
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

211288Orig1s000 
 
 
 

PRODUCT QUALITY REVIEW(S) 
 



















Thomas
Oliver

Digitally signed by Thomas Oliver
Date: 7/03/2018 09:33:46AM
GUID: 508da71f00029ed4697700cee3d31ca0

49 Page(s) have been Withheld in Full as B4 (CCI/TS) immediately 
following this page 













Rajiv
Agarwal

Digitally signed by Rajiv Agarwal
Date: 6/21/2018 03:29:45PM
GUID: 504fa29c0000100b83d3aaa4905783c1

Anamitro
Banerjee

Digitally signed by Anamitro Banerjee
Date: 6/21/2018 04:51:32PM
GUID: 5075764700003844b7bc89632228509f

35 Page(s) have been Withheld in Full as B4 (CCI/TS) immediately 
following this page 































Yang
Zhao

Digitally signed by Yang Zhao
Date: 6/06/2018 12:19:04PM
GUID: 56f958740001a1f9707b4476d760e12f

Banu
Zolnik

Digitally signed by Banu Zolnik
Date: 6/06/2018 02:09:04PM
GUID: 508da7270002a568e175a2c0dd90f334





Rajiv
Agarwal

Digitally signed by Rajiv Agarwal
Date: 6/21/2018 03:31:00PM
GUID: 504fa29c0000100b83d3aaa4905783c1

Anamitro
Banerjee

Digitally signed by Anamitro Banerjee
Date: 6/21/2018 04:58:53PM
GUID: 5075764700003844b7bc89632228509f



Thomas
Oliver

Digitally signed by Thomas Oliver
Date: 7/03/2018 10:24:13AM
GUID: 508da71f00029ed4697700cee3d31ca0




