Bo Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN 1y Duvoc Poc 1ap - Tw do - Hanh phuc
$6:7f3? /QLD-CL Ha Noi, ngay Bthang'™ nam 2018
V/v céng bd co s& san xuét thudc dat

tiéu chuéan PIC/S-GMP va EU-GMP
(bot 61)

Kinh gti: S& Y té cac tinh, thanh phé truc thudc Trung wong

Thuc hién Théng tv s6 11/2016/TT-BYT ngay 11/05/2016 ctila BO Y té Quy
dinh viéc dau thau thubc tai cac co s& y té cong lap;

Cuc Quéan ly Duoc thdéng bao:

1. Céng b6 Danh sach co s san xuat thudc dat tiéu chuan PIC/S-GMP va
EU-GMP (Dot 61).

2. Rat tén ra khoi Danh sach co s& san xuét dat tiéu chuin PIC/S-GMP va
EU-GMP déi voi cac trvong hop:

- Co s& san xuat c6 Gidy chirng nhan GMP da hét hiéu lwc qua 03 thang
(Gidy chirng nhan GMP hét hiéu luc ké tir ngay 05/08/2018 tré vé trwéc) va cho
t¢i ngay 05/11/2018 co s& san xuét chua ti€én hanh ndp lai gidy chirng nhan mai.

- Co s& san xuat dugc tam céng bd trong thdi gian 03 thang va cho t¢i thoi
diém hién tai (05/11/2018) chua ti€n hanh nép bo sung thong tin vé& han hiéu luc
clia Gidy chirng nhan.

3. Biéu chinh ndi dung sau khi tham dinh h6 so b6 sung clla céng ty:

- Cong ty Vetter Pharma-Fertigung GmbH & Co.Kg (cong b6 Bot 57 STT
44): Biéu chinh pham vi chi*rng nhan thanh "sdn pham céng nghé sinh hoc (bao
gom ca thuéc chira hormon hoac chat c6 hoat tinh hormon)”.

- Cong ty Delpharm Dijon (cong bd Dot 60 STT 131): Biéu chinh tén co s&
thanh "Dclpharm Dijon".

- Cong ty Limited liability company "Pharmldea” (céng bé Bgt 60 STT
111): B6 dung cach viét tén va dia chi cong ty theo tiéng Latvia. Biéu chinh tén
san pham.

- Cobng ty SA Alcon-Couvreur NV (cong bd Dot 43 STT 36): BO sung cach
ghi dia chi khac.

- Cong ty Unique Pharmaceutical Laboratories (cong bd Dot 55 STT 101):
B6 sung dang bao ché "bao vién nén bao phim".

- Cong ty Patheon Inc.(cong b6 Dot 60 STT 8): Diéu chinh san pham thanh
"vién nén bao phim".

- Cong ty Korea Otsuka Pharmaceutical Co., Ltd. (cong b6 PBot 60, STT
71): Biéu chinh pham vi chi*rng nhan thanh "* Thuéc vién nén; vién nén bao phim;
vién nang; thudc bot; dung dich thuéc udng; thudc hit".

- Cong ty Korea United Pharm. Inc. (cong bd Bot 59 STT 19): Biéu chinh
pham vi chirng nhan thanh "Vién nén bao phim Etopul 150mg (Erlotinib 150mg)".



- Cong ty MSD (Cbéng b6 Bot 59 STT 18): Biéu chinh nhém thudc tw
"nhém 1" thanh "nhém 2".

- Cong ty BIOFARM sp. z 0.0. (Céng bd Pot 60 STT 127): B6 sung dang
bao ché "vién nén bao phim".

- Céng ty Aurobindo Pharma Limited Unit X1l (Céng b6 Dot 60 STT 96):
B& sung pham vi chirng nhan cac san pham:"vién nén phan tan Amoxicillin, Vién
khang acid dich vi Pantoprazole 40mg, vién nén Clarithromycin 500mg, vién nén
Amoxicillin BP 500/750/1 OO0Omg".

- Cong ty Industria Quimica y Farmacéutica vir, S.A. (Céng bd Bot 53 STT
104): B6 sung cach viét khac cta tén va dia chi nha may.

Danh sach cap nhat co s& san xudat thuéc dat tiéu chuan PIC/S-GMP va Euw-
GMP tong hop tir dot 1 dén Dot 61 dwgc dang tai trén trang thong tin dién tr cla
Cuc Quan ly Duoc - Bia chi: http:// dav.gov.vn - TT dau thau thudc).

Cuc Quan ly Dwoc cong bd Danh sach co s& san xudt thudc dat tiéu chuan
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé cac co s& xét thau thuan
lgi trong tra ctu. Trong d6, danh sach dwédi dang PDF duwoc coi la can cir dé xem
xét cudi cung.

4, Trong tredng hop co s& san xuat c6 tén dong thoi trong “Danh sach co s&
san xuét thu6c dat tiéu chuan PIC/S-GMP, EU-GMP”; va “Danh sach ho so dé
nghi cong bd co s& san xuéat thubc dat tiéu chuan PIC/S-GMP, EU-GMP khoéng dat
yéu cau”, “Danh sach hd so dé nghi céng bd co s& san xuat thubc dat tiéu chuan
PIC/S-GMP, EU-GMP phai bd sung giai trinh” thi co s& san xuat dap Ung céac yéu
cau dat tiéu chuan PIC/S-GMP, EU-GMP véi pham vi chirng nhan dwoc céng bd
tai Danh sach cap nhat co s& san xuat thudc dat tiéu chuan PIC/S-GMP va EU-
GMP.

S& Y té cac tinh thanh phé truc thudc Trung wong chiu trach nhiém théng
bao thong tin trén v&i cac co s& y té trén dia ban dé cac co s& thuc hién cong tac
déu thau thubc theo dang quy dinh.

Cuc Quan ly Duoc théng bao dé cac don vi biét va thuc hién./.

