JTEKJIAPAIIISA ITPO BUINOBUTHICTD Ne 1
DECLARATION OF CONFORMITY No. I

3aranbHa Ha3Ba BHpOOY:
General name of the product:
Iepenix Bupodis:

List of products:

BupodHuk:
Manufacturer

YNoBHOBaKEHHH NpeICTABHHK B
Ypaini:

Authorized representative in Ukraine:

Knacudixamis:

Classification:

Ipoueaypa ouiHKH BiANOBIAHOCTI:
Conformity Assessment Route:

Bepeis 2
Version 2

CromaToJioriyHi NIpUIagn Ta MaTepiaan

Dental devices and materials

JAus. Moaarok 2 go uici Aexnapauii npo Bixnopiaxicts
See Appendix 2 to this Declaration of Conformity

IBoknap BiBageHT AkuicHreseanmadrT,

Bennepenirpacce 2, 9494, M. LHaan, Jlixtenwreity, FL-0001.001.595-7
Ivoclar Vivadent Aktiengesselschafft,

Benderstrasse 2, 9494 Schaan, Liechtebstein, FL-0001.001.595-7

IMepenix BUpoGHUYUX AiIAHOK 3a3Havenuii y JoaaTky 1 xo miel
Hekaapauii npo BianoBigHicThL

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

ToBapucTBO 3 00MexkeHOI0 BianoBixanbHicTio «IBoKIap BiBagent
Ykpaina»

OpunuiHa aapeca: Ykpaida, 02081, M. Kuis, Bys. JIHinpoBcbka HabepexHa,
6yn 23-A, opic 8.

€JIPIIOV 44403736

e-mail: Oresta.Leschuk@ivoclar.com

Limited Liability Company «Ivoclar Vivadent Ukraine»

Legal address: Ukraine, 02081, Kyiv, str. Dniprovska naberezhna, building
23-A, office 8.

USREOU 44403736

e-mail: Oresta.Leschuk@ivoclar.com

[ He cTepunbHuH, Oe3 yHKIIT BUMipIOBaHb

I*" not sterile, without measurement functions

Jonatoxk 8 TexHiuHOro perJiaMeHTy [IOAO MEIUYHUX BHpOOIB,
3arBepkeHoro IlocraHoBowo KabGinety MiHictpie Vkpainm Ne753 Bim 2

xoBTHA 2013 p. Joaartok IX no Hupextusu 93/42/€C

Annex 8 of Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October, 2013. Annex IX of the
Directive 93/42/EC

26.11.2029
November 26", 2029

Tepwmin gii nexnapauii npo
BianosianicTs

Validity term of declaration of
conformity

TosapucTBO 3 oOMexeHow BianosinanehicTio «IBOKJIAP BIBAJIEHT VKPAIHA», mo € ymoOBHOBaXeHUM
npeactaBHMKoM B YkpaiHi Ta aie 3a popydenusm supoOuuika IBOKJIAP BIBAJIEHT AKUICHTE3EJIBLUA®DT,
JEKIapy€e BUKOHAHHS OCHOBHHMX BMMOT IOJO MeIU4YHOro BUpoOy, srinHo Homatky 1; n. 1-4 [lomatrky 8 TexHiunoro
pernaMeHTy IoA0 MeAHMYHUX BUPOGiB, 3atBepmkenoro [loctanopoto Kabinery MiHicTpiB Yxpainu Ne 753 Bin 2 sx0BTHA
2013 p. TexHiuyHa FOKYMEHTaLiA Ha MeAUYHUN BUPI6 po3pobieHa Ta BIPOBAfXkEHA, 30€pIiracThCs B YIIOBHOBAXKEHOTO
npencraBuuka B YKpaini 3a aapecoto: Vkpaina, 02081, m. Kuis, Byn. JIHinposchka Habepexua, 6yn 23-A, odic 8.
Hexnapauilo mpo BiANOBIAHICTH CKNaAeHO Bid iMeHi Ta miA WiNKOBHUTY BinoBiganbHicTh BuUpoOHHMKa IBOKJIAP
BIBAJEHT AKLIECHI'E3EJIBIIA®T. BignopiganbHicTs 3a HOCTOBipHICTb HajaHol iHgopmauii Hece BUPOOHUK
IBOKJIAP BIBAJIEHT AKLIICHT'E3EJIbHIA®T.

