ivoclar

JEKJAPALLSA ITPO BIANOBIIHICTB NelV-2069
DECLARATION OF CONFORMITY No. IV-2069

Bepeis |
Version |
MeanaHi BHpoOGH: [MaombyBansauii Marepian ceitaosoro 3aTeepainas Tetric N-Flow
Medical devices: Tetric N-Flow
[lepenix BAPOGIR: Husucs Jogatox 2 10 miei Jexanapauii npo BianosignicTs
List of products: See Appendix 2 to this Declaration of Conformity
Bupodauk: Isoknap Biragent Al
Manufacturer: bemnaepemtpacce 2, 9494, m. [llaasn, JTixTeHwTedH

Ivoclar Vivadent AG

Benderstrasse 2, 9494 Schaan, Liechtebstein

TMepeaix BupoduuygnX Jiranok 3asnavennii y Jloxarky | a0 niei
Hexnapauii npo BianosignicTs

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

aof Conformity
YnosHoBakeHHil NpeIcTaBHUK B Y Kpaiui: ToBapHcTBO 3 06MexeH0H0 BignoBiaaabricTio “Isokaap BisanenT
Authorized representative in Ukraine: Ykpaina”

Ha mimcrasi Jlosipenocti Bin 8 motoro 2024 poky

HOpumaaHa anpeca: [Hinposcska Habepewna, by aunok 23-A, odic 8,
02081 m. Kuis, ¥Ykpaiua.

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-A Dniprovska Naberezhna Str., office 8, 02081 Kyiv,

Ukraine.
e-mail: Oresta, Leschukia ivoclar.com
Knae: Ila
Class: la
[Mponeaypa oHiHKH BiANOBIAHOCTI: Honatox 3 (Baxmrouaryun [Teperipky npoexry) Texnivnoro
Conformity Assessment Route: per;IaMeHTy MO0 MEAMYHHX BHPOdiB, 3aTBepxenoro [locTanosoio

KMY sia 02 xosTas 2013 poxy 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): Ceprudixar gignosignoeri Ne R3IM 438 186 B2
Certificate(-s): Certificate of Conformity Ne R3IM 438 186 B2

ITpu3nayvennii oprau 3 ominkn sinnosiznocti | TorapucTro 3 odMexeno BiinosizaepHicTIo “YKpaiHehRHil
Ta Horo inenTHQiKauiAHHA Kox: IHCTHTYT cTangapris”

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

Tepwmin aii nexaapauil npo BiANOBIIHICTE: 03.07.2029

Validity term of declaration of conformity: July 3rd 2029

TosapucTso 3 0dMekeHOH BiINoBiAa LHICTHO “IBokaap Bisanent Yipaina”, mo € ynoBHoBameHHM NPeIcTABHHKOM B YKpaini 1a
ai€ 3a Jopy4ennsm supoduuxa Isoxknap Bisanent Al', nexnapyc BHKOHAHHA OCHOBHHX BHMOT 10 BHpoOy(iB) 3azanagenoro(ux)
suie, 3rigdo Jogatky 1 Texniunoro periameHTy mioJo MeXHYHHX BHPOOiB, 3aTBepmkenoro [locranosow Kadinery Minicrpis
Vipainu No753 gin 2 wostns 2013 poky. Jexaapaiiito npo BiANoRiaHicTL CKAA1EHO Bi iMexi T2 01 WIAKOBHTY BiINOBIAMBHICTS
eupodunka [soxnap Bisanent Al Binnosiganssicrs 32 JocToBipHicTs HazaHol iHpopmanil nece Bupodnuk Isoxnap Bisagent AT
Limited Liability Company “loclar Vivadent Ukraine” which is an Authorized Representative in Ukraine and acts on behalf of the
manufacturer voclar Vivadent AG, declares that abovemennoned dewcers) complies(y) with requirements set forth in Annex 1 of iechnical
regulation on devices, approved by Decree if Cubinet nisters of Slkraine Ne733 on Ocrober 2nd, 20013, The Declaration of Conformity
is drawn up on behalf and under the sole responsibj fy rJf me mamg’act&er Ivaclar Vivadent AG. The manufacturer is responsible for the
aceuracy of the information provided Ivoclar Vivaitent . . \'. N \

l[na nianucy: 03.10.2024

Da:e aZ:rgmng October 3rd, 2024
-',Zl,np_ op: Opecta JIELLIYK
Diréctor. Oresta LESCHUK

