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CE DECLARATION OF CONFORMITY

We manufacturer

I-Medtech Europe
Oxfordlaan 55
6229 EV Maastricht
The Netherlands

declare, under our sole responsibility, that the medical optical device

Head Mounted Digital Loupe

has been designed, developed and manufactured by applying the Essential Requirements listed in Annex vil
of the 93/42/EEC Directive as amended by the 2007/47/EEC Directive.

Classification: Class | according to rule 1,10 and 12 of Annex IX of
93/42/EEC Directive

Annex VIl according to article 11.2.a of the

Conformity procedure:
93/42/EEC Directive as amended by the
2007/47/EEC Directive.

Valid from: 2020-May-19

Place: Maastricht — The Netherlands

Issued for the first time: 2020-May-19
Starting SN: 10001
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