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Title: Positive completion of certification for the extended version of PacePress. 

Legal basis: Article 17(1) of the MAR Regulation - inside information 

The Management Board of Medinice S.A., with its registered office in Warsaw  
(the “Company”), hereby announces that the notified body TÜV Nord Polska has 
successfully completed the assessment of the application concerning changes to 
the CE MDR certification documentation of the PacePress medical device. 

The assessment included, in particular, a review of the technical documentation, 
clinical evaluation, and verification of compliance with the requirements of 
Regulation (EU) 2017/745 of the European Parliament and of the Council (MDR). 
According to the received decision, all stages of the assessment were completed 
successfully and the proposed change was approved for implementation. 

The obtained approval enables the placement of the extended version of  
the PacePress device on the European market under the existing CE MDR 
certification and supports the Company’s further activities related to  
the commercialization of the product in European markets and selected 
international markets. 

In the opinion of the Management Board, the completion of the certification 
documentation update process constitutes an important milestone in  
the development and commercialization of the PacePress project and may have  
a positive impact on the further development of the Company’s operating 
activities. 

The Company will inform the market about any further significant developments 
related to the PacePress project through the appropriate current reports. 


