
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

209819Orig1s000 
 

PRODUCT QUALITY REVIEW(S) 
 

















Ciby
Abraham

Digitally signed by Ciby Abraham
Date: 11/06/2017 09:43:02PM
GUID: 512518c000026e22966a3bf7c15f7809

224 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this page





































Haritha
Mandula

Digitally signed by Haritha Mandula
Date: 11/06/2017 08:32:16AM
GUID: 508da6fb000282df41459408f32a1ce0

Sandra
Suarez

Digitally signed by Sandra Suarez
Date: 11/03/2017 03:57:49PM
GUID: 5033874b000046a4a8b9c51d6f5bd8ba











Ciby
Abraham

Digitally signed by Ciby Abraham
Date: 11/07/2017 10:09:27AM
GUID: 512518c000026e22966a3bf7c15f7809




