HMexaapanist npo BigmosiguicTs Ne IV2-0123

e ® & g
2

wvoclar .
vivadent:

passion vision innovation

(Declaration of Conformity Ne IV2-0123)

Meauuni Bupo6u:
Medical devices:
Ilepetix BupoGis:
List of products:
Bupobuuk:
Manufacturer:

YnoBHOBa)KeHHH NPEACTABHHK:
Authorized representative:

Knacudikauis srigno nogarky 2, Texniunoro
pernamMenTy MOR0 MEAWIHUX BUPOGIR, 3aTBEPKEHOTO
Tocranosoto KaGinery Minictpis Vkpainu Ne753 Bin 2
»oBTHs 2013 poky:

Classification according to Annex 2 of technical
regulation on medical devices, approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on October 2,
2013:

ITpouenypa ouiHKH BiANOBIAHOCTI:

Conformity Assessment Route:

Ceprudikar(-n):
Certificate(-s):

Tlpu3navenuii opraH 3 oliHKN BiaNoBigHOCTI Ta Horo
inenTudikauifnui Koa:

Appointed conformity assessment body with its
identification number:

Tepmin aii gexksapauii:

Term of validity of the Declaration:

Marepiasnn cromaTtosorivuni niomGyBanbHi
Tetric N-Ceram
Jusucn aoparox 1 10 uiei aexsapanii
See annex 1 to the Declaration
Isoknap Bisanent AL [Ivoclar Vivadent AG]
Bennepepiurpacce 2 [Bendererstrasse 2]
9494 11laan [9494 Schaan]
Jlixtenwreiin [Liechtenstein]
Mpeacrapunureo ""IBoknap Bisaaent
Mapkertinr JlimiTex"
Byt Jlainposcbka HaGepexna, 6yn. 23/A, odic 8
02098, m. Kuis, lapuuibkuii paioH
Ten. +38 (044) 219 40 30
Enextponna nowta: Andre. Wieler@ivoclarvivadent.com

Knac lla

Class lla

JoaaTok 3 TexHiuHOro persiaMeHTy HI0A0 MeIHYHHX BUPOGiB,
saTaepmkenoro [ocranosoio KMY Bin 2.10.2013 p. Ne753
Annex 3, of technical regulation on medical devices, approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on October 2
2013.
Ceprudikar sianosignocti Ne UA.TR. 101-437.538-2019,
aiicHuit xo 28.05.2024
Certificate of Compliance Ne UA.TR. 101-437.538-2019,
valid 4ill 28.05.2024

JepxaBHe ykpaincoke 06’ eqnannam «Ilogirexven»

State Ukrainian association “Politechmed”
UA.TR.101
JHiiicua o 28.05.2024
Valid till 28.05.2024

INpenacrasuuurso «IBokaap Bisagent Mepketinr JliMiTea» 1eK/1apye BAKOHAHHS OCHOBHHX BUMOT 110 Bupody(iB)
3a3aHauenoro(nx) BHIIE, 3riaHo JoaaTky 1 TeXHi4HOro perJiaMeHTy LIO0 MeAHYHUX BUPOGIB, 3aTBEP/IIKEHOT0
Moctanopoto Kadinery MinicTpis Yxpainu Ne753 Bin 2 xosTasi 2013 poky. Texniuna gokymenrauis 3 niATBepIKEHHs
BianosiaHocTi 36epiracTocs y BHPOOHHKA TA HOT0 YNOBHOBAXKEHOT0 NPEACTABHHKA,

Representative office “Ivoclar Vivadent Marketing Limited”, declares that abovementioned device(s) complies(y) with
requirements set forth in Annex 1 of technical regulation on medical devices, approved by Decree of Cabinet of Ministers of

Ukraine Ne753 i October 2%,
representative/§ premises.
4

2013. Technical documentation proving conformity i

kept.at-manufacturer’s and authorized
NP AT

Awnpp>s Buenep
Andre Wieler /}

Tignuc ynoBHoBaxeHoi ocoOu: Haszea noca
Signature of the Authorized person: Position, Full 1
MeyaTka
Stamp
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Jexsapanii mpo BianosimmicTs Ne IV2-0123
Declaration of Conformity Ne IV2-0123

