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DATE:     November 9, 2011 
TO:     NDA 22-497 
FROM:     Pei-I Chu, Ph.D. 

CMC Reviewer, ONDQA/DPA-1/Branch 1 
SUBJECT:    Overall Compliance and CMC Recommendations: 

NDA 22-497, FORFIVOXL  (bupropion hydrochloride)  450mg                           
Tablets 

 
The CDER Office of Compliance (OC) issued an overall “Acceptable” recommendation for 
NDA 22-497 on November 9, 2011. A copy of the recommendation is attached. From a CMC 
perspective, all the CMC questions have been properly addressed.  The Office of New Drug 
Quality Assessment recommends Approval of the application based on the Office of Compliance 
recommendation. 
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ATTACHMENT 
 

 NDA 22-497: Overall Acceptable Recommendation from the Office of Compliance  

Reference ID: 3042238
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-------------------- -------------------- -------------------- ------------------------------------------
NDA-22497 ORIG-1 CARY

PHARMACEUTICA
LS INC

BUP-450 (BUPROPION
HCL)450MG ER ORAL TAB
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This NDA can not be approved in its current form from the CMC standpoint.
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Comments and Recommendation: 
The NDA appears to be fileable from a CMC perspective.  My recommendation would be 
for a single reviewer to be assigned to the NDA. Two sites  
were submitted into EES (18-MAY-09), however, the applicant will need to be asked for 
the CFN# for the  and whether there are any additional testing or packaging 
sites.  In accordance with 21 CFR §25.31, Cary Pharmaceuticals claims a categorical 
exclusion from the requirement for an Environmental Assessment or Environmental 
Impact Statement as the Expected Introduction Concentration (EIC) of the active moiety 
into the aquatic environment will be blow 1 ppb.  The dissolution should be consulted to 
the ONDQA dissolution group. 
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