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STATEMENT 

 

We hereby declare that company Metrum Cryoflex Polska Sp. z o.o., is currently in re-
certification process, transition from Directive 93/42/EEC to Regulation (EU) 2017/745 of the 
European Parliament and of the Council of 5 April 2017 on medical devices. 

Certification process is conducted by our current notified body TUV Nord Polska Sp. z o.o. (ID 
no. 2274). 

The transitional period does not affect the quality of the manufactured products and Quality 
Management System according to ISO 13485, implemented in 2016 year. 

 

 

………………………….. 
Adam Mickiewicz 

RA/QMS Manager 
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