ivoclar

JEKJIAPALLLA TTPO BIIHNOBIJIHICTD NelV-2067
DECLARATION OF CONFORMITY No. IV-2067

Bepcia 2
Version 2

Meamam sBupotn: [LromOyBasLumnid marepian ceitiooro sarsepainns Tetric N-

Medical devices: Ceram 2

I'etric N-Ceram 2

Hepenik supodin: Jiusucen Jloaarox 2 10 mici Jdexapamii npo BUIMoBUIHICTE

List of products: See Appendix 2 to this Declaration of Conformity

Bupobnnk: Isoxsiap Bisanenur Al

Manufacturer: beunnepenrrpacce 2, 9494, m. Hlaan, Jlixtenmrein

Ivoclar Vivadent AG

Benderstrasse 2, 9494 Schaan, Liechtebstein

[epenik BupoOuuyunx ALIsIHOK 3a3uaqenuit y Jlonarky 1 10 mici
Jlekaapanii npo BiAOBIIHICTE

The list of production sites is specified in Appendix 1 to this Declaration

of Conformity
Ynosuosakenui npejicrasuuk B Ykpaini: TosapucTBo 3 00Mexkenow0 BinositaabuicTio “Isokiaap Bisanent
Authorized representative in Ukraine: Ykpaina”

Ha migcrasi Jlosipenocti Bix 8 motoro 2024 poky

[Opuamana anpeca: Jlninposcoka Habepesxna, Oymmanok 23-A, odic 8,
02081 m. Kui, Ykpaiua.

e-mail: Oresta.l.eschuk@ivoclar.com

Limited Liability Company “Ivoclar Vivadent Ukraine”

On the basis of a Power of Attorney dated February 8th, 2024

Legal address: 23-A Dniprovska Naberezhna Str., office 8, 02081 Kyiv,

Ukraine.
e-mail: QOresta.Leschuk(@ivoclar.com
Kaac: Ila
Class: lla
[Tpouenypa oniHKH BIUANOBIIHOCTI: Jlonarok 3 (Buxkinouarouu [epesipky npoexrty) Texuianoro
Conformity Assessment Route: PeryiaMenTy o0 MeIHYHHX BHPOOIB, 3arBep/kenoro Iocranosor

KMY gin 02 xosrust 2013 poxky Ne753

Annex 3 (without Design Examination) of the Technical regulation on
medical devices, approved by Decrees of Cabinet of Ministers of Ukraine
No 753 dated October 02, 2013

Ceprudikar(-n): Ceprudixkar sianosiinocti Ne R3IM 438 186 B2
Certificate(-s): Certificate of Conformity Ne R3IM 438 186 B2

[Tpusnagenui opran 3 OiHKH BUNOBLNOCTE | ToBAPUCTBO 3 0OMEKEHOI0 BUINOBIAAILHICTIO * YKPATHCHLKHH
ra HOro e THIKAmHHUH KO/L: IHCTHTYT CTapaaprin”

Appointed conformity assessment body with its “Ukrainian standards institution”™ Limited Liability Company
identification number: UA.TR.137

Tepmin i ekaapanii npo BAOBINICTE! 03.07.2029

Validity term of declaration of conformity: July 3rd, 2029

Tosapucrso 3 oOmexenolo piinosiaasnicrio “Isokaap Bisajent YKpaina®™, mo ¢ ynosHoBaxeHHM NpeAcTaBiHKkomM B YKpaiui 1a
jpic 3a gopydenusm pupobuuka Isoxiaap Bisajent Al IeKJapye BHKONANIST OCHOBHHX BHMOT /10 BHpoOy(iB) 3a3anavuenoro(ux)
pue, 3rizimo Jloparky 1 Texuiunoro peraamenty mojgo Meuanux supodbin, sarsepukenoro Hocranosow KabGinery Minicrpis
Vipainn Ne753 gin 2 xonrust 2013 poky. /lekigapaniio npo sBUMOBUIMICTL CKAMICHO BUL IMEHI Ta 01 HWIKOBHTY BUINOBLIAALHICTE
pupobuuka Isokiaap Bisagenr Al Bimosijiaasuicrs 3a jocropipuictn najanoi ingopmauii nece Bupoouuk Isoxuap Bisagenr Al
Limited Liability Company “Ivoclar Vivadent Ukraine” which is an Authorized Representative in Ukraine and acts on behalf of the
manufacturer Ivoclar Vivadent AG, declares that gbovémertioned device(s) complies(y) with requirements set forth in Annex 1 of technical
regulation on devices, approved by Decree if Cabinet of Albzi.s'mr.s‘\q( Ukraine Ne753 on October 2nd, 2013. The Declaration of Conformity
is drawn up on behalf and under the sole respansibility of The mannfacturer Ivoclar Vivadent AG. The manufacturer is responsible for the
accuracy of the information provided Ivoclf'/' 1"1'\*(1({6{71!7{(?. e
| NN .

