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CONG HOA XA HOI CHU NGHIA VIET NAM 
Doc lap - Tu* do - Hanh phuc

So: j[ §$$D /QLD-DK Ha Noi, ngay Qj thang/Q nam 2018

V/v cong bo danh muc nguyen lieu 
dugc chat lam thuoc lchong phai thuc 
hien cap phep nhap khau cua thuoc 

trong nude da dugc cap SDK

r r

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/ND-CP ngay 08/5/2017;

Can cu cac ho so thay doi, bo sung thuoc trong nude da co giay dang ky 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 703/DHG-RA ngay 20/09/2018 
cua Cong ty CP dugc Hau Giang; Van thu so 982/CV-DK/DMC ngay 22/08/2018 va 
van thu so so 981/CV-DK/DMC ngay 22/08/2018 cua Cong ty co phan xuat nhap 
lchau y te Domesco; Van thu so 14/2018/CBNL-HS ngay 13/09/2018 cua Cong ty 
TNHH Hasan-Dermapharm; Van thu so 720/DKT-TRA ngay 25/09/2018 cua Cong 
co phan Traphaco,

Cue Quan ly Dugc thong bao:

Cong bo Danh muc nguyen lieu dugc chat lam thuoc de san xuat thuoc theo 
ho so dang ky thuoc da co giay dang ley luu hanh thuoc tai Viet Nam dugc nhap khau 
lchong phai thuc hien cap phep nhap khau theo Danh muc dinh kern 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 nhan:
- Nhir tren;
- CT. Vu Tuan C uang (de b/c);
- Tong Cue Hai Quan (de phoi hop);
- W ebsite Cue QLD; ^
- Luu: VT, B K  (Bi).

TUQ. CUC TRlTONG
PHO TRUdNG PH 6N G  DANG KY THUOC

Nguyen Thi Thu Thuy

http://www.dav.gov.vn


DANH MUC
NGUYEN LIEU DUOC CHAT BE SAN XUAT THUOC THEO HO SO DANG KY THUOC DA 

CO GlAY DANG KY LUTU HANH THUOC TAI VIET NAM DUOC NHAP KHAU 
KHONG PHAl THlTC HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kem theo cong van s o $880IQLD-DK ngay 03 thangjQnam 2018 cua Cue Quan ly

ST
T Ten thuoc

So giay dang 
ky luu hanh 

thuoc

Ngay het 
hieu lire cua 
giay dang ky 

luu hanh

Ten co so san xuat 
thuoc

Ten nguyen lieu 
lam thuoc

Tieu chuan 
chat Iugng cua 

nguyen lieu

Ten co sb san 
xuat nguyen lieu

Dia chi co so san xuat 
nguyen lieu

Ten nuoc 
san xuat 

nguyen lieu

1. Hapenxin capsules (1) VD-23382-15 09/09/2020

Cong ty co phan 
dugc Hau Giang - 

Chi nhanh nha may 
dugc pham DHG 

tai Hau Giang.

Cephalexin
monohydrat BP 2015

Lupin Limited

Works: Unit-1, 198-202 
New Industrial Area No.2, 
Mandideep-462046, 
District: Raisen [M.P], 
India.
Corporate Office: 159, 
C.S.T. Road, Kalina, 
Santacruz (East), Mumbai 
- 400 098, India.

India

DSM Sinochem 
Pharmaceuticals 

Spain, S.A.

