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Ha N9i, ngay 43 thang 02 ndm 2017

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t@chuyen nganh GTVT.

Ngay 25/0112017, C\lCQuan ly Diroc - Bl) Y t@co Cong van s6 783/QLD
CL vS viec cong b6 co sa san xuftt thu6c dat tieu chu~n PIC/S-GMP va EU
GMP (Dqt 47).

DS dam bao chftt hrong thuoc phuc vu cho cong tac kham, chua benh, C\lC
Y t@GTVT yeu c~u cac dan vi:

1. Thong bao thong tin tren trong toan dan vi.

2. Danh sach cong b6 co sa san xuftt thuoc dat tieu chuan PIC/S-GMP va
EU-GMP (Dot 47) duoc dang tai tren trang thong tin dien nr cua C\lC Y t@
qTVT - Dia chi: http://ha.mt.gov.vn - Muc: Chi dao va hu6ng dan nghiep vu y
teo

C\lCY t@GTVT thong bao dS cac dan vi biet va thuc hien.', ~

NO'inhtin:
- Nhir t;en (Qua website C\1C Y t~ GTVT);
- LUll: VT, NVYD&TTBYT.
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V Iv cong bo CO' sc san xuat thuoc
dat tieu chuan PIC/S-GMP va EU
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CQNG HOA xA HQI CHUNGHiA VItT NAM
Doc Hi - Tu do - Hanh bue

lJ'1t.TA' , hd ~ CUh 'flEGIAO THONG VAN TAlria 1V9l, ngayo2S1ang o/nam L'CONG VAN DEN

06 -02- 2017

, Kinh ,. S' y ~ , inh hanh hJ.. hAT til,r~~ jt//I-I 1 gin: a te cac ti ,t auu P 0 tnrc t uoc rung .

I vY7 ./l/ ~ Thvc, hien Thon~ tu s6 11/2016/T~-BYT ngay 11/05/2016 cua BQY tS Quy
Z/ dinh viec dau thau thuoc tai cac ca so y te cong lap;

C\lCQuan ly Diroc thong bao:
1. Cong b6 Danh sach co so san xuftt thuoc dat tieu chufin PIC/S-GMP va

EU-GMP (Dqt 47).
2. Rut ten ra khoi Danh sach co so san xuftt dat tieu chufin PIC/S-GMP va

EU-GMP d6i voi cac tnrong hop:
- Co so san xu~t co Gi~y clnrng nhan GMP d§:hSt hieu hrc qua 03 thang

(Giay chirng nhan GMP hSt hieu hrc kS til ngay 25/10/2016 tro vS truac) va cho
tai ngay 24/0112017 ca so san xu~t chua tiSn hanh nQPl~i gi~y chung nh~n maio

- Cong ty Hospira Healthcare India Private Limited (cong b6 Dqt 41 STT
29): Rut kh6i danh sach do Cong ty cung cftp bao cao kiSm tra khong tuan thu
GMP cua nha may.

3. DiSu chinh nQi dung sau khi th§.mdinh h6 sa b6 sung eua cong ty:
- Cong ty Pharmathen International SA (cong b6 Dqt 42 STT 14): B6 sung

d~ng bao chS "vien nen bao phim".
- Cong ty PT. Aventis Pharma (cong b6 Dqt 45 STT 26): B6 sung thai h~n

hi~u h,rccua san ph§.m.
- Cong ty Innothera Chouzy (cong b6 Dqt 45 STT 30): B6 sung d~ng bao

chS "vien nen bao phim, vien nang mSm".
- Cong ty Cadila Healthcare Limited (cong b6 Dqt 45 STT 4): B6 sung

d~ng bao chS "vien nen bao phim".
- Cong ty Ajinomoto Pharmaceuticals Co., Ltd Fukushima Plant (cong b6

