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DESIGNATION

The Central Authority of the Lander for Health Protection with regard to Medicinal Products
and Medical Devices (ZLG) has determined in a designation procedure that the

mdc medical device certification GmbH

Kriegerstrale 6
70191 Stuttgart
Germany

meets the requirements laid down in Article 36 and Annex VIl of Regulation (EU) 2017/745
on medical devices as conformity assessment body for medical devices (Reg.-Nr. BS-MDR-
098.20.02) and is competent to conduct

conformity assessment activities according to Annex IX (I}, IX (if)
and Xl (A) of Regulation (EU) 2017/745 on medical devices

for the following medical devices

active non-implantable devices for imaging, monitoring and/or
diagnosis, active non-implantable therapeutic devices and general
active non-implantable devices, non-active implants and long term
surgically invasive devices, non-active non-implantable devices.

This document is valid only in conjunction with the designation notice which contains the
binding information on the designation. The scope of the designation is specified in the
annex in force of the designation notice. The status of the notification can be found on
https://webgate.ec.europa.eu/single-market-compliance~space/notiﬁecif/ {
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Dr. RaineriEdelhauser
Director of ZLG

Bonn, 27.02.2025
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