BOo Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Poc 1ap - Tw do - Hanh phc

S6: AUO  /QLD-BK Ha Noi, ngay M3 thang 03 ndm 2019

V/v cdng bd danh muc nguyén liéu dé
san xudt thudc theo ho so dang ky
thu6c da co gidy dang ky lvu hanh tai
Viét Nam duo'c nhap khau khong phai
thuc hién cdp phép nhap khau

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

Can ct Luat duoc s6 105/2016/QH13 ngay 06/4/2016;

Can ct Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phi Chinh
phd quy dinh chi tiét mot s6 diéu vé bién phap thi hanh Luat dwoc; Nghi dinh s6
155/2018/ND-CP ngay 12/11/2018 cla Chinh pht stra doi mot so quy dinh lién
quan dén diéu kién dau tu kinh doanh thuéc pham vi quan ly nha nwéc clia B Y té€;

Can cr cac ho so thay dbi, bd sung thube trong nudc da co gidy dang ky luwu
hanh da dugc Cuc Quan ly Dwgc phé duyét ndi dung thay di, bo sung;

Theo dé& nghi cong bd nguyén liéu tai Van thv s6 027/DHG-RA ngay
11/01/2019 va van thr so 34/2019/0PV-DK ngay 22/01/2019 clia Cong ty co phan
dwoc phdm OPV; Van thr s0 0119-08/DAV-RA ngay 14/01/2019 cla Cong ty co
phan Fresenius Kabi Viét Nam; Van thu s6 190129/CV-VCP ngay 21/01/2019 cua
Cong ty c6 phan duoc Vacopharm,

Cuc Quan ly Duuc théng bao:

Co6ng bd danh muc nguyén liéu dé san xuat thudc theo ho so dang ky thudc da
c6 gidy dang ky lwu hanh tai Viét Nam duwoc nhap khau khong phai thuc hién cap
phép nhap khau theo Danh muc dinh kem cdng van nay.

Danh muc nguyén liéu lam thu6c dwot cong bd néu trén dang tai trén trang
thong tin dién tr cta Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Duoc thong bao dé cac cong ty san xudt biét va thuc hién.

Noi nhan: TUQ. CUC TRUONG

- Nhu trén; 2 A x v A

- CT. Vi Tusin Cudng (d6 bic): TRUONG»PHOJNG BDANG KY THUOC
- Tong Cuc Hai Quan (dé phéi hop);

- Website Cuc QLD;

- Lwu: VT, BK (Bi).
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http://www.dav.gov.vn

S6 gidy dang ky

STT Ivu hanh thuoc

1 VD-19927-13

2. VD-19422-13
3. VD-25249-16

4. VD-25249-16

5. VD-25249-16

6. VD-21678-14
7.

VD-21925-14
8.

VD-21925-14
9. VD-19565-13

10. VD-19565-13

Hiéu lyc cla
gidy dang ky luwu
hanh thu6c

08/11/2019

10/09/2019
05/09/2021

05/09/2021

05/09/2021

19/09/2019

08/12/2019

08/12/2019
10/09/2018

10/09/2018

DANH MUC

NGUYEN LIEU BE SAN XUAT THUOC THEO HO so DANG KY THUOC PA

CcO GIAY PANG KY LUU HANH THUOC TAI VIET NAM BPUOC NHAP KHAU
KHONG PHAI THUC HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kém theo c6ng van s6:J&JO 1QLD-bK ngay

Tén nguyén liéu lam
thu6c dwoc cong bo

Amisulpride

Amisulprice

Caffeine
(Caffeine anhydrous)

Acetaminophen
(Paracetamol)
Acetaminophen
(Paracetamol)
Mebeverine
hydrochloride
(Mebeverine HC1)

Spiramycin

Spiramycin

Cimetidin hydroclorid

E1
Cimetidin hydroclorid#

h.

/-] *

thang

Tiéu chuan chat lugng
cla nguyén liéu

EP 9.0

EP9.0

BP 2018

USP 40

U'SP 40

BP 2018

EP8.0

EP8.0
USP 40

nam 2019 cta Cuc Quan ly Duoc)

Tén co s san xuat nguyén liéu

Symed Labs Limited (Unit II)

Symed Labs Limited (Unit 1)

Shandong Xinhua
Pharmaceutical Co, Ltd.

SpecGx LLC

Novacyl (Wuxi) Pharmaceutical
Co., Ltd.

Piramal Enterprises Limited

Topfond Pharmaceutical Co.
Ltd.

Wuxi Fortune Pharmaceutical
Co. Ltd.

Wouxi Kaili Pharmaceutical Co.,
Ltd.

Farchemia S.R.L

Tén nu6c san
Xuét nguyén liéu

India

India
China

USA

China

India

China

China

China

Italy





