BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUANTA DUQC Poéc lap - Tu (lo - Tlaiili pluie

S6: y o /QLD-bK Ha Noi, ngay thang O£ nam 2019

V/v céng b6 danh muc nguyén liéu dé
s&n xudt thudc theo ho so dang ky
thudc da co6 gidy dang ky luu hanh tai
Viét Nam duoc nhap khau khong phai
thuc hién cap phép nhap khau

Kinh gtti: Céc co s¢ dang ky, san xuat thudc trong nudc.

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

Can cr Nghi dinh 54/2017/NDB-CP ngay 08/05/2017 cta Chinh phd Chinh
pha quy dinh chi tiét mot sb diéu vé bién phap thi hanh Luat duorc;

Can ctr Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu stra
d6i mot sd quy dinh lién quan dén diéu kién dau tw kinh doanh thudc pham vi quan
ly nha nwéc cla BO Y t€;

Can clv cac ho so thay doi, bd sung thudc trong nudc da co gidy dang ky lwu
hanh da duwoc Cuc Quan ly Duoc phé duyét ndi dung thay doi, bo sung;

Theo dé nghi cong bd nguyén liéu tai Van thu s6 1/6/2018/0OPV-DK ngay
25/12/2018 clia Cong ty co phan dugc phdam OPV; Vaén thy s 17/2018/CBNL-HS
ngay 17/12/2018 cua Cong ty TNHH Hasan-Dermapharm; Van thu s 87/CV-BKT
ngay 21/12/2018 cla Cong ty c6 phan dugc pham Quang Binh; Van thw s
298/2018/DKT-DN ngay 24/12/2018 va Van thu s6 299/2018/BDKT-BN ngay
24/12/2018 clia Cong ty co phan duuc pham Imexpharm,

Cuc Quén ly Duoc thong bao:

Cong bd danh muc nguycn liéu do san xuét thudc theo ho so dang ky thudc da
c6 gidy dang ky lvu hanh tai Viét Nam duoc nhap khau khong phai thuc hién cap
phép nhép khau theo Danh muc dinh kém c6ng van nay.

Danh muc nguyén liéu lam thudc dwgc cong bé néu trén dang tai trén trang
thong tin dién t&r cia Cue Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duogc thdng bao dé cac cong ty san xuat biét va thuc hién.

Noi nhan: ) TUQ. CUC TRUONG

- Nhu trén; PHO 2 > < - ~

- CT. Vii Tuéin Cudng (d8 bic): TRUONG PHONG BANG KY THUOC
- Tong Cuc Hai Quan (dé phoi hop);

- Website Cuc QLD;

- Luu: VT, BK (Bi).

i Thu Thay


http://www.dav.gov.vn

DANH MUC

NGUYEN LIEU BE SAN XUAT THUOC THEO HO so BANG KY THUOC PA

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

(Ban hanh kém theo cbng van so:¢22. 1QLD-BKngavJ 6 thang Oi.nam 2019 cta Cuc Quan ly Duoc)
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hanh thubc
. VD-24557-16 23/03/2021 Acetaminophen/ EP 9 SpecGx LLC USA
Paracetamol
2. VD-30100-18 27/03/2023 Paracetamol EP 8 SpecGx LLC USA
3. VD-22661-15 26/05/2020 Paracetamol EP8 SpecGx LLC USA
4. VD-22662-15 26/05/2020 Paracetamol EP 8 SpecGx LLC USA
5. VD-29482-18 22/02/2023 Paracetamol EP 8 SpecGx LLC USA
CSPC Weisheng Pharmaceutical .
6 Vp-25767-16 15711/2021 Acid ascorbic BP 2016 Co., Ltd. China China
CSPC Weisheng Pharmaceutical .
" VD-25768-16 15/11/2021 Acid ascorbic BP 2016 Co., Ltd. China China
8. VD-25228-16 05/09/2021 Celecoxib BP 2013 Aarti Drugs Limited. India
9. VD-20748-14 12/06/2019 Paracetamol USP37 Mallinckrodt Inc. USA
10. VD-20748-14 12/06/2019 Paracetamol BP 2016 Angiu "”gr(‘) P:‘j;mace““ca' China
11. VD-22163-15 09/02/2020 Guaifenesin USP 38 Granules India Ltd India
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S6 gidy dang ky
Ivu hanh thuéc

VD-22902-15

VD-22902-15

VD-26156-17

VD-27889-17

VD-24"783-16

VD-22163-15

VD-26156-17

VD-25189-16

Hiéu luc cla
gidy dang ky luw
hanh thudc

09/09/2020

09/09/2020

06/02/2022

19/09/2022

15/07/2021

09/02/2020

06/02/2022

09/05/2021

Tén nguyén liéu lam
thu6c dugc cong bo

Paracetamol

Paracetamol

Cloxacilin natri

Cefazolin natri

Paracetamol

Guaifenesin

Cloxacilin natri

Sultamicilin tosilat
dihydrat

Tiéu chuan chét lvgng
cua nguyén liéu

USP 37

BP 2016

BP 2018

EP 8.0

BP 2016

USP38

BP 2018

EP 9.0

Tén co s& san xuat nguven liéu

Mallinckrodt Inc.

Angiu Lu'an Pharmaceutical
Co., Ltd.

Sterile India Pv:. Ltd

Qilu Antibiotics Pharmaceutical
Co., Ltd

Angiu Lu'an Pharmaceutical
Co., Ltd.

Gennex Laboratories Limited

Reyoung Pharmaceutical Co.,
Ltd

Aurobindo Pharma Limited
(Unit X1)

Tén nuGc san
Xuat nguyén liéu

USA

China

India

China

China

India

China

India





