passion vision innovation

Declaration of conformity C€ o123

Manufacturer lvoclar Vivadent AG

Address Bendererstrasse 2
FL. — 9494 Schaan
Liechtenstein

Product IPS Empress® Direct
Type of material Restorative material
Classification Medical Device Class lla

We herewith declare that the above mentioned products meet the provisions of the following
EC Council Directives and its implementation in national law. All supporting documentations
are retained under the premises of the manufacturer and the notified body.

Directives Medical Device Directive 93/42/EEC, Annex II. 3

Standards EN I1SO 4049 - Polymer-based filling, restorative and
luting materials

Notified Body TOV SUD Product Services GmbH
Address Ridlerstrasse 65
DE — 80339 Miinchen
Deutschland

Place, Valid from Schaan, 22 April 2009
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Signature f%///(ﬂ L
Name Dr. Volker Rheinberger Dipl. Ing. Patrik Oehri
Position CTO Director R&D Services

Date 21 April 2009 21 April 2009



