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Ha Nt5i, ngay Ar thang r nam 2016

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

Ngay 09/8/2016, C\lC Quan ly Diroc - BQ Y tS co Cong van s6
153601QLD-CL vS viec cong b6 co sa san xuat thu6c dat tieu chuan PIC/S
GMP va EU-GMP (Dgt 43).

DS phuc vu t6t cho cong tac d~u th&u thuoc, C\lCyeu c&ucac dan vi tham
khao Danh sach cap nhat co sa san xuat thuoc dat tieu chuan PICS-GMP va EU
GMP t6ng hop til dot 1 dSn dot 43 tren trang thong tin dien tir cua C\lC Y tS
GTVT http://cucytegiaothong.mt.gov.vn; chuyen muc Chi dao va huang dftn
nghiep vu y tS.

Trong qua trinh thirc hien neu co kho khan, virong mac lien h~ true tiep
voi Phong Nghi~p V\l Y Dugc va trang thiSt bi y tS dS dugc huang dftn va giai
quySt./.~~

Nui nh~n:
- Nhutren;
- Luu: VT, NVYD&TTBYT.
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15 -08- 2016

Kinh giri: Sa Y t@cac tinh, thanh p~6 true thuoc Trung rl&ng )2 6.). .
7 •

~ #v'~ Thirc hien Thong tu s6 1112016m-BYT ngay 11/05/2016 cua BQY tS quy
dinh viec d~u th§.u thuoc tai cac co sa y t@cong l~p, C\lCQuan ly Duoc thong bao:

1. Cong b6 Danh sach ca sa san xu~t thuoc dat tieu chuan PIC/S - GMP va
EU - GMP (Dot 43).

2. Rut ten ra khoi Danh sach co sa san xuat d~t tieu chuan PIC/S-GMP va
EU-GMP d6i voi cac co sa san xu~t co Gi~y chirng nhan GMP dfih@thieu hJCqua
03 thang (Giay chirng nhan GMP het hieu lire k@tir ngay 29/04/2016 tro vS truce,
va cho toi ngay 29/07/2016 co sa san xuat chua ti@nhanh nQP l~i gi~y chUng nh~n
mai).

3. DiSu chinh nQi dung sau khi th~m dinh h6 sa b6 sung cua cong ty:
- Cong ty Alcon Cusi SA (cong b6 Dqt 37, STT 29): diSu chinh ph~m vi

chUng nh~n thanh "dung dich th@tich nho - thu6c nho m~t (bao g6m ca hormon
ho~c ch~t co ho~t tinh hormon)".

- Cong ty Korea United Pharm. Inc. (cong b6 Dgt32 STT 24): DiSu chinh
ph~m vi chung nh~n "vien nen" thanh "vien nen, vien nen bao phim ".

- Cong ty Delorbis Pharmaceuticals Ltd (cong b6 Dqt 34 STT 7): diSu chinh
ph~m vi chUng nh~n "vien nen" thanh "vien nen, vien nen bao phim".

- Cong ty Fournier Laboratories Ireland Limited (cong b6 Dqt 27 STT 26):
diSu chinh ten ca sa san xu~t thanh "Fournier Laboratories Ireland Limited"

- Cong ty Novo Nordisk AlS (cong b6 Dgt32 STT 1): b6 sung cach vi@tdia
chi ca sa san xu~t "Novo Nordisk AlS, Novo AIle, DK - 2880 Bagsvrerd
Denmark".

- Cong ty Recipharm Strangnas AB (cong b6 Dqt 41, STT 7): b6 sung d<;lng
bao ch@"vien nen bao phim chua penicillIn".

- Cong ty Rotexmedica GmbH Arzneimittelwerk (cong b6 Dqt 31, STT 53):
b6 sung d<;lngbao ch@"thu6c h6n dich" .

- Cong ty Teva Pharmaceuticals Industries Ltd (cong b6 Dqt 42 STT 18):
DiSu chinh ngay h@th~n gi~y chung nh~n thanh 30/06/2019.

- Cong ty Stada - VN Joint Venture Co., Ltd. (cong b6 STT 24 Dqt 41):
DiSu chinh ten san ph~m "Pantosad" thanh "Pantostad".

- Cong ty Corden Pharma Societa' Per Azioni (cong b6 STT 48 Dgt 33):
DiSu chinh dia chi ca sa san xu~t thanh "17-20867".