Nei nhan: KT. CUC TRUONG
- Nhw trén; , ,

- Cuc trudng Vi Tuédn Cuong (dé b/c);

- Cuc Quan 'Y - B qudc phong;

- CucY té - Bd Cong an;

- CucY té - BO Giao thong van tai;

- Cac bénh vién tryc thudc BO Y t€;

- Website Cuc Quan ly Dugr;

- Luwu: VT, CL.


http://_dav.gov.vn

DANH SACH Co SO SAN XUAT THUOC BAT TIEU CHUAN PIC/S - GMP VA EU - GMP

bot 61
(Tneo cobng van /QLD-CL ngay clia Cuc Quéan ly Dugr)
TEN CO’SO'SAN - . - NGUYEN  GIAY CH. NGAY NGKAY B NHOM
STT DIA CHI PHAM VICHUNG NHAN ) - . HET Co QUAN CAP THUOC
XUAT TAC GMP NHAN CAP
HAN 1 2
1 Corden Pharma Via Del Murillo Km 2,800- *Thudc v6 trung: EU GMP IT/19 Italian Medicines Agency  q
Latina S.P.A 04013 Sermoneta (LT), +Thu8c sar xudt vo trung: dung dich thé tich 16n (chat doc té I1/H/2018 (AIFA)
Italy bao/chét kim té bao); thudc dong kho (chat doc té bao/chat
kim té bao), dung dich thé tich nho (chat déc té bao/chit kim
té bao); thudc bodt chira khang sinh nhém penicillin va © °
cephalosporin. 3 S
+ Thudc tiét triing cudi: dung d ch thé tich nho (chat doc té S S
bao/chét kim té bao); S <
*Thubc khdng vo trung: vién rang cirng (chira chat doc té o o
bao/chét kim té bao; khang sinh nhém penicillin va
cephalosporin); vién nén (chira chat doc té bao/chat kim té
bdo; khang sinh nhém cephalosporin); thu6c bot (chra khang
sinh nhom penicillin va cephalosporin).
2 Cipla Limited (Unit Unit Ill, Plot-139, S-103& * Thudc khong vo tring: thudc ban rdn dang ngoai; vién nén. EU-GMP UKGMP ~ o Medicines and 2
11)] M62, Verna Industrial 14694 Insp P S  Healthcare Products
Estate, Verna, Goa, IN-403 GMP S S Regulatory Agency
722, India 14694/1071 N S (MHRA), United
923-0008 © ' Kingdom
3 Unit 1 Cipla Unit 1 Plot No, 9,10 & 15, *Thu6c v6 trung: EU-GMP UKGMP Medicines and 2
Limited, Indore Indore Special Economic  + Thuéc s&r xuét vd tring: thudc nhd mét, nho tai st dung 14694 Insp ~ o  Healthcare Products
Sez Zone, Phase I, Pithampur, cdng ngna BFS (ThGi, Déng thudc; Han kim). GMP s S  Regulatory Agency
District DHAR, Madhya 14694/1638 3 S (MHRA), United
Pradesh, In-454 775, India 7074-0001 § % Kingdom
4 Pharmaceutical 05-850 Ozarow San phdm: :hudc bot pha tiém Biotum, powder for solution for EU-GMP 304/18 @ Main Pharmaceutical 1
Works Polpharma Mazowiecki, 28/30 irjection or infusion (Ceftazidime 2g) g Inspectorate (MPI),
S.A. Ozarowska street, Poland Tén tai Viét Nam: Biocetum 'é Poland
<
e/
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NGAY NHOM

grr TEN CasOSAN DIA CHI PHAM VI CHUNG NHAN NGUYEN — GLAY CH. o NGAY gy CO* QUAN CAP THUGC
XUAT TAC GMP NHAN CAP
HAN 1 2
5 Pharmaceutical Duchnice, 28/30, San pham: thudc bét pha dung dich tiém Biofazolin (Cefazclin EU-GMP  GIF-IW- Main Pharmaceutical 1
Works Poloharma Ozarowska str. 05-850 (dwei dang Cefazolin natri) 1g) 4011/S80/E 9 Inspectorate (MPI),
SA. Ozarow Mazowiecki - Tén tai Viét Nam: Biofazolin R/16 g Poland
Production Plant Poland 5'
in Duchnice bN
6 Samchundang 71, Jeyakgongdan 2-gil, *Thudc khéng vo trung: vién nén; vién nén bao duong; vién PIC/S-GMP T5P.-OIP5- . - Gyeongin Regional 2
Pharm. Co., LTD Hyangnam-eup, nén bao phim; vién nang ctng. SEBN-OGWF § § Office of Food and Drug
Hwaseong-si, Gyeonggi-  * Dung dich nhd mét; hdn dich nhd mét. S S safety, Korea
do, Republic of Korea * HBn dich xit mai. § E
7 Apotex Inc. 150 Signet Drive, Toronto, *Vién nén bao phim Apo-Imatinib (Imatinib (Imatinib PIC/S GMP 68210 Health Products and 1
Ontario, M9L 179, Canada Mesylate) 100mg Food Branch
(co s& san xudt) Tén tai Viét Nam: Bertinib o] o Inspectorate (HPFBI),
N N Canada
g 3
3 3
Apotex Inc 4100 Weston road, *Vién nén bao phim Apo-Levetiracetam (Levetiracetam 68815 © o
Toronto, Ontario, ML 500mg) S 3
2Y6, Canada Tén tai Viét Nam: Epicap § §
(cosé dong goi) § §
8  GAP AE/ GAP SA 46, Agissilaou str., Agios ~ *Thudc vd tring: EU-GMP 94836/28-11 National Organization 1
Dimitrios Attiki, 17341, +Thudc san xudt vd trung: dung dich thé tich nho. 2017 ® Q  for Medicines (EOF),
Greece + Thudc tiét tring cudi: dung dich thé tich nho. g 8 Greece
*Thudc khdng vo trang: vién nang clrng; vién nang mém (chua g g
hormon); vién nén. S S
9  Colsa sén xuat: Parc de la Noire Epine - * San pham: véc xin HOn dich tiém Twinrix (M&i liéu 1,0ml EU-GMP BE/GMP/20 © Belgian Federal Agency 1
GlaxoSmithKline  Rue Fleming 20, Wavre, chtra: Hepatitis A virus antigen (HM175strain) 720 Elisa units; r- 16/020 Q for Medicines and
Biologicals S.A 1300 (B-1300 Wavre), DNA Hepatitis B virus surface antigen (HBsAg) 20mcg g Heallth Products
Belgium S (AFMPS)
Ca scr xuat xtremg: Rue de I'Institut 89,1330 BE/GMP/20 © Belgian Federal Agency
GlaxoSmithKline  Rixensart, Belgium 16/C19 § for Medicines and
Biologicals SA § o  Heallth Products
S g (AFMPS)
~
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TEN Co SO SAN

TT <
> XUAT

Co s& dong goi (so GlaxoSmithKline

cdp va thir cap):
GlaxoSmithKline

Biologicals NL der

SmithKline
Beecham Pharma
GmbH & Co.KG

10 GlaxoSmithKline

Biologicals NL der

SmithKline
Beecham Pharma
GmbH & Co.KG

11  Co s& san xuat:

Roche Diagnostics

GmbH

Co s& dbng g6i va

Xudt xwdng: F.
Hoffmann - La
Roche Ltd

12 Co s& san xuét:
Vetter Pharma-

Fertigung GmbH &

Co. KG

Co s& dbéng goi va

Xxuat xudng: F.
Hoffmann - La
Roche Ltd

13  Norton Healthcare

Limited T\A lvax
Pharmaceuticals
UK

Danh sach co s& Dat

. . R NGUYEN
DPIA CHI PHAM VI CHUNG NHAN P
TAC GMP
Biologicals,
Zirkusstrasse (hoac
Zirkusstrabe) 40, 01069
Dresden, Germany
GlaxoSmithKline *S&an pham sinh hoc: san pham rrién dich EU-GMP
Biologicals
Zirkusstrabe 40, 01069
Dresden, Germany
Sandhofer Strasse (hodc  San pham: EU-GMP
Strale) 116, 68305 + Dung dich dam ddc pha dung dich tiém truyén Gazyva
Mannheim, Germany (Obinutuzumab 1000mg/40ml);
+ Dung dich dam dac pha dung dich tiém truyén Tecentriq

