
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

206110Orig1s000 
 

 
CHEMISTRY REVIEW(S) 

 







     
   

  

  

     
   

  





























Reference ID: 4042222

  

   

  

 
  

          

   

   

   

 
 

 

 
 

    
   

  
      

 

 

 

 

 

 































           
          

 

 

  
 

   
 

   

  
 

                  
 

   























CMC Assessment Section

CMC Review #1 Page 11 of 62

CMC REVIEW OF NDA 206110

overall recommendation from the Office of Compliance is still pending at the 
date of this review.   

Therefore, the recommendation for this application is “Complete Response”.

III. Administrative
A. Reviewer’s Signature:

(See appended electronic signature page)

Lin Qi Ph.D., CMC Reviewer, ONDQA

B. Endorsement Block:
(See appended electronic signature page)

Dorota Matecka, Ph. D., CMC Lead, ONDQA
Rapti Madurawe, Ph.D., Branch Chief, Branch V, ONDQA

C. CC Block: entered electronically in DFS

Reference ID: 3630803

36 Page(s) have been Withheld in Full as b4 (CCI/TS) 
immediately following this page
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electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

LIN QI
09/19/2014

DOROTA M MATECKA
09/19/2014
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09/19/2014
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