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

  

   

  

   


         




     




    




  




   




 




    




  




   




  




 




 









   




 




  




    
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




 

     




 




  






     




   









    
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              

              

          
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     

             

          
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   

               


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  

 


           

                 

            

  
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              

               

             

              

               

         

 

 

 

           

         

    

               

                  

      

             

   

          

(b)(4)Proprietary Information 
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    

 
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 

(b)(4)Proprietary Information 
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  

  

     

     

      

              

                  

              



(b)(4)Proprietary Information 
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  

      

      

      

      

        

            

               

                

                 

  
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 
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     

             

             

            

               

     

   

   

(b)(4)Proprietary Information 
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 

               

                 

                

             

             

             

          

             

                

              

             

         
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    
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                       

                    

 

                 

                   

                    

       

                 

           

                    

     

                   

             

            

                     



   

                 

(b)(4)Proprietary Information-Verification Report

(b)(4)Proprietary Information

Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



            

       

    

  

    

        

  

  

    

    

       

   

     

             

   

                     

    

          

   

          

    

      

    

(b)(4)Proprietary Information
Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



            

  

     

     

(b)(4)Proprietary Information

(b)(4)Proprietary Information

Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



            

 

                    

     
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     

   

 

 



  

      

  

  

            

            

          

       

   

            

        

(b)(4)Proprietary Information

Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



   

 

             

            

            

         

             

  

           

           

            

       

 

           

    

    

               

         

        

  

                

             

             

 

            

              

               

              

   

Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



 

           

             

              

   

Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188
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(b)(4)Proprietary Information
Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)Proprietary InformationRecords Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)Proprietary InformationRecords Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)Proprietary Information
Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)Proprietary Information
Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)Proprietary InformationRecords Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)Proprietary InformationRecords Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS.GOV@fda.hhs.gov or 301-796-8188



(b)(4)Proprietary Information Records Processed under FOIA Request 2016-6074. Released by CDRH on 1-12-2017 
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  

 


           

               

        

        
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                

                   

    

           

     
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   

 

 

  

      

     

    





    

                  

             

            

  

(b)
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  

  

     

     

      

               

                  

             

              

     

                 

                 

            
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  

      

      

      

      

       

           

              

              

           
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Substantial Equivalence Table  
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Substantial Equivalence Table ... Cont'd
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Conclusions: Substantial Equivalency
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1. Safety Information – Please Review Before Using the Theralase System

               a ial 
r     f    

          ee   e 
 r   r    r       

f             ll      
   .  IT IS IMPORTANT TO BE WELL AWARE OF ALL THESE SAFETY DETAILS 

PRIOR TO USING THE EQUIPMENT. 
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Operational Safety

Caution: Use of controls or adjustments or performance of 
procedures other than those specified herein may result in 

hazardous radiation exposure.
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2. THERALASE TLC-1000 SERIES PRODUCT INFORMATION
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The Laser Controller (TLC-1000)
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CAUTION: 

Use only the TLC-154 power supply (+24 VDC, 2.7 A) to power the TLC-1000 laser controller. This is the
only power supply approved to be used with the TLC-1000 laser controller.
Outside of North America, the proper international cord set must be specified and purchased from
Theralase TM Inc. or purchased separately for the country of preference.
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