ivoclar

JEKJAPAIISA ITPO BIAITOBLAHICTD NeIV-2070
DECLARATION OF CONFORMITY No. IV-2070

Bepeis |
Version !
Meauuni Bupodn: [MaombyBansruii MaTepial ceiTioBoro 3aTeepainaa Tetric N-Flow 2
Medical devices: Tetric N-Flow 2
MMepeaix supodie: Jusnrck Jdonatok 2 go niei Jexaapanii npo BidnoBinaicTh
List of products: See Appendix 2 to this Declaration of Conformity
Bupooun: Isokaap Bisanent AT
Manufacturer: Bernepewmrpacce 2, 9494, M. [Llaan, JlixTenwreitn

Ivoclar Vivadent AG

Benderstrasse 2, 9494 Schaan, Liechtebstein

[Mepenix Bupodunanx Jinsgnox 3azsavenni y Joaarky 1 a0 wiel
Hdexnapauii npo BianopianicTs

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

of Conformity
YnosHoBawennii npeacTasuuk B Y kpaini: ToBapucTBO 3 00MeKeHOKW BiANOBidAnbHICTIO “IBoKAap BisagenT
Authorized representative in Ukraine: Ykpaiaa”

Ha nincrasi [loBipedocti 8ia 8 motoro 2024 poky
HOpumiagna agpeca: [Hinposeska Habepena, OyauHok 23-A. odic 8.
02081 M. Kuis, Ykpaina.
e-mail: Oresta.Leschuk@ivoclar.com
Limited Liability Company “Ivoclar Vivadent Ukraine”
On the basis of a Power of Attorney dated February Sth, 2024
Legal address: 23-4 Dniprovska Naberezhna Str., office 8, 02081 Kyiv,

Ukraine.
e-mail: Oresta Leschuk@ivoclar.com
Kanae: lla
Class: la
IMpoueaypa ouiHkn BianoBiiHoCTi: Honatok 3 (Buxkawuawun lNepesipky npoexty) Texniumoro
Conformity Assessment Route: peraamMeHTy MOI0 MeIRTHHX BHpodis, 3areeprkenoro [Nocranosot

KMY Bia 02 xostra 2013 poxy Ne753

Technical regulation on medical devices (approved by Decrees of Annex
3 ¢withowt Design Examination) of the Technical regulation on medical
devices, approved by Decrees of Cabinet of Ministers of Ukraine No 753
dated October 02, 2013

Ceprudirkar(-u): Ceprudikar signosiznocri Ne RIM 438 186 B2
Certificate(-s): Certificate of Conformity Ne R3M 438 186 B2

Tpuinauenuii opran 3 ominku BinnosBigrocti | TosaprceTro 3 ofmexenow sianopizanbricTio “ YRpainchrui
Ta iforo inenTudikaniinni Kox: iHCTHTYT cTangaprie”

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

Tepmin aii nexaapanii npo BiANMOBITHICTE: 03.07.2029

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

Tosapuerso 3 odmexkenor BianosigzaasuicTio “Isoknap Bisagent Yipaina”, mo € ynoBHoBaKeHHM NpPeJCTABHHKOM B Y Kpaini Ta
ai€ 32 jopyueHHsaM BHpoOHHKA IBokmap Bipament Al, Zexnapyc BHKOHAHHA 0CHOBHHX BHMOT 10 BHPody(iB) 3a3anavenoro(nx)
pume, 3rizno Jogatky | Texniunoro periameHTty Wolo MeIHYHHX BHpoGiB, 3aTBeprkenoro [locranosow Kabinery Minicrpis
Yrpainu Ne753 sig 2 wosrns 2013 poxy. Jexnapaniio npo BiAnoBiaHicTs ckaaneHo 8in iMeni Ta il UiAKOBHTY BidMoBLIANLHICTh
supodunka Isoxitap Bisazeur Al Bianopinannuicts 3a noctosipuicrs Hagasol indopmanil Hece BupodHHK IBokaap Bisazent AT
Limited Liability Company “hoclar Vivadent Ukraine” which is an Authorized Representative in Ukraine and acts on behalf of the
manufacturer voclar Vivadent AG, declares that abovemenaafﬁid@-\ugf( s) complies(v) with requirements set forth in Annex 1 of technical

regulation on devices, approved by Decree if Cabinet 9}"3@;“‘&3 of Ukraigee Ne753 on October 2nd, 2(13. The Declaration of Conformity
is drawn up on behalf and under the sole responsibility.af rﬁgmamgacrztrer {voclar Vivadent AG. The manufacturer is responsible for the

accuracy of the information provided Ivoclar I»naaﬁm -{9 o TN
: ’,uqf's{nunm 03.10.2024
! Date ofjsigning: October 3rd. 2024

