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ZERTIFIKAT @ CERTIFICATE &

CERTIFICATE

No. Q1N 08 03 61256 003

Holder of Certificate: ARKRAY Factory USA, Inc
5182 West 76th Street
Edina MN 55439
USA

Certification Mark: A

SUD

I1SO
13485:2003

Scope of Certificate: Design, Development, Production, Service and
Distribution of In-Vitro Diagnostic Medical Devices,
In-Vitro Diagnostic Test Kits, In-Vitro Diagnostic
Reagents and In-Vitro Diagnostic Analyzers/
Software used in the management of disease
status, urine analysis and blood glucose
monitoring including home use and near
patient In-Vitro Diagnostic Devices, Lancets
and Lancing Devices

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 overieaf.

Report No.: NM709466

Valid until: 2011-07-31

H-&

Date, 2008-08-15

Hans-Heiner Junker
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ZERTIFIKAT ¢ CERTIFICATE ¢

CERTIFICATE Product Service
No. Q1N 08 03 61256 003

Applied Standard(s): 1so 13485 2003

Medical Devices - Quality Management Systems -
Requirements for Regulatory Purposes

Facility(ies): ARKRAY Factory USA, Inc.
5182 West 76th Street, Edina MN 55439, USA
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