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Sterilisation process 

At the end of the productive process the filling of syringes is carried out and therefore also 
the steam sterilisation in autoclave. 

The sterilisation process is performed in accordance with the harmonized standards and 
rules EN 554 and ISO 17665. 

The relative registrations to parameters for the sterilisation process used during each 
process are stored for 5 years after the LOT expiry date to which they refer to. The relative 
data for the sterilisation process validation is stored for 10 years.  
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