TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Fort Wayne Metals Research Products
Corporation
9609 Ardmore Avenue
Fort Wayne IN 46809
USA

has established and applies a quality management system for medical devices
for the following scope:

Contract manufacturing of round wire and cable components,
assemblies, extrusion coating and other components used in
both non-implantable and implantable medical devices
Additional facilities: see attachment

Proof has been furnished that the requirements specified in
EN ISO 13485:2003 + AC:2009

are fulfilled. The quality management system is subject to yearly surveillance.

Certificate Registration No.: SX 60038936 0001
An audit was performed. Report No.: 31092654 002

This Certificate is valid until: 08.06.2016
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®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




TUV Rheinland —

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to

Registration No.: SX 60038936 0001
Report No.: 31092654 002
Organization: Fort Wayne Metals Research Products

Corporation

9609 Ardmore Avenue
Fort Wayne IN 46809
USA

Scope: Additional facility:
Fort Wayne Metals Research Products Corporation
Ardmore G: 9823 Ardmore Avenue, Fort Wayne,

Scope:
Activities related to manufacturing.

5 X X% Akkreditiert durch
< w Zfentglslelle der Lander
s H| A ir Gesundheitsschutz
x _é_.%_é _? bei Arzneimitteln
w ¢ und Medizinprodukten

Tk g % ZLG-ZQ-995.00.01-46

Date 06.07.2011

Certification Body

TUVRheinland

1/1, Rev. 0

IN 46809

® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




