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NDA 208582 

Product Quality Assessment (Addendum #2 to Addendum #1) 

From: Chunchun Zhang, ATL/Acting CMC Lead, Branch 3, ONDP 

Date: June-15-2016 

Re: Revised non-CR comments be included in the CR letter 

--------------------------------------------------------------------------------------------------------------------- 
In response to the Information Request dated March 16, 2016, the applicant submitted 
Amendments dated June 6 and June 9, 2016 which provided information on in-use stability to 
support the label storage statement and volatile impurities for the extractable/leachables, 
respectively. The new information will not be reviewed as it was submitted late in the review 
cycle. Also, one non-CR comment from the quality micro review mentioned in Addendum #1 
should be included in the CR letter. 
 

The following non-CR comments should be included in the CR letter: 

1)  We acknowledge your amendments of June 6, 2016 and June 9, 2016  in response to 
our Information Request dated March 16, 2016 on the in-use stability to support the label 
storage statement and volatile impurities for the extractable/leachable study. We are 
unable to review the new information as it was submitted late in the review cycle.  
 

 
 
OPQ’s Addendum #1 recommended Complete Response and this Addendum upholds the 
Complete Response recommendation from Product Quality perspective. 
 

____Chunchun Zhang, Ph.D._____ 
ATL for 208582 
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