Declaration of conformity

Manufacturer
Address

Product
Type of material
Product category

Classification

ivoclar .
vivadent:

passion vision innovation

C€ 0123

Ilvoclar Vivadent AG
Bendererstrasse 2
FL — 9494 Schaan
Liechtenstein

IPS Empress® CAD
Ceramic system
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

faw. All supporting documentation
notified body.

Directives

Notified Body
Address

Place, Valid from

is retained on the premises of the manufacturer and the

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

TUV SUD Product Service GmbH
Ridlerstrasse 65

80338 Minchen

Deutschland

Schaan, 2014-02-27
Replaces version of; 2013-02-06

Valid until 2018-11-28
] / w
. [V
Signature E i
Name Dr. Thomas Hirt Dipl. Ing. Patrik Oehri
Position CTO Director R&D Services
Date 2014-02-27 2014-02-27
Ivoclar Vivadent AG Telefon +423 /235 35 35 Bankvertindung Rechtsform: Aktiengeselischaft
Bendererstrasse 2 Telefax +423 /235 33 60 Credit Suisse, Zorich itz der Gesellschaft 9494 Schaan
FL-9494 Schaan wwww ivoclanvivadent.com Konto CHF 324526-71/BLZ 4835 OR-Nr.: FL-0001 001.595-7

Farstentum Liechienstein

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

Declaration of conformity

Product IPS Empress® CAD

Dated 2014-02-27

602484 |PS Empress CAD CEREC/inLab HT 100 18/5 602532 IPS Empress CAD CEREC/inLab LT 200 110/5
602485 IPS Empress CAD CEREC/inLab HT 200 18/5 602533 IPS Empress CAD CEREC/inLab LT 300 110/5
602486 IPS Empress CAD CEREC/inLab HT 300 18/5 602535 IPS Empress CAD CEREC/inLab LT 100 112/5

602488 |PS Empress CAD CEREC/inLab HT 100 110/5 602536 IPS Empress CAD CEREC/inLab LT 200 112/5
602489 IPS Empress CAD CEREC/inLab HT 200 110/5 602537 IPS Empress CAD CEREC/inLab LT 300 112/5
602490 |IPS Empress CAD CEREC/inLab HT 300 110/5 602539 IPS Empress CAD CEREC/inLab LT 100 C14/5
602492 |PS Empress CAD CEREC/inLab HT 100 112/5 602540 IPS Empress CAD CEREC/inLab LT 200 C14/5
602493 |PS Empress CAD CEREC/inLab HT 200 112/5 602541 IPS Empress CAD CEREC/inLab LT 300 C14/5
602494 |PS Empress CAD CEREC/inLab HT 300 112/5 602547 IPS Empress CAD CEREC/inLab LT A1 110/5

602500 IPS Empress CAD CEREC/inLab HT A1 18/5 602548 |IPS Empress CAD CEREC/inLab LT A2 [10/5
602501 IPS Empress CAD CEREC/inLab HT A2 I8/5 602549 IPS Empress CAD CEREC/inLab LT A3 110/5
602502 |PS Empress CAD CEREC/inLab HT A3 18/5 602550 IPS Empress CAD CEREC/inLab LTA3,5110/5
602503 |PS Empress CAD CEREC/inLab HT A3,5 18/5 602551 1PS Empress CAD CEREC/inLab LT B1 110/5
602504 IPS Empress CAD CEREC/inLab HT B1 18/5 602552 IPS Empress CAD CEREC/inLab LT B2 [10/5
602505 IPS Empress CAD CEREC/inLab HT B2 18/5 602553 IPS Empress CAD CEREC/inLab LT B3 110/5
602506 IPS Empress CAD CEREC/inLab HT B3 18/5 602554 IPS Empress CAD CEREC/inLab LT C2 110/5
602507 IPS Empress CAD CEREC/inLab HT C2 18/5 602555 IPS Empress CAD CEREC/inLab LT D3 110/5
602508 IPS Empress CAD CEREC/inLab HT D3 18/5 602557 IPS Empress CAD CEREC/inLab LT A1 112/5
602510 |PS Empress CAD CEREC/inLab HT A1 110/5 602558 IPS Empress CAD CEREC/inLab LT A2 {12/5
602511 IPS Empress CAD CEREC/inLab HT A2 110/5 602559 IPS Empress CAD CEREC/inLab LT A3 112/5
602512 IPS Empress CAD CEREC/inLab HT A3 110/5 602560 IPS Empress CAD CEREC/inLab LTA3,5112/5
602513 1PS Empress CAD CEREC/inLab HTA3,5 110/5 602561 IPS Empress CAD CEREC/inLab LT B1 112/5
602514 |PS Empress CAD CEREC/inLab HT B1 110/5 602562 IPS Empress CAD CEREC/inLab LT B2 112/5
602515 |PS Empress CAD CEREC/inLab HT B2 110/5 602563 IPS Empress CAD CEREC/inLab LT B3 112/5
602516 |IPS Empress CAD CEREC/inLab HT B3 110/5 602564 IPS Empress CAD CEREC/inLab LT C2 112/5

