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Recommendation for the approval of NDA 22-555 (Cysview)

From preclinical Pharmacology and Toxicology perspective, NDA 22-555 can be
approved. The present submission isin response to the agency’ s Complete Response
letter of December 30, 2009. Nonclinical deficiencies were not identified in the agency’s
Complete Response | etter.

Dr. Yanli Ouyang original review recommended approval with labeling changes. | concur
with the recommendations.
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