BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

M]NISTR‘)Y OF H,EALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giang Vo - Ha Noi - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

MARKETING AUTHORIZATION

Tén thuébc . Metodex

Name of Drug:

Thanh phan chinh, ham lwong :  Tobramycin (dwéi dang Tobramycin sulfat) 15mg:

Active Ingredients, Strength: Dexamethason (dw¢i dang Dexamethason natri
phosphat) 5mg/5ml

Qui cach déng géi, bao ché : hoép 110 5 ml; Dung dich nhé méat

Packing Size, Dosage form:

Tiéu chuén chat lwong : A~ IGES

Quality Specification:

Han dung : 24 thang

Shelf- life:

S6 gidy phép lvu hanh sén phdm (SPK): VD-19137-13

Marketing Authorization Number:

Sé quyét dinh : 157/Qb-QLD Ngay cép: 19/6/2013

Approval Decision Number: : Date of Issuance:

Hiéu luc clia gidy phép Iwu hanh san phdm: cé gia tri 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky - Céng ty ¢ phan tap doan Merap

Name of Marketing Authorization Holder

Bia chi . Thén Ba Khé, x& Tan Tién, huyén Vin Giang, Hwng
Address: Yén - Viét Nam

Tén co s san xuét :  Céng ty cb phan tap doan Merap

Name of Manufacturer:

Pia chi ; A :  Thon Ba Khé, xa Tan Tién, huyén Vin Giang, Hung

Address: Yén - Viét Nam $ -
Tén co s& dong goi ‘
Name of Assembler

Dia chi

Address.

Ha Néi, ngay 19 thang 6 ham 2013,

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

Ghi chu: (vote) '
1- Gidy phép Iwu hanh san phdm nay dwoc cap theo diing ho so’
dang ky thuéc da duoc Bo Y té phé duyét ¢

This marketing authorization has been issued in accordance with the dossiers > “ 4 -
approved by the Vietnam Ministry of Health N T V3 : 5

2- Bét ct su thay dbi nao vé néi dung clia gidy phép phai dwoc =
Cuc Quan ly dugc - Bo Y té xac nhan. TRUONG QUOC CU’O’NG

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

o



