JAEKJIAPAIISA ITPO BIAIIOBIAHICTD Ne 5 pepaxuia Nel/
DECLARATION of CONFORMITY Ne 5 version Nol

Bupoonux/Manufacturer:

Dentsply LLC also dba DENTSPLY Caulk, 38 West Clarke Avenue, Milford, Delaware 19963, USA

TOB Jlenrcnnaii, sxuit BucTynae nij Hazeoro lentcennaii Kosk, 38 Becr Kitapk Asento, Mindopn, Jlenesap,
19963, CIIIA

NiATBEPIKYE, 110 BCi MeTHIHI BHPOOH, nro nepepaxosani B JlogaTrky 1/ declare that all medical devices
listed in Annex 1

Kuae pusury/ Risk class: [1a srindo Jlonatky 2 TexHiYHOro pernamMeHTy WI0A0 MeauYHHUX BUpoGiB Ne 753 Bin
02.10.2013 poky /Ila according to Attachment 2 of Technical Reglament for medical devices No. 753 from
02.10.2013

BinosiaaoTe BuMoram TexniuHOro pernamMeHTy 1010 MeIHYHHX BHPODIB, 3aTBepakenoro [locranosorw
KabGinery Minicrpis Ykpainn Big 02.10.2013 Ne753/ comply with the requirements of Technical
Reglament for medical devices which was approved by the Cabinet of Ministers of Ukraine dated
02.10.2013 No.753

Texniuna nokymeHTallis Ha MeIMuHi BUPOOH po3pobiieHa Ta srnposamkena/Technical documentation for
medical devices has been developed and implemented.

Ynosnosaxkenuii npeactaBuuk BupoOGHHKa B Ykpaini/Responsible representative of manufacturer in
Ukraine: Ilpeacrasuuursa “JIEHTCIIJIAM Jlimiten" 3a agpecoio Byn. Bennka Bacunbkisebka, Oyaunok 9/2,
oic 40, m. Kui 01004, Ykpaina, B oco6i: I'ososu Tpencrasuuursa [loreGni M.I'. (3a Jleknapauieto npo YI1
Bia 14.01.2021)

“Dentsply Limited” representative office, Velyka Vasylkivska str., building 9/2, office 40, Kyiv 01004, Ukraine
is represented by: Head of the representative office Potebnya Mykhailo (according to Declaration upon AR
from 14.01.2021).

Hexnapauiro Bixnosianocti ckiaaaeno na miacrasi/Declaration of Conformity was drawn in reliance upon:
Ceprudikar einnosigHocrti PR.467-18 Bin 27.05.20204 p.

Ceprudikaru supano TOB «Ykpaincbkuit Haykosuii Incrutyr Ceprudikauii» (Homep npusznaueHoro
oprany Ne UA.TR.116, atecraru akpenurauii Ne 80103 ta Ne 10302).

BianosijganbHicTs 3a 10CTOBIpHICTb Ha/IaHOT iH(pOpMaILT Hece BUPOOHHK./

Certificate of conformity PR.467-18 from 27.05.2024.
Certificate was issued by LLC «Ukrainian Scientific Institute of Certification» identification number No
UA.TR.116, certificates of accreditation No. 80103 and No. 10302).

Manufacturer is responsible for authenticity of the provided information.



Attachment 1/Jonarox 1

IRM Intermediate Restorative Material/
IPM IIpomisknuii MmaTepian aJist pecraspantii

REF/Karanoxuuii | English name of REF and REF and Ukrainian name | Class/Kiuac
HOME] product Name in Price | Ukrainian of product
modifications List/ name in modifications
/Hazpa Karanoxunii Price List/ /HaszBa
mMoaHpikanii HOMep Ta Karanoxnuii moaugikanii
BHPOOY HA3BAa 3a HOMeEp Ta BHPOOY
AHNIHCBKOI0 npaiic- Ha3Ba 3a YKpATHCHhKOI0
MOBOIO JIHCTOM npaiic- MOBOIO
JICTOM
yKRpaiHChLKOI0
MORBOIO
610200 [RM® CAPS™ | 610200 610200 IPM B kancynax | lla
Intermediate [RM CAPS IPM KATIC NPOMIZKHHH
Restorative ST. (Pack of CT. marepiaf s
Material (50 50) (YnakoBka Ha | pectagpauii (50
Caps) 50) KancyJ)

On behalf of Dentsply LL.C doing business as Dentsply Caulk/
Bin imeni TOB Jlentennait, sknii sucrynae nin assoro Jlenrcruiait Ko
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(signaturé/tMamnmc)

27.05.2024
(date/mara)
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valid till/nie mo  14.01.2028