Jara nminmey: 17.04.2025
Date of signing: April 17th, 2025

iapexrop: Opecra JIELLYK
/" Director: Oresta LESCHUK

Micue puaa4i: Kunis
Place of issue: Kyiv
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[Tiume ynosuosaxenor ocobm:
Signature of Authorized person:

Ivoclar Vivadent Ukraine LLC * Dniprovska Naberezhna 23-A, office 8 - 02081 Kyiv * Ukraine
ivoclar com
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ivoclar
Jdonarox 1

N0 dexnapamii npo sianosianicrs Ne IV-2067
Annex I to the Declaration of Conformity Ne IV-2067

Lepeik Bupo0umanx Aisinor na siki po3nopcrouycrses st Jlekaapanii

Production Site or Supplier Name/

Hassa supobunvoi naomankn ato Address/ Anpeca Country/ Kpaina
& HOCTAYAILIHKA | ﬁ
Ivoclar Vivadent AG l}cnduarslrassc 2, 9494 Schaan/ IJ{cchtcnsteln/
bemjiepepurrpacce 2, 9494 Illaan | JlixTenmrenn
.“'*“:",\‘ ‘7‘ N
/ B ¢ 7N

/

Micne sunaui: Kuis
Place of issue: Kyiv

S RN\
S s ) N Aara mjacey: 17,04.2025
| < =\ Dagle of signing: April 17th, 2025
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[Timue ynosoosaxenoi ocoOmn: IS = Jlnpexrop: Opecra JIELIYK
. /
o Dyjre

Signature of Authorized person: A ctor: Oresta LESCHUK
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ivoclar
Hdonarox 2

no Jlexnapanii npo simosianicrs Ne IV-2067
Annex 2 to the Declaration of Conformity Ne IV-2067

[epenik meananux BubopiB na siKi po3noscroKyerses ais Jdexaapanii

APTHKY.L

!

Ha3ssa supody ykpaincsKo10 MOBOI0

Haisa supody anriiicsKo0 MOBOIO

Kpaina

BHPOOHHIITBA

755750AN

I LiomOyBanLHuit MmaTepias CBITIOBOTO
sarsepainns Tetric N-Ceram 2 Refill 1x3,5r
Al

Tetric N-Ceram 2 Refill 1x3.5g Al

o

JlixTennrre He

I
755751AN

I LtomOyBanbHUi MaTepian CBITJIOBOTO
sarsepainns Tetric N-Ceram 2 Refill 1x3,5r
A2

Tetric N-Ceram 2 Refill 1x3.5g A2

[

JliXTenorre iy

755752AN

| DiomOyBansami MaTepiain CBiTI0BOIO
sarsepainns Tetric N-Ceram 2 Refill 1x3,5r
A2 JleuTun

Tetric N-Ceram 2 Refill 1x3.5g A2 Dent

JlixTeHurre iy

755753AN

| LlnomOyBaILHMIL MATEPIANT CBITIIOBOTO
sarsepuinus Tetric N-Ceram 2 Refill 1x3,5r
A3

Tetric N-Ceram 2 Refill 1x3.5g A3

|

JlIXTEeHIITE HA

755754AN

[ ioMOyBansumii MaTepia CBITIOBOIO
sarsepinng letric N-Ceram 2 Refill 1x3,5r
A3.5

Tetric N-Ceram 2 Refill 1x3.5g A3.5

JlixTeHioreix

755755AN

[ romOyBasmLHUH MaTepian CBITIOBOTO
sareepainns Tetric N-Ceram 2 Refill 1x3,5r

| A3.5 JlenTun

-

Tetric N-Ceram 2 Reflx3.5g A3.5 Dent

JlixTeHmrein

7558 16AN

[ noMOyBanLumi Marepian CBITIOBOIO
satsepainns Tetric N-Ceram 2 Refill 1x3,5r
A4

Tetric N-Ceram 2 Refill 1x3.5g A4

JlIXTenmrenn

755817AN

| DromOyBayisHui MarTepiai CBITIOBOTO
sarsepainns Tetric N-Ceram 2 Refill 1x3,5r

| BI

Tetric N-Ceram 2 Refill 1x3.5g B1

JIIXTeHIITCHH

755818AN

| DioMOyBaLHMK MaTEpial CBITJIOBOTO
sarsepainng Tetric N-Ceram 2 Refill 1x3,5r
B2

Tetric N-Ceram 2 Refill 1x3.5¢g B2

JIIXTenmrein

755821AN

[ LiomOyBasioHui MatTepia CBITJIOBOIO
sarsepainus Tetric N-Ceram 2 Rehill 1x3,5r
(2

——

Tetric N-Ceram 2 Refill 1x3.5g C2

-—

JlIXTenmrenn

755824AN

[ DioMOyBanuui Matepial CBITIOBOIO

sarsepunns Tetric N-Ceram 2 Refill 1x3,5r T

Tetric N-Ceram 2 Refill 1x3.5¢ T

#

-

JIIXTeHIITe HN

-+~

755826AN

[ [noMOyBanLumi Matepiasi CBITI0BOIO
sarsepuinns Tetric N-Ceram 2 Refill 1x3,5r
Bl

7

Tetric N-Ceram 2 Refill 1x3.5g Bl L.

