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To Whom It May Concern

In the matter of CE Certificate:

Class 1 medical device manufacturers are not required to have a CE certificate but rather
follow the procedures referred to in MDR 2017/745 and draw up a Declaration of
Conformity. Class 1 devices are required to be registered with the Competent Authority of

the Member State in which the manufacturer is based.

—

Jean Fuery 22nd November 2022
QA/RA Manager
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