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DEELARATIDH OF CONFORMITY

DENTSPLY Canlk
38 West Clarke Avenue
Milford, Delaware 19963 USA

declares that the medical device(s) deseribed hereafter
s Palodent™ Matrix Svstem

is in conformity with the essential requirements and provisions of Council Directive
93/42/EEC This produect is classified as a Class 1 Medical Device under Annex IX
Section ITT 2.1 Rale 5, transient, invasive device.
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L. Caulk Division

18 West Clarke Avenue
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{3021 422-4511

ATITIKTIES DEKLARACIJA

DENTSPLY Caulk
38 West Clarke Avenue
Milford, Delaware 19963 USA

patvirtina, kad medicininis jrenginys nurodytas Zemiau

Palodent” Matrix Svstem

Atitinka Tarybos direktyvos 93/42/EEC pagrindinius reikalavimus ir nuostatas. Sis produktas
yra klasifikuojamas kaip I klasés medicininis pereinamasis, invazinis jrenginys pagal 1X

prieds, 111 skyriaus 2.1 punkta ir 5 taisykle.

Milford DE. USA
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