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Date:04.09.2025

Declaration of Conformity

This declaration of conformity is issued under the sole responsibility of Pereg
GmbH.

Pereg

Porschestralle 12,
84478,
Waldkraiburg, Germany

SRN: DE-MF-000048645

Pereg
herewith declares that the device(s)
TOSI, TOSI-LumCheck, TOSI-FlexiCheck, SonoCheck
Basic UDI-DI: 426005266CleanValiRK
EMDN codes:

e TOSI, TOSI-LumCheck and TOSI-FlexiCheck: Z12011301 - Cleaning
and desinfection instruments

e SonoCheck: Z12011302 - Ultrasonic cleaning systems

to which this declaration refers, including the following accessories:

The TOSI FlexiCheck is used in combination with the FlexiCheck (simulat on
of single endoscope channel).

The TOSI LumCheck is used in combination with the LumCheck (simulation
of cannulated instruments).
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TOSI, TOSI-LumCheck, TOSI-FlexiCheck, SonoCheck

are in conformity with the Regulation (EU) 2017/745 of the European
Parliament and the Council of 5 April 2017 on Medical Devices.

According to rule 1 of annex VIl of Council Regulation 2017/745 (2017) the
TOSI, TOSI-LumCheck, TOSI-FlexiCheck, SonoCheck are a class | medical
device(s).

The conformity assessment procedure has been performed according to
Conformity Assessment Procedure according to MDR Annex IV.

Validity: This declaration of conformity ceases to be valid with the issue of a
new declaration of conformity or withdrawal.

Waldkraiburg, 04.09.2025

/‘1
Marti eifer
CEO PRRC
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