EC Certificate

For the Quality Assurance System

according the directive 93/42/EEC, Annex |l
excluding section (4)
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As a notified body of the European Union, DEKRA Certification GmbH certifies,
that the company

DEKRA Certification

orochemie GmbH + Co. KG
Max-Planck-Str. 27 ¢+ 70806 Kornwestheim, Germany

%

applies a quality assurance system for the medical devices listed in the annex
according to the directive 93/42/EEC annex Il. The approval is based on the result
of the re-certification audit report no. 50090-Z4-00, the decision dated 23.05.2011
and is only valid in connection with the successful performance of the annual
surveillance audits.
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Date of the first Date of the last

certification: 08.03.2001 recertification: 28.05.2011
- This certificate is Certificates

valid until: 27.05.2016 registration No.: 50090-16-04
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Annex to the EC Certificate 50090-16-04 dated 23.05.2011

English version
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Devices/device cateqgories included in the certificate

Class |l a:

Disinfectants for disinfecting (non-invasive) medical devices
- Disinfection of surfaces of medical devices

- Disinfection of suction systems

- Disinfection wipes

Class Il b:

Disinfectants for invasive medical devices
- Instrument disinfection
- Disinfection of surfaces of medical devices

- Disinfection wipes
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