ROY TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN Iy duoc boc 1ap - Ty do - Hanh phac

S6: juo /QLD-bK Ha Néi, ngay Ib thang nam 2019
V/v cbng bo nguyén liéu lam thu6c
phai kiém soat dac biét dé san xuat
thubc theo hé so dang ky thudc
da cé gidy dang ky luu hanh tai Viét
Nam phai thuc hién cap phép nhap
khau

Kinh gri: Céc co s& dang ky, san xuat thudc trong nuwéc.

Can ct Luat dwoc s6 105/2016/QH13 ngay 06/4/2016;
Can ctr Nghi dinh 54/2017/ND-CP ngay 08/5/2017,
Can ct Nghi dinh 155/2018/ND-CP ngay 12/11/2018;

Can ctr két qua tham dinh hd so thay doi, b0 sung d6i véi thude sadn xudt
trong nwéc dad dwoc cap sé dang ky lvu hanh;

Theo dé nghi cla cong ty tai van thu s6 675/CV-RVN dé ngay 27/11/2018
clia Cong ty Roussel Viét Nam; van thuy s6 147/CV-DNH dé ngay 20/12/2018 cla
Céng ty CPDP Nam Ha;

Cuc Quan ly Dugc thdng béao:

Cong bd Danh muc nguyén liéu lam thu6c phai kiém soat dac bidt dé san xuét
thu6c theo ho so dang ky thudc da cé gidy dang ky lvu hanh tai Viét Nam phai thuc
hién cdp phép nhap khau (Danh muc dinh kém).

Danh muc nguycn liéu lam thudc dwgc cong b6 ncu trcn dang tai trcn trang
thong tin dién tl cta Cuc Quan ly Dugc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duoc llibng bao dé cac cong Ly san xudt biét va thuc hién.

Noi nhan: TRUONG

- Nhu trén; X v ~

- CT. Vi Tuan Cuong (dé blc); BANG KY THUOC
- Phong QLKDD (dé phdi hop);

- Téng Cuc Hai Quan;

- Website Cuc QLD;

- Lwu: VT, BK (Chi).
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S0 gidy dang ky lwvu
hanh thudc

VD-16149-11

VD-26195-17

DANH MUC

Nguyén liéu lam thudc phai kiém soat dac biét dé san xuét thudc theo hd SO déang ky thuéc
da co gidy dang ky lvu hanh tai Viét Nam phai thwc hién cdp phép nhap khau

Hiéu lyc Giay dang
ky lvu hanh thudc

21/03/2019

06/02/2022

Tén nguvén liéu lam
thuéc dwgc cong bo

Ciprofloxacine
hydrochloride

Metronidazole

Tiéu chuan chat lwong
cla nguyén liéu

USP 37

BP 2016

Tén co sd’san xuat nguyén liéu

Shangyu Jingxin Pharmaceutical Co.,Ltd

Hubei Hongyuan Pharmaceutical
Technology Co.Xtd

Mau s6 46

Tén nwoc san xuat
nguyén liéu

China

China





