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( Theo cong van s6 4936/QLD-CL ngay 01/04/2016 ctia Cuc Quan ly Dwoc)
TEN CO' SO SAN : ) A NGUYEN | GIAYCH. | NGAy | NOAY » NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP THUOC
HAN 1 2
1 | Cosd san xuit Herderstrasse 2 und San pham: Bot pha tiém Somatostatin Lyomark 3mg, EU-GMP |DE_BY_04_ ™ Co quan tham quyén X
Wasserburger Molkerei-Bauer-Strasse 184{(Somatostatin 3mg). MIA_2013 0 8 bulrc
Arzneimittelwerk |, 83512 Wasserburg, Tén tai Viet Nam: Bot pha dung dich tiém tinh mach Nitatsoma 042 =] ©0
GmbH Germany E §
S~
Co s& xuat Lyomark Pharma GmbH EU-GMP [DE_BY_04 G| <, 3
xwdng: Lyomark |Keltenring 17 MP_2014_0 8 S
Pharma GmbH 82041 Oberhaching 060 S
Germany 5
2 |Catalent Australia [217-221 Governor Road, |Thu8c khéng vé triing (khéng chira penicillin, cephalosporin, | PIC/S-GMP [MI-2015-LI- 1 ~ Therapeutic Goods X
Pty Ltd BRAESIDE Vic 3195 hormon, steroid, chat ch8ng ung thu): vién nang mém. 09887-1 8 8 Administration (TGA),
Australia 3 N |Australia
S <
i i
3 |Sandoz GmbH - Biochemiestrasse 10 6250 |* S&n pham sinh hoc: Ch& pham céng nghé sinh hoc EU-GMP |INS-481922- < © |Austrian Federal Office X
Organisationseinh [Kundl, Austria * Hoat dong khac: San xuat nguyén liéu lam thubc vé trung va 0057-001 8 8 for Safety in Health Care
eit BP Kundl khéng vé trung (bao gdm ca nguyén liéu chira hoat tinh x !
hormon). § §
4 |IDT Biologika IDT Biologika GmbH * Thudc v tring: EU-GMP |DE_ST 01 _G Co quan thdm quyén X
GmbH Am Pharmapark + Thudc san xuat vd trung: dung dich thé tich |on; thudc déng MP_2015_0 " ~ |PUc
06861 Dessau -Rosslau kho; dung dich thé tich nhé. 008 § §
Germany + Thudc tiét trung cudi: dung dich thé tich 1&n; dung dich thé ) =
tich nhé. S| g
* Thudc sinh hoc: thudc cdng nghé sinh hoc; véc xin. - o
5 |LafedarS.A Valentin Torra 4880, * Thuéc khong vé trung (khdng bao gdbm beta-Lactam; chat PICs-GMP |20132014 National Administration X
General Belgrano kim té& bao; chat chira hoat tinh hormon): thuéc vién nén; vién 001962 15 Q ™~ |of Drugs, Foods and
Industrial Park, (Zip Code |nén bao; vién nang; thudc bot;thudc cdm; dung dich; hén dich; 8 8 Medical Devices
3100) of the City of kem; nhii dich m@. § § (ANMAT), Argentina
Parana, Entre Rios * Thubc vo trung: gel tra mét. 2 2
Province, Argentina
6 |PT.AVENTIS JI. Jenderal Ahmad Yani, |* Thudc khéng chira betalactam va khéng bao gém thu6c PICs-GMP (4411/CPOB/ n Q National Agency for Drug X
PHARMA Pulo Mas, Pulo Gadung, [trdnh thai, hormon sinh duc va cac chat kim t& bao: Vién nén; A/V/15 8 8 and Food Control
Jakarta Timur, Indonesia. |vién nén bao. 3 8 |(NADFC), Indonesia
= =
— on
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7 |S.C. SANDOZ S.R.L.|Str. Livezeni nr. 7A, Thudc khéng vé trung: Vién nang cirng; vién nén; vién nén bao | EU-GMP |004/2016/R © ® National Agency for X
540472, Targu Mures, Jud. |phim; thudc c6m va thudc bot pha hdn dich udng o] 8 8 Medicines and Medical
Mures, Romania N =} |Devices (NAMMD),
5 E Romania
