DECLARATION OF CONFORMITY

Ultradent Products Inc. has evaluated the following product by using the Conformity
Assessment Procedure of Annex VIl of the Medical Device Directive 93/42/EEC, as
amended by 2007/47/EEC:

VALO @, VALO® Ortho, and Accessories
(Lenses, Light Shield, Battery Pak, Barrier Sleeves, power supply, etc)

and confirms that the product is compliant with the Essential Requirements of Annex |
of the Medical Device Directive 93/42/EEC. Technical documentation is located in the
Regulatory Affairs Department.

This product system is classified as Class | medical device according to the Medical
Device Directive 93/42/EEC, Section Ill Classification, 3.3 Rule 12.

UMDNS Code: 16386 Lights, Dental Activator
GMDN Code: 35775 Light, Dental, Polymerization Activator

Ultradent Products GmbH
Am Westhover Berg 30
51149 Cologne

Germany
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Marie (Hess Date
Sr. Regulatory Affairs Associate

State of Utah
County of Salt Lake

subscribed and sworn to before me on this _J__ day of Mﬂ/fg’ 5 20/5
By Marie Hesl

Pt ¢ booors

Diane Rogers, Notary Pé)‘lic

DIANE E. ROGERS
Notary Public State of Utah
K My Commission Expires on:
% March 30, 2017
Comm. Number: 663141

This document is in force as long as the following EC certificates are valid:

EC Certificate 44 232 050234
EN ISO 13485 44 221 090234
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