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    FOOD AND DRUG ADMINISTRATION 
    CENTER FOR DRUG EVALUATION AND RESEARCH 
  
 
Date: March 21, 2013 
 
From: Yichun Sun, Ph.D. 
 Review Chemist, ONDQA 
 Division of New Drug Quality Assessment II 
 ONDQA 
 
Through: Moo-Jhong Rhee, Ph.D. 

Chief, Branch IV 
Division of New Drug Quality Assessment II 
ONDQA 

 
To: CMC Review #1 of NDA 204736  
 
Subject: Final Recommendation  
 
At the time when the CMC review #1 was written, resolution of issues on Labels and 
Labeling was pending.  
 
Evaluation of Label/Labeling 
On March 13, 2013, the NDA applicant submitted an amendment providing the finalized 
mock up container labels.  Additionally, the applicant also agreed to all the CMC changes 
made to the package insert.  All the labels/labeling issues are now satisfactorily 
resolved.  The CMC sections of the final package insert, and mock up container labels 
are attached (Attachment - 1). 
 
Recommendation: 
All pending issues on Label/Labeling are now satisfactorily resolved, and therefore, from 
the ONDQA’s perspective, this NDA is recommended for APPROVAL with an 
expiration dating period of 24 months. 
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Janssen Pharmaceuticals Inc. 
Satisfactory 

Other NA 
  

The “How Supplied/Storage and Handling” section is satisfactory.  
  

Immediate container label 
 

Bottle Label for 5 mg Delayed-Release Capsules (30 Capsules) 
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Bottle Label for 10 mg Delayed-release Sprinkle Capsules (30 Capsules) 
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