAN - A NGUYEN | GIAY CH. |NGAY e
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ll:lli'll:l CO’ QUAN CAP
39 |[3453| IN- [Fresenius Kabi Village Kishanpura, P.O.  [* Thu8c diéu trji ung thu: Thudc déng khé; dung dich thudc tiém thé tich nhé. WHO-GMP |HFW-H Co quan thadm quyén An
039 |Oncology Limited |Guru Majra, Tehsil - San pham - Thudc diéu trj ung thu: [Drugs] Pd
Nalagarh, Distt. Solan Bendamustine Hydrochloride for Inj. 100 mg/vial, Bendamustine Hydrochloride for Injection (25 mg/vial), Bortezomib for Injection (3.5mg/vial), Busulfan 6 mg/ml Concentrate for 488/06 Vol-
(H.P.) India (Cach viét Solution for Infusion, Carboplatin Injection BP, Cisplatin Injection BP, Cytarabine Injection 100 mg/ml, Cytarabine Injection 2g (2g/20ml), Cytarabine Injection BP (100 mg/ml), \Y
khac: Village Kishanpura, |Decitabine for Injection 50 mg/vial (Lyophilised 50 mg/10ml), Docetaxel Injection Concentrate (20 mg/ml), Docetaxel Injection USP (20 mg/ml), Doxorubicin Hydrochloride
Baddi, Tehsil Nalagarh, Injection USP, Etoposide Injection (20 mg/ml) (Ph. Eur.), Etoposide Injection USP (20 mg/ml), Etoposide Injection USP (100 mg/5 ml), Fludarabine Phosphate for Injection (50 mg/2 < ©
District Solan, 174101, ml), Fluorouracil Injection USP (50 mg/ml), Gemcitabine Injection (38 mg/ml) (Concentrate for Solution for Infusion) (200 mg/5.26 ml), (1g/26.3 ml), (2g/52.6 ml), Gemcitabine 38 § §
India) mg/ml Powder for Solution for Infusion 200 mg (base) /vial (38 mg/ml - After reconstitution), Gemcitabine 38 mg/ml Powder for Solution for Infusion 1g (base) /vial (38 mg/ml - 2’ g!
After reconstitution), Gemcitabine for Injection 1.4g (Lyophilised) (1400 mg/35 ml in 50 ml Vial), Irinotecan Hydrochloride Injection (20 mg/ml), Methotrexate Injection USP (25 :& §
mg/ml), Oxaliplatin Injection (5mg/ml), Pemetrexed for Injection (100 mg/vial) (lyo.), Pemetrexed for Injection (500 mg/vial) (lyo.), Pemetrexed for Injection (100 mg/vial),
Pemetrexed for Injection (500 mg/vial), Pemetrexed Injection (25 mg/ml), Paclitaxel Solution for Nanoparticle (20mg/ml), Paclitaxel Nanoparticle Injection (20mg/ml) with
concentrate of excipients for Nanoxel 30mg, Paclitaxel Nanoparticle Injection (20mg/ml) with concentrate of excipients for Nanoxel 100mg, Paclitaxel Nanoparticle Injection
(20mg/ml) with con. of excipients for Nanoxel 300mg, Topotecan Injection Concentrate, Vinorelbine Injection USP.
40 | 3454 IN- |Fresenius Kabi Village Kishanpura, Baddi, |* Thudc vé trung: EU-GMP |DE_HE_O1_ Co quan thdm quyén
039 |Oncology Limited |Tehsil Nalagarh, District + Thudc san xuat vo trung: Thudc déng khd; Dung dich thé tich nhé. GMP_2024_ Birc
Solan, 174101, India (* + Thudc tiét trung cudi: Dung dich thé tich nhé. 0181
Céch viét khéc: Village * Thu8c khéc: Thudc doc té bao.
Kishanpura, P.O. Guru * Péng goi thir cap.
Majra, Tehsil Nalagarh, * Kiém tra chat lwgng: Vi sinh (thudc vo trung); héa ly, Vat ly.
Baddi, Distt. Solan (H.P.) |- S&n pham cu thé:
India Hodc: Village + Bot pha dung dich tiém Bortezomib Fresenius Kabi.
Kishanpura, Baddi, Tehsil + Bot pha dung dich dam d&c dé pha tiém truyén Bendamustin Kabi 2,5mg/ml.
Nalagarh, District Solan, + Dung dich dadm d3c pha tiém truyén Busulfan Fresenius Kabi 6mg/ml.
IN-174101, India Hodc: + Dung dich dadm d3c pha tiém truyén Carboplatin Kabi 10mg/ml. N 9]
Village Kishanpura, Baddi, + Dung dich pha tiém ho3c tiém truyén Cytarabin 100mg/ml. -91. 8‘
Tehsil Nalagarh, District + Dung dich dam d&c dé pha dung dich tiém truyén Docetaxel Kabi 20mg/ml, 80mg/4ml, 160mg/8ml. %j 8‘
Solan, Himachal Pradesh, + Dung dich dadm d3c pha tiém truyén Etoposid Fresenius Kabi 20mg/ml. Q 3
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2

