ivoclar

JEKJAPALIA ITPO BIATTIOBIAHICTD NeIV-2068
DECLARATION OF CONFORMITY No. IV-2068

Bepeisn |
Version |

MeanaHi BHpOOK: IMaombyBansanii MaTepiaa cBiTa080r0 3aTRepainua Tetrie N-

Medical devices: Ceram Bulk Fill

Tetric N-Ceram Bulk Fill

IMepenixk Bupodis: Musucs Jopatok 2 no oiel Jexnapamnii npo sianosianicTs

List of products: See Appendix 2 to this Declaration of Conformiry

Bupobuuk: Iroknap Biragent ATl

Manufacturer: bennepewrpacce 2, 9494, m. laan, JlixteHmTeiin

Ivoclar Vivadent AG

Benderstrasse 2, 9494 Schaan, Liechtebstein

IMepenik BAPOOHHYHX ALTSIHOK 3a3uaqennii y JonaTky 1 10 miel
Hexxapauii npo BiInoBiaHicTs

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

Ynosuosawenuii npeIcTaBHHK B YKpaini: Tosapucrso 3 0dmexeH010 BiAnoBitaabHicTIO “IBokaap Bisageur
Authorized representative in Ukraine: ¥Ykpaina”

Ha niacraei Hosipexocti Biz 8 motoro 2024 poky

HOpummuna agpeca: [Ininposceka Habepexsa, OyauHok 23-A, odic 8,
02081 m. Kuie, Ykpaina.

e-mail: Oresta.Leschuk@ivoclar.com

Limited Liability Company “Ivociar Vivadent Ukraine”

On the basis of a Power of Attorney dated February 8th, 2024

Legal address: 23-4 Dniprovska Naberezhna Str., office §, 02081 Kyiv,

Ukraine.
e-mail: Oresta. Leschuki@ivoclar.com
Kaae: IIa
Class: Ha
[Tpoueaypa omiHKH BiANOBiAHOCTI: Honarok 3 (Bukiawgaioun [lepesipky npoexty) Texniunoro
Conformity Assessment Route: periaMenty 11010 MeANYIHHX BHPOJiB, 3aTBepokenoro [ocranosow

KMY Bix 02 xkos1Ha 2013 poxy Ne753

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

Ceptudirar(-u): Ceprudikar sinmopinsocTi No R3M 438 186 B2
Certificate(-s): Certificate of Conformity No R3IM 438 186 B2

Mpu3HaveHnii oprax 3 ouiHkH Bianosiaaocti | ToBapHCTBO 3 00MEKEROI0 BIANORIZANBHICTIO “YKpaTHCbRHI
Ta fioro ineHTROIKAMIITHUE KOX: iHCTHTYT cTanaapris”

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

Tepmin Jif Jexaapanii npo BiANOBIAHICTSL! 03.07.2029

Validity term of declaration of conformity: July 3rd 2029

TosapHcTBO 3 00MexeHOW BianosinaasHicTo “IBokaap BiBanenT Ykpaina®, o € ynosHOBaWeHHM NPeICTABHHKOM B YKpaini Ta
aie 3a nopydennsm BHpodnuka Ieoxnap Bisadent AT, JexTapye BHKOHAHHA OCHOBHHX BHMOr 10 Bupody(is) 3azanavenoro(ux)
mume, 3riano Jogatky 1 Texuiqnoro peraaMenTy moao meanunux sHpodis, sarseprxeroro [ocranosotw Kadinery Minicrpis
Yipaiun Ne753 Bia 2 oarng 2013 poxy. Jexnapauito npo BiINoBiIHICTh cKialeHo Bil iMeni Ta il UIIKOBHTY BIANOBIIAILAICTL
Bupodnnka [Bokmap Bisagent AT BianopinanbHicTs 3a 10cToBipHicTE HadaHoi indopmauii nece Bupodnuk Isoxnap BisagenT AL
Limited Liability Company “Ivoclar Vivadert Ukraine” which is an Authorized Representative in Ukraine and acts on behalf of the
manufacturer Ivoclar Vivadent AG. declares that abovementioned device(s) complies(y) with reguirements set forth in Annex | of technical
regulation on devices, approved by Decree if Cabinet of Ministers of Ukraine Ne733 on October 2nd. 2013. The Declaration of Conformity
is drawn up on behalf and under the sole respmmbM” of. Emdn‘&g&qcmrer Ivoclar Vivadent AG, The manufacturer is responsible for the

accuracy of the information provided Ivoclar V .'v“nden.' AG 0 -‘-_‘_\

Hata mignucy: 03.10.2024
Date of signing: October 3rd, 2024

- Jlupextop: Opecra JIEI[YK
Director: Oresta LESCHUK

Micue sugayi: Kuis
Place of issue: Kyiv

[lianue ynoBHOBAMKeHOT 0c00H:
Signature of Authorized person:

