DexseLy
Formule F 711.207
CE declaration of conformity — Directive 93/42/EEC
Class lla products

MAILLEFER INSTRUMENTS HOLDING Sarl and its subsidiaries

(including the subsidiaries: Maillefer Instruments Trading sarl, Maillefer Instruments Manufacturing sarl, Maillefer
Instruments Consulting séarl)
Trading as Dentsply Maillefer

Chemin du Verger 3, CH-1338 Ballaigues / Switzerland

declare on our own responsibility that the following medical devices listed in enclosure F 711.208.E: Reference
List A41 (8 pages), version n°05.

Conform to the requirements of Council Directive 93/42/EEC and meet the Essential Requirements of
Annex . All devices are designed, manufactured, tested and released for sale in accordance with the
technical documentation.

This declaration is based on the following data:

+ Technical documentation demonstrating the product conformity to the requirements of the directive.

+ The CE certificate n° 16708 of acceptance of the complete assurance system according to annex I
point 3, of the directive 93/42/EEC.

+ Applied norms: Listed in F711.208.E Reference List A41
+ Notified body: G-MED-LNE, F-75724 Paris Cedex 15
+ Conformity assessment procedure: Annex Il point 3, of the directive 93/42/EEC

Dentsply Maillefer's Division maintains a quality management system that complies with the United States
Food and Drug Administration 21 CFR Part 820, EN ISO 13485:2012, the European Union Council Directive
93/42/EEC, the Japanese PAL law.

Ballaigues, 28th March 2014

Management Representative

<" |UcETENNE
MAILLEFER INSTRUMENTS
HOLDING Sarl
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