3455

IN-
174

Brawn
Laboratories
Limited

13, NIT, Industrial Area,
Faridabad-121001,
Haryana, India

* Thudc khdng chira khang sinh nhém Betalactam: Vién nén, vién nén bao phim; Vién nang citng; Thudc bot uéng; Ché pham diing ngoai (kem, gel, m8, lotion); Thudc udng dang 16ng; Thudc nhé mét vé trung, thudc nhd
mii, thuc nho tai; Thudc tiém thé tich nho (Vials & Ampoules); Thuc bét pha tiém; Bom tiém déng sin va thudc déng kho.
* Thudc chira khang sinh nhém Penicillins: Vién nang cirng; thudc bot udng
* Thuéc chira khang sinh nhém Cephalosporins: Vién nén; Vién nang cing; Thuéc bot udng; Thudc bot pha tiém.
* San pham cu thé:
Tobramycin Ophthalmic Solution USP 0.3% w/v; Haloperidol Tablets BP/USP, Mebendazole Tablets USP; Valganciclovir Tablet USSP 450mg; Amitriptyline Hydrochloride Tablets USP; Paracetamol, Chlorpheniramine
Maleate and Guaifenesin Tablets; Atorvastatin Calcium Tablets USP 400mg; Quinine Sulphate Tablets USP; Phenylephrine Hydrochloride Injection USP 10mg/ml; Glutathione For Injection 600mg (Lyophilized); Iron Oral
Drops; Hematinic Syrup of Iron, Vitamin B12 and Folic Acid; Natamycin Ophthalmic Suspension USP; Quinine Sulphate Tablets BP/USP; Isosorbide Mononitrate Tablets BP 40mg; Isosorbide Mononitrate Tablets BP 20mg;
L-Ornithine L-Aspartate Tablets 150mg; Terlipressin Injection 0.10 mg (For IV Use); Glimepiride Tablets USP; Trivit Forte Tablets (For Therapeutic Use); Lincomycin Capsule BP (Lincomycin Hydrochloride Capsules USP);
Indomethacin Capsules USP (Indomethacin Capsules BP); Somatostatin For Injection 250mcg (Lyophilized, For IV Use Only); Dobutamine For Injection USP 250mg (With Sterile Water For Injection USP in a combipack)
(Lyophilized, For IV Use) (Single Dose Vial); Dobutamine For Injection USP; Vasopressin Injection USP; Efavirenz Capsules USP 600mg; Zidovudine Oral Solution USP; Zidovudine, Lamivudine & Nevirapine Tablets;
Nevirapine Oral Suspension USP; Rifampicin Capsules BP 300mg; Efavirenz Tablets USP 600mg; Zidovudine Capsules USP 300mg; Zidovudine Capsules USP 100mg; Ampicillin Oral Suspension BP 125mg; Lisinopril Tablets
USP 5mg; Rabeprazole Sodium Tablets 20mg; Diltiazem Hydrochloride Tablets USP 60mg; Diltiazem Hydrochloride Tablets USP 30mg; Isosorbide Dinitrate Tablets BP/USP 20mg; Isosorbide Dinitrate Tablets BP/USP
10mg; Cefaclor Capsules BP; Tropicamide Eye Drops BP (Tropicamide Ophthalmic Solution BP); Simvastatin Tablets BP/USP; Propranolol Hydrochloride Tablets USP (Propranolol Tablets BP); Kanamycin Acid Sulphate For
Injection BP; Hydrochlorothiazide Tablets BP/USP 50mg; Glipizide Tablets BP/USP; Clindamycin Capsules BP; Cimetidine Tablets BP/USP 200mg; Ampicillin Capsules BP/USP 250mg; Amikacin Sulphate Injection USP
250mg/2ml (Amikacin Injection BP 250mg); Atorvastatin Calcium Tablets USP 200mg; Moxifloxacin Dexamethasone Eye Drops; Caspofungin Acetate For Injection (Lyophilized); Tranexamic Acid Injection BP
1000mg/10ml; Ursodeoxycholic Acid Capsules BP; Lisinopril Tablets USP 20mg; Lisinopril Tablets USP 10mg; Artemether & Lumefantrine Tablets; Ciprofloxacin Tablets USP 500mg (Yellow Tablet); Esomeprazole Sodium
For Injection 40mg (With Sterile Sodium Chloride Injection USP in combipack); Heparin Sodium Injection USP 5000 IU; Amlodipine Capsules; Cetirizine Tablets BP; Dapagliflozin Tablets 10mg; Dapagliflozin Tablets 5mg;
Cefdinir Capsules USP 300mg; Ursodeoxycholic Acid Tablets BP 300 mg; Phytomenadione Injection BP; Metformin Tablets BP; Azithromycin Capsules USP 250mg; Ampicillin & Cloxacillin Oral Suspension; Ampicillin &
Cloxacillin Oral Suspension (With Preservative); Ursodeoxycholic Acid Tablets BP; Rabeprazole Sodium For Injection (Lyophilized) (For IV Use Only); Cholecalciferol For Oral Suspension 60,000 IU (Orange Flavour);
Cholecalciferol For Oral Suspension 60,000 IU; Vancomycin Hydrochloride For Injection USP 1gm; Ibuprofen & Paracetamol Tablets; Prednisolone Tablets BP 10mg; Paracetamol, Caffeine, Phenylephrine &
Chlorpheniramine Tablets; Erythromycin Stearate Tablets BP 250mg; Triamcinolone Tablets BP 4mg; Azithromycin Tablets USP 250mg (Aqueous coating); Azithromycin Tablets USP 250mg (Non-Aqueous coating);
Paracetamol Injection 500mg/5ml; Olopatadine Hydrochloride Ophthalmic Solution USP 0.1% w/v; Amoxicillin Sodium For Injection BP 500mg; Moxifloxacin Ophthalmic Solution USP 0.5% w/v; Carbamazepine Tablets
BP 200mg; Carbamazepine Tablets BP 200mg (With Preservative); Xylometazoline Nasal Drops BP 0.05% w/v (For Paediatric Use); Lidocaine Ointment BP; T in Tablets 20mg; Bet: hasone & Neomycin Skin
Ointment; Spironolactone Tablets USP; Cefadroxil For Oral Suspension USP 250mg; Pantoprazole Sodium For Injection BP 40mg (With Sterile Sodium Chloride Injection BP/USP in a combipack); Ibuprofen Oral
Suspension BP (Strawberry Flavour) (Orange Colour); Ibuprofen Oral Suspension BP (Essential Black Grapes Flavour) (Off White to Cream Colour); Azithromycin For Oral Suspension USP (Sachet); Azithromycin For Oral
Suspension USP; Calcium Citrate, Magnesium Hydroxide, Zinc Sulphate, and Vitamin D3 Tablets; Nalidixic Acid Tablets BP (Old Formulation); Luliconazole Cream 1%w/w; Cefixime For Oral Suspension USP (For Paediatric
Use Only); Artemether & Lumefantrine Tablets: Metoclopramide Injection BP; Diosmectite Sachets; Metronidazole Oral Suspension BP 200mg/5ml (Creamish White to Light Yellow Suspension); Metronidazole Oral
Suspension BP 200mg/5ml (Yellow Colour Suspension); Voriconazole For Injection (With Sterile Water For Injection BP in a combipack) (Lyophilized, For IV Infusion); Ceftriaxone & Sulbactam For Injection 1.5gm (With
Sterile Water For Injection USP in a combipack) (For IM/IV Use); Ceftriaxone For Injection USP 0.25g (With Sterile Water For Injection USP in a combipack) (For IV/IM Use); Hydrocortisone Sodium Succinate For Injection
USP 250mg; Ibuprofen & Paracetamol Oral Suspension; Piperacillin & Tazobactam For Injection USP 4.5gm; Simvastatin Tablets USP 20mg; Dexamethasone Tablets USP; Bromhexine Hydrochloride Syrup; Ketoconazole
Cream BP 2% w/w; Betamethasone Valerate Cream USP; Amikacin Sulfate Injection USP; Mefenamic Acid Oral Suspension 50mg/5ml; Par: | Oral St BP; A Oral Suspension; Ibuprofen Tablets
BP 600mg; Alendronate Sodium Tablets USP 70mg; Voriconazole Tablets 200mg; Cefixime For Oral Suspension USP (For Paediatric Use); Metoclopramide Oral Solution BP; Calcium Gluconate Injection USP; Amikacin

© Cimnth e inbeic Cobei

Codnboin Neat Licn. nai r e

WHO-GMP

No. 3/54-1-
Drug-1-
2024/9/52

27-09-2024

31-12-2026

State Drugs Controller
(Controlling & Licensing
Authority), Food &
Drugs Administration,
Haryana, Panchkula,
India

42

3456

IN-
191

M/S Medley
Pharmaceuticals
Limited

Plot No. 10 & 11, Survey
No. 367/8 & 9, Zari
Causeway Road,
Kachigam, Daman -
396210, India

* Thuoc khong vo trung chira khang sinh nhdm Cephalosporin: Vién nén, hon dich siré kho.

WHO-GMP

DCD/D&D/L
A/2022-
2023/4560

30-04-2022

30-04-2025

Drugs Licensing
Authority, UT
Administration of DNH,
Daman & Diu, Daman,
India

43

3457

IN-
192

Medley
Pharmaceuticals
Limtied

Lane No. 3, Phase-|,
SIDCO, Industrial Complex
Bari Brahmana, Jammu,
India

* Thudc khong vé trung: Vién nén, vién nén bao phim vién nang ctrng, thudc udng dang ldng, thudc dung ngoai (m&, kem), thudc hit phan liéu, thudc géi.

* S3n pham cu thé:

+ San pham cap méi: Atorin 5 Tablets, Betabest AM 25 Tablets, Betabest AM 50 Tablets, Betabest XL-25 Tablets, Betabest XI- 50 Tablets, Gepride M 0.5 Tablets, Gepride M3 Forte
Tablets, Gepride M3 Tablets, Gepride M4 Forte Tablets, Gepride-1 Tablets, Glytrin Met 1000 Tablets, Glytrin Met Tablets, Heal off Gel, Lignogesic Gel, New 02/02M Suspension,
Nortipan M Tablets, Oncet-CF Syrup., Oncet-CF Tablets, Ostium K2 Forte Tablets, R B Tone syrup, R.B Tone XT Drops, R.B Tone Syrup (Vit C), Telmed AH Tablets, Telmed AM 80
Tablets, Telmed B 25 Tablets, Telmed B 50 Tablets, Trigem 2 Tablets, Trisoliv Syrup, Tuxiril Syrup, Tuxiril -X Syrup, Vildaglo M 50/1000 Tablets, Vogli GM 2 Forte Tablets.

+ San pham téi tham dinh: Acemed/Acenac, Acenac MR Tablets, Acenac P Tablets, Acenac SR, Atorin 10 Tablets, Atorin 20 Tablets, Atorin 40 Tablets, Atorin F Tablets, Azirite 250,
Azirite 500, Azirite suspension, Cildip 10 Tablets, Cildip 5 Tablets, Coldfree syrup/Coldrid Syrup, Dompan DSR Capsules, Dompan Forte Tablets, Dompan OD Tablets, Dompan SR
Tablets, Dompan Tablets, Domrab Capsules/Repraz, Ecoflox 250, Ecoflox 500, Eva Q Fiber/Evamed Fiber, Eva Q Plus Emulsion, Eva Q syrup, Gepride 2 Tablets, Gepride M1 Forte
Tablets, Gepride M1 Tablets, Gepride M2 Forte Tablets, Gepride M2 Tablets, Gestacal Tablets, Glucozid Tablets, Glucozid M Tablets, Glytrin Tablets, Gromin Sugar Coated Tablet,
GTN Spray, Lary Spray, Mecobion OD Tablets, Motinorm Drops, Motinorm syrup/Motidom syrup, Motinorm Tablets, Nevol 2.5, Nevol 5 Tablets, New coldfree/New coldrid syrup,
New 02 Derm, New O2 Tablets, Nimsaid P Tablets, Nortipan Tablets, 02 Derm Cream, 02 Suspension, 02 Tablets, O2H Tablets, Ofloxacin Tablets, Omen 20 Tablets, Omen 40
Tablets, Oset syrup, Ostium K2 Tablets, Pantaz/Pantomed Tablets, Platfree Tablets, Poraz Capsules, Primodil 10 Tablets, Primodil 2.5, Primodil 5 Tablets, Primodil AT Tablets,
Primodil L Tablets, R B Tone Capsules, R B Tone Drops, R B Tone Drops (new), R B Tone Kid Syrup, R B Tone Syrup, R B Tone XT Tablets, R.B Tone Rapid Syrup, Repraz 20, Rosvin 10,
Rosvin 20, Rosvin 5, Rosvin F Tablets, Sun De Sachet, SunDe 6K Tablets, Telmed 20, Telmed 40, Telmed 80, Telmed AM Tablets, Telmed H, Telmed H 80 Tablets, Vazortan 50,
Vazortan H Tablets, Vildaglo M 50/500 Tablets, Vildaglo Tablets, Vogli 0.2 Tablets, Vogli 0.3 Tablets, Vogli M 0.2 Tablets, Vogli M 0.3 Tablets, Xymex Drops, Xymex MPS, Xymex
Syrup.

