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Product Quality Microbiology Review

22 NOV 2013

NDA: 205437

Drug Product Name
Proprietary: Otezla (proposed)
Non-proprietary: Apremilast tablets

Review Number: 1

Dates of Submission(s) Covered by this Review
Submit Received Review Request Assigned to Reviewer

20 MAR 2013 21 MAR 2013 01 NOV 2013 04 NOV 2013
20 NOV 2013 21 NOV 2013 21 NOV 2013 21 NOV 2013
22 NOV 2013 22 NOV 2013 22 NOV 2013 22 NOV 2013

Applicant/Sponsor
Name: Celgene Corporation
Address: 86 Morris Avenue, Summit NJ 07901
Representative: Randall Stevens, MD
Telephone: (732-652-6592

Name of Reviewer: Neal J. Sweeney, Ph.D.

Conclusion: Recommended for Approval

Reference ID: 3412681







---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

NEAL J SWEENEY
11/25/2013

BRYAN S RILEY
11/25/2013
I concur.

Reference ID: 3412681




