o0
Declaration of Conformity

Valid from: 26.05.2021
Valid until: 26.05.2025
Manufacturer: audifon GmbH & Co. KG
Single Registration Number: DE-MF-000008355
Products:
Device name Item number Basic UDI-DI Date of first marking
multistreamer pro 030243 ++EADFMswings2) 26.05.2021 (MDR)

Intended purpose:
The multistreamer pro allows an end user to receive wireless audio signals from external sources,

such as a TV, computer, an external microphone or a smartphone, with compatible Wings hearing
systems.

Part 1:
We declare under our sole responsibility that the mentioned products comply with the following

directives:

e (MDR) Medical Device Regulation (EU)2017/745

The mentioned medical devices are classified in risk class | and marked with

Ce

We hereby declare that the mentioned products comply with all applicable requirements of

MDR Regulation 2017/745.
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Part 2:
We declare under our sole responsibility that the mentioned products comply with the following

directives:

e (RoHS) Restriction of Hazardous Substances Directive 2011/65/EU

Part 3:
We declare under our sole responsibility that the mentioned products comply with the following

directives:

¢ (RED) Radio Equipment Directive 2014/53/EU

The applied standards to verify conformity with RED 2014/53 are the following:

e ERC/REC 70-03 Annex 9, 2017-05

e ETSIEN 300328V2.2.2,2019-07

e ETSIEN 300 330V2.1.0, 2016-05

e ETSIEN 301 489-1Vv2.1.1,2017-02

e DIN EN 60950-1 for all devices produced until 2019-05
e DINEN 62368-1, 2016-05

e 47 CFR 15, 2010-10

Koelleda / Germany, 26.05.2021

Joerg‘Hens‘eI, CEO
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audifon

hearing systems

Annex

The following articles are concerned:

audifon multistreamer pro -- black 030243 9813- 330- 1720
KIND multistreamer pro -- black 030243 9814- 330- 1720
multistreamer pro neutral -- black 030243 9859- 330- 1720
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