B YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Déc lap - Tw do - Hanh phuc

s6: 577 /QLD-bK Ha Noi, ngay “ij thang Y nam 2019
V/v céng b6 danh muc nguyén liéu
lam thudc phai phai kiém soat dac biét
dé san xudt thudc theo hd so dang ky
thubc da cé gidy dang ky luvu hanh tai
Viét Nam phai thuc hién cép phép
nhap khau - Dot 164

Kinh gtri: Céac co s dang ky, san xudt thu6c trong nuéc.

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

Can ct Nghi dinh 54/2017/ND-CP ngay 08/5/2017 quy dinh chi tiét mot so
diéu va bién phap thi hanh Luat Duoc;

Can ctr Nghi dinh s6 155/2018/NB-CP ngay 12/11/2018 sira doi, bd sung
mot s6 quy dinh lién quan dén diéu kién dau tv kinh doanh thudc pham vi quan ly
nha nuéc ctia BO Y t€;

Cuc Quan ly Dugc théng bao:

Cong bd 02 danh muc nguyén liéu lam thudc phai kiém soat dac biét dé san
xuat thuéc theo hd so dang ky thu6c da co6 gidy dang ky luw hanh tai Viét Nam
phai thuc hién cap phép nhap khau - Dot 164 (02 Danh muc dinh kém).

Danh muc nguyén liéu lam thuéc phai phai kiém soat dac biét dwoc cdng bo
néu trén dang tai trén trang thong tin dién t& cia Cuc Quan ly Dwoc tai dia chi:
www.dav.gov.vn,

Cuc Quan ly Dugc thong bao dé cac cong ty san xuat biét va thuc hién./.

Noi nhan: TUQ. CUC TRUONG
- Nhu trén;

- CT. Vi Tuén Cuong (dé b/c);

- Téng Cuc Hai Quan (dé phdi hop);

- Phong QLKDD;

- Website Cuc QLD;

- Luu: VT, BKT (QH).


http://www.dav.gov.vn
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DANH MUC 1; NGUYEN LIEU LAM THUOC PHAI KIEM SOAT BDAC BIET BDE SAN XUAT
THEO HO So DANG KY THUOC PA CO GIAY PANG KY Luwu HANH TAI VIET NAM
PHAI THUC HIEN CAP PHEP NHAP KHAU - BOT 164
Binh kém congvansé /(X /

S6 gidy dang ky

lru hanh thudc

VD-31777-19

VD-31781-19
VD-31782-19

VD-31790-19

VD-31791-19

VD-31613-19

VD-31613-19

VD-31546-19
VD-31959-19

VD-31961-19
VD-31965-19

Hiéu luc cla
gidy dang ky
lu hanh thuoc

27/02/2024

27/02/2024
27/02/2024

27/02/2024

27/02/2024

27/02/2024

27/02/2024

27/02/2024
27/02/2024

27/02/2024
27/02/2024

Tén nguyén liéu lam
thudc duwoc cong bo

Metronidazole

Ofloxacin
Ofloxacin

Progesteron

Ciprofloxacin
hydroclorid

Ciprofloxacin

Ciprofloxacin

Salbutamol sulphate

Metronidazol

Norfloxacin

Salbutamol Sulphate

/QLD-bK ngay rcj

Tiéu chuan chét
lvong cia nguyén

liéu

BP 2014

USP39
USP39

USP38

USP37

USP38

USP38

BP 2016

BP 2016

USP 34

BP 2015

thang Y nam Gl

Tén nuoc san
Xuat nguyén
lieu

Tén CO' s6' s&n xuat nguyén liéu

Hubei Hongyuan Pharmaceutical

Technology Co., Ltd China
Century Pharmaceuticals Ltd India
Century Pharmaceuticals Ltd India

Zhejiang Xianju Pharmaceutical .
Co.,Ltd China
Shangyu Jingxi Pharmaceutical .
Co.,Ltd China
Hefei TNJ
Chemical Industry .
h
Co., Ltd. China
Quimica Sintetica, S.A.
Tay ban nha
Supriya Lifescience Ltd India
Hubei Hongyuan Pharmaceutical China
Co., Ltd
Nakoda Chemicals Ltd. India

Jayco Chemical Industries India



Hubei Hongyuan Pharmaceutical

Technology Co., Ltd. China

12 VD3-22-19 20/3/2022 Metronidazole BP 2016

Northeast Pharmaceutical Group

Co., Ltd China

13 VD3-22-19 20/3/2022 Chloramphenicol USP39

Danh muc nay bao gom 13 khoan ./.



DANH MUC 2: NGUYEN LIEU LAM THUOC PHAI KIEM SOAT DAC BIET BE SAN XUAT
THEO HO SO BANG KY THUOC PA CO GIAY DANG KY Lwu HANH TAI VIET NAM
PHAI THucr: HIEN CAP PHEP NHAP KHAU - BQT 164

binh kém cbng van sb

.A R . ~_ .. Tiéu chuan
f s ax . Hiéu lwc cia  Tén nguyén liéu 0
SO giay dang ky e X e chat lvong
STT : ~ giay dang ky  lam thuoc duwoc | )
lru hanh thuéc . o R " cla nguyén
lvu hanh thubéc cong bd S
liéu
1 VD-31996-19 27/02/2024 Codeine EP7.0

Danh muc nay bao géom 01 khoan ./.

/QLD-bK ngay

thang

Tén CO' s& san xuat
nguyén liéu

Alcaliber S.A.

nam
Ten
Dia chi C0' s& san xuat nguyén nuoc san
i xuat
lieu .
nguyén
liéu
1/ Office: Genova 27, Planta 6 -
Modulo 4-28004 Madrid.
SPAIN .
Spain

2/ Factor}?. Avda. Ventalomar,
1, Poligono Industrial. 45007
Toledo, SPAIN





