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Viv céng bd co s& san xuét thude dat
tiéu chuan PIC/S-GMP va EU-GMP
(Pot 60)

Kinh gtri: S& Y té céc tinh, thanh phd truc thudc Trung wong

Thuc,hiéq Théng tu s6 11/2016/T'["—BYT ngay 11/05/2016 ctaBo Y té Quy
dinh viéc dau thau thuoc tai cac co sd y t€ cong lap;

Cuc Quan ly Dugc thong bao:

1. Cong bd Danh sach co s san xuit thudc dat tiéu chuan PIC/S-GMP va
EU-GMP (Dot 60).

2.Rut tén ra khoi Danh sach co sé san xuét dat tiéu chuin PIC/S-GMP va
EU-GMP d6i véi cac truong hop:

- Co s& san xuét c6 Gidy chimg nhén GMP da hét hiéu lyc qué 03 thang

(Gidy ching nhan GMP hét hiéu lyc ké tir ngay 12/07/2018 tro vé trudc) va cho
tGi ngay 12/10/2018 co s6 san xut chua tién hanh nép lai gidy chimg nhan méi.

- Co s san xuét dugc tam cong b trong thoi gian 03 thang va cho 61 thoi
diém hién tai (12/10/2018) chua tién hanh nop b6 sung thong tin vé han hiéu luc
ctia Gidy ching nhan.

3. Diéu chinh noéi dung sau khi thim dinh hd so bd sung ctia cong ty:

- Céng ty Sinopharm Zhijun (Shenzhen) Pharmaceutical Co., Ltd. (cong b
Dot 53 STT 120): Piéu chinh pham vi _ching nhén thanh "Thudc san xuat vo
tring: thuc bot pha tiém hodc tiém truyén chira khdng sinh nhém Cephalosporin
(trong d6 co6 Ceftazidim, Ceftriaxon, Cefuroxim)".

- Cong ty F. Hoffmann La Roche AG (cong bd Pot 57 STT 34): B6 sung
cach ghi khéc ctia co s¢ san Xuét.

- Cong ty PATHEON MANUFACTURING SERVICES, LLC. (cong bd
Dot 53 STT 85): Diéu chinh nguyen tic, ngay cap Gidy ching nhan GMP. B6
sung cach ghi khac cua dia chi co s& san xuét.

- Cong ty Ipca Laboratories Limited (cong bb Dot 51, STT 59): Diéu chinh
co quan cap gidy chung nhan thanh Co quan thAm quyén Drc.

- Cong ty Santen Pharmaceutical Co., Ltd. Noto Plant (cong bd Dot 42 STT
46): Diéu chinh s Gidy chimg nhan GMP va ngay cp.

- Cong ty Laboratorios Francisco Durban, S.A (cong bd Pot 59 STT 27): B6
sung pham vi ching nhan "thubc bot pha hdn dich uong

- Cong ty Baxter Oncology GmbH (cdng bd Dot 56 STT 78): B6 sung han
hiéu luc.

- Céng ty SC ZENTIVA SA (cong bd Dot 56 STT 4): Piéu chinh hiéu luc.

- Coéng ty Boehringer Ingelheim do Brasil Quimica e Farmaceutica Ltda.
(cong bd Pot 58 STT 9): Piéu chinh pham vi thanh " Dung dich khi dung:
Berodual solution".




- Cong ty West-Ward Columbus Inc. (cong bb Dot 58 STT 21): Diéu chinh
dia chi thanh " 1809 Wilson road, Columbus, OH 43228, (hodc: Ohio 43228),
United States of America". ,

- Cong ty Boehringer Ingelheim Pharma GmbH & Co. KG (cong bo Dot 58
STT 31): Piéu chinh pham vi thanh "thuéc phun mu (bao gdm dung dich khi
dung)".

- Cong ty Dr. Reddy's Laboratories Ltd. Formulation FTO-7 (cong b6 Pot
51 STT 41): B6 sung pham vi chung ctia day chuyén.

