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DECLARARTION OF CONFORMITY 
 

 

Producer:   

SensCom AS 

Harbitzalleen 5, 

0275 Oslo      

Norway 

 

 

 

Hereby declares that the following product:  

 

Product:  DignaCare Solution    

Brand:  DignaCare 

    

                                                

is manufactured in conformity with the Medical Device Directive 93/42/EEC and is 

implemented in Norwegian legislation. 

The product is in compliance with the following EEC directives: 

- 2014/53/EU (RED) 

 

The following harmonized standards have been used: 

- ISO 14971:2007 

- NEC IEC 60601:2015 

- EN ISO 15233-1:2016 

- EN62304 
- IEC 62366-1 

- EN 300 328 

- EN 300 440 

 

          

           

           

 

 

 Oslo      20.12.2021  

        Location           Date       Signature     

 

        Vegard Urnes 

                    

               Name            

 

                                                                                           CEO 

                Title 

 


