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Ohmstraße 1 
93055 Regensburg 
Germany 
 
 
 
 

To Whom It May Concern 
 
 
 
 
 
 
 
 
 

Regensburg, 24.04.2023
 
 
 

 
Manufacturer Statement about implementation of a quality system 
 
 
 

 
DermoScan GmbH declares that we have implemented a quality system according to the 
requirements according to Medical Device Directive  93/42/EEC. A surveillance assessment 
by an external notified body is not applicable to Class I devices, we therefore do NOT have 
ISO nor EC certificates which are not necessary per the attached EU regulations. 
 

 

With kind regards,

DermoScan GmbH  
 

 
 

T: +49 (0)9 41 / 599 525 0 
F: +49 (0)9 41 / 599 525 99 
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www.dermoscan.de 
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