
BO YTE
CUC QUAN LY DlTOC

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

So: A ^ 3 6 ^  /QLD-DK Ha Noi, ngay j /  thang o  nam2018

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

trong nude da dugc cap SDK

r r

Kinh gui: Cac ca sd dang ky, san xuat thuoc trong nude.

Can cu Luat dugc sd 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 sd 301/VDP ngay 21/08/2018 
cua Cong ty CP dugc pham trung uong Vidipha; Van thu sd 843/VPC-CV ngay 
28/08/2018 cua Cong ty co phan dugc pham Vmh Phuc; Van thu sd 235/2018/DKT- 
DN ngay 29/08/2018 va van thu so 249/2018/DKT-BN ngay 07/09/2018 cua Cong 
ty co phan dugc pham Imexpharm; Van thu sd 668/DHG-RA ngay 04/09/2018 va 
van thu sd 640/DHG-RA ngay 22/08/2018 cua Cong ty CP dugc Hau Giang; Van thu 
sd 132/2018/OPV-BK ngay 27/08/2018 cua Cong ty CO phan Dugc pham OPV; Van 
thu sd 1460/CV/DPKH ngay 28/08/2018 cua Cong ty CP dugc pham Khanh Hoa; 
Van thu sd 0918-173/DAV-RA ngay 06/09/2018 cua Cong ty co phan Fresenius Kabi 
Viet Nam;

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 
khong phai thuc hien cap phep nhap khau theo Danh muc dinh kem cong van nay.

r r

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:
-  Nhu tren;
- CT. Vu Tuan Cvang (de b/c);
- Tong Cue Hai Quan (de phoi hgp);
- Website Cue QLD;
- L-u: VT, BK (Bi).

T R l/O N G  
NG DANG KY THUOC

Thu Thuy

http://www.dav.gov.vn


DANH MUC
NGUYEN LIEU DlTOC CHAT DE SAN XUAT THUOC THEO HO SO DANG KY THUOC DA 

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

(Ban hanh kem theo cong van sdaiyfo  IQLD-DK ngay jp/f thang $  n®m 2018 cua Cue Quan ly Duac)

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
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lam thuoc
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Dia chi co so san xuat 
nguyen lieu

Ten nude 
san xuat 

nguyen lieu

1. Diacerein 50mg(1) VD-21915-14 18/12/2019

Chi nhanh cong ty 
co phan dugc pham 
trung uong Vidipha 

tai Binh Duong

Diacerein EP 8.0 Rakshit Drugs 
Private Limited

SYNO. 10/B, 
Gaddapotharam Village, 
Jinnaram Mandal, Medak 

Distric. A.P, India

INDIA

2. Prednisolon 5m g(2) VD-21916-14 18/12/2019

Chi nhanh cong ty 
co phan dugc pham 
trung uong Vidipha 

tai Binh Duong

Prednisolone BP 2014
Zhejiang Xianju 
Pharmaceutical 

Co., Ltd.

No. 1 Xianyao road, 
Xianju, Zhejiang, China CHINA

3. Vingomin (3) VD-24908-16 15/07/2021
Cong ty co phan 
dugc pham VTnh 

Phuc

Methylergometrine
maleate USP38 Teva Czech 

Industries S.R.O
Ostravska 29/305, 747 70 

Opava-Komarov
Czech

Republic

4. Synerbone (4) 5 VD-26862-17 22/06/2022 Cong ty CPDP 
Imexpharm

Vitamin D3 
(Cholecalciferol) EP 9.0 DSM Nutritional 

Products Ltd.

- Dia chi tren COA: 
Branch Site Sisseln: CH- 
4334 Sisseln, Switzerland

- Dia chi tren GMP: 
Zweigniederlassung Werk

Sisseln, Hauptstrasse 4, 
4334 Sisseln, Switzerland

Switzerland

5. Paracetamol 650 mg
(5)

VD-26169-17 06/02/2022 Cong ty CPDP 
Imexpharm Paracetamol BP 2016

Anqiu Lu'an 
Pharmaceutical 

Co., Ltd.