WHO-GMP

DFO/D-
538/3677

07-11-2023

03-11-2026

State Drug Controller,
Drugs & Food Control
Organization, Jammu
and Kashmir, India
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44 | 3458| IN- |AMANTA Plot No. — 876, N.H. No. - |* Thudc vé trung: Dung dich thé tich I6n; dung dich thé tich nho; thudc nhé mat. WHO-GMP (22123777 Food & Drugs Control
*53 4m:
219 |HEALTHCARE LTD |8, Village — Hariyala, Tal. — | 3" Pham: o ) ) ) ) ; ) Administration, Gujarat
) + Thudc vé trung dung dich thé tich Ién: Sodium Chloride Intravenous Infusion BP (9gm/It), Glucose Intravenous Infusion BP (50gm/It), Glucose Intravenous Infusion BP (100gm/It), Sodium chloride (9 gm/It) & Glucose .

Matar, Dist. — Kheda — (50gm/It) Intravenous Infusion BP, Compound Sodium Lactate Intravenous Infusion BP (Ringer Lactate Infusion), Mannitol Intravenous Infusion BP (200gm/It), Metronidazole Intravenous Infusion BP (5.0 gm/It), State, India

387 411 Gujarat State, Ciprofloxacin Injection USP (0.2 % w/v), Multiple Electrolytes & Dextrose Injection Type 3 USP (Multiple Electrolyte M), Fluconazole Infusion (CANDICAN), Fluconazole Infusion, Ofloxacin Infusion (0.2 %

India. (Cach ghi dia chi w/v),Ciprofloxacin Injection USP (0.2 % w/v) (XCIPRO), Metronidazole Intravenous Infusion BP (TROGYL), Ofloxacin Infusion (0.2 % w/v) (HIPOFLOX), Dextrose Intravenous Infusion BP (50gm/It), Ciprofloxacin Injection

khac: 876, NH No. 8 Vill USP (0.2 % w/v) (PHENOXCIN), Ciprofloxacin Injection USP (0.2 % w/v) (CIPROLOX), Levofloxacin Infusion (500mg/100 ml), Ciprofloxacin Injection USP (0.2 % w/v) (ORACIP), Metronidazole Intravenous Infusion BP (5

Harival _;_ Y ! Di gm/It) (TROZ), Linezolid 1.V. Injection (200 mg/100 ml), Linezolid 1.V. Injection (200 mg/100 ml) (ZOLID), Metronidazole Intravenous Infusion BP (ANEROBIZOL), Ciprofloxacin Injection USP (0.2 % w/v) (CIPRONOR),

ariyala, Tal. ata_r’ ist. Levofloxacin Infusion (500mg/100 ml) (LEVOTROT), Paracetamol Infusion (10 mg/ml), Levofloxacin Intravenous Infusion, Ciprofloxacin Injection USP, Moxifloxacin Intravenous Infusion (400 mg/100 ml), Glucose

Kheda-387411, Gujarat, Intravenous Infusion BP (50gm/It) (D - 5), Fluconazole Infusion (FLUZOL), Paracetamol Infusion (10 mg/ml) (FEBRAMOL), Paracetamol Infusion (10 mg/ml) (DELIRAMOL), Fluconazole Infusion (FUNGICAN), Metronidazole

India) Intravenous Infusion BP (500 mg/100 ml) (HS — METRO), Levofloxacin Intravenous Infusion (0.5 % w/v) (HS — LEVOFIX), Moxifloxacin Intravenous Infusion (0.4 % w/v), Metronidazole Intravenous Infusion BP (500 mg/100
ml), Mannitol Intravenous Infusion BP (20 % w/v), Levofloxacin Infusion (500 mg/100 ml), Linezolid .V. Injection (200 mg/100 ml), Moxifloxacin Intravenous Infusion (400 mg/100 ml) (MOXFLO), Levofloxacin Infusion
(500 mg/100 ml) single dose inf. (GLEVONIX 1.V.), Linezolid I.V. Injection (200 mg/100 ml) single dose inf. (LIZOLID I.V.), Ciprofloxacin Injection USP (0.2 % w/v) (CIPAZY), Ciprofloxacin Injection USP (0.2 % w/v) (FLOXIL),
Paracetamol Infusion (10 mg/ml) (PAINBLOK), Paracetamol Infusion (10 mg/ml) (PHARMALGAN), Ofloxacin Infusion (0.2 % w/v) (FLOX), Levofloxacin Infusion (500 mg/100 ml) (RESLEVO 1.V.), Moxifloxacin Intravenous
Infusion (400 mg/100 ml) (MOXIWISH 1.V.), Paracetamol Infusion (10mg/ml) (BRAVEMOL), Linezolid I.V. Injection (200mg/100ml) (STAFLID), Moxifloxacin Intravenous Infusion (400mg/100ml) (SHERIC), Levofloxacin ~ n
Infusion (750 mg/150 ml), Levofloxacin Infusion (750 mg/150 ml) (LEVOTROT), Paracetamol Infusion (10mg/ml) (FEB C37), Moxifloxacin Intravenous Infusion (400mg/100ml) (IVMOX), Fluconazole Infusion (OZOL), S g
Fluconazole Infusion (MYCOZOLE), Sterile Water For Injections I.P (SWFI, Water For Injections I.P), Glucose Intravenous Infusion B.P. (250 gm/It), Paracetamol Infusion (10 mg/ml) (ATPAR), Levofloxacin Infusion (500 mg I N
/100 ml) (GLEVO V), Metronidazole Intravenous Infusion U.S.P. (5 gm/It.), Fluconazole Infusion (FLUKONOR), Levofloxacin Infusion (500 mg/100 ml) (LEVOXIN), Ciprofloxacin Injection U.S.P. (0.2 % w/v) (CIPTID), g. g.
Paracetamol Infusion (10mg/ml) (PYRESET), Levofloxacin Infusion (750mg/150ml) (AMFLOX), Fluconazole Infusion (FLUCOZANDRA), Metronidazole Intravenous Infusion B.P. (5.0gm/It) (METROZANDRA), Paracetamol ;‘ 8
Infusion I.P. (10mg/ml) (PACTIV), Ciprofloxacin Injection USP (0.2% w/v), Levofloxacin Infusion(500mg/100ml) (SAFELEVO), Multiple Electrolytes & Dextrose Injection Type | I.P. (STERILYTE P), Multiple Electrolytes &
Dextrose Injection Type Il I.P. (STERILYTE M), Moxifloxacin Intravenous Infusion (400mg/100ml) (MOXIFLO), Linezolid I.V. Injection (200 mg/100 ml) (ZOLID), Sodium Chloride Injection (0.45% w/v) (STERINOR), Mannitol
Injection I.P. (20% w/v) (Mannitol (20% w/v)), Paracetamol Infusion (10 mg/ml) (FRENADOL), Linezolid I.V. Injection (200 mg/100 ml) (L-ZOLID), Ofloxacin Infusion I.P. (0.2 % w/v) (HIPOFLOX), Moxifloxacin Intravenous
Infusion (400mg/100ml) (MOXFLIN), Mannitol Injection I.P. (20% w/v) (20 M), Levofloxacin Infusion (500mg/ 100ml) (Glevo 1V), Paracetamol Infusion (10 mg/ml) (DOLFEVER), Paracetamol Infusion (10 mg/ml)
(RASERTAMOL), Linezolid 1.V. Injection (200 mg/100 ml) (RASERZOLID), Fluconazole Infusion (RASERNAZOLE), Linezolid solution for Infusion (2 mg/ml) (L-ZOLID), Paracetamol Solution for Infusion (1000 mg/100 ml)
(ELGAN), Levofloxacin Solution for Infusion (500 mg/100 ml) (LEVOFLOKC INFUSION), Linezolid Solution for Infusion (600 mg/300 ml) (LINEZID), Moxifloxacin Solution for Infusion (400mg/100ml) (MOXIN), Fluconazole
Solution for infusion (200 mg/100ml) (FLUCONAZ), Fluconazole Infusion (MYCOZOLE 1.V.), Paracetamol Infusion (10MG/ML) (PARAGOL), Levofloxacin Infusion (500 MG/100 ML) (LEVOGOL), Levofloxacin Infusion (500
MG/100 ML) (LEVOFLIN), Metronidazole Intravenous Infusion BP (500 mg/100 ml), Ciprofloxacin Injection USP (200 mg/100 ml), Ofloxacin Infusion (0.2 % w/v) (OFLOTURK), Mannitol Intravenous Infusion BP (200 gm/It)
(MANNITURK), Sodium Chloride Hypertonic Injection (3.0% w/v) (HYPERNOR)
+ Thuéc v6 truing dung dich thé tich nhé, thudc nhé mat: Fluconazole Injection (0.2 % w/v),Fluconazole Injection (0.2 % w/v) (CANDICAN), Sterilised Water For Injections B.P., Sterile Water For Injection U.S.P., Sterilised
Water For Injections B.P. (TAVON’S WATER FOR INJECTION), Sodium Chloride Injection B.P. (0.9 % w/v), Calcium Gluconate Injection U.S.P. (10 % w/v), Magnesium Sulfate Injection U.S.P. (50 % w/v), Lidocaine Injection
B.P. 1% w/v, Lidocaine Injection B.P. 2% w/v, Sterile Potassium Chloride Concentrate B.P. 10 % w/v, Magnesium Sulfate Injection B.P. 25 % w/v, Sterilised Water For Injections Ph. Eur., Glucose Injection B.P. 40 % w/v,
Glucose Injection B.P. 40 % w/v (D-40), Sodium Chloride Intravenous Infusion B.P. (0.9 % w/v), Lidocaine Injection B.P., Calcium Chloride Injection (10 % w/v), Sterile Potassium Chloride Concentrate B.P. 15 % w/v,
Sterile Eye Wash (Sanoflex), Sterile Eye Wash (First Aider’s Choice), Sterile Eye Wash (Viritex), Sterile Eye Wash (Accidental), Sterile Eye Wash, Sterile Eye Wash (Sterile Emergency Eye Wash Solution), Sterile Eye Wash
T o \Mach) Chaviln Cvin inch | L o \inch Dade) ce Con \Ainch t lnnc) L 4 c b ce. Conviln Cun

