
 

 

 
BIOSAF IN srl- Capitale Sociale € 107.197  i.v – P. Iva e Cod. Fisc. 02376860421 – Iscr. REA n° MI – 2038016 

Trezzano Rosa, 11 October 2024 
 
 

Dear Customer, 

 

as foreseen by the European Regulation 2023/607 amending the European Regulation 2017/745, BioSAF IN srl 

benefits from the extension of the transitional period allowing the extension of the expiry date of its EC Certificate 

from 26 May 2024 to 31 December 2027 for class IIb implantable products and to 31 December 2028 for the 

remaining medical devices. 

 

The extension comes into force following signature of a written agreement, in accordance with Annex VIII, point 

4.3, second paragraph of European Regulation 2023/607, for conformity assessment of the device covered by the 

expired certificate with the notified body.  

 

On 7/05/2024, BioSAF IN srl and IMQ spa signed this document, identified with contract number 1001C03576045C, 

which was followed by the issue of the confirmation letter by the notified body on 11/10/2024, identified with 

reference number 1001C03576045_CL. 

 

For any needs please do not hesitate to contact us at the following e-mail address: regulatory@biosafin.com  

 

         Best Regards 

 

                     Enzo Balestrazzi 

        Quality assurance manager 

 

 

 




