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Declaration of conformity

Manufacturer
Address

Product

Type of material
Product category

Classification

C

C€ 0123

CANDULOR AG
Boulevard Lilienthal 8
8152 Glattpark (Opfikon)
Switzerland

Candulor CT Porcelain

Porcelain Teeth
Porcelain Teeth

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.

Directive

Notified Body
Address

Place, Valid from

Valid until

Date / Signature

Name
Position

Medical Device Directive 93/42/EEC, Annex V

TUV SUD Product Service GmbH
Ridlerstrasse 65

80339 Miinchen

Deutschland

Glattpark, 22.07.2020
Replaces version of: 16.12.2016

22.07.2025
as per record management as per record management
Claudia Schenkel-Thiel Jody Paul Spalt
Managing Director Head of Product Management

Seite 1 von 11

CONFIDENTIAL/UNCONTROLLED COPY

Content 1 of 11 12 Aug 2020 (GMT+02:00) 1:23:47 PM (GMT+02:00)



Attachment to

Declaration of conformity

Product PhysioSet CT Porcelain
Dated 22.07.2020

SAP Nr. Product

547369 PhysioSet CT 6er 0203 JO
547370 PhysioSet CT 6er 0204 J0
547373 PhysioSet CT 6er 0224 J0
547374 PhysioSet CT 6er 0232 J0
547375 PhysioSet CT 6er 0233 JO
547377 PhysioSet CT 6er 0262 J0
547378 PhysioSet CT 6er 0263 J0
547379 PhysioSet CT 6er 0264 JO
547380 PhysioSet CT 6er 0302 J0
547381 PhysioSet CT 6er 0303 JO
547382 PhysioSet CT 6er 0304 J0
547383 PhysioSet CT 6er 0332 J0
547384 PhysioSet CT 6er 0333 JO
547387 PhysioSet CT 6er 0342 J0
547388 PhysioSet CT 6er 0343 JO
547394 PhysioSet CT 6er 0423 J0
547396 PhysioSet CT 6er 0424 J0
547400 PhysioSet CT 6er 0452 J0
547402 PhysioSet CT 6er U52 JO
547403 PhysioSet CT 6er U53 JO
547405 PhysioSet CT 6er U80 JO
547406 PhysioSet CT 6er U81 JO
547407 PhysioSet CT 6er U82 JO
547408 PhysioSet CT 6er U83 JO
547412 PhysioSet CT 6er 0203 J1
547413 PhysioSet CT 6er 0204 J1
547416 PhysioSet CT 6er 0224 J1
547417 PhysioSet CT 6er 0232 J1
547418 PhysioSet CT 6er 0233 J1
547420 PhysioSet CT 6er 0262 J1
547421 PhysioSet CT 6er 0263 J1
547422 PhysioSet CT 6er 0264 J1
547423 PhysioSet CT 6er 0302 J1
547424 PhysioSet CT 6er 0303 J1
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547425 PhysioSet CT 6er 0304 J1
547426 PhysioSet CT 6er 0332J1
547427 PhysioSet CT 6er 0333 J1
547429 PhysioSet CT 6er 0334 J1
547430 PhysioSet CT 6er 0342 J1
547431 PhysioSet CT 6er 0343 J1
547437 PhysioSet CT 6er 0423 J1
547439 PhysioSet CT 6er 0424 J1
547443 PhysioSet CT 6er 0452 J1
547445 PhysioSet CT 6er U52 J1

547446 PhysioSet CT 6er U53 J1

547448 PhysioSet CT 6er U80 J1

547449 PhysioSet CT 6er U81 J1

547450 PhysioSet CT 6er U82 J1

547451 PhysioSet CT 6er U83 J1

547455 PhysioSet CT 6er 0203 J2
547456 PhysioSet CT 6er 0204 J2
547459 PhysioSet CT 6er 0224 J2
547460 PhysioSet CT 6er 0232 J2
547461 PhysioSet CT 6er 0233 J2
547463 PhysioSet CT 6er 0262 J2
547464 PhysioSet CT 6er 0263 J2
547465 PhysioSet CT 6er 0264 J2
547466 PhysioSet CT 6er 0302 J2
547467 PhysioSet CT 6er 0303 J2
547468 PhysioSet CT 6er 0304 J2
547469 PhysioSet CT 6er 0332 J2
547470 PhysioSet CT 6er 0333 J2
547472 PhysioSet CT 6er 0334 J2
547473 PhysioSet CT 6er 0342 J2
547474 PhysioSet CT 6er 0343 J2
547480 PhysioSet CT 6er 0423 J2
547482 PhysioSet CT 6er 0424 J2
547486 PhysioSet CT 6er 0452 J2
547488 PhysioSet CT 6er U52 J2

