BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Doe lap - Tu’do - Hanh phuc

So; /QLD-DK Hd Noi, ngayjOj thdng » nam2019

V/v cong bo danh muc nguyen lieu de
san xuat thuoc theo ho so dang ky
thuoc da co giay dang ky luu hanh tai
Viet Nam duo'c nhap khau khong phai
thuc hien cap phep nhap khau

Kinh gui: Cac ca so dang ky, san xuat thuoc trong nuoc.

Can cu Luat duo® so 105/2016/QH13 ngay 06/4/2016;

Can cu Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu Chinh
phu quy dinh chi tiet mot so dieu ve bien phap thi hanh Luat duot; Nghi dinh so
155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sua doi mot so quy dinh lien
quan den dieu kien dau tu kinh doanh thuoc pham vi quan ly nha nuoc cua Bo Y te;

Can cu cac ho so thay doi, bo sung thuoc trong nuoc da co giéy dang ky luu
hanh da dirge Cue Quan ly Duorc phe duyet noi dung thay doi, bo sung;

Theo de nghi cong bo nguyen lieu tai Van thu so 154/VPC-CV ngay
08/03/2019 cua Cong ty CP duoc pham Vmh Phuc; Van thu so 030919/CV de ngay
09/03/2019 cua Cong ty TNHH tu van va phat trien cong nghe Trung Thanh; Van
thu so 041/2019/CV/BVP ngay 26/02/2019 cua cong ty co phan BV Pharma; Van
thu s6 085/UIP-2019 ngay 12/03/2019 cua Cong ty TNHH UNITED
INTERNATIONAL PHARMA; Van thu s6 230/DKT-TRA ngay 14/03/2019 cua
Cong ty CP Traphaco,

Cue Quan ly Dirge thong bao:

Cong bo danh muc nguyen lieu de san xuat thuoc theo ho so dang ley thuoc da
co giay dang ky luu hanh tai Viet Nam duoc nhap khau khong phai thuc hien cap
phep nhap khau theo Danh muc dinh kem cong van nay.

Danh muc nguyen lieu lam thuoc duoc cong bo neu tren dang tai tren trang
thong tin dien tu cua Cue Quan ly Dugc tai dia chi: www.dav.gov.vn.

Cue Quan ly Dugc thong bao de cac cong ty san xuat biet va thirc hien.

Noi nhan:

- Nlur tren;

- CT. Vu Tuan Cuong (de b/c);
- Tong Cue Hai Quan (de phoi
- Website Cue QLD;

- Luu: VT, DK (Bi).


http://www.dav.gov.vn




DANH MUC
NGUYEN LIEU DE SAN XUAT THUOC THEO HO SO DANG KY THUOC DA
CO GIAY DANG KY LUU HANH THUOC TAI VIET NAM OUO'C NHAP KHAU
khong phAi thug hien viec cAp phep nhajp khAu

(Ban hanh kem theo cong van so: £ }*2IQLD-DK ngayjg thang 3 nam 2019 cua Cue Qudn ly Duac)
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lun hanh thuoc glar{a?]in?huélc uu thuoc du'ge cong bo cua nguyen lieu Ten co so san xuat nguyen lieu  xuat nguyen lieu
1 QLDB-631-17 19/09/2022 Levonorgestrel USP38 Qinhuangdao Zizhu China
Phannaceutical Co., Ltd.
2. VD-22247-15  02/09/2020 Famotidine USP37 Union Q“'m";OAFarmace““Ca’ Spain
Ondansetron CTX life sciences .
3. VD-25534-16 09/05/2021 hydrochloride USP38 PVT. Ltd India
4. VD-25534-16 09/05/2021 Omeprazole sodium EP 8.0 Nosch labs private limited India
5 VD-25534-16 09/05/2021 Omeprazole sodium BP 2013 Union Q”'m";o AFarmace“t'Ca' Spain
Itraconazole Pelleta Titan Laboratories Private .
6. VD-27688-17 19/09/2022 99 0% WAV NSX Limited India
7. VD-27674-17 19/09/2022 Loratadin USP36 Vasudha Pha[]":]?tcuhem Limited, India
8  VD-13706-11 01/10/2019 Rabeprngl':tSSOd'“m NSX Spansules Formulations India
9. VD-27675-17 19/09/2022 Celecoxib USP39 Kekule Pharma Limited. India
VD-21741-14 19/09//2019 L-Bomeol CP 2010 Guizhou Miaoyao Biotech China
10. o Co.,Ltd
/ n |
11 VD-23414-15 09/09/2020 Ibuprofen "~ J&! EP9.0 BASF SE USA
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So giay dang ky

liru hanh thuoc

VD-17805-12

VD-18160-12

VD-30177-18

VD-21573-14

VD-22382-15

VD-22382-15

VD-25561-16

VD-24656-16

Hieu lire cua

giay dang ky luu

hanh thuoc

21/2/2020

21/2/2020

27/03/2023

12/08/2019

09/02/2020

09/02/2020

5/9/2021

23/03/2021

Ten nguyen lieu lam
thuoc dirge cong bo

Hydrochlorothiazide

Hydrochlorothiazide

Gliclazide

Phenylephrine
Hydrochloride

Phenylephrine
Hydrochloride

Phenylephrine
Hydrochloride

Mefenamic Acid

Acetaminophen

Tieu chuan chat lugng
cua nguyen lieu

USP36

USP36

BP 2017

BP 2016

BP 2016

BP 2016

EP 9.0

USP39

Ten co-sir san xuat nguyen lieu

Suzhou Lixin Pharmaceutical
Co., Ltd.

Suzhou Lixin Pharmaceutical
Co., Ltd.

Shandong Keyuan
Pharmaceutical Co., Ltd.

Malladi Drugs &
Pharmaceuticals Limited, Unit-3

Divi’s Laboratories Limited

Malladi Drugs &
Pharmaceuticals Limited, Unit-3

Yung zip chemical Ind. Co., Ltd.

Lianyungang Kangle
Pharmaceutical Co., Ltd.

Ten nuoc san
xuat nguyen lieu

China

China

China

India

India

India

Taiwan.

China





