D DEKRA

CERTIFICATE

Number: 2009467

The management system of:

Contract Medical International GmbH

Lauensteiner Strafle 37
01277 Dresden
Germany

including the implementation meets the requirements of the standard:

EN ISO 13485:2012

Scope:

Design, development and manufacture of medical devices for card|ovascular/endovascular appllcatrons
bariatric surgery, airway management, plastic’and esthetic surgery,/

Providing regulatory consulting services to medical device industry.///, 11

Providing OEM activities on behalf of the ' medical device’ industry; comprrsrng of program management,
development services and pilot and serial manufacturing of the, dewce groups hsted above as well as of
medical devices for neurosurgery and gastroenterology/

Certificate expiry date: 1'June 2018
Certificate effective date: 11/'June 2015
Certified since: 1 October 2003

This certificate is also valid for the organization(s)/and/orlocations mentioned on/the’ addendum.

DEKRA Certification B.V.

drs. G.J. Zoetbrood ing. A.A.M. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
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DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396




D DEKRA

ADDENDUM

To certificate: 2009467

The management system of:

Contract Medical International GmbH

Lauensteiner Strafle 37
01277 Dresden
Germany

Certified additional organization(s) and/or locations:

Location

Certification scope / Activity

Contract Medical
International, spol. sr.o.
Vazni 848

500 03 Hradec Kralové
Czech Republic

Design, development and manufacture of medical/devices for
cardiovascular/endovascular applications; bariatric surgery, airway,
management, plastic and esthetic’surgery:

Providing regulatory consulting services to/medical deyice: mdustry
Providing OEM activities on behalf of the medical/deyice industry,
comprising of program management, development/services and pilot and
serial manufacturing of the device groups listed above/ as/well as of medical
devices for neurosurgery-and gastroenterology

Addendum expiry date:

Addendum effective date:

1 June 2018
11 June 2015
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