
 
 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 

Approval Package for: 
 
 

 
 
 

APPLICATION NUMBER: 

ANDA 74-726/S-005, S-006, S-007 and S-008 
 
 

Name:   
 

Klor-Con® M (Potassium Chloride Extended-release 
Tablets USP) 
 

Sponsor:  
 

Upsher-Smith Laboratories, Inc. 

Approval Date:   
 

June 28, 2001 

  
  



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 74-726/S-005, S-006, S-007 and S-008 

 
CONTENTS 

 
Reviews / Information Included in this Review 

  
Approval Letter X 
Tentative Approval Letter  
Labeling X 
Labeling Review(s) X 
Medical Review(s)   
Chemistry Review(s) X  
Bioequivalence Review(s) X  
Statistical Review(s)  
Microbiology Review(s)   
Other Review(s)  
Administrative & Correspondence Documents X 
 
 



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 
 

APPLICATION NUMBER: 
ANDA 74-726/S-005, S-006, S-007 and S-008 

 
 

 
 

APPROVAL LETTER 
 



      

   
        
    

   

  

          
          

         
        

   

           
    

      
         

         
     

         
    

            
         

 

  
    

 
    

    
      



   
  

  

      
    

    
     

     
      

 
    



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 
 

APPLICATION NUMBER: 
ANDA 74-726/S-005, S-006, S-007 and S-008 

 
 
 

 
LABELING 



 
  

 
  

 
 

 

     

 
 

 

             
                

             
               

                    
        

                 
                 
                     

    
              

                 
             

              
    
          

  
                  

             
                

                 
                   

 
                 

                     
    

                 
                

             
               

                 
               

               
          

                  
                  

             
               

             
               
  

   
            

            
             

            
                 
               

                    
  

                   
         

               
                   

             
                 

              
 

               
               

              
               

     
             

              
                  

         
                  

              
                 

    
 

            
                

               
                

                
      
            

             
         

          
            

             
             

               
                

                         

 



             

                
                 

                  
  

                 
                     
    

                 
                

             
               

                 
               

               
          

                
                  

             
               

             
               
  

   
            

            
             

            
                 
               

                   
 

                   
         

               
                   

             
                 

              
 

              
               

              
               

      
              

              
                  

         
                  

              
                 

    
 

           
                

                
                 

                
      
            

              
         

           
            

             
             

               
                

                
              
                   
              

              
            

                
           

                
                    

          
                

            
             

             
                

             
             

            



 
  

 
  

 
 

       

 
  

      

              
            

 
                 

             
                    
                

                  
                

           
            

                
                  

             
                
        
             
          
           
                      
            
              

               
           

                 
         
                 

                  
                 

          
            

    
      
               

                  
     

                   
                   

              
            
  

              
               

      
              

                
                

 
                

               
             

                
            

               
       

        
              

 
                 

    
          
          
                   

         
   

                    
                  

                   
                       

                      
      

               
               

                     
              

                
                
        
              
          
            
                      
            
              

               
           

  
               

               

 



             
               

            
                

          
                  

                 
                 

          
            

    
      
               

                  
     

                  
                   

              
            
  

              
               

      
              

                 
                  

 
                

               
              

                
            

               
        

       
             

 
                 

    
          
         
                   

          
   

                   
                  

                   
                      

                      
       

               
              

                     
              

                
                
        
             
          
          
                      
            
              

              
           

  
               

               
              

             
               

                
               

   
           

        
      

     
     

  
 







 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 74-726/S-005, S-006, S-007 and S-008 

 
 
 
 
 

LABELING REVIEWS 



     

  

  

      
        

     
     

  
            

           

   
           

 
   

   

            
        

            
              

       
  

               
  

   
  

  
   

 

  
    

  

  



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 74-726/S-005, S-006, S-007 and S-008 

 
 
 
 
 

CHEMISTRY REVIEWS 



    
      

    
     

     

     
   

    
    

   

   

   
        

         
  

       
 

 
 
 

    
    

    

       

        
  
  
       
      
     

  
     

  
  

  
 

   

 
    

  
 

   
 

      

         





   
  

  

      
    

   
    

 

  



     

       
      
    

        
          

          
     

             
         

    

     

  
  

  
  



  
  

  
  

       
  

 

  
  

 

   



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 74-726/S-005, S-006, S-007 and S-008 

 
 
 
 

BIOEQUIVALENCE REVIEWS 



      
     

   
    

  

    

  

 
  

  
    

             
            
              

              
               

           

               
            

              
               

    
              

               
      

           
              
   

            
               

            
               

                
    

         

           
                

        

     





        

                
               

               
             

         

 

            
              

  

      
   

         
       

 
    

    

              



  
  

  
    
  

    
   
     
    

      
  

    

  

 





















  
  

  
    
    

 
     

    
   
    
   

      

        
  

    

 



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 74-726/S-005, S-006, S-007 and S-008 

 
 
 

 
 

ADMINISTRATIVE and CORRESPONDENCE 
DOCUMENTS 



  

 

  

  

  

  

  

     

     

   
 

  

 

   

   

     

   
   

   
   

   
   

  

  
  

   
     

    
   

         
          

   

  

          
        

           
       
         

        
        
         

          
         
      



        
    

          
   

        
          

     

   

          
         

          
        

      
          

     

  

          
        

        



      

           
      

            
    

    
           

        

     

     
        

         
          

   
    

   
 

  
   

  
 

       
  

   
 

           

      

        

          
        

   

        
  

         
       

    

    
    











  
        

            
       

         
        

      

           
          

         
          

     

 
   

     

 







           
           

          
        

        
        

   
  

  

 

  

      
 
    

    
      

   
    

     
 

   
  