No 35, Weixu North Road, 
Anqiu City, Shandong 

Province, China.
China

(1) Thay d6i ca sa san xuit dirge chat, tieu chuan chat lirgng du'gc chat theo cong van so 3641/QLD-DK ngay 27/03/2017 cua Cue Quan ly Dugc
(2) Thay d6i ten co so san xuit thuic, co so san xuit dugc chit, tieu chuin chit lugng dugc chat theo cong van so 11852/QLD-DK ngay 10/08/2017 cua Cue Quan ly Dugc
(3) Thay d6i co so san xuit dugc chit, tieu chuin chit lugng dugc chit theo Cong vart s6 18£45/gLD-DK ngay 10/11/2017 cua Cgc Quan ly Dugc
(4) Diiu chinh dia chi co so san xuit dugc chit, cap nhat tieu chuin chit lugpg dugc/chit theo. ho so thong thay doi nho chi yeu cau thong bao, ma ho so:2323/TDTN, ngay 09/07/2018
(5) Bo sung co so san xuat dugc chat theo cong van so 16348/QLD-DK ngay 2 l/OS/^OlAii^^/c^Quan ly Dugc
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ky luu hanh 
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nguyen lieu

6. Alphachymotrypsine
(6) VB-22957-15 19/09/2020 Cong ty co phan 

dirge pham OPV
Alpha

chymotrypsin USP 32
Faizyme 

Laboratories 
(PTY) Ltd

Old Lansdowne Road, 
Philippi, Cape town, 
Western Cape, 7785, 

South Africa

South Africa

7. Opetrypsin 4200 USP
(6) VB-21682-14 19/09/2020 Cong ty co phan 

dugc pham OPV Chymotrypsin USP 32
Faizyme 

Laboratories 
(PTY) Ltd

Old Lansdowne Road, 
Philippi, Cape Town, 
Western Cape, 7785, 

South Africa.

South Africa

8. PoncifBHG (7> VB-25558-16 05/09/2021

Cong ty co phan 
Buoc Hau Giang - 
Chi nhanh nha may 
dugc pham BHG 

tai Hau Giang.

Acid mefenamic BP 2015

Baoji Tianxin 
Pharmaceutical 

Co., Ltd.

Caijiapo Economic And 
Technical Bevelopment 
Zone, Qishan County, 

Shaanxi Province, 722405 
China.

China

9. HAPACOL 80 6 7 (8) VB-20561-14 04/03/2019

Cong ty co phan 
Bugc Hau Giang - 
Chi nhanh nha may 
dugc pham BHG 

tai Hau Giang.

Paracetamol EP 8.0 SpecGx LLC
8801 Capital Boulevard 

Raleigh, NC 27616 -3116, 
USA.

USA

10. Fefasdin 60 (9) 10 VB-26174-17 06/02/2022
Cong Ty Co Phan 
Bugc Pham Khanh 

Hoa

Fexofenadin
hydroclorid USP 35 Virupaksha 

Organics Limited

Survey No. 10, 
Gaddapotharam village, 

Jinnaram Mandal, 
Sangareddy Bist.- 502 
319, Telangana, India.

India

11. Magnesi sulfate Kabi 
15% (l0) VB-19567-13 10/09/2019

Cong ty co phan 
Fresenius Kabi Viet 

Nam

Magnesi sulfat 
heptahydrat EP 9.0 Macco

Organiques, s.r.o.
Zahradni 1938/46c, 792 01 

Bruntal, Czech Republic
Czech

Republic

(6) Bi6u chinh ten cua co so san xudt dirge eMt theo ho so thong thay doi nho chi yeu cau thong bao, ma ho so: 2550/TBTN, ngay 26/07/2018;
(7) Thay d6i ten co so san xudt thu6c, co so san xuat dirge chat, tieu chuan chat lugng dugc chat theo cong van so 6925//QLD-BK ngay 16/04/2018 va cong van so 11399/QLB-BK ngay 
19/06/2018 cua Cue Quan ly Bugc
(8) Thay d6i ten co so san xudt thu6c theo cong van s6 6925//QLB-BK ngay 16/04/2018 cua Cue Quan ly Bugc; thay doi ten co so san xuat dugc chat theo ho so thong thay doi nho chi 
yeu cau thong bao, ma ho so: 2559/TBTN, ngay 26/07/2018;
(9) Thay doi each ghi dia chi co so san xuat dugc chat theo cong van so 15802/QLB-BK ngay 10/08/218 cua Cue Quan ly Bugc;
(10) Thay d6i ten co so san xudt thuoc theo cong van s6 14017/QLB-BK ngay 23/07/2018 cua Cue Quan ly Bugc; Thay doi co so san xuat dugc chat, tieu chuan dugc chat theo cong van so 
16856/QLB-BK ngay 31/08/2018 cua Cue Quan ly Bugc.
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