ELEPHANT DENTAL QMS CED 1/9
DECLARATION OF CONFORMITY VERSIE: 6

Rev. datum: 03-0OCT-2011

Declaration of Conformity

Elephant Dental B.V. declares, that under our sole responsibility, our

Dental Ceramics

meet the relevant provisions of the European Medical Device Directive 93/42/EEC and amendments up
to and including 2007/47/EC for products class lla. (See product list).

Our products are covered by the CE-certificate number 2110131CE02, revised and released at
April 01, 2011 by DEKRA Certification, The Netherlands, with Notified Body Identification Number 0344,

Previously our products were covered by the CE-certificate number 2110131CE02, reissued and released
at November 01, 2010 by KEMA Certification, The Netherlands, with the same Notified Body
Identification Number 0344.

Earlier the products were covered by certificates issued by TNO Certification, The Netherlands; Notified
Body Identification Number 0336 first issued and released at October 6, 1995, this contract ended
October 16, 2007.

Our Quality Management System is a certified Quality System according to

EN-1SO 9001:2008, ISO 9001: 1994 was first issued and released at March 25, 1996 and

EN-1SO 13485:2003, I1SO 13485: 1996 was first issued and released at November 1, 2003.

Elephant Dental B.V.

T Grinwﬁ-- Elephant Dental B.V.

Quality Assurance Director Verlengde Lageweg 10
1628 PM Hoorn

Hoorn, October 03, 2011 The Netherlands

C€

0344
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INTERACTION PASTE OPAQUE
Paste Opaque Al

Paste Opaque A2

Paste Opaque A3

Paste Opaque A3.5
Paste Opaque A4

Paste Opaque B1

Paste Opaque B2

Paste Opaque B3

Paste Opaque B4

Paste Opaque C1

Paste Opaque C2

Paste Opaque C3

Paste Opaque C4

Paste Opaque D2

Paste Opaque D3

Paste Opaque D4

Paste Opaque Bleach
Paste Opaque Gum
INTERACTION PASTE OPAQUE
Paste Opaque V1/B1
Paste Opaque V2/A1
Paste Opaque V3/B2
Paste Opaque V4/A2
Paste Opaque V5/C1
Paste Opaque V6/D2
Paste Opaque V7/A3
Paste Opaque V8/D3
Paste Opaque V9/C2
Paste Opaque V10/B3
Paste Opaque V11/D4
Paste Opaque V12/A3,5
Paste Opaque V13/B4
Paste Opaque V14/C3
Paste Opaque V15/A4
Paste Opaque V16/C4
Paste Opaque Bleach
Paste Opaque Gum
INTERACTION OPAQUE DENTIN
Opaque Dentin Al 25¢g
Opaque Dentin A2

Opaque Dentin A3

Opaque Dentin A3.5

Opaque Dentin A4

Opaque Dentin B1

Opaque Dentin B2

Opaque Dentin B3

Opaque Dentin B4

Opaque Dentin C1

35¢g

35¢g

All rights strictly reserved

Sakura
381205001
381205002
381205003
381205004
381205005
381205006
381205007
381205008
381205009
381205010
381205011
381205012
381205013
381205014
381205015
381205016
381205017
383005200

Sakura
381205006
381205001
381205007
381205002
381205010
381205014
381205003
381205015
381205011
381205008
381205016
381205004
381205009
381205012
381205005
381205013
381205017
383005200

Sakura
382435001
382435002
382435003
382435004
382435005
382435006
382435007
382435008
382435009
382435010
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Antagon
321205001
321205002
321205003
321205004
321205005
321205006
321205007
321205008
321205009
321205010
321205011
321205012
321205013
321205014
321205015
321205016
321205017
323005200

Antagon
321205006
321205001
321205007
321205002
321205010
321205014
321205003
321205015
321205011
321205008
321205016
321205004
321205009
321205012
321205005
321205013
321205017
323005200

Antagon
322435001
322435002
322435003
322435004
322435005
322435006
322435007
322435008
322435009
322435010

Carrara
481205001
481205002
481205003
481205004
481205005
481205006
481205007
481205008
481205009
481205010
481205011
481205012
481205013
481205014
481205015
481205016
481205017
483005200