Wurmisweg, 4303 (Atezolizumab 1200mg/20ml) PIC/S-GMP
Kaiseraugst, Switzerland
Schutzenstrasse 87 and 99- S&n phdm: Dung dich tiém Acterrra (Tocilizumab EU-GMP
101, 88212 Ravensburg, 152mg/0,9ml)
Germany
Wurmisweg, 4303 PIC/S-GMP
Kaiseraugst, Switzerland
Aston Lane North, *Thudc vo trung: EU-GMP
Whitehouse Vale + Thudc san xudt vo trung: durg cich thé tich nhé, nhi dich va
Industrial Estate, hén dich.
Runcorn, WA7 3FA, United + Thudc tiét tring cudi: dung dich thé tich nho.

Kingdom

Trang 3/16

GIAY CH.
NHAN

DE_SN_01_

GMP_2018_

0004

DE_SN_01_

GMP_2018_

0004

DE_BW_01_
GMP_2016_

0119

17-0015

DE_BW_01_
GMP_2018_

0067

17-0015

UK MIA 530
Insp GMP
530/14004-
0025

NGAY
CAP

07/03/2018

07/03/2018

03/04/2017 23/05/2018 03/04/2017 04/11/2016

07/07/2017

NGAY
HET
HAN

o
o

N

07/12/2020

[s]@ =1=)
@ O

2 ot o7 o7

25/04/2020

CO QUAN CAP

Co quan c6 tham quyén
cla blrc
(Landesdirektion
Sachsen)

Co quan c6 thdm quyén
cla btre
(Landesdirektion
Sachsen)

Co quan thdm quyén
buc

Swiss Agency for
Therapeutic Products

Co quan thdm quyén
blc

Swiss Agency for
Therapeutic Products

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

NHOM
THUOC

2

bot 61



STT

14

15

16

17

18

19

20

TEN Co SO SAN
XUAT

Pfizer
Pharmaceuticals
L.L.C

Pfizer
Pharmaceuticals
L.L.C

Pfizer
Pharmaceuticals
L.LC

Pfizer
Pharmaceuticals
L.L.C

Pfizer Ireland
Pharmaceuticals

Reliance life
sciences Pvt. _td.

Vetter Phamna-

Fertigung GmbH &

Co.KG

(Co s& san xuat va
kiém tra chat
lrgng)

Danh séch co s@ Pet

DA CHI

KM 1.9 Road 689, Vega
Baja, Puerto Rico 00693,
United State

KM 1.9 Road 689, Vega
Baja, Puerto Rico 00693,
United state

KM 1.9 Road 689, Vega
Baja, Puerto Rico 00693,
United state

KM 1.9 Road 689, Vega
Baja, Puerto Rico 00693,
United state

Grange Castle Business
Park, Clondalkin, Dublin
22, Ireland

Dhirubhai Ambani Life
science centre (DALC),
Plant 2, R-282, TTC
Industrial Area of MIDC,
Thane Belapur road,
rabale, 400701, Navi
Mumbai, Hindistan, India

Eisenbahnstr. 2-4, 88085
Langenargen, Germany

PHAM VICHUNG NHAN

San phdm: Vién nang Neurontin® (gabapentin 300 mg).

San phdm: Vién nén bao phim Lipitor® (atorvastatin calcium)
10 mg

San pham: Vién nén bao phim Lipitor® (atorvastatin calcium)
40 mg

San pham: Vién nén bao phim Lipitor® (atorvastatin calcium)
20 mg

*Thuéc vo trung:

+ Thu6c san xuat vé trung: dung dich thé tich nho.

* Thu6c sinh hoc: thudc mién dich (vac xin); thuéc cong nghé
sinh hoc.

San pham: Dung dich tiém truyén Adalibay 20mg/0.4ml,
Adalibay 40mg/0.8ml (Adalimumab); dung dich pha tiém
truyén Bevabay 100mg/4ml, Bevabay 400mg/16ml
(Bevasizumab); dung dich pha tiém truyén Rituxay
I00Omg/I0Oml, Rituxay 500mg/50ml (Rituksimab); thudc tiém
bot Trastubay 150mg, Trastubay 440mg (Trastuzumab).

*San pham: thu6c tiém ELAPRASE idursulfase-rhu solution for
IV infusion vial (Idursulfase 6mg)

Trang 4/ 16

NGUYEN
TAC GMP

US-GMP

US-GMP

US-GMP

US-GMP

EUGMP

PIC/S GMP

EU GMP

GIAY CH.
NHAN

FFMN-FKUB

B9CH-JRU7

DGQ2-7YP5

VX32-VUJE

2016/15391

/M1064

41993331-
000-
E.113619

DE_BW_01_
GMP_2016_

0077

NGAY
CAP

17/08/2018 17/08/2018 08/08/2018

17/08/2018

19/06/2018 07/12/2016

01/07/2016

NGAY

HET
HAN

16/08/2020 16/08/2020 07/08/2020

16/08/2020

29/04/2019

/12/2018

Co QUAN CAP

United States Food and
Drug Administration
(U.s. FDA)

United States Food and
Drug Administration
(U.s. FDA)

United States Food and
Drug Administration
(U.s. FDA)

United States Food and
Drug Administration
(U.s. FDA)

Health Products
Regulatory Authority
(HPRA), Ireland

Turkish Medicines and
Medical Devices Agency
(TMMDA)

Co quan thdm quyén
buc

NHOM
THUGC
1 2
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TEN Co SO SAN

STT .
XUAT

Genzyme
Corporation
(Co s& dong goi)

21 Patheon Puerto
Rico Inc
[Cos& s&n xudt)

Merck Sharp &
Dohme B.v
(Cosé dong goi)

22 Patheon Puerto
Rtd lic

to s& san xudt)

Merck Sharp &
Dohme B.v
(Co st dong géi)

23  Patheon Puerto
Rico Inc
(Co s& san xudt)

Merck Sharp &
Dohme B.v
(Co s& déng gai)