8 |Fisiopharma S.R.L [Nucleo Industriale - 84020 |* ThuSc v6 trung: EU-GMP [IT/61- Italian Medicines Agency| x
Palomonte (SA) Italy + Thudc san xuét vd trung: Dung dich thé tich nhé chira 1/H/2015 v N [AIFA
corticosteroid, thudc bét (bao gdm ca corticosteroid). 8 8
+ Thudc tiét trung cudi: dung dich thé tich nho. g E
* Thu8c sinh hoc: Dung dich thé tich nhd san xuét vo tring cé S X
ngudn goc tir ddng vat
9 |Bayer Pharma AG |Bayer Pharma AG * Thuéc vé trung: EU-GMP [DE_BE_01 G| w % |Coquan thdm quyén X
Mullerstrasse 178 13353 [+ Thudc tiét trung cudi: Dung dich thé tich I&n (chai va 6ng MP_2015_0 8 8 Dlrc
Berlin, Germany cartridge tiém truyén); dung dich thé tich nhé (8ng va &ng tiém 064 S <)
déng san). § g
10 [Bushu 950, Hiroki, Ohaza, Misato{San pham: thuéc vién nén Pariet 10mg Japan- 1437 <, ©  [Ministry of Health, X
Pharmaceuticals |machi, Kodama-gun, GMP 8 8 Labour and Welfare
Ltd. Misato Saitama-ken, Japan 3 8 |government of Japan
Factory 5 E
11 (Bushu 950, Hiroki, Ohaza, Misato{San pham: thudc vién nén Pariet 20mg Japan- 1438 < © Ministry of Health, X
Pharmaceuticals |machi, Kodama-gun, GMP 8 8 Labour and Welfare
Ltd. Misato Saitama-ken, Japan S & |government of Japan
Factory E E
12 |Boehringer ¢/ Prat de la Riba, 50, * Thudc v tring: Thudc tiét trung cudi: dung dich thé tich EU-GMP |NCF/11543/ 5] ©  [Ministry of Health of X
Ingelheim Espana, |08174 Sant Cugat Del nho. 001/CAT 8 8 Government of
SA Valles (Barcelona), Spain  |* Thudc khéng vd triing: vién nang cirng; thuSc udng dang a S |Catalonia, Spain
long. § §
13 [Laboratoires ZI Montdesir, Alby Sur * Thuéc khoéng vé trung: Thudc dung ngoai dang 16ng; dang EU-GMP |HPF/FR/246/ n © French National Agency X
Galderma - Alby |Cheran, 74540, France bao ché& ban ran. 2015 8 a for Medicines and
Sur Cheran h @ |Health Products Safety
S S |(ANsm)
14 |Co s& sdn xuat Am Pharmapark, 06861  |* San pham thudc Alveofact (Phospholipids toan phan 50mg/ | EU-GMP |DE_ST_01 G| <, Co quan tham quyén X
dung mbi: IDT Dessau -Roblau, Germany |lo) gom bot thudc va dung moi pha hdn dich MP_2014 0 8 Pilrc
Biologika GmbH Tén lwu hanh tai Viét Nam: Alvofact 002 §
P
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Co s& san xuat Amtsgerichtsstrabe 1-5, EU-GMP |DE_HE_01_ a2 ©  [Co quan tham quyén
thudc bot: BAG 35423 Lich, Germany GMP_2013_ 8 8 blrc
health Care GmbH 0113 = 5
5| S
N —
Co s& xuat xwéng: |Keltenring 17 82041 EU-GMP [DE_BY_ 04 G| « Co quan tham quyén
Lyomark Pharma |Oberhaching, Germany MP_2014_0 8 Dlrc
GmbH 060 <
&
i
15 ([Santen 9-19, Shimoshinjo 3- San pham: Sancoba; Opthalmic Liquids and Solutions Japan- 3119 Ministry of Health, X
Pharmaceutical chome, Higashiyodogawa- |(cyanocobalamin 0,02 %) GMP Labour and welfare,
Co., Ltd (Santen |ku, Osaka, Japan (2-14), ! Japan
Pharmaceutical Shikinami, 8
Co., Ltd. Noto Hodatsushimizu-cho, E
Plant) Hakui-gun, Ishikawa, 2
Japan)
16 [Santen 9-19, Shimoshinjo 3- San pham: Daigaky eye drops, Opthalmic Liquids and Solutions |Japan- 3120 Ministry of Health, X
