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3a5 User safety 
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3a6 Environmental risk assessment 
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3b Pre-clinical studies 
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3b Residues 
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3b1 Precise identification of the product concerned 
by the application 
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3b2 Metabolism and residue kinetics 
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3b3 Residue analytical method 
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3c Clinical trials 
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3e Assessment required for VMPs containing or 
consisting of GMOs 
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3f Residue tests to be included in the pre-clinical 
studies 
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Part 4 – Pre-clinical and clinical trials 
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4a General requirements 
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4a Pre-clinical trials 
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4a1 Pharmacology 
 
 
 
 

 
 
 
V038

     

    

    

       

     

       

      

     

     

          



 
Template  

Deckblätter / pages de garde / cover sheetsNTA TAM (VET) 

VM-ID:  OS000_00_006dfe / V2.5 / mra / ni / 29.08.2022  1 / 74 

Swissmedic  •  Hallerstrasse 7  •  3012 Bern  •  www.swissmedic.ch  •  Tel. +41 58 462 02 11  •  Fax +41 58 462 02 12 

 
 
 
 

 
4a2 Development of resistance 
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4a3 Dose determination and confirmation 
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4a4 Tolerance in the target animal species 
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4b Clinical trials 
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4c Clinical trials 
 
 
 
 

 
 
 
V056
 

     

        

   

      

    

         

   

     

      

          


