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MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pic lap - Ty do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giang V6 - Ha Noi - Viét Nam
Tel: 84.24.37366483/38464413 - Fax: 84.24.38234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thuée . Glucophage 850 mg

Name of Drug:

Thanh phan chinh, ham lwgng Metformin hydrochlorid 850mg

Active Ingredients, Strength:

Qui cach déng goi, bao ché © Hoép 2 vix 15 vién, hép 5 vi x 20 vién; Vién nén bao
Packing Size, Dosage form: phim

Tiéu chuan chét lwong . NSX

Quality Specification:

Han dung :  60thang

Shelf- life:

S gidy phép Iwu hanh san pham (SPK): VN-21908-19

Marketing Authorization Number:

Sé quyét dinh : 164/QP-QLD Ngay cap: 20/3/2019
Approval Decision Number: Date of Issuance:

Hiéu lwc cla gidy phép Iwu hanh sdn phdm: c6 gia tri 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co sé& dang ky - Merck Export GmbH

Name of Marketing Authorization Holder

Bia chi . Frankfurter StraBe 250, 64293 Darmstadt - Germany
Address:

Tén co sé san xuét :  Merck Sante s.a.s

Name of Manufacturer:

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

Tén co s& déng goi
Name of Assembler
Dia chi

Address.

Ha Noi, ngaythang3nam 2019,
KT.CUC TRUONG CUC QUAN LY buQcC
FOR GENERAL-DIRECTOR C)F THE DRUG ADMINISTRATION OF VIETNAM
+~“"PHO CUC TRIONG
Ghi chu: (vote) DEPUTY GENERAL-DIRECTOR

z 5 ’i
1- Gidy phép lwu hanh san phdm nay dwoc cap theo ding hd so A

dang ky thudc da dwoc B Y té phé duyét. W L’/”

This marketing authorization has been issued in accordance with the dossieri - Ny 4 - -

approved by the Vietnam Ministry of Health. s O A WS .

2- Bét ct sy thay ddi nao vé néi dung clia gidy phép phai duoc
Cuc Quan Ly Duwoc - BO Y té xac nhan.

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.