Dqt 37 STT 37): DiSu chinh ten ca so san xu~t thanh "EA Pharma Co., Ltd".
- Cong ty Aesica Queenborough Limited (cong b6 Dqt 45 STT 19): B6 sung

d~ng bao chS "vien nen bao phim".
- Cong ty Belmed preparaty, RUE (cong b6 Dqt 27 STT 15): DiSu chinh

ph~m vi chung nh~n thanh "* Thu6c vo trimg khong ti~t trung cU6i: Dung dich thS
tich nh6 (bao g6m ca thu6c dQc tS bao/kim tS bao), Thu6c dong kho (bao g6m ca
thu6c dQc tS baolkim tS bao, thu6c chua khang sinh nhom beta-lactam)".

- Cong ty Sopharma AD (cong b6 Dqt 22 STT 23): DiSu chinh dia chi ca so
san xu~t thanh "16 Iliensko Shosse Str., Sofia 1220, Bulgaria".

- Cong ty Merck KGaA (cong b6 Dqt 37 STT 9): B6 sung cach ghi dia chi
khac: Frankfurter Strasse 250 64293 Darmstadt, Germany.



- Cong ty Cadila Healthcare Limited (cong b6 Dot 46 STT 80 ): fli~u chinh
dja chi thanh "Plot No. 417, 419, 420, Sarkhej - Bavla N.H.No. 8A, Village -
Moraiya, Tal-Sanand, Dist: Ahmedabad-382 210, India".

- Cong ty Roche S.P.A (cong b6 Dot 43 STT 28): fli~u chinh dang bao che
thanh "Vien nang Madopar HBS".

- Cong ty Pharmascience INC (cong b6 Dot 27 STT 39): B6 sung pham vi
chimg nhan "vien nhai, vien nen bao phim".

- Cong ty S.C. Antibiotice S.A. (cong b6 Dot 25 STT 86): fli~u chinh ten co
sa thanh "S.C. Antibiotice S.A.".

- Cong ty Venus Remedies, Limited (cong b6 Dot 24 STT 27): fli~u chinh
pham vi chimg nhan thanh "Thu6c san xu~t vo trung: thuoc dong kh6 (bao gem ca
thuoc chua cephalosporin, carbapenem, chat kim tS bao); thuoc bot.".

- Cong ty Anfarm Hellas S.A. (cong b6 Dot 44 STT 19): B6 sung each viet
khac cua dia chi nha may: 61st km Nat. Rd. Athens-Lama, Sximatari Viotias,
32009, Greece.

- Cong ty Nichi-Iko Pharmaceutical, Ltd (cong b6 Dot 33 STT 12): B6 sung
hieu hrc Gi~y clnrng nhan,

- Cong ty Mylan Laboratories SAS (cong b6 Dot 32 STT 10): B6 sung dang
bao chS "vien nen bao phim".

- Cong ty Bushu Pharmaceuticals Ltd. Misato Factory (cong b6 Dot 45 STT
24, 25): fli~u chinh dang bao chS thanh "vien nen bao tan trong ruot".

- Cong ty B.Braun Medical, S.A. (cong b6 Dot 44 STT 20): fli~u chinh ten
co sa thanh "B.Braun Medical, S.A.".

- C6ng ty Zydus Hospira Oncology Private Limited (cong b6 fl<)t 43 STT
16): B6 sung ph?m vi cong b6 nQidung "ch~t dQc tS bao/ch~t kim tS bao".

- Cong ty AbbVie Deutschland GmbH & Co. KG (cong b6 flqt 37 STT 5):
B6 sung d?ng bao chS "Vien nen bao phim".

- Cong ty Santen Pharmaceutical Co., Ltd. Noto Plant (cong b6 flqt 45 STT
60,61,62,63,64): B6 sung hi~u h,rcGi~y chUng nh?n.

- Cong ty Chong Kun Dang Pharmaceutical (cong b6 flqt 36 STT 36): B6
sung cach viSt khac cua dia chi co sa san xu~t.

