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ZERTIFIKAT & CERTIFICATE ¢

AGAS RE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 102689 0001 Rev. 00

Product Secrvice

Holder of Certificate: CHANGZHOU INNOVATE MEDICAL
INSTRUMENT

AND TECHNOLOGY CO.,LTD
Floor 4th, Buliding 4B

No.128, Mingxin West Road, Wujin Area
213161 Changzhou, Jiangsu Province
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): CHANGZHOU INNOVATE MEDICAL INSTRUMENT AND
TECHNOLOGY CO.,LTD
Floor 4th, Buliding 4B, No.128, Mingxin West Road, Wujin Area,
213161 Changzhou, Jiangsu Province, PEOPLE'S REPUBLIC OF
CHINA

Certification Mark:

. ENISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development,
Production and Distribution of
Sterile Electrosurgical Pencils

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

above has established and is maintaining a quality management system, which meets the #d \
requirements of the listed standard(s). See also notep)ugiiigafoned by Rotari Viadimir
Date: 2021.03.23 06:52:25 EET

Report No.: SH19144501 Reason: MoldSign Signature
Location: Moldova

Valid from: 2019-08-01
Valid until: 2022-07-31

[ o]

Date, 2019-08-01 Stefan PreilR
Head of Certification/Notified Body
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