BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

SS{64 /QLD-DK Ha Noi, ngayy & thang ¢ ndm 2018
V/v ¢ong bo danh muc nguyén liéu
dugc chat lam thude khong phai thuc
hién cip phép nhap khiu cua thubc
trong nude da duge cip SDK.

Kinh gui: Céc co s¢ ding ky, san xuat thudc trong nudc.

Can ctr Luét duge s6 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh 54/2017/ND-CP ngay 08/5/2017;

Céan clr cac hd so thay doi, b6 sung thube trong nudc da co gifiy dang ky luu
hanh da duoc Cyc Quan ly Dugc phé duyét ndi dung thay déi, bd sung;

Theo dé nghi cong bd nguyén liéu tai vin thu s6 05/2018/CBNL-LD ngay
23/05/2018 va vin thu s6 07/2018/CBNL-LD ngay 01/06/2018 cua Cong ty TNHH
lién doanh Hasan-Dermapharm; vin thu sé 10/2018/CBNL-HS ngay 01/06/2018
cua Cong ty TNHH Hasan-Dermapharm,

Cuc Quan ly Dugc thong bao:

Cong bd Danh muc nguyén liéu dugc chat lam thudc dé san xuét thudc theo &

ho SO dang ky thudc da cé giz’iy dang ky lu'l{ hanh thudc tai Viét Nam dugc nhap
khau khong phai thuc hién cap phép nhap khiu theo Danh muc dinh kém cong van
nay.

Danh muc nguyén liéu lam thube duoc cong bd néu trén dang tai trén trang
thong tin dién tr cia Cuc Quén ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Dugc thong bao dé céc cong ty san xuat biét va thue hién.

Noi nhdn: TUQ. CUC TRUONG
- Nhu trén; i A e A
- CT. Vi Tuan Cuong (dé blc); EHO TRU
- Tong Cuc Hai Quan (dé phoi hop);
- Website Cuc QLD:~

- Luu: VT, DK (Bi1).
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DANH MUC
NGUYEN LIEU DUQC CHAT PE SAN XUAT THUOC THEO HO SO PANG KY THUOC DA

CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM DUQC NHAP KHAU
KHONG PHAI THU'C HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kem theo cong van 55%/ 264 |OLD-DK ngay /& thang & nam 2018 cua Cuc Quan ly Duoc)

. Ngay hét Tiéu chuin =
SO gidy dang P : A 3 i o g < 3 5 £ T i < Tén nudc san
ST . £ £ : hiéu luc cua Tén co so san Tén nguyén licu chat luong Tén co so san xuat Dia chi co so san xuat i 5
Tén thuoc ky luu hanh YE 2l . £ £ 3 £ ; B S i xuat nguyén
T z gidy dang ky xuat thuoc lam thude ctia nguyén nguyén liéu nguyén li¢u i
thudc : s liéu
luru hanh liéu
Cong ty TNHH
' lién doanh Erythromycin ERCROS Paseo Deleite, s/n 28300 i
o/ (1) L 4 / )
1. | Mibery gel 4% VD-21541-14 | 12/08/2019 Hissin= EP 9.0 INDUSTRIAL, S.A | Aranjuez, Madrid, Spain Spain
Dermapharm
Cong ty TNHH
. lién doanh Aluminium Giulini str.2 D 67065
(2) 2 £ ;
2. | Mipholugel VD-22017-14 | 08/12/2019 — st o BP 2010 SRL Pharma GmbH . Germany
Dermapharm
. Cong ty TNHH ;. i
3, | premilin130mg | vy 2948818 | 22/02/2023 Hasan- | Pregabaline NSX Olon S.p.A 3 a benvenulo f el 2, Ttaly
20090 Segrate, Milan
Dermapharm

M Thay df:)i tiéu chuin chét lwong duoc chat theo cong van 56 3885/QLD-DK ngay 06 thdng 03 nam 2018 cua Cuc Quan 1y Dugc;
@ Thay in tén co sO san xu@l duge chz?}t theo h{) so dang ky thay doi nho chi yéu cz}u thong bao, ma hs: 477/TDTN ngay 12/02/2018
) Thay doi tén co so san xuit duoc chat theo ho so dang ky thay doi nho chi yéu cau thong bao, md hs: 1009/TDTN ngay 04/04/2018
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