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Manufacturer:

Address:

Authorized
representative:

Address:

Product Name:

Model Number:

Classification:

we hereby declare that the above-mentioned products meet the provisions of thefollowing EC Council Directives.

1" The essential requirements set out in European Medical Device Directive
93/42/EEC (MDD), Annex I

2' The applicable requirements of a quality management system according to Annexll of Directive 93/42/etC.
3' The assessment criteria of European Medical Device Directive I3/42/EEC (MDD),

Annex Vll

The above-mentioned declaration of conformity is exclusively under the responsibilityof
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