45 | 3459 IN- |Unison C/6 Steel Town, Moraiya, |Unit EU-GMP |OGYEI/2510 National Institute of
233 |Pharmaceuticals |Gujarat, 382213, India. - Thu8c khéng vé trung: vién nang cirng, vién nén, vién nén bao phim. 4-3/2022 Pharmacy and Nutrition,
Private Limited (Céch ghi khac: Plot no - |- Déng gdi so cap: vién nang cirng, vién nén, vién nén bao phim. Hungary
C/6, Steel Town, Opp - Déng gdi thir cap ~ "
Nova Petro, At & Post- - Kiém tra chat lugng: Vi sinh vat (khéng vé trung), Héa hoc/vat ly S S
I 1N
Moraiya, Tal- Sanand, City g 8‘
-Moraiya (hodc Moraiya) - N 5
~ -

382213, Dist. -

Ahmedabad, Gujarat

State, India)

Danh séch co s& dap ing GMP

Trang 8 /14

bot 4l



NGAY

for injection BP 1501U Combipack (lyophilized), Highly Purified Menotrophin for injection BP 1501U (lyophilized) Combipack, Highly Purified Menotrophin for injection BP 751U (lyophilized) Combipack, Chorionic
Gonadotrophin for injection USP 20001U Combipack (lyophilized), Chorionic Gonadotrophin for injection USP 50001U Combipack (lyophilized), Chorionic Gonadotrophin for injection USP 100001U Combipack
(lyophilized), Paclitaxel injection USP 30mg/5ml, Paclitaxel injection USP 100mg/16.7ml, Paclitaxel injection USP 260mg/43.4ml, Piperacillin & Tazobactam for injection USP 2.25g, Piperacillin & Tazobactam for injection
USP 4.5g, Cisplatin injection BP 10mg/10ml, Cisplatin injection BP 50mg/50ml, Pantoprazole for injection 40mg (Lyophilized), Pantoprazole for injection 40mg Combipack (Lyophilized), Progesterone Solution for
injection 25mg/1.119ml, Glycopyrrolate injection USP 0.2mg/ml, Rabeprazole for injection 20mg (Lyophilized), Ifosfamide for injection USP 1g (Lyophilized), Ifosfamide for injection USP and Mesna injection 1g
Combipack (Lyophilized), Ifosfamide for injection USP 2g (Lyophilized), Ifosfamide for injection USP and Mesna injection 2g Combipack (Lyophilized), Hydrocortisone sodium succinate for injection USP 100mg,
Hydrocortisone sodium succinate for injection USP 100mg (Combipack), Methylprednisols sodium for injection USP 1g, Methylprednisolone sodium succinate for injection USP 40mg, Methylprednisolone
sodium succinate for injection USP 500mg, Granisetron injection USP 3mg/3ml, Thiopental sodium for injection BP 1g, Thiopental sodium for injection BP 500mg, Tiecoplanin for injection 200mg (Lyophilized),
Tiecoplanin for injection 400mg (Lyophilized), Tigecycline for injection USP 50mg (Lyophilized), Tranexamic acid for injection BP 500mg/5ml, Tramadol Hydrochloride injection 50mg/1ml, Tramadol Hydrochloride
injection 100mg/2ml, Pralidoxime chloride for injection USP 1g, Vancomycin Hydrochloride for injection USP 500mg, Vancomycin Hydrochloride for injection USP 1g, Adrenaline injection IP 1ml, Vecuronium bromide
injection IP 4mg (Lyophilized), Heparin sodium injection USP 50001U/5ml, Heparin sodium injection USP 250001U/5ml, Cetrorelix acetate for injection 0.25mg (Lyophilized), Oxaliplation injection USP 50mg/25ml,
Oxaliplation injection USP 100mg/50ml.

