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Notes

1 IVDD certified devices: IVDD Certification from a Notified Body.

2IVDD self-declared devices: IVDs on the market under IVDD that did not
need a Notified Body Certification.

@ Read about our certification
)3 | services at: bsigroup.com/medical

Formal written agreement

with a Notified Body signed Transition deadline

26 September 2025 31 December 2027
26 September 2026 31 December 2028
26 September 2027 31 December 2029

The sell-off period for self-certified IVDs already placed on the market
under the IVDD has been removed. These devices can be made further
available on the market without legal time restrictions. For in-house devices,
the requirement to justify that an equivalent device is not available on the
market is postponed until May 2028.

Email us with questions at: Find us on
@ medicaldevices@bsigroup.com LinkedIn
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