602517 IPS Empress CAD CEREC/inLah HT C2 110/5 602565 IPS Empress CAD CEREC/inLab LT D3 112/5
602518 |PS Empress CAD CEREC/inLab HT D3 110/5 602567 IPS Empress CAD CEREC/inLab LT A1 C14/5

602520 |PS Empress CAD CEREC/inLab HT A1 112/5 602568 IPS Empress CAD CEREC/inLab LT A2 C14/5
602521 |PS Empress CAD CEREC/inLab HT A2 112/5 602569 IPS Empress CAD CEREC/inLab LT A3 C14/5
602522 |IPS Empress CAD CEREC/inLab HT A3 112/5 602570 IPS Empress CAD CEREC/inLab LTA3,5 C14/5
602523 IPS Empress CAD CEREC/inLab HTA3,5 112/5 602571 IPS Empress CAD CEREC/inLab LT B1 C14/5
602524 |PS Empress CAD CEREC/inLab HT B1 112/5 602572 1PS Empress CAD CEREC/inLab LT B2 C14/5
602525 |PS Empress CAD CEREC/inLab HT B2 112/5 602573 IPS Empress CAD CEREC/inLab LT B3 C14/5
602526 |IPS Empress CAD CEREC/inLab HT B3 112/5 602574 IPS Empress CAD CEREC/inLab LT C2 C14/5

602527 IPS Empress CAD CEREC/inLab HT C2 112/5 602575 IPS Empress CAD CEREC/inLab LT D3 C14/5

602528 |IPS Empress CAD CEREC/inLsb HT D3 112/5 602577 IPS Empress CAD CEREC/inLab LT BL1 110/5

602531 IPS Empress CAD CEREC/inLab LT 100 110/5 602578 IPS Empress CAD CEREC/inLab LT BL2 110/5
This Declaration of Conformity is handled without the suffix "AN", “EN", “AL", “WW" etc after the article number.

The suffix is only for in-house reference and relates to the language version (e.g. English, Spanish, French, etc) and/or electrical
plug of the product. The suffix does not belong to the official article number.
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602579
602580
602582
602583
602584
602585
602587
602588
602589
602590
602592
602593
602594
602595
602596
602598
602599
602600
602601
602602
602604
602605
602606
602607
602608
607672
607673
607681
607682
607683
607684
636929
636930
636931
636932
636933
636934
636935
636936
636937
636938
636939
636940
636941
636942

IPS Empress CAD CEREC/inLab LT BL3 110/5
IPS Empress CAD CEREC/inLab LT BL4 110/5
IPS Empress CAD CEREC/inLab LT BL1 112/5
IPS Empress CAD CEREC/inLab LT BL2 112/5
IPS Empress CAD CEREC/inLab LT BL3 112/5
iPS Empress CAD CEREC/inLab LT BL4 112/5
IPS Empress CAD CEREC/inLab LT BL1 C14/5
IPS Empress CAD CEREC/inLab LT BL2 C14/5
IPS Empress CAD CEREC/inLab LT BL3 C14/5
IPS Empress CAD CEREC/inLab LT BL4 C14/5
Empress CAD CEREC/inLab Multi A1 112/5
Empress CAD CEREC/inLab Multi A2 112/5
Empress CAD CEREC/inLab Multi A3 112/5
Empress CAD CEREC/inLab Multi A3,5 112/5
Empress CAD CEREC/inLab Multi B1 112/5
Empress CAD CEREC/inLab Multi A1 C14/5
Empress CAD CEREC/inLab Multi A2 C14/5
Empress CAD CEREC/inLab Muiti A3 C14/5
Empress CAD CEREC/inLab Multi A3,5 C14/5
Empress CAD CEREC/inLab Multi B1 C14/5
Empress CAD CEREC/inLab Multi A1 C14 L/5
Empress CAD CEREC/inLab Multi A2 C14 L/5
Empress CAD CEREC/inLab Multi A3 C14 L/5
Empress CAD CEREC/inLab MultiA3,5 C14L/5
Empress CAD CEREC/inLab Multi B1 C14 L/5
Empress CAD CEREC/inLab Multi BL1 C14L/5
Empress CAD CEREC/inLab Muiti BL3 C14L/5
Empress CAD CEREC/inLab Multi BL1 112/5
Empress CAD CEREC/inLab Multi BL3 112/5
Empress CAD CEREC/inLab Multi BL1 C14/5
Empress CAD CEREC/inLab Multi BL3 C14/5
IPS Empress CAD M-Center HT A1 112/5

