
BQ Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DU P C  Poe lap - Tu- do - Hanh phuc

So: 552- /QLD-CL Ha Noi, ngay 2CJ  thcmg40 nam 2018
V/v cong bo co so san xuat niroc 

ngoai dap ung GMP khi dang ky liru 
hanh tai Viet Nam (Dot 01)

Kinh gui:

- Phong Dang ky thuoc;
- Van phong Cue;
- Trang Thong tin dien tu Cue Quan ly Dugc:

Trien khai thuc hien quy dinh tai Nghi dinh 54/2017/ND-CP ngay 08 thang 
5 nam 2017 cua Chinh phu quy dinh chi tiet mot so dieu va bien phap thi hanh 
Luat Dugc, Cue Quan ly Dugc da to chuc tham dinh cac ho sa de nghi danh gia co 
so san xuat nuac ngoai dap ung Thuc hanh tot san xuat thuoc khi dang ky luu 
hanh tai Viet Nam.

Can cu ket qua tham dinh danh gia, Cue Quan ly Dugc thong bao:
1. Cong bo Danh sach ca sa san xuat nuac ngoai dap ung Thuc hanh tot san 

xuat thuoc khi dang ky luu hanh tai Viet Nam (Dgt 01) tai Trang Thong tin dien tu 
Cue Quan ly Dugc (Dia chi: http:// dav.gov.vn - Muc Dang ky thuoc).

2. Cong van thong bao nay dugc dinh tai Bang tin Van phong Cue Quan ly 
Dugc trong thai gian 15 ngay ke tu ngay cong bo.

3. Cue Quan ly Dugc tiep tuc tham dinh ho sa dang ky thuoc cua ca sa san 
xuat nude ngoai da dugc cong bo va tien hanh thong bao tdi ca sd khi co ket qua.

Cue Quan ly Dugc thong bao de cac dan vi biet./.

N o i nit an:
- Nhirtren;
- Cue truong Vu Tuan Cuong (de b/c);
- Luu: VT, CL. /

KT. CUC TRl/ONG 
T O O  CUC TRUONG

http://_dav.gov.vn


CONG HOA XA H 0I CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phuc

BO YTE
CUC QUAN LY Dl/OC

Ha Noi, ngay 2$ thangJO nam 2018

DANH SACH CAC CO SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NlTdC NGOAI
DAP LTNG THLTC HANH TOT SAN XUAT KHI DANG KY LUtJ HANH TAI VIET NAM - DOT 1

• • • •

S T T Co' so* san  x u a t
O ja ch i ccr so* san  

x u a t

P h am  vi chum g n h an  

(G C N  G M P /  G ia y  p h e p  san  x u a t)

N g u y e n  ta c  

G M P
G C N N g a y  cap N g a y  h e t han Co1 q u a n  cap

1
Baxter Healthcare 
SA, Singapore 
Branch

2 Woodland ind 
park D Street 2 
Singapore 189720

Day chuyen SX: Che pham dung dich 
vo trung khong de tiem

PIC/s-GMP M00190 06/05/2003 06/05/2019 HSA, Singapore

2
S.C.Magistra C&C 
S.R.L

B-dul Aurel Vlaicu 
nr. 82A, 
Constanta, cod 
900055, Jud. 
Constanta, 
Romania

* Day chuyen SX: Thuoc khong vo 
trung: vien nen bao phim; vien nen 
dat am dao; thuoc ban ran; vien dat/ 
vien trdng, vien nen (bao gom ca 
thuoc chda corticosteroids)

EU-GMP
030/2017
/RO

22/05/2017 31/03/2020

NAMMD (National 
Agency for 
Medicines and 
Medical Devices), 
Rumani



3
Oncomed 
manufacturing 
a.s., Czech

Karasek 2229/lb 
Budova 02 
Reckovice 62100 
Brno, Czech

* Day chuyen san xuat thuoc vo trung: 
+ Thuoc san xuat vo trung: Dung dich 
the tich Ian, thuoc dong kho, dung 
dich the tich nho chda chat doc te bao 
+ Thuoc tiet trung cuoi: Dung dich the 
tich lorn, dung dich the tich nho chda 
chat doc te bao;

