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16 December 2009

Alliance Contract Pharma, LLC Certification of cGMP Compliance and Debarment Statement

Alliance Contract Pharma, LLC (ACP) hereby certifies that, in our opinion, and to the best of our
knowledge, all manufacturing, processing, packaging, labeling, control operations and holding
of all drug product components, intermediates, bulk dosage forms, containers, closures,
labeling, and finished drug products intended for human use are in compliance with the
requirements set forth in the U.S. Code of Federal Regulations, Title 21, Parts 210 and 211.

Pursuant to Section 306(k) of the Federal (U.S.) Food, Drug and Cosmetic Act, as amended by
the Generic Drug Enforcement Act of 1992, ACP hereby certifies that it has not and will not use,
any capacity, the services of any person debarred under subsections (a) and (b) of the Generic
Drug Enforcement Act of 1992.

Shawn J. Connaghan
Vice President, Quality Assurance
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