Declaration of Conformity

Manufacturer
Address

Product
Type of material

Classification

ivoclar °.
vivadeni:

passion vision innovation

C € 0123

voclar Vivadent AG
Bendererstrasse 2
9494 Schaan
Liechtenstein

Bluephase PowerCure
Dental curing light

Medical Device Class lla

We hereby declare under our exclusive responsibility that the above mentioned products
meet the provisions of the following EC Council Directives and its implementation in national
law. All supporting documentation is retained on the premises of the manufacturer and the

notified body.

Directives

Standards

Notified Body
Address

Place, Valid from

Valid until

Signature

Name
Position

Date

Ivoclar Vivadent AG
Bendererstrasse 2
FL-9494 Schaan
Firstentum Liechtenstein

93/42/EEC Medical Devices Directive, Annex Il
excluding (4)
2011/65/EU Restriction of the use of certain

hazardous substances (RoHS)

IEC 60601-1:2012 Medical electrical equipment Part 1
General requirements

IEC 60601-1-2:2007 Medical electrical equipment Part 1-2
Electromagnetic compatibility

ISO 10650:2015 Dentistry - Powered polymerization
activators

TUV SUD Product Service GmbH
Ridlerstrasse 65

80339 Miinchen

Deutschland

Schaan, 2021-05-25
Replaces version of: 2018-12-11

2024-05-26
[4

Dipl. Ing. Patrik Oehri Dipl. Ing. Gottfried Rohner

Director R&D Services Director Equipment Development

2021-05-25 2021-05-25
Telefon +423 /235 35 35 Bankverbindung: Rechtsform: Aktiengesellschaft
Telefax +423 /235 33 60 Credit Suisse, Zurich Sitz der Gesellschaft: 9494 Schaan
www.ivoclarvivadent.com Konto CHF 324526-71/BLZ 4835 OR-Nr.: FL-0001.001.595-7
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