Carrara
481205006
481205001
481205007
481205002
481205010
481205014
481205003
481205015
481205011
481205008
481205016
481205004
481205009
481205012
481205005
481205013
481205017
483005200

Carrara
482435001
482435002
482435003
482435004
482435005
482435006
482435007
482435008
482435009
482435010
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Opaque Dentin C2
Opaque Dentin C3
Opaque Dentin C4
Opaque Dentin D2
Opaque Dentin D3
Opaque Dentin D4
Opaque Dentin AOO
Opaque Dentin AO
Opaque Dentin BOO
Opaque Dentin BO

Opaque Dentin Al
Opaque Dentin A2
Opaque Dentin A3
Opaque Dentin A3.5
Opaque Dentin A4
Opaque Dentin B1
Opaque Dentin B2
Opaque Dentin B3
Opaque Dentin B4
Opaque Dentin C1
Opaque Dentin C2
Opaque Dentin C3
Opaque Dentin C4
Opaque Dentin D2
Opaque Dentin D3
Opaque Dentin D4
INTERACTION VALUE DENTIN
Value Dentin V1/B1
Value Dentin V2/A1
Value Dentin V3/B2
Value Dentin V4/A2
Value Dentin V5/C1
Value Dentin V6/D2
Value Dentin V7/A3
Value Dentin V8/D3
Value Dentin V9/C2
Value Dentin V10/B3
Value Dentin V11/D4
Value Dentin V12/A3,5
Value Dentin V13/B4
Value Dentin V14/C3
Value Dentin V15/A4
Value Dentin V16/C4

Value Dentin V1/B1
Value Dentin V2/A1
Value Dentin V3/B2
Value Dentin V4/A2

All rights strictly reserved

50g

25¢g

50g

382435011
382435012
382435013
382435014
382435015
382435016
382435017
382435018
382435019
382435020
Sakura
X

X X X X X X X X X X X X X X

X
Sakura
382735001
382735002
382735003
382735004
382735005
382735006
382735007
382735008
382735009
382735010
382735011
382735012
382735013
382735014
382735015
382735016
Sakura
X

X
X
X
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322435011 482435011
322435012 482435012
322435013 482435013
322435014 482435014
322435015 482435015
322435016 482435016
322435017 482435017
322435018 482435018
322435019 482435019
322435020 482435020
Antagon Carrara
322445001 482445001
322445002 482445002
322445003 482445003
322445004 482445004
322445005 482445005
322445006 482445006
322445007 482445007
322445008 482445008
322445009 482445009
322445010 482445010
322445011 482445011
322445012 482445012
322445013 482445013
322445014 482445014
322445015 482445015
322445016 482445016
Antagon Carrara
322735001 482735001
322735002 48273502
322735003 48273503
322735004 48273504
322735005 48273505
322735006 48273506
322735007 48273507
322735008 48273508
322735009 48273509
322735010 48273510
322735011 48273511
322735012 48273512
322735013 48273513
322735014 48273514
322735015 48273515
322735016 48273516
Antagon Carrara
322745001 482745001
322745002 482745002
322745003 482745003
322745004 482745004



ELEPHANT DENTAL QMS
DECLARATION OF CONFORMITY

~»

Value Dentin V5/C1
Value Dentin V6/D2
Value Dentin V7/A3
Value Dentin V8/D3
Value Dentin V9/C2
Value Dentin V10/B3
Value Dentin V11/D4
Value Dentin V12/A3,5
Value Dentin V13/B4
Value Dentin V14/C3
Value Dentin V15/A4
Value Dentin V16/C4
INTERACTION DENTIN
Dentin Al 25¢g
Dentin A2

Dentin A3

Dentin A3.5

Dentin A4

Dentin B1

Dentin B2

Dentin B3

Dentin B4

Dentin C1

Dentin C2

Dentin C3

Dentin C4

Dentin D2

Dentin D3

Dentin D4

Dentin AOO

Dentin AO

Dentin BOO

Dentin BO

Dentin Al 50g
Dentin A2
Dentin A3
Dentin A3.5
Dentin A4
Dentin B1
Dentin B2
Dentin B3
Dentin B4
Dentin C1
Dentin C2
Dentin C3
Dentin C4
Dentin D2
Dentin D3
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X X X X X X X X X X X

