ORODE&ERN

EU DECLARATION OF CONFORMITY

The Company ORODEKA S.RL. (SRN code IT MF000028474), with registered office in Via del
Castagno, 9 50132 Florence (Fi) as manufacturer of medical devices:

l Product name ul = Basic UDI-DI
nuamc
‘ Absorbent paper cone Absorbent paper conei 805361087Q01010203S3

Intended for professional dental use ... of risk class | non sterile, according to rule
1 of Annex VIl of EU Regulation 2017/745, hereby declares under its sole and exclusive

responsibility, that such devices:

_ comply with the general safety and performance requirements and the provisions of Regulation
(EU) 2017/745 as per the Technical File filed with the company;

_no Common Specifications have been used for device conformity;

_are manufactured in accordance with the Technical File filed at the company, which meets the
requirements of Annex Il and lii of the aforementioned Regulation,
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