Danh séch co s& Dat

DA CHI

11 Forbes Road
Northborough MA 01532
United States of America

State Road 670 Km.2.7,
Manati, Puerto Rico
00674, USA

Waarderweg 39, Haarlem,
2031BN, Netherlands

State Road 670 Km.2.7,
Manati, Puerto Rico
00674, USA

Waarderweg 39, Haarlem,
2031BN, Netherlands

State Road 670 Km.2.7,
Manati, Puerto Rico
00674, USA

Waarderweg 39, Haarlem,
2031BN, Netherlands

PHAM VICHUNG NHAN

*San pham: Vién nén bao phim ianumet 50mg/1000mg
(s taglipdn phosphate monohydrate 50mg/metformin HCL

* San pham: Vién nén bao phim lanumet 50mg/500mg
(s taglip:in phosphate monohydrate 50mg/metformin HCL

*San phdm: Vién nén bao phim ianumet 50mg/850mg
(s taglipdn phosphate monohydrate 50mg/metformin HCL

Trang 5/16

NGUYEN
TAC GMP

US-GMP

EU GMP

US-GMP

EUGMP

US-GMP

EU GMP

GIAY CH.
NHAN

3009389940

2K4B-DUQR

NL/H
17/2002429

PCEM-MTIJS

NL/H
17/2002429

Q2K4-24VG

NL/H
17/2002429

NGAY
CAp

21/05/2018 16/02/2018 23/05/2018 16/02/2018 22/05/2018

16/02/2018

NGAY
HET
HAN

22/05/2020 21/05/2020

20/05/2020

NHOM
THUOC
1 2

CO* QUAN CAP

United States Food and
Drug Administration
(U.S. FDA)

United States Food and 1
Drug Administration
(U.S. FDA)

Health Care Inspectorate
- Pharmaceutical A'fairs
and Medical Technology,
Netherlands

United States Food and 1
Drug Administration
(U.S. FDA)

Health Care Inspectorate
- Pharmaceutical Affairs
and Medical Technology,
Netherlands

United States Food and 1
Drug Administration
(U.S. FDA)

Health Care Inspec:orate
- Pharmaceutical Affairs
and Medical Technology,
Netherlands

V
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NGAY NHOM

str 'EN Cofo SAN DIA CHI PHAM VI CHUNG NHAN NgGUYEN GIAY CH. NGNAY HET CO QUAN CAP THUGC
XUAT TAC GMP NHAN CAP
HAN 1 2
24 Hanmi 214, Muha-ro, Paltan- * San pham: PIC/S-GMP 2017-D1- ™~ Korean Ministry of Food 2
Pharmaceutical myeon, Hwaseong-si, +Vién nén bao phim Cozaar XQ 5mg/100mg (Amlodipine 0659 Q and Drug Safety -
Co., Ltd. Gyeonggi-do, Republic of 5mg; Lorsartan kali 100mg); § Gyeongin Regional
(Cosd san xudt) Korea + Vién nén bao phim Cozaar XQ 5mg/50mg (Amlodipine § 2 Office
Merck Sharp & Waarderweg 39, Haarlem, smg; Lorsartan kali 50mg); EU GMP NL/H 8 Health Care Inspectorate
Dohme B.v 2031BN, Netherlands 17/20C2429 2 5 - Pharmaceutical Affairs
(Co s déng gobi) 8 ﬁ and Medical Technology,
% Netherlands
—
25  Enviro Korea Co., 167-10 Techno 2-ro, *Thudc tiém: Thudc phéng xa. PICSGMP 2018-G1- o o Daejeon Regional Office 2
Ltd. Yuseong-gu, Daejeon, 1510 § § of Food and Drug Safety,
Republic of Korea > S Korea
8 <
S S
26 ANSTO t/a ANSTO Buildings 23 and 54, New *Thudc vd trung: Thudc tiém. PIC/SGMP MI-2013-LI- © e« Therapeutic Goods 1
Health lllawarra Road, LUCAS * Thu6c khdng vé trung: Vién nang crng; thudc udng dang 05913-1 é: g: Administration (TGA),
HEIGHTS NSW 2234, 16ng. Lo ) Australia
Australia N (@'(\)‘
27  MSD International Pridco Industrial Park, *8an pham: US-GMP  JSFN-X35S United States Food and 2
GmbH (Puerto State Road 183, Las + Vién nén bao phim Liptruzet (Ezetimibe/atorvastatin) Drug Administration
Rico Branch) (Co  Piedras, Puerto Rico IOmg/I0Omg; K (U.S. FDA)
s¢ san xudt ban 00771, USA g\'
thanh pham) *Tén qudc té va tai Viet Nam: Atozet (':
MSD International 70 Tuas West Drive, PIC/SGMP MLMP13000 Health Sciences
GmbH (Siogaoore Singapore 638414, 01 o  Authority (HSA),
Branch) (Co s& Singapore o Singapore
sdn xudt san oham ™
trung gian: cém) m
o

Danh sach co s& bat Trang 6/16 bot 61



TEN Co SO SAN

STT "
XUAT

Merck Sharp &
Dohme B.v
(Co s& dong goi)

28 Laboratoire
Renaudin

29 Haupt Pharma
Livron

30 LG Chem, Ltd.

31 Government
Pharmaceutical
Organization -
Merieux Biological
Products Co., Ltd

32 UCcChu
Pharmaceutical
Co., Ltd.

Danh sach co s& Pat

DA CHI

Waarderweg 39, Haarlem,
2031 BN, Netherlands

Zone Artisanale Errobi,
Itxassou, 64250, France

1 rue Comte de Sinard,
26250 Livron-Sur-Drome,
France

151, Osongsaengmyeong
1-ro, Osong-eup,
Heungdeok-gu, Cheongju-
si, Chungcheongbuk-do,
Korea

241 Gateway city
industrial estate, Moo 7,
Huasamrong, Plaeangyao,
Chaciioengsao 24190,
Thailand

(32473) No. 17-1 Chih Lan
Vil., Shin Wu dist., Tao
Yuan city, Taiwan, R.0.c

. . NGUYEN  GIAY CH.
PHAM VICHUNG NHAN . ~
TAC GMP NHAN
EU GMP NL/H
17/2002429
*Thubc vo trung; EU-GMP 2018/HPF/F
+ Thu@c tiét trung cudi: dung d ch thé tich Ién; dung dich thé R/137
tich nho.
*Thu6c khdng vo trang: thudc uéng dang long.
*Thudc vo trung: EU GMP 2018/HPF/F
+ ThuBc san xudt vo tring: Dung dicn thé tich nhé. R/023
+ Thuéc t &t tring cudi: Dung dich thé tich nho.
*Thubc khdng vo trung: Thudc dat
*Thu6c sinh hoc: Thuéc mién dich.
*Vién nén, vién nang PIC/S GMP 2017-G1-
*Thudc tiém, thuéc dong khd 0200
* San phém sinh duoc: véc xin, ta t6 hop gen
* VAc xin: vac xin dai t& bao vero, vac xin cim, vac xin viém ndo PIC/S GMP 1-2-07-17-
Nnat Ban 18-00027

