
 

EU DECLARATION OF CONFORMITY 

 

Flexit S.r.l. 

Via di Settebagni 390 
00139 Roma – Italy 

 

declares under its own responsibility that the Medical Devices: 

 

Cod: V-UN – VERADEA UNICO 

Cod: V-ON – VERADEA ONDA 

Cod: V-NV – VERADEA NUVOLA 

Cod: X-ME – VERADEA MEMORY 

Cod: V-IB – VERADEA IBRIDO 

Cod: V-GIU – VERADEA GIUSTO 

Cod: V-MEGEL – VERADEA MEMORY GEL 

Cod: V-MEIB – VERADEA MEMORY IBRIDO 

Cod: V-MEGELTOP – VERADEA MEMORY GEL TOP 

Cod: V-FAV– VERADEA FAVOLOSO 

 

meet all applicable provisions in Regulation (EU) 2017/745 and related harmonized standards:  

 

EN ISO 14971:2012; EN 15223-1:2021; EN 1041:2000/A1:2013 

 

The writer warrants and declares under its own responsibility that the subject device meets the general 

safety and performance requirements required by Annex I of Regulation (EU) 20177745, according to Annex 

II and III of the Regulation. 

 

The subject device, according to rule 5, is to be considered as belonging to Class I. 

 

 

 

Rome, 19/12/2023                                                                                   Flexit S.r.L 

                                                                                                                 Marcello Maci 

                                                                                                        (Chief Executive Officer) 

 


