America

CERTIFICATE

The Certification Body of
TUV SUD AMERICA INC.

hereby certifies that

Tegra Medical

9 Forge Park 8 Ledgewood Blvd.
Franklin, MA 02038 USA Dartmouth, MA 02747 USA

has implemented a Quality Management System
in accordance with:

ISO 13485:2003 and ISO 9001:2008

The scope of this Quality Management System includes:
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Contract manufacturer providing process engineering solutions
for metal and plastic components, assemblies and devices
serving the medical device, diagnostic and life sciences
industries.
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Certificate Expiry Date: April 29, 2012
Certificate Registration No: S 951 00 1067

Effective Date: June 4, 2010

SCC Accredited
CB-MS
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Gary Y. Minks OCSM
VP, Regulatory Affairs Acarédité CCN
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America

CERTIFICATE

The Certification Body of
TUV sUD AMERICA INC.

hereby certifies that

Tegra Medical Costa Rica S.A.
602 Zona Franca Global Park
La Aurora de Heredia, Costa Rica

has implemented a Quality Management System
in accordance with:

ISO 13485:2003 and ISO 9001:2008

The scope of this Quality Management System includes:
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Contract manufacturer of metal and plastic components,
assemblies and devices for the medical device,
diagnostic and life sciences industries.
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Certificate Expiry Date: November 28, 2013
Certificate Registration No: S 951 10 5627

Effective Date: November 29, 2010

5CC Accredited
CB-MS
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Gary V. Minks OCSM
Accrédité CCN

VP, Regulatory Affairs
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