ivoclar

JAEKJIAPAIIISA TTPO BIAITOBIIHICTD NeIV-2071
DECLARATION OF CONFORMITY No. 1V-2071

Bepeia |
Version |

Menuani BHpodH: ITaombyBansunrii MaTepian ceitaoBoro 3aTeepaiaua Tetric N-Flow

Medical devices: Bulk Fill

Tetric N-Flow Bulk Fill

[epenik BupodiB: Jusucs Jomatok 2 no miel Jdexaapamii mpo BiImoBiTHicTh

List of products: See Appendix 2 1o this Declaration of Conformity

Bupodnuk: Isokmap BiBagenT Al

Manufacturer: bennepemrpacce 2, 9494, M. [laan, JlixXTeHIITENH

Ivoclar Vivadent AG

Benderstrasse 2, 9494 Schaan, Liechtebstein

[Tepeaik pupoduuynx ainsnok 3asnadenni y Jogarky | 10 uiei
Jexaapaunii npo BiAnoBiaHICTE

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

of Conformity
YnosHoBaKenHH NpeJCcTABHHK B Y KpalHi: TopapucTBO 3 00MekeHOKW BiINOBiIaALAICTIO “IBoKIap Bisanent
Authorized representative in Ukraine: Y kpaiua®

Ha nincrasi Jlosipenocti in 8 motoro 2024 poky

IOpumiana anpeca: Juinposcska Habepexna, OyanHok 23-A, odic 8§,
02081 M. Kuie, Ykpaina.

e-mail: Oresta.lLeschuk(@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 Sir., office 8, 02081 Kviv,

Ukraine.
e-mail: Oresta Leschukiaivoclar.com
Kaac: lla
Class: 1la
[Tpoueaypa oninku BiANOBiAHOCTI: Jonatok 3 (sukaiouardn [lepesipky npoekty) Texniunoro
Conformity Assessment Route: periaMeHTy [HO[10 MeIHYHHX BHPOGIB, 3aTBepmkenoro [locTanosoio

KMY gia 02 woetas 2013 poxy Ne753

Annex 3 (without Design Examination) of the Technical regulation on
medical devices, approved by Decrees of Cabinet of Ministers of Ukraine
Mo 753 dated October 02, 2013

Ceprudixar(-u): Ceprudixar ianorianocti No R3M 438 186 B2
Certificate(-s): Certificate of Conformity Ne R3M 438 186 B2

Mpu3Hauenuii oprad 3 owiHKH BianosigHocTi | ToBapucTBo 3 00MeXeHO0H BiIMOBIAaNLHICTIO “YRpaTHCHRWH
Ta fioro ineaTRdikauiiHuil Koa: iHCTHTYT cTanaaptis”

Appointed conformity assessment hody with its “Ukrainian standards institution" Limited Liability Company
identification number: UA.TR.137

Tepmin 1if zexaapanii npo BiANoBiAHICTE: 03.07.2029

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

ToBapHcTRO 3 00MexkeH0I0 BiAnoBitaakHicTI0 “IBokaap Bisagent ¥Yxkpaina”, mo ¢ ynosnosakennm npeacrasnukom 8 Ykpaini ta
Ii€ 3a Jopy4eHHsM BHpoouuka Isoxnap Bisanent Al nekaapye BHKOHAHHA OCHOBHHX BHMOr 10 BHpody(iB) 3azanadenoro(nx)
suwe, 3rigHo Jogarky | Texuiunoro periiamenTty mogo MeIHTHHX BHPOGIB, 3aTBepaxenoro [Mocranorow Kabdinery Minicrpis
Yicpaiun No753 Bia 2 wosTHs 2013 poxy. [Jexsapaunin npo BianoBianicTs cKAaleHo Bil iMeHi Ta Mil UITKOBHTY BiIMOBiTAALHICTE
supodunka Isoxnap Bisanewt Al Bianosizansnicrs 32 poctosipuicrs naaanol indopmanii nece Bupodnuk Isoxaap Bisaaent Al
Limited Liability Company " Noclar Vivadent Ukraine " which is an Authorized Representative in Ukraine and acts on behalf of the
manufactyrer Ivoclar Vivadent AG, declares that abovementigned devicefs) complies(y) with requirements set forth in Annex | of technical
regulation on devices, approved by Decree if Cabinet gf ff’ Inisters fJf‘ivirmﬂe V2733 on October 2nd, 2013. The Declaration of Conformity
is drawn up on behalf and under the sole responsibility of the ?nanu}"acrmrqr Ivaclar Vivadent AG. The mamfacturer is responsible for the

