Declaration of compliance

in accordance with
regulations (EG) 1935/2004, 10/2011/EU and (EG) 2023/2006

We hereby declare that the following groups of devices

EXspect
EXcell
EXplore
EXpure

meets the requirements for compliance with the above regulations.
The main focus of the regulations is on traceability and good manufacturing practice.

The general requirements are realized by purchasing parts — with potential food
contact — consisting of materials, that meet FDA requirements. For materials where no
CFR of the FDA is applicable, we have alternatively clarified the suitability through a
“no — objection letter” from the Public Health Service of Food and Drug Administration.

Another aspect of good manufacturing practice for us is ensuring the traceability of
items with potential food contact throughout the entire manufacturing and distribution
process, which we consider to be realized through our quality management system in
accordance with DIN EN ISO 9001:2015 and unique serial numbers for each device.

This does not release the customer from checking the suitability of our products for
the intended use. This declaration applies exclusively to the listed products and
accessories as supplied.

This declaration is issued by the manufacturer.
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