DANH SACH CO’ SO’ SAN XUAT THUOC PAT TIEU CHUAN PIC/S - GMP VA EU - GMP

Dot 34
( Theo cong van s6 22372/QLD-CL ngay 02/12/2015 cta Cuc Quan Iy Dworc)
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1 |Pharmacia & 7000 Portage Road, San pham: Solu-Medrol® (Methylprednisolone Sodium US-GMP ([11-0072- < © |US. Food and Drug X
Upjohn Company [Kalamazoo, MI 49001, Succinate) for Injection USP, 40mg 2015-02-VN 8 Q |Administration
USA N 3
— —
& &
o o
2 |Lindopharm Neustrasse 82, 40721 San pham: Bot pha dung djch udng ACC 200 (Acetylcysteine EU-GMP |H 31-1- < Co quan tham quyén
GmbH Hilden, Germany 200mg) 187/14 I Dlrc
g X
S~
=)
—
3 |SmithKline Clarendon Road, * Thudc vd trung: EU-GMP |UK MIA United Kingdom's
Beecham Ltd T\A |Worthing, West Sussex, |+ Thudc san xuat vo trung: Thubc cay ghép va dang ran (bao 10592 Insp ™ ©  |medicines and
Smithkline BN14 8QH, United gdm ca thudc chira penicillin). GMP 8 8 Healthcare Products «
Beecham Kingdom * Thudc khéng vd trung: Vién nang cirng; vién nén; thudc khi 10592/3922- g § Regulatory Agency
Pharmaceuticals dung, vién nang ctng va vién nén chira penicillin, 0025 g 2 |MHRA
clavulanate/amoxcillin.
4 [Ahngook Jeyakgongdan 1-gil 40, * Thudc khéng v trung: PIC/S-GMP |MFDS-3-F- " « |Gyeongin Regional Food
Pharmaceutical Hyangnam-eup, + Thudc udng dang ran: Vién nén, vién nang, thuéc bot 1362-1-20151 § § and Drug
Co., Ltd. Hwaseong-si, Gyeonggi- + Dung dich thudc udng: Xi rd 5 g g Administration, Korea X
do, South Korea NS o
- -
5 |Amanta Plot No. 876, NH. No. 8, * Thudc vo trung: thudc tiém PIC/S-GMP |MI-2013-CE- " o |Australian Therapeutic
Healthcare Hariyala, Matar Kheda, 04318-1 § § Goods Administration
Limited Guijarat, India § § (TGA) X
(Tén c: Marck § E
Biosciences Ltd)
6 |CJ HealthCare 811, Deokpyeong-ro, *Thu6c vé trung: PIC/S [2015-D1- Gyeongin Regional Food
Corporation Majang-myeon, Incheon- |+ Thuéc tiém: Dung dich, thuéc bdt, cac san phdm déng kho 2227 and Drug
si, Gyeonggi-do, Republic |(bao gdbm cac ch& pham sinh hoc va cac chat cé hoat chat sinh " o |Administration, Korea
of Korea hoc) § §
* Thudc khéng v trung: S I~ X
+ Thudc udng dang ran: Vién nén, vién nang cirng, thudc bot, g §
thuéc cdm, Siro kho - ™
+ Dung dich uéng: Siro
+ Thuéc m&: Thudc m&, thudc kem
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7 |Delorbis 17 Athinon str., Ergates * Thudc khéng v trung: EU-GMP |DELOR/001/ Pharmaceutical Services
Pharmaceuticals [Industrial Area, 2643 + Vién nang cing; 2015 " o Ministry of Health,
Ltd Ergates, Lefkosia, Cyprus |+ Thudc dung ngoai dang 16ng; § § Cyprus
+ Thudc udng dang léng; Py I~ X
+ B6t pha hdn dich udng; S %
+ Thuéc ban rn; e o
+Vién nén.