547489 PhysioSet CT 6er U53 J2

547491 PhysioSet CT 6er U80 J2

547492 PhysioSet CT 6er U81 J2

547493 PhysioSet CT 6er U82 J2

547494 PhysioSet CT 6er U83 J2

547498 PhysioSet CT 6er 0203 J3
547499 PhysioSet CT 6er 0204 J3
547502 PhysioSet CT 6er 0224 J3
547503 PhysioSet CT 6er 0232 J3
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547504 PhysioSet CT 6er 0233 J3
547506 PhysioSet CT 6er 0262 J3
547507 PhysioSet CT 6er 0263 J3
547508 PhysioSet CT 6er 0264 J3
547509 PhysioSet CT 6er 0302 J3
547510 PhysioSet CT 6er 0303 J3
547511 PhysioSet CT 6er 0304 J3
547512 PhysioSet CT 6er 0332 J3
547513 PhysioSet CT 6er 0333 J3
547515 PhysioSet CT 6er 0334 J3
547516 PhysioSet CT 6er 0342 J3
547517 PhysioSet CT 6er 0343 J3
547523 PhysioSet CT 6er 0423 J3
547525 PhysioSet CT 6er 0424 J3
547529 PhysioSet CT 6er 0452 J3
547531 PhysioSet CT 6er U52 J3
547532 PhysioSet CT 6er U53 J3
547534 PhysioSet CT 6er U80 J3
547535 PhysioSet CT 6er U81 J3
547536 PhysioSet CT 6er U82 J3
547537 PhysioSet CT 6er U83 J3
547541 PhysioSet CT 6er 0203 M1
547542 PhysioSet CT 6er 0204 M1
547545 PhysioSet CT 6er 0224 M1
547546 PhysioSet CT 6er 0232 M1
547547 PhysioSet CT 6er 0233 M1
547549 PhysioSet CT 6er 0262 M1
547550 PhysioSet CT 6er 0263 M1
547551 PhysioSet CT 6er 0264 M1
547552 PhysioSet CT 6er 0302 M1
547553 PhysioSet CT 6er 0303 M1
547554 PhysioSet CT 6er 0304 M1
547555 PhysioSet CT 6er 0332 M1
547556 PhysioSet CT 6er 0333 M1
547558 PhysioSet CT 6er 0334 M1
547559 PhysioSet CT 6er 0342 M1
547560 PhysioSet CT 6er 0343 M1
547566 PhysioSet CT 6er 0423 M1
547568 PhysioSet CT 6er 0424 M1
547572 PhysioSet CT 6er 0452 M1
547574 PhysioSet CT 6er U52 M1
547575 PhysioSet CT 6er U53 M1
547577 PhysioSet CT 6er USO M1
547578 PhysioSet CT 6er U81 M1
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547579 PhysioSet CT 6er U82 M1

547580 PhysioSet CT 6er U883 M1

547584 PhysioSet CT 6er 0203 M2
547585 PhysioSet CT 6er 0204 M2
547588 PhysioSet CT 6er 0224 M2
547589 PhysioSet CT 6er 0232 M2
547590 PhysioSet CT 6er 0233 M2
547592 PhysioSet CT 6er 0262 M2
547593 PhysioSet CT 6er 0263 M2
547594 PhysioSet CT 6er 0264 M2
547595 PhysioSet CT 6er 0302 M2
547596 PhysioSet CT 6er 0303 M2
547597 PhysioSet CT 6er 0304 M2
547598 PhysioSet CT 6er 0332 M2
547599 PhysioSet CT 6er 0333 M2
547601 PhysioSet CT 6er 0334 M2
547602 PhysioSet CT 6er 0342 M2
547603 PhysioSet CT 6er 0343 M2
547609 PhysioSet CT 6er 0423 M2
547611 PhysioSet CT 6er 0424 M2
547615 PhysioSet CT 6er 0452 M2
547617 PhysioSet CT 6er U52 M2

