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Certificate — CepTtmdomkar —

Certificate of Compliance

No. EC.1282.0E150120.ZATOT24
Test Report no. AQH-TCF

Certificate’s Zhangjiagang Aegean Technology
Holder: Co., Ltd.
Renmin Road, Zhangjiagang, 215600, Jiangsu,
China

Certification Marrk:

Product: Hospital bed, Operating table,
Transport stretcher, Medical frolley,
Obstetric & Gynecology equipment

Model(s). (see the following annex |)

Verification to; Standard:
ENISO14971:2012, EN ISO 15223-1:2012,

EN 1041:2008, EN 60601-1:2006/AC:2010,
EN 60601-1-2:2007/AC:2010,
ENISO 14155-1:2011

related to Directive(s):
93/42/EEC (Medical Devices) ANNEX VII

Remark: The product(s) has been verified on a voluntary basis. The product(s) satisfies the requirements
of the Safety Compliance Mark of ECM, in reference 1o the above listed Standard(s). The above
Certification Mark can be affixed on the product(s) accordingly to the ECM regulation about ifs release
and ifs use.

Other relevant Standards and/or Directives have to be observed in case they are applicable.

Whereas the Manufacturer is responsible of the CE certification of the product(s) and not exempted to
perform all the necessary activities before placing the product(s) on the market.

The Manufacturer is also responsible to maintain efficient the internal production control to ensure the
product(s) are in compliance with the Safety Compliance Mark.

This certificate can be checked for validity at www.entecerma.it

Date of issue 20 January 2015 Expiry date 19 January 2020

Chief Manager Deputy
Tim Mahan
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TUVRheinland

Certificate

B The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Zhangjiagang
Aegean Technology.,Ltd.
Jiyang Roal
215622 Zhangjla%ang, Jiangsu Province
hina

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of Hospital Bed Systems,
Operating Tables and Patient Room Furniture

Proof has been furnished that the requirements specified in

EN ISO 13485:2003 +AC:2009

are fulfilled. The quality management system is subject to yearly surveillance.

Certificate Registration No.: SX 60042610 0001
An audit was performed. Report No.: 16800786 001

This Certificate is valid until: 11.02.2017

Certification Body

x *W* Akkreditiert durch

¥¢  Zentraisteile der Lander
g @ fiir Gesundheitsschutz
== ﬁ' bei Arzneimittein
. *‘R' und Medizinproduklen
Rt g %~ ZLG-ZQ-995.00.01-46

Date 05.03.2012

\
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +48 221 806-3935 e-mail:cert-validity@de.tuv.com hitp://www.tuv.com/safety