8 |Shionogi & Co., 7 Moriyama, Nishine, San pham: Thuéc bét pha dung dich tiém truyén Doribax 250, Japan- (6114 n 3 Ministry of Health,
Ltd Kanegasaki-cho, Isawa- Doribax 500 (Doripenem hydrate tuwong &ng Doripenem 250 GMP 8 8 Labour and Welfare
gun, lwate 029- mg, 500 mg) 5 5 government of Japan X
4503,Japan o o
9 |Teva 4042 Debrecen, Pallagi ut [S&n pham: Vién nén bao phim Ciprofloxacin 500 mg (twong EU-GMP |OGYI1/19263- National Institute of
Gyogyszergyar Zrt.[13, Hungary duong 582,2mg Ciprofloxacin hydrochloride)/tablet 2/2015 Pharmacy and Nutrition
(Teva Tén tai Viét Nam: Vién nén bao phim Picaroxin 500mg bt (OGYEI) Hungary
Pharmaceutical 8 «
Works Private §
Limited Company) 3
10 |[Teva Pallagi ut 13., Debrecen, [San phdm: Vién nén bao phim ARBARTAN 50mg (Losartan- EU-GMP |OGYI1/19266- " National Institute of
Pharmaceutical 4042, Hungary Teva 50mg): Losartan potassium 50mg/vién. 2/2015 § Pharmacy and Nutrition
Works Private g (OGYEI) Hungary X
Limited Company §
11 |[Teva Pallagi ut 13., Debrecen, [San phdm: Mycophenolate mofetil; 500mg; 50,150 hodc 50 x 1 | EU-GMP |01/15/8462 " European Medicines
Pharmaceutical H-4042, Hungary vién nén 5 § Agency
Works Private Tén tai Viét Nam: Vién nén bao phim Mycophenolate Mofetil N X
Limited Company Teva §
12 |S.C. Magistra C&C|B-dul Aurel Vlaicu nr. 82A,|* Thu8c khdng vo trung: EU-GMP (019/2014/R <« ~ [|National Agency For
S.R.L cod 900055, Constanta,|+ Vién nén bao phim, vién dat am dao; (0] § § Medicine And Medical
Jud. Constanta, Romania |+ Thu6c m&, thudc kem, gel B < |Devices - Romania X
+ Thudc dan, thudc tring; g g
+ Vién nén (bao gédm ca thuéc chira corticosteroids) « e
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13 |Laboratorio Pablo |Carhue 1096 (Zip code: * Thudc khéng chira khang sinh beta lactam, chat cé hoat tinh | PIC/S-GMP|20132014 National Administration
Cassara S.R.L. C1408GBV), Buenos Aires, [hormon (khéng han ché dai véi thudc tiém Erythropoietin 001 557 15 of Drugs, Foods and
Argentine Republic ngudi tai t6 hop), chat kim té& bao: v ©  |Medical Devices
+ Thudc khdng vé trung: Dung dich thudc, thubc ban ran, 8 8 (ANMAT), Argentina
thuéc phun mu; 5 5 X
+ Thudc vé tring: Dung dich thudc, thudc ban rén dung dueng a a
tiém (bao gdm san pham sinh hoc) hodc khéng dung duwong
tiém.

14 |PT. Tanabe JI. Rumah Sakit No. 104 Thudc khéng chira khang sinh nhdm betalactam, chat kim té PIC/S |4337/CPOB/ " o [|National Agency for Drug

Indonesia Ujungberung Bandung bao, hormon sinh duc va thudc nglra thai: Vién nang clirng A/I/15 § § and Food Control of the
40612, Indonesia chira thudc khang sinh va thudc khéng chira khéng sinh; vién = S |Republic of Indonesia X
nang cing phéng thich cham (Sustained Release Capsules). % %

15 |[Patheon INC 2100 Syntex Court, San pham: Vién nén VALCYTE (Valganciclovir 450 mg) Canada- 61196 © Canadian Health

Mississauga, Ontario, GMP 8 8 Products and Food
Canada L5N 7K9 g g Branch Inspectorate X
a a

16 |Esseti Via Campobello, 15-00040 |* Thudc v6 trung: EU-GMP  |IT/73- Italian Medicines Agency| x
Farmaceutici S.R.L Pomezia (RM), Italia |+ Thudc san xuat vé trung: Dung dich thé tich nhd chira 1/H/2015 " ~ |(AIFA)

corticosteroid, bao gdm san pham dan chat tir dong vat; thudc § §
bt chira khang sinh nhém cephalosporin. 3 =
+ Thudc tiét trung cudi: Dung dich thé tich nho g g
* Thudc sinh hoc: Dung dich thé tich nhoé chita din chat tir e -
dong vat.

