BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phuc
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

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

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thudc :  Duphalac

Name of Drug:

Thanh phan chinh, ham lwgng M&i 15 ml dung dich chira Lactulose (dwéi dang
Active Ingredients, Strength: Lactulose concentrate) 10g

Qui cach déng goi, bao ché : Hop 20 gdi x 15 ml. Chai 200ml, 500ml, 1000ml; Dung
Packing Size, Dosage form: dich udng

Tiéu chuan chét lwong : NSX

Quality Specification:

Han dung ; 24 thang

Shelf- life:

S6 gidy phép Ivu hanh san phdm (SPK): VN-20896-18

Marketing Authorization Number:

Sé quyét dinh © 173/QP-QLD Ngay cap: 27/3/2018
Approval Decision Number: Date of Issuance:

Hiéu lwc cla gidy phép lwu hanh san pham: co gia tri 05 ndm ké tir ngay céap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky . Abbott Laboratories (Singapore) Private Limited
Name of Marketing Authorization Holder

Pia chi . 1 Maritime Square #12-01 Harbourfront Centre
Address: Singapore 099253 - Singapore

Tén co s& san xuat :  Abbott Biologicals B.V.

Name of Manufacturer:

Bia chi . Veerweg 12 8121 AA Olst. - The Netherlands

Address:

Tén co s& dong goi
Name of Assembler
Bja chi

Address.

Ha Noi, ngéld théng 3 ném 2018,

KT.CUC TRUONG CUC QUAN LY DUQ'C
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

“"PAOCYUC TRUONG
v DEF'LITY ERAL-DIRECTOR

Ghi chu: (note)

1- Gidy phép Iwu hanh san phdm nay duoc cap theo ding hd s
dang ky thudc da dwoc Bo Y té phé duyét.

This marketing authorization has been issued in accordance with the dossie
approved by the Vietnam Ministry of Health. ~
2- Bét ctr sy thay dbi nao vé ndi dung cua gidy phép phai duwoc AN DONG
Cuc Quéan ly dwoc - 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.