547618 PhysioSet CT 6er U53 M2

547620 PhysioSet CT 6er US0 M2

547621 PhysioSet CT 6er U81 M2

547622 PhysioSet CT 6er U82 M2

547623 PhysioSet CT 6er U83 M2

547627 PhysioSet CT 6er 0203 M3
547628 PhysioSet CT 6er 0204 M3
547631 PhysioSet CT 6er 0224 M3
547632 PhysioSet CT 6er 0232 M3
547633 PhysioSet CT 6er 0233 M3
547635 PhysioSet CT 6er 0262 M3
547636 PhysioSet CT 6er 0263 M3
547637 PhysioSet CT 6er 0264 M3
547638 PhysioSet CT 6er 0302 M3
547639 PhysioSet CT 6er 0303 M3
547640 PhysioSet CT 6er 0304 M3
547641 PhysioSet CT 6er 0332 M3
547642 PhysioSet CT 6er 0333 M3
547644 PhysioSet CT 6er 0334 M3
547645 PhysioSet CT 6er 0342 M3
547646 PhysioSet CT 6er 0343 M3
547652 PhysioSet CT 6er 0423 M3
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547654 PhysioSet CT 6er 0424 M3
547658 PhysioSet CT 6er 0452 M3
547660 PhysioSet CT 6er U52 M3
547661 PhysioSet CT 6er U53 M3
547663 PhysioSet CT 6er USO M3
547664 PhysioSet CT 6er U81 M3
547665 PhysioSet CT 6er U82 M3
547666 PhysioSet CT 6er U83 M3
547670 PhysioSet CT 6er 0203 M4
547671 PhysioSet CT 6er 0204 M4
547674 PhysioSet CT 6er 0224 M4
547675 PhysioSet CT 6er 0232 M4
547676 PhysioSet CT 6er 0233 M4
547678 PhysioSet CT 6er 0262 M4
547679 PhysioSet CT 6er 0263 M4
547680 PhysioSet CT 6er 0264 M4
547681 PhysioSet CT 6er 0302 M4
547682 PhysioSet CT 6er 0303 M4
547683 PhysioSet CT 6er 0304 M4
547684 PhysioSet CT 6er 0332 M4
547685 PhysioSet CT 6er 0333 M4
547687 PhysioSet CT 6er 0334 M4
547688 PhysioSet CT 6er 0342 M4
547689 PhysioSet CT 6er 0343 M4
547695 PhysioSet CT 6er 0423 M4
547697 PhysioSet CT 6er 0424 M4
547701 PhysioSet CT 6er 0452 M4
547703 PhysioSet CT 6er U52 M4
547704 PhysioSet CT 6er U53 M4
547706 PhysioSet CT 6er US0 M4
547707 PhysioSet CT 6er U881 M4
547708 PhysioSet CT 6er U82 M4
547709 PhysioSet CT 6er U883 M4
547756 PhysioSet CT 6er 0203 S1
547757 PhysioSet CT 6er 0204 S1
547760 PhysioSet CT 6er 0224 S1
547761 PhysioSet CT 6er 0232 S1
547762 PhysioSet CT 6er 0233 S1
547764 PhysioSet CT 6er 0262 S1
547765 PhysioSet CT 6er 0263 S1
547766 PhysioSet CT 6er 0264 S1
547767 PhysioSet CT 6er 0302 S1
547768 PhysioSet CT 6er 0303 S1
547769 PhysioSet CT 6er 0304 S1
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547770 PhysioSet CT 6er 0332 S1
547771 PhysioSet CT 6er 0333 S1
547773 PhysioSet CT 6er 0334 S1
547774 PhysioSet CT 6er 0342 S1
547775 PhysioSet CT 6er 0343 S1
547781 PhysioSet CT 6er 0423 S1
547783 PhysioSet CT 6er 0424 S1
547787 PhysioSet CT 6er 0452 S1
547789 PhysioSet CT 6er U52 S1
547790 PhysioSet CT 6er U53 S1
547792 PhysioSet CT 6er U80 S1
547793 PhysioSet CT 6er U81 S1
547794 PhysioSet CT 6er U82 S1
547795 PhysioSet CT 6er U83 S1
547799 PhysioSet CT 6er 0203 S2
547800 PhysioSet CT 6er 0204 S2
547803 PhysioSet CT 6er 0224 S2
547804 PhysioSet CT 6er 0232 S2
547805 PhysioSet CT 6er 0233 S2
547807 PhysioSet CT 6er 0262 S2
547808 PhysioSet CT 6er 0263 S2
547809 PhysioSet CT 6er 0264 S2
547810 PhysioSet CT 6er 0302 S2
547811 PhysioSet CT 6er 0303 S2
547812 PhysioSet CT 6er 0304 S2
547813 PhysioSet CT 6er 0332 S2
547814 PhysioSet CT 6er 0333 S2
547816 PhysioSet CT 6er 0334 S2
547817 PhysioSet CT 6er 0342 S2
547818 PhysioSet CT 6er 0343 S2
547824 PhysioSet CT 6er 0423 S2
547826 PhysioSet CT 6er 0424 S2
547830 PhysioSet CT 6er 0452 S2
547832 PhysioSet CT 6er U52 S2
547833 PhysioSet CT 6er U53 S2
547835 PhysioSet CT 6er U80 S2
547836 PhysioSet CT 6er U81 S2
547837 PhysioSet CT 6er U82 S2
547838 PhysioSet CT 6er U83 S2
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Product Bonartic CT Porcelain
Dated 22.07.2020