D TEN CO' SO’ SAN " 5 NGUYEN | GIAY CH. |NGAY i
STT cc ID CT XUAT PIA CHi PHAM VI CHUNG NHAN TAC GMP NHAN CAP ll:lli'; CO' QUAN CAP
46 | 3460( IN- |FOURRTS (INDIA) |Vandalur Road, * Thuc khong vo tring: WHO-GMP |K Dis. No: Department of Food
292 |LABORATORIES  |Kelambakkam-603 103, + Vién nén; vién nén bao phim, vién nén bao dudng, vién nang cimg; 22944/D1/4 Safety and Drugs
N + Thudc nudc udng: dung dich, hon dich, sird. L .
PVT. LIMITED India + Thudc duing ngoa: kem, gel, ma. /2020 Control Administration,
* San pham: Government of
1. Kem Betamethasone valerate cream BP 0,12% w/w (Betamethasone valerate BP 0,12% w/w tuwong duong voi Betamethasone BP 0.1% w/w) Tamilnadu, India
2. Kem Betnofil (Betamethasone valerate BP 0,12% w/w tuong dwong véi Betamethasone BP 0.1% w/w)
3. Betnofil-N (Betamethasone valerate BP 0,12% w/w tuong duong voi Betamethasone BP 0.1% w/w; Neomycin sulfate 0,5% w/w e.q to Neomycin 0,3% w/w)
4. Vién nang cing Chloramphenicol Capsules BP 250 mg (Chloramphenicol 250 mg)
5. Kem Clotrimazole and Beclomethasone cream (Clotrimazole USP 1% w/w; Beclomethasone dipropionate BP 0,025% w/w)
6. Vién nén bao phim Clarfil (Clarythromycin USP 500 mg)
7. Vién nén bao phim Clarofil (Clarythromycin USP 500 mg)
8. Vién nén bao phim Clarfil 250 (Clarythromycin USP 250 mg)
9. Vién nén bao phim Clarofil 250 (Clarythromycin USP 250 mg)
10. Vién nén bao phim Clarithromycin tablets USP 250 mg (Clarythromycin USP 250 mg) o« ©
11. Vién nang ctng Danafil (Danazol USP 200 mg) S g
12. Vién nén Dexafil (Dexamethasone BP 0,5 mg) N N
13. Vién nang ctrng Doxefil (Doxycycline Hyclate BP e.q to Doxycycline (anhydrous) BP 100 mg 8] g.
14. Vién nén bao phim Doxycycline hyclate tablet USP (Doxycycline hyclate USP twong duong véi Doxycycline USP 100 mg) 2 ,‘:‘,
15. Vién nén bao phim Erythrofil (Erythromycin 250 mg (as Erythromycin stearate BP))
16. Vién nén bao phim Erythrofil 500 (Erythromycin stearate BP e.q to Erythromycin BP 500 mg)
17. Vién nén Folic acid tablets BP 5 mg (Folic acid BP 5 mg)
18. Vién nén Foliden (Folic acid BP 5 mg)
19. Vién nang ctrng Fomycetin (Chloramphenicol BP 250 mg)
20. Kem Fungid-B (Clotrimazole USP 1% w/w, Beclomethasone dipropionate BP 0,0250% w/w)
21. Kem Fusifen cream (Fusidic acid BP twong duong véi anhydrous fusidic acid 2% w/w)
22. M@ Fusifen ointment (Sodium fusidate BP 2% w/w)
23. Kem Fusidic acid cream BP 2% w/w (Fusidic acid BP tuong dwong v&i anhydrous fusidic acid 2% w/w)
24. Vién nang cirng Gendox (Doxycycline hyclate BP e.q to Doxycycline (anhydrous)) BP 100 mg)
25. Vién nén Gensone (Prednisolone BP 5 mg)
26. Vién nén Griseofil 125 (Griseofulvin BP 125 mg)
27. Vién nén Griseofil 250 (Griseofulvin BP 250 mg)
28. Vién nén Griseofil 500 (Griseofulvin BP 500 mg)
EYRY: o in toblote DD 19C mn (0 0D 1€ o)
47 |3461| IN- |VHB Medi Plot No. 20-22 & 49-51, |- Thudc bot pha tiém (Bao 80m cd cephalosporin) ) WHO-GMP [17P/1/52/20 Directorate General of
463 |sciences Ltd IIE, Sector— 5, SIDCUL, |~ Dune dich tiém (Bao gom ca thudc ung thu va thudc hormon) 07/5833 Medical Health & Family
R - Thudc déng khd pha tiém (Bao gom ca thudc ung thu va thuéc hormon)
Pantnagar, Udham Singh | S&n pham: Doxorubicin Hydrochloride for Injection BP 10mg (lyophilized) (Rapid dissolution), Doxorubicin Hydrochloride for Injection BP 50mg (lyophilized) (Rapid dissolution), Amphotericin B for injection USP 50mg Welfare, Sahastradhara
Nagar, Uttarakhand, India (lyophilized), Lidocaine Hydrochloride Injection USP 2%, Lidocaine Hydrochloride Topical solution USP 4%, Lidocaine Hydrochloride and Epinephrine injection USP 2%, Bendamustine Injection IP 100mg (lyophilized), Road, Dehradun
Bleomycin for Injection USP (lyophilized) 15 units, Bortezomib Injection IP 1mg (lyophilized), Bortezomib Injection IP 2mg (lyophilized), Bortezomib for Injection 3.5mg (lyophilized), Carboplatin Injection BP (Uttarakhand) India
150mg/15ml, Carboplatin Injection BP 450mg/45ml, Cefoperazone and Sulbactam for injection 1g, Cefoperazone and Sulbactam for injection 1.5g, Ceftriaxone and Sulbactam for injection 1.5g, Ceftriaxone and
Tazobactam for injection 1g+ 125mg, Colistimethate Sodium For Injection BP (lyophilized) 1 Million IU, Colistimethate Sodium For Injection BP (lyophilized) 2 Million IU, Colistimethate Sodium For Injection BP 1 Million
1U, Colistimethate Sodium For Injection BP 2 Million U, Cytarabine Injection BP 100mg/ml, Cytarabine Injection BP 500mg/5ml, Cytarabine Injection BP 1000mg/10ml, Cyclophosphamide for Injection USP 1g
(lyophilized), Cyclophosphamide for Injection USP 200mg (lyophilized), Cyclophosphamide for Injection USP 500 mg (lyophilized), Zoledronic acid for injection 4mg, Dactinomycin for injection USP 0.5mg (lyophilized),
Daunorubicin Hydrochloride for injection USP 20mg (lyophilized), Docetaxel injection USP 20mg/0.5ml Combipack, Docetaxel injection USP 80mg/2ml| Combipack, Docetaxel injection USP 120mg/3ml Combipack,
Dopamine Hydrochloride injection USP 200mg/5ml, Epirubicin Hydrochloride for injection 10mg (lyophilized) Rapid dissolution, Epirubicin Hydrochloride for injection 50mg (lyophilized) Rapid dissolution, Etoposide
injection USP 100mg/5ml, Fluorouracil injection USP 250mg/5ml, Fluorouracil injection USP 500mg/10ml, Ceftazidime for injection USP 1g, Ceftazidime and Tazobactam for injection 1g+125mg, Gemcitabine for
injection USP 200mg (lyophilized), Gemcitabine for injection USP 1g (lyophilized), Methotrexate Injection BP 15mg/3ml, Methotrexate Injection BP 50mg/2ml, Methotrexate Injection BP 500mg/5ml, Vincristine sulfate
injection USP 1mg (lyophilized), Cefepime for injection USP 1g, Cefepime for injection USP 1g (combipack), Cefuroxime for injection USP 750mg, Ceftriaxone for injection USP 250mg, Ceftriaxone for injection USP 1g, " ©
Ceftriaxone for injection USP 1g (combipack), Artesunate injection 60mg, L-Asparaginase for injection 5000IU (lyophilized), L-Asparaginase for injection 10000IU (lyophilized), Leucovorin calcium injection USP g g
15mg/2ml, Enoxaparin sodium injection USP 40mg/0.4ml, Enoxaparin sodium injection USP 60mg/0.6ml, Meropenem for injection USP 500mg, Meropenem for injection USP 1g, Meropenem and sulbactam sodium for & 9
injection 1.5g, Midazolam injection IP 5mg/5ml, Imipenem & Cilastatin for injection USP 500mg+500mg, Neostigmine methylsulphate injection IP 0.5mg/1ml, Sterile Noradrenaline Concentrate IP 2mg/2ml, Dacarbazine EF 8
for injection USP 100mg (lyophilized), Dacarbazine for injection USP 200mg (lyophilized), Dacarbazine for injection USP 500mg (lyophilized), Urofollitrophin for injection BP 751U Combipack (lyophilized), Urofollitrophin g hs
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D TEN CO'SO'SAN ’ . NGUYEN | GIAY CH. |NeAy |NGAY .
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :g’; CO’ QUAN CAP
48 [3462| IT- |ACS DobfarS.p.A |Viale Addetta 2a/12 - 3/5- |* Ban thanh pham san xuét vo trung: Bot dong kho cephalosporins; Bot hdn hop chira Cephalosporins; Bot hdn hgp chita Carbapenems. EU-GMP (IT/123/H/20 Italian Medicines
007 20067 Tribiano (MI), Italy |* Xu&t xuwdng 16: thudc san xuat vo trung. 24 Agency (AIFA)
