America

CERTIFICATE

The Certification Body of
TUV SUD AMERICA INC.

hereby certifies that

< Donatelle

Manufacturing that changes lives™

Donatelle Plastics, Inc.
501 County Road E-2 Extension
New Brighton, MN 55112 USA

has implemented a Quality Management System
in accordance with:

ISO 13485:2003

The scope of this Quality Management System includes:

-
<<
(=)
TS
o
oc
ELf
L=
(=]
=
<L
(]
T
o
oc
LEt
(]
(]
—
<
x
=
©
=
o
- W
LLI
(&}
L
o
=

i

Pl
[ LAY

@i

Injection Molding of Engineering Grade Thermoplastic and
Elastomeric Materials, Assembly, Medical Device Manufacturing,
Metal Machining, Metal Component Manufacturing, Prototyping,

Liquid Silicone Injection Molding, Micro-Molding

Certificate Expiry Date: August 31, 2014
Certificate Registration No: S 951 03 1919

Effective Date: September 1, 2011
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Gary W. Minks
15013485 VP, Regulatory Affairs
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