
 

 

          
Manufacturer Authorized 

Representative 
European 

Conformity 
Consult Instructions 

for Use 
Lot Number Catalogue number Use-by date In Vitro Diagnostic 

Medical Device 
Temperature limit Upper limit of 

temperature 
References: CLSI EP05, CLSI EP12, CLSI EP14, CLSI EP25, EP17, ISO 13485, ISO 14971                                                                                                                                                       FM-75-05-07.01 | Rev. D | 16APR2024 
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