Technical Documentation File 53920010056SOLONB
Solo Input Devices

EC DECLARATION OF CONFORMITY

Medical Devices Regulation MDR 2017/745
concerning medical devices.

Manufacturers Name: Unique Perspectives Limited
Manufacturers Address: Ballyclovan Cottage,
Ballyline,
Callan,
Co. Kilkenny,
Ireland.
R95DIES
SRN (Single Registration IE MF 000002851
Number):
Basic UDI-DI: 53920010056SOLONB
Name of the Device: Solo
Product Codes: 1. Solo Button — SL-B-BT
2. Solo Mouse — SL-M
3. Solo Touch — SL-T
4. Solo Wheel — SL-W
Classification Class 1:
Rule 1 within Annex VIII of the Regulation.
Conformity assessment Unique Perspectives Limited uses the following
route: procedures for the CE-labeling of their products
according to the above regulation.
EC self conformity assessment for Class 1 devices in
accordance with the Regulation.

This declaration of conformity is issued under the sole responsibility of Unique
Perspectives Limited. We hereby declare that the medical devices specified above
meet the provision of the Regulation (EU) MDR 2017/745 for medical devices. This
declaration is supported by a Quality Management System. All supporting
documentation is retained at the premises of the manufacturer.
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