BOY TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Boc lap - Ty do - Hanh phac

S6: ¥y/QLD-DK Ha Noi, ngay thang 02"nam 2019
V/v cdng bd danh muc nguyén liéu dé
sdn xuat thudc theo hd so dang ky
thudc da c6 gidy dang ky lwvu hanh tai
Viét Nam dugc nhap khau khong phai
thuwc hién cép phép nhap khau

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

Can clr Luat dwoc s6 105/2016/QH13 ngay 06/4/2016;

Can ct Nghi dinh 54/2017/NB-CP ngay 08/5/2017 quy dinh chi ti€t mot s
diéu va bién phap thi hanh Luat Duoc;

Can c* Nghi dinh s0 155/2018/ND-CP ngay 12/11/2018 slra ddi, b0 sung
mot s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi quan ly
nha nwéc clia BO Y t€;

Theo dé nghi cong b6 nguyén liéu tai Van thu s6 289/CV-TV.PHARM dé
ngay 07/11/2018 va Van thv s6 290/CV-TV.PHARM dé ngay 07/11/2018 cla
Cong ty ¢6 phan duvoc pham TV.PHARM

Cuc Quan ly Dugc thdng béao:

Cong b6 Danh muc nguyén liéu dé san xudt thudc theo hd so dang ky thudc
da c6 gidy dang ky lwvu hanh tai Viét Nam duoc nhap khau khong phai thuc hién
cdp phép nhap khau (theo danh muc dinh kém).

Danh muc nguyén liéu dé san xudt thudc dugc cong bd néu trén dang tai trén
trang thong tin dién t&r cia Cuc Quan ly Duwoc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Dwgc thdng bao dé cac cong ty san xudt biét va thuc hién.

Nﬁm?rg:; TUQ. CUC TRUONG

- CT. Vi Tuiin Cudng (dé bic); TRUONG PHONG DANG KY THUOC
- Tong Cuc Hai Quan (dé phoi hop);

- Website Cuc QLD;

-Luu: VT, BKT(QH).


http://www.dav.gov.vn

DANH MUC NGUYEN LIEU BE SAN XUAT THUOC THEO HO SO DANG KY THUOC PA CO GIAY BANG KY Luu

STT

HANH TAI VIET NAM PUroCc NHAP KHAU KHONG PHAI THWC HIEN CAP PHEP NHAP KHAU
Binh kém cbng van s6

S6 gidy dang
ky lvu hanh
thudc

VD-15008-11

VD-17570-12

VD-17571-12

VD-17572-12

Hiéu luc clia
gidy dang ky
lvu hanh

13/12/2019

13/12/2019

13/12/2019

13/12/2019

Tén nguyén liéu lam thudc
duo*c cong bd

Paracetamol (Acetaminophen)

Desloratadin

Dextromethorphan hydrobromide

Dextromethorphan hydrobromide

¥ ~QLD-bK ngay

thang nam
Tiéu chuan
chat lwong . 2, s e N
s A Tén co s@ san xuat nguyén liéu
cua nguyén
liu
BP 2014 Angiu Lu’an Pharmaceutical Co., Ltd.

U'SP38, Ph.Eur
8, In-house

BP 2014/
Ph.Eur 8

USP40

Vasudha pharma Chem Limited

Vasudha pharma Chem Limited

Wockhardt Limited

Tén nuoéc
san xuat
nguyén liéu

China

India

India

India



Tiéu chuan

SO, giay (i{ang I—_hgu IL;YC cva 1 nguyén liéu lamthuéc  chat lugng . . ~ A pia T?n froe
ky lvu hanh  gidy dang ky d A ~ > A Tén co s san xuat nguyén liéu san xuat
~ \ woc cong bd cua nguyén o
thudc luu hanh lidu nguyén liéu
VD-17573-12 13/12/2019 Dextromethorphan hydrobromide U'SP40 Divi's Laboratories Limited India
VD-17575-12 13/12/2019 Acid mefenamic NSX Shangyu Forever Chemical Co.,Ltd China
VD-17576-12 13/12/2019 Isoniazid U'SP 29 SECOND PHARMA CO., LTD. China
VD-17577-12 13/12/2019 Acid mefenamic NSX Shangyu Forever Chemical Co.,Ltd China