Calle Ripolles, 2 Poligono 
Industrial Urvasa, Sta 
Perpetua de Mogoda, 
08130 Barcelona, Spain

Spain

2. Cinnarizin 25 m g(2) VD-19144-13 19/06/2019
Cong ty Co phan 

Xuat nhap khau Y 
t! DOMESCO

Cinnarizine BP 2015 Rakshit Drugs 
Pvt. Limited

SYNo. 10/B, 
Gaddapotharam Village, 
Jinnaram Mandal, Medak 
Distric. A.P, India

INDIA

3. Ofmantine-Domesco 
625 mg (3) VD-22308-15 09/02/2020

Cong ty Co phan 
Xuat nhap khau Y

Amoxicillin
trihydrate
compacted

BP 2017
DSM Sinochem 
Pharmaceuticals 

India Pvt. Ltd

Bhai Mohan Singh Nagar, 
Toansa, Distt. 
Nawanshahr, Punjab 
144533 India

INDIA

t6 DOMESCO

-----------------M ^ /  .'Tj r

Potassium 
Clavulanate: Avicel

„  ______
BP 2016

Sandoz Industrial 
Products SpA, 

Italy

Corso Verona, 165, 38068 
Rovereto (Trento), Italy ITALY

M i ,  v j ) :
1 nhat tieu chuan clu(1) Di6u chinh dia chi nha san xudt dugc ch&t, bo sung nha san xuat dugc chat, cap nha£jieu chi^iy'chatiugng dugc chat theo cong van so 17363/QLD-DK ngay 11/09/2018 cua Cue Quan 

ly Dugc; thay doi ten co so san xuat thuoc theo cong van so 6925/QLD-DK ngay. 16/Q4/20ljS^fra/Cuc Quan ly Dugc
{2) Bo sung co so san xuat dugc chat theo cong van so 1924/QLD-DK ngay 25/01/201jTcua Quc Qudn ly Dugc
(3) Bo sung co so san xuat duoc chat theo cong van so 14289/QLD-DK ngay 25/07/2018 :cfia Cue Quan ly Dugc
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T Ten thuoc

So giay dang 
ky luu hanh 

thuoc

Ngay het 
hieu lire cua 
giay dang ky 

luu hanh

Ten co so san xuat 
thuoc

Ten nguyen lieu 
lam thuoc

Tieu chuan 
chat Iugng cua 

nguyen lieu

Ten co so san 
xuat nguyen lieu

Dia chi co so san xuat 
nguyen lieu

Ten nuoc 
san xuat 

nguyen lieu

4. Vashasan MR (4) VD-23333-15 09/02/2020 Cong ty TNHH Ha 
san-Dermapharm

Trimetazidin
dihydrochlorid

JP 16 Trichem Life 
Sciences Limited

K-57, M.I.D.C, Tarapur, 
Boisar. Dist. Palghar- 
401506, Maharashtra, 
India

India

EP 8.0 Chemi S.p.A Via Vaditis 5, 03010 
Patrica (Frosinone), Italy Italy

Vitamin B1 
(Thiamin 

hydroclorid)
BP 2014 DSM Nutritional 

Products GmbH

Postfach 1145 D-79629
Grenzach-Wyhlen,
Germany

Germany

5. Carmanus (5) VD-27364-17 22/06/2022
Cong ty TNHH 
Traphaco Hung 

Yen

Vitamin B6 
(Pyridoxin 

hydroclorid)
BP 2014 DSM Nutritional 

Products GmbH

Postfach 1145 D-79629
Grenzach-Wyhlen,
Germany

Germany

Vitamin B3 
(Nicotinamid) BP 2014

Lonza Guangzhou 
Nansha Ltd gia 
cong cho DSM 

Nutritional 
Products Ltd

68, Huangge Dadaobei, 
Nansha District, 
Guangzhou 511455, China

China

(4) Bo sung co so san xuat duoc chat, thay doi tieu chuan chat Iugng dugc chat theo cong van so 16851/QLD-DK ngay 31/08/2018 cua Cue Quan ly Dugc
(5) Thay d6i ten va each ghi dia chi co so san xu§t dugc chdt theo cong van s6 17777/QLD-DK ngay 18/09/2018 cua Cue Quan ly Dugc; Thay doi dia diem san xuat thuoc, cap nhat tieu
chudn chat luong duoc chat theo cong van so 17951/QLD-DK ngay 03/11/2017 cua Cue Quan ly Dugc
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