ivoclar

JAEKJIAPAIILA ITPO BIAITOBIAHICTD NelV-2057
DECLARATION OF CONFORMITY No. IV-2057

Meawani BHpOOH:
Medical devices:

Iepenix Bupodin:
List of products:
Bupoduuk:
Manufacturer:

YnopHoBaueHHH NPEJICTABHAK B YKpaiHi:
Authorized represemtative in Ukraine:

Kunae:

Class:

[Mpoueaypa ouinkn BianoBiZROCTI:
Conformity Assessment Route:

Ceprudirar(-u):
Certificate(-s).

[pa3aadennii opras 3 ONIHKA BiANOBIAHOCTI

Ta iforo inenTAdikaniiinnii koa:

Appointed conformity assessment body with its

identification number:

Tepmin il Jekaapanii npo BiINoOBIAHICTL!
Validity term of declaration of conformity:

Bepein |
Version |
TMaoméyBaibHEAE KOMIO3AT cBiTI0BOrO 3aTBepainns Te-Econom
Flow
TE-Econom Flow
dusuck Jogatok 2 go uiei Jexnapauil npo BianosignicTs
See Appendix 2 to this Declaration of Conformity
IBoknap BisagenTt AT
bennepemrrpacce 2, 9494, m. [1laan, JTixtenwreddn
Ivectar Vivadent AG
Benderstrasse 2, 9494 Schaan, Liechtebstein
[epenik BapoGHUYHX a0k 3asaagdennii y Jogarky | g0 uiei
Jexaapanii npo BiANOBLIAICTH
The list of production sites is specified in Appendix | to this Declaration
of Conformity
TosapucTBO 3 0OMekeHO BiAnoBifaabHICTI0 “IBOKNap BiBagenT
Ykpaina”
Ha niacragi [losiperocTi 8in 8 moToro 2024 poky
HOpumiauna anpeca: [lninposcska HaGepexHa, Oyaurok 23-A. odic 8,
02081 m. Kuis. Vkpaina.
e-mail: Oresta.Leschuk/@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 Str., office 8, 02081 Kyiv,
Ukraine.
e-mail: Oresta. Leschuk'@ivoclar.com
Ila
lla
Hoaatok 3 (Buxknw4awun [leperipky npoexty) Texmiunoro
periaMenTy W00 MeIHYHHX BHpodiB, 3aTBepkenoro [locTanoBoo
KMY gin 02 xosTas 2013 poxky Ne753
Annex 3 (without Design Examination) of the Technical regulation on
medical devices, approved by Decrees of Cabinet of Ministers of Ukraine
Ne 733 dated October 02, 2013
Ceprudikar piznopiznocti Ne R3IM 438 186 B2
Certificate of Conformity Ne R3IM 438 186 B2
Tosapucreo 3 06MekeH0l0 BianoBiTaabHicTIo * YkpaiHebkui
iHCTHTYT cTanaapris”
“Ukrainian standards institution™ Limited Liability Company
UA.TR.137

03.07.2029
July 3rd, 2029

ToBapHCTBO 3 00MexReH0M BinnosigansHicrso “Ieoknap Bisagenat Ykpaina”, o € yNoRHOBaKEHHM NpeicTaBHAKOM B Yipaini Ta
;i€ 33 JopydenHsM BHpodHuuxa Isokaap Bisagenar AT, nexinapye BHKOHAHHA 0CHOBHHX BHMOT 10 BHpodY(iB) 3a3anauenoro(wx)
sume, 3rigno Jogarky | TexwivHoro persiaMeHTy moao MeAndnux supobis, sarsepawxenoro [Mocranosow Kadinery Minicrpis
Vipainn Ne753 sia 2 wostas 2013 poxy. Jexirapauito npo sianosignicTs ckJaxeHo Bil iMeHi Ta Mil DLIKOBHTY BIAMOBIIAJBHICTE
Bupoduuxa Isoxnap Bisagent AT BianosigansHicTs 3a TocToBipHicTs HanaHol indopmauil Hece BUpodHNK IBoknap Bisanenr Al
Limited Liability Company “Ivoclar Vivadent Ukraine” which is an Authorized Representative in Ukraine and acts on behalf of the
marfacturer Ivoclar Vivadent AG, declares that abovemsnsioned device(s) complies(y) with requirements set forth in Annex 1 of technical
regulation on devices, approved by Decree if Cabf_’ner “of Ministers 0}‘»{. kraine Ne733 on October 2nd, 2013. The Decluration of Conformity
is drawn up on behalf and under the sole respopsibility. of the. mam‘facmrer Ivoclar Vivadent AG. The manufacturer is responsible for the