Jonatox 1
Annex 1
Kartasorosuii Hazea Bupo0y yKpaiHCHKOH MOBOIO Ha3ssa BupoGy AHrjilicbKo10 MOBOIO Knac
HOMED METHYHOTO
BHpOOY
630320AN | MaTepianu croMaToorivni Tetric N-Ceram Intro 4x3.5g/ Ha
wiomOysanbhi Tetric N-Ceram N-Bond SE
Iatpo Habip 4x3.5r/N-Bond SE
631072AN | Marepianu cTOMaTOJOri4Hi Tetric N-Ceram Intro Pack 4x3.5g/ Ila
wiom6ysainbri Tetric N-Ceram N-Etch
Inrpo Habip 4x3.51/N-Eich
640103AN | MaTepiany CTOMATOJIOTi4Hi Tetric N-Ceram Intro 4x3.5g/Al/ lla
mnom6ysaibHi Tetric N-Ceram N-Etch
Iatpo Habip 4x3.51/A1/N-Etch
640104AN | Marepianu CTOMATOJIOr4Hi Tetric N-Ceram Intro 4x3.5g/A1/ Ila
miomOyBaieai Tetric N- N-Bond SE
CeramIuTpo HaGip 4x3.5r/A1/N- |-
Bond SE
663807AN | Marepianu cTOMaTONOTi9HI Tetric N-Ceram Intro 4x3.5g/A3/N-Etch Ia
wiom6yBasbhi Tetric N-Ceram
Intpo nabip 4x3.51/A3/N-Etch
665159AN | Martepianu cTOMaTOJIOTI4Hi Tetric N-Ceram In. 4x3.5g/A1/ [la
miombysaiiphi Tetric N-Ceram N-E.n.sh.g.
Iatpo HaGip 4x3.5r/A1/N-
E.n.sh.g.
668498AN | Marepiany cTOMATOJOTI4HI Tetric N-Ceram Start/A1/N-Univ. 0.5ml Ila
mnomOysansai Tetric N-Ceram
Craproeuit Ha6ip/A1/N-Univ.
0.5m1n
668499AN | Marepianu cToMaTOJNOri4HI Tetric N-Ceram Start/N-Univ. 1x3g la
mnomOysansai Tetric N-Ceram
Craprosuii Habip/N-Univ. 1x3r
680583AN | Matepianyu cTOMATOJIOri4Hi Tetric N-Ceram Starter Kit/A3/ Ila
mnomOysanbHi Tetric N-Ceram N-Univ. 3g
Craprosuii HaGip/A3/N-Univ. 3r
683040AN | Marepianu CTOMATOJIOrI4HI Tetric N-Ceram Start/N-Univ. a
mrom6yBanesi Tetric N-Ceram 1x3gn.sh.g
Craprosuit Ha6ip/N-Univ. 1x3r
n.sh.g
604025AN | Marepianu cTOMaTOJNOTi4Hi Tetric N-Ceram Refill 1x3.5g Al lla
miombysainbi Tetric N-Ceram
1x3.5r Al
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604026AN

