Do YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY buocC Péc lap - Tw do - Hanh phuc

nam 2019

V/v cong bd danh muc nguyén liéu dé
san xudt thudc theo ho so dang ky
thu6c da co6 gidy dang ky lwu hanh tai
Viét Nam duwc nhap khau khong phai
thuc hién cdp phép nhap khau

Kinh gli: Cac co s& ddng ky, san xuat thudc trong nuéc.

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

Can cr Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cta Chinh pha Chinh
phu quy dinh chi tiét mot s6 diéu vé bién phap thi hanh Luat dwgc; Nghi dinh s6
155/2018/ND-CP ngay 12/11/2018 clia Chinh pht sira déi mot sd quy dinh lién
quan dén diéu kién dau tv kinh doanh thuéc pham vi quan ly nha nuéc cla BO Y té;

Can clr cac ho so thay doi, bd sung thudc trong nwéc da céd gidy dang ky luu
hanh da dwoc Cuc Quan ly Dwoc phé duyét ndi dung thay doi, bd sung;

Theo dé nghi cdng bé nguyén liéu tai Van thu s6 59/2019/0PV-BK ngay
19/03/2019 va van thr sd 40/2019/0PV-DK ngay 07/03/2019 clia Cong ty c¢d phan
dwoc pham OPV, Van thu s6 95/NCPT-TW25 ngay 19/03/2019 clia Cong ty CP
dwoc phdm TW25, Van thu s0 237/DKT-TRA ngay 19/03/2019 ctia Cong ty CP
Traphaco, Van thv s6 332/CV-DK/DMC ngay 22/03/2019 clia Cong ty cd phan
XNK Y té Domesco, Van thur s6 59/2019/DKT-DN ngay 22/03/2019 cla Cong ty
CP dugc pham Imexpharm, Van thu s6 06/DDK-02 ngay 18/03/2019 clia Cong ty
cO phan 02Pharrm,

Cuc Quan ly Dugc thong béao:

Cong bo danh muc nguyén liéu dé san xuat thudc theo ho so dang ky thuée da
c6 gidy dang ky lvu hanh tai Viét Nam duoc nhap khau khong phai thuc hién cap
phép nhap khau theo Danh muc dinh kém cong van nay.

Danh muc nguyén liéu lam thu6c dwoc céng b néu trén dang tai trén trang
théng tin dién t&r cia 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 thwc hién.

Noi nhan: TUQ. CUC TRUONG

-Nhewén, ) TRUOGNO PHONNRBANC KY THTTO T
- CT. Vii Tuan Cuong (dé bic);

- Téng Cuc Hai Quan (dé phdi hop);
- Website Cuc QLD;
- Luu: VT, BK (Bi).

Nguyén Huy Hung
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DANH MUC
NGUYEN LIEU BPE SAN XUAT THUOC THEO HO so PANG KY THUOC PA
CO GIAY BANG KY LUU HANH THUOC TAI VIET NAM PUoc NHAP KHAU
KHONG PHAI THuC HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kem theo cong van s6:/itiiiq/QLD-DK ngay eiq thang 5 nam 2019 clia Cuc Quan ly Dugc)

X ik ew . Hiéu luc cua . A Tial s o < x Tén nudc san
SO giay dang ky e ew 1 Tén nguyén liéu lam Tiéu chuan chéat lvong .
STT . N ky I . N A, , AT 8 Y a én lié a én lié
lun hanh thudc glay\dang Y wu thudc dugc cong b6 ciia nguyén lidu Tén co s@ san xuat nguyén liéu  xudt nguyén liéu
hanh thuoc

1.  VD-23630-15 17/12/2020 Quetiapine iumarate EP8.2 Hetero Labs Limited India

2. VD-23631-15 17/12/2020 Quetiapine fumarate EP8.2 Hetero Labs Limited India

3. VD-23632-15 17/12/2020 Quetiapine ilimarate EP 8.2 Hetero Labs Limited India

4.  VD-26993-17 22/06/2022 Acetaminophen USP 38/NF33 SpecGx LLC USA

Dextromethorphan
5  VD-26993-17 22/06/2022 hydrobromide EP 8.0 Divi’s Laboratories Limited India
(Dextromethorphan HBr)

6. VD-26993-17 22/06/2022 Loratadine USP 36/NF31 Vasudha Pharma Chem Limited India

7. VD-20065-13 08/11/2019 Irbesartan USP38 Zhejiang H“?:hoa'ftgarmace““ca' CHINA

8. VD-19626-13 10/09/2019 Cefaclor monohydrat/ U'SP 40 Lupin Limited INDIA

Cefaclor
9. VD-19627-13 10/09/2019 Ceiaclor monohydrat/ USP 40 Lupin Limited INDIA
Ceiaclor
10. VD-19047-13 04/07/2019 Ceiaclor monohydrat Nha san xuét Lupin Limited INDIA
11. VD-29339-18 22/02/2023 Valsartan m'| . ,ev.~|ySP 38 DrReddy's Laboratories India
fuw Limited, wnit VI
12. VD-21016-14 06/12/2019 Nicotinamid o\*i | & P 2018 Lonza Guangzhou Nansha Ltd China

gia cong cho DSM Nutritionai
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14.
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17.

S6 gidy dang ky
Iy hanh thuoc

VD-31345-18

VD-26855-17

VD-23574-15

VD-22903-15

VD-22903-15

Hiéu lwc cla
gidy dang ky lvu
hanh thu6c

10/08/2023

22/06/2022

17/12/2020

09/09/2020

09/09/2020

Tén nguyén liéu lam
thuéc duwgc cdng bo

Piracetam

Guaiienesin

Dextromethorphan HBr/
Dextromethorphan
hydrobromide

Paracetamol

Paracetamol

Tiéu chuan chat lvgng
cla nguyén liéu

BP 2017

USP38

USP41

USP37

BP 2016

Tén co s& san xuat nguyén liéu
Products Ltd

Jiangxi Yuehua Pharmaceutical
Co., Ltd

Granules India Limited
Divi’s Laboratories Limited
Mallinckrodt Inc.

Angiu Lu'an Pharmaceutical
Co., Ltd.

Tén nwdc san
Xuat nguyén liéu

China

India

India

USA

China





