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From:  Steven Kinsley 
To:      RegulatoryAffairsUS@actavis.com  
Cc:  Rebecca Cohen 
Subject: NDA 208723 CMC Information Request 7-27-16 
Date:  July 27, 2016 
 
Dear Joann, 
 
I have received the following information requests from our CMC review team.  Please respond 
to the following with a submission to your NDA Wednesday, August 10, 2016 
 

We note that your response (dated 06/10/2016) to IR#16 did not include discussion of any 
other rejects (and total rejects) that were found during the manufacturing process. Please 
include relevant discussion on overall rejects other than those found during integrity test. 
 

If you have any questions, contact me.  Also, please verify receipt of this Information Request via 
return e-mail. 
 
Best Regards, 
 
Steve 
 
Steven Kinsley, Ph.D. 
Regulatory Business Process Manager 
Office of Program and Regulatory Operations 
Office of Pharmaceutical Quality 
CDER/FDA 
240-402-2773 
 
 
 

 
 
 



Steven
Kinsley

Digitally signed by Steven Kinsley

Date: 7/27/2016 09:20:28AM

GUID: 555cc3bc000836e194b17e8bf695ce5f



From:  Steven Kinsley 
To:      RegulatoryAffairsUS@actavis.com  
Cc:  Rebecca Cohen 
Subject: NDA 208723 CMC Information Request 7-22-16 
Date:  July 22, 2016 
 
Dear Joann, 
 
I have received the following information request from our CMC review team.  Please respond 
to the following with a submission to your NDA Wednesday, August 10, 2016 
 

The justification for bioburden sampling following the  
provided in the applicant’s submission dated June 10, 2016 is acknowledged. 
Althoug  

 

 
If you have any questions, contact me.  Also, please verify receipt of this Information Request via 
return e-mail. 
 
Best Regards, 
 
Steve 
 
Steven Kinsley, Ph.D. 
Regulatory Business Process Manager 
Office of Program and Regulatory Operations 
Office of Pharmaceutical Quality 
CDER/FDA 
240-402-2773 
 
 
 

 
 

(b) (4)

(b) (4)



This document is a PDF copy of an e-mail sent to the e-mail address and on the date given 
above. 

 
 

 Steven Kinsley -A
Digitally signed by Steven Kinsley -A 
DN: c=US, o=U.S. Government, ou=HHS, 
ou=FDA, ou=People, cn=Steven Kinsley -A, 
0.9.2342.19200300.100.1.1=2001720189 
Date: 2016.07.22 09:54:25 -04'00'
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