
 

         
       

 

        
   

           

                    
                  

                 
                     

                       
                        

                  
                   
                

              
              

          

 
        

           
           

          
          
          

           
          

            

         
            
          

           
           

          
             

      
        

        
         

           
           

        
         
             

           
         

        
           

         

         
           

              
             

         
            

              
           

            
           

    

        
            

            
            

                     
                   

                     
                     

                   
   

  
            

 

FDA-CBER-2022-908-0014085



  

        
    

          
             

          
            

         
          

              
             

           
           

      

        
 

           
        

           
           

       
         
           

         
           

           
            

       
            

         
           

          
          

       
         

         
       

           

      

     
   
     
     
     
    
   

     
     
     
   
   
   
   
     

    
     
     
    
     

    
    

    

    

        
            

            
          

         
           

        
          

       
           

         
           

        
   

         
       

          
           
            

       
         

           
         

              
          

 

      
   

          
           
        

         
          

         

  

   
   

        
   
   
   

        
   
   

        
   
   
   
   
   
   
   
   
   
   
   
   

FDA-CBER-2022-908-0014086



           
        

          
          

             
       
           

           
           
          

            
            

            
            

       
          

           

         
        

            
         

               
          

           
           
           

          
      

          
              

       
        

               
          

           
            

            
          

           
         

           

           
            

         
          

        
          

          
            
             

        

        
               

           
        

      
  

             
         

        
    

              
            

            
           
             

      
         

            
          

           
            

            
          

             
             

        
             

         
         

           
           

             
            

  

          
 

            
         

          
              

         
          

          
          
             

            
            

           
               

             
         

             
        

           
         

          
           

   

         
            
          
               

             
             

        
           

          
           
        

  

    FDA-CBER-2022-908-0014087



         
    

           
            

        
          
       

         
             

               
           

        
          

      
             

            
             

           
            

           
         

          
          

          
           

  
        

         
             
           

           
           

            
            

            
           

            
          

          

  
          

            
        

           
          
       
          

       
        

         
      

            
        

         
         

           
            

           
            

             
          

      

 
           

         
       

        
        

           
          

       
          

           

           
         

         
        

         
  

          
        

            
         
        

      
        

         
             

            
          

           
          

          
       

              
            

        
              

    
  

    

     
    

                            
            

    FDA-CBER-2022-908-0014088



           
            

         
         

              
          

           
    

              
           

           
          

          
             

 

 
             

           
         

    

                 
           

       
              

         
 

                  
          

                 
           

       
                 

            
  

                
           

  
                  

            
   

                    
      

                 
           

            
               

          
     

               
          

 
           

          
             

            
   

              
           

 
             

   
                 

         
      

               
          

            
                

           
      

        
    

                   
           

            
                  

          
   

                   
            

         
                 

          
        

                  
        

 
                

            
                 

           
              

         
             

             
      

                 
        

    
                  

           
      

               
             

 
            

         
           

 
                    

           
     

             
            
     

                     
        

               
        

                 
          

 
                 

         
 

                
              

    
                 

           
        

                
          
          

    
                   

          
            

                   
           

            
                 

             
  

                 
         

   
               

        
         

             
                

        
                

         

  

    FDA-CBER-2022-908-0014089



  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

        
    

               
              

   
                 

              
       

                   
          
 
               

           
             

   
                

           
          

       
                
                
          

            
         

    
              

   
              

            
     

                  
           

          
            

             
        

            
            

  
          
           

 
              

         
       
                  

            
   

               
            

        

    

                 
             

            
 

                  
          

     
               

         
        

                
         
           

       
                    

         
      

             
           

            
               

            
          
  

                
         
             

       
               

          
      

               
            

     
                    

             
       

               
            

            
 

        
   

           
 

FDA-CBER-2022-908-0014090