Micne sunaui: Kuis
Place of issue: Kyiv

TMianuc ynoHoBamenoi ocodn:
Signature of Authorized person:

5
.
-

woiar Vivagent Ukraine LLE « Dniprovska Maberazhng 232-A, office 5+ 02087 Kyiv - LUkra
voclkarcam



Honartok 1

ivoclar

a0 dexknapanii npo sianosiznicTes No TV-2069
Annex | to the Deelaration of Conformity Nz [V-2069

[lepenik BHPOGHEYHY 1LISHOK HA AKI PO3NOBCIOIKYETHes Aia Jdexnapauil

Production Site or Supplier Name/
Haisa BEpoGHEYOT naomaaxku ado

Address/ Aapeca

Country/ Kpaiua

NocTAYANbHHKE
Ivoclar Vivadent AG Bendererstrasse 2, 9494 Schaan/ Liechtenstein/
i Bengepeprpacce 2, 9494 1llaaH JlixTeHOITe HH
Z'J.:q“-'.‘\‘
Micue sagagi: Knis 7 y f“.'~';fl§‘f'_ inmucy: 03.10.2024
Place of issue: Kyiv s £k o F',Dmeiqf signing: October 3rd, 2024
L \ \
[Mianne ynosHoBaKcHOT 0co0u: - "-,'-ﬂlJ'lpeK}Op:Opecra JIENIYK
Signature of Authorized person: 2 3\ Lrvt Directgr: Oresta LESCHUK
NGB e )
T -7
. W
S
visclar Vhvaotent Ukraine LLC » Dniprovska Naberezhina 234, office 8- 02081 Kylv - Ukraing 2/4

Ivoclar com



ivoclar

a0 [Jdexnapanii npo sianosianicts Ne [V-2069
Annex 2 to the Declaration of Conformity Ne [V-2069

Mepenix Meanaunx BudopiB HA AKI po3noBcraKyeThes ain Jexaapauii

ApTuKyd

Ha3sa Bupofy ykpaiachKko0 MOBOK

Hazea supody anriiiicbkor MoBoK

Kpaina
BHPOOHHITBA

604046AN

TLioMBy BATRHMIT MaTepiall CBITIOBOTO
sareepuinag Tetric N-Flow Refill 1x2r Al

Tetric N-Flow Refill 1x2g Al

JlixTenmTe iH

604047AN

[TroMGYBANBHII MATEPial CRITIOBOMO
sateepainna Tetric N-Flow Refill 1x2r A2

Tetric N-Flow Refill 1x2g A2

JhixTeHtoTe#n

604048AN

[LToMOyBanEHHMIT MaTepiaa CBITIOBOTO
zatBepaiaaa Tetric N-Flow Refill 1x2r A3

Tetric N-Flow Refill 1x2g A3

JlixTeniuTeiin

604049AN

[TroMOyBanEHEI MaTepial CBITA0BATQ
sareepainag Tetric N-Flow Refill 1x2r A3.5

Tetric N-Flow Refill I1x2g A3.5

JlixreHwreiid

604050AN

[TroMByBanbaKil MaTepial CBITI0BOTO
sarsepainns Tetric N-Flow Refill 1x2r A3.5
JlenTHH

