BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Doc lap - Tir do - Hanh phuc

So: SSMN/QLD-BK HaNoi,ngay££ thcing J nam2019
V/v cong bo Danh muc nguyen lieu
lam thuoc phai kiem soat dac biet de
san xuat thuoc theo ho so dang ky
thuoc da co giay dang ky \uu hanh tai
Viet Nam phai thirc hien cap phep
nhap khau (Dot 164)

Kinh gui: Cac co so dang ley, 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 08/5/2017,
CancuNghidinh 155/2018/ND-CP ngay 12/11/2018;
Cue Quan ly Dugc thong bao:

Cong bo Danh muc nguyen lieu lam thuoc phai kiem soat dac biet de san
xuat thuoc theo ho so dang ky thuoc da co glay dang ky luu hanh tai Viet Nam
phai thuc hien cap phep nhap khau (Dot 164) {Danh muc tfinh kem).

Danh muc cac nguyen lieu lam thuoc dugc cong bo neu tren dang tai tren
trang thong tin dien tu cua Cue Quan |y Dugc tai dia chi:
http://www.dav.gov.vn.

Cue Quan ly Dugc thong bao de cac co so biet va thuc hien./.

Noi nil (in: TUQ. CUC TRU ONG

- Nhu tren; G DANG KY THUOC
- CT. Vu Tuan Cirong (de b/c);

- Phong QLKD Dirge (de p/h);

- Tong Cue Hai Quan (de phoi hop);
- Website Cue QLD;

- Luu: VT, DKT (V).

n Huy Hung


http://_www._dav._gov._vn




DANH MUC NGUYEN LIEU LAM THUOC PHAI KIEM SOAT DAC BIET DE SAN XUAT THUOC THEO HO SO’'DaNG KY THUOC DA
CO GIAY DANG KY LU'U HANH TAI VIET NAM PHATTHTfC HIEN CAP PHEP NHAP KHAU
Dinh kem cong van sc S /QLD-D1 S nam 2019.

Tieu chuiin
. . . . i Ten nu'é'c
So giay dang ky Het hieu luc giay dang ky Ten nguyen lieu lam chat lirong .
STT o : B Ten co'so' san xuat nguyen lieu
lirii hanh thuoc luu hanh thuoc thuoc diroc cong bo ciia nguyen

san xuat

nguyen lieu

Moxifloxacin

lieu

1 VD-31452-19 27127202~ : BP 2013 Sansh Biotech PVT. LTD India
Hydrochloride
Zheji Apeloa K .
2 VD-32056-19 27121202 Ofloxacin USP38 eltang Apeioa rangyu China
pharmaceutical Co., Ltd
India Glycols Limited
3 VD-32480-19 27/2'202 Colchicine USP37 India
Teva Czech Cona hoa
4 QLDB-762-19 27/2'2022 Paclitaxel TCCS Industries g
Sec.
SR.O.
Teva Czech Cona hoa
5 QLDB-763-19 27/2'2022 Paclitaxel TCCS Industries g
Sec.
S.R.O.
6 QLDB-764-19 27/2'2022 Docetaxel khan TCNSX SICOR DE MEXICO S.A de C.V Mexico
7 QLDB-765-19 27/2'2022 Docetaxel khan TCNSX SICOR DE MEXICO S.A de C.V Mexico
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V D -32225- 19

VD-32321-19

QLDB-751-19

271212024

27122024

271212022

Ciprofloxacine
hydrochloride

Zidovudine

Entecavir
monohydrate

USP38

USP 34

TCNSX

SHANGYU JINGXIN

China
PHARMACEUTICAL CO.rLTD
Hetero Labs Limited (Unit-1X) India
Anhui Biochem United Pharmaceutica. )
China

Co.. Ltd