X
Sakura
382835001
382835002
382835003
382835004
382835005
382835006
382835007
382835008
382835009
382835010
382835011
382835012
382835013
382835014
382835015
382835016
382835017
382835018
382835019
382835020
Sakura
X

X X X X X X X X X X X X X X
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322745005 482745005
322745006 482745006
322745007 482745007
322745008 482745008
322745009 482745009
322745010 482745010
322745011 482745011
322745012 482745012
322745013 482745013
322745014 482745014
322745015 482745015
322745016 482745016
Antagon Carrara
322835001 482835001
322835002 482835002
322835003 482835003
322835004 482835004
322835005 482835005
322835006 482835006
322835007 482835007
322835008 482835008
322835009 482835009
322835010 482835010
322835011 482835011
322835012 482835012
322835013 482835013
322835014 482835014
322835015 482835015
322835016 482835016
322835017 482835017
322835018 482835018
322835019 482835019
322835020 482835020
Antagon Carrara
322845001 482845001
322845002 482845002
322845003 482845003
322845004 482845004
322845005 482845005
322845006 482845006
322845007 482845007
322845008 482845008
322845009 482845009
322845010 482845010
322845011 482845011
322845012 482845012
322845013 482845013
322845014 482845014
322845015 482845015
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Dentin D4 X 322845016 482845016
Sakura Antagon Carrara
Dentin SIX-PACK 6x25g X X
Dentin SIX-PACK X 6x50¢g 6x50¢g
INTERACTION ACTION-I DENTIN Sakura Antagon Carrara
Action-| Dentin 1A2 25g 383935001 323935001 483935001
Action-|1 Dentin 3A4 383935003 323935003 483935003
Action-I Dentin 1B2 383935006 323935006 483935006
Action-I Dentin 3B4 383935008 323935008 483935008
Action-I Dentin 1C2 383935010 323935010 483935010
Action-I Dentin 3C4 383935012 323935012 483935012
INTERACTION ACTION-I DENTIN Sakura Antagon Carrara
Action-I Dentin 1V4/1B2 25g 383935006 323935006 483935006
Action-I Dentin 4V8/1A2 383935001 323935001 483935001
Action-I Dentin 8V13/3B4 383935008 323935008 483935008
Action-I Dentin 13V16/3C4 383935012 323935012 483935012
Action-I Dentin 3A4 383935003 323935003 483935003
Action-I Dentin 1C2 383935010 323935010 483935010
INTERACTION INCISAL Sakura Antagon Carrara
Incisal 56 25g 383235056 323235056 483235056
Incisal 57 383235057 323235057 483235057
Incisal 58 383235058 323235058 483235058
Incisal 59 383235059 323235059 483235059
Incisal 60 383235060 323235060 483235060
Sakura Antagon Carrara
Incisal 57 50g X 323245057 483245057
Incisal 58 X 323245058 483245058
Incisal 59 X 323245059 483245059
Incisal 60 X 323245060 483245060
INTERACTION X-TRA INCISAL Sakura Antagon Carrara
X-tra Incisal Bright 25g 384135060 324135060 484135060
X-tra Incisal Medium 384135061 324135061 484135061
X-tra Incisal Dark 384135062 324135062 484135062
X-tra Incisal Blue 384135063 324135063 484135063
X-tra Incisal Red 384135064 324135065 484135064
X-tra Incisal Grey 384135065 324135064 484135065
X-tra Incisal Orange 384135066 324135066 484135066
X-tra Incisal Clear 384135067 324135067 484135067
X-tra Incisal White 384135068 324135068 484135068
INTERACTION X-TRA INCISAL Sakura Antagon Carrara
X-tra Incisal Bright 50g X 324145060 484145060
X-tra Incisal Medium X 324145061 484145061
X-tra Incisal Dark X 324145062 484145062
X-tra Incisal Blue X 324145063 484145063
X-tra Incisal Red X 324145065 484145064
X-tra Incisal Grey X 324145064 484145065
X-tra Incisal Orange X 324145066 484145066
X-tra Incisal Clear X 324145067 484145067
X-tra Incisal White X 324145068 484145068

All rights strictly reserved
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INTERACTION CORRECTION Sakura Antagon Carrara

