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CUC QUAN LY DUQC Péc lap - Tw do - Hanh phic
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V/v cong bc:') co s& san xuit thudc
dat tiéu chuan PIC/S-GMP va EU-
GMP (Dot 50)

Kinh gtri: S¢ Y té cac tinh, thanh phé truc thudc - Trung uong

Thuc hién Thong tu s6 11/2016/TT-BYT ngay 11/05/2016 cia BO Y té Quy
dinh viéc d4u thau thudc tai cac cosdy té cong lap; '

Cuc Quan ly Dugc thong bao:

1. Céng bd Danh sach co s& san xut thudc dat, tiéu chuén PIC/S-GMP va
EU-GMP (Dot 50).

2. Rt tén ra khoi Danh sach co s& san xudt dat tiéu chudn PIC/S-GMP va
EU-GMP d6i véi cac trudng hop:

- Co s& san xudt c6 Gidy chimg nhan GMP da hét hiéu luc qua 03 thang
(Gidy chimg nhin GMP hét hi¢u luc ké tir ngay 05/03/2017 tr¢ vé trudc) va cho
t&1 ngdy 05/06/2017 co s& san xuat chua tién hanh ndp lai gidy chimg nhén méi.

- Cosdsan xuét dugc tam cdng b trong thoi gian 03 thang va cho toi thot
diém hién tai (05/06/2017) chua tién hanh ndp b6 sung thong tin vé han hiéu luc
cua Gidy ching nhan.

3. Piéu chinh ndi dung sau khi tham dinh hd so b sung ctia cong ty:

- Cong ty Zaklad Farmaceutyczny Adamed Pharma S.A (cong bd Pot 29
STT 99): B6 sung tén Tiéng Anh ciia co s& san Xuét,

- Cong ty Temmler Pharma GmbH (cong bd Dot 43 STT 49): B6 sung dang
bao ché “vién nén sti bot” vao pham vi chimg nhén.

- Céng ty PT. AVENTIS PHARMA (cong b Dot 38 STT 06): Diéu chinh
dia chi co s& san XUAL.

- Cong ty Eli Lilly & Company (cong bd Dot 49 STT 79): Diéu chinh dia
chi co s& san xuét.

- Cong ty Remedica Ltd (cong bd Dot 47 STT 14): B6 sung "Vién bao
phim" vao pham vi ctia Building 10.

- Céng ty Torrent Pharmaceuticals Ltd (cong bd Pot 48 STT 21): Diéu
chinh dia chi co s& san xuat.

- Coéng ty Torrent Pharmaceuticals Ltd (cong bd Pot 48 STT 22): B6 sung
dang “vién nén bao phim” vao pham vi chimg nhéan.

- Cong ty Merck Manufacturing Division - Cramlington (cong bd Pot 30
STT 13): B6 sung dang bao ché "vién nhai, vién nén bao phim" vao pham vi
ching nhan.

- Cong ty Sandoz Ilac Sanayi Ve Ticaret A.S (cong bd Dot 49 STT 50):
Piéu chinh dia chi co so san xuét: bo cum tir Sandoz Ilac Sanayi ve Ticaret A.S.

- Céng ty Mega Lifesciences Public Company Limited (cong bd Dot 46




STT 76): Piéu chinh ngdy cdp GCN GMP thanh ngay "12/9/2016".

- Cong ty Novartis Pharma Produktions GmbH (cong bd Pot 27 STT 60):
B6 sung dang bao ché "Vién nén bao phim" vao pham vi chirg nhén.

- Cong ty Sun Pharmaceutical Industries Ltd (céng bb Dot 37 STT 30): B
sung tén cac san phim cu thé. ~

- Cong ty Patheon Inc. (cong b Dot 49 STT 47): Didu chinh tén Co s& san
xudt thanh "Patheon Inc."; dia chi Co s& san xuét thanh "Toronto Region
Operations, 2100, Syntex Court, Mississauga, Ontario, L5N 7K9, Canada"; tén Co
s& xuht xuong thanh "Actelion Pharmaceuticals Ltd".

‘ - Cong ty Lamp San Prospero SPA (c6ng bd ;‘ng 49 STT 76): Piéu chinh
pham vi cong bd thanh "Thudc khéng vo trung".

- Cong ty Valpharma international S.P.A (cong bd Dot 49 STT 77): Pidu
chinh pham vi céng b thanh "Thubc khong v6 trung".

- Cong ty Bioeon Limited (cong b Dot 47 STT 42): Didu chinh dia chi co
s¢ thanh " Plot No. 2-4, Phase IV, Bommasandra J igani Link Road, Bommasandra
Post, Bangalore - 560099, India".

- Cong ty Thymoorgan Pharmazie GmbH (Co s& san Xuét) (cong bd Dot 49
STT 55 ): Diéu chinh dia chi ctia co s& san xuit: bo cum tir "Lower Saxony".

- Cong ty Micro Labs Limited (Facility ML03) (c6ng b Dot 32 STT 9): B
sung dang bao ché "vién nén bao phim" vao pham vi chirng nhén.

- Cong ty Pymepharco Joint Stock Company (cong b Dot 46, STT 40): -
Diéu chinh tén san pham thanh "Vién nang ctmg Cefaclor Stada 500mg Capsules
(Cefaclor (duéi dang Cefaclor monohydrat) 500mg)"; b sung san phim: "Vién
nén bao phim Cepoxitil 200 (Cefpodoxime 200mg) (Tén xuét khau: Cefdopoxim
Stada 200mg, film-coated tablets)".

- Cong ty SC ZENTIVA SA (cong b6 Dot 49, STT 13): Didu chinh sb gidy
chimg nhéan thanh "PP10138408, PP10138412".

Danh sach cap nhét co sé san xuét thudc dat tiéu chuan PIC/S-GMP va EU-
GMP téng hop tir dot 1 dén Pot 50 duoc dang tai trén trang thong tin dién tt cta
Cuc Quan ly Dugc - Dia chi: http://www.dav.gov.vn - Muc Quan ly gia thube/TT
vé dau thau thudc).

Cuc Quan ly Dugc cong bd Danh sach co s& san xuét thude dat tiéu chudn
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé cic co s& xét thiu thuan

lgi trong tra cru. Trong &6, danh sach dudi dang PDF duoc coi 1a cin ¢t dé xem
x€t cudi cung.

4. Trong truong hgp co s& san xuit cé tén dong thoi trong “Danh sach co s&
san xuat thude dat tidu chudn PIC/S-GMP, EU-GMP”; va “Danh séch hd so ¢
nghi cng bd co s¢ san xuit thubce dat tiéu chuan PIC/S-GMP, EU-GMP khéng dat
yéu cau”, “Danh sach hd so dé nghi cong bd co s& san xuit thube dat tiéu chuin
PIC/S-GMP, EU-GMP phai b6 sung gidi trinh” thi co s& san xuét dap Umg céc yéu
cau dat tiéu chudn PIC/S-GMP, EU-GMP véi pham vi ching nhan dugc céng bd



tai Danh sach cip nhéat co s& san xuht thubc dat tiéu chuin PIC/S-GMP va EU-
GMP.

9& Y té cac tinh thanh phé truc thudc Trung uong chiu trach nhiém thong
b4o thong tin trén v&i cac co sd y e trén dia ban de cac co s& thuc hién cong tac
d4u thau thuoc theo dung quy dinh.
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Cuc Quan ly Dugc thong bao deé cac don vi biét va thuc hién./.
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