17 |Atlantic Pharma - [Rua da Tapada Grande, * S3n pham thudc vién nén bao phim Clopidogrel Farmoz EU-GMP [0662/CM/20 " National Authority of X
Producoes no. 2, Abrunheira, 2710- [(Clopidogrel 75mg) 15 § Medicines and Health
Farmaceuticas, 089, Sintra, Portugal Tén lwu hanh tai Viét Nam: Levengrel P> Products (INFARMED),

S.A. (Fab. 3 Portugal
Abrunheira) «
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18 |Atlantic Pharma- |Co s& san xuat ban thanh |* San phdm: Vién nén Perindopril + Indapamida Farmoz EU-GMP |0663/CM/20 National Authority of
Producoes pham: Rua da Tapada (Perindopril tert-butylamine 2mg twong duong Perindopril 15 Medicines and Health
Farmaceuticas, Grande, n° 2, 2710-089 1.669mg; Indapamide 0.625mg) Products (INFARMED),
S.A. (Fab. Sintra, Portugal. Tén lwu hanh tai Viét Nam: Belperi =t Portugal
Abrunheira) Co s& dbéng gbi: Zona 8
Industrial da Abrunheira, § X
Rua da Tapada Grande, 2, 4
2710-089 Sintra, Portugal
19 |Eli Lilly and San xuat 8ng thudc nap:  |* San pham thuéc Humalog Mix 50/50 KwikPen (50% insulin US-GMP (08-0044- United States Food and X
Company Lilly France - 2 rue du lispro protamine suspension, 50% insulin lispro injection (rDNA 2015-06-VN Drug Administration
Colonel Lilly, 67640 origin) 100 units/ml, 3ml =t} 5
Fegersheim, France 8 8
Co s& déng géi: Eli Lilly g g
and Company - S <
Indianapolis IN 46285,
USA
20 |Eli Lilly and San xuat ng thubc nap:  |* San pham thuéc Humalog Mix 75/25 KwikPen (75% insulin US-GMP (08-0044- United States Food and X
Company Lilly France - 2 rue du lispro protamine suspension, 25% insulin lispro (rDNA origin) 2015-09-VN Drug Administration
Colonel Lilly, 67640 100 units/ml, 3ml =t 9
Fegersheim, France 8 8
Co s& déng géi: Eli Lilly g §
and Company - S ®
Indianapolis IN 46285,
USA
21 |EliLilly and Indianapolis IN 46285, * S3n pham thuéc tiém Gemzar (gemcitabline 200mg/ 6ng) US-GMP (08-0115- 0 ~ United States Food and X
Company USA 2015-01-VN 8 8 Drug Administration
18
o o
22 |Pharmidea Rupnicu iela 4, Olaine, * Thudc vd trung: EU-GMP (ZVA/LV/201 State Agency of X
Olaines novads LV-2114, [+ Thu&c sdn xuat vo trung: thu6c déng khé (chra chat doc té 5/012H v ®  [Medicines (ZVA), Latvia
Latvia bao/chat kim t& bao); dung dich thé tich nhé (ch(ra chat doc té ] ]
bao/chat kim t& bao). g 5
+ Thuéc tiét trung cudi: dung dich thé tich nho (chra chat déc 5 S
t& bao/chat kim té bao).
