
 
 

CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

125274Orig1s001 
 

 
CHEMISTRY REVIEW(S) 

 



  

  

  

   

   

 

         

        

   

       

 

 
 

 
 

 
 



  

  

 
             

    
   

  
    

    
     
   
      

  
    
   
   
  

       
       

     
       
      
     



  

 

     
         

         
           

            

            
               

         
          

  
           

               
        

        
            

            
            

              
            

      
  

  

            
         

            
             

    

          
             

            
            

           
             

             
            

    



  

  
  

           

         
 

           
         
       

            

          
       

              
            

     

  

           
           

          
            

   

    

             

            
         

  

   

             
             

           
 

          
            

          
          



  

     

             
            
           

          
         

   

            

             
  

             
           

       

              
           

          
 

              
          

   

        

           
          

            
                 

           
      

           
           

             
          

               
          



  

 
           

          

             
         
              
           

           
             

            
           

              
             

          
            

           

             
           

      

    
               

             
             
                

             

                 
              

                
             

       
              
              
           

  
               

            
               

          
             

(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) ( )

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

(b) (4)

(b) (4)

(b) (4)



  

                
             

           
   

  
            
            

           
         
        

             
        

           
           

          
          

             
          

             
           

            

       

               

          
 

      

         
            

      

        

          
    

(b) (4)

(b) (4)

(b) 
(4)

(b) (4)

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



  
      

 

     
 

        
      

      
    

     
 

 

    
    

     
     

 
      

     
   

    
    

   
    

   
    

    
   

 

       
 
 

      

    

 
        

 

  

  

          

                 
   

                 

  

   

 
  

 

          



  
      

   

  

    

   
      

     
    
   

     
   

     
    

    

   
      

  
     

    
      

     
  

    
 

     
    

  
     

     
    

    
       
    

    
  

      
 
      

      
    

          



  
      

  
   

     
 

 
   

 

 

     
    

 
  

     

  

   

   

   

    
  

  

    

   

   

    
   

  

    

    

   

     

  

   
   

 

 

   

           



  
      

    

 
  

 

 

   
    

  

   
    

   
   

    
   

     
 

   
   

   

  
  

 
 

   

 
 

  
 

  

   

   
    

   
  

   

     

  
  

  
  

  

  

          



  
      

  
   

   
   

     
   

     

   
     

   

  
  

   
 

     
 

 

 
  

  
   

  
    

   
  

 

    

  
  

    

   
 

    
    

 
   

 

 

 

 
      

         

   

 



  
      

  

  

      

   

   
   

    
   

   
   

   
  

   

       
  

  
   

  
  

 
  

  

        
   

 
 

 

  

  
    
      

          
  

 
    

    

  

          



  
      

     
   

   

   
  

  

   

  

  

   

   

  

    
  

  

 

   

 
 

  
    

  

    

    

    
   

    

    

   

 

 

 

          



PRODUCT QUALITY (BIOTECHNOLOGy)
FILING REVIEW FOR BLAIA (OBP & DMPQ)

~A Number: id-.S~ibApplicant: ltJS-e'I Stamp Date:..Pr 5Iij~~)-
Drug Name: 'R\o~i l' BLAIA Type: b ¡,.5 ¡ I' '- \ '00 L\YV\

On initial overview of the BLAIDA application for filing:

Cover Letter
Form 356h completed
s/ncluding list of all establishment

sites and their registration numbers

Comprehensive Table of Contents
Environmental assessment or request
for categorical exclusion (21 CFR Par
25)
Labeling:
d" PI -non-anotated
iõ PI -anotated

~ PI (electronic)
¡: Medication Guide

¡¡ Patient Insert
i¡ package and container

á" diluent
IY other components
i; established name (e.g. USAN)
0/' proprieta name (for review)

N
N

N
& N
~ N

~ ~
N
N
N

(B
N

Content, presentation, and organzation
of paper and electronic components
suffcient to permit substative review?:
Examples include:i: legible . N
i: English (or translated into English) N
i: compatible file formats N
¡¡ navigable hyper-links N
ij interpretable data tabulations (line N

listings) & graphical displays
~ sumar reports reference the N

location of individual data and
records

w" all electronic submission components N
usable (e.g. conforms to published
guidance)

Companion application received if a Y N
shared or divided manufactuing
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