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Product Service

CERTIFICATE

No. Q1N 11 04 59075 036

Holder of Certificate: Medion Grifols Diagnostics AG
Bonnstralle 9
3186 Dudingen
SWITZERLAND

Facility(ies): Medion Grifols Diagnostics AG
Bonnstralle 9, 3186 Dudingen, SWITZERLAND

Certification Mark:

N 13
\. EN IS0 13485

Scope of Certificate: Design and development, production,
distribution, installation and service of
in-vitro diagnostic reagents and systems

Applied EN ISO 13485:2003 / AC:2009

Standard(s): Medizinprodukte - Qualititsmanagementsysteme -
Anforderungen fir regulatorische Zwecke
Medical Devices - Quality Management Systems -
Requirements for regulatory purposes
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality system which meets the requirements of the
listed standard(s). See also notes overleaf.
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L Date, 2011-05-12
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— TUV SUD Product Service GmbH * X ‘*i’* Akkreditiert durch

= Zortifiziarstelle * = * Z?ntréalstelle der Lérr\\der
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Ll lalerstrabe ’ unchen ** *‘V und Medizinprodukten
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