Pharmaceutical chome, Higashiyodogawa- |(naphazoline Hydrochloride 0,002%, Chlorpheniramine GMP Labour and welfare,
Co., Ltd (Santen [ku, Osaka, Japan (2-14), maleate 0,01%, Kém sulfate hydrate 0,1%, €-aminocaproic Acid t] Japan
Pharmaceutical Shikinami, 1,0 %) 8
Co., Ltd. Noto Hodatsushimizu-cho, E
Plant) Hakui-gun, Ishikawa, Q
Japan)
17 [Santen 9-19, Shimoshinjo 3- San pham: Sanlein 0,3 ; Opthalmic Liquids and Solutions, Japan- 3118 Ministry of Health, X
Pharmaceutical chome, Higashiyodogawa- |(purified sodium hyaluronate 3 mg) GMP Labour and welfare,
Co., Ltd (Santen [ku, Osaka, Japan (2-14), t] Japan
Pharmaceutical Shikinami, 8
Co., Ltd. Noto Hodatsushimizu-cho, E
Plant) Hakui-gun, Ishikawa, Q
Japan)
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18 [Santen 9-19, Shimoshinjo 3- San pham: Oflovid, Opthalmic Liquids and Solutions, Japan- 3606 Ministry of Health, X
Pharmaceutical chome, Higashiyodogawa- [(cyanocobalamin 3 mg/ml) GMP Labour and welfare,
Co., Ltd (Santen |ku, Osaka, Japan (2-14), ! Japan
Pharmaceutical Shikinami, 8
Co., Ltd. Noto Hodatsushimizu-cho, E
Plant) Hakui-gun, Ishikawa, 9
Japan)
19 |Oncotec Pharma |Oncotec Pharma * Thuéc v trung chira chat doc té bao/ chat kim té bao: EU-GMP |DE_ST_01_G| ., ~ |Coquan tham quyén X
Produktion GmbH [Produktion GmbH + Thudc san xuat vo trung: Dung dich thé tich |én; thubc MP_2015_0 § § Dirc
Am Pharmapark 06861 doéng kho; dung dich thé tich nhé. 042 = =
Dessau-Rosslau, Germany | + Thudc tiét trung cudi: Dung dich thé tich 1&n. % %
20 |S.C. AC Helcor Str. Dr. Victor Babes nr. * Thuéc khéng vé trung: Vién nang cirng; vién bao; vién bao EU GMP |041/2015/R " « |National Agency for X
S.R.L. 62, Loc. Baia Mare, phim; vién nén. 0 § § Medicines and Medical
Municipiul Baia Mare, Jud. = X |Devices (NAMMD),
Maramures, cod 430083, % % Romania
Romania e -
21 |Glenmark Plot No E-37/39, M.I.D.C., |* ThuSc khdng vé trung: thuéc dung ngoai dang 16ng; thudc PIC/S-GMP|001/2016/S © % |State Administration of X
Pharmaceuticals |Industrial Estate, Satpur, |udng dang 1dng; bot dung ngoai da; dang bao ché ban ran; vién AUMP/GMP 8 8 Ukraine on Medicinal
Ltd. Nasik-422 007, India. nén. 8 N |Products (SAUMP)
s | =
— —
22 |Baliarda S.A. Saavedra 1260/62 (Zip * ThuBc khong vé trung khdng chira khéng sinh betalactam, PIC/S-GMP 20132014 " o |National Administration X
code C1247AAA), of the  [chat kim t& bao, chat cé hoat tinh hormon: Vién nén; vién bao; 001805-15 § § of Drugs, Foods and
City of Buenos Aires, vién nang crng; thudc bot, thudc cdm; dang bao ché bén ran; = > |Medical Devices
Argentine Republic thudc udng dang 16ng, thudc dung ngoai dang 1dng. § § (ANMAT), Argentina
23 |PT. Dexa Medica |JI. Jend. Bambang Utoyo |* Thu8c khéng chita khang sinh nhém B-Lactam: Vién nang PIC/s-GMP |4021/CPOB/ ™ @ |National Agency for Drug X
No. 138 Palembang, mém. A/X/13 8 8 and Food Control
Indonesia g g (NADFC), Indonesia
8 3
* Thuéc khong chira khang sinh nhém B-Lactam (Khéng bao 4676/CPOB/
gdm thudc tranh thai, héc mén sinh duc va thuéc déc té bao): A/l/16
Vién nén, vién bao.
