gRehodopt

EU DECLARATION OF CONFORMITY

Manufacturer
Name: Rehadapt Engineering GmbH & Co. KG
Address: Heinrich-Hertz-Str. 104
34123 Kassel, Germany
Phone: +49 5612207170
Fax: +49 561 220 717 99
Email: officeteam@rehadapt.com

This declaration of conformity is issued under the sole responsibility of the manufacturer:

Object of the declaration

Product family: Rehadapt table mounts

Description: Mounts to place assistive technology devices, switches or
consumer electronics on top or clamped to tables and other
surfaces.

Basic UDI-DI: ++B896TableMountsTC

Article numbers: The products encompassed in this product family are listed
in the table on page 2.

Classification: Class 1 medical devices

The object of the declaration described above is in conformity with the relevant Union
harmonization legislation:
e Medical Device Regulation (MDR) (EU) 2017/745

References to the relevant harmonized standards used, or references to the specifications in
relation to which conformity is declared:
e ENISO 13485:2021: Medical devices — Quality management systems — Requirements
for regulatory purposes
e ENISO 14971:2018 Application of risk management to medical devices

Additional information
N/A

Signed for and on behalf of:

Ulrich Ehlert
Kassel, Germany
2023.02.23

) 12:06:30+01'00'

Ulrich K Ehlert
CEO
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List of medical devices belonging to the product family “Rehadapt table

mounts”

Art. Nr. Name UDI-DI
12.1602 TS-XL “+B83612160201"
121653 TS-DC "+B838612165307"
12.1652 TS-GO “+B89612165206"
12.1650 TS-UC "+B838612165004"
12.1655 TS-UC SLS “+B89612165509"
12.1660 TS-FT “+B89612166005"
12.1647 TS-AT "+B83961216470A"
12.1665 TS Cradle Kickstand "+B8961216650A"
12.1700 TC "+B838612170000"
121760 ClampOnMount “+B89612176006"
121770 ClampOnMount-Dual-SC "+B839612177007"
12.1730 TC-OH "+B839612173003"
121735 TC-OH Light *+B89612173508"
121740 TC-OHHD "+B838612174004"
121783 TC L3D 1QS UDS "+B83861217830B"
12.1780 TCL3D 1QS SLS "+B838612178008"
121721 TCL3D FM UDS *+B89612172103"
121722 TCL3D FM SLS “+B839612172204"
121784 TC L3D 2Qs UDS "+B83961217840C"
121781 TCL3D 2QS SLS “+B89612178103"
121785 TC L3D 3Qs UDS "+B83861217850D"
121782 TCL3D 3QS SLS "+B83861217820A"
14.5052 L3D MC 2QsS Switch Mount "+B839614505206"
14.5552 L3D MC 2QS Switch Mounting Kit "+B83961455520B"
145553 L3D MC 2QS Flex Switch Mounting Kit "+B8961455530C"
14.5554 L3D MC 1QS Universal Phone Mounting Kit "+B83961455540D"
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