
BO GIAO THONG VAN TAl CONG HOA.xA HOI cHiJ NGHIA VI~T NAM
CVC Y TE DQc l~p - TV do - H~nh phiic

se ?52-ICYT-NVYD&TTBYT HaN9i, ngay O( thang 9 nam 2017
VIv cong b5 CO" so' san xu~t thuoc dat
tieu chuan PIC/S-GMP va EU-GMP

(DQt 51)

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t6 chuyen nganh GTVT;
- Cong ty c6 phan Benh vien GTVT.

Ngay 25/8/2017, C\lC Quan 1y Duoc - BQ Y t6 co Cong van s5
12957/QLD-CL v€ viec cong b5 co so san xu§.t thuoc dat tieu chuan PIC/S
GMP va EU-GMP (Dot 51). NQi dung cu th€ cua Cong van tren ducc dang tai
tren trang thong tin dien ill cua C\lC Y t6 GTVT - Dia chi: http://ha.mt.gov.vn -
Muc: Thong tin thuoc.

Nui nhiin:
- Nhir tren (Qua website C\lC Y t€ GTVT);
- Luu: VT, NVYD&TTBYT.

Vii Van Tri~n



BO Y TE CQNG HOA xA HOI cnn NGHiA VI~T NAM
CVC QUAN LY DU<}C DQcI~p - TV do - H,nh phuc
S6: )"l~S1-/QLD-CL Ha N9i, ngayffthimg t niif1:1 2017 .. . _ . I

V/v cong b6 co So' san xu~t thuoc I cue Y_TE GIAC, ':HONG V_A,NTAl i
d~ttieu chuan PIC/S-GMP va EU- I CONeVA N f)EN

/ GMP (DQt51) I 30-08- 2017

[~ _,v~ Kinhgirl: Sa Y ~.cac tinh, thanh phil true thuoc T~~ ;1._~_t?S-_. __

I' Th\lc, hien Thfm~ tir so 1112016/T1-BYT ngay 11105/2016 cua BQY tS Quy
dinh viec dau thau thuoc tai cac co sa y te cong l~p;

Cue Quan ly Duoc thong bao:
1. Cong b6 Danh sach co sa san xu~t thuoc dat tieu chuan PIC/S-GMP va

EU-GMP (Dot 51).
2. Rut ten ra khoi Danh sach co sa san xu~t dat tieu chuan PIC/S-GMP va

EU-GMP d6i voi cac tnrong hop: .
- CO'sa san xu~t co Gi~y clnrng nhan GMP da:hSt hieu hrc qua 03 thang (Giay

clurng nhan GMP hth hieu hrc kS tir ngay 29/04/2017 trc vS tnroc) va cho toi ngay
28/07/2017 co sa san xuat chua tien hanh nQp l~i gi~y chUng nh~ maio

- CO'sa san xu~t duQ'c t~m cong b6 trong thm gian 03 thang va cho tai thai
diSm hi~n t~i (28/07/2017) chua tiSn hanh nQp be, sung thong tin vS h~ l\lc
cua Gi~y chUng nh~.

3. Di@uchinh nQi dung sau khi thfun dinh h6 sO'be, sung cua cong ty:
- Cong ty Intas Pharmaceuticals Ltd. Biopharma Division (cong b6 D91 50

STT 46): DiSu chinh ten cO' sa thanh "Intas Pharmaceuticals Ltd. Biopharma
Division".

- Cong ty C.B.Fleet Company. INC (cong b6 Dqt 50 SIT 34): DiSu chinh dia
chi nha may thanh: "Lynchburg, VA 24502, United States of America".

- Cong ty Sanofi S.P.A (cong b6 Dqt 50 STT 7): Be, sung cach ghi dia chi cli
"Localita Valcanello , 03012 Anagni (Fronsinone), Italy".

- Cong ty Laboratorios Rubio, S.A (cong b6 Dqt 50 STT 41): Be, sung ph~m
vi "Vien nen bao phim".

- Cong ty Warsaw Pharmaceutical Works Polfa S.A. (cong b6 D91 49 STT
62): Be, sung ph~ vi "thu6c tiem nhli tuang".

- Cong ty Berlin-Chemie AG (cong b6 Dqt 31 STT 37): Di@uchinh ph~ vi
thanh: "* Thu6c vo trimg:+ Thu6c ti~t trimg cu6i: Dung dich thS tich Ian; * Thu6c
khfmg vo trimg: Thu6c dUng ngoai d~ng long; thu6c u6ng d~g long; thu6c c6m;
thu6c d~n".

- Cong ty PT. Merck Tbk (cong b6 D91 50 SIT 69): DiSu chinh dia chi thanh
" JL. TB. Simatupang No.8 Pasar Rebo, Jakarta Timur 13760, Indonesia (ho~c JL.
TB. Simatupang No.8 Pasar Rebo, Jakarta 13760, Indonesia)".