Correction 25g 384435081 324435081 484435081
INTERACTION MARGIN Sakura Antagon Carrara

Margin 1A2 10g| 382125001 322125001 482125001
Margin 3A4 382125003 322125003 482125003
Margin 1B2 382125006 322125006 482125006
Margin 3B4 382125008 322125008 482125008
Margin 1C2 382125010 322125010 482125010
Margin 3C4 382125012 322125012 482125012
Margin Booster 382125017 322125017 482125017
INTERACTION MARGIN CORRECTION Sakura Antagon Carrara

Margin Bright 10g| 382125018 322125018 482125018
Margin Medium 382125019 322125019 482125019
Margin Dark 382125020 322125020 482125020
PAINT Sakura Antagon Carrara

Inside Only Grey/Violet 3 g 385003311 X 435003311
Inside Only White 385003312 X 435003312
Inside Only Orange 385003313 X 435003313
Inside Only Olive 385003314 X 435003314
Inside Only Pink 385003315 X 435003315
Inside/Outside Blue/Violet 385003316 X 435003316
Inside/Outside White 385003317 X 435003317
Inside/Outside Orange 385003318 X 435003318
Inside/Outside Olive 385003319 X 435003319
Inside/Outside Khaki 385003320 X 435003320
Outside Only Onyx 385003321 X 435003321
Outside Only Plaque 385003322 X 435003322
Outside Only Chalk 385003323 X 435003323
Outside Only Halo 385003324 X 435003324
Outside Only Havannah 385003325 X 435003325
CLASSIC STAINS Sakura Antagon Carrara

Classic Stain 161 Yellow 3g X 495203161 495203161
Classic Stain 162 Camel X 495203162 495203162
Classic Stain 163 Ocker X 495203163 495203163
Classic Stain 164 Red X 495203164 495203164
Classic Stain 165 Cashmere X 495203165 495203165
Classic Stain 166 Mocca X 495203166 495203166
Classic Stain 167 Light brown X 495203167 495203167
Classic Stain 168 Chocolat X 495203168 495203168
Classic Stain 169 Red brown X 495203169 495203169
Classic Stain 170 Brown X 495203170 495203170
Classic Stain 171 White X 495203171 495203171
Classic Stain 172 Black X 495203172 495203172
Classic Stain 173 Grey X 495203173 495203173
Classic Stain 174 Blue X 495203174 495203174
Classic Stain 175 Violet blue X 495203175 495203175
Classic Stain 176 Violet X 495203176 495203176
Classic Stain 177 Green X 495203177 495203177
Classic Stain 178 Khaki X 495203178 495203178

All rights strictly reserved
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Classic Stain 179 Sahara

Classic Stain 180 Grey dark
INTERACTION ACTION-I DENTIN (for individual use)
Action-I Dentin 221 Sunny

Action-I Dentin 222 Camel

Action-| Dentin 223 Toffee

Action-I Dentin 224 Cashmere
Action-I Dentin 225 Corn

Action-I Dentin 226 Butter

Action-I Dentin 227 Honey

Action-| Dentin 228 Caramel
Action-I Dentin 229 Amber

Action-I Dentin 230 Mocca

Action-I Dentin 231 Chocolat
Action-I Dentin 232 Creme

Action-| Dentin 233 Sand

Action-I Dentin 234 Ivory

Action-I Dentin 235 Sahara

Action-I Dentin 236 Marble

Action-I Dentin 237 Khaki

Action-| Dentin 238 Polar

Action-I Dentin 239 Lavender
Action-I Dentin 240 Aqua
INTERACTION GUMSHADE

Gum 211 Violet

Gum 212 Dark

Gum 213 Light

Gum 214 Translu-violet

Gum 215 Translu-dark

Gum 216 Translu-light

Gum 217 Extra translu-light

Margin Gum

Margin Gum Correction

Paste Opaque Gum

INTERACTION GLAZE / LINER
Antagon & Carrara Interaction Glaze
Antagon & Carrara Interaction Glaze
Antagon & Carrara Interaction SPRAY Glaze
Sakura Interaction Glaze

Sakura Interaction Glaze

Sakura Interaction SPRAY Glaze
Sakura Interaction SPRAY Liner Light
Sakura Interaction SPRAY Liner Medium
Sakura Interaction SPRAY Liner Dark
VOLUMIA LINER

