ITG

Products Certification Body

Institute for Testing and Certification, Inc., Zlin, Czech Republic
herein after refered 10 as "ITC"

TYPE - CERTIFICATE

No. 10 0078 T/ITC

confinms thal the produc! — medical device of Class | aceording o Council Directive $3/42/EEC
Disposable ECG Electrodes, Chest Electrodes, Clamp Electrodes,
TENS Electrodes, ESU Plates, ECG Gel, Ultrasound Gel

manufaciured by company

YANCHENG TIANRUN ELECTRONIC INSTRUMENT FACTORY

Hegiao Industrial Area, West Qingnian Road, Yancheng City, Jiangsu Province, China

complies to the applicable essential requiremeants of the Directive 93/42/EEC.

Refermng lo intended use the ITC Producls Certification Body has conducted with successful
results the type-examination of the cerified product according to the relevant pans of the above
mentioned Directive and appropriate hamonized Buropean standards. The detailed product

description, documents, assessment procedures and evaluations of the examination are presented
in the Final Report No. 313000026/2010

This Centhcate /s issped Uindar ihe following condions
i applies only o the above referencod modals of the medical dovices.
It does nol impdy that the ITC has perdformed any surveillance or comtrol! of its manufacture.

The manufaciurer is obligated to assure that all medical dewices of the respective models conform o the
tyoe aporoved by s Centificale.

4. The Cedificate remains valig unfil the manufaciuring condifions, fie quality sysfem or refevant legisiation
are changed but until the 28™ February 2013 at the latest.

5. Affer fuffiling the relavant EL lagistalion requirements, the manufzcfurer shall affix fo aach medical device
of e above referenced models, the CE-marking accordutd to s example:

g

Issued in 2lin, on 15" February 2010 RNDr. Radomir Cevelik
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