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To whom it may concern,


We PRIMA LAB SA , as legal Manufacturer registered on EUDAMED with SRN CH-MF-000034473, hereby confirm that the IVD devices currently supplied by PRIMA Lab SA are classified as legacy devices in accordance with Art.110 of Regulation (EU) 2017/746 (IVDR).
From a regulatory perspective, the assignment of a UDI-DI is not mandatory for legacy devices, as clarified in MDCG 2022-8 (Annex, page 8). Therefore, no UDI-DI has been assigned to these products at this stage..
Furthermore, with reference to EUDAMED registration, we confirm that PRIMA Lab SA will proceed with the registration of the concerned devices in EUDAMED in accordance with Article 26 of Rg. (EU) 2017/746 and EUDAMED Legacy Devices Guidelines (section 2.2). Where no UDI-DI is assigned, a EUDAMED DI and EUDAMED ID will be generated and used for registration purposes.
This approach is fully aligned with current regulatory guidance and applicable provisions.
Should you require any further clarification or supporting documentation, please do not hesitate to contact us.

Kind regards,
Francesca Di Giorgio
(PRRC)
PRIMA Lab SA
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