*Thudc khong voé tring: Dung dicn thudc; thuéc md, kem; vien PIC/S-GMP 4003
nén bao ph m, vién nén, thu6c bot, thJ6¢c co6m; vién nang
cwng, vién nang mém

Trang 7/16

NGAY

24/05/2018 16/02/2018

22/01/2018

25/01/2017

04/09/2017

23/11/2017

NGAY
HET
HAN

05/03/2019

15/09/2020

06/11/2019

03/09/2020

14/10/2020

CO' QUAN CAP

Health Care Inspectorate
- Pharmaceutical Affairs
and Medical Technology,
Netherlands

National Agency for tne
Safety of Medicine and
Health Products (ANSM),
France

French National Agency
for Medicine and Health
Products Safety (ANSM)

Daejeon Regional Office
of Food & Drug Safety,
Korea

Food and Drug
Administration (Thai
FDA), Thailand

Ministry of Health and
Welfare, Republic of
China (Taiwan)

NHOM

THUOC
1 2
1
1
2
2
2
bot 61



. o . - . NGAY NHOM
TEN Co SO SAN NGUYEN  GIAY CH. NGAY .

STT N DIA CHI PHAM VI CHUNG NHAN 5 R . HET CO* QUAN CAP THUGC
XUAT TAC GMP NHAN CAP
HAN 1 2
33 PATHEON 5900 Martin Luther King ~ * San phdm: c6m udng SINGULAIR® (Montelukast (dw¢i dang EU-GMP  NL/H Health Care Inspectorate 1
MANUFACTURING Jr. Highway, Greenville, Montelukast natri) 4mg). 15/1005102 et - Pharmaceutical Affairs
SERVICES, LLC. North Carolina 27834, USA A 8 and Medical Technology,
(Co s& san xuit) o Netherlands
o
—

Merck Sharp & 4633 Merck Road, Wilson, EU-GMP NL/H Health Care Inspectorate
Dohme Corp, North Carolina (NC) 17/1014440 ~ ® - Pharmaceutical Affairs
Wilson Plant 27893, USA 8 8 and Medical Technology,
(Co s& dorg goi 5 S Netherlands
cdp 1) 3 <3
Merck Sharp & Waaderweg 39, Haarlem, EU-GMP  NL/H Health Care Inspectorate
Dohme B.v 2031BN, Netherlands 17/2002429 % - Pharmaceutical Affairs
(Co s6 dérg géi 8 and Medical Technology,
cép 2) § Netherlands

©

i

34  FRESENIUS KABI  Via s. Leonardo 23 - 45010 * Thudc bét pha dung dich tiém/ truyén Ceiepime Kabl (du¢ EU-GMP IT/7- Italian Medicines Agency 1
IPSUM S.R.L. (cssx Villadose (RO), Italy dang Ceiepime dlhydrochloride monohydrate) Ig. I/H/2018 ® (AIFA)
ban thanh pham; <
tén cii Fresenius S @
Kabi Anti- P XN
Infectives) SN
Labesfal- Zona Industrial do Lagedo, EU-GMP F010/S1/MH ~ e National Authority of
Laboratorios Santiago de /002/2C17 S Medicines and Health
Almiro S.A (cssx  Besteiros,3465-157, S Products (INFARMED),
thanh pham va Portugal § Portugal
Xudt xuéng) o
35 Korea United 107, Gongdan-ro, Yeonseo- * Thu6c doc té bao chdng ung thw: vién nén, vién nang; Thu6c PIC/S- 2018-G1- © 41\} Deajeon Regional 2
Pharm. Inc myeon, Sejong-si, tiém (dung dich, bdt, bdt déng kho) GMP 1863 P N Commissioner Food and
Republic of Korea % «T Drug Administration,
3 ®  MFDS, Korea
o (N

Danh séch co s& bet Trang 8/16 bot 61



NGAY NHOM

STT TEN CU§0 SAN DIA CHI PHAM VICHUNG NHAN N,saGUYEN GIAYACH' NGNAY HET Ca QUAN CAP THUOC
XUAT TAC GMP NHAN CAP
HAN 1 2

36  MSD International Pridco Industrial Park, * San pham: US-GMP  H9M®6-SED3 United States Food and 1
GmbH (Puerto State Road 183, Las +Vién rén bao phim Liptruzet (Ezetimibe/atorvastatin) ~ Drug Administration
Rico Branch) (Co  Piedras, Puerto Rico 10mg/2Cmg. é' (U.S. FDA)

s& sdn xuat ban 00771, USA *Tén qudc té va tai viet Nam: Atozet §
thanh pham) >
(V]
MSD International 70 Tuas West Drive, PIC/S GMP MLMP13000 Health Sciences
GmbH (Singapore Singapore 638414, 01 o Authority (HSA),
Branch) (Co s& Singapore § Singapore
san xudt san pham &
trung gian: cdém) 3
o
Merck Sharp & Waarderweg 39, Haarlem, EU GMP NL/H Health Care Inspectorate
Dohme B.v 2031 BN, Netherlands 17/2002429 x - Pharmaceutical Affairs
(Co s& dong g6i) 8 and Medical Technology,
% Netherlands
©
—

37 Pierre Fabre Aquitaine Pharm * San phém: Thudc b6t déng khoé Cernevit. EU-GMP 2018/HPF/F © National Agency for the 1
Medicament International 1, Avenue du R/186 § Safety of Medicine and
Production (Co s& Béarn, IDRON, 64320, § 0 Health Products (ANSM),
san xudt) France = ™ France

i (N
H
Baxter SA (Cos& Boulevard Rene Branquart EU GMP BE/GMP/20 © ‘: Federal Agency for
doéng goi va xudt 80, Lessines, 7860, 15/118 g ™M Medicines and Health
xuéng 16) Belgium S Products (FAMHP),
§ Belgium
38 SANOFI S.P.A. S.S. 17 Km 22-67019 *Thu6c Khong vo trung: Vién rang mém, Vién nén, vién nén EU-GMP  1T/130/H/20 °_°. 0 Italian Medicines Agency 1
Scoppito (AQ), Italia bao phim, vién nén bao dudng va vién nhai (bao gdom ca thudc 18 2 E)N AIFA
chra hormon Corticosteroid). g o
*Thudc tlr dwgce liéu: Vién nang mém; Vién nén. § i

V
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TEN CO*ser SAN
STT "
XUAT

39 Astellas Ireland
Co. Ltd

40 Merck Sharp &
Dohme B.V.

41  MSD International
GmbH (Puerto
Rico Branch) LLC
(Co so san xuét)

Merk Sharp &
Dohme B.V
(Co so dbng goi)

42  Rontis Hellas
Medica and
Pharmaceutical
Products S A.

43 IDT Biologika
GmbH

44 Patheon
Manufacturing
Services, LLC

Danh sach co sé& Pet

PIA CHI

Killorglin, Co. Kerry,
Ireland

Waarderweg 39,
HAARLEM, 2031BN,
Netherlands

Pridco Industrial Park,
State road 183, Las
Piedras, Puerto Rico
00771, USA

Waarderweg 39, Haarlem,

2031BN, Netherlands

p.o. BOX 3012 Larisa
Industrial Area, Larisa,
41004, Greece

Am Pharmapark,
06861 Dessau -RoRlau,
Germany

5900 Martin Luther King
Jr. Highway, Greenville,
NC 27834, USA

PHAM VI CHUNG NHAN

*Thudc vo trung:
+ Thu6c san xudt vo trang: Dung dich :hé tich nho.
*Thuéc khdng vo tring: Vién nang clng.

