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GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thubc :  Grandaxin

Name of Drug:

Thanh phan chinh, ham lwong :  Tofisopam, 50mg

Active Ingredients, Strength:

Qui cach déng géi, bao ché © Hop 2 viX 10 vién, Vién nén

Packing Size, Dosage form:

Tiéu chudn chét lwong SN SX

Quality Specification:

Han dung : 60 thang

Shelf- life:

S6 gidy phép lwu hanh san pham (SBK): VN-15893-12

Marketing Authorization Number:;

S6 quyét dinh :  241/QP-QLD Ngay cép: 10/10/2012
Approval Decision Number: Date of Issuance:

Hiéu Iwc cla gidy phép Itu hanh san pham: c6 gia trj 05 ndm ké tir ngay cép
Expiration Date of this Marketing Authonzation:

Tén nha san xuét . Egis Pharmaceuticals Public Ltd., Co.

Name of Manufacturer:

Dia chi : 1106, Budapest, Kereszturi ut, 30-38 - Hungary
Address:

S6 dién thoai : Sé facsimile:

Tel. No. Fax. No.

Tén nha dang ky . Egis Pharmaceuticals Public Ltd., Co.

Name of Marketing Authorization Holder

Dia chi : 1106, Budapest, Kereszturi ut, 30-38 - Hungary
Address:

S6 dién thoai 3 Sé facsimile:

Tel. No. Fax. No.

Ha Néi, ngay 10 thang 10 nam 2012,

CUC TRUONG CUC QUAN LY DUQC
GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu: (Note)

1- Gidy phép Iuu hanh san phdm nay dudc cip dua trén hé so
dang ky da duge Cuc Quan ly dugc - BO Y té chap nhan.
This marketing authorization has been issued based on the dossiers
approved by the Drug Administration of Vietnam.

2- T4t ca cac thay d6i vé: co sd san xudt, dang bao ché, ham
Itgng, chi dinh... déu phai dugc dang ky lai dé cép gidy
phép méi.

All changes to the manufacturing site, dosage form, strength, indication, .~ _—
etc. are subject to re-registration for a new marketing authorization.

3- Mau nhan da dugc duyét va td huéng dan st dun§ dugc TRUONG QUOC CUONG

dinh kém theo gidy phép nay.
The approved labels and package insert are attached.




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phc
Sb: 1038e/QLD-bK Ha Ngi, ngay 15 thang 02 nam 2021

VIV duy tri hiéu lyc gidy
dang ky luu hanh

Kinh gui: Egis Pharmaceuticals Private Limited Company
biachi: 1106 Budapest, Keresztari ut 30-38, Hungary

Cuc Quan 1y Duoc nhan dugc don dé nghi ngay 08/01/2021 va céc tai li¢u
lién quan cua Cong ty vé viéc duy tri hiéu lyc gidy dang ky luu hanh dbi voi
thudc Grandaxin, s6 dang ky VN-15893-12 do Cong ty dang ky (M4 tiép nhan:
25590/TT88);

Can ctr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo
Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu 1am thudc;

Can ctr Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 cua B truong Bo
Y té stra ddi, bd sung va bai bo mot sb van ban quy pham phap luat do Bo truong
Bo Y té ban hanh, lién tich ban hanh;

Cuc Quan ly Dugc c6 Y kién nhu sau:

1. Dong y dé cong ty dugc tiép tuc duy tri hiéu luc gidy dang ky luu hanh
12 thang ké tr ngay ky cong van nay doi véi thuoc Grandaxin, so dang ky
VN-15893-12.

2. Thudc dugc phép san xuat trong thoi han duy tri hiéu luc gidy dang ky
luu hanh phai thuc hién theo dung ho so dang ky da dugc BO Y te (Cuc Quan ly
Duoc) phé duyét va dugc phép luu hanh dén het han dung cua thudc. Co so dang
ky, co so san Xuat phai dam bao duy tri cac diéu kién hoat dong cua co s¢ diang
Ky, co so san xuat theo quy dinh.

3. Trong thoi han hi¢u luc duy tri cua gidy dang ky luu hanh cii ma co s¢
dang ky duoc gia han glay dang ky luu hanh méi thi hi¢u luc gidy ding ky luu
hanh cii duoc tlep tuc co hieu luc ddng thoi véi glay dang ky lueu hanh méi trong
06 thang keé tir ngay gidy ding ky luu hanh méi ¢6 hiéu lyc.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién theo ding cac
quy dinh hién hanh vé san xuét va luu hanh thudc./.

Noi nhan: KT. CUC TRUONG

-Nhu trén; PHO CUC TRUONG
- Cuc Truong (dé b/c); P
- Luu: VT, bK (Ho). "
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