Chaussée de Vilvorde, 156

Vilvoordsesteenweg 156
B-1120 Bruxelles/Brussel
Tel.: 32 (0)2 264 03 60
Fax: 32 (0)2 268 89 58
httpe//www.apragaz.com

info@apragaz.com

APRAGAZ-UTS
(Representative Office)
Room 812-813.JiaoNeng
Intemational Mansion,No.79,
Aona Road,Pudong District,
200131 Shanghai China
Tel.:-+86 2151099699
Fax.:+86 2151156186
http://www.utsce.com
e-mail:utsce(@utsce.com.cn

RPI97 rev O

CEOC

CERTIFICATE OF COMPLIANCE

Review of Manufacturer’s Technical File

Certificate N°
08/CN/1495-0-REV 0

Name GMDASZ Manufacturing Co., Ltd.

Room 1308, Xihai mingzhu Building,

Manufacturer Nanshan District,
Address
ShenZhen

CHINA

Concerned Equipment :

Adhesive Electrodes Pad/Gel (Type : electrodes pad with wire)

As described in the technical file : TCF-GMDASZ-01 Version 01 (20/05/2008)

This is to declare that the Technical File issued by GMDASZ Manufacturing Co., Ltd. concerning
the above mentioned equipment has been prepared according to the essential safety
requirements of the Medical Device 93/42/EC Class I.

The manufacturer is authorised to issue certificates of specific product control, under its own
responsibility, within the scope of the assessed quality system and in accordance with the
Medical Device Directive 93/42/EC and the applicable standards.

All modifications to the Scope of Certification should be first submitted to the
Third Party Inspection Authority to ensure further validity of this compliance
certificate.

Date : 30/07/2008 Name : Ch. Leplat Position  General Manager

Signature

APRAGAZ

Third Party Authority Belgium

stamp : Inspecting
Authority

Third Party Authority 0807/P10339/MDDO

reference :




