BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN 1y duoc Bdc 1ap - Tw do - Hanh phuc

s6: 505P/QLD-BK Ha Noi, ngay OS thang o nam 2019
V/v ¢ong bd danh muc nguyén liéu dé
san xudt thudc theo ho so dang ky
thudc da c6 gidy dang ky lvu hanh tai
Viét Nam duoc nhap khau khong phai
thic hién cdp phép nhap khau

Kinh gtri: Céac co s& dang ky, san xuat thudc trong nuéc.

Can clr Luat duwoc s6 105/2016/QH13 ngay 06/4/2016;
Can c* Nghi dinh 54/2017/NDB-CP ngay 08/5/2017;
Can cr Nghi dinh 155/2018/NB-CP ngay 12/11/2018;

Cén ct két qua tham dinh ho so thay doi, bo sung d6i vai thudc san xuét trong
nwéc da duoc cdp s dang ky luu hanh;

Theo dé nghi cla cong ty tai van thu s6 48/CV-TV.PHARM dé ngay 15/3/2019
va van thu s6 54/CV-TV.PHARM dé ngay 20/3/2019 ctia Cong ty CP Dugc pham TV.
Pharm; van thw s0 315/CV-2019/SVP ngay 21/03/2019 cua Cong ty c6 phan duoc
pham Savi; van thw s6 180/DK-DHT dé ngay 11/03/2019 cutia Céng Ty c¢6 Phan Duoc
pham Ha Tay; van thu s0 1519/CV-CTCPD dé ngay 19/03/2019 cuia Cong ty ¢o phan
duoc Bong Nai; van thu s6 471/2019/CV-CPC1HN dé ngay 25/02/2019 cla Céng ty
C0 phan Duoc pham CPC1 Ha Nbi; van thu sd 24/CTD dé ngay 02/03/2019 cuia Cong
ty cO0 phan dwoc phdm Clu Long; van thu s6 249/PMP dé ngay 13/03/2019 clia Cong
Ty Co Phan PYMEPHARCO; van thu s6 42/2019/CV-STA dé ngay 04/03/2019 cla
Cong ty TNHH Lién Doanh STADA-VIET NAM;

Cuc Quan ly Dugc théng bao:

Cong bo Danh muc nguyén liéu dé san xuat thudc theo hd so dang ky thudc 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.

Danh muc nguyén liéu lam thudc dwgc cdng bé néu trén dang tai trén trang
théng tin dién t&r cla Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn

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

Noi nhan: TUQ. CUC TRUONG

-Nhuw trén; x ¢ =

- CT. Vii Tudn Cuong (d€ b/c); DANG KY THUOC
- Téng Cuc Hai Quan;

- Website Cuc QLD;

- Luu: VT, BK (Chi).


http://www.dav.gov.vn
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DANH MUC
Nguyén liéu dé san xuat thudc theo ho so dang ky thudc da cd gidy dang ky lwvu hanh tai Viét Nam dwoc nhap khau khong phai thuc hién cap phép
nhap khau
Hiéu luc Gidy Tiéu chuén
S6 gidy dang ky N Té én liéu lam thudc duoc a . 2 x A ria 8 OC 4
STT g y g Ky dang ky Ivu € hguyen I?u arp 1o ' c,hat Iu(_yrlg Tén CO' s6' san xuat nguyén liéu TAen nu’o<A: Sa.nA
Ivu hanh thuéc . . cong bo clia nguyén xuat nguyén liéu
hanh thuéc By
liéu
! VD-19189-13 19/07/2019 Irbesartan USP Hetero Labs Limited India
Acetylleucin .
2 VD-27543-17 22/06/2022 (3568 N-Acetyl-D, L-Leucine) TCNSX Centipharm France
3 VD-23963-15 17/12/2020 Atenolol BP 2018 Kopran Research Laboratories Limited India
. o i .
4 VD-13626-10  06/os/2019  Misoprostol HPMC 1% dispersion NSX Piramal Healthcare UK Limited United Kingdom
(Misoprostol Dispersion (1:100))
5 VD-23351-15 09/09/2020 Ibuprofen EP8.0 Solara Active Pharma Sciences Limited India
6 VD-22681-15 26/05/2020 Ibuprofen EP8.0 Solara Active Pharma Sciences Limited India
7 VD-26564-17 06/02/2022 Ibuprofen EP 8.0 Solara Active Pharma Sciences Limited India
8 VD-22014-14 08/12/2019 Sorbitol (NEOSORB P20/60) EP9.0 Roquette France
9 VD-26424-17 06/02/2022 Piroxicam EP8.0 Olon S.p.A Italy
10 VD-25540-16 05/09/2021 Etoricoxib NSX HETERO LABS LIMITED India
11 VD-25541-16 05/09/2021 Etoricoxib NSX HETERO LABS LIMITED India
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VD-25542-16
VD-25539-16
VD-23234-15
VD-23233-15
VD-21257-14

VD-28873-18

VD-28873-18

VD-23452-15

VD-22401-15

VD-26818-17
VD-28039-17
VD-22544-15
VD-19973-13

05/09/2021
05/09/2021
09/09/2020
09/09/2020
08/12/2019

22/02/2023

22/02/2023

17/12/2020

26/05/2020

22/06/2022
19/09/2022

26/05/2020
08/11/2019

Etoricoxib
Etoricoxib
Timolol maleate
Timolol maleate
Celecoxib

Nicardipin hydroclorid

Nicardipin hydroclorid
Paracetamol

Acetylcystein
(N-Acetyl-L-Cysteine)

Tizanidin hydroclorid
Sertraline hydrochloride

Cefaclor monohydrat

Potasium Guaiacol sulfonate

NSX
NSX
EP 7.0
EP 7.0
U'SP 40
USP 40/JP
17/TCCS
U'SP 40/JP
17/TCCS

BP2016

USP38

USP35
EP 9.0
USP37
U'SP38

HETERO LABS LIMITED
HETERO LABS LIMITED
Olon S.p.A
Olon S.p.A
Aarti Drugs Limited

Daito Pharmaceutical Co., Ltd

OLON S.P.A

Angiu lu’an Pharmaceutical Co., Ltd

Wuhan Grand Hoyo Co.,Ltd

Symed Labs Limited
Aurobindo Pharma Limited, Unit-VIII

DSM Sinochem Pharmaceuticals (Zibo) Co.,Ltd.

Zhejiang Haizhou Pharmaceutical Co.,Ltd

India
India
Italy
Italy
India

Japan
Italy

China

China

India
China
China



