BO Y TE CONG 1IOA XA 1101 CIHU NGHTA VIET NAM
CUC QUAN LY buQcC Poc 1ap - Tw do - Hanh phtc

S6: ¢106T /QLD-bK Ha Noi, ngayci7 thang ogi nam 2019

V/v céng b6 danh muc nguyén liéu de
san xudt thuéc theo ho so dang ky
thudc da cé gidy dang ky luu hanh tai
Viét Nam dwoc nhap khau khong phai
thwc hién cép phép nhap khau

Kinh glti: Céc co s& dang ky, san xudt thudc trong nudc.

Can clr Luat dwoc s6 105/2016/QH13 ngay 06/4/2016;

Can c¢r Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cla Chinh pha Chinh
phi quy dinh chi ti€t mot s6 diéu vé bién phap thi hanh Luat dwgc; Nghi dinh s6
155/2018/ND-CP ngay 12/11/2018 clia Chinh phi sira d6i mot s6 quy dinh lién
quan dén diéu kién dau tv kinh doanh thudc pham vi quan Iy nha nuéc clia BO Y té;

Can ctr cac ho so thay doi, bd sung thudc trong nwdc da co gidy dang ky luu
hanh da dwgc Cuc Quéan ly Duoc phé duyét ndi dung thay doi, bd sung;

Theo dé nghi cong bé nguyén liéu tai Van thu s6 37/2019/0PV-BK ngay
13/02/2019 cuia Cong ty c6 phan dwgc phdm OPV; Van thu s6 21-2019/TTr-LD
ngay 21/01/2019 cua Cong ty lién doanh Meyer-BPC,

Cuc Quan ly Duwoc théng bao:

Cong bd danh muc nguyén liéu dé san xuét thudc theo ho so dang ky thubc da
c6 gidy dang ky luu hanh tai Viét Nam duoc nhap khau khong phai thwc hién cap
phép nhap khau theo Danh muc dinh kem cong van nay.

Danh muc nguyén liéu lam thudc dugc cong bd néu trén dang tai trén trang
théng tin dién t&r cta Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

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

Noi nhan: TUQ. CUC TRUONG

. Nhuw trén; - - ~
- CT. Vii Tuén Cuodng (dé blc); BANG KY THUOC

- Tong Cuc Hai Quan (dé phoi hop);
- Website Cuc QLD;
- Lwu: VT, BK (Bi).


http://www.dav.gov.vn

STT

(Ban hanh kem theo cong van sdigioli ~H\QLD-DK ngay

S6 gidy dang ky
Ivu hanh thuoc

VD-30472-18
VD-30472-18
VD-30472-18
VD-24501-16
VD-21746-14
VD-23267-15

VD-19164-13

VD-27416-17

VD-24503-16

Hiéu lwc cla
gidy dang ky lun
hanh thudc

05/07/2023

05/07/2023
05/07/2023

23/03/2021
19/09/2019
09/09/2020

04/07/2019

22/06/2022

23/03/2021

DANH MUC

NGUYEN LIEU BPE SAN XUAT THUOC THEO HO so PANG KY THUOC PA

CcO GIAY PANG KY LUU HANH THUOC TAI VIET NAM bUOC NHAP KHAU
KHONG PHAI THUC HIEN VIEC CAP PHEP NHAP KHAU

Tén nguyén liéu lam
thudc dugc cecng bo

Lidocaine

Tyrothricin
Cetrimonium bromid

Betahistin dihydrochlorid

Tenofovir disoproxil
fumarate

Ambroxol hydroclorid

Zinc gluconate

Vildagliptin

Irbesartan

Tiéu chuan chat lvgng

cla nguyén liéu

EP9.0

USP 41/NF 36

USP 40/NF 35
USP36

NSX (In-house)
EP 7.0

USP38

NSX (In-house)

USP36

thangnam 2019 clia Cuc Quéan ly Dugc)

Tén co s& san xuat nguyén liéu

Moehs Catalana, S.L

Xellia Pharmaceutical Ltd.

Novo Nordisk Pharmatech A/S
Hangzhou Starshine
Pharmaceutical Co., Ltd.
Anhui Biochem United
Pharmaceutical Co., Ltd.
Hangzhou Deli Chemical Co.,
Ltd

Shanpar Industries Pvt., Ltd.

Jiangxi Synergy Pharmaceutical
Co., Lt

Hangzhou Starshine
Pharmaceutical Co., Ltd.

Tén nuGc san
Xuat nguyén liéu

Spain

Hungary

Denmark

China
China
China

India

China

India