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23 [Catalent Germany [Steinbeisstr. 1 und 2, * Thudc khéng vé trung: Vién nang cirng, thuéc bét, thube EU-GMP [DE_BW 01_| « ~ |Coquan thdm quyén X
Schorndorf GmbH |73614 Schorndorf, cém, globule, pellet, vién bao, vién nén. GMP_2014_ 8 8 Durc
Germany * Thudc tr duoc lidu. 0143 b S
& Y
— o
24 |Balkanpharma- |68 Aprilsko vastanie Blvd., [* Thu8c vé trung: EU-GMP [BG/GMP/20 Bulgarian Drug Agency X
Razgrad AD Razgrad 7200, Bulgaria + Thudc san xuat vo trung: dang bao ché ban ran, dung dich 15/071 " ©
thé tich nhé, thudc bot pha dung dich tiém (bao gdm ca § §
cephalosporin). S =
+ ThuGc tiét trung cudi: dung dich thé tich nho. g g
* ThuSc khéng vo trung: vién nang clrng, dang bao ché ban o -
ran, vién nén, thuéc bot pha hdn dich udng.
25 [Chanelle Medical [Dublin Road, Loughrea, |* Thuéc khéng vé trung: Vién nang cirng, thuSc dung ngoai EU-GMP (2014/8085/ n r  |Health Products X
Co. Galway, Ireland dang 16ng, thuc udng dang ldng, vién nén, thudc bét, thudc M688 8 8 Regulatory Authority
cém g o' |(HPRA), Ireland
s |5
o o
26 |Hospira Australia |1-5, 7-23& 25-39 Lexia * San pham: Dung dich tiém truyén tinh mach DBL Aciclovir PIC/S-GMP |14/0718 <« Australian Therapeutic X
Pty Ltd Place Mulgrave Vic 3170, [250mg/10ml § Goods Administration,
Australia B Department of Health,
§ Australia
—
27 |Bristol-Myers 4601 Highway 62 East, Mt. [* San pham thudc vién nén Baraclude (entecavir) US GMP |07-0199- s ©  |United States Food and X
Squibb Company |Vernon, IN 47620, United 2014-02-VN 8 8 Drug Administration
States x x
S S
(o] (o]
28 [S.M.B. Technology [Zoning Industriel - Rue du |* Thu6c khéng vé trung: Vién nang cirng, thudc udng dang EU-GMP |BE/GMP/20 wn © Federal Agency for X
SA Parc Industriel 36, Marche-{Idng, thudc diing ngoai dang 16ng, dang bén ran, vién dan, vién 15/013 8 8 Medicines and Health
en-Famenne, 6900, nén. 5 S [Products (FAMHP),
Belgium g E Belgium
29 |Dr. Gerhard Mann |Brunsbutteler Damm 165- [* Thudc v6 trung: Thudc san xuat vd trung: Thudc ban ran, EU-GMP |DE_BE_01 G| %  [Co quan thdm quyén X
Chem.-pharm. 173, 13581 Berlin, dung dich thé tich nhé MP_2015 0 8 8 Dirc
Fabrik GmbH Germany * ThuSc khéng vo trung: Thudc dung ngoai dang léng. 043 g g
< N
30 [Co sdsan xuat ZI de Camagnon, 56800  |Thu6c vién nang mém Urtrogestan 200 mg (Progesterone dang| EU-GMP |HPF/FR/222/ < N French National Agency X
ban thanh phdm: |Ploermel, France hat min 200 mg) 2014 8 8 for Medicine and Health
Capsugel Ploermel 3 § Products Safety (ANSM)
< —
(o] —
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Cosd déng gdi, |[Groot Bijgaardenstraat EU-GMP [BE/2013/09 Federal Agency for
kiém nghiém, xuat|128, Drogenbos, 1620, 9 3 9 Medicines and Health
