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Hannover, 30. March 2022
Statement of Validity

concerning the declaration of conformity for medical devices provided on the market by
JOYDIVISION international AG under 93/42/EEC (MDD) and transitional provisions of EU
2017/745 (MDR).

We hereby declare that our declaration of conformity according to EC-Directive 93/42/EEC:

Date of Issue: March 25, 2021
Date of Expiration: March 26, 2024

remains valid until either the expiry date is reached, or until we issue a new declaration of conformity
under MDR. The validity of the current declaration of conformity is supported by the transitional
provisions of the current European Medical Device Regulation EU 2017/745 in its latest version from
2021.

According to the transitional provisions, conformity under MDR needs to be declared latest until
March 26, 2024.

Our medical devices are currently solely provided on the market under MDD in accordance with the
transitional provisions of MDR. Once we completed the conformity assessment under MDR, we will
issue a new declaration of conformity for MDR.
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Before we have completed the conformity assessment with the notified body, we cannot legally
issue any declaration of conformity according to MDR — and as explained before, this is not
necessary as stated in MDR transitional provisions.

For further questions, please do not hesitate to contact me.

With best regards from Hannover, Germany
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