Limited Liability Company « [VOCLAR VIVADENT UKRAINE» which is an Authorized Representative in Ukraine and
acts on behalf of the manufacturer IVOCLAR VIVADENT AKTIENGESSELSCHAFT, declares the fulfillment of basic
requirements for medical devices, according to Annex 1; p. 1-4 Annex 8 of Technical regulations on Medical devices,
approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013. The technical documentation for the
medical product has been developed and implemented and is kept by the authorized representative in Ukraine at the
address: Ukraine, 02081, Kyiv, str. Dniprovska naberezhna, building 23-A, office 8. The Declaration of Conformity is
drawn up on behalf and wunder the sole_ _responsibility of the manufacturer IVOCLAR VIVADENT
AKTIENGESSELSCHAFT. The manufacturer 45 :ewp:ms@b!e for the accuracy of the information provided IVOCLAR
VIVADENT AKTIENGESSELSCHAFT. PGS
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Micue Bumaui: Kuis 155/ & Jlata nianucy: 26.11.2024p.

Place of issue: Kyiv —| 4P DS S “.Date of signing: 26.11.2024
28 { - X y I :
Ilixnmue ynoBHOBAXEHOI 0CcO0K: . W 7% - Jupexrop: Opecta JIEIYK

Signature of Authorized person " Dingttor: Oresta LESCHUK



TMonipyBasibHa nacta Proxyt Bicoka

742056 Proxyt coarse 1x50g ’ JlixTeHwreiin
abpasuBHICTb 1X50 1
742057 Proxyt fine 1x50g l'[ompyBafILHa macra Proxyt HusbKa JlixTenmreitn
abpasuBHICTb 1x50 T
747348 Proxyt Medium 1x50g HompyBagn:Ha lacra Rro%yt cepeana Jlixrenwreitn
abpasuBHicTe 1x50 T
747349 Proxyt Medium Fluoride-free 1x50g l’IompyBa:m,Ha macra Eroxyt cepeg JlixTeHmTeiH
abpa3uBHICTS 0¢3 dmoopuny 1x50r
740278 VivaScan Intraoral Scanner [uTpaopanbHuii ckanep VivaScan Hlmé?ﬁl[:em’
VivaScan Intraoral Scanner incl. CD | IuTpaopanbHuit ckanep VivaScan B JlixTenurreiis,
759372 . )
Tip komIuiekTi 3 CD-auckoM CIJA
. ] InTpaopanshuit ckanep Ceramill map DRS JlixTeHIITEH,
754472 Ceramill map DRS Kit (EN) Kit (EN), Habip CIIIA
754473 Ceramill map DRS InTpaopanbauii ckanep Ceramill map DRS HIXngﬁieﬂH’
760233 | GBT Visigate Small / 60 GBT Visigate manuit / 60 pLTeHITC ARy
IIBeiiuapis
760234 | GBT Visigate Regular / 60 GBT Visigate ssuuaiisii / 60 i SSHIITEHE
I11Beluapis
760235 | OBT Visigate Small + Regular / GBT Visigate manuii + 3euuaitnuii / 30/30 S TEHITEHR,