_ Cong ty Merck Sante s.a.s (CO'sa san xu~t) (cong b6 Dqt 50 STT 70): DiSu
chinh dia chi thanh " JL. TB. Simatupang No.8 Pasar Rebo, Jakarta Timur 13760,



Indonesia (hoac JL. TB. Simatupang No. 8 Pasar Rebo, Jakarta 13760,
Indonesia)" .

_Cong ty Rafarm SA (cong b6 Dot 46 stt 23): Be, sung pham vi "vien nen bao
phim".

_ Cong ty GP Pharm, SA (cong b6 Dot 42 stt 39): Di@uchinh ngay h@than .
GCN d@n"31/01/2018".

- Cong ty Korea Pharma Co., Ltd (cong b6 Dot 49 stt 5): Be, sung pham vi
"vien nen bao dirong".

- Cong ty Mitsubishi Tanabe Pharma Factory Ltd., Onoda Plant (cong b6 Dot
50 STT 2): Di@uchinh pham vi thanh "Viennang giai phong co kiem S0<1t".

- Cong ty Rotexmedica GmbH Arzneimittelwerk (cong b6 Dot 31 STT 53):
Be,sung pham vi "Thu6c gay nghien, huong than".

- Cong ty PT Novell Pharmaceutical Laboratories (cong b6 Dot 47 STT 45):
Be,sung pham vi "vien nen bao phim".

- Cong ty Bilim Ilac Sanayi Ve Ticaret Anonim Sirketi (cong b6 DQt31 STT
14):Dieu chinh pham vi thanh "thu6c khong vo trung chua khang sinh penicillin".

- Cong ty Oncotec Pharma Produktion GmbH (cong b6 Dot 50 STT 67): Dieu
chinh co quan c~pGCN thanh "Co quan thfimquyen Dire (Sachsen-Anhalt)".

- Cong ty SUN Pharmaceutical Industries Ltd. India, Halol (cong b6 DQt 31
STT 65): Be,sung pham vi "vien nen bao phim".

- Cong ty Natco Pharma Limited (cong b6 DQt·43STT 52): B6 sung pham vi
"Vien nen bao phim".

- Cong ty Imexpharm Corporation Branch III (IMP3) (cong b6 DQt 45 STT
17):B6 sung "Thuoc bQtpha tiem IMETOXIM 1g" xet nhom thau 1.

- Cong ty Beaufour Ipsen Industrie (cong b6 DQt 49 STT 67): B6 ten san
pham C\lth@Tanakan (Ginkgo biloba extract 40mg) kh6i ph~mvi chUngnh~n.

- Cong ty Facta Farmaceutical S.P.A.( Cong b6 Dgt 41 SIT 2): Di@uchinh
ngay h@th~ thanh "10/7/2018" va be,sung ca sa san xu~t ban thanh phfim.

Danh sach c~pnh~t ca sa san xu~t thu6c d~t tieu chufinPIC/S-GMP va EU
GMP t6ng hgp til dQt 1 d@nDgt 51 dugc dang tai tren trang thong tin di~n tu cua
C\lCQuan ly Dugc - Dia chi: http://www.dav.gov.vn - M\lc Quan ly gia thu6c/TT
v@d~uth§.uthu6c).

C\lCQuan ly Dugc cong b6 Danh sach ca sa san xu~t thu6c d~t tieu chufin
PIC/S-GMP, EU-GMP theo dinh d~g Excel va PDF d@cac ca sa xet th§.uthu~n
19itro~g tra cUu.Trong do, danh sach dum d~g PDF dugc coi la can cu d@xem
xet cuoi cung.

4. Trong trnang hgp co sa san xu~t co ten d6ng thai trong "Danh sach ca sa
san xu~t thu6c d~t tieu chufin PIC/S-GMP, EU-GMP"; va "Danh sach h6 sa d@
nghj cong b6 ca sa simxu~t thu6c d~t tieu chufinPIC/S-GMP, EU-GMP khong d~t
yeu cau", "Danh sach h6 sa d@nghi cong b6 ca sa sim xu~t thu6c d~t tieu chuk
PIC/S-GMP, EU-GMP phai be,sung giai trinh" thi ca sa san xu~t dap Ungcac yeu



cftu dat tieu chuan PIC/S-GMP, EU-GMP voi pham vi chirng nhan diroc cong bd
tai Danh sach c~p nhat co sa san xuAt thuoc dat tieu chuan PIC/S-GMP va EU
GMP.

Sa Y t@cac tinh thanh phd tnrc thuoc Trung uong chiu trach nhiem thong
bao thong tin tren voi cac co sa y t@tren dia ban d8 cac co sa thirc hien cong tac
dAuthftu thuoc theo dung quy dinh.

C\lC Quan ly Diroc thong bao d8 cac dan vi bi@tva thuc hi~n./.

Nai nh{in:
- Nhtr tren;
- IT Truong Qu6c Cuong (d8 b/c);
- Cue Quan Y - BO quoc phong;
- Cue Y t8 - BO Cong an; /
- Cue Y t8 - BOGiao thong v~ tai;
- Cac benh vien tnrc thuoc BO Y t8;
- Website Cue Quan ly Duoc;
- LUll:VT, CL (2b).