xudng: Besins Belgium g g Product of Belgium
Manufacturing g g
Belgium SA 3 N
31 |Co sd& san xuét ZI de Camagnon, 56800 Thu6c vién nang mém Urtrogestan 100 mg (Progesterone dang| EU-GMP |HPF/FR/222/ o ~ French National Agency X
ban thanh phdm: |Ploermel, France hat min 100 mg) 2014 8 8 for Medicine and Health
Capsugel Ploermel =] S |Products Safety (ANSM)
S| S
o~ —
Cosd déng gbi, |[Groot Bijgaardenstraat EU-GMP |BE/2013/09 Federal Agency for
kiém nghiém, xu4t|128, Drogenbos, 1620, 9 3 9 Medicines and Health
xuwdng: Besins Belgium 8 8 Product of Belgium
Manufacturing g 3
Belgium SA 3 N
32 ([Schering Ploungh [Industriepark, 30, Heist-op{* Thuéc vé trung: EU-GMP |BE/2013/01 n o |Federal Agency for X
Labo NV den-Berg, B-2220, Belgium |- Thudc san xuat vo tring: Dung dich thé tich nhé. 0 § § Medicines and Health
- Thudc tiét trung cudi: Dung dich thé tich nha. > o |Product of Belgium
" " N w o o
* Thudc khdng vo trung: Thudc dung ngoai dang long, Thudc = o
duwong udng dang 18ng, Thudc bén ran, Vién nén. - ~
33 |Glenmark Unit I, Village Thu6c khéng vo trung: Vién nang cirng (Bot khi dung déng vién| EU-GMP (072/2015/S " o |State Administration of X
Pharmaceuticals |Kishanpura, Baddi- nang ctrng); thudc xit mii phan liéu, dung dich khi dung phan AUMP/GMP § § Ukraine on Medicinal
Ltd. Nalagarh Road, Tehsil lidu By o |Products
Baddi, Distt, Solan (H.P.) § %
173 205, India o -
34 |Yoo Young 33, Yongso 2-gil, *Vién nén, vién nang clng, vién nang mém, thudc cém PIC/S-GMP |2015-G1- " « |Daejeon Regional Food X
Pharmaceutical Gwanghyewon-myeon, *Dung dich thudc tiém, thudc tiém bét, thudc déng khd 2492 § § of Drug Administration,
Co., Ltd Jincheon-gun, = o |Korea
Chungcheongbulk-do, S 3
Korea - e
35 |Monico S.P.A Via Ponte Di Pietra, 7- * Thu6c vd trung: EU GMP |IT/88- < © Italian Medicines Agency| x
30173 Venezia (VE), Italia + Thudc tiét trung cudi: dung dich thé tich 1&n; dung dich thé 5/H/2014 8 8 (AIFA)
tich nhd. < 9
S~ S~
n O
— o
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36 |Aeropharm GmbH |Aeropharm GmbH * Thudc v trung: EU-GMP |DE_TH_O1H 0 ~ |Coquan thdm quyén X
Francois-Mitterrand-Allee | + Thudc san xuat vo trung: thuéc nhé mat. _GMP_2015 8 8 Dirc
1, 07407 Rudolstadt, * 1"hu6chl{<h6r3g V,é ter‘,m&g: th.uAlc“ic l.Jc“)'ng dang l6ng; thuéc phun _0019 § E
Germany mu; thudc bét hit da lap thiét bi. = 90
37 |[Bluepharma - Sdo Martinho do Bispo, * Thu8c khéng vo trung: Vién nang clrng, thuéc bot, thubc EU GMP |F001/S1/H/ ™ National Authority of X
Industria Coimbra, 3045-016, cém, vién nén. AF/001/201 8 Medicines and Health
Farmacéutica, S.A. |Portugal 2 3 in  |Products (INFARMED),
S~ -
3 8 Portugal
San pham: Vién nén bao phim Cetirizina Bluepharma 0696/CM/20| g
(Cetirizine 10mg). 14 8 S