SAP Nr. Product

548057 Bonartic CT 8er 002+ J1
548059 Bonartic CT 8er 004+ J1
548060 Bonartic CT 8er 005+ J1
548061 Bonartic CT 8er 006+ J1
548062 Bonartic CT 8er U02-J1
548066 Bonartic CT 8er U04-J1
548068 Bonartic CT 8er U05-J1
548070 Bonartic CT 8er U06- J1
548072 Bonartic CT 8er 002+ J2
548074 Bonartic CT 8er 004+ J2
548075 Bonartic CT 8er 005+ J2
548076 Bonartic CT 8er 006+ J2
548077 Bonartic CT 8er U02- J2
548081 Bonartic CT 8er U04- J2
548083 Bonartic CT 8er U05- J2
548085 Bonartic CT 8er U06-J2
548087 Bonartic CT 8er 002+ J3
548089 Bonartic CT 8er 004+ J3
548090 Bonartic CT 8er 005+ J3
548091 Bonartic CT 8er 006+ J3
548092 Bonartic CT 8er U02-J3
548096 Bonartic CT 8er U04- J3
548098 Bonartic CT 8er U05- J3
548100 Bonartic CT 8er U06- J3
548102 Bonartic CT 8er 002+ M1
548104 Bonartic CT 8er 004+ M1
548105 Bonartic CT 8er 005+ M1
548106 Bonartic CT 8er 006+ M1
548107 Bonartic CT 8er U02- M1
548111 Bonartic CT 8er U04- M1
548113 Bonartic CT 8er U05- M1
548115 Bonartic CT 8er U06- M1
548117 Bonartic CT 8er 002+ M2
548119 Bonartic CT 8er 004+ M2
548120 Bonartic CT 8er 005+ M2
548121 Bonartic CT 8er 006+ M2
548122 Bonartic CT 8er U02- M2
548126 Bonartic CT 8er U04- M2
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548128

Bonartic CT 8er U05- M2

548130 Bonartic CT 8er U06- M2
548132 Bonartic CT 8er 002+ M3
548134 Bonartic CT 8er 004+ M3
548135 Bonartic CT 8er 005+ M3
548136 Bonartic CT 8er 006+ M3
548137 Bonartic CT 8er U02- M3
548141 Bonartic CT 8er U04- M3
548143 Bonartic CT 8er U05- M3
548145 Bonartic CT 8er U06- M3
548147 Bonartic CT 8er 002+ M4
548149 Bonartic CT 8er 004+ M4
548150 Bonartic CT 8er 005+ M4
548151 Bonartic CT 8er 006+ M4
548152 Bonartic CT 8er U02- M4
548156 Bonartic CT 8er U04- M4
548158 Bonartic CT 8er U05- M4
548160 Bonartic CT 8er U06- M4
548177 Bonartic CT 8er 002+ S1
548179 Bonartic CT 8er 004+ S1
548180 Bonartic CT 8er 005+ S1
548181 Bonartic CT 8er 006+ S1
548182 Bonartic CT 8er U02- S1
548186 Bonartic CT 8er U04- S1
548188 Bonartic CT 8er U05- S1
548190 Bonartic CT 8er U06- S1
548192 Bonartic CT 8er 002+ S2
548194 Bonartic CT 8er 004+ S2
548195 Bonartic CT 8er 005+ S2
548196 Bonartic CT 8er 006+ S2
548197 Bonartic CT 8er U02- S2
548201 Bonartic CT 8er U04- S2
548203 Bonartic CT 8er U05- S2
548205 Bonartic CT 8er U06- S2
562082 Bonartic CT 8er 002+ J0
562084 Bonartic CT 8er 004+ J0
562085 Bonartic CT 8er 005+ JO
562086 Bonartic CT 8er 006+ J0
562087 Bonartic CT 8er U02- JO
562089 Bonartic CT 8er U04- JO
562090 Bonartic CT 8er U05- JO
562091 Bonartic CT 8er U06- JO
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Product Condyloform CT Porcelain
Dated 22.07.2020