Volumia Liner Al

Volumia Liner A2

Volumia Liner A3

Volumia Liner A3.5

All rights strictly reserved
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15¢g

10g

35¢g

38
15¢g
238 ml
38
15¢g
238 ml
238 ml
238 ml
238 ml

35¢g

X
X
Sakura
382628221
382628222
382628223
382628224
382628225
382628226
382628227
382628228
382628229
382628230
382628231
382628232
382628233
382628234
382628235
382628236
382628237
382628238
382628239
382628240
Sakura
383025211
383025212
383025213
383025214
383025215
383025216
383025217
382025100
X
383005200
Sakura
X
X
X
384203071
384228071
384275071
384175160
384175161
384175162
Sakura
381205101
381205102
381205103
381205104
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495203179 495203179
495203180 495203180
Antagon Carrara
322628221 482628221
322628222 482628222
322628223 482628223
322628224 482628224
322628225 482628225
322628226 482628226
322628227 482628227
322628228 482628228
322628229 482628229
322628230 482628230
322628231 482628231
322628232 482628232
322628233 482628233
322628234 482628234
322628235 482628235
322628236 482628236
322628237 482628237
322628238 482628238
322628239 482628239
322628240 482628240
Antagon Carrara
323025211 483025211
323025212 483025212
323025213 483025213
323025214 483025214
323025215 483025215
323025216 483025216
323025217 483025217
322025100 482025100
322125019 482125019
323005200 483005200
Antagon Carrara
484203071 484203071
484228071 484228071
484275071 484275071

X X

X X

X X

X X

X X

X X

Carrara

331205001
331205002
331205003
331205004
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Volumia Liner A4
Volumia Liner B1
Volumia Liner B2
Volumia Liner B3
Volumia Liner B4
Volumia Liner C1
Volumia Liner C2
Volumia Liner C3
Volumia Liner C4
Volumia Liner D2
Volumia Liner D3
Volumia Liner D4
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VOLUMIA TRANSPA DENTIN PRESS PELLET

Volumia Presspellet TD 1
Volumia Presspellet TD 2
Volumia Presspellet TD 3
Volumia Presspellet TD 4
Volumia Presspellet TD 5
Volumia Presspellet TD 6

SHADE PAINTS

Shade Paint SP 1
Shade Paint SP 2
Shade Paint SP 3
Shade Paint SP 4
Shade Paint SP 5
Shade Paint SP 6
Shade Paint SP 7
Shade Paint SP 8
Shade Paint SP 9

CARRARA PRESS PELLETS

CP Inlay Pellet TO
CP Inlay Pellet T1
CP Inlay Pellet T2
CP Inlay Pellet T3
CP Inlay Pellet T4
CP Inlay Pellet T5
CP Inlay Pellet T6
CP Inlay Pellet T7

CP Inlay Pellet T1,5
CARRARA PRESS PELLETS

CP Core Pellet S1
CP Core Pellet S2
CP Core Pellet S3
CP Core Pellet S4
CP Core Pellet S5
CP Core Pellet S6
CP Core Pellet S7

381205105
381205106
381205107
381205108
381205109
381205110
381205111
381205112
381205113
381205114
381205115
381205116
Sakura

5x2.2g| 467289401

467289402
467289403
467289404
467289405
467289406
Sakura
3 g 385003401
385003402
385003403
385003404
385003405
385003406
385003407
385003408
385003409
Carrara

1x 10 pcs | 466689100

CARRARA PRESS CONSUMABLES & LIQUIDS

CP GLAZE

All rights strictly reserved

466689101
466689102
466689103
466689104
466689105
466689106
466689107
466689108
Carrara
466489101
466489102
466489103
466489104
466489105
466489106
466489107
Carrara
10g| 434225091
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331205005
331205006
331205007
331205008
331205009
331205010
331205011
331205012
331205013
331205014
331205015
331205016
Carrara
468689401
468689402
468689403
468689404
468689405
468689406
Carrara
435003401
435003402
435003403
435003404
435003405
435003406
435003407
435003408
435003409
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CP CONDITIONER

ViComp NE bonder

10 g| 434425091

All rights strictly reserved