* Thudc khdng vo trung: Thuéc bot déng tui; vién nén

* San pham:

+ Vién nén bao phim Janumet XR® (sitagiiptin/metformin HCL)
50mg/1000mg) Tablet, extended release;

+Vién nén bao phim Janumet XR® 100rrg/IO00mg (sitagliptin,
metformin HCL) Tablet, extended release;

+ Vién nén bao phim Janumet XR® 50/500mg (metformin HCL
500mg; sitagliptin 50mg) Tablet, extended release.

* Thudc khéng vo trung: Vién nang crng; vién nén.

*Thudc vo trung:

+ Thuéc san xudt vé trung: Dung dich Ihé tich I&n; thubc
dong khd; dung dich thé tich nhé.

+ Thu@c tiét trang cudi: Dung dich thé tich 16n; dung dich thé
tich nhé.
*Thudc sinh hoc: Thudc cdng nghé sinh hoc; vac xin.

* San pham: IV Busulfex (busulfan), Injection (busulfan
6mg/ml)

Trang 10/16

NGUYEN
TAC GMP

EU GMP

EUGMP

u.s. cGMP

EU GMP

EU-GMP

CPP
(USGMP)

GIAY CH.
NHAN

17463/M10
35

NL/H
17/2002429

+ G5FJ-
DXMT

+ BNOQ-
FAKS

+JMNC-
NUZC

85753/14-8-
2018

D€ _ST 01 G
MP_2018_0
031

JFF7-RJIX8

13/11/2017

16/02/2018

24/08/2017

01/10/2018 27/08/2018

16/02/2018

25/08/2020

09/11/2020

23/08/2019

08/06/2021 05/07/2021

15/02/2020

Co QUAN CAP

Health Products
Regulatory Authority
(HPRA), Ireland

Health Care Inspectorate
- Pharmaceutical Affairs
and Medical Technology,
Netherlands

United States Food and
Drug Administration
(Uss. FDA)

National Organization
for Medicines (EOF),
Greece

Coquan thdm quyén
blrc

United States Food and
Drug Administration

NHOM

THUOC

1

1

1

1

2

bot 61



STT

45

46

47

48

49

TEN Co SO SAN
XUAT

Korea Arlico

Pharm Co., Ltd

AstraZeneca AB

Reliance life
sciences private
limited

Samnam
Pharmaceutical
Co., LTD

Oncomed
manufacturing a.s.
(cos@san xudt)

Synthon Hispania,
SL(cos&xudt
xudng)

Danh sach co s@ Pet

DIA CHi

21, Vongso 2-gil,
Gwanghyewon-myeon,
Jincheon-gun,
Chungcheongbuk-do,
Republic of Korea
SE-15185 Sodertalje,
Sweden

(Pia chi cu thé: PET
Packaging, Gartunavagen,
Sodertalje, 15185,
Sweden)

R-282, T.T.C Area of
M.I.D.C, Thane Belapur
Road, Rabale Navi
Mumbai 400701, India

77 Insam-ro, Geumsam-
eup, Geumsan-gun,
Chungcheongnam-do,
Republic of, Korea

Karasek 2229/1b budova
02, 62100 Brno- Reckovice
- Czech Republic

Pol.Ind.Les Sallines. Carrer
Castello, 1, 08830 SANT
BOI DE LLOBREGAT
(Barcelona), Spain.

‘ A NGUYEN  GIAY CH.
PHAM VI CHUNG NHAN ~ A
: ) TAC GMP NHAN
*Thuéc vién nén; vién nén bao phim; vién nang; thuéc mé; PIC/S-GMP 2018-G1-
thudc kem; thudc gel. 1677
Tnudc khéng vo trung: Vién nang cieng; pellet, thudc c6m; viéen EU-GMP  6.2.1-2018-
nén. 030278
* Dayc huyén san xudt DS (ngueyen liéu) va DP (thanh phdm)  PIC/SGMP BIO-97-89
thudc cong nghé sinh hoc/Retep ase.
*Thudc khdng vo trung: vién nén; vién nang; thuéc bot; thuéec PIC/S-GMP 2018-G1-
cém. 1273
* S4n phdm: BOt ddng khod pha dung cich dam dac dé pha EU GMP  sukls96769/
dung dich tiém truyén tinh mach Pemetrexed biovagen (duéi 2017
dang Pemetrexed dinatri hemiperrtahydrat |I00Omg)
EU GMP NCF/1738/0
01/CAT

Trang 11/16

NGAY
CAP

03/09/2018

17/09/2018

05/07/2018 ©t © 33

o @ sy

16/11/2017

NGAY

HET

H

>

N

29/05/2021

05/04/2021 ©IO 420 14/06/2021

T,

IR

00" QUAN CAP

Daejon Regional Office
of Food and Drug Safety

Swedish Medical
Products Agency (MPA)

Iran Food and Drug
Administration (IFDAI

Deajeon Regional Office
of Food and Drug Safety,
Korea

State Institute for Drug
Control (SUKL), Czech
Republic

Ministry of health of
Government of
Catalonia - Spain

NHOM

THUOC
1 2

2
1

2

2
1
uy
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TEN Co SO SAN
XUAT

50 Sabiedriba ar
ierobezotu
atbildibu
"PHARMIDEA™"
(* Téen viét tat: SIA
PHARMIDEA)
Cach viét khac:
Limited liability
company
PHARMIDEA
(PHARMIDEA SIA)

STT

51 Cipla Limited (Unit

V)
52 Cipla Ltd
53 Cipla Ltd

54  Cipla Limited (Unit

)

Danh séch co s@ Dat

DIA CHi

Rlpnicu iela 4, Olaine,
Olaine novads, LV-2114,
Latvia

Céach viét khac: 4 Rupnicu
Street, Olaine, Olalne
district, LV-2114, Latvia

Unit IV, Plot No, 9,10 &
15, Indore Special
Economic Zone, Phase Il
Pithampur, District DHAR,
Madhya Pradesh, In-454
775, India

Plot No. L-139, S-103 & M-
62, Verna Industrial
Estate, Verna, Salcette,
403722 Goa Pin, India

Unit 1 Plot Nos. L-139 - L-
143, Verna Industrial
Estate, Verna Salcette,
Goa 403722, India

UNIT II, Plot No. 9,10 &
15, Indore Special
Economic Zone, Phase Il
Pithampur, District DHAR,
Madhya Pradesh, In-454
775, India

PHAM VI CHUNG NHAN NGUYEN  GIAY CH.

