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UE DECLARATION OF CONFORMITY

Ce

The undersigned JUAN DAVID JARAMILLO, being the Legal Representative of New Stetic S.A,
with registered address in Autopista Medellin Bogota, Kilémetro 22 Guarne-Antioquia
(Colombia),

Name:

COTTON FOR DENTAL USE
BRAIDED COTTON ROLL X 1000

Cod. 95600 VAN

Basic UDI-DI 7701126705062 WP

Complies with the applicable Safety and Performance Requirements set forth in Annex | of
Regulation (EU) 2017/745 of the European Parliament and Council (MDR); Belongs to Class
| according to rule 5, first point of MDR Annex VIl ; Has been designed and manufactured

according to the following harmonized standards:

EN ISO 15223-1:2020, EN ISO 14971:2019

The authorized representative in Europe for all our products is Vannini Dental Industry Srl domiciled
in Via di Campigliano 55/A — 50012, Grassina, Fl, Italia
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