Declaration of conformity

Manufacturer
Address

Product
Type of material
Product category

Classification

ivoclar .
vivadent:

passion vision innovation

C€ o123

Ivoclar Vivadent AG
Bendererstrasse 2
FL — 9494 Schaan
Liechtenstein

SR Ivocron®
Veneering material
Inlay, Onlay, Crown & Bridge materials

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

Notified Body
Address

Place, Valid from

Valid until

Signature

Name
Position

Date

Ivoclar Vivadent AG
Bendererstrasse 2
FL-9494 Schaan
Furstentum Liechtenstein

Medical Device Directive 93/42/EEC, Annex Il. 3

TUV SUD Product Service GmbH
Ridlerstrasse 65

80339 Munchen

Deutschland

Schaan, 2015-01-16
Replaces version of: 2003-10-24

2020-01-15
i /A
v
Dr. Thomas Hirt Dipl. Ing. Patrik Oehri
CTO Director CQM and Regulatory
Sicherheitsbeauftragter
(Product Safety Officer)
2015-01-16 2015-01-16
Telefon +423 /235 35 35 Bankverbindung: Rechtsform: Aktiengeselischaft
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

IBAN: CH10 0483 5032 4526 7100 0 MWST-Nr. 50639
SWIFT: CRESCHZZXXX



Attachment to
Declaration of conformity

Product

SR Ivocron®

2015-01-16

ivoclar °.
vivadent:

passion vision innovation

549769
549903
549904
549905
549906
549907
549908
549909
549910
549911
549912
549913
549914
549915
549916
549917
5499018
549919
549920
549921
549922
549924
549925
549926
549927
5499028
549929
549930
549931
549932
549933
549934
549935
549936
549937
549938
549939
549940
549941

SR Ivocron Basic Kit Cold
SR Ivocron Body 30 g 110
SR Ivocron Body 30 g 120
SR Ivocron Body 30 g 130
SR Ivocron Body 30 g 140
SR Ivocron Body 30 g 210
SR Ivocron Body 30 g 220
SR Ivocron Body 30 g 230
SR Ivocron Body 30 g 240
SR Ivocron Body 30 g 310
SR Ivocron Body 30 g 320
SR Ivocron Body 30 g 330
SR Ivocron Body 30 g 340
SR Ivocron Body 30 g 410
SR Ivocron Body 30 g 420
SR Ivocron Body 30 g 430
SR lvocron Body 30 g 440
SR Ivocron Body 30 g 510
SR Ivocron Body 30 g 520
SR Ivocron Body 30 g 530
SR Ivocron Body 30 g 540
SR Ivocron Body 100 g 110
SR Ivocron Body 100 g 120
SR Ivocron Body 100 g 130
SR Ivocron Body 100 g 140
SR Ivocron Body 100 g 210
SR Ivocron Body 100 g 220
SR Ivocron Body 100 g 230
SR Ivocron Body 100 g 240
SR Ivocron Body 100 g 310
SR Ivocron Body 100 g 320
SR Ivocron Body 100 g 330
SR Ivocron Body 100 g 340
SR Ivocron Body 100 g 410
SR Ivocron Body 100 g 420
SR Ivocron Body 100 g 430
SR Ivocron Body 100 g 440
SR Ivocron Body 100 g 510
SR Ivocron Body 100 g 520
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549942
549943
549945
549946
549947
549948
549950
549951
549952
549953
549955
549956
549957
549958
549959
549960
549961
549062
549963
549964
549965
549966
549967
549968
549969
549970
549971
549972
549973
549974
549975
549977
549978
549980
549981
549982
549983
549985
549988
549989
549990
549991
549992
549993
549994
549995
549996
550078
550079
550080
550081
550082

SR lvocron Body 100 g 530
SR Ivocron Body 100 g 540
SR Ivocron Incisal 30 g 1

SR Ivocron Incisal 30 g 2

SR Ivocron Incisal 30 g 3

SR Ivocron Incisal 30 g 4

SR Ivocron Incisal 100 g 1
SR Ivocron Incisal 100 g 2
SR Ivocron Incisal 100 g 3
SR Ivocron Incisal 100 g 4
SR Ivocron Cervical 30 g 110
SR Ivocron Cervical 30 g 120
SR Ivocron Cervical 30 g 130
SR Ivocron Cervical 30 g 140
SR Ivocron Cervical 30 g 210
SR Ivocron Cervical 30 g 220
SR Ivocron Cervical 30 g 230
SR Ivocron Cervical 30 g 240
SR Ivocron Cervical 30 g 310
SR Ivocron Cervical 30 g 320
SR Ivocron Cervical 30 g 330
SR Ivocron Cervical 30 g 340
SR Ivocron Cervical 30 g 410
SR Ivocron Cervical 30 g 420
SR Ivocron Cervical 30 g 430
SR Ivocron Cervical 30 g 440
SR Ivocron Cervical 30 g 510
SR Ivocron Cervical 30 g 520
SR Ivocron Cervical 30 g 530
SR Ivocron Cervical 30 g 540

SR Ivocron Gingiva 100 g pink

SR Ivocron Intensive 15 g 1
SR Ivocron Intensive 15 g 2
SR Ivocron Intensive 15 g 4
SR lvocron Intensive 15 g 5
SR Ivocron Intensive 15 g 6
SR Ivocron Intensive 15 g 7
SR Ivocron Intensive 15 g 9
SR lvocron Opaquer 5 g 11
SR Ivocron Opaquer 5 g 12
SR Ivocron Opaquer 5 g 13
SR Ivocron Opaquer 5 g 14
SR Ivocron Opaquer 5 g 156
SR lvocron Opaquer 5 g 16
SR Ivocron Opaquer 5 g 23
SR Ivocron Opaquer 5 g 24
SR Ivocron Opaquer 5 g 26

SR Ivocron Opaquer Liquid 30 mi
SR Ivocron Opaquer Liquid 100 ml
SR Ivocron Cold Liquid 100 ml

SR Ivocron Cold Liquid 500 mi

SR Ivocron Hot Liquid 100 ml

ivoclar .
vivadent:

passion vision innovation
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550083 SR Ivocron Press Liquid 100 ml
555326 SR lvocron Basic Kit Hot
601513 SR lvocron Trial Kit Hot
601514 SR Ivocron Trial Kit Press
603281 SR Ivocron Trial Kit Cold

Schaan, 2015-01-16
Replaces version of: ---

Place, Valid from

Signature

Name Dr. Thomas Volkel
Position Scientific Service, R&D
Date 2015-01-16

ivoclar ".
vivadent:

passion vision innovation

Dallehpesd
Sandra Cakebread
Regulatory Affairs, R&D

2015-01-16

Page 4/4



