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Product Service

CERTIFICATE

No. Q1N 10 07 14553 031
Holder of Certificate: Biegler GmbH

BICGLCI o

mepiZinCLagKeronik AUSTRIA

Facility(ies): Biegler GmbH
Allhangstrasse 18 a, 3001 Mauerbach, AUSTRIA

Certification Mark:

N\ ENISO 13485

Scope of Certificate: Design and development, production and
distribution of ventilators and respiratory training
apparatus, blood and infusion warmers, pressure
infusion devices, fibrin sealant application
systems, cooling systems for medical solutions,
electrical stimulation therapy devices, laboratory
and diagnosis equipment

Applied EN ISO 13485:2003/AC:2007

Standard(s): ISO 13485:2003
Medizinprodukte - Qualitdtsmanagementsysteme -

Anforderungen fiir regulatorische Zwecke
Medical Devices - Quality Management Systems -
Requirements for regulatory purposes

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.

Report No.: 71369445
Valid until: 2013-06-30
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Date, 2010-07-17
Hans-Heiner Junker
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