
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

209862Orig1s000 
 

 
CHEMISTRY REVIEW(S) 

 









Reference ID: 4006066

   
          

      
            

   

             
        

              
                

                
            

           
             

 
        
      
           

               
           

             
           

               
              

                  
         

  
  
     
   
            
             

           
             

   
   
             

      

             
               

            

                  

      
   

   
      

 
 

 
       

 

  
 

 













Reference ID: 4006066

  
   

   
  

    

 

 







Reference ID: 4006066

    

  
      
    
        
      
      
         
        
     
    
       

      
      
     
        

    

   



















Reference ID: 4006066

    

            
              

            
         

        
             

            
                

          
  
  
     
   
            

            
         

         
       

   
   

            
       

             
             

            
  

  

             
            
 

   



Reference ID: 4006066

           
          

 

 

   
 

             

   



Reference ID: 4006066

    

 

   
 

 

  

   

  

 
   

 

       
 

 
 
 

 
 

 

 
 

 

   

 

 
 
 
 

  
   

  

  
 
 
 

   
  
  

 

    

   
 

 
 

       
      





Reference ID: 4006066

      

           
              

             
           

            
        

  

   





Reference ID: 4006066

   

    
   

  
  

   

        
      

    
     

    

       
     

  
  

     
    

    



Reference ID: 4006066

  
     

     

   
    

 

    
   

     
        
  

   

     
 

  
   

    

    
           

      

 
     

      
     

    

       
 

        
    

  
     

 

 













Reference ID: 4006066

               
           
                   

                   

                 
                  

                

                  
               

             

           
   

 

     
       

  

         
      

      
      

        
       

  
       

       

            

     

      
      

    

      
           

      
        

      
  

    

            
                

      
                       

          
                 

                 







Reference ID: 4006066

              
 

   

 
           

   
  

   
      

    

  
 

 

  
    

   
    

        
 

    
     

  

    
       

   
    

   
    

 

   
    

  

  

(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
 

(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/
----------------------------------------------------

JONATHAN T DOW
10/28/2016

Reference ID: 4006066