Ivoclar Vivadent Ukraine LLC - Dniprovska Naberszhing 23-A, office 8 - 02087 Kyiv « Ukragine
veclarcom



Honatox |

ivoclar

10 Jexaapaunii npo Biznosianicte Ne [V-2068
Annex | to the Declararion of Conformiry No [V-2068

[Mepenik BupodHUYHY JLISHOK HA SKI POINOBCIOAKYETLeH Ain Jexnapauil

Production Site or Supplier Name/
Ha3zpa sapoduudol najomaiks ado
HOCTAYAILHHKA

Address/ Aapeca

Country/ Kpaina

Ivoclar Vivadent AG

Bendererstrasse 2, 9494 Schaan/
Beunnepepuwrrpacce 2, 9494 [1laan

Liechtenstein/
JlixTeRmTe iR

Micue suaayi: Kuis
Place of issue: Kyiv

[Mignue ynopHoBaKeHol 0codu:
Signature of Authorized person:

waclar Vivadent Ukraine LLS - Dniprovika Naterezhing 23-4, office 8 - 02087 Kyiv - Ukraine

o
¥

Iveclar.com

'i anmucy: 03.10.2024
af .s!gnmg October 3rd, 2024

pem‘#p Opecra JJELIYK
Dn'ec.mr, Oresta LESCHUK




ivoclar

Hoaatok 2

1o [lexnapanii npo pignosianicts No TV-2068
Annex 2 to the Declaration of Conforminy Ne [V-2068

Iepenik MeauaHAX BHOOPIB HA AKI PO3NOBCIOLKYETheA Jist Jexnapanii

ApPTHKYI Haspa BHpody YKpaiHCHK0I0 MOBOIO Ha3ga Bapody aHrificbkow MOBOIO Ay
PTHI poby ykp ] POOY AHT } BHPOOHHITEA
[TmoMOyBaNRHHEI MATEpial CBITIOBOTO
644171AN | 3arsepninng Tetric N-Ceram Bulk Fill Refill Tetric N-Ceram Bulk Fill Ref. 1x3.5g IVA | JlixTenmrefin
1x3.5r IVA
[LroMOyBanLHEI MaTEPIAN CRITIOBOIO
644172AN | 3arsepainns Tetric N-Ceram Bulk Fill Refill Tetric N-Ceram Bulk Fill Ref. 1x3.5g TVB | JlixteHuwreiin
Ix3.5r IVB
[MromByBansHuit MaTepian CBITIOBOrO ; . -
GANITIAN| savnepainin Tetic NeCatam Bulk FilrRegy | LoieN-Coram Bulk Fill Ref. 1:3.5¢ Tixtenuiiehi
,, , IVW
1x3.5r [IVW
[MnomOyBaIbLHIH MaTepiaT CBITIOBOTO 5 s :
644177AN | 3arsepainns Tetric N-Ceram Bulk Fill Test TeticiN-Corar Bullc Fill Tast P Lxlg JlixTeHmITen
’ IVA
Pack Ix1r [VA
[Mnom6yBaneEHuIl MaTepial CBITIOBOTO ; T W
647634AN | sarBepainns Tetric N-Ceram Bulk Fill Sys. TewtieN-Ceram BRIl Sys 40 Sp/hi= Jlixtenmreitn
o ‘ Bond
4x3.5r/N-Bond
[LroMByBaTEHAH MaTepiall CBITIIOBOTO
664701 AN | sarsepainna Tetric N-Ceram Bulk Fill Refill Tetric N-Ceram Bulk Fill Ref2x3.5g A/B | JlixteHwtein
2x3,5r A/B
[TnomGyBaTEHHIL MaTEPIAT CRIT/IOBOTO
668481 AN | zarpepninng Tetric N-Ceram Bulk Fill Sys/N- | Tetric N-Ceram B. Fill Sys/N-Univ. Ix3g | JlixteHumreiin

Univ. Ix3r

Micue suaaqi: Kuis
Place of issue: Kyiv

[Mianue ynosroBakeHoi ocobn:
Signature of Authorized person:

vaclar Vivagent Lkraine LLC « Dniproveka Naberezhna 23-8, office 2+

RN

. Hara nianncy: 03.10.2024

.+, Pate,of Signing: October 3rd, 2024
= =1l

. \lla ;I}El;r )p: Opecra JEIYK

| a v Dit ector: Oresta LESCHUK

/

e

02087 Kyiv » Ukraine
lvaclarcom




