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ENVIRONMENTAL ASSESSMENT




CANIIA LL-ULO .
Amlodipine besylate b
2.5 mg, 5 mg, and 10 mg
Orally Disintegrating Tablets
Synthon Pharmaceuticals, Inc.

Environmental Assessment or Claim Of Categorical Exclusion

As written on page 35 of Martin Haber’s review dated September 28, 2006, categorical
exclusion was requested by the sponsor and accepted by the Division.



REQUEST FOR EXCLUSION FROM REQUIREMENT FOR
ENVIRONMENTAL IMPACT ANALYSIS STATEMENT

Under 21 CFR. §25.31(a), a categorical exclusion exists for:

Action on an NDA if the action does not increase the yse of the active moiety.

the best of its knowledge, no extraordinary circumstances exist that would require
an Environmental Assessment per 21 CFR § 25.15.

Michael H. Hinckle, . Date

VP and General Counsel



