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Declaration of Conformity 

MEDICAL DEVICE REGULATION (EU) 2017/745  

'FreMon Scientific, Inc.'; 5726 La Jolla Blvd., Suite no. 304, La Jolla, CA 92037, USA 

We, 'FreMon Scientific Inc. ', manufacturers of ZipThaw™ 202 device and ZipSleeve 
accessory intended for thawing of Frozen Plasma, as detailed hereunder, that are 
placed in the European market, declare that our products conform and meet the 
general safety and performance requirements set out in Annex I of Medical Device 
Regulation 2017/745 (MDR).  

We have appointed: G&D&Y, Tolstraat 112, 1077 EL Amsterdam, The Netherlands, to 
act as our Authorized Representative in the European Community.  

We have appointed Ms. Erica Lang (Qsite) to act as our PRRC. 

Product Classification Followed Basic UDI-DI 

ZipThaw™ 202 
(P/N 44700-000) 

I 
Annex VIII, 

chapter III, rule 1 
72901152744700NS 

ZipSleeve 

(P/N 44700-555) 

 

I 
Annex VIII, 

chapter III, rule 1 

72901152744700-5558T 

 

Within those requirements we prepared the required technical documentation, put 
into place corrective action and vigilance procedures.  

We state that this declaration of conformity is valid for ZipThaw™ 202 and ZipSleeve 
as long as no changes in the products are done. In case of any changes in the 
product, the newly revised declaration will be issued.  

 

   _____________________________      _____________________________ 
Dr. David Wellis, CEO Date 

 

Valid Until: 31/03/2027 

15/04/2025 


