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DECLARATION OF CONFORMITY

Product:  TOP SAFE PLUS APRONS 

We declare that the above mentioned product conforms to the requirements as 
recommended in the Directive 93/42/EEC (Medical Devices).

WE, moreover, declare and guarantee:

 • The above mentioned product satisfies all the necessary requirements as recommended 
in the Enclosure I, Directive 93/42/EEC

 • The above mentioned product belongs to Class I

 • The above mentioned product is sold in NON STERILE packaging

 • The above mentioned product IS NOT A DEVICE FOR MEASUREMENT

 • The above mentioned product IS NOT INTENDED FOR CLINICAL INVESTIGATION

Being that case, the manufactured will set up an evaluation procedure on the experience 
so far acquired, as recommended in the enclosure VII-4 of the above mentioned Directive. 
Technical documents will be available for the competent authority, for a period of five years 
form the last date of the manufacturing of the product, as recommended in the enclosure VII 
of the above mentioned Directive.

Akzenta International SA      Chiasso, 01.07.2016

           Signature and stamp:

        Printed name:  Luciana Piacquadio  
        Position:  Head of office 

akzenta.com


