
B0 YTE
CUC QUAN LY DUOC

CONG HOA XA HOl CHU NGHI A VIET NAM 
Doc lap - Tur do - Hanh phuc

So: 5 5 1 ? ^  /QLD-DK Hd Noi, ngay ^  thang j  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 dugc nhap khau khong phai 

thirc hien cap phep nhap khau
r r

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

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

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

Can cu cac ho so thay doi, bo sung thuoc trong nude da co giay dang ley luu 
hanh da dugc Cue Quan ly Dugc phe duyet noi dung thay doi, bo sung;

Theo de nghi cong bo nguyen lieu tai Van thu so 34/2019/DKT-DN ngay 
12/03/2019 cua Cong ty co phan dugc pham Imexpharm; Van thu de ngay 
28/02/2019 va de ngay 05/03/2019 cua Cong ty TNHH Sanofi-Aventis Viet Na 
Van thu sd 50/2019/TTr-LD ngay 08/03/2019 cua Cong ty lien MEYER-BPC,

Cue Quan ly Dugc thong bao:

Cong bo danh muc nguyen lieu de san xuat thuoc theo hd sa dang ky thuoc 
co giay dang ky luu hanh tai Viet Nam dugc nhap khau khong phai thirc hien c 
phep nhap khau theo Danh muc dinh kern cong van nay.

Danh muc nguyen lieu lam thuoc dugc cong bo neu tren dang tai tren trang 
thong tin dicn 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 nhein:
- Nhir tren;
- CT. Vu Tuan Cirang (de b/c);
- Tong Cue Ilai Quan (de phoi hop);
- Website Cue QLD;
- Luu: VT, DK (Bi).

TUQ. CUC TR U O N G  
TR U O N G  PH O NG  DANG  KY THUOC

H uy H ung

http://www.dav.gov.vn


DANH MUC
NGUYEN LIEU D£ SAN XU AT THUOC THEO HO SO DANG KY THUOC DA 

CO GIAY DANG KY LUtJ HANH THUOC TAI VIET NAM DUOC NHAP KHAu 
KHONG PHAI THU C HIEN VIEC CAP PHEP NHAP KHAu

(Ban hanh hem theo cong van so: jfflST/Q LD -D K  ngay thang 3  nam 2019 cua Cue Quan ly Dirac)

STT So giay dang ky 
lu’u hanh thuoc

Hieu lye cua 
giay dang ky lu'u 

hanh thuoc

Ten nguyen lieu lam 
thuoc du’oc cong bo

Tieu chuan chat luong 
cua nguyen lieu Ten co so- san xuat nguyen lieu

Ten nude san 
xuat nguyen lieu

1. VD-22048-14 08/12/2019

Hon hop Maalox 11 DC 
(chua Nhom hydroxyd 

gel kho va Magnesi 
hydroxyd)

Nha san xuat SPI PPIARMA France

2. VD-23000-15 09/09/2020 Chymotrypsin BP 2016 + Nha san 
xuat

NINGBO LINZYME 
BIOSCIENCES Co., Ltd. China

3. VD-21746-14 19/09/2019 Tenofovir disoproxil 
fumarate USP36 Hangzhou Starshine 

Phamiaceutical Co., Ltd. China

4. VD-26845-17 22/06/2022 Cloxacilin natri BP 2018 Reyoang Phamiaceutical Co., 
Ltd China

5. VD-29758-18
27/03/2023 Cloxacilin natri BP 2018 Reyoung Phamiaceutical Co., 

Ltd China
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