VD-17578-12 13/12/2019 Piracetam EP 8/EP 9  Jiangxi Yuehua Pharmaceutical Co. Ltd. China



STT

10

13

14

S6 gidy dang
ky luu kanh
thudc

VD-17578-12

VD-17580-12

VD-17580-12

VD-17581-12

VD-17582-12

Hiéu luc clia
gidy dang ky
lvu hanh

13/12/2019

13/12/2019

13/12/2019

13/12/2019

13/12/2019

Tiéu chuan
Tén nguyén lieu lamthuéc  chat luo*ng
dwoc cong bd clla nguyén

liéu

. . BP 2014, Ph.Eur
Cinnarizine

8.0
Piracetam EP 8/EP 9
Cinnarizine BP2014
Cefotaxime sodium USP38
Cefuroxime sodium USP38

e°a»:-- - 7 i

Tén nudc
Tén co s& san xuét nguyén liéu san xudt

nguyén liéu
Flemming Laboratories Limited India
Jiangxi Yuehua Pharmaceutical Co. Ltd. China
RL FineChem PVT. Ltd India
NCPC Hebei Huamin Pharmaceutical China

Co. Ltd.,

Qilu Antibiotics Pharmaceutical Co. China

Ltd.



STT

15

16

17

18

19

S6 gidy dang
ky lvu hanh
thudc

VD-17583-12

VD-17584-12

VD-17585-12

VD-17586-12

VD-17587-12

Hiéu luc clia
gidy dang ky
lvu hanh

13/12/2019

13/12/2019

13/12/2019

13/12/2019

13/12/2019

Tén nguyén liéu lam thude

duoc cong bd

Ceftriaxone sodium

Cefadroxil monohydrat

Lamivudine

Acid ascorbic

Cefaclor

Tiéu chuan

chat luong

cla nguyén
liéu

USP38

BP 2015

NSX

BP 2014

U'SP38

Tén co s6 san xudt nguyén liéu

Qilu Antibiotics Pharmaceutical Co.

Ltd.

Lupin Limited

Taizhou ignore bio-tech co. Itd

Aland (jiangsu) nutraceutical co . Itd.

Lupin Limited

Tén nuwdc
san xuat
nguyén liéu

China

India

China

China

India



STT

20

21

22

23

24

S0 gidy dang
ky lvu hanh
thubc

VD-17024-12

VD-19494-13

VD-19499-13

VD-19499-13

VD-19972-13

Hiéu luc cla
gidy dang ky
lvu hanh

25/10/2019

17/10/2019

17/10/2019

17/10/2019

08/11/2019

Tén nguyén liéu lam thuoc

duwogc cong bod

Clopidogrel bisulfat

Aluminium phosphat gel

Cefoperazon sodium

Sulbactam sodium

Natri benzoat

Tiéu chuéan

chat lugng

clia nguyén
liéu

USP 29

BP 2007

NSX

NSX

DDBWN IV

Tén co s& san xuat nguyén liéu

Teva API India Ltd.

BK Giulini- Germany

Zhuhai united laboratories co ., Itd

Zhuhai united laboratories co., Itd

Emerald - USD

Tén nuoc
san xuat
nguyén liéu

India

Germany

China

China

USA



S6 gidy dang  Hiéu luc cua
STT kylwuhanh  gidy dang ky
thudc luu hanh

Tén nguyén liéu lam thudc
duoc cong bo

25 VD-20262-13 27/12/2019 Atorvastatin calcium

Danh muc nay bao gébm 25 khoan./.

Tiéu chuan

chat luong

clia nguyén
liéu

NSX

Tén co s& san xudt nguyén liéu

CADILA HEALTHCARE., Limited

Tén nuoc
san xuat
nguyén liéu

India





