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DECLARATION OF CONFORMITY n. 02/21 

 
 

The company BENEDETTI & CO. BIOSOLUTIONS S.r.l., with 
registered office in Via Monte Cengio 28 - 35128 Padova and 
headquarters in via delle Industrie, 9 Parco scientifico Vega - Edificio 
Auriga - 30175 Marghera (VE), declares under its own responsibility 
that the medical device “AMIOIL” – “OZONICON” – “FASTO3” - 
“O-ART”, risk class I, according to the rule 1 of the Directive 
93/42/EEC and further amendments, (enforced in Italy with Legislative 
Decree 46/97 and further amendments), as modified by the Directive 
2007/47/EC (enforced in Italy with Legislative Decree 37/10), 
 
• complies with essential requirements and dispositions of the 

Directive 93/42/EEC and further amendments, as per Technical file 
n. FT 003 BB kept on the premises of the company; 

• is manufactured according to the Quality System that satisfy the 
requirements of the Annex VII of the above mentioned Directive. 

 
     

                                           The Legal Representative 
 Lorenzo Guerra 

 

Padoua, 20th May 2021                            
 