Marepiaiii CTOMaTOJIOTi UHi
wioMOyBaibHi Tetric N-Ceram
1x3.5r A2

Tetric N-Ceram Refill 1x3.5g A2

Ila

604027AN

Martepiany cTOMaTOJIOTI4HI
mioMOyBaibHi Tetric N-Ceram
1x3.5r A3

Tetric N-Ceram Refill 1x3.5g A3

IIa

604028AN

Marepianu cToMaTONOT14H1
wromOysanbHi Tetric N-Ceram
1x3.5r A3.5

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

Ia

604029AN

Marepianu cTOMATONOTI4YHI
mwiomOyBaibHI Tetric N-Ceram
1x3.5r A3.5 JlenTuH

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

Iia

604030AN

Marepiany cToMaToI0riuHi
mwioMOyBainbHi Tetric N-Ceram
1x3.5r A4

Tetric N-Ceram Refill 1x3.5g A4

Ha

604031AN

Marepianau cTOMaTONOTiYHI
wiomOyBanbHi Tetric N-Ceram
1x3.5r B2

Tetric N-Ceram Refill 1x3.5g B2

Ha

604032AN

Marepianu cToMaToJIOTivHi
miomOyBanbHi Tetric N-Ceram
1x3.5r T

Tetric N-Ceram Refill 1x3.5g T

IIa

604033AN

Marepiaii croMaTosIoTiuHi
mwiomOyBabHi Tetric N-Ceram
1x3.5r Bleach L

Tetric N-Ceram Refill 1x3.5g Bleach L

IIa

604034AN

Marepianu cToMaToNIOrivyni
miomOyBaibHi Tetric N-Ceram
1x3.5r Bleach 1

Tetric N-Ceram Refill 1x3.5g Bleach 1

ila

616873AN

Marepianu cToMaTOJIOTiYHI
wioMbyBanbHi Tetric N-Ceram
1x3.5r B3

Tetric N-Ceram Refill 1x3.5g B3

Ila

616874AN

Marepianu cToMaToONIOr 4Hi
wiomOyBaibHi Tetric N-Ceram
1x3.5r D3

Tetric N-Ceram Refill 1x3.5g D3

Ila

616875AN

Marepianu cToMaToyorivyni
mwiomOyBanbHi Tetric N-Ceram
1x3.5r C2

Tetric N-Ceram Refill 1x3.5g C2

Ila

616876AN

Marepiajgu cTOMaTONOTI4HI
wiomOyBanbHi Tetric N-Ceram
1x3.5r C3

Tetric N-Ceram Refill 1x3.5g C3

Ila

616877AN

Marepianu cTOMaTOJIOTiYHI
miomOyBanbHi Tetric N-Ceram
1x3.5r B2 Jlentun

Tetric N-Ceram Refill 1x3.5g B2 Dentin

Ha

616878AN

Marepiany CTOMaTONOTi9Hi
mtomM6yBaibHI Tetric N-Ceram
1x3.5r Bleach M

Tetric N-Ceram Refill 1x3.5g Bleach M

1la
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604035 AN

Marepiajin cTOMaTOJIOTIUHI
mwioMOyBanbHi Tetric N-Ceram
10x0.25r Al

Tetric N-Ceram Refill 10x0.25g Al

HIE]

604036AN

Martepiaiii cTOMaTOJIOTi4HI
mwioMOyBanbHi Tetric N-Ceram
10x0.25r A2

Tetric N-Ceram Refill 10x0.25g A2

Ila

604037AN

Marepianu cToMaToNOr 4Hi
wiombysanbHi Tetric N-Ceram
10x0.25r A3

Tetric N-Ceram Refill 10x0.25g A3

Ha

604038AN

Marepianu cToMaToJIOTivHi
mwioMOyBanbHi Tetric N-Ceram
10x0.25r A3.5

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

IIa

604039AN

Marepianu cToMaToJIorivHi
miomoOyBanpHi Tetric N-Ceram
Ref. 10x0.25r A3.5 Jlentun

