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According to EC Declaration of Conformity set out in Annex VII of the Council
Directive 93/42/EEC (MDD93/42/EEC) concerning medical devices.

We herewith declare that the above mentioned products meet the transposition into
national law, the essential requirements set out in the Council Directive 93/42/EEC IS
(MDD93/42/EEC) Annex VII. =\
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i’;}@ The manufacturing site for the above products comply with EN ISO13485:2016 .
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