)lupelfmp Opecta JIEIIYK
i Diréctor: Oresta LESCHUK

Micoe sanaygi: Knis
Place of issue: Kyiv

IMignue ynoBHoBamxenoi 0Co0H:
Signature of Authorized person:

e,
e —

voclar Vivadent Ukraine LLC - Dniprovska Naberazhna 23-4A, office 2 - 02087 Ky « Ukmaine 174
Ivociarcom



Hopator 1

ivoclar

mo Jexaapanii mpo BiamosigricTs Ne [V-2070
Annex 1 to the Declaration of Conformity Ne IV-20710

[lepedik BHPOGHHYAX JUISAHOK HA AIKi PO3NOBCIOUKYeThed din Jextapanil

Production Site or Supplier Name/

Hasea BEpodARY0i MI0maaky ado Address/ Aapeca Country/ Kpaiua
MOCTAYANBHAKA
A Bendererstrasse 2, 9494 Schaan/ Liechtenstein/
Ivoclar Vivadent AG s =
bennepepitpacce 2, 9494 Ilaan JlixTeHInTe#H

Micue saaaqi: Kuis
Place of issue: Kyiv

MMianue ynosnoBaxenol 0codu:
Signature of Authorized person:

Ivaclar Vivadent Ukraing LLE - Dniprovsks Naberezhna 23-A, office 5+ 02087 Kyiv » Ukraine

.

N
J.. %% Ners:

N

v d

Ivaclarcom

Miamucy: 03.10.2024
signing: October 3rd, 2024

'_-';--._' ’,T/.Inpe op: Opeera JELIYK
'~ _“Director: Oresta LESCHUK



ivoclar

Honatoxr 2
a0 Jexaapauii npo sianoeignicts Ne IV-2070
Annex 2 to the Declaration af Conformity Ne [V-2070

[lepexik Meanunux sBudopie Ha AKi posnoBcrokyeThes dis Jexaapanii

ApTHKYA

Hazea Bupofy yKkpaiHCEK0I0 MOBOIO

Ha3zBa BHpoOy aHNTICEKOK MOBOK

Kpaiua
BHPOGHHITRA

750803 AN

[TnoMByBATLHITH MaTepPiaT CBITIIOBOrO
sarsepainns Tetric N-Flow 2 Refill 10x0.25r
Al

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

JlixTenurrefin

750804AN

[TnomM8yBaIEHIA MaTEpIiall CBITIIOBOTO
zareepainug Tetric N-Flow 2 Refill 10x0,25r
A2

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

JlixTeHmTe iR

750805AN

ITroMOyBaIBHUIE MaTEpPIAT CBIT/IOBOTO
zatBepainHs Tefric N-Flow 2 Refill 10x0,25r
A3

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

JlixTeHiaTeid

750806 AN

[TroMByBaILHAI MATEPIas CBITIORBOTO
sarsepaigyg Tetric N-Flow 2 Refill 10x0,25r
A3.5

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

JlixTentmreiin

750807AN

[TnoM8yBaIbHUIT MaTEPIA CBITIOBOTO
aareepaidng Tetric N-Flow 2 Refill 10x0,25r
A3.5 JleHTru

Tetric N-Flow 2 Ref 10x0.25g A3.5 Dent

JlixTeHimTeliH

750808 AN

[TnomBy BabHuMIT MaTEpiaT CBITIOBOrO
sareepuinsg Tetric N-Flow 2 Refill 10x0,25r
A4

Tetric N-Flow 2 Refill 10x0.25g A4

JlixTeHmTeiH

7S0811AN

[TnomOyBamsHHIT MaTEpPIal CBITIIOBOTO
3ateepainns Tetric N-Flow 2 Refill 10x0,25r
Bleach L

Tetric N-Flow 2 Ref 10x0.25g Bleach L

JlixTeRmITEHH

750812AN

[TnoMOVBaTEHIIT MAaTEpiasn CBITIOBOTO
3atBepninng Tetric N-Flow 2 Refill 10x0,25r
T

Tetric N-Flow 2 Refill 10x0.25¢ T

Jlixtenmrein

7508 13AN

[nomOyBamsHHI MaTepial CBITIIOBOTO
3ateepainsg Tetric N-Flow 2 Refill 1x2r Al

Tetric N-Flow 2 Refill 1x2g Al

JlixTeHiuTeitn

750814AN

TTnomGyBansHMiT MaTepias CBITIOBOrO
sateepainng Tetric N-Flow 2 Refill 1x2r A2

Tetric N-Flow 2 Refill 1x2g A2

JlixreHwreitn

750815AN

[TnoMOyBansHMIT MaTepian CRITIOBOrO
sateepninug Tetric N-Flow 2 Refill 1x2r A3

Tetric N-Flow 2 Refill 1x2g A3

Jixtequrein

750816AN

[TnomOyBabHKMiE MaTEpian CRITIOBOrO
zateepninHg Tefric N-Flow 2 Refill 1x2r A3.5

Tetric N-Flow 2 Refill 1x2g A3.5

Jixreduwreiin

750817AN

[TnomOyBamhHMI MaTepian CRITI0BOrO
3atRepainng Tetric N-Flow 2 Refill 1x2r A3.5
Hentun

