Ghi chu: (Note)
1- Gidy phép luu hanh san pham nay dudc cp dua trén hé so

2- Tat ca cac thay ddi vé: co sd san xuét, dang bao ché, ham

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

c gg‘g{}‘g l&’igf%%gc SOCIALIST REPUBLIC OF VIETNAM
DRUG ADMINISTRATION OF VIEINAM Doc lap - Tu do - Hanh phac

138A Gidng V6 - Ha Noi - Viet Nam Independence - Freedom - Happiness

Tel: 84.4.37366483/38464413 - Fax: 84.4.38234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thubc :  Glucophage

Name of Drug:

Thanh phan chinh, ham lwong Metformin Hydrochloride 1000mg

Active Ingredients, Strength:

Qui cach déng géi, bao ché :  Hoép 2 vix 15 vién, Vién nén bao phim bé dwoc
Packing Size, Dosage form:

Tiéu chuan chat lwong : NSX

Quality Specification: {

Han dung : 36 thang

Shelf- life:

S6 gidy phép Iwu hanh san pham (SBK): 5 G

Marketing Authorization Number: | VN-16517-13

S6 quyét dinh . 66/QP-QLD Ngay cép: 01/04/2013
Approval Decision Number: Date of Issuance:

Hiéu lwc clia gidy phép Iwu hanh sdn phadm: c6 gia tri 05 nam ké tlr ngay cap
Expiration Date of this Marketing Authorization:

Tén nha san xuét . Merck Sante s.a.s

Name of Manufacturer:

Bia chi : 2 Rue du Pressoir Vert, 45400 Semoy - France
Address:

S6 dién thoai : S6 facsimile:

Tel. No. Fax. No.

Tén nha dang ky 3 Merck Sante s.a.s

Name of Marketing Authorization Holder

Bia chi : 37, rue Saint Romain 69379 Lyon Cedex 08. - France
Address:

S6 dién thoai : , S6 facsimile:

Tel. No. Fax. No.

Ha Noi, ngay 01 thang 04 nam 2013.
CUC TRUGNG CUC QUAN LY DU'Q'C
GENERAL-DIREEEOR OF THE DRUG ADMINISTRATION OF VIETNAM

dang ky da dugc Cuc Quan ly dudc - Bo Y t€ chap nhan.
This marketing authorization has been issued based on the dossiers
approved by the Drug Administration of Vietnam.

lugng, chi dinh... déu phai dudc dang ky lai dé cap gidy

phép mai. -
All changes to the manufacturing site, dosage form, strength, indication, z <
etc. are subject to re-registration for a new marketing authorization. T R U"ON G Q U 0 C C U’O’ N G

3- Mau nhan da dudc duyét va td huéng dan st dung dudc

dinh kém theo gidy phép nay.

The approved labels and package insert are attached.



