
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 
 
 

APPLICATION NUMBER: 
125291 

 
 
 
 

SUMMARY REVIEW 



  

   

   
  

   
 

  
    

   
  
   

        
   

          
     

       
     

        
      

      

 
      

      
     
      

  
       

    
  

    
   

      
 

   
  

   
     

      
  

  



  

   

 

          
              

          
             

                
            

     

           

            
            

           
             

             
             

              
             

   

              
             

           
              

             
           

              
           
               

               
             

              
          

              
            

           
 

                 
                 

  



  

 
             
          

            
         

           

           
             
           

          
          

          
            

         

           
            

           
       

           
          

             
           
 

                 
              

               

                
             

            
  

       

             
            

                 
           

           
            

              
           

                  

       

  



  

             
             

            
              

             
                 

             
             

              
 

               
              

           
            

             
             

                

        
       

           
              

           
           

             
             
             
              

               
            

               
             

           

      

               
           
            

            
          

            
            

  



  

           
               

             
              
                

             
               

               
   

                 
                

              
               

               
               
         

    

    

           
          

              
            

         
             

           
              

             
             

                  

            
              

  

(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)



  

          
               

            
              

          
       

   

       

           
          

              
               

          

          

    
             

            
  

            
    

         

           
      

               
             
             

             
 

       

             
            
              

          
           

             
               

            

  



  

           
        

        

             
            

             
            

           
           

          
            
          

  

         
     

              
             

          
          

         
 

  
            

            
               
         

            
         

              
          

       

              
           

        
             
            

  



  

             
             
             

            
           
           

           
             

              
           

          
             

              
          

           

  
 

 
             

            
            

             
             

          
              

           
                 

            
          

           
          

            
           

          
              
             

          
                

       

  



  

             
         

             
             

             
            

          
            

  

             
                

              
               

            
              

                 

              
               

 

               
             

             
              

            
            

             
            

            
         
            

          

            
          

            
              

            
     

            
               

           
             

  



  

             
    

              
            

           
 

 
       

        
   

     
   

   
         

    
       

    

 

             
              

       

         
 

 
       

         
  

   

          

     
      

     

          
             

            
           

               

  



  

           
              

          
        

               
 

              
         
             

              
             

            
             
           

             
           

             
             

            

              
            

            
         

        
         
          

          
         

            
             

           
            

               

               
               

            
             
              

            
              

            
                  

  



  

           
             

               
               
                
               

     

 

           
    

    

 

   

   

             
            

             
           
          

            

        
             

            
             

             
             

               
              
            

               
          

              
            

  

Best Possible Copy



  

      

           
            

          

 

              
           

             
              

             
             

 

            
             
            

             
             

         
           
            

              
             

               
          

          
            
        

               
             

  

(b) (4)



  

             
    

                 
              

            
              

          
           

               
              

         
       

    

              
               
               
             

          
            
           

          
  

              
        

           
             

          
               
        

                  
            

              
 

              
           

             
            

         
            

              

  



  

                 
   

              
          

              
              

               
             

              
             
              

           
          

  

            
            

            
            

             
             

              
         

           
               

      

   
               
              

               
               

           
            

          
         

       
          

 
             

  

  

(b) (4)



  

    

           
              
      
          

           
           

       
          

         
                

           
          

                 

             

              
            

         
            
         

          
             

       

                 
              
           

           
              
          

             
              

             
            

         
 

           
              

          
             

           

  

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)



  

 
             

      

            

                
              

            
          

  

               
       

           
              

           
             

          
            
              

               
             

           
             

          
        
         

          
           

  

           

                
               

           
           

          
           

           
  

  



  

             

           
  

           
           

          
 

            
        

            
      

   

    

             
                
              

        
            

             
           

   

              
               

             
            

             
               

             
           

            
              

          
            

               
            

             
            

     

  



  

          

              
             

            
                

  

           
                

            
               

            
               

           
          

            
         

          

       
           

            

           
          
           

    

     
  

  

  
  

  

            
            

       
   

  
  

  

 
  

  

  



  

            
    

             
           

            
           

     
  

  

 
  

  

          
            

         
              

       

  
  

  

 
  

  

              
           

 

    

          

         
            

  
  

  

  
  
  

            
      

               
   

    

        
          

  

(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)



Division Director Review

Final Report Submission: May 28, 2010

Page 25 of25