(* Cach ghi khac: V.LE * Péng goi thir cap;
Addetta 2a/12 - 3/5- * Kiém tra chat lwong. N 5
20067 Tribiano (MI), Italy; S &
hodc Viale Addetta 2a/12- 8 3
3/5, 20067 Tribiano, 3 S
Milano, Italy)
49 | 3463| IT- |Chiesi Via San Leonardo 96 - * Thubc vo trung: EU-GMP |IT/42/H/202 Italian Medicines
009 |Farmaceutici 43122 Parma (PR), Italy + Thudc san xuat vo trung: Dung dich thé tich nhé: hormon hogc cac chat cé hoat tinh hormon - trir hormon sinh duc/trénh thai va sinh pham. 4 Agency (AIFA)
S.P.A. + Ching nhan xuat xudng.
* ThuBc khdng vé trung:
+ Cac thudc dang rén: hormon hodc cac chat cé hoat tinh hormone trir hormon sinh duc/tranh thai, thudc bot.
+ Thudc dang c6 &p luc: hormon hodc cac chat cé hoat tinh hormon trir hormon sinh duc/trénh thai; vién nén.
* Sinh pham: 3 9
+ Sinh pham: thudc cdng nghé sinh hoc (dung dich thé tich nhd san xuét vé trung); thudc cé ngudn gdc tir dong vat. g 2.
+ Chirng nhan xuat xwdng: thudc cdng nghé sinh hoc (dung dich thé tich nhé hodc déng khé san xuat vo trung); thudc cé ngudn géc tir ngudi hodc dong vat (dung dich thé tich S 8|
nho san xuat vé trung). N Q
* C4c san pham/ hoat dong san xuat khac: Bao quan dugc chat.
* Dong goi:
+Déng gdi so cap: vién nang cing; cac thudc dang ran (hormon hodc cac chat cé hoat tinh hormone - trir hormon sinh duc/trénh thai, thudc bat); thudc dang cé ap lyc (hormon
hogc céc chat cé hoat tinh hormon - trir hormon sinh duc/trénh thai); vién nén.
+ Déng gbi thir cap.
* Kiém soat chat luwgng: Vi sinh (vo trung va khong v triing); Héa hoc/vat ly; Sinh hoc.
50 |3464| IT- [Patheon Italia 2° Trav. SX Via Morolense, |* Thu8c vé trung: EU-GMP |IT/56/H/202 Italian Medicines
024 |S.P.A. 5-03013 FERENTINO + Thudc san xuat vo trung: Thudc dong khd (chira hormon hodc chat cé hoat tinh hormon, sdn pham cong nghé sinh hoc, sdn pham chiét cé ngudn gdc tir ngudi va dong vat, ché 3 Agency (AIFA)
(FR), Italy pham tlr mau, trir hormon corticosteroid); dung dich thé tich nhé (ch(ra hormon va chat cé hoat tinh hormon, sdn pham cong nghé sinh hoc, sdn pham chiét c ngudn géc tir dong
vat).
+ Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhé.
* Xuat xuwdng thudc vo trung.
* Thudc sinh hoc: Q 2
+ Ché& pham tir mau: Thudc déng khs; S &
+San pham céng nghé sinh hoc: Protein téi t& hop; khang thé don dong. 3 'oT
+San pham chiét cé ngudn géc tir ngudi va dong vat: Thudc dong kho. S Q
* Xuét xwdng thudc sinh hoc:
+ Ché pham tir mau: Thudc dong kho;
+ San pham céng nghé sinh hoc: Thudc déng kho; dung dich thé tich nhé san xut vé trung.
+ San pham chiét cé ngudn gdc tir ngudi va dong vat: Thudc dong kho; dung dich thé tich nhd san xuét vé trung.
* Dong goi thir cap.
* Kiém tra chat luwong: Vi sinh (v6 trung); Héa hoc/Vat Iy; Sinh hoc (LAL test).
51 |3465| IT- |GlaxoSmithKline [Strada Provinciale * Thudc vo trung: EU-GMP |IT/27/H/202 Italian Medicines
031 |Manufacturing Asolana N. 90 (loc. San + Thudc san xuat vd trung: Thudc déng khd (chira chat ddc t&€ bao/chat kim té€ bao, DNA protein tai t& hop, khang thé don dong); Dung dich thé tich nhé (chira chat déc té 4 Agency (AIFA)
S.P.A Polo) - 43056 Torrile (PR), |bao/chat kim t& bao); thudc tiém dang Liposomal (chira chat ddc té bao/chat kim té bao).
Italy + Thudc tiét trung cudi: Dung dich thé tich nhé.
* Thuc khong vé trung: N 9
+Vién nang clrng (chira chat doc té€ bao/chat kim t& bao); thudc udng dang 16ng; vién nén (chira chat doc té€ bao/chat kim té bao). 3_ 3.
* Thudc sinh hoc: 3 S
+ Thuéc cdng nghé sinh hoc: Protein/DNA tai t8 hgp, khang thé don dong. 8 &
+ Xuat xwdng 16 thude vé trung, thudc khong vé trung, thudc cdng nghé sinh hoc.
* Péng goi so cap: Vién nang cirng (chitra chat doc té& bao/chat kim t& bao); Thudc udng dang ldng.
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh: V6 trung; Vi sinh: Khéng vé trung; Héa hoc/Vat ly; Sinh hoc.
52 |3466| IT- [BraccoImaging Bioindustry park - Via * Thubc vo trung: EU-GMP (IT/90/H/202 o o [Italian Medicines
036 [S.P.A Ribes, 5-10010 Colleretto + Thudc tiét trung cudi: Thudc dang 16ng thé tich nho. 3 § § Agency (AIFA)
Giacosa (TO), Italy g' 8'
By I
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D TEN CO'SO'SAN ’ . NGUYEN | GIAY CH. |NeAy |NGAY .
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’; CO’ QUAN CAP
53 |[3467| IT- [LA.FARE.S.R.L. Via Sacerdote Benedetto |* Thudc khong vo tring: vién nang cirng; thudc dang rén (thudc bot, thudc c6m) bao gdm ca thudc chira khang sinh nhém penicillins; vién nén (bao gdm ca thudc chira khang sinh EU-GMP |IT/250/H/20 Italian Medicines
068 Cozzolino, 77 - 80056 nhom penicillins). 22 Agency (AIFA)
Ercolano (NA), Italy * Xudt xuwdng thudc khéng vé trung. N Ky
* Dong goi: 2] 8.
+Déng gdi so cap: vién nang clng; thudc dang ran (thudc bot, thudc cém) bao gdm ca thudc chira khang sinh nhém penicillins; vién nén (bao gdm ca thudc chira khang sinh 5. 8
nhém penicillins). ] &
+ Déng gdi thir cap.
* Kiém tra chat lvong.
54 | 3468| IT- |Wyeth Lederle Via Franco Gorgone Z.I. * Thubc vo trung: EU-GMP (IT/110/H/20 Italian Medicines
074 |(S.rl (hodc Zone Industriale)- + Thudc san xuat vo trung: Thuéc déng khd (bao gébm cé thudc chira khang sinh nhém Penicillin; dung dich thé tich nhé (bao gdm ca thudc chira chat doc té bao/chat kim té bao). 23 9 9 |Agency (AIFA)
95100 Catania ( hoic CT), + Xuat xwdng thudc vé trung. g 2‘
Italy. * Péng goi thir cap. 5 8
* Kiém tra chat lwong: Vi sinh (v6 trung); Vat ly/Héa hoc; Sinh hoc. S ~
55 |3469| IT- |GlaxoSmithKline |[Bellaria- Rosia- 53018 * San xuat san pham mién dich: EU-GMP (IT/117/H/20 Italian Medicines
092 |Vaccines S.R.L Sovicille (SI), Italia + Hdn dich tiém trong bom kim tiém déng san Bexsero (Meningococcal group B vaccine - rDNA, component, adsorbed); 24 Agency (AIFA)
+ Bt va dung mai pha hdn dich tiém Menjugate/Menjugate Kit (Meningococcal group C oligosaccharide Conjugate vaccine, adsorbed);
+ Hdn dich tiém Menjugate Liquide (Meningococcal group C oligosaccharide Conjugate vaccine, adsorbed);
+ Bot va dung dich pha dung dich tiém Menveo ((Meningococcal group A, C, W135 and Y Conjugate vaccine);
+ Hon dich tiém Anatetall (tetanus toxoid adsorbed) (chi dong &ng/lo, dan nhan, déng goi); < ~
+ Bot va dung dich pha dung dich tiém Rabipur/ Rabavert (Rabies virus inactivated, strain Flury LEP) (dén nhan, déng goi); § §
+ Htim dich tiém Td-Pur (Purified Tetanus & Diphteria toxoid) (déng &ng/lo, déng goi); g 8‘
+ HL:Jn dich tiém Tetanol Pur (Purified Tetanl.is toxoid) (d6ng 8ng/lo, déng goi); g Ql
+ H6n dich tiém trong bom kim tiém déng san Fluvaval (Thiomersal Free Quadrivalent influenza vaccine) (déng 6ng);
+ Bot va ta dwoc hap phu cho hd dich tiém Shingrix (Zoster vaccine recombinantm adjuvated) (chi déng goi).
+ Men Acwy liquid (dung dich tiém).
+ Pandemic Influenza Vaccine (Adjupanrix) (déng lo, soi, déng géi, khéng bao gébm hap phu).
+ Bot va chat bé tro cho hon dich tiém Arexvy (Respiratory Syncytial Virus (RSV) vaccine Recombinant, Adjuvated) (san xuat va déng lo (déng gdi cdp 1) chat bo tror ASO1E; dong
g06i thanh pham).
56 | 3470 JP- |AY 235, Miyakami, Shimizu- | Thu&c Neoamiyu Japan- 207 " © Ministry of Health,
