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Products
Medical Devices

Mrs. Cindy Penny
Millipore Corporation
BioScience Division
28820 Single Oak Drive
TEMECULA 92590
USA

RE: ISO 13485:2003 Registration-Certificate 74 500 3660

Dear Mrs. Cindy Penny,

Thank you for your patience and kind support during the ISO 13485:2003
registration process. Please find the certificate stating compliance to the
ISO 13485:2003 enclosed. The new certificate

replaces the current certificate with registration no. 74 500 2174.

In addition, a copy of our ISO 13485:2003 registration mark can be
downloaded from our web site, www.us.tuv.com, which may be used by
your company.

Please don't hesitate to contact us if you have any further questions or
concerns.

Sincerely

4. folio

Dr. H. Lademann
Certification Officer

Medical Division

TUVRheinland®
Genau. Richtig.

Brian Ludovico
E-Mail: bludovico@us.tuv.com

April 23, 2009

TUV Rheinland
of North America, Inc.
Boston Office

1300 Massachusetts Avenue
Suite 103
Boxborough, MA 01719

Tel 978-266-9500
Fax 978-266-9992
Mail info@us.tuv.com

North American Headquarters

12 Commerce Road
Newtown, CT 06470

Tel 203-426-0888
Fax 203-426-4009
Toll Free TUV-RHEINLAND
Web www.tuv.com

Member of
TUV Rheinland Group
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Certificate A

- ®
TUVRheinland

TUV Rheinland of North America, Inc., a CMDCAS
recognized registrar, certifies that

Millipore Corporation
BioScience Division
28820 Single Oak Drive
Temecula CA 92590
USA

has established and maintained a

Quality Management System
according to

ISO 13485:2003

Audit Report No.: 30792274 002
Certificate Registration No.: 74 500 3660
Expiry Date: April 19, 2012

Design and_Development, Manufacture and Distribution of
In Vitro Diagnostic Medical Devices for the Detection
of Infectious Diseases

© 41 Lol

Certification Officer: Dr. H. Lidemann

SCC Accredited

CBMS  Jy TUV Rheinland of North America, Inc.
Newtown, Connecticut
Effective Date: April 20, 2009




A

. ®
TUVRheinland

Doc 1/1, Rev. 0

Attachment

Quality Management System
according to 1ISO 13485:2003

for

Millipore Corporation
BioScience Division
28820 Single Oak Drive
Temecula, CA 92590
USA

The scope of the registration also includes the following sites:

Manufacturing site:
Millipore Corporation
BioScience Division
26578 Old Julian Highway
Ramona, CA 92065

USA
Audit Report No.: 30792274.002
Certificate Registration No.: 74 500 3660
Expiry Date: April 19, 2012

| (‘Q | h. Lodrc
§> Certification Officer: Dr. H. Liidemann

TUV Rheinland of North America, Inc.

SCC Accredited Newtown, Connecticut
\ CB-MS 1 Effective Date: April 20, 2009