TACGMP  NHAN

*Thudc vo trang: EU-GMP ZVA/LV/201

+Thudc sdn xudt vo trung: Thudc déng kho (bao gom ca thudce 8/0121-

chira chét doc té bao/chéat kim té bao); dung dich thé tich Tho

(bao gém ca thudc chira chat doc té bao/chat kim té bao).

+Thudc tiét tring cudi: Dung dich thé tich nho (bao gbm ca

thudc chira chat doc té bao/chat kim té bao).

*Thudc khong vo tring: vién nang cing; vién nén. EU-GMP UK GM3
14694 Insp
GMP
14694/1638
7119-0001

*Thudc khdng vo trang: Vién nang ctng; thudc xit mdi, thuéc  PICS-GMP 282a/17

hit dang phan lidu, siré khd; thudc ban rén; vién nén.

*Thudc khéng vé trang: Thudc xit miii dang hén dich chira EU-GMP DE_HE_01_

Azelastinhydrochlorid/Fluticasonoropinoat. GMP_2017_
1038

* Thu6c khong vo tring: Dang bao ché xit béng ap Iwc. EU-GMP UKGM3
14694 Insp
GMP
14694/1638
7087-0001

Trang 12 /16

NGAY
CAP

16/08/2018

Ogh=°%

™M
0%

24/07/2017

14/09/2017

22 0% 20%~

NGAY
HET
HAN

24/05/2021

20/02/2020

20/01/2020

26/04/2020

20/02/2020

Co QUAN CAP

State Agency of
Medicines (ZVA), Latvia

United Kingdom's
medicines and
Healthcare Products
Regulatory Agency
MHRA

National Pharmaceutical
Regulatory Agency,
Malaysia

Co quan thdm quyén
Pl

United Kingdom's
medicines and
Healthcare Products
Regulatory Agency
MHRA

NHOM
THUGC

1

2

bot 61



STT

55

56

57

58

59

60

TEN Co SO SAN
XUAT

Cipla Limited (Unit

i)

Cipla Limited

Cipla Limited (Unit
1)

Cipla Limited (Unit
1)

ABC Farmaceutici
S.P.A.

Lek
Pharmaceuticals
d.d
(Co s& san xuat)

Lek
Pharmaceuticals
d.d
(Co s& dong goi)

Danh séch co s& Dat

DIA CHI

Unit VII, Plot No. L-139, S-
103 & M-62, Verna
Industrial Estate, Verna,
Goa, IN-403 722, India

Plot No. 9 & 10, Indore
Special Economic Zone,
Phase Il, Pithampur,
District DHAR, In-454775,
India

Unit lll, Plot No 9,10 & 15,
Indore Special Economic
Zone, Phase Il, Pithampur,
District DHAR, Madhya
Pradesh, In-454 775, India

UNIT II

PLOT NO A-42, MIDC,
PATALGANGA, DISTRICT
RAIGAD, MAHARASHTRA,
IN-410220, INDIA

Via Cantone Moretti, 29
(loc. LocalitalSan
Bernardo) -10015 Ivrea
(TO), Italy

Verovskova ulica 57,1526
Ljubljana, Slovenia.

(Céch viét khac:
Verovskova 57,1526
Ljubljana, Slovenia)

Trimlini 2D, Lendava,
9220, Slovenia.

(Céach viét khac: Trimlini
2D, 9220 Lendava,
Slovenia)

PHAM VI CHUNG NHAN

*Thudc khdng vo trang: Vién rang cirng; vién nén.

*Thudc khéng vo trang: Thudc xit miii dang hon dich chira
Azelastinhydrochlorid/Fluticasororopinoat.

*Thudc khong v6 trung: Thudc xit mi.

*Thudc khong vo trung: Vién nén.

*Thudc khong v6 trung: Vién nang cng; thuéc udng dang
I6ng; thudc boét, thudc c6m; vién nén.

*San pham:

+ Vién nén bao phim Tensiber Plus ( Irbersartan 150mg va
Hydrochlorothiazide 12,5mg).

+ Vién nén bao phim Periloz Pkis (Perindopril tert-
butylamine 4mg va Indapamide ,25mg). Tén tai Viét Nam:
Periloz Plus 4mg/1,25mg

Trang 13/16

NGUYEN
TAC GMP

EU-GMP

EU-GMP

EU-GMP

EU-GMP

EU-GMP

EU GMP

EU-GMP

GIAY CH.
NHAN

UKGMP
14694 Insp
GMP
14694/4630
235-0002
DE_HE_01_
GMP_2016_
0056

UKGMP
14694 Insp
GMP
14694/1638
7104-0001

UKGMP
14694 Insp
GMP
14694/4416
87-0005

IT/308-
I/H/2016

401-25/2017
5

401-8/2018-
4

NGAY

CAP

21/10/2016

22/06/2017 19/07/2016

14/12/2016 22/05/2018

24/01/2018

30/07/2018

NGAY

HET
HAN

25/05/2019

20/02/2020 17/03/2019

19/02/2021

29/04/2019

2= o0

NHOM

Co QUAN CAP THUGC
1 2

United Kingdom's 2
medicines and
Healthcare Products
Regulatory Agency
MHRA
Co quan thdm quyér 2
bulc
Co quan thdm quyér 2
blrc
Medicines and 2

Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

Italian Medicines Agency 1
(AIFA)

Agency for Medicinal 1
Products and Medical
Devices of the Republic

of Slovenia (JAZMP)

Agency for Medicina!
Products and Medical
Devices of the Republic
of Slovenia (JAZMP)

bot 61



TEN Co SO SAN

STT "
XUAT

61 Fresenius Kabi AB

62 Medochemie (Far
East) Ltd., {Oral
Facility)

63 Kusum Healthcare
Pvt. Ltd

Danh sach co s Dat

DA CHI

Rapsgatan 7, Uppsala,
75174, Sweden

No 10,12 and 16, VSIP II-
A, Street 27, Vietnam
Singapore Industrial Park
II-A, Vinh Tan commune,
Tan Uyen town, Binh
Duong province, Vietnam

Sp-289 (A), RIICO
Industrial Area, Chopanki,
Bhiwadi, Dist. Alwar
(Rajasthan), India