001 |Pharmaceuticals |ku, Shizuoka-shi, GMP S S |Labour and Welfare
Co., Ltd - Shimizu |Shizuoka, Japan (twong g g (MHLW), Japan
Plant duong EU- - -
GMP) N
57 |3471| JP- |AY 235, Miyakami, Shimizu- | Thu8c tiém Morihepamin Japan- 208 o o Ministry of Health,
001 |Pharmaceuticals |ku, Shizuoka-shi, GMP § § Labour and Welfare
Co., Ltd - Shimizu |Shizuoka, Japan (twong 8‘ 3' (MHLW), Japan
Plant duong EU- - -
GMP) op"
58 |3472| JP- [Utsunomiya Plant [16-3, Kiyohara + Dung dich dam dic dé pha dung dich tiém truyén Actemra 200 mg. Tuong |4060 BO Y té, Lao dong va
008 |of Chugai Pharma |Kogyodanchi, Utsunomiya duong EU- 9 % |Phuc loi, Nhat Ban
manufacturing city, Tochigi, Japan GMP g 8
Co., Ltd (Co's& o o
san xuat) S S
59 |[3473| JP- |Utsunomiya Plan [16-3, Kiyohara- *S3n pham: Enspryng 120mg tiém dudi da, bom tiém déng san. Japan- (3217 " o Ministry of Health,
008 |of Chugai Pharma [Kogyodanchi, Utsunomiya- GMP S S |Labour and Welfare
Manufacturing city, Tochigi, Japan (twong g g (MHLW), Japan
Co., Ltd. duong EU- ,; ~
GMP) ~ T
60 | 3474 JP- |Ajinomoto 1730, Hinaga, Yokkaichi- |* San pham: Thudc cém Livact Granules (M&i géi 4,15 g chira: L-Isoleucin 952mg; L-Leucin 1904mg; L-Valin 1144mg). Japan- 4548 < o Ministry of Health,
012 |Co.,Inc. Tokai shi, Mie, Japan GMP S S |Labour and Welfare,
Plant (tuwong E : Japan
) o
duong EU- N o
GMP) ~ ~
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61 |3475| JP- |Nitto Medic Co., [1-14-1, Yasuuchi, Yatsuo- |Dung dich nhd mét Moxsanti (Moxifloxacin 0.5%) Japan-  [5995 Ministry of Health,
024 |Ltd Yatsuo Plant  |machi, Toyama-city, GMP Notification Labour and Welfare
Toyama, 939-2366, Japan (twong  |of b 9 [(MHLW), Japan
. . o o
duwong EU- |inspection N [N
GMP)  |[result s6 3 3
1630308000 | S 3
157 ngay
16/02/2021
62 |3476| JP- |Rohto Nitten Co., |5723-7 Inatomi, Tatsuno- |San pham: Moxifloxacin Opthalmic Solution 0.5% [NITTEN] Japan- |GMP: 3391 Ministry of Health,
055 |Ltd. Nagano Plant [machi, Kamiina-gun, GMP ngay Labour and Welfare
Nagano 399-0428, Japan (twong  [21/10/2021; o < (MHLW), Japan
duong EU- [Notification: | & S
o~ ~
GMP) =) o
— o
2030308001 < N
(o] o
768 ngay
02/09/2021
63 |3477| JP- |Rohto Nitten Co., [5723-7 Inatomi, Tatsuno- |San pham: Latanoprost Ophthalmic Solution 0.005% Japan- [GMP: 282 Ministry of Health,
055 |Ltd. Nagano Plant [machi, Kamiina-gun, GMP ngay Labour and Welfare
Nagano 399-0428, Japan (twong  [14/04/2023; " © (MHLW), Japan
duong EU- [Notification: | & S
N o~
GMP) <& &
o o
2030408001 < on
— o
498 ngay
03/02/2023
64 |3478| KR- [LG Chem, Ltd 129, Seogam-ro, lksan-si, |Thudc sinh hoc (véc xin, ché pham tai t6 hop gen): dung dich tiém, bot dong khé pha tiém PIC/S-GMP (2024-F1- < ~ |Gwangju Regional Office
022 Jeonbuk-do, Republic of 0170 § § of Food and Drug Safety
Korea Oo'ﬁ 3' Korea
) o
- o~
65 |3479| KR- [Korean Drug Co., [69-10, Wonjeok-ro, * Thubc khong vé trung: Vién nén, vién bao phim, vién bao dudng, vién nang cing, vién nén nhai; dung dich uéng. PIC/S-GMP |2024-D1- < ~ |Gyeongin Regional
103 (Ltd Sindun-myeon, Icheon-si, |* Kiém tra chat lwgng: Héa ly; Vi sinh (khéng vé trung). 0837 § § Office of Food and Drug
Gyeonggi-do, Republic of g' 8' Safety, Korea
Korea ml 3‘
66 | 3480( KR- |COSMAXPHARMA |30, Bio valley 3-ro, Thu8c khéng vé trung: Vién nang mém PIC/S-GMP|2024-G1- < ~ |Daejeon Regional Office
o~ o
112 |CO.,LTD Jecheon-si, 1055 ] Q |Of Ministry of Food
Chungcheongbuk-do, ] @ |and Drug Safety, Korea
Republic of Korea ) 8
67 |[3481| KR- |SK Chemicals Co., |149, Sandan-ro, * Thudc udng dang ran: Vién nén, vién nén bao phim, vién nang. PIC/S-GMP [2024-G1- Daejeon Regional Office
136 |Ltd. Heungdeok-gu, Cheongju- |* Cac dang bao ché khac: Miéng dan (miéng dan qua da). 0511 3 Y |of Food and Drug
si, Chungcheongbuk-do,  [* Kiém tra chat lvong: Héa hoc/Vat ly; Vi sinh (khéng vé trung). % 8' Safety, Ministry of Food
Republic of Korea 8] 3 and Drug Safety,
S 3 Republic of Korea
68 | 3482| MX- |Merck S.AdeC.V |Calle5No.7, * Thudc dang ran: vién nén, vién bao, vién nang cirng, thudc bot, thudc cdm. PIC/S-GMP [233300516A - © Federal Commission for
001 Fraccionamiento * Thudc dang 1dng: dung dich, hdn dich. 1101 g § the Protection Against
v g (]
Industrial Alce Blanco, * Thudc dang ran chita hormon: vién nén. : E," Sanitary Risks (COFEPRIS)
Naucalpan de Juarez, C.P. :‘ 2‘
53370, Mexico
69 | 3483| MY- |Hoe Lot 10, Jalan Sultan San xudt thudc khdng vo trung dang kem, m&, dung dich uéng, gel. PIC/S-GMP [MI-2022-CE- < « |Therapeutic Goods
006 |Pharmaceutical Mohamed 6, Bandar San xuat thudc khong vo trung dang: Ban ran-Kem, gel, m& 04739-1 S S |Administration, Australia
o~ o~
Sdn. Bhd Sultan Suleiman, 42000 g' 5.'
Port Klang, Selangor, ~ o
. o~ o
Malaysia
70 |3484| PK- [CCL 62 Industrial Estate, Kot * Thudc khong vé trung: vién nén, vién nén bao phim; vién nang cing. WHO-GMP|36/2023- o un  |Drug Regulatory
005 |Pharmaceuticals |Lakhpat, Lahore, Pakistan DRAP(AD- § § Authority of Pakistan
(Pvt.) Ltd 957949223) | & o
0 —
o~ ~
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71 |3485| PL- |Lek S.A. ul. Domaniewska 50c, 02- |* Ddng gdi so cap: Vién nén, vién nén bao phim; vién nang mém; vién nang clng. EU-GMP [ISF.405.54.2 < ~ |Chief Pharmaceutical
006 672 Warszawa, Poland * Péng goi thir cap. 024.1P.1 § § Inspector, Poland
* Chirng nhan 16 (batch certification): ThuSc khéng vo trung. WTC/0095_ g' 8'
* Kiém tra chat lvong: Héa hoc/vat ly. 01_01/89 m' 5"
72 | 3486| RO- |Swisscaps Str. Carol I, nr. 20, * Thu8c khéng vé trung: Vién nang mém (Building C5 (Section Step 1), Building C6 (Section Step Extindere)). EU-GMP |044/2021/R - < National Agency for
008 |Romania SRL Comuna Cornu, Judet * Xuat xuwdng 16 thude khdng vé trung. o S S |Medicines and Medical
. s . Y S [N N .
Prahova, cod postal * Pong gdi so cdp (Building C12 (Section Step 2)): Vién nang mém. & 82 Devices (NAMMD),
-
107180, Romania * Péng goi thir cdp (Building C12 (Section Step 2)). S & |Romania
2 ~y . . N ~
* Ki€ém tra chat lwgng: Hoa/Ly.
73 | 3487 RO- |Vim Spectrum Corunca nr.409, * Thudc khdng v tring: vién nén, vién nén bao, vién nang cirng; thudc bot don liu pha dung dich, hén dich. EU-GMP |014/2024/R National Agency for
014 [S.R.L Jud.Mures, cod 547367,  |* Xuat xudng 16; o < ' |Medicines and Medical
(céch ghi khac: Rumani (cach ghi dia chi  |* Ddng gdi so cp: vién nén, vién nén bao, vién nang clng; thudc bot don ligu pha dung dich, hdn dich.. S S |Devices (NAMMD),
v (] ~
S.C Vim Spectrum |khac: Comuna Corunca * Dong goi thr cap; g & |Romania
' b ' o -
S.R.L) nr.409, Jud.Mures, cod * Kiém tra chat lvgng: hoa hoc, vat ly 8‘ :&
547367, Rumani
74 | 3488 RU- |Joint Stock Saint Petersburg, Intracity |* Thu8c vé trung: PIC/S-GMP [GMP/EAEU/ Ministry of Industry and
008 |Company Municipality the + Thudc san xuat vo trung: Dung dich thé tich nhé (dung dich dam dic pha tiém/tiém truyén), Thudc bot déng kho. RU/00487- <« .« |Trade of the Russian
"BIOCAD" Settlement of Strelna, * Thudc sinh hoc: 2022 S S |Federation
v 3 N . s 2 " a % A A Y ~ A A A N N
the Settlement of Strelna, + Thudc cong nghé sinh hoc: khang thé don dong: Dung dich thé tich nhé (dung dich dam ddc pha tiém/tiém truyén), Thubc bot déng khé. 8‘ g&
