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CLINICAL PHARMACOLOGY AND BIOPHARMACEUTICS
FILING FORMCHECKLIST FOR NDAILA or Supplement

18 Are the clinical pharmacology and biopharmaceutics studies of x
appropriate design and breadth of investigation to meet basic
requirements for approvabiJty of this product?

19 Was the translation (of study reports or other study information) from x
another language needed and provided in this submission?

is THE CLINICAL PHAACOLOGY SECTION OF THE APPLICATION FILEABLE?J
If the NDA/BLA is not fileable from the clinical pharmacology perspective, state the reasons and provide
comments to be sent to the Applicant.

None.

Please identifY and list any potential review issues to be forwarded to the Applicant for the 74-day letter.

None.

~
Reviewing Clinical Pharmacologist
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Team Leader( Actg.)
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