GIAY CH.
NHAN

NGUYEN

PHAM VI CHUNG NHAN L
TAC GMP

*Thudc vo trung c6 tiét trung cudi: EU-GMP 6.2.1-2C16-

+ Dung dich, nhii tvong thé tich Ion. 098801

+ Dung dich thé tich nho.
*Thudc khdng vo trung: Vién nang ctrng, vién nén (bao gdém cd EU-GMP MED0&201
vién bao phim). 8/001

PIC/S-GMP 001/2018/G
MP

*Thu6c khdéng vo trung: Vién nang clng; thu6c dung ngoai
dang Iéng; thudc cdm; thudc ban rén; thudc dat, vién nén, vién
nén bao phim, vién nhai.
* San pham:

+Vién nén Alendra (Sodium alendronate); Ambroxol
(Ambroxol HCI); Vertinex (Prochlorperazine maleate); Gripgo
(Paracetamol, ascorbic acid, phenylephrine HCI); Mezacar
200mg (Carbamazepine); Nimid 100mg (Nimesulide); Nimic
Forte (Nimesulide Tizanidine HCI); Pyrantel 250mg (Pyrantel
pamoate); Suprelax 10mg (Isoxsuprine HCI); Fanigan
(Paracetamol, Diclofenac Sodium); Fusys 50mg, 100mg,
150mg, 200mg (Fluconazole);

+Vién bao L-CET (Levocetirizine dihydrochloride); Vidanol
(Tranexamic acid); Wolvit (Biotin); Denigma 5mg, 10mg
(Memantine HCI); Diclotol 100mg (Aceclofenac); Eszol 100mg
(Itraconazole); Ziomycin 250mg, 500mg (Azithromycin
dihydrate); Quanil 500mg (Citicoline Sodium); Larfix 8mg
(Lornoxicam); Lefno 20mg (Leflunomide); Loflatil (Loperamide
HCI, Simeticone); Neurodar 500mg (Citicoline Sodium); Oze'lyk
400mg (Gatifloxazine Sesquihydrate); Orgyl 500mg
(Ornidazole); Polymic (Ofloxacin Ornidazole); Rinit 150mg
(Ranitidine HCI); Servonex 5mg, 10mg (Donepezil HCI); Tigeron
500mg, 750mg (Levofloxacin hemihydrate);

Trang 14/16

NGAY
CAP

26/09/2018

09/03/2018

NGAY
HET
HAN

i

0

o

14/12/2020

CO QUAN CAP

Medical Products
Agency, Sweden

Pharmaceutical Services
Ministry of Health,
Cyprus

State Administration of
Ukraine on Medicinal
Products (SAUMP)

NHOM

THUBC

1 2

1
2
2
bot 61



TEN Co SO SAN NGUYEN GIAYCH. NoAy NCAY NHOM
XSAT DIA CHI PHAM VI CHUNG NHAN ' . HET Co QUAN CAP THUOC

STT TAC GMP NHAN CAP
HAN i 2

+Vién bao phim Wonder 30mg. 60mg (Dapoxetine HCI);
Diacobal 5C'0mcg (Methylcoba amin); Lion 600mg (Linezolid);
Moginin 50mg, 100mg (Sildenafil}; Montular 10mg
(MontelukcSt Sodium); Neurocobal 500mcg
(Methylcobalamin); Oxapin 300mg (Oxcarbazepine); Samitol
500mg (Secnidazole);

+Vién bao tan trong ruft Serra:a 10mg (Serratiopeptidase);

+ Vién nén gidi phéng cham Mezacar SR 400mg
(Carbamazepine);

+Vién nén phan tan Fusys DT 50mg (Fluconazole);

22/02/2018
15/12/2020

+ Vién nhai Ascozon (Ascorb c acid, sodium ascorbate, zinc
oxide)

+Vién dat am dao Gynex, Gynex Forte (Metronidazole &
Miconazole nitrate); Dermazole 400mg (Ketoconazole); Mistol
5D0mg (Metronidazole);

+Vién dat Diclosafe 100mg (D clofenac sodium)

+Vién nang cirng Zonik 150ng (Pregabalin); Nuropentine
330mg (Gabapentin);

+ Thudc c6m Gripgo hotmix (Paracetamol, ascorbic acid,
phenylephrine HCI); Kataria (Sodium citrate); Quanil (Citicoline
Sodium); N mid 100mg (Nimesulide);

+ Thudc kern Dermazole (Ketoconazole); Clofan
(Clotrimazole);

+ Gel dung ngoai Diclosafe, Didosafe Forte (Diclofenac
dethylamine); Diclosafe Max (Diclofenac sodium); Nimid
(Nimesulide); Fanigan Fast (Diclofenac diethylamine,
Methylsalicylate, Mentol, Linseec oil); Fusys (Fluconazole);

+ Thudc m& Phorcal (Calcitriol);

+ Dung dich dung ngoai Remov (Dimethicone);

64 Naprod Life G-17/1, M.l D.C,, Tarapur, *Thudc vd trung: PIC/s-GMP 072/2017/G State Administration of 2
Sciences Pvt. Ltd  Boisar, Dist-Thane + Thu6c tiét tring cudi: dung cich thé tich nhé; MP Ukraine on Medicinal
401506, Maharashtra + Thudc sdn xuét vd trung: thudc dong kho; Products (SAUMP)
State, India *San phdm thudc chira Omep-'azol; Esomeprazole;
Pantoprazole; Rabeprazole; Azitoromycine; Capreomycin;
Clarythromycin; Propofol

18/12/2017

Danh sach co s&@Pst Trang 15/16 bot 61



TEN Co SO SAN

STT .
XUAT

65 Medreich Limited -

Unit 1

66  Bilim llac Sanayi
Ve Ticaret Anonim
Sirketi

67 Pharmaceutical
Works Polpharma
S.A

Danh séch co s& bat

DA CHI

12th Mile, Old Madras
Road, Virgonagar,
Bangalore, IN 560-049,
India

Gebze Organize Sanayi
Bolgesi 1900 Sokak No:
1904, 41400 Gebze,
Kocaeli, Turkey

28/30 Ozarowska street,
Duchnice, 05-850 Ozarow
Mazowiecki, Poland

PHAM VICHUNG NHAN

*Thu6c khong vo trung chra khang sinh nhém Penicillin: Vién
nang crng; vién nén; vién nén bao phim; bodt pha hon dich
uéng.

*Thuéc khéng vo trung: Vién nang clrng; thudc udng dang
16ng (siro va hon dich); dang bao ché ban ran; vién nén; bot
pha hén dich uéng (déng chai va goi).

* San pham:
-Thudc bét pha dung dich tiém Bio-Taskym (cefotaxim Ig)

- Thudc bét pha dung dich tiém Thudc Poltraxon (Ceftriaxon
19);

- Thudc bot pha dung dich tiém Biofumoksym (Cefuroxim
1,59)

- Thuéc bdt pha dung dich/ hdn dich tiém Biofumoksym
(Cefuroxim 750mg)
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