JIIXTeHmTeHu

755829AN

-—

[ DiomOyBasiLumit Marepian CBITIOBOIO
sarpepuinms Tetric N-Ceram 2 Refill
10x0,251 Al

) —

Tetric N-Ceram 2 Refill 10x0.25g Al

-

JIIXTeHINTCHH

-

755830AN

[ iomOyBasLnuit Marepia CBiTJIOBOIO
sarpepainns Tetric N-Ceram 2 Refill
10x0,251r A2

Tetric N-Ceram 2 Refill 10x0.25g A2

-

JIIXTeHIITe HH

755831AN

| o

F

[ ioMOyBayiLHUA MaTepia CBITIOBOTO
sarpepunns Tetric N-Ceram 2 Refill
10x0.251 A2 Jlenrun

) S—

Tetric N-Ceram 2 Ref 10x0.25g A2 Dent.

JIIXTenmrein

755832AN

- —

I ioMOyBasiLmit Marepian CBITJIOBOTO
sarsepnis Tetric N-Ceram 2 Refill
10x0,25r A3

Tetric N-Ceram 2 Refill 10x0.25g A3

JIIXTeHIITe I

755833AN

I ioMOyBILHMI MaTEpia CBITIIOROTO
sarsepiims Tetric N-Ceram 2 Refill
10x0,251 A3.5

!

Tetric N-Ceram 2 Refill 10x0.25g A3.5

JliXremmreiin

755834AN

I roMOyBansumi Marepiain Csironoro
sarsepatuns Tetric N-Ceram 2 Refill
10x0,251 A3.5 Jlentun

1

Tetric N-Ceram 2 Rel 10x0.25g A3.5 De.

JlIXTeHImTe il

ivoclar Vivadent Ukraine LLC * Dniprovska Naberezhna 23-A, office 8 - 02081 Kylv * Ukraine
Ivoclar com
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ivoclar

755835AN

[ romOyBaILHIIT MATEPIUT CBITJIIOBOTO
sareepinns Tetric N-Ceram 2 Refill
[0x0.251 A4

Tetric N-Ceram 2 Relill 10x0.25g A4

JlixTeHnrre uH

—

755836AN

[ roMOy BaILHIET MATCPIAT CBITIOBOTO
yarsepainns Tetric N-Ceram 2 Refill

| 10x0,251 BI

Tetric N-Ceram 2 Refill 10x0.25g Bl

JlixTennrre iy

755837AN

[ LromOyBasb It MaTepian CBITIOBOIO
sareepyinns Tetric N-Ceram 2 Reill
10x0.251r B2

Tetric N-Ceram 2 Refill 10x0.25g B2

-

JlixTeHmre v

4

755840AN
l

[TroMOyBaILHMI MATEPIAT CBITJIIOBOTO
sarpepainns Tetric N-Ceram 2 Refill
10x0,251r C2

Tetric N-Ceram 2 Refill 10x0.25g C2

ﬁ

JlixTeHmre iH

r

755843AN

[ iomOyBaIiLHUI MaTepian CBITIOBOIO
sarepainns Tetric N-Ceram 2 Refill
10x0.25r T

Tetric N-Ceram 2 Refill 10x0.25g T

JlixTeHmreH

+

755845AN

[ romOyBasLHMI MaTepian CBITJIOBOTO
sarpepainns Tetric N-Ceram 2 Refill
10x0.251 BI L

Tetric N-Ceram 2 Refill 10x0.25g Bl L

JlixTeHIITe HH

}

<+

755858AN

I LromOyBanbuHil marepian CBITJIOBOIO
sarBepainng Tetric N-Ceram 2 Tecrona

Tetric N-Ceram 2 Test Pack 1x1g A2
|

4

JliXTeHmTe HH

759300AN

urnakonxa IxIr A2

[ lnoMOyBanLHHE MaTepias CBITIIOBOTO
sarsepuinns letric N-Ceram 2 AcopTuMeHT
6x3.51

Tetric N-Ceram 2 Assortment 6x3.52

——

JIIXTeHINTEe HH

-

765489AN

[ lomMepHuit cTOMATONOTTYHUH
rioMOyBasHui Mmatepian Tetric N-Ceram 2

| Refill 1x3.5g BI XL

Tetric N-Ceram 2 Refill 1x3.5g Bl XL

JIIXTEeHIITe HH

765490AN

[TosiMepHHI CTOMATOJIONTYHHUH

ruoMOyBaibHHM Martepian Tetric N-Ceram 2
Refill 10x0.25g Bl XL

Tetric N-Ceram 2 Refill 10x0.25g Bl XL

JlIIXTeHmre vy

Micne suaavi: Kuis
Place of issue: Kyiv

[Mijinuce ynosnosaxenol ocofm:
Signature of Authorized person:

) =]

/ Jupexrop: Opecra JIEHLYK

NG I\t Jlata ninmuacy: 17.04.2025

Date of signing: April 17th, 2025

|

Director: Oresta LESCHUK

Ivoclar Vivadent Ukraine LLC * Dniprovska Naberezhna 23-A office 8 » 02081 Kyiv * Ukraine
Ivoclar. com
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