BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DITOC Doc lap - Tuldo - Hanh phuc

So: /QLD-BK Ha Noi, ngay thang ~ nam2019

VIv 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
thuc hien cap phep nhap khau

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

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

Can cu Nghi dinh 54/2017/NB-CP ngay 08/05/2017 cua Chinh phu Chinh
phu quy dinh chi tiet mot so dieu ve bien phap thi hanh Luat dugc; Nghi dinh so
155/2018/NB-CP ngay 12/11/2018 cua Chinh phu sua doi mot so quy djnh 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/CV-VCP va Van
thu sd 33-2019/CV-VCP ngay 03/07/2019 cua Cong ty CP dugc phim VCP; Van
thu sd 089/DHG-RA ngay 27/02/2019 cua Cong ty CP dugc Hau Giang; Van thu so
29/2019/DKT-DN ngay 04/03/2019 cua Cong ty CP Dugc pham Imexpharm; Van
thu sd 061/2019/Tena ngay 04/03/2019 cua Cong ty CP dugc pham Tenamyd; Van
thu sd 197/BKT-TRA ngay 05/03/2019 cua Cong ty CP Traphaco; Van thu sd
38/2019/0PV-DK ngay 18/02/2019 va van thu sd 39/2019/0PV-DK ngay
27/02/2019 cua Cong ty co phan dugc pham OPV,

Cue Quan ly Dugc thong bao:

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 thuc hien cap
phep nhap khau theo Danh muc dinh kem cong van nay.

Danh muc nguyen lieu lam thuoc dugc 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 thuc hien.

Noi nhdn: TUQ. CUC TRUONG

- Nhir tren;
- CT. Vu Tuan Circmg (de bfc); TRUONG PHONG DANG KY THUOC

- Tong Cue Hai Quan (de phoi hop);
- Website Cue QLD,;
- Luu: VT, DK (Bi).


http://www.dav.gov.vn

DANH MUC
NGUYEN LIEU BE SAN XUAt THUOC THEO HO SO BANG KY THUOC BA
CO GIAY BANG KY LUG HANH THUOC TAI VIET NAM BUOC NHAP KHAu
KHANG PHAI THUC HIEN YIEC CAP PHEP NHAP khAu '

(Ban hanhkem theo congvan so: /QLD-DKngay
. Hieu luc cua . . T de san
So giay dang ky . Ten nguyen lieu lam Tieu chuan chat lugng . en nu .
STT lim hanh thuoc glaza(:]arl]ntghllj())/cluu thuoc dugc cong bo cua nguyen lieu Ten co so san xuat nguyen lieu  xuat nguyen lieu
VD-24339-16 23/03/2021 Meropenem trihydrat - NSX (In-house) Quilu Antibiotics (Linyi) China
natri carbonat (8:1) Pharmaceutical Co. Ltd
VD-22246-15 09/02/2020 Piperacilin natri- NSX (In-house) Reyoung Pharmaceutical Co. China
Tazobactam natri (8:1) Ltd.
VD-26595-17 06/02/2022 Cefixim trihydrat USP36 Covalent Laboratories Private India
Limited
VD-24785-16 15/07/2021 Amoxicilin trihydrat EP 9.0 Sandoz Industrial Products S.A Spain
compacted
VD-19009-13 19/06/2019 Cefotaxime sodium USP 40 Reyoung Pharmaceutical Co., China
Ltd.
VD-19007-13 19/06/2019 Cefotaxime sodium USP 40 Reyoung Pharmaceutical Co., China
Ltd.
7 VD-19008-13 19/06/2019 Cefotaxime sodium USP 40 Reyoung Pharmaceutical Co., China
' Ltd.
VD-19446-13 10/09/2019 Cefotaxime sodium USP 40 Reyoung Pharmaceutical Co., China
Ltd.
9 VD-19443-13 10/09/2019 Cefotaxime sodium USP 40 Reyoung Pharmaceutical Co. China
- Ltd.
10 VD-19445-13 10/09/2019 Cefotaxime sodium USP 40 Reyoung Pharmaceutical Co., China
: Ltd.
VD-30008-18 27/03/2023 Omeprazol enteric‘coate SAINOR Laboratories PVT Ltd, India
1 pellets 8.5% w/w Unit Il - Pharma Division

VWwa*



STT

12.

13.

14.

15.

16.

17.

So giay dang ky

liru hanh thuoc
VD-21741-14

VD-26977-17

VD-26977-17

VD-20784-14

VD-21341-14

VD-22203-15

Hieu lire cua
giay dang Ky liru
hanh thuoc
19/09//2019

22/06/2022
22/06/2022
12/06/2019
12/08/2019

09/02/2020

Ten nguyen lieu lam
thuoc duoc cong bo

Bomeol
Lysine hydrochloride

Calcium ascorbate

1
1

Alendronate sodium
Ursodeoxycholic acid

Losartan potassium

Tieu chuan chat luong
cua nguyen lieu

CP 2010
USP 40
USP39
USP 41
EP 9.0

USP 37

Ten co so san xuat nguyen lieu

Guizhou Miaoyao Biotech
Co.,Ltd

Kyowa Hakko Bio Co., Ltd.

West Bengal Chemical
Industries Limited.

Cadila Pharmaceuticals limited

Sichuan Xieli Pharmaceutical
Co., Ltd.

Zhejiang Tianyu Pharmaceutical
Co., Ltd.

Ten nude san
xuat nguyen lieu

China
Japan
India
India
China

China





