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Vi cong bl_'l ¢o so san xuat thude
dat tiéu chuan PIC/S-GMP va EU-
GMP (Dot 43)

Kinh gui: S& Y té cac tinh, thanh phd truc thuée Trung wong.

Thue hién Thong tu sd 11/2016/TT-BYT ngay 11/05/2016 cua Bo Y té quy
dinh viéc dau thau thudc tai cac cosO'y té cong lap, Cuc Quan ly Dugc thong bao:
1. Cong bé Danh sach co so san xuat thude dat tiéu chuan PIC/S - GMP va

EU - GMP (Dot 43).
2. Rut tén ra khoi Danh sach co so san xuat dat tiéu chuan PIC/S-GMP va
EU- GMP ddi véi cac co s¢ san xudt ¢o Gidy chirmg nhan GMP da hét hi¢u lue qua

03 thang (Gidy chimg nhian GMP hét hi¢u lyuc ké tr ngay 29/04/2016 tro vé trudc,
va cho t6i ngdy 29/07/2016 co so san xuét chua tién hanh nop lai gidy chimg nhén

moi).

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

- Cong ty Alcon Cusi SA (cong b6 Dot 37, STT 29): diéu chinh pham vi
ching nhan thanh "dung dich thé tich nho - thudc nhoé mat (bao gom ca hormon
hozc chat ¢6 hoat tinh hormon)".

- Cong ty Korea United Pharm. Inc. (céng bd Dot 32 STT 24): Diéu chinh
pham vi chirng nhan "vién nén" thanh "vién nén, vién nén bao phim ".

- Cong ty Delorbis Pharmaceuticals Ltd (cong bé Dot 34 STT 7): didu chinh
pham vi chirng nhén "vién nén" thanh "vién nén, vién nén bao phim".

- Cdng ty Fournier Labmatoues [reland Limited (cong b Dot 27 STT 26):
diéu chinh tén co s& san xudt thanh "Fournier Laboratories Ireland Limited"

- Cong ty Novo Nordisk A/S (cong bé Pot 32 STT 1): bo sung cach viét dia
chi co s¢ san xuat "Novo Nordisk A/S, Novo Alle, DK - 2880 Bagsverd
Denmark".

- Cong ty Recipharm Stringnis AB (cong bd Dot 41, STT 7): bd sung dang
bao ché "vién nén bao phim chira penicillin".

- Cong ty Rotexmedica GmbH Arzneimittelwerk (cong bé Dot 31, STT 53):
b6 sung dang bao ché "thude hdn dich".

- Cong ty Teva Pharmaceuticals Industries Ltd (cong bo Dot 42 STT 18):
Diéu chinh ngay hét han gidy chimg nhan thanh 30/06/2019.

- Cong ty Stada - VN Joint Venture Co., Ltd. (cong bd STT 24 Dot 41):
Piéu chinh tén san pham "Pantosad" thanh "Pantostad"

- Cong ty Corden Phdrma Societa' Per Azioni (cong bd STT 48 Dot 33):
Diéu chinh dia chi co s san xuét thanh "17-20867".

- Cong ty Sanofi-Aventis Deutschland GmbH (cong bd Dot 35 STT 25): bd
sung 5 cach viét dia chi co s& san xuit: "Industriepark Hoechst 65926 Frankfurt
am Main Germany"; " Industriepark Hochst, 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 b Dot 24 STT 32): bd sung céch
viét dia chi co so san xuat: " Viale Europa, 11-Origgio (VA), ltalifl”.

- Cong ty Co s san xuét: Eli Lilly and Company (céng bo Dot 37 STT 6):
diéu chinh tén thudc thanh "Insulin ngudi (Insulin hoa tan)".

- Cong ty Co so san xuat: Eli Lilly and Company (cong b6 Dot 37 STT 7):
didu chinh tén thudc thanh "Insulin ngudi (Insulin isophan)".

- Cong ty Co s& san xuét: Eli Lilly and Company (cong bé Dot 37 STT 8):
dicu chinh tén thuéc thanh "Insulin ngudi (30% Insulin hoa tan + 70% Insulin
Isophane) 100 Ul/ml".

- Cong ty TNHH Pai Béc (cong bd Dot 30 STT 30): diéu chinh pham vi
ching nhan "vién nén" thanh "vién nén, vién nén bao phim".

Danh sach cap nhét co so san xuat thuc dat tiéu chuan PIC/S-GMP va EU-
GMP téng hop tir dot 1 dén Dot 43 duogc ding tai trén trang thong tin dién tu cua
Cuc Quan ly Dugc - Dia chi: http://www.dav.gov.vn - Muc Quan ly gia thuoe/TT
vé dau thau thude).

Cuc Quan ly Duoc cdng bd Danh sach co so san xuét thudc dat tiéu chuan
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé céac co so xét thau thuan
loi trong tra ctru. Trong do, danh sach dudi dang PDF duoc coi la can ctr dé xem
Xét cudi cung.

4. Trong truomg hop co s& san xuét ¢ tén dong thdi trong “Danh sach co so
san xut thudc dat tiéu chuan PIC/S-GMP, EU-GMP”; va “Danh sach ho so dé
nghi cong bd co s& san xuét thude dat tiéu chuan PIC/S-GMP, EU-GMP khong
dat yéu cau”, “Danh sach hd so d& nghi cong bd co s& san xuat thude dat tidu
chudn PIC/S-GMP, EU-GMP phai bd sung giai trinh” thi co s¢ san xudt dép tng
céc yéu cau dat tiéu chuan PIC/S-GMP, EU-GMP véi pham vi chimg nhén dugc
cong bd tai Danh sach cép nhat co sé san xuat thude dat tiéu chuan PIC/S-GMP va
EU-GMP.

S¢ Y té cdc tinh thanh phd truc thude Trung uwong chiu trach nhiém thong
béo thong tin trén voi cac co ¢ y té trén dia ban dé cac co so thuc hién cong téc
d4u thau thude theo dung quy dinh.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién./.
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