BO YTE CONG HOA XA HOI CHU NGHITA VIET NAM
cuc QUAN LY DuQC DBaoc lap - Tw do - Hanh phac

S6: /QLD-DK flaNOI, ngay 0Y thang  ndm 2019

V/v cong bo danh muc nguyén liéu dé
san xuét thubc theo ho so dang ky
thudc da cé gidy dang ky luu hanh tai
Viét Nam dwoc nhap khau khong phai
thirc hién cdp phép nhap khau

Kinh gtri: Céac co s¢ dang ky, san xuat thubc trong nuéec.

Cén cir Luét dwoc s6 105/2016/QH13 ngay 06/4/2016;

Can c* Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh pha Chinh
phl quy dinh chi tiét mot s6 diéu vé bién phap thi hanh Luat dwoc; Nghi dinh s6
155/2018/ND-CP ngay 12/11/2018 cta Chinh phl stra doi moét sd quy dinh lién
quan dén diéu kién dau tw kinh doanh thudéc pham vi quan ly nha nuéc clia BO Y té;

Caén clr cac ho so thay doi, bé sung thudc trong nudc da co gidy dang ky luu
hanh dd duoc Cuc Quan ly Dugc phé duyét ndi dung thay doi, b6 sung;

Theo dé nghi cdng b6 nguyén liéu tai Van thuw 02/2019/CBNL-LD ngay
27/03/2019 va van thr s6 03/2019/CBNL-LD ngay 27/03/2019 cta Cong ty TNHH
Hasan-Dermapharm; Van thuv s6 SPDW19-02/BS dé ngay 21/03/2019 cla Coéng ty
TNHH duwoc pham Shinpong Daewoo; Van thu s0 40/2019/0PV-BK ngay
07/03/2019 ctia Cong ty cd phan dugc phdm OPV,

Cuc Quan ly Duoc théng bao:

Cong bd danh muc nguyén liéu dé san xuét thudc theo hd so dang ky thudc da
c6 gidy dang ky lwvu hanh tai Viét Nam duoc nhap khau khong phai thuc hién cép
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
thong tin dién tir cta Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

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

Noi nhan: TUQ. cuc TRUONG

- Nhw trén; 2 > x v A

- CT. Vil Tuan Cuong (06 bic): TRUONG PHONG BDANG KY THUOC
- Tong Cuc Hai Quan (dé phoi liup);

- Website Cuc QLD;

- Lru: VT, BK (Bi).

uy Hung


http://www.dav.gov.vn

(Ban hanh kem theo cong van s6:

S6 gidy dang ky
STT Ivu hanh thudc
1. VD-22903-15

2. VD-23933-15
3. VD-25015-16
4,  VD-21760-14
5. VD-21760-14
6. VD-21501-14
7. VD-23298-15
8. VD-21502-14
9. VD-23299-15
10. VD-21536-16
11. VD-21761-14

12. VD-21761-14

Hiéu luc cla

gidy dang ky luu

hanh thudc

09/09/2020

17/12/2020

15/07/2021

19/09/2019

19/09/2019

08/12/2019

09/09/2020

08/12/2019

09/09/2020

23/03/2021

19/09/2019

19/09/2019

o _ DANHMUC 5 ] L
NGUYEN LIEU BE SAN XUAT THUOC THEO HO so BANG KY THUOC bA
CO GIAY BANG KY Lwu HANH THUOC TAI VIET NAM Buoc NHAP KHAU
KHONG PHAI THUC HIEN VIEC CAP PHEP NHAP KHAU’

Tén nguyén liéu lam
thudc duoc cong bo

Paracetamol

Praziquantel
Tiropramide HCL

Candesartan Cilexetil
Hydroclothiazide
Valsartan

Domperidone Maleate

Loxoprofen Sodium
Dihydrate

Meloxicam

Enalapril Maleat

Betamethasone
Dipropionate

Clotrimazole i

/QLD-BKngay

£

thang

Tiéu chuan chat lvong

cta nguyén liéu
BP 2016
USP 32
NSX
JP16
USP32
USP 32
BP2009
JP16
BP2009
USP35

USP32

L W1

nam 2019 cta Cuc Quan ly Dugc)

Tén co s& sdn xudt nguyén liéu

Angiu Lu'an Pharmaceutical
Co., Ltd.
Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Shin poong Pharmaceutical Co.,
Ltd

Tén nuwdc san
Xuat nguyén liéu

China

Korea
Korea

Korea
Korea
Korea
Korea
Korea
Korea
Korea
Korea

Korea



STT

13.

14.

15.

16.

17.

18.

19.

20.

21.

S6 gidy dang ky
lun hanh thuéc

VD-21761-14
VD-25958-16
VD-22337-15
VD-21762-14
VD-30841-18
VD-28569-17
VD-19187-13

VD-22665-15

VD-21331-14

Hiéu luc cua
gidy dang ky luu
hanh thudc

19/09/2019
15/11/2021
09/02/2020
19/09/2019
05/07/2023
19/09/2022
02/10/2019

26/05/2020

12/08/2019

Tén nguyén liéu lam
thu6c duoc cong bo

Gentamycin Sulfate
Ambroxol Hydrocloride
Irbesartan
Glimepiride
Sucralfat suspension
Sucralfat suspension
Sucralfat (Sucralfate)

Sucralfat

Dextromethorphan
hydrobromide
(Dextromethorphan HBr)

Tiéu chuan chat lvgng
clia nguyén liéu

USP32
BP2014
USP32
JP16
NSX
NSX
USP38

USP36

EP 9.0

Tén co s& san xuat nguyén liéu

Shin poong Pharmaceutical Co.,

Ltd

Shin poong Pharmaceutical Co.,

Ltd

Shin poong Pharmaceutical Co.,

Ltd

Shin poong Pharmaceutical Co.,

Ltd

Elementis Pharma GmbH
Elementis Pharma GmbH
Elementis Pharma GmbH

Elementis Pharma GmbH

Divi’s Laboratories Limited

Tén nuwéc san
Xuat nguyén liéu

Korea
Korea
Korea
Korea
Germany
Germany
Germany

Germany

India