n:

accuracy of the information provided Ivoclar l‘hadenr A5 [ NN

‘: -.' ..'

\
Aata nianucy: 03.10.2024
Date of signing: October 3rd, 2024

' ,I[li’pek'mp: Opecra JIEIIYK
Director: Oresta LESCHUK

Micue Buaagi: Kuis
Place of issue: Kyiv

IMignue ynoBHoBameHoi ocodu:
Signature of Authorized person:

wiciar Vivadant Ukraine LLC - Dniprovska Naberszhina 23-4 office 8 - 02081 Kyiv - Ukraine 1/3

vociarcam



Hoaatok 1

ivoclar

oo Jdexaapanii npo siamosianicre Ne IV-2057
Annex | to the Declaration of Conformity Ne [1-2037

[Mepexik BupoGHHYHX JLISHOK HA 9K po3noBCHIAYeThea Jia Jewxnapanii

Production Site or Supplier Name/

Hassa supodandoi naomaixku ado Address/ Axpeca Country/ Kpaiuna
MOCTAYATLHHKA
il f . .
Ivoclar Vivadent AG Bendererstrasse 2. 9494 Schaan/ Liechtenstein/

JlixTeHuTet

Micne suaayi: Kuis
Place of issue: Kyiv

[Nignuc ynoBHOBakenol 0CO0H:
Signature of Authorized person:

bennepepurrpacce 2, 9494 [laan

' ,

| dara nianucy: 03.10.2024
Datelof signing: October 3rd, 2024
o gl
- Aupexrop: Opecra JIEIIYK
o Djfector: Oresta LESCHUK

Ivaclar Vivadent Ukraine LLC - Dniprovska Nabsrezing 23-A, office 8- 02087 Eyiv « Ukraine

eclarcom




ivoclar
Honartok 2

a0 Jexaapauii npo sianosianicrs Ne IV-2057
Annex 2 to the Declaration of Conformity Ne [1-2057

IMepenik MeanurHUX BUOOPIB HA AIKI PO3MOBCHIKYETheH mig Jexaapanii

ApTHKYN Haiea Bupody ykpaTHCLKOK MOBOIO Ha3sea eupody aurmilicskow MoB Kpalua
PTHEY ROy IR ' PRy SErMpEoR BHPOOHANTEA
| TlomGyBateHH KOMTOIUT CBITIOBOIO - ; 2
27 . -Ec x2g A2 2
611127AN sarnepititiy Te-Econom Flow Refill 12t A2 Te-Econom Flow Refill 1x2g A2 JlixTeHwTeiiH
TTnomOyBaTbHMI KOMITO3UT CRITIOBOIO 5 : g
2 . -E All 1x2g :
611128AN sgsepiiig Te:Econon Flow ReGll 1 A3 Te-Econom Flow Refill 1x2g A3 Jlixtentmrelin

Micue sanagi: Kuis

‘flata nizmuey: 03.10.2024
Place of issue: Kyiv

"\ “Date of signing: October 3rd, 2024

IMianuc ynoeHoBameHoi 0codu:

Anpextop: Opecta JIELIYK
Signature of Authorized person:

- Director: Oresta LESCHUK

voctar Vivadent Ukraime LLE - Driprovika Mabetezhing 23-A office 8 - 02087 Kyiv - Ukraine

vochar.oom



