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Subject: Confirmation of the announced change

To whom it may concern,

This is to confirm that 3EC International a.s., Notified body No. 2265 according to the Regulation
(EU) 2017/745 as amended approves the announced change of company address as follows:

Previous company address:

Evropska 655/116, Dejvice, 160 00 Praha 6, Czech Republic

New company addresses:

Na viniénich horach 1834/24, Dejvice, 160 00 Praha 6, Czech Republic

Implementation of the change does not represent a significant change in design or intended purpose
under Art. 120 sec.3 of the Regulation (EU) 2017/745 on medical devices as amended. The related
EC certificate is listed in the Annex and remains valid until the date stated on the certificate. This
confirmation corrects / complements the information on the above-mentioned certificate.

Yours sincerely

A
3E( !ntérn‘a't'iyonal a.s.
Lubor Lysak
Deputy Director of NB2265 & In-house Counsel

Annex: List of affected EC certificate
2020-MDD/QS-121
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