BOY TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phac

0 Verr /QLD-BK Ha Noi, ngayj£ thang c>E nam 2019
V/v cdng bd danh muc nguyén liéu
lam thu6c phai kiém soat dac biét dé
san xudat thudc theo ho so dang ky
thudc da co gidy dang ky lwvu hanh tai
Viét Nam dugc nhap khau phai thuc
hién cdp phép nhap khau

Kinh glti: Céc co so dang ky, san xuat thubc trong nuoc.

Cén ctr Luat dwoc s 105/2016/QH13 ngay 06/4/2016;

Can c* Nghi dinh 54/2017/NDB-CP ngay 08/05/2017 clta Chinh pht Chinh
phl quy dinh chi tiét mot s6 diéu vé bién phap thi hanh Luat dwgc;  Can cr Nghi
dinh s6 155/2018/ND-CP ngay 12/11/2018 cla Chinh phu stra doi mot s quy dinh
lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nwéc cta Bo
Y t§;

Can clr cac ho so thay doi, bo sung thudc trong nudc da cd gidy dang ky luu
hanh da dwoc Cuc Quan ly Dwoc phé duyét nbi dung thay doi, bé sung;

Theo dé nghi cong bd nguyén liéu tai Van thu so 33/2019/0PV-BK ngay
22/01/2019 clia Cong ty cd phan dwgc phdm OPV; Van thw s0 1068/YPC-CV ngay
16/11/2018 cuia Cong ty ¢ phan dwoc phdm Vinh Phlc; Van thy s6 190129/CV-
VCP ngay 21/01/2019 clia Cong ty c0 phan duoc Vacopharrm,

Cuc Quan ly Duoc thdng bao:

Cdng b6 danh muc nguyén liéu lam thubc phai kiém soat dac biét dé san xuéat
thu6c theo hd so dang ky thudc da co gidy dang ky lvu hanh tai Viét Nam duoc
nhap khau phai thuc hién cap phép nhap khau theo Danh muc dinh kem cdng van
nay.

Danh muc nguyén liéu lam thudc duoc cong bd néu trén dang tai trén trang
thdng tin dién tr ciia Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duoc thong bao dé cac cong ty san xudat biét va thwc hién.

Noi nhan: TUQ. CUC TRUONG
- Nhuw trén;

- CT. Vi Tuén Cuong (dé b/c);

- Tong Cuc Hai Quan (dé phdi hop);

- Phong Quén ly kinh doanh duorc;

-Website Cuc QLD;

- Lwu: VT, BK (Bi).

guyén Huy Hung


http://www.dav.gov.vn

DANH MUC
NGUYEN LIEU LAM THUOC PHAI KIEM SOAT BAC BIET BE SAN XUAT THUOC THEO HO SO'DANG KY THUOC
DA CO GIAY DANG KY LUU HANH TAI VIET NAM PHAI THUC HIEN CAP PHEP NHAP KHAU

(Ban hanh kém theo cong van so:yi IQLD-DK ngay JJI thang gj nam 2019 ctia Cuc Quan ly Dugc)

i o , Hiéu lwc cha gia
S6 gidy dang ky ' ) gray Tén nguyén liéu lam

STT a Y 3
lvu hanh thuéc dang ky Ilfu hanh thudc dugc cong bd
thudc
1. VD-26322-17 06/02/2022 Procain hydroclorid
2. VD-21925-14 08/12/2019 Metronidazole
Ciprofloxacin
3. VD-21676-14 19/09/2019

Hydrochloride

Tiéu chuén chat
lwgng cla nguyén
ligu

EP 9.0

BP 2016

USP41

Tén co's06’sdn xudt nguyén
ligu

Chongging Southwest No.2

Pharmaceutical Factory Co.,

Ltd.

Hubei Hongyuan
Pharmceutical Co., Ltd

Zhejiang Guobang
Pharmaceutical Co., Ltd.

Tén nudc sadn xudt
nguyén liéu

China

China

China