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* Thuéc khong chira khang sinh nhédm B-Lactam: Vién nén sui 4677/CPOB/
bot. A/1/16
* Thu8c khong chira khang sinh nhém B-Lactam (Khéng bao 4678/CPOB/
gdm thudc tranh thai, héc mén sinh duc va thubc déc té bao): A/l/16
Vién nang cing.
* Thuéc khéng chira khang sinh nhém B-Lactam: Thu6c bot 4679/CPOB/
uéng. A/1/16
(o) —
— (]
o o
N N
* Thuéc chira khang sinh nhém Cephalosporin: Vién nén, vién 4680/CPOB/ § §
bao. A/1/16 < S
* Thuéc chira khang sinh nhém Cephalosporin: Vién nang 4681/CPOB/
clrng. A/I/16
* Thu8c chira khang sinh nhdm Cephalosporin: Thudc bt 4682/CPOB/
uéng. A/l/16
* Thuéc chira khang sinh nhém Cephalosporin: Thuéc bét pha 4683/CPOB/
tiém. A/l/16
24 |Céngty c6 phan |L&Z01-02-03a, KCN/KCX [Thudc vién nén bao phim GMP-Nhat |AG11000002| o |Ministry of Health, X
duwoc phdm Savi  |Tan Thuan, Phudng Tan Ban § § Labour and Welfare
Thuan Bong, Q7, TP HCM, ~ % |[(MHLW), Japan
Viét Nam % §
o o™
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25 |Bayer Inc. 3535 Route Trans Canada |San pham: Thudc m& Diprosalic (Betamethason 0.5mg/g; Canada- (61857 n © Canada Health Products X
Highway, Pointe-Claire, Salicylic acid 30mg/g) GMP 8 8 and Food Branch
Quebec, Canada, H9R 1B4 E E Inspectorate
N N
26 |Glaxo Operations |Harmire Road, Barnard * ThuBc v trung: EU-GMP |UKMIA 4 Medicines and X
UK Ltd Trading as |Castle, Durham, DL12 8DT,| + Thudc san xuat vd trung: Dung dich thé tich |&n; dung dich Insp Healthcare Products
Glaxo Wellcome [United Kingdom thé tich nhé. GMP/IMP Regulatory Agency
Operations + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé 4/3848-0028 ~  |(MHRA), United
tich nho. 8 8 Kingdom
* Thudc khong vo trung: Thudc dung ngoai dang 16ng; thuéc E g
udng dang 1dng; thudc ban ran; vién nén S 3
* Thuéc sinh hoc: Thudc mién dich; thudc cdng nghé sinh hoc;
thu6c c6 ngudn géc tir ngudi hodc dong vat; thudc chira
steroid, chéng khuan, chéng nam.
27 |SmithKline Clarendon Road, * Thuéc vé trung: EU-GMP |UK MIA © w |United Kingdom's X
Beecham Ltd T\A [Worthing, BN14 8QH, + Thudc san xuat vo trung: Thudc cay ghép va dang rén (bao 10592 Insp § § medicines and
SmithKline United Kingdom gdm ca thudc chira penicillin). GMP S > |Healthcare Products
Beecham * Thuéc khoéng vé trung: Vién nén; vién nang clrng va vién nén 10592/3922- § § Regulatory Agency
Pharmaceuticals chtra penicillin, clavulanate/amoxicillin. 0031 -~ ©  |MHRA
28 |Merck Sharp & 770 Sumneytown Pike, San pham: Vac xin VARIVAX® (Varicella Virus Vaccine Live - US-cGMP |6YP8-G6RE < © United States Food and X
Dohme Corp. West Point, PA 19486, Oka/Merck) WHO 8 8 Drug Administration
USA g S |(us.Foa)
S =
29 |MSD International |21 Tuas South Avenue 6, |Thudc vién nén. PIC/S-GMP [MLMP11000 " © Health Sciences X
GmbH (Singapore |Singapore 637766, 13 § § Authority (HSA),
Branch) Singapore E E Singapore
F| g
30 |Sanquin Plasma |Plesmanlaan 125, * Thudc v trung: EU GMP |NL/H Health Care Inspectorate|
Products B.V. Amsterdam, 1066CX, + Thudc san xuat vd trung: Dung dich thé tich 1on; thudc 16/1007878 - Pharmaceutical Affairs
Netherlands doéng kho; dung dich thé tich nhé. and Medical Technology,
* Thudc sinh hoc: Ché phdm tir méu. 9 9 |Netherlands
* Dwoc chat: Albumin; Apotransferrin; Factor IX; Factor VIII; 8 8
Human Anti-D Immunoglobulin; C1-Esterase Inhibitor human; g §
Human Hepatitis B Immuniglobulin; Human Normal 9 5
Immunoglobulin; Human Prothrombin Complex; HUman
Tetanus Immunoglobulin; Human Varicella Immunoglobulin.