- Cong ty Cong ty c6 phan Fresenius Kabi Viét Nam (cong bd Dot 59 STT
37): Diéu chinh tén cong ty thanh "Céng ty ¢d phan Fresenius Kabi Viét Nam".

- Cong ty Laboratoire Unither (cong bé dot 58 STT 39): BS sung pham vi
dang “dung dich khi dung”. B sung cach viét dia chi khac.

- Cong ty PATHEON MANUFACTURING SERVICES, LLC. (cong bd
Dot 53 STT 84): Diéu chinh cach ghi dia chi, han hiéu luc va nguyén tic GMP 4p
dung ciia co s& san xuét.

- Cong ty F. Hoffmann La Roche Ltd (cong b6 Dot 57 STT 34): Piéu chinh
tén nha san xuat thanh “F. Hoffmann La Roche Ltd”.

- Cong ty Fleet Laboratories Limited (cong bb Pot 58 STT 17): Bb sung
cach ghi dia chi co s& dong goi thir cap, Xuit xudng.

- Cong ty Sophartex (cong bo Dot 59 STT 36): Diéu chinh sb ching nhan
va ngay cap GMP ctia co s¢ san xuit.

- Cong ty Lek Pharmaceuticals d.d.(cong b6 Pot 55 STT 52, 53, 94): B
sung cach viét dia chi khac.

- Céng ty Hutecs Korea Pharmaceutical Co., Ltd (cong bd Dot 53 STT Lj
Bo6 sung pham vi "vién nén bao phim".

- Cong ty Regeneron Pharmaceuticals Inc. (c6ng bd Dot 55 STT 19): Piéu
chinh tén co s& san xuat thanh "Regeneron Pharmaceuticals Inc."

- Cong ty Vetter Pharma-Fertigung GmbH & Co.Kg (cong bd Dot 57, STT
44): B6 sung céch ghi dia chi.

- Cong ty Baxter Oncology GmbH (cong bd Dot 56, STT 78): Bd sung céch
ghi dia chi va han hiéu luc.

Danh sach cap nhét co s& san xuét thudc dat tiéu chudn PIC/S-GMP va EU-
GMP téng hop tir dot 1 dén Dot 60 duoc ding tai trén trang thong tin dién tu cta
Cuc Quan ly Dugc (Dia chi: http:// dav.gov.vn - Muc Théng tin ddu thau thudc).

Cuc Quan ly Dugc cong bb Danh sich co s& san xuit thubc dat tiéu chuén
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé c4c co s& xét thiu thuan
loi trong tra ctru. Trong d6, danh sach duéi dang PDF duoc coi 1a can cr dé xem
xét cubi cling.

4. Trong trudng hop co s& san xuét c6 tén ddng théi trong “Danh sach co s¢
san xuét thubc dat tiéu chuan PIC/S-GMP, EU-GMP”; va “Danh sich hd so dé
nghi cong b co sé san xuat thudce dat tiéu chuin PIC/S- GI\/IP EU-GMP khong dat
yéu cau”, “Danh sach hd so dé nghi céng bd co s& san xudt thuoc dat tiéu chuan
PIC/ S-GMP, EU-GMP phai b sung giéi trinh” thi co s& san xuét dap ung cac yéu
cau dat tiéu chuin PIC/S-GMP, EU-GMP véi pham vi ching nhan duoc cong bd




tai Danh sach cép nhét co s& san xuét thudc dat tiéu chuén PIC/S-GMP va EU-
GMP.

S& Y té cac tinh thanh phd truc thuéc Trung wong chiu trach nhiém thong
bao thong tin trén v6i cac co s& y té trén dia ban dé céc co so thuc hién cong tac
d4u thau thudc theo dung quy dinh.

Cuc Quan 1y Duoc thong béo dé cac don vi biét va thuc hién./.
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