accuracy of the information provided hoclar Izwalczm 4{" \

'+ Ratalmizmmcy: 03.10.2024
; ,D_r::f_e'z:; f signing: October 3rd 2024

. JIupexrop: Opecra JIEIIYK
i Qf;récmr.' Oresta LESCHUK

Micue sugaui: Knis
Place of issue: Kviv

[Tinnue ynorHoBaxeHoi ocodu:
Signature of Authorized person:

voclsr Vivadent Ukraine LLC » Doiproveka MNaberesing 23-4, office 8+ 02081 Kyiv « Ukraine 1/3
Wwectar com



Jomartor 1

ivoclar

a0 Jewxaapauii mpo signosignicts Ne 1V-2071
Annex [ to the Declaration of Conformity Na [V-2071

[Mepeix BAPOGHHYNY ALTHHOK HA AKi Po3noBcrLKyeThes ain Jexmapauii

Production Site or Supplier Name/
Hazea supoduuwoi naomaakn ado Address/ Aapeca Country/ Kpaina
MOCTAYATEHHKE
[voclar Vivadent AG _Benderersrrasse 2, 9494 Schaan/ Ll:&CthﬂStCil"lf
bennepepurrpacce 2, 9494 [llaan JlixTeHuwTeitH

Micue paaaui: Knis
Place of issue: Kyiv

[linmuc ynoBHoBakeHOT 0c00H:
Signarure of Authorized person:

vociar Vivadent Ukraine LLT » Dniprovska MNaberezhna 23-A office 8+ 02081 Kylv « Ukraine

—

a,

i ...r‘/

ociarcom

5 I;[ Ta mianucy: 03.10.2024
s D-lc'i‘i’.f-"._ti"sfgning.' October 3rd, 2024

A =3
/4 . ,[[Hp__exg'rop: Opecta JJELLYK
[ > ~* - Diregtor: Oresta LESCHUK
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i



ivoclar
Honatok 2

a0 Jexnapanii npo sianosignicts Ne [V-2071
Annex 2 to the Declaration of Conformity Ne [1-207]

[Mepeaix MmeanuHIX BHOOPIB Ha fKi po3noBeroTKRyeThes aia Jexaapanii

ApTHKYA Ha3spa gnpody ykpalHCBK0I0 MOBOK) Hasea Bupody auriilicskoio Moo K;:a]’na
: BHPOGHHUTEA

[T1oMOy BATEHHUIT MaTepian CRITI0ROTO

681364AN | 3ateepainus Tetric N-Flow Bulk Fill Refill Tetric N-Flow Bulk Fill Ref. 1x2g IVA JlixTenurteis
[x2r IVA
ITnomOyBamsHMIT MATEPIANT CRITIOBOTO

681373AN | 3arBepninns Tetric N-Flow Bulk Fill Refill Tetric N-Flow Bulk Fill Ref. 1x2g IVB JlixTeHIOTSHE
1x2r IVB
[TroMOyBaTBEHHIT MATEPIalT CBITIOBOTO

681374AN | 3arBepninna Tetric N-Flow Bulk Fill Refill Tetric N-Flow Bulk Fill Ref. 1x2g [VW JlixteHIuTedH
Ix2r IVW
[TnomOysanbHuil MaTepian CBITIOBOrO

68 1378AN | aarsepainna Tetric N-Flow Bulk Fill Test Tetric N-Flow Bulk Fill Test 1x1.3g IVA | JlixtedmTefin
1x1.3r IVA

Micue suaawi: Kuis A : -,I_Ia;h\llinnucy: 03.10.2024
Place of issue: Kviv i v/ AT Dateof signing: October 3rd, 2024

VI%A ]i}_;lpek}op: Opecta JIELLYK
" UDireeror: Oresta LESCHUK

Mianue ynosrosaxeHoi 0coon:
Signature of Authorized person:

vaclar Vevadent Ukraine LLT - Dniprovsks Nabarechra 23-4 office § « Q2081 Kyiv « Ukraine

i

wociarcom