Tetric N-Flow Refill Ix2g A3.5 Dentin

Jixtenmrein

604051AN

[TromOyBankHMi MaTepian cBITNOBOrO
sareepainns Tetric N-Flow Refill 1x2r A4

Tetric N-Flow Refill 1x2g A4

JlixreHurreiin

604052AN

[TrombyBansHHit MaTepian CBITI0BONQ
sarsepminng Tetric N-Flow Refill 1x2r B2

Tetric N-Flow Refill 1x2g B2

Jlixrenmredin

604053AN

[TromByBanbHUIl MaTepian CBITIOBOMO
sateepainds Tetric N-Flow Refill 1x2r T

Tetric N-Flow Refill 1x2g T

JlixTenurreiy

604054 AN

[TroMOEyBanbHUI MaTepian CBITIOBOTO
sareepainng Tetric N-Flow Refill 1x2r Bleach
L

Tetric N-Flow Refill 1x2g Bleach L

Jlixrediuredn

604055AN

[TromByBabHMIT MATEPIAT CBITIOBOMO
sarsepainns Tetric N-Flow Refill 1x2r Bleach
1

Tetric N-Flow Refill 1x2g Bleach |

JlixreHIoTe i

604056AN

TTromByBatbHMIT MaTepian CBITIOBOIO
aarsepainns Tetric N-Flow Refill 10x0,25r
Al

Tetric N-Flow Refill 10x0.25¢ Al

JlixteHmTeiH

604057AN

[TiomBy BaibHKiT MaTEpIAl CBITIIOBOrO
aatsepainds Tetric N-Flow Refill 10x0,25¢
A2

Tetric N-Flow Refill 10x0.25g A2

JlixTeHITeiH

604058AN

[TtoMOVBanBEHEAN MaTepial CBITI0BATO
aareepainng Tetric N-Flow Refill 10x0,25r
A3

Tetric N-Flow Refill 10x0.25g A3

JlixTeHurreiin

604059AN

[TroMOYBaBEHHIT MATEPIAT CBITIOBOTO
sarsepainns Tetric N-Flow Refill 10x0.25r
A3.5

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

JlixTeHIITERH

604060AN

TTnomMGyBaATEHIHI MaTepian CRITIOBOTO
sareepainng Tetric N-Flow Ref. 10x0.25r
A3.5 leHTHH

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

JlixTenmTein

604061 AN

TTnomByBaTEHUIT MATEPIAT CBITIOBOTO
satBepuinns Tetric N-Flow Refill 10x0,25r
Ad

Tetric N-Flow Refill 10x0.25g A4

JlixTeHwrTe e

604062AN

[TnombyBankHMi MaTepias CRITJI0BOTO
sateepninns Tetric N-Flow Refill 10x0,25r
B2

Tetric N-Flow Refill 10x0.25g B2

JlixTeHmre i

604063AN

[MnoM3yBATEHMIT MaTepiad CBITIOBOTO
sareepainng Tetric N-Flow Refill 10x0.25r T

Tetric N-Flow Refill 10x0.25¢ T

JlixTeHIITEHH

604064AN

[LroMOyBaTBHIEIT MaTEpial CBIT/IOBOTO
3ateepninnaa Tetric N-Flow Refill 10x0,25r
Bleach L

Tetric N-Flow Refill 10x0.25¢ Bleach L

JlixTeHure iy

604065AN

[TnomOyBankHUH MaTepias cBITIOBOro
sarsepiinds Tetric N-Flow Refill 10x0,25p
Bleach 1

Tetric N-Flow Refill 10x0.252 Bleach I

JlixTeHITe fin

vedclar Vivadent Ukraine LLC » Driprovska Naberezhng 23-A, office 8 - 02081 Kyiv - Ukraine

Iveclar.com




7 B I{:{Ta miznuey: 03.10.2024
Da;& of signing: Octaber 3rd, 2024

i

Micue suaaui: Kuis
Place of issue: Kviv

i) ,I,T.Fﬂ"[i_élrrop: Opecra JIELLIYK

[Mianue ynoBnosameHoi ocodn:
'~/ Dirgctor: Oresta LESCHUK

Signature of Authorized person:

0.7

Ivaclar Vivadent Ukrzine LLT « Oniprovska Materezhna 23-A, office 5+ C2087 kyly « Ukraine

voclar.com

ivoclar



