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EC Declaration of Conformity

European Class IIa Device

We, DENTSPLY Prosthetics, being the Manufacturer / Distributor within the
European economic area of the following:

Family Trade Name
Crown & Bridge Alloy Vi-Comp II Alley

Declare that the above medical devices are class Ila devices, as defined by Rule 5 of
Annex IX of the Medical Device Directive and are in conformity with the applicable
essential requirements of Annex I and the provisions of the Council Directive
93/42/EEC and subject to the procedures set forth in Annex II of the Council
Directive 93/42/EEC.

The Notified Body responsible for authorizing the use of the above CE Mark is the
British Standards Institation (BSI). Their Notified Body Number is 0086.

| Signed: // / M Date: 024/7

Alan R. Pouliot
Director of Quality Assurance / Regulatory Affairs

EU Representative: Elephant Dental B.V.
Verlengde Lageweg 10
y 1628 PM Hoorn
‘ The Netherlands