IPS Empress CAD M-Center HT A2 112/5

IPS Empress CAD M-Center HT A3 112/5

IPS Empress CAD M-Center HTA3,5 112/5

IPS Empress CAD M-Center HT B1 112/5

IPS Empress CAD M-Center HT B2 112/5

IPS Empress CAD M-Center HT B3 112/5

IPS Empress CAD M-Center HT C2 112/5

IPS Empress CAD M-Center HT D3 112/5

IPS Empress CAD M-Center LT A1 C14/5

IPS Empress CAD M-Center LT A2 C14/5

IPS Empress CAD M-Center LT A3 C14/5

IPS Empress CAD M-Center LTA3,5 C14/5
IPS Empress CAD M-Center LT B1 C14/5

636943
636944
636945
636946
636947
636948
636949
636950
636951
636952
636953
636954
636955
636956
636957
665669
665670
665671
665672
665673
665674
665675
665676
665677
665678
665679
665680
665681
665682
665683
665684
665685
665686
665689
665690
665691
665692
665693
665694
665695
665696
665697
665701
665702
665703
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IPS Empress CAD M-Center LT B2 C14/5
IPS Empress CAD M-Center LT B3 C14/5
IPS Empress CAD M-Center LT C2 C14/5
IPS Empress CAD M-Center LT D3 C14/5
IPS Empress CAD M-Center LT BL1 C14/5
IPS Empress CAD M-Center LT BL2 C14/56
IPS Empress CAD M-Center LT BL3 C14/5
IPS Empress CAD M-Center LT BL4 C14/5
Empress CAD M-Center Multi A1 C14 L/5
Empress CAD M-Center Multi A2 C14 L/5
Empress CAD M-Center Multi A3 C14 L/5
EmpressCAD M-Center MultiA3,5 C14 L/5
Empress CAD M-Center Multi B1 C14 L/5
Empress CAD M-Center Multi BL1 C14L/5
Empress CAD M-Center Multi BL3 C14L/5
IPS Empress CAD PlanMill HT A1 18/5
IPS Empress CAD PlanMill HT A2 18/5
IPS Empress CAD PlanMill HT A3 18/5
IPS Empress CAD PlanMill HT A3,5 18/5
IPS Empress CAD PlanMill HT B1 18/5
IPS Empress CAD PlanMill HT B2 18/5
IPS Empress CAD PlanMill HT B3 18/5
IPS Empress CAD for PlanMill HT C2 i8/5
IPS Empress CAD for PlanMill HT D3 [8/5
IPS Empress CAD PlanMill HT A1 110/5
iPS Empress CAD PlanMill HT A2 110/5
IPS Empress CAD PlanMill HT A3 110/5
IPS Empress CAD PlanMill HTA3,5 110/5
IPS Empress CAD PlanMill HT B1 110/5
IPS Empress CAD PlanMill HT B2 110/5
IPS Empress CAD PlanMill HT B3 110/5
IPS Empress CAD PlanMill HT C2 110/5
IPS Empress CAD PlanMill HT D3 110/5
IPS Empress CAD PlanMill HT A1 112/5
IPS Empress CAD PlanMill HT A2 [12/5
IPS Empress CAD PlanMili HT A3 112/5
IPS Empress CAD PlanMill HTA3,5 [12/5
IPS Empress CAD PlanMill HT B1 112/5
IPS Empress CAD PlanMill HT B2 [12/5
IPS Empress CAD PlanMill HT B3 112/5
IPS Empress CAD PlanMill HT C2 112/5
IPS Empress CAD PlanMill HT D3 112/5
IPS Empress CAD PlanMill LT A1 110/5
IPS Empress CAD PlanMill LT A2 110/5
IPS Empress CAD PlanMill LT A3 110/5

