America

CERTIFICATE

The Certification Body of
TUV SUD AMERICA INC.

hereby certifies that

IMMCO Diagnostics Inc.

60 Pineview Drive
Buffalo, NY 14228 USA

DIAGNOSTICS

has implemented a Quality Management System
in accordance with:

ISO 13485:2003

The scope of this Quality Management System includes:
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The design, development, manufacture and distribution of
in-vitro diagnostic medical devices, in-vitro diagnostic test
kits, and in-vitro diagnostic reagents used in the diagnosis
and management of disease status and autoimmune status
and the diagnostic processing of genetic, serological
and biopsy specimens.
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Certificate Expiry Date: September 30, 2011
Certificate Registration No: S 951 04 2559

Original Issue Date: April 8, 2004
Effective Date: October 28, 2008
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Gary W.IMinks

] CMDCAS
VP, Regulatory Affairs OCSM Recognized
Accrédité CCN - Registrar
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