Tetric N-Flow 2 Refill 1x2g A3.5 Dent

JlixTeHLaTeiH

750818AN

[TnomOyBaTEHHI MaTEPian CBITIOBOTO
3atRepainng Tetric N-Flow 2 Refill 1x2r A4

Tetric N-Flow 2 Refill 1x2g A4

Jlixtenurreiin

750821AN

[noMOYBATLHII MAaTEPian CBITIORATO
3arteepnintd Tetric N-Flow 2 Refill 1x2r
Bleach L

Tetric N-Flow 2 Refill 1x2g Bleach L

JlixTeHmTe N

750822AN

TTnomGyranbHmil MaTepiaT CBITI0BOIO
sarteepainus Tetric N-Flow 2 Refill [x2r T

Tetric N-Flow 2 Refill 1x2g T

JlixTeRmrein

755958AN

[T1oMOyBabHMET MATEPIAT CBIT/IOBOTO
sarBepminsa Tetric N-Flow 2 Refill 10x0,25r
Bl

Tetric N-Flow 2 Refill 10x0.25g B1

JlixTeHwTeiiH

755959AN

TLiomOy BasIbHHIT MATEPIAT CBITIOBOIO
sarsepaitua Tetric N-Flow 2 Refill 10x0,25r
B3

Tetric N-Flow 2 Refill 10x0.25g B3

JlixreHmTe it

755960AN

[TnombyeaneHuil MaTepian CBITIOBOTO
3aTepainug Tetric N-Flow 2 Refill 10x0,25r
A2 Jleatnn

Tetric N-Flow 2 Ref 10x0.23¢ A2 Dentin

JTixTeniuteitu

755961 AN

[LroMGyeansHUELT MaTepia CBITIOBOTO
sarsepuiaus Tetric N-Flow 2 Refill 10x0,25r
B2 Jlentus

Tetric N-Flow 2 Ref 10x0.25¢ B2 Dent

JlixTentreiin

voclar Vivadent Ukraine LLC - Dniprovsks Naberezhna 23-4, office 8 - Q2087 Kyiv - Ukrzine

vociar.cem




ivoclar

755962AN

Ly

[L1roMByBaIBHII MaTEpial CBITIOBOrO
sarsepainta Tetric N-Flow 2 Refill 10x0,25r
Bleach M

Tetric N-Flow 2 Ref 10x0.25¢ Bleach M

Jlixrenmrefs

755963AN

[TnomOyBansHME MaTepian CBITIOBATO
satBepainag Tetric N-Flow 2 Refill 10x0,25r
BI xL.

Tetric N-Flow 2 Ref 10x0.25g Bl xL.

JlixTenureiin

755964AN

[NnomOyBankHMii MaTEpIal CBITIOBOTO
sareepainusa Tetric N-Flow 2 Refill I1x2r Bl

Tetric N-Flow 2 Refill Ix2g Bl

JlixteHimreiH

755963AN

[LroMGyBaNEHIH MaTepial CBITIOBOTO
3ateepainasa Tetric N-Flow 2 Refill 1x2r B3

Tetric N-Flow 2 Refill 1x2g B3

JlixteHmreitn

755966AN

[TnoMOvBanmkHIE MaTepiasa CBITI0ROIO
3arBepminas Tetric N-Flow 2 Refill [x2r A2
JlenTHH

Tetric N-Flow 2 Refill 1x2g A2 Dentin

Jlixteniureiny

755967AN

[TromOyBabHIH MaTepiasl CBITI0BOTO
sarBepainns Tetric N-Flow 2 Refill 1x2r B2
JeHTHH

Tetric N-Flow 2 Refill I1x2g B2 Dentin

JliXTeHIOTEHH

755968AN

[TnoMByBaTsHUI MaTEpPIAT CBITIOBOTO
aarsepuinns Tetric N-Flow 2 Refill 1x2r
Bleach M

Tetric N-Flow 2 Refill 1x2g Bleach M

JliXTeHmTE HH

755969AN

TTnoMByeaisHKl MaTepial CBITIOROTO
sareepainss Tetric N-Flow 2 Refill 1x2r
Bleach xL

Tetric N-Flow 2 Refill 1x2g Bleach xL

JlixteHITelH

Micue sngauqi: Knis
Place of issue: Kyiv

Mianue ynosHoBakeHOT 0coGH:

a mianmucy: 03.10.2024
2'6f signing: October 3rd, 2024

“ih :JI.“p;f op: Opecra JJELIIYK

Signature of Authorized person: L\CEAN S |" ~ -Direcfor: Oresta LESCHUK
\.\:-. S 8
: \_‘_"_\ -:H_ -
vaclar Vivadent Ukraine LLT - Dniprovsks Nabererhna 23-A offics 5 - 02087 Ky « Ukraine

Ivoclarzom