EU-GMP
sukls9676
9/2017

07/9/2017 23/6/2020

SUKL (State 
Institute for Drug 
Control), Czech 
Republic

4

Medac
Gesellschatt fur 
klinische
Speczialpraparate 
mbH, Germany

TheaterstraBe 6 
22880 Wedel 
Germany

* Xuat xu’o’ng 16 (Thuoc san xuat vo 
trung; thuoc tiet trung cuoi; san 
pham cong nghe sinh hoc; thuoc sinh 
hoc co nguon goc tit ngadi hoac dong 
vat);
* Dong goi cap 2

EU-GMP
DE_SH_01
_GMP_20
16_0049

12/12/2016 26/11/2018
CQTham quy'en 
Ddc

5
Eisai
Manufacturing
Limited

European 
Knowledge Centre 
Mosquito way 
Hatfield AL 10 9sn 
UK

*Day chuyen SX thuoc khong vo trung: 
Vien nang cang, Vien nen, vien nen 
bao phim

EU-GMP

UK MIA
32301
Insp GMP
/IMP
32301/72
6219-
0007

25/06/2018 22/06/2019
MHRA, United 
Kingdom

6 S.C. Rompharm 
Company S.R.L

Str. Eroilor nr.lA, 
Oras Otopeni, cod 
075100, Jud.llfov, 
Rumani

*Day chuyen SX:
+ Thuoc SX vo trung va tiet trung 

cuoi: Dung dich the tich nho;
+ Thuoc vo trung: Vien nang cdng, 

thuoc nu’o’c dung ngoai, thuoc nirdc 
uong, thuoc bot, thuoc com.

EU-GMP
048/2017

/RO
10/10/2017 25/08/2020

NAMMD (National 
Agency for 
Medicines and 
Medical Devices), 
Rumani



7
PT. Tunggal 
Idaman Abdi

Hormon Plant 2 
(Lantai 1);
Jl.Jend.Ahmad Yani 
No 7,
Rawamangun, 
Jakarta Tim ur, 
Indonesia

* Thuoc tiem chda hormone gio'i tinh 
va tranh thai the tich nho

PIC/s-GMP
4146/CPO
B/A/IV/14 14/04/2014 14/04/2019

NADFC (National 
Agency for Drug 
and Food Control), 
Republic of 
Indonesia

8 Bieffe meditl s.p.a
Via stelvio, 94- 
23035 Sondalo 
(So), Italia

* Thuoc tiet trung cuoi: Dung d.ich the 
tich lo’n EU-GMP

IT-55-1/H-
2017 03/04/2017 28/10/2019 AIFA, Italy

9
Corden Pharma 
Latina

(

Via Del Murillo Km 
2,800-04013 
Sermoneta (Lt), 
Italy

Day chuyen san xuat:
_Thuoc vo trung:

+ Thuoc SX vo trung: dung dich the 
tich lo’n chda chat docte bao/chat 
kim te bao; thuoc dong kho chda chat 
doc te bao/chat kim te' bao; dung dich 
the tich nho chda chat doc te 
bao/chat kim te bao; thuoc bot chda 
penicillin va cephalosporin;

+ Thuoc tiet trung cuoi: dung dich 
the tich nho chda chat doc te 
bao/chat kim te bao;
_Thu6c khong vo trung: Vien nang 
cdng chda penicillin va cephalosporin; 
Vien nang cdng chda chat doc te 
bao/chat kim te bao; Vien nen chda 
chat doc te bao/chat kim te bao; Vien 
nen chda cephalosporin; thuoc bot 
chda penicillin va cephalosporin.

' a\  \  SST ^

EU-GMP

tLL_______

IT/19-
l/H/2018

25/01/2018 21/04/2020 AIFA, Italy



10
Reliance Life 
Science private 
Limited

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

Vac xin tai to hop/ thuoc:
Day chuyen tong hop, chiet xuat: ban 
thanh pham; thuoc tiem; dung dich 
the tich nho pha tiem; thuoc dong 
kho/ hot pha tiem;
Day chuyen san xuat, dong goi: thuoc 
dong kho/ hot pha tiem;

DON VI BE XUAT



WHO-GMP

NEW-
WHO-
GMP/CER
T/KD/705
42/2018/
11/24621

21/08/2018 20/08/2021
FDA Maharashtra, 
India

LANH DAO CUC PHE DUYET


