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S6::)10 /CYT-NVYD&TTBYT HaN9i, ngay OJ thdng 05 ndm 2017
VIv cong b6 co sa san xuAtthuoc dat
tieu chuan PIC/S-GMP va EU-GMP

(DQt 49)

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

Ngay 27/4/2017, Cue Quan ly Duoc - BQY tS co Cong van s6 5844/QLD
CL v@viec cong b6 co sa san xu~t thuoc dat tieu chuan PIC/S-GMP va EU
GMP (DQt 49). NQi dung cu thS cua Cong van tren duoc dang tai tren trang
thong tin dien tu cua Cue Y tS GTVT - Dia chi: http://ha.mt.gov.vn - Muc: Chi
dao va hu6ng dfin nghiep vu y tS.

Cue Y tS GTVT thong bao dS cac dan vi biet va thirc hien.'. ~ .

Nui nhiin:
- Nhir tren (Qua website Cue Y t€ GTVT);
- Liru: VT, NVYD&TTBYT.
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V/v cong b6 co so' san xuat thuoc CONG VAN OEN
dat tieu chuan PIC/S-GMP va EU-

GMP (DQt 49) 0 3 -04- 2017

Kinh giri: Sa Y tS cac tinh, thanh ph6 true thuoc Trun ~g ~{ .

II Thirc hien Thong tu s6 1112016/TT-BYT ngay 11105/2016 cua BQ Y tS
uy dinh viec d~u th~u thuoc tai cac co sa y tS cong lap;

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

EU-GMP (DQ't49).
2. Rut ten ra khoi Danh sach co sa san xu~t dat tieu chufin PIC/S-Gl\1P va

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

(Gi~y chirng nhan GMP hSt hieu hrc kS tir ngay 13/01/2017 tro vS tnroc) va cho
toi ngay 13/04/2017 co sa san xu~t chua tien hanh nQp l';ligi~y chUng nh?n moi

- CO' sa san xu~t duQ'c t';lm cong b6 trong thai gian 03 thang va cho t6i
thai diSm hi~n t';li (13/04/2017) chua tiSn hanh nQp b6 sung thong tin vS h';ln
hi~u l\fc cua Gi~y chUng nh?n.

3. DiSu chinh nQi dung sau khi th:im dinh h6 So' b6 sung cua cong ty:
- Cong ty B.Braun Melsungen AG (cong b6 Dqt 47 STT 32): Bo ten eO' sa

san xu~t ra khoi cach viSt dia chi va sua "Strasse" thanh "Stra~e". B6 sung each
ghi khac cua dia chi "Carl- Braun - Stra~e 1,34212 Melsungen, Germany".

- Cong ty Actavis Italy S.p.a (cong b6 Dqt 41 STT 8): DiSu chinh ph';lmvi
thanh '''Thu6c bQt dong kho (chua ch~t dQc tS bao/ch~t kim tS bao)" va "dung
dich thS tich nho (bao g6m ca thu6c chua ch~t dQc tS bao/ch~t kim tS bao)". DiSu
chinh s6 GCN thanh "IT1218-10lHl20 15". Bo d';lng bao chS vien nang cung
(chua ch~t dQc tS bao/ch~t kim tS bao) ra khoi ph';lm vi cong b6.

- Cong ty Novartis Phanna Produktions GmbH (cong b6 D91 27 STT 60):
B6 sung cach ghi dia chi Co' sa san xu~t "Oflinggerstrasse 44, 79664 Wehr,
Germany".

- Cong ty Mylan EPD G.K., (cong b6 Dqt 46 STT 27): DiSu chinh ph';lm
vi chUng nh?n thanh "vien nen bao phim".

- Cong ty Sofarimex - Industria Quimica e Farmaceutica, S.A (cong b6
Dqt 43 STT 13): DiSu chinh ph';lmvi chUng nh?n thanh "thu6c bQt dong kho pha
tiem".

- Cong ty Remedica Ltd (cong b6 Dqt 47 STT 14): B6 sung ph';lm vi
chUng nh?n: "vien nen bao phim: Kapetral (Capecitabine 150mg, 400mg). Ten
t';liVi~t Nam: Xalvobin".



- Con~ ty Mega Lifesciences Public Company Limited (cong b6 Dot 46
STT 76): Be sung pham vi chirng nhan cua Plant II dang bao ch~ "vien nang
cimg".

- Cong ty Lek f~rmacevtska druzba d.d (Lek Pharmaceuticals d.d),
Production ~ite (cong bo Dot 48 STT 51): DiSu chinh pham vi chtrng nhan
thanh: "Thuoc khong vo trung chua khang sinh betalactam".

