Bo YTE CONG HOA XA HOI CHU NGHTA VIET NAM
cuc QUAN LY DUQC Pac 1ap - Tw do - Hanh phtc
/QLD-CL Ha Noi, ngatyo thangy&nam 2019

V/v cac ho so dé nghi cong bd co sé

san xuét thudc dat tiéu chudn PIC/S-

GMP va EU-GMP khéng dat yéu cau
va can bo sung giai trinh (Dot 68)

Can ctr Thong tw s6 11/2016/TT-BYT ngay 11/05/2016 cla B Y té Quy
dinh viéc dau thau thudc tai cac co s¢ y té cong lap;

Cuc Quan ly Duoc thong bao cho cac doanh nghiép c6 ho so dé nghi cong
b0 co s& san xudt thudc dat tiéu chuan PIC/S - GMP va EU - GMP khéng dat
yéu cau va can bd sung giai trinh trong Dot 68 theo cac danh sach nhu sau:

Phu luc 1: Danh séach cac ho so dé nghi cong b6 co s¢ san xuat thudc dat
tiéu chuan PIC/S - GMP va EU - GMP khong dat yéu cau (Bot 68): Trong danh
sach da néu ro ly do ho so khéng dat yéu cau.

Phu luc 2: Danh sach cac ho so dé nghi cong b6 co s¢ san xuat thudc dat
tiéu chuan PIC/S - GMP va Euv - GMP céan b0 sung gidi trinh (Dot 68): De nghi
doanh nghiép can ct ndi dung can bd sung va gidi trinh tai Phu luc 2 kém theo
cong van nay dé glri cong van bd sung va giai trinh vé Cuc Quan ly Duoc truéc
ngay 08/11/2019. Neu qua thoi gian trén, doanh nghiép khong tién hanh bo sung
gidi trinh, hd so dé nghi cong bd sé xép loai khong dat yéu cau.

(Céc Phu luc duoc dang tai trén trang théng tin dién tlr cia Cuc Quan ly
Dugc - Bia chi: http:// dav.gov.vn - Muc Quan ly gia thudc/TT vé dau thau
thuéc)

Cuc Quan ly Duoc thong bao dé cac doanh nghiép biét va thwc hién./.
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DANH SACH DOANH NGHIEP c6é Hb so BE NGHI CONG B6 PIC/S - GMP VA EU
- GMP KHONG PAT, B6 SUNG GIAI TRINH

STT Tén Doanh nghiép
1 Céng ty TNHH Binh Viét Blrc
2 VPBD Ferring Private Ltd
3 Céng ty TNHH DP Viét - Phap
4 Cong ty TNHH Dwoc pham Lién Hop
5 VPBD Hoffmann - La Roche Ltd
6 Céng ty CPDP Duy Tan
7 VPBD Besins Healthcare (Thailand) Co., Ltd tai TP. H6 Chi Minh
8 Cong ty co phan Dwgc pham Vipharco
9 SUN Pharmaceutical Industries Ltd.
10 VPBD APC Pharmaceuticals and Chemical Ltd tai Tp. HCM
11 VPBD Merck Export GmbH
12 Cong tyTNHH Lién doanh stada - Viét Nam
13 Cong ty TNHH DP Hiép Thuén THanh
14 CongtyTNHH Rohto-Mentholatum (Viét Nam)
15 VPDD Glaxosmithkline Pte Ltd. Tai TP HCM
16 VPDD Merck Export GmbH
17 Adamed Pharma S.A.
18 VPBD Diethelm & Co., Ltd.
19 Congty CP DPva TBYT C.AT
20 Cong ty CPDP Ha Noi
21 VPBD Hetero labs limited
22 Sanoii Aventis Singapore Pte, Ltd
23 Exeltis Healthcare S.L.
24 Young IL Pharm. Co., Ltd.
25 Cbng ty CP Fresenius Kabi Viét Nam
26 VPBD Takeda Pharmaceuticals (Asia Pacitic) Pte., Ltd tai Tp. HCM
27 B.Braun Medical Industries Sdn.Bhd
28 Cong ty TNHH TM DP Van Ho
29 XL Laboratories Pvt. Ltd
30 Mylan Laboratories Limited
Kl VPDD Glaxo Smith Kline Pte Ltd
32 Medexport Italia
33 VPBD Saint Corporation
34 VPDD Septodont tai Tp. H6 Chi Minh
35 Cong ty TNHH DP va héa chat Nam Linh
36 Mega Litesciences Public Company Limited
37 VPDD Baxter Healthcare (Asia) Pte Ltd tai Tp. HCM
38 VPDBD Novatis (Singapore) Ltd tai Tp. Ha Noi
39 VPDD tai Tp. HCM pfizer (Thailand) Limited
40 Cong ty TNHH dwoc pham Lamda
41 Cong ty CPDPTWCPC1
42 Céng ty TNHH TM Dwgc MP Nam Phuong
43 VPBD tai Ha Noi Novartis (Singapore) Pte Ltd
44 VPBD tai Tp. HCM Merck Export GmbH
45 Cong ty TNHH DP Nhét Anh
46 Cong ty TNHH thwong mai - dich vu Tén Nguyén Vinh
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STT Tén Doanh nghiép
47 AstraZeneca Singapore Pte Ltd

48 Merck Export GmbH

49 Cong ty TNHH Dai Bac

50 VPDD Merck Sharp&Dohme (Asia) Ltd tai VN
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