30/30 1lBeiinapis
760256 GBT Visigate Starter Kit/ 15/15 GBT Visigate Craprosuit Habip / 15/15 HIXTGIT,IHTC?IH’
IBeiiLapis
760257 | GBT Visigate Marketing Kit / 1/1 GBT Visigate MapkeTurosuit HaGip / 1/1 Jlixrenuired,
I Beiiuapis
761468 VivaScan incl. CD Tip US Version VivaScan B KOMHHCK.TI 3 CD-guckom JlixTeHIUTEHH,
AMepHKaHChKa Bepcis CLIA
. . . [nTpaopanshuii ckanep Ceramill map DRS JlixTeHureiH,
761469 Ceramill map DRS Kit incl. CD Tip Habip B xommnexri 3 CD-apcKkoM CIIIA
559166BN | Centric Tray Centric Tray Binoutkosa JOXKKa 1A .HIXTCHHI’I:SHH,
BU3HAUYEHHS IEHTPAJIBHOTO CIIiBBiIHOLICHHS Ascrpis
Besnarekchuii perpakTop OptraGate RxTCHMIEHE,
577275WW | OptraGate Assortment petp PP Llseiiuapis,
ACOPTHUMEHT
YropmuHa
BesnarekcHuii perpaxTop OptraGate iz e e,
590850WW | OptraGate Regular Refill / 80 . perp PP HlIBeitnapis,
3euyaiini 80 wr
YropiuiuHa
. . JIiXTeHUITEHH,
590851WW | OptraGate Small Refill / 80 e QpiraGateiMagi LlIseHiuapis,
Yropiyza
BesnarexcHuii perpaktop OptraGate JliETERIENH,
591451WW | OptraGate Junior Refill/80 KCHUH perpakTop Lp LIseituapis,
JuTsauwmii 80 it
YropilivHa
669088 WW OptraGate Small Besnarekchuit petpaktop OptraGate Manuii Hﬁﬁizgm:eg{’
Assort./blue+pink/20+20 acopTUMeHT/OnakuTHUN+pOoXKeBUi/20+20 Hapui,
YropuixHa
. Beznarexcuuii perpaxtop OptraGate JlixTenwreiiH,
669089WW gsgf/ffugmi?:k/z 0420 Juraamit Llsekuapis,
) P aCOPTHMEHT/OIaKUTHHI+PO30BbIH/20+20 Vropuinza
BesnarekcHuii perpakTop OptraGate Jlixrenureliy,
683376WW | OptraGate Junior Refill/40 KCHMA peTpaktop ©p IIBeiinapis,
Jutauuii 40 wr
YropiiuHa
BesnarekcHuii perpakrop OptraGate ixteAnrTeiy,
683377WW | OptraGate Regular Refill/40 o . petp PP IiBetlinapis,
3Buyaiini 40 Wt
Vropumna
. . JlixreHinTeH,
683378WW | OptraGate Small Refill/40 ESTITC“CH““ perpaktop OptraGate Marl Lileeiiuapis,
VYropuuHa
BeznarekcHuii perpaktop OptraGate A XTEHUITEHR,
695568WW | OptraGate Test Pack/4 (CHUH peTpakTop Lp Lileiinapis,
Tectoruii Habip 4 wT
VYropuiyHa
BesnarekcHuii perpakTop OptraGate JlixTeHTe R,
703453WW | OptraGate Test Pack White (CHHW PETPAKTOp Lp LIBeituapis,
TectoBuit HaGip Ginuii
YropluiHa
740898 WW | OptraGate for Scanning Assortment BeznatekcHuii petpakTop OptraGate ana HIXTCIELHTC.I/IH,
CKaHyBaHHS ACOPTHMEHT [IBeiuapis,