- Cong ty Santen Pharmaceutical Co., Ltd Shiga Plant (cong b6 flqt 45 STT
32,33,34): B6 sung hi~u h,rcGi~y chUng nh?n.

- Cong ty Young Poong Pharma. Co., Ltd. (cong b6 flqt 46 STT 32): B6
sung s6 gi~y chUng nh?n.

- Cong ty Glenmark Pharmaceuticals Limited (cong b6 flqt 22 STT 21): B6
sung d?ng bao chS "Vien nhai".

- Cong ty Janssen Cilag S.P.A. (cong b6 flqt 40 STT 11): B6 sung d?ng bao
chS "Vien nen bao phim".

- Cong ty Sandoz GmbH - TechOps (cong b6 flqt 46 STT 4): B6 sung cac
ten co sa va dia chi khac cua co sa san xu~t.



- Cong ty Sandoz Grup Saglik Urunleri Ilaclari San. ve Tic. A. S. (cong b6
Dot 44 STT 24): Di@u chinh dia chi nha san xudt thanh "Gebze Organized
Industrial Region Ihsan Dede Cadde No. 900. Sokak TR-41480 Gebze-Kocaeli,
Turkey".

- Cong ty Dr. Reddy's Laboratories Ltd (Cong b6 Dot 28 STT 51): B6 sung
cac san pham cu thS.

Danh sach c~p nhat co sa san xu~t thuoc dat tieu chuan PIC/S-GMP va EU
GMP t6ng hop tir dQ1:1 d~n UQ1:47 duoc dang tai tren trang thong tin dien tir cua
Cue Quan 1y Diroc - Dia chi: http://www.dav.gov.vn - Muc Quan 1y gia thu6c/TT
vS d~u th~u thuoc).

Cue Quan ly Diroc cong b6 Danh sach co sa san xuat thuoc dat tieu chuan
PIC/S-GMP, EU-GMP thea dinh dang Excel va PDF dS cac co sa xet th~u thuan
Ioi tro~g tra ciru. Trong do, danh sach duoi dang PDF duoc coi la din cir dS xem
xet cuoi cling.

4. Trong tnrong hop co sa san xu~t co ten d6ng thai trong "Danh sach co sa
san xuat thuoc dat tieu chu§.n PIC/S-GMP, EU-GMP"; va "Danh sach h6 sa d@
nghi cong b6 ca sa san xu~t thu6c d~t tieu chu§.n PIC/S-GMP, EU-GMP khong d~t
yeu c~u", "Danh sach h6 sa dS nghi cong b6 ca sa san xu~t thu6c d~t tieu chu§.n
PIC/S-GMP, EU-GMP phai b6 sung giai trinh" thi ca sa san xu~t dap Ung cac yeu
c~u d~t tieu chu§.n PIC/S-GMP, EU-GMP v6i ph~m vi chUng nh~n dugc cong b6
t~i Danh sach c~p nh~t ca sa san xu~t thu6c d~t tieu chu§.n PIC/S-GMP va EU
GMP.

Sa y t~ cac tinh thanh ph6 tn.rc thuQc Trung uang chiu trach nhi~m thong
bao thong tin tren v6i cac ca sa y t~ tren dia ban dS cac ca sa th\IC hi~n cong tac
d~u th~u thu6c thea dung quy dinh.

Cvc Quan Iy Dugc thong bao dS cac dan vi bi~t va th\IChi~n./.

No'i I1It~n:
- Nhu tren;
- TT Truong Qu6c Cuemg (d€ b/c);
- C\ICQwin Y - BQ qu6c phong;
- CI,lCy t~ - BQ Cong an;
- CI,lCy t~ - BQ Giao thong v~n tai;
- Cac b~nh vi~n trvc thuQc BQY t~;
- Website CI,lCQuan Iy DUQ'c;
- Luu: VT, CL (2b),


