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APENDIX 2.

May 10, 2005
To Whom It May Concern:
Statement of Commitment

The Invirogen Corporation Grand Island. New York site employs methods and contrals
used for the manufacturing, processing, packaging and holding of cell cullure media,
sera, and reagents that are in substantial compliance with requirements of the CQuality
Sysiem Regulations (cGMP) as described in 21 CFR, Part 820 of the Food and Drug
Regulations. The site 1s registered with the United States Food and Drug Administration
as a manufacturer of medical devices. In addition, Invitrogen’s Quality System has been
assessed and found 1o confiorm 1o 150 9001 :2000 requirements. Therefore, Invitrogen's
Grand Island, New York site has been granted a Cerlificate of Registration by the Britsh
Standards Instilute.

Sincerely,

Keith D Gittermfiann
Drrector, Regulatory Affairs

pmplriidicompliznce

Inwitrogan Corporation
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