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DECLARATION OF CONFORMITY

Manufacturer: Fimet Oy

Teollisuustie 6
FI-07230 Monninkyla
Finland

Product name / description:
Fimet NEO / Dental treatment system

Conformity

assessment route: Annex Il (Full quality assurance system) of Council Directive
94/42/EEC of 14 June 1993

Classification: Class lla, according to Annex IX, rule 9 of Council Directive

94/42/EEC of 14 June 1993

Fimet Oy declares that the above mentioned products conform to the

provisions of the following directives and standards:

1. Council Directive 93/42/EEC of 14 June 1993

2. Standard EN 60601-1:2007, Report Reference No 2281-1-1 of
Test Laboratory VTT Expert Services Ltd.

3. Standard EN 60601-1-2:2007, Report Reference No 164607
Nemko Oy.

4. RoHS 2011/65/EU
5. REACH 2006/1907/EU

The above mentioned products do not contain hazardous substances listed in the RoHS
directive.

The above mentioned products do not contain substances in a concentration above 0,1 %
(w/w) (Substances of Very High Concern appearing on the candidate list).

This declaration is issued under the sole responsibility of Fimet Oy.

Fimet Oy operates under Quality Management system, certified by VTT Expert Services Ltd,
notified body 0537, according to standards ISO 9001:2008 and ISO 13485:2003.
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