BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Ty do - Hanh phtc

So: /QLD-bK Ha Noi, ngavAtf~thdng Acinam 2018

V/v cdng bd danh muc nguycn liéu dé
s&n xuét thudc theo hd so dang ky
thudc da co gidy dang ky lun hanh tai
Viét Nam duwoc nhap khau khbng phai
thwc hién cdp phép nhap khau

Kinh gli: Céc co s dang Ky, san xuat thubc trong nwéc.

Cén ct Luét dugc s6 105/2016/QH13 ngay 06/4/2016;

Can c* Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cta Chinh pha Chinh
phl quy dinh chi tiét mot s6 diéu vé bién phap thi hanh Luat duoc;

Can ctr Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu stra
d6i mot so quy dinh lién quan dén diéu kién dau tw kinh doanh thudc pham vi quan
ly nha nwéc cla BO Y té;

Can ctr cac ho so thay doi, b sung thudc trong nudc da cé gidy dang ky luu
hanh da duoc Cuc Quan ly Duoc phe duyét ndi dung thay doi, bd sung;

Theo dé nghi cong b6 nguyén liéu tai Van thu s6 397/2018/CV/BVP ngay
03/12/2018 va van thu so 388/2018/CV/BVP ngay 28/11/2018 cuia Cong ty co phan
BV Pharma, Van thu s0 1354/CV-DK/DMC ngay 05/12/2018 clia Cong ty c6 phan
XNK'Y té Domesco,

Cuc Quan ly Dugc thdng bao:

Cong bd danh muc nguyén liéu dé san xudt thudc theo ho so dang ky thubc da
c6 gidy dang ky lvu hanh tai Viét Nam duoc nhap khau khong phai thuc hién cap
phép nhap khau theo Danh muc dinh kém cbng van nay.

Danh muc nguyén liéu lam thu6c dugc cong bd néu trén dang tai trén trang
thong tin dién tr cia Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duoc théng bao dé cac cong ty san xuét biét va thuc hién.

Noi nhan: TRUONG

- Nhw trén; A v A

- CT. Vi Tudn Cuong (dé b/c); PANG KY THUOC
- Tong Cuc Hai Quan (dé phdi hop);

- Website Cuc QLD; /

- Lwu: VT, BK (Bi).
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http://www.dav.gov.vn

DANH MUC
NGUYEN LIEU BDE SAN XUAT THUOC THEO HO so BDANG KY THUOC PA
CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM BDUQOC NHAP KHAU
KHONG PHAI THUC HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kém theo cong van s6:J2d(21''QLD-DK ngay /iif- thangnam 2018 clia Cuc Quan ly Duoc)

Tén nwdc san xuat
nguyén liéu

P , Hiéu luc cla gidy A o rea s ~ . o N
STT S6 gidy dang ky luu ding Ky luu nanh Tén nguyén liéu lam thudc Tiéu chuén chét lvong cla Tén co s& sin xuét nguyén lidu

hanh thuéc thudc duogc cong bd nguyén liéu
1 VD-22625-15 26/05/2020 Amoxicillin trihydrate BP 2016 The United Labor_atorles Co, CHINA
compacted Ltd - China
2 VD-25924-16 15/11/2021 L-Cystine EP8.0 BCF Life Sciences-France FRANCE
3 VD-30213-18 05/07/2023 Oxetacain BP 2014 sun Pharmaci‘:{g'ca' Industries India
4, VD-26054-17 06/02/2022 Bisoprolol fumarat USP 36 Arevipharma GmbH Germany
5. VD-26666-17 22/06/2022 Pantoprazole pellets 8.5% NSX Spansules Formulations India
6. VD-13226-10 01/10/2019 Pantoprazole pellets 8.5% NSX Spansules Formulations India
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