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

S6urY/QLD-BDK Ha Noi, ngayy|f thang 0" nam 2019
V/v cong bd danh muc nguyén liéu dé
san xudt thubc theo hd so dang ky
thudc da co giay dang ky luu hanh tai
Viét Nam duoc nhap khau khong phai
thue hién cap phép nhap khau

Kinh glri: Cac co s& dang ky, san xuit thudc trong nwoc.

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

Can cl két qua tham dinh ho so thay d6i, bd sung ddi voi thudc san xuat
trong nwéc da duoc cap s6 dang ky lwu hanh;

Theo dé nghi cla cong ty tai van thv s6 28/DBCL dé ngay 23/01/2019 cua
Cong ty c¢6 phan hoa-dwgc phdm Mekophar; véan thu so 18/CTD dé ngay 29/01/2019
cla Cong ty c6 phan duoc pham Clu Long; van thu dé ngay 21/01/2019 cla Cong
ty ¢0 phan dwgc phdm Ampliarco U.S.A; van lhu s6 15/2019/CV-STA va van thu s6
16/2019/CV-STA dé ngay 25/01/2019 ciia Cong ty TNHH Lién Doanh STADA-VIET
NAM,;

Cuc Quan ly Duoc théng béo:

Cong bo Danh muc nguyén liéu dé san xudt thudc theo ho so dang ky thudc
da c6 giay dang ky lwvu hanh tai Viét Nam dugc nhdp khau khdng phai thuc hién cap
phép nhap khau theo danh muc dinh kém.

Danh muc nguyén liéu lam thu6c duoc cong bd néu trén dang tai trén trang
thdng tin dién ti cda Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duwogc thong bao dé cac cong ty san xudt biét va thuc hién.

Not nhan: TUQ. CUC TRUONG

- Nhu trén; > R - y ~
_CT. Vii Tuan Cuding (dé blc): TRUONG PHONG BDANG KY THUOC
- Tong Cuc Hai Quan;

- Website Cuc QLD;

- Lru: VT, BK (Chi).


http://www.dav.gov.vn
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S6 giay dang ky lwu
hanh thudc

VS-4958-16

VD-30685-18
VD-18468-13
VD-23522-15
VD-22809-15
VD-22809-15
VD-21098-14
VD-21101-14

VD-23336-15

VD-20540-14

VD-22669-15
VD-26572-17
VD-23985-15
VD-31395-18
VD-18109-12
VD-29500-18
VD-23982-15
VD-27522-17

Hiéu luc Giay
dang ky lvu hanh

thudc

19/19/2021
05/07/2023
30/03/2019
17/12/2020
09/09/2020
09/09/2020
12/06/2019
12/06/2019

09/09/2020

04/03/2019

26/05/2020
06/02/2022
17/12/2020
08/10/2023
06/02/2019
22/02/2023
17/12/2020
22/06/2022

DANH MUC
Nguyén liéu dé san xudt thudc theo hd so dang ky thuéc da cd gidy dang ky Iwu hanh tai Viét Nam dwoc nhap khau khéng phai thwc hién cap phép nhap

Tén nguyén liéu lam thudc duoc

cong bo

Diethyl phthalate

Mefenamic acid

Trimetazidime hydrochloride
Gelatin

Fexofenadin hvdroclorid
Fexofenadin hvdroclorid
Diclofenac sodium

Lercanidipine hydrochloride
Arginine hydrochloride

(L- Arginine monohydrochloride)
L- Arginine hydrochloride

(L- Arginine monohydrochloride)
Carvedilol

Allopurinol

Allopurinol

Clarithromycin

Phenylephrine hydrochloride
Lamivudine

Tenofovir disoproxil fumarate
Diltiazem hydrochloride

khau

Tiéu chuan
chéat lwoiig
clia nguyén
liu
USP35
BP 2013
EP8
In-house
USP38
USP38
EP8.2
In-house

EP9.0

EP9.0

EP8.0
EP8.0
Efi-0
EP{S.O
W 10
USP38
Jn"house
USP37

Tén co s& san xuat nguyén liéu

GSP Crop Science Pvt Ltd

Shaanxi Baoxin Pharmaceutical Co., Ltd
GVK Biosciences Private Limited.
Weishardt International

Glenmark Pharmaceuticals Limited
Alekhya Drugs Pvt. Ltd.

Amoli Organics Private Limited
Glenmark Pharmaceutical Limited

Ajinomoto Co., Inc. Kyushu Plant

Ajinomoto Co., Inc. Kyushu Plant

Symed Labs Limited (Unit-11)

Yixing City Xingyu Pharmaceutical Co., Ltd.
Yixing City Xingyu Pharmaceutical Co., Ltd.
Ind-Swift Laboratories Limited

Siegfried PharmaChemikalien Minden GmbH
Hetero Labs Limited

Hetero Labs Limited

Teva API India Private Limited

J*.

Mau so 46

Tén nwéc san
xuat nguyén liéu

India
China
India
France
India
India
India
India

Japan

Japan

India
China
China

India

Germany

India
India
India





