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c € EC-Declaration of conformity

Manufacturer:

compliant concept AG
Undermilistrasse 28 « 8320 Fehraltorf « Switzerland SRN: CH-MF-000018990

We declare under our sole responsibility that the products

Trade Name Version Model Article No. Basic UDI-DI
Mobility Monitor Version 2 022 A-000070 PP 12312 MONO1 17
Mobility Monitor BedEx Version 1 025 A-000073 PP 12312 BEXO01 25
Mobility Monitor Wireless Version 3 031 A-000071 PP 12312 MONO1 17
Mobility & Care Manager Version >1.3.22  --- SW-000006 PP 12312 MONO1 17
Product Classification: | Medical Device Classification rule(s): 1&13

Sterility Status: non-sterile

Measuring function: no

Conformity assessment procedure:  Annex IX

to which this declaration relates, are in conformity with the requirements of the following regulations
e Medical Devices Regulation (EU) 2017/745 and MepV

Furthermore, the products comply with the following standards and recommendations

e EN 60601-1:2006

e EN 60601-1-2:2016

e EN 62353 VDE 0751-1:2015-10
e EN ISO 15223-1:2021

e I|EC 62304:2018

European Representative:

BEO MedConsulting Berlin GmbH SRN: DE-AR-000006764
EC |REP HelmholtzstraBe 2-9

D-10587 Berlin

compliant concept AG, Fehraltorf, 08.08.2022

[ (et A

Stéphane Kaus Orazio Castelletto
Head of Research and Development Tech Product Manager

compliant concept AG « Undermiilistrasse 28 - 8320 Fehraltorf - Switzerland « www.compliant-concept.ch



