
 CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 
 

 
 

APPLICATION NUMBER: 
22-321 

 
 
 

PHARMACOLOGY REVIEW(S) 











(b) (4)

3 pp withheld in full immed. after this page as (b)(4) draft labeling.



 (b) (4)

(b) (4)

(b) (4)



(b) (4)



(b) (4)

(b) (4)



(b) (4)

(b) (4)

(b) (4)

(b) (4)



(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



(b) (4)(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) 
(4)

(b) 
(4)

(b) 
(4)(b) 

(4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



(b) (4)(b) (4)

(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) 
(4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) 
(4)

(b) 
(4)

(b) 
(4)

(b) 
(4)

(b) (4)



(b) (4)

(b) (4)











(b) (4)

(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)











(b) (4)

4 pp withheld in full immed. after this page as (b)(4) draft labeling.

(b) (4)

(b) (4)



(b) (4)

(b) (4)



(b) (4)











(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4)



This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

/s/

Elizabeth Bolan
8/13/2008 09:31:26 AM
PHARMACOLOGIST

R. Daniel Mellon
8/13/2008 09:38:37 AM
PHARMACOLOGIST
I concur.