Tetric N-Ceram Ref. 10x0.25g A3.5
Dentin

ila

604040AN

Marepiajid CTOMATOJIOTi4HI
miomOyBanbHi Tetric N-Ceram
10x0.25r A4

Tetric N-Ceram Refill 10x0.25g A4

Ila

604041AN

Marepiajid CTOMATOJIOTI4HI
mioMOyBanbHi Tetric N-Ceram
10x0.25r B2

Tetric N-Ceram Refill 10x0.25g B2

Ila

604042AN

Marepiayu cToMaToIOr 4H1
miomOyBanbHi Tetric N-Ceram
10x0.25r T

Tetric N-Ceram Refill 10x0.25g T

{Ia

604043AN

Matepianu cToMaToJIOTi49H1
mwromOyBanbHi Tetric N-Ceram
10x0.25r Bleach L

Tetric N-Ceram Refill 10x0.25g
Bleach L

Ila

604044AN

Marepianu cTOMaTONOTIYHI
mwiomOyBasbHI Tetric N-Ceram
10x0.25r Bleach I

Tetric N-Ceram Refill 10x0.25g
Bleach I

Ila

616867AN

Marepiaiid cTOMATONOT YHI
wioMOyBanbHi Tetric N-Ceram
10x0.25r B3

Tetric N-Ceram Refill 10x0.25g B3

Ila

616868AN

Marepianu cToMaToIorivHi
momOyBaibHi Tetric N-Ceram
10x0.25r D3

Tetric N-Ceram Refill 10x0.25g D3

Ha

616869AN

Marepianu cTOMAaTONOTIYHI
mwioMOyBanbHi Tetric N-Ceram
10x0.25r C2

Tetric N-Ceram Refill 10x0.25g C2

Ha

616870AN

Marepiajii CTOMATOJIOTiYHI
momOyBaibHi Tetric N-Ceram
10x0.25r C3

Tetric N-Ceram Refill 10x0.25g C3

ila

616871AN

Marepianu cTOMaTONOTIYHI
wiomGyBanbHi Tetric N-Ceram
10x0.25r B2 lentun

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

fla
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616872AN | Marepiaji cTOMaToJIOriyHi Tetric N-Ceram Refill 10x0.25g Bleach Ila
miomOyBaibHi Tetric N-Ceram M
10x0.25r Bleach M

612608ME | MaTtepiai cTOMAaTOJIOTi4Hi Tetric N-Ceram System Pack 8x3.5g/ Ila
mwioMOyBaibHi Tetric N-Ceram N-Bond
Cucremunit HaOip 8x3.5r/N-Bond

632760AN | Martepianu cToMaToNOTi4Hi Tetric N-Ceram System Pack 8x3.5g/ la
wioMOyBanbHi Tetric N-Ceram N-Bond
Cucremanii HaGip 8x3.51/N-Bond

680184AN | MaTtepiayiu cTOMaTOJIOTi4HI Tetric N-Ceram System Kit/A2/ Ila
wiomOyBanbHi Tetric N-Ceram N-Univ. 6g
Cucrtemunii Habip/A2/N-Univ. 6r

683077AN | Marepianu cTroMaToJIOriuH] Tetric N-Ceram System Kit/N-Univ. 6g la
miomOyBanbHi Tetric N-Ceram
Cucremunii HaGip/N-Univ. 61

687600AN | Marepiasin croMaToJIOT4Hi Tetric N-Ceram System Kit/N-Univ. 6g Ila
wtomOyBanbHi Tetric N-Ceram
Cucremunii HaGip/N-Univ. 6r

647396AN | Marepianu croMaToJIOriuHi Tetric N-Collection System Kit/N-Bond [a
mwiombyBaiphi Tetric N-Collection
Cucremunit Habip/N-Bond

664878AN | Marepiai cTOMaTONOTiuHi Tetric N-Collection System Pack Ha
wtomGyBanbHi Tetric N-Collection | Univ. Al
Cuctemunii Habip Univ. Al

637259AN | Marepiany cTroMaTOJOTI4H1 Tetric N-Ceram Test Pack 1x1g A2 la
miomOyBanbHi Tetric N-Ceram
Tecrosuit HaGip 1x1r A2

649118AN | Marepiaig cTOMaToJIOriuHi Ceramic Repair N System Kit la
mwiombysanbHi Ceramic Repair N
Cucremuuit Habip

692798AN | Marepiaji cToMaToJIOri4Hi Tetric N-Line System Kit [a
mtombyBasbHi Tetric N-Line
Cucremumii Habip

693109AN | Marepiayiz cToMaToJIOriuHi Tetric N-Ceram Refill 1x3.5g Bl JIE]
mombyBanbhi Tetric N-Ceram
1x3.5r Bl

693110AN | Marepianu cToMaTOJIOTi4Hi Tetric N-Ceram Refill 1x3.5g A2 Dentin Ila
wiomOyBanbHI Tetric N-Ceram
1x3.5r A2 Jlentun

693111AN | Marepianu ctoMaToIOTiuHi Tetric N-Ceram Refill 10x0.25g B1 Ila
rmioMoOyBanbHi Tetric N-Ceram
10x0.25r B1

693112AN | Marepiajii croMaToJIOrivHi Tetric N-Ceram Refill 10x0.25g A2 lla
miomOyBanbHi Tetric N-Ceram Dentin
10x0.25r A2 JlenTnH
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693276AN | Marepiaiu cTOMATOJIOTi4Hi Tetric N-Ceram Start/A2/N- Ila
rom6yBaibHi Tetric N-Ceram Uni.3g/.n.sh.g
Craprosuii nabip/A2/N-
Uni.3g/.n.sh.g

e

Mianuc ynosHoBAKEHOT 0C00H:
Signature of the Authorized person:
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