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DECLARATION OF CONFORMITY EU

The Company PREVIS S.r.l. with registered office in Viale delllndustria, 10/a TRISSINO (VI), as
manufacturer of medical devices:

Denomination Code BASIC UDI-DI
415120 803314028M030101DU
Dermaplast- 415140 803314028M030101DU
Gauze 415160 803314028M030101DU
bandages 411120 803314028M030101DU
411150 803314028M030101DU
411160 803314028M030101DU

named “Dermaplast-Gauze bandages”, risk class I, in accordance with rule 1T of Annex VIII of

Regulation UE 2017/745, declares, under its own responsibility, that the above mentioned medical

devices:

o comply with the essential requirements and provisions of Regulation (UE) 2017/745 and

subsequent amendments as per technical file stored at the Company;

e Common Specifications have not been used for compliance of the above medical devices;
¢ are manufactured in accordance with the Quality System, which satisfies the requirements of

Annex Il + 1l of the above mentioned Regulation.
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