- Cong ty Sanofi-Aventis Deutschland GmbH (cong b6 Dgt35 STT 25): b6
sung 5 each vi@tdia chi ca sa san xu~t: "Industriepark Hoechst 65926 Frankfurt
am Main Germany"; " Industriepark H6chst, D-65926 Frankfurt am Main,



Germany"; "Industriepark Hoechst, D-65926 Frankfurt am Main, Germany"; "
Industriepark Hochst, Bruningstrasse 50, D-65926 Frankfurt am Main, Germany";
"Bruningstrasse 50, D-65926 Frankfurt am Main, Germany".

- Cong ty Sanofi-Aventis S.P.A (cong b6 Dot 24 STT 32): b6 sung each
viSt dia chi co so san xuat: " Viale Europa, 11-0riggio (VA), Italia".

- Cong ty CO'so san xuat: Eli Lilly and Company (cong b6 Dot 37 STT 6):
. dieu chinh ten thuoc thanh "Insulin nguoi (Insulin hoa tan)".

- Cong ty CO'so san xuat: Eli Lilly and Company (cong b6 Dot 37 STT 7):
dieu chinh ten thu6c thanh "Insulin nguoi (Insulin isophan)".

- Cong ty CO'so san xu~t: Eli Lilly and Company (cong b6 Dot 37 STT 8):
diSu chinh ten thu6c thanh "Insulin nguoi (300/0 Insulin hoa tan + 70% Insulin
Isophane) 100 UIIml".

- Cong ty TNHH Dai B~c (cong b6 UQt 30 STT 30): diSu chinh pham vi
clurngnhan "vien nen'' thanh "vien nen, vien nen bao phim".

Danh sach c~p nhat co so san xuat thu6c dat tieu chuan PIC/S-GMP va EU
GMP tong hop til dot 1 dSn Dot 43 duoc dang tai tren trang thong tin di~n til cua
Cue Quan ly Duoc - Dia chi: http://www.dav.gov.vn - Muc Quan ly gia thu6c/TT
vS d~u thau thuoc).

Cue Quan ly Dircc cong b6 Danh sach cO'so san xu~t thu6c d(;lttieu chufin
PIC/S-GMP, EU-GMP thee dinh d(;lngExcel va PDF dS cac cO'so xet th~u thu~n
lQ'itr01;g tra Clm. Trong do, danh sach du6i d(;lngPDF duQ'c coi la din cu dS xem
xet cuoi cung.

4. Trong twang hgp cO'so san xu~t co ten d6ng thai trong "Danh sach cO'so
san xu~t thu6c d(;lttieu chufin PIC/S-GMP, EU-GMP"; va "Danh sach h6 sO'dS
nghi cong b6 cO'so san xu~t thu6c d(;lttieu chufin PIC/S-GMP, EU-GMP khong
d(;ltyeu c~u", "Danh sach h6 sO'dS nghi cong b6 cO'so san xu~t thu6c d(;lttieu
chufin PIC/S-GMP, EU-GMP phai b6 sung giai trinh" thi cO'so san xu~t dap Ung
cac yeu c~u d(;lttieu chufin PIC/S-GMP, EU-GMP v6i ph(;lmvi chUng nh~n duQ'c
cong b6 t(;liDanh sach c~p nh~t cq so san xu~t thu6c d(;lttieu chufin PIC/S-GMP va
EU-GMP. '

So Y tS cac tinh thanh ph6 tn.fCthuQc Trung uong chiu trach nhi~m thong
bao thong tin tren v6i cac cO'so y tS tren dia ban dS cac cO'so thvc hi~n cong tac
d~u th~u thu6c thee dung quy dinh.

Cvc Quan ly DuQ'cthong bao dS cac don vi biSt va thvc hi~n./.

Noi nh~n:
- Nhu tren;
- CT. Truong Qu6c CUOng(d~ b/c);
- C\lCQuan Y - B<)qu6c phOng;
- C\lCY t€ - B<)Cong an;
- C\lCY t€ - B<)Giao thong v~n Uti;/
- Cac b~nh vi~n tqfC thu<)cB<)Y t€; ('I9
- Website C\lc Quan ly DuQ'c; .
- Luu: VT, CL (2b).


