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Hereby declare that we fall within manufacturers of Class - I devices and the devices
produced by us are

Endodontic explorers + Endodontic spreaders + Endodontic pluggers +
Endodontic excavators + Endodontic tweezers with lock (Dental lnstruments)

lVeet the essential requirement of Directive No. 93l42|EEC as amended by directive
2007l47|EEC. We prepare and maintain technical documentation for each device as
requires by Annes-Annex-l and Vll of the directives.
To which the declaration related is in conformity with the following standard(s) or other
normative document(s)

For

UK PAI{ T}ENTAL Our Au,thorized Represent3tiv,e in. EU
Roya lCert lnternational Registrars GmbH

Friedrich-Ebert-Anlage 36,

60325 Frankfurt am Main, Deutschland
T : +49 69 257 129 8t
Email: info@royalcert.com

Partner

tso 9001'.2015
&

rso 13485.2016

Quality [Vlanagement Systems

cGlVlP l/edical Devices; Current Good lVlanufacturing Practice
93t42|EEC Council Directive for [/edical Devices
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