This Declaration of Conformity is handled without the suffix “AN", “EN", “AL", *WW" etc after the article number.
The suffix is only for in-house reference and relates to the language version (e.g. English, Spanish, French, etc) and/or electrical
plug of the product. The suffix does not belong to the official article number.
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665704
665705
665706
665707
665708
665709
665710
665711
665712
665713
665714
665715
665716
665717
665718
665719
665720
665721
665722
665723
665724
665725
665726
665727
665728
665729
665730
665731
665732

Place,

Signature

Name

Position

Date

IPS Empress CAD PlanMill LTA3,5 110/5
IPS Empress CAD PlanMill LT B1 110/5
IPS Empress CAD PlanMill LT B2 110/5
IPS Empress CAD PlanMill LT B3 110/5
IPS Empress CAD PlanMill LT C2 110/5
IPS Empress CAD PlanMill LT D3 110/5
IPS Empress CAD PlanMill LT A1 112/5
IPS Empress CAD PlanMill LT A2 i12/5
IPS Empress CAD PlanMill LT A3 112/5
IPS Empress CAD PlanMill LTA3,5 [12/5
IPS Empress CAD PlanMill LT B1 112/5
IPS Empress CAD PlanMill LT B2 112/5
IPS Empress CAD PlanMill LT B3 [12/5
IPS Empress CAD PlanMill LT C2 112/5
IPS Empress CAD PlanMill LT D3 112/5
IPS Empress CAD PlanMill LT A1 C14/5
IPS Empress CAD PlanMill LT A2 C14/5
IPS Empress CAD PlanMill LT A3 C14/5
IPS Empress CAD PlanMill LTA3,5 C14/5
IPS Empress CAD PlanMill LT B1 C14/5
IPS Empress CAD PlanMill LT B2 C14/5
IPS Empress CAD PlanMill LT B3 C14/5
IPS Empress CAD PlanMill LT C2 C14/5
IPS Empress CAD PlanMill LT D3 C14/5
IPS Empress CAD PlanMiil LT BL1 110/5
IPS Empress CAD PlanMill LT BL2 110/5
IPS Empress CAD PlanMill LT BL3 110/5
IPS Empress CAD PlanMill LT BL4 110/5
IPS Empress CAD PlanMill LT BL1 112/5

Valid from

665733
665734
665735
665736
665737
665738
665739
665740
665741
665742
665743
665744
665745
665746
665747
665748
665749
665750
665751
665752
665753
665754
665755
665756
665757
665758
665759
665760

Schaan, 2017-02-08

ivoclar .

vivadeni

n

passion vision innovation

IPS Empress CAD PlanMill LT BL2 112/5
IPS Empress CAD PlanMill LT BL3 112/5
IPS Empress CAD PlanMill LT BL4 112/5
IPS Empress CAD PlanMill LT BL1 C14/5
IPS Empress CAD PlanMill LT BL2 C14/5
IPS Empress CAD PlanMill LT BL3 C14/5
IPS Empress CAD PlanMill LT BL4 C14/5
Empress CAD PlanMill Multi A1 112/5
Empress CAD PlanMill Multi A2 112/5
Empress CAD PlanMill Multi A3 112/5
Empress CAD PlanMill Multi A3,5 112/5
Empress CAD PlanMill Muiti B1 112/5
Empress CAD PlanMill Multi A1 C14/5
Empress CAD PlanMill Multi A2 C14/5
Empress CAD PlanMill Multi A3 C14/5
Empress CAD PlanMill Multi A3,5 C14/5
Empress CAD PlanMill Multi B1 C14/5
Empress CAD PlanMill Muiti A1 C14 L/S
Empress CAD PlanMill Multi A2 C14 L/5
Empress CAD PlanMill Multi A3 C14 L/5
Empress CAD PlanMill MultiA3,5 C14 L/5
Empress CAD PlanMill Multi B1 C14 L/5
Empress CAD PlanMill Multi BL1 {12/5
Empress CAD PlanMill Multi BL3 112/5
Empress CAD PlanMill Multi BL1 C14/5
Empress CAD PlanMill Multi BL3 C14/5
Empress CAD PlanMill Multi BL1 C14L/5
Empress CAD PlanMill Multi BL3 C14L/5

Replaces version of: 2016-04-11

Dr. Thomas Vdlkel

Scientific Service, R&D
2017-02-08

Sandra Cakebread
Regulatory Affairs, R&D
2017-02-08
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