YropmuHa

OptraGate for Scanning Regular

Beznarekcuuii petpakrop OptraGate nis

JlixTenmreiin,

TR0y Refill/80 ckaHyBaHHA 3Buyaitni 80 wr Hiseduapis,
Yropuyza
OptraGate for Scanning Small BesnarekcHuil petpakrop OptraGate s HIXTeIfmTe.HH’
740900WW . HBeiiuapis,
Refill/80 ckaHyBaHHs1 Mai 80 wt
Yropuda
BesnarekcHuit petpakrop OptraGate 2 AEcTeHNTENE,
757912WW | OptraGate 2 Regular Refill / 80 . petp p P HIBeiiapis,
3puyaitni 80 wr
YropuHa
. . JlixTeHUITEMH,
757914WW | OptraGate 2 Small Refill / 80 o HIPSERAER OptraGate 2 Mani | iy e iiapia,
YropuuHa
BeznatexkcHuit perpaktop OptraGate 2 ATCTGICHES
757915WW | OptraGate 2 Assortment petp PP HIBetitapis,
ACOPTHUMEHT v
ropLKHa
BesnarexcuHuii petpaktop OptraGate 2 Tixrenurred,
762098WW | OptraGate 2 Test Pack 2x1 (CHIH peTpakTop Lp [LlBeiuapis,
TecroBuit HaGip 2x1
YropiuyHa
BesnarekcHuii perpaktop OptraGate Tixreiuel,
762773WW | OptraGate Test Pack 2x1 (CHUH peTpakTop Lp ILIBeiiuapis,
TectoBuii HaGip 2x1
YropuiyHa
627399AN | OptraDam Plus Regular Refill/50 Kogepnaw agatoni o) (opi Opiralam Jlicrenuredy,
Plus 3Buuaiini 50 wr Manaisis
627400AN | OptraDam Plus Small Refill/50 Sodicpran anaFouiiiol Gopvm OptrabDam | [ IeHTHCAR
Plus Maui 50 wr Manaisis
627401AN | OptraDam Plus Assortment/50 Kodepnam anaromiunoi popmu OptraDam HIXTeHll}T'el/IH
Plus AccoptumenT S0 Tt Manai3is
; . . [HCTpYyMeHT [UIsl 3aCTOCYBaHHS KaBidinis JlixTeHwTeiin,
627882AN | Cavifil Injector Refill Redesign Cavifil Injector Refill Redesign Llseiuapis
694767AN | Capsule Applicator Refill Amnikatop ans kancya Capsule Applicator .HIXTCHIIITC.I/IH,
Refill ABcTparis
[Monimepu3auiiina namna Bluephase N MC JlixTeHwTelin,
647619AG | Bluephase N MC 100-240V 100-240B Ascrria
[Monimepu3auiiina namna Bluephase N MC JlixTeHIuTeHH,
647619BE | Bluephase N MC 100-240V 100-240B Asctpis
[Tonimepusauiiina mamna Bluephase N MC JlixTeHIUTEMHH,
647619BU | Bluephase N MC 100-240V 100-240B Asctpis
[Monimepusauiiina namna Bluephase N MC JlixTeHwTelH,
647619ZH | Bluephase N MC 100-240V 100-240B Ascrpis
[Monimepuzauiiina nammna Bluephase N M JlixTeHmTelH
’) ) a
647620AA | Bluephase N M 100-240V 100-240B Ascrpis
[Monimepusaniiina mamna Bluephase N M JIiXTeHIITelH,
647620AG | Bluephase N M 100-240V 100-240B Anewpis
IMonimepu3aniiina namna Bluephase N M JlixTeHITelHH,
647620BE | Bluephase N M 100-240V 100-240B Ascrpis
i INonimepusauiiina samra Bluephase N M JlixTeHiTelH,
647620BU | Bluephase N M 100-240V 100-240B ABcTpis
659683AA | Bluephase N 100-240V [Tonimepusauiiina namna Bluephase N 100- HlXTeHHI”ljeI/IH,
240B ABcTpis
659683AG | Bluephase N 100-240V [Tonimepusauiitna mamna Bluephase N 100- f[lXTeHIH’IjEI/IH,
240B ABcTpis
659683BE | Bluephase N 100-240V [Monimepu3auiitna tamna Bluephase N 100- .HIXTeHIH’l:eI/IH,
240B ABCTpis
659683BU | Bluephase N 100-240V [Monimepu3auiiina mamna Bluephase N 100- HIXTCHIH’I:GI/IH,
240B ABcTpis
659683ZH | Bluephase N 100-240V [Monimepu3aniiina namna Bluephase N 100- .HIXTCHHH:CI/IH,
240B ABCTpis
Bluephase G4 100-240V blue & [Monimepusauiiina namna Bluephase G4 100- |  JlixteHiureiin,
691253AA : . .
Radiometer 240B cuHs Ta pagioMerp ABcTpis
Bluephase G4 100-240V blue & [Monimepusauiiina namna Bluephase G4 100- | JlixTeHIuTelH,
691253AG 5 ; .
Radiometer 240B cuHs Ta pagioMeTp ABcTpis
Bluephase G4 100-240V blue & IMonimepu3auniiina tamna Bluephase G4 100- | JlixTeHmTeiin,
691253BE : . .
Radiometer 240B cuHs Ta pagioMerp ABcTpis
Bluephase G4 100-240V blue & Monimepusatiitna namna Bluephase G4 100- JlixTeHIITElHH,
691253BG . . .
Radiometer 240B cuHs Ta pagioMeTp ABCTpis




