
Reference Title Lang Type of 

disclosure

Exception(s) used Disclosed 

version

1 https://harmonized.stand

ards.eu/

Sterilization of medical devices en Full  - https://h

armonize

d.standar

ds.eu/

2 https://ec.europa.eu/grow

th/tools-

databases/enorm/access_

to_harmonised_standards

Biological evaluation of Medical Devices en Full  - https://e

c.europa.

eu/growt

h/tools-

database

s/enorm/

access_to

_harmoni

sed_stan

dards

Ref. Ares(2026)616502 - 20/01/2026