- Cong ty Lipa Pharmaceuticals Ltd (cong b6 Dot 48 STT 65): B6 sung
pham vi chung nhan "vien nen bao phim".
, - Cong ty Merck KGaA & Co. Werk Spittal (cong b6 Dot 47 STT 26,27):

Bo sung each ghi khac cua dia chi co So' san xu~t.
- Cong ty Sanofi Pasteur (cong b6 Dot 30 STT 47): DiSu chinh dia chi ca

so thanh "Val-de-reuil".
- Cong ty Schering-Plough Labo NV (cong b6 Dot 40 STT 21): B6 sung

dang bao ch~ "Vien bao phim".
- Cong ty Patheon Puerto Rico Inc (cong b6 Dot 29 STT 39): B6 sung

dang bao ch~ "Vien bao phim".
- Cong ty N.V. Organon (cong b6 Dot 47 STT 2): B6 sung dang bao che

"Vien bao phim".
- Cong ty Pharmidea (cong b6 Dot 34 STT 22): DiSu chinh pham vi cong

b6 thanh "bao g6m ca thuoc chua ch~t d(>ctS bao/ch~t kim tS bao".
- Cong ty LTS Lohmann Therapie-Systeme AG (cong b6 Dqt 46 STT 10):

B6 sung ph?m vi "MiSng dan tri li~u qua da".
- Cong ty Myungmoon Pharm. Co., Ltd. (cong b6 Dqt 40 STT 30): B6

sung san ph~m "Thu6c b(>tdong kho pha tiem Preforin Inj. 40mg".
- Cong ty IDT Biologika GmbH (cong b6 Dqt 38 STT 04): DiSu chinh

ph~n dia chi, b6 "IDT Biologika GmbH".
- Cong ty Dragenopharm Apotheker Puschl GmbH (cong b6 DQt 29 STT

50): B6 sung d?ng bao chS "vien nen bao".
Danh sach C?p nh?t ca So' san xu~t thu6c d?t tieu chu~n PIC/S-GMP va

EU-G~1P t6ng hQ'Ptil dqt 1 dSn Dqt 49 duQ'cdang tai tren trang thong tin di~n tu
cua Cvc Quan 1y DuQ'c - Dia chi: hrtp:llwww.dav.gov.vn - Mvc Quan 1y gia
thu6c/TT vS d~u th~u thu6c).

Cvc Quan 1yDuQ'c cong b6 Danh sach ca So' san xu~t thu6c d?t tieu chu~n
PIC/S-GMP, EU-GMP thea dinh d?ng Excel va PDF d~ cac ca So' xet th~u thu?n
1Q'itrang tra cll'll. Trang d6, danh sach duai d?ng PDF duQ'ccoi la can cu d~ xem

,
xet cuoi cling.

4. Trong trucmg hQ'Pca So' san xu~t c6 ten d6ng thai trong "Danh sach ca
sO-san xu~t thu6c d?t tieu chu~n PIC/S-GMP, EU-GMP"; va "Danh sach h6 sa
d~ nghi cong b6 ca So' sim xu~t thu6c d?t tieu chu~n PIC/S-GMP, EU-GMP
kh6ng d?t yeu c~u", "Danh sach h6 sa d~ nghi cong b6 ca So' san xu~t thu6c d?t
tieu chu~n PIC/S-GMP, EU-GMP phai b6 sung giai trinh" thi ca So' san xu~t dap



irng cac yeu c~u dat tieu chu§.n PIC/S-Gl\1P, EU-Gl\1P voi pham vi chirng nhan
duoc cong b6 tai Danh sach c~p nhat co so san xU:1tthuoc dat tieu chu§.n PIC/S
Gl\1P va EU-Gl\1P.

So Y tS cac tinh thanh pho true thuoc Trung irong chiu trach nhiem thong
bao thong tin tren voi cac co so y tS tren dia ban d@cac co so thuc hien cong tac
d:1u thau thuoc theo dung quy dinh.

Cue Quan ly Duoc thong bao d@cac dan vi biet va thirc hien.'.

NO'i 11"~n:
- Nhu tren;
- TT Truong Quoc Cuong (d~ b/c);
- Cue Quan Y - B(> quoc phong;
- Cue Y tS - B(> Cong an;
- CVC Y tS - B(> Giao thong v~n teE;"'/
- Cac benh vien true thuoc B(> Y tS;
- Website Cue Quan ly Duoc;
- Luu: VT, CL (2b).
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