BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DIJOC Doc lap - Tu do - Hanh phuc

/IQLD-DK Ha Noi, ngayjy thang /Qnam 2018

V/v cong bo danh muc nguyen lieu
lam thuoc phai kiem soat dac biet phai
thuc hien cap phep nhap khau cua
thuoc trong nude da dugc cap SDK.

Kinh gui: Cac ca sd 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/ND-CP ngay 08/5/2017;

Can cu ket qua thém dinh ho so thay doi, bo suﬁg doi vdi thuoc san xuat
trong nude da dugc cap so dang ky luu hanh;

Theo de nghi cua cong ty tai van thu so 306/2018/CV-STA de ngay
27/9/2018 va 295/2018/CV-STA de ngay 18/9/2018 cua Cong ty TNHH Lien
Doanh STADA-VIET NAM; van thu sd 1448/CV-CTCPD dd ngay 18/9/2018 cua
Cong ty CP dugc Dong Nai; van thu sd 968/BK-DHT de ngay 26/9/2018 cua Cong
ty CP Dugc pham Ha Tay; van thu sd 1453/CV-2018/SVP de ngay 18/9/2018 cua
Cong ty CPDP SaVi; van thu sd 1481/2018/CV-CPC1HN de ngay 24/8/2018 va
van thu sd 1594/2018/CV-CPC1HN de ngay 12/9/2018 cua Cong ty CO phan Dugc
pham CPC1 Ha Noi; van thu sd 436/BBCL de ngay 24/9/2018 cua Cong ty co phan
hoa-dugc pham Mekophar;

Cue Quan ly Dugc thong bao:

Cong bo Danh muc nguyen lieu lam rthucr)c de san xuat thuécgtheo ho so dang
ky thuoc da co giay dang ky luu hanh thuoc tai Viet Nam phai kiem soat dac biet
phai thuc hien viec cap phep nhap khau (Danh muc dinh kem).

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 nhtin: TRUONG

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

- Phong QLKDD (de phoi hop);
- Tong Cue Hai Quan;

- Website Cue QLD;

- Luu: VT, DK (Chi).

I Thu Thuy


http://www.dav.gov.vn

DANH MUC
NGUYEN LIEU LAM THUOC LA DI/OC CHAT, TA DITOC, BAN THANH PHAM THUOC BE SAN XUAT THUOC THEO HO SO DANG KY
THUOC DA CO GIAY DANG KY LLTUHANH THUOC TAI VIET NAM PHAI KIEM SOAT DAC BIET PHAI THI/C HIEN VIEC CAP PHEP
NHAP KHAU
(Dinh kem Cong van so: &LQfyLt..JQLD-DK ngay .~ /i /"™ £ cu a Cue Quan ly Dune)

Ngay het hieu
Ten nude san

So giay dang ky luc cua giay Ten co'solsan xuat Ten nguyen lieu TCCL cua Ten colso san xuat Dla chi' co so san xuat nguyen
STT Ten thuoc ) i i xuat nguyen
luu hanh thuoc dang Ky luu thuoc lam thuoc nguyen lieu nguyen lieu lieu i
ieu
hanh
Chi nhanh cong ty . . Plot No. A-42 (Unit Il), MIDC
Praxinstad . Moxifloxacine . . . .
1 VD-21115-14 12/06/2019 TNHH Lien Doanh . EP 8.0 Cipla Ltd. Patalganga-410 220, Dist: Raigad, India
400 hydrochloride
STADA-VIET NAM M aharashtra
Unit-1X, Plot No.2,
Hetero Infrastructure Ltd-SEZ,
Zidovudin . .
Congty TNHH Lien . . o N.Narasapuram Village, .
2 STADA 300 VD-22353-15 09/02/2020 Zidovudine EP 8.2 Hetero Labs Limited India
Doanh STADA-VN Nakkapally Mandal,
mg Visakhapatnam District, Andhra
Pradesh
Plot. N0o.28 A, IDA Nacharam,
Cong ty co phan dupe Tramadol GVK Biosciences Nacharam Village, Uppal Mandal, .
3 Diintasic VD-21205-14 12/08/2019 . . EP 8.0 . o o India
Dong Nai. hydrochlorid Private Limited. Medchal-M alkajgiri Distric-
500076 Telangana, India.
Survey No. 10,
Gaddapotharam Sy.No. 10, Gaddapotharam
Cong ty co phan dupe Tramadol Village, Jinnaram Village, Jinnaram M andal, .
4 Tradamadol VD-30396-18 05/07/2023 . EP 8.0 . o India
pham Ha Tay hydrochloride Mandal, Medak Dist Sangareddy District, Telangana
502319, Telangana, State, India
India

HUBEI HONGYUAN o
No0.428, Yishui North Road,
. ) PHARMACEUTICAL . .
5 KITARO VD-26251-17 06/02/2022 Cong ty CPDP SaVi Metronidazole BP 2016 Fengshan Town, Luotian Country, China
TECHNOLOGY CO.,

LTD.

Hubei Provice
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Moxieye

Dropstar

BFS-
Neostigmine
0.5

Novogyl

Neo-
Gynoteman

VD-22001-14

VD-21524-14

VD-24009-15

VD-27287-17

VD-28709-18

12/08/2019

08/12/2019

17/12/2020

22/06/2022

01/08/2023

Cong ty co phan dirge
pham CPC1 Ha Noi

Cong ty co phan dirge
pham CPC1 Ha Noi

Cong ty Co phan Dirge
pham CPC1 Ha Noi

Cong ty co phan hoa-
dirgc pham Mekophar.

Cong ty co phan hoa-
dugc pham Mekophar.

Moxifloxacin
hydrochloride

Levofloxacin
hemihydrate

Neostigmine
Metilsulfate

(Neostigmine
M ethylsulfate)

Metronidazol

Metronidazol

BP 2016, EP
8.0

USP38

USP38

USP 38,

TCCS

EP 8.0

BP 2013

BP 2013

Nosch Labs Pvt.Ltd.

M SN Pharmachem
Private Limited

Hetero Drugs Limited

Shangyu Jingxin
Pharmaceutical Co.,
Ltd

Hannan Finochem Ltd.

Hubei Hongyuan
Pharmaceutical
Technology Co.,Ltd

Hubei Hongyuan
Pharmaceutical
Technology Co.,Ltd

Manufacturing site: Unit I, Sy.
No. 14, Gaddapotharam Village,
IDA., Kazipally, Jinnaram
Mandal, Sangareddy District,
Telangana, India
Plot.N0.212/A ,B,C,D ,Phase-
11,IDA Pashamylaram,
Pashamyralam (Village),
Patancheru (Mandal), Medak
District-502 307, Telangana, India

M anufacturing site: Unit-I, Sy
no.213, 214 & 255 Bonthapally
Village, Gummadidala Mandal,
Sangareddy District 502313,
Telangana State, India

No. 31 Weisan Road, Hangzhou
Bay, Shangyu Economic and
Technological Development Area,
China

Plot No. E-7, E-8, E-9, MIDC,
Industrial Area, Chikalthana,
Aurangabad-431006, India

No 8 Fengshan road, Industrial
and Economic Development
Zone, Luotian County, Huanggang
City, Hubei Province, China

No 8 Fengshan road, Industrial
and Economic Development
Zone, Luotian County, Huanggang
City, Hubei Province, China

India

India

India

China

India

China

China