Tén tai Viét Nam: Bluecezine. 3
&
o
38 [Atlantic Pharma - [Rua da Tapada Grande, n° |San pham: Vién nén Perindopril + Indapamida Farmoz EU_GMP |0664/CM/20 " National Authority of X
Producoes 2, 2710-089 Sintra, (Perindopril tert-butylamine 4mg tuong dwong Perindopril 15 § Medicines and Health
Farmaceutical, S.A [Portugal 3.338mg; Indapamide 1.25mg) 5 Products (INFARMED),
o
(Fab. Abrunheira) Tén tai Viét Nam: Belperi E Portugal
39 |Atlantic Pharma - |Rua da Tapada Grande, n° [San phdm: Vién bao phim Losartan + hidroclorotiazida Cotiasar| EU-GMP |0967/CM/20 o« National Authority of X
Producoes 2, 2710-089 Sintra, (Losartan potasium 50mg; Hydrochlorothiazide 12.5mg) 14 § Medicines and Health
Farmaceutical, S.A [Portugal Tén tai Viét Nam: Lousartan = Products (INFARMED),
o
(Fab. Abrunheira) g Portugal
40 |Cosdsanxult: [Str. Theodor Pallady NR. |San phdm: Dung dich thuéc tiém truyén Paracetamol G.E.S EU-GMP [2015/03542 Agency for Medicines X
S.C. Infomed 50, Bucarest 032266, 10mg/ml (Paracetamol 10mg/ml). and Health Products
Fluids S.R.L. Romania N o [(AEMPS), Spain
S S
s | s
Co s& xuat xwdng: |Poligono Industrial s/n° S S
Biomendi, S.A. 01118 Bernedo (Alava), Q Q
Spain
41 |Allergan Sales, LLC|Waco, TX 76712, USA * San phadm: thudc m& tra mat Refresh Liquigel U.S. cGMP |07-0242- 0 ~ United States Food and X
(Carboxymethylcellulose Sodium 10mg/ml). 2015-01-VN 8 8 Drug Administration
% % |(U.S.FDA)
S~ S~
~ ~
- -
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* 5an pham: thudc m& tra mat Refresh Optive 03-0036- < © X
(Carboxymethylcellulose Sodium 5mg/ml; Glycerin 9mg/ml). 2014-01-VN 8 8
Tén tai Viét Nam: Optive. S S
N N
o o
* S3n phdm: Thudc nhé m&t REFRESH PLUS ® Lubricant Eye 03-0099- s © X
Drops (Sterile) (Sodium Carboxymethylcellulose USP 5.0 2014-01-VN 8 8
mg/ml) ) )
S~ S~
< <
- -
42 |Teva H-4042 Debrecen, Pallagi |* S&n pham: Vién nén bao phim COVIOGAL 5mg (Tén d&ng ky EU GMP |OGYI/36457- National Institute for X
Pharmaceutical u. 13., Hungary tai Viét Nam: Tevaprolol 5mg) (Bisoprolol fumarate 5.00mg) 4/2014 3 Quality and Organization
Works Private 8 Development in
Limited Company g Healthcare and
3 Medicines, Hungary
43 |West Pharma - Rua Joao de Deus, n° 11, |* S&n phdm: Vién nén bao phim Irbesartan Besantil (Tén ddng | EU-GMP |0704/CM/20 < National Authority of X
Producoes de Venda Nova 2700-486 ky tai Viét Nam: Lisbosartan 300mg) (Irbesartan 300mg/vién) 14 8 Medicines and Health
Especialidades Amadora, Portugal 8 Products (INFARMED),
Farrmaceuticas, E Portugal
S.A. (Fab. Venda * S3n pham: Vién nén bao phim Irbesartan Besantil (Tén dang 0703/CM/20| <,
Nova) ky tai Viét Nam: Lisbosartan 150mg) (Irbesartan 150mg/vién) 14 2
g
<<
(o)
(@]
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