ul. Svyazi, d. 38, str. 1, * Péng goi thir cap. 8‘ 8‘
Russia * Xuét xwdng 16: thube vé trung, thude sinh hoc.
* Kiém tra chat lwgng: Vi sinh; héa ly/Vat ly; Sinh hoc.
75 |3489| SE- |AstraZeneca AB  |Gartunavagen, Sodertalje, |Oral Solid Dosage Formulation: San xuat khéng bao gém hoat dong déng goi: EU-GMP |SE-H-GMP- < ~ |Swedish Medical
005 152 57, Sweden * Thudc khang vo tring: 24-036232 | § S |Products Agency (MPA)
+ Vién nang cirng; pellet, thudc c6m; vién nén, vién nén bao phim (bao gdm Vién nén bao phim Tagrisso (Osimertinib 40mg, 80mg). é’ 8'
* Kiém tra chat lwgng: Vat ly/Héa hoc; Vi sinh (thudc khéng vé trung). m' g
76 |3490| SE- |AstraZeneca AB |Gartunavagen, Sodertalje, |Oral Solid Dosage Packaging: EU-GMP |SE-H-GMP- Swedish Medical
005 152 57, Sweden * Thudc khong vé trung: 23-072770 < © Products Agency (MPA)
+ Xudt xudng 16. S S
. e N N
* Pong goi: 8’ B‘
+Déng gdi so cap: Vién nang clng; pellet, thudc cdm; vién nén; vién nén bao phim (bao gém Vién nén bao phim Tagrisso (Osimertinib 40mg, 80mg). 8’ ﬁl
+Déng géi thir cdp: (bao gdm vién nén bao phim Tagrisso (Osimertinib 40mg, 80mg).
* Kiém tra chat lwgng: Vi sinh (thudc khéng vo trung); Héa hoc/Vat ly.
77 | 3491SI-002|Lek farmacevtska |Trimlini 2D, Lendava, * Thudc khong vé trung: Xudt xuéng 16. EU-GMP (401-1/2024- Trimlini 2D, Lendava,
druzba d.d. (hodc 9220, Slovenia * Péng goi so cap: Vién nang cing (bao gdm ca thudce trc ché mién dich, thudc kim t& bao, thudc doc té bao); vién nang mém (bao gdm ca thudc trc ché mién dich), vién nén va 9 9220, Slovenia
Lek vién nén bao phim (bao gdm ca prostalandin, cytokin, thudc kim té bao, thudc ddc té bao, thudc trc ché mién dich). < ~
Pharmaceuticals * Péng goi thir cap § §
d.d. hodc Lek d.d., * Kiém tra chat lwgng: Vi sinh (thudc khéng vo trung); Hoéa/Ly. 8& 8‘
PE Proizvodnja o S
- ~N
Lendava)
78 | 3492| TH- |ABLE MEDICAL 111 Moo 9, Nongson, * Thu8c vé trung: PIC/S-GMP |1-2-07-17- Food and Drug
030 |COMPANY Chiangyuen, + Thudc sdn xudt vo trung: thudc dang 1dng thé tich nhd, thudc dang rén. 24-00017 ] ©  |Administration (Thai
LIMITED Mahasarakham 44160, + Thudc tiét trung cudi: thudc dang 16ng thé tich nhé, thudc dang l6ng thé tich Ién. g 8 FDA), Thailand
Thailand + Xudt xwdng |16 thubc vé trung. 'oT 5
* Péng goi thir cap. 2 3
* Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (v6 trung).
79 |3493| TW- |AUPA BIOPHARM |No.1 Kwang-Fu Rd., Huko, |* Thudc khong vé trung: dung dich; thudc dang ban rén (kem, gel, m&); vién nén bao, vién nén, thudc cdm, thudc bot; vién nang chira pellet, pellet PIC/S-GMP (09393 < o |Ministry of Health and
~N
002 |CO., LTD. Hsinchu County, Taiwan § ] Welfare, Republic of
(R.O.C) ) 4 |China (Taiwan)
o o
< <
(2] o~
80 |[3494| TW- [TaFong 11, An-Tou Lane, Yen-Ping |* Thudc vé tring: PIC/S-GMP (09291 < o |Ministry of Health and
007 |Pharmaceutical Li, Changhua City, Taiwan, | + Thu8c san xuat vé trung: Thudc tiém (Dang l6ng thé tich nhd). § § Welfare, Republic of
Co. Ltd. ROC. + Thudc tiét trung cudi: Thudc tiém (Dang 16ng thé tich nhé; Bao gdm ca san pham chira héc mén sinh duc ni). g' 8' China (Taiwan)
* Thudc khong vé trung: Dung dich; thudc béan ran (kem, md, gel); vién bao (vién nén, c6m, bot); vién nang; thudc dan. g' g'
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81 |[3495| TW- [Siu Guan Chem. |No. 128, Shinmin Road, * Thudc tiét trung cudi: Thudc tiém thé tich nhd, thudc tiém truyén, hon dich tiém. PIC/S-GMP [OAOF9DB94F < o |Ministry of Health and
011 |Ind. Co., Ltd Hunei Village, * Thu8c khdng vé trung: Dung dich thudc, thuc kem, thuéc m&, thudc gel, vién nén, vién bao phim, vién nang. S S |Welfare,
o~ o~
West District, Chiayi City, - < |Republic of China
- b
Taiwan ,s' ~ [(Taiwan)
-
82 | 3496 | TW- |Orient Pharma No. 8, Kehu 1st Road, * Thudc khong vé trung: Vién nén bao (vién nén), vién nang chira pellet (vién nang), pellet. PIC/S-GMP 09293 < ~ |Ministry of Health and
013 |Co., Ltd. Huwei Township, Yunlin § § Welfare, Republic of
County 63247, Taiwan, @ S |China (Taiwan)
R.0.C ) @
83 | 3497 | TW- |Oneness Biotech |No. 8, Tangchang Rd., Thudc khong vé trung: Dang bao ché ban ran. PIC/S-GMP (08806 o o |Food and Drug
031 |Co., Ltd., Nanchou Township, § § Administration, Taiwan,
Nanchou Plant Pingtung County 926, g g' China
(ONNP) Taiwan, China ) g
84 | 3498 | TW- |Medigen Vaccine |30261 No.68, Shengyi * Thudc sinh hoc: PIC/S-GMP |08630 o wn  |Ministry of Health and
032 |Biologics Corp. 3rd. Rd., Zhubei City, - VAc xin (sdn xuat vo trung): Envacgen (pha ché, déng géi so cap va déng géi thit cap) dang bom tiém déng san. § § Welfare, Republic of
Hsinchu County, Taiwan |- API cia thudc sinh hoc: Dang ban thanh pham cda véc xin Envacgen, tir chling virus gdc va té& bao gdc dén dung dich géc vac xin. g' g‘ China, Taiwan
(R.0.C) ) =)
85 | 3499 US- |Corixa 325 North Bridge Street, |* Thu8c san xut vo trung: Thudc déng khé. EU-GMP |BE/GMP/20 Federal Agency for
005 |Corporation Marietta, Pennsylvania, * Thudc sinh hoc: Thudc mién dich. 23/080 Medicines and Health
d/b/a PA 17547, United States | * Kiém tra chat lwgng: Vi sinh (v6 trung, khong vé trung); Sinh hoc. Products (FAMHP),
GlaxoSmithKline |[(cach ghi khac: 325 North Belgium
Vaccines (hodc Bridge Street, Marietta, Q S
Corixa Corp., Pennsylvania, 17547, E’AI 8‘
hodc Corixa Corp |United States hodc 325 :. 8‘
dba North Bridge Street, & 3
GlaxoSmithKline |Marietta, PA, 17547-
Vaccines) 1134, United States)
86 | 3500( US- |Corixa 325 North Bridge Street, [San xuat, tiét trung, déng géi, dan nhan véc xin Zoster (non-live). U.S. cGMP (3007726770 United States Food and
005 |Corporation Marietta, Pennsylvania, (twong Drug Administration
d/b/a PA 17547, United States duong EU- ~ n (U.S. FDA)
GlaxoSmithKline |(cach ghi khac: 325 North GMP) § §
Vaccines Bridge Street, Marietta, s’ 3‘
Pennsylvania, 17547, :@ ‘;:'
United States).
87 |3501| US- |Viatris Km 1.9, Road 689, Vega Vién nén, vién nén bao phim, vién nang cirng U.S. cGMP |FEI: United States Food and
026 |Pharmaceuticals |Baja, Puerto Rico 00693, |San pham: (twong |2623619; Drug Administration
LLC (Tén cii: Pfizer |USA - Vién nén Norvasc (tén thwong mai tai Viét Nam: Amlor) (Amlodipine 5mg (dudi dang amlodipine besylate)) duong EU- [Béo cdo (U.S. FDA)
Pharmaceuticals |(* Cach ghi khac: Km 1.9, |- Vién nang cttng Celebrex (Celecoxib 200mg) GMP) |thanh tra;
LLC) Road 689, Vega Baja, PR |- Vién nang citng Neurontin (Gabapentin 300mg) CPP: D5SE-
00693, Puerto Rico, USA |- Vién nén bao phim Lipitor® (Atorvastatin 10 mg, 20mg, 40mg) FEUP; NEJ5- ~ "
hodc Km 1.9, Road 689, GPR3; 52G5- § §
Vega Baja, Puerto Rico GARU; g‘ ﬁl
(PR) 00693, USA) WCKW- s o
SuU8Y; JOFW-
RNHS;
QZRY-835Y
88 |[3502| US- |Packaging 3001 Red Lion Road, * Pong goi so cap: Ep vi, déng chai, déng tui. U.S. cGMP |FEI: " " United States Food and
070 |Coordinators LLC |Philadelphia, * Pong goi thir cap va dan nhan. (twong [1000522077 | & S |Drug Administration
Pennsylvania, 19114, duong EU-|; Elend: 12- | &) % |(us.Fpa)
o —
United States GMP) |01-2023 ~ &
— m
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