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31 |Andersonbrecon |Pharos House, Wye Valley [S&n pham: B&t ddng kho pha tiém Erwinase (Crisantaspase EU GMP |PP10141775 Medicines and X
(UK) Limited Business Park, Brecon 10000 U) © Healthcare Products
Park, Brecon Road, Hay-on- § Regulatory Agency
wye, Hereford, I~ (MHRA), United
Herefordshire, HR3 5PG, % Kingdom
United Kingdom. e
32 |Merck Sharp & Waarderweg 39, * Thu8c khong vo trung: Thudc bot; vién nén. EU GMP |NL/H Health Care Inspectorate|
Dohme B.V. HAARLEM, 2031BN, 15/1006689 t] % |- Pharmaceutical Affairs
Netherlands 8 8 and Medical Technology,
% § Netherlands
(o] o
33 |Merck Sharp & 770 Sumneytown Pike, PO [S&n pham: Véc xin M-M-R®Il (Measles, Mumps and Rubella US cGMP [JY92-A553 n ~ United States Food and X
Dohme Corp. Box 4, West Point, PA Virus Vaccine Live, MSD) WHO 8 8 Drug Administration
19486, USA S S (U.S. FDA)
S| 3
— —
34 |ILDONG 25, Gongdan 1-ro, * Thu8c khong vo trung: thuSc cdm; vién nén; vién nang cieng; | PIC/S GMP |2016-D1- Gyeongin Regional X
Pharmaceutical |Anseong-si, Gyeonggi-do, |vién ngam; siro kho. 0540 Q % |Office of Food and Drug
Co., Ltd. Republic of Korea * Thu8c chira khang sinh nhém Cephalosporin: Vién nén; vién 8 8 Safety, Korea
nang cirng; thudc bét; siro khd; thudc tiém. § §
* ThuBc doc t& bao chong ung thu: Vién nén; vién nang cirng; b 3
thudc tiém.
35 |S.C. Infomed Str. Theodor Pallady nr. * Thudc vo trung tiét trung cudi: Dung dich thé tich 1&n. EU GMP |042/2015/R n © National Agency for X
Fluids S.R.L. 50, sector 3, Bucuresti cod 0 8 8 Medicines and Medical
032266, Romania pt S  |Devices (NAMMD),
g § Romania
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36 |Mitim S.R.L. Via Cacciamali, 34-38 - * Thuéc vé trung: EU-GMP [IT/248- Italian Medicines Agency | x
25125 Brescia (BS), Italy + Thudc san xuat vé trung, chira khang sinh Penicillin va 10/H/2015 (AIFA)
Cephalosporin: Thudc dong kho; thuéc bét pha tiém.
+ Thudc tiét trung cudi: Dung dich thé tich nho (bao gdbm ca
san pham tach chiét tir ddng vat). " .
* Thudc khéng vo triing: Vién nang cing (chira khang sinh 3 3
Penicillin, san phdm tach chiét tir dong vat); thudc uéng dang S S
Idng (bao gdm ca sadn pham tach chiét tir ddng vat); thudc bot % g
va thuéc c6m (chira khang sinh Penicillin); dang bao ché ban - -
ran; vién nén (chira khang sinh Penicillin).
* Thudc sinh hoc: S4n pham tach chiét tir m6, t& bao dong vat.
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