HJoaaTtok 1
a0 Jlexnapauii npo sinmosianicTs Nel
Annex 1 to Declaration of conformity Nel

Iepenik BUPOOHMYIMX ALIHHOK HA AKi PO3MOBCIOUKY€THCA st Jexrapauii

Production Site or Supplier
Name/
Hasga BupoGHH4OI Address/ Aapeca Country/ Kpaina
TJI0IA Ky abo
noCTa4YajIbHHKA

Ivoclar Vivadent AG Bendererstrasse 2, 9494 Schaan/ Li_echtenstein/
Benaepepuurpacce 2, 9494 llaan JlixTenumteiin

Ivoclar Vivadent Via Gustav Flora 32, 39025 Naturno/ Italy/

Manufacturing srl Bia I'ycras ®nopa 32, 39025 HatypHo Itanis

Ivoclar Vivadent Bremschlstrasse 16, 6706 Biirs/ Austria/

Manufacturing GmbH Bpemuuislutpacce 16, 6706 bropc ABcTpis

Montfort Kunststofftechnik Bundesstrasse 15, 6842 Koblach/ Austria/

GmbH Byngecurpacce 15, 6842 Kobiax ABcTpis

kdg opticomp GmbH Bundesstrasse 15, 6842 Koblach/ Austria'lj
Bynaecmrtpacce 15, 6842 KobGnax ABCTpis

SFS Intec AG Schontalstrasse 2a, 9450 Altstitten/ Switzerlar}d/
Menransmrpacce 2a, 9450 AnbTIITETTEH 11IBeiiuapis

. Byvigen 44, 835 96 Trangsviken/ Sweden/

Mminbe 25 Bubsren 44, 835 96 TpoHrcBikeH [IBewis
No. 10, Jalan Istinrewa 1, Taman Perindustrian Cemerlang,

Aquabrite Industries Sdn. Bhd. 811800 Ul Tiraimi; J ohor/ . . Malayvs@/
Ne 10, Bynuus Icrinpesa 1, lngycrpiansnui napk UemepsiaHr, Manaiizis
81800 Vay Tipam, Lxoxop

Gebr. Renggli AG Schweizersb.ildstrasse 57, 8200 Schaffhausen/ Switzerlar}d/
Il Baiinepc6inpairrpacce 57, 8200 Lladdraysen 1IBeitnapist

SDI Limited 5-13 Brundsdon Street, 3153 Bayswater/ Australia/
Bysuws BpyHacaoH, 5-13, 3153 Beiicsorep ABcTpanis
Vasartér utca 18, 9241 Janossomorja/ Hungary/

SFS Group Hungary Kft. Bynuus Bacaptep 18, 9241 ﬂHOH.[[JIIOMopH VrogmlgHa

E4D Technologies, LLC/D4D | 2920 Telecom Pkwy, 75082 Richardson/ USA/

Technologies LLC 630 Tenexom Ilapkseii, 75082 Piuapacod CLIA

Micue sunadi: Kuis
Place of issue: Kyiv

TTignuc ynoBHOBaKEHOT ocodn
Signature of Authorized person

"3 Jlata migmucy: 26.11.2024p.
S/ AN " Date of signing: 26.11.2024

Jupextop: Opecta JIEILYK
Director: Oresta LESCHUK
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