SAP Nr. Product

548462 Condyloform CT 8er 034+ J1
548463 Condyloform CT 8er 035+ J1
548464 Condyloform CT 8er 036+ J1
548465 Condyloform CT 8er 037+ J1
548469 Condyloform CT 8er U34-J1
548471 Condyloform CT 8er U35-J1
548473 Condyloform CT 8er U36-J1
548475 Condyloform CT 8er U37-J1
548480 Condyloform CT 8er 034+ J2
548481 Condyloform CT 8er O35+ J2
548482 Condyloform CT 8er 036+ J2
548483 Condyloform CT 8er 037+ J2
548487 Condyloform CT 8er U34- J2
548489 Condyloform CT 8er U35- J2
548491 Condyloform CT 8er U36-1J2
548493 Condyloform CT 8er U37- J2
548498 Condyloform CT 8er O34+ J3
548499 Condyloform CT 8er O35+ J3
548500 Condyloform CT 8er 036+ J3
548501 Condyloform CT 8er 037+ J3
548505 Condyloform CT 8er U34-J3
548507 Condyloform CT 8er U35-J3
548509 Condyloform CT 8er U36- J3
548511 Condyloform CT 8er U37-J3
548516 Condyloform CT 8er 034+ M1
548517 Condyloform CT 8er 035+ M1
548518 Condyloform CT 8er 036+ M1
548519 Condyloform CT 8er 037+ M1
548523 Condyloform CT 8er U34- M1
548525 Condyloform CT 8er U35- M1
548527 Condyloform CT 8er U36- M1
548529 Condyloform CT 8er U37- M1
548534 Condyloform CT 8er 034+ M2
548535 Condyloform CT 8er 035+ M2
548536 Condyloform CT 8er 036+ M2
548537 Condyloform CT 8er 037+ M2
548541 Condyloform CT 8er U34- M2
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548543 Condyloform CT 8er U35- M2
548545 Condyloform CT 8er U36- M2
548547 Condyloform CT 8er U37- M2
548552 Condyloform CT 8er 034+ M3
548553 Condyloform CT 8er 035+ M3
548554 Condyloform CT 8er 036+ M3
548555 Condyloform CT 8er 037+ M3
548559 Condyloform CT 8er U34- M3
548561 Condyloform CT 8er U35- M3
548563 Condyloform CT 8er U36- M3
548565 Condyloform CT 8er U37- M3
548570 Condyloform CT 8er 034+ M4
548571 Condyloform CT 8er 035+ M4
548572 Condyloform CT 8er 036+ M4
548573 Condyloform CT 8er 037+ M4
548577 Condyloform CT 8er U34- M4
548579 Condyloform CT 8er U35- M4
548581 Condyloform CT 8er U36- M4
548583 Condyloform CT 8er U37- M4
548606 Condyloform CT 8er 034+ S1
548607 Condyloform CT 8er 035+ S1
548608 Condyloform CT 8er 036+ S1
548609 Condyloform CT 8er 037+ S1
548613 Condyloform CT 8er U34- S1
548615 Condyloform CT 8er U35-S1
548617 Condyloform CT 8er U36- S1
548619 Condyloform CT 8er U37-S1
548624 Condyloform CT 8er 034+ S2
548625 Condyloform CT 8er O35+ S2
548626 Condyloform CT 8er 036+ S2
548627 Condyloform CT 8er 037+ S2
548631 Condyloform CT 8er U34-S2
548633 Condyloform CT 8er U35- S2
548635 Condyloform CT 8er U36- S2
548637 Condyloform CT 8er U37- S2
562093 Condyloform CT 8er 034+ J0
562094 Condyloform CT 8er 035+ J0
562095 Condyloform CT 8er 036+ JO
562096 Condyloform CT 8er 037+ J0
562099 Condyloform CT 8er U34- J0
562100 Condyloform CT 8er U35-J0
562101 Condyloform CT 8er U36- JO
562102 Condyloform CT 8er U37-J0
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