JEKJIAPAIIA ITPO BIATIOBIIHICTD Ne 12 peaakuis Nel/
DECLARATION of CONFORMITY Ne 12 version Nel

Bupo6nux/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany/
JIEHTCIUJIAM JleTpeit TM6X, Jle-Tpeii-LlItpacce 1, 78467 KoncraHu, HlMeqqyma

MiJITBEP/KYE, 1110 BCi MeIHYHI BUPpOOH, 0 nepepaxoBaHi B Jlonatky 1/ declare that all medical devices listed
in Annex 1

Kaac pusuky/ Risk class: Ila, srinno Jlonatky 2 TeXHiYHOro pernameHTy 1oao MeanuHux BupoGiB Ne 753 Bin
2.10.2013 poxky /Ila according to Attachment 2 of Technical Reglament for medical devices No. 753 from 2.10.2013

AIKi BAroTOBJIsIIOTHCsl HA /which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467
Konstanz, Germany/JJEHTCIIJIAM [eTpeii 'm6X, Jle-Tpeii-Lltpacce 1, 78467 Koncranu, HiMeuunna
ajapeca BHpoOHHYOro maiinanynky/address of manufacturing site: DENTSPLY DeTrey GmbH, De-Trey-

Strasse 1, 78467 Konstanz, Germany/ JIEHTCITJIAM HeTpei I'm6X, Jle-Tpeii-LliTpacce 1, 78467 Koncranu,

Himeyyuna

BiANoBiAa10TL BUMoram TexHiYHOro pernamenTy mioA0 MeIH4YHHX BHPOOIB, 3aTBepmenoro ITocraHoBoO
KaGinery Minictpis Ykpainu Bin 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

TexHiuHa NOKyMeHTaLlis Ha MeaUuHi BUpoOH po3pobiieHa Ta BnpoBamkeHa/Technical documentation for
medical devices has been developed and implemented.

YnoBHOBaxkeHHHl mNpeicTaBHUK BHPOOHHKa B Ykpaini/Responsible representative of manufacturer in
Ukraine: Ipencrapuuureo “JEHTCITJIAM Jlimiten" 3a anpecoto By:1. Bennka BacunbkiBebka, OyauHok 9/2, odic
40, m. Kuie 01004, Ykpaina, B 0cobi: ['onosu Ilpencrasnuursa Ilote6ni M.I'. (3a [leknapauiero npo VIT Bin
15.12.2020)

“Dentsply Limited” representative office, Velyka Vasylkivska street, 9/2 building, office 40, Kyiv 01004, Ukraine is
represented by: Head of the representative office Mykhailo Potebnya (according to Declaration upon AR from
15.12.2020).

Jexnapauiro Bixnosianocri cknageno na niacrasi/Declaration of Conformity was drawn in reliance upon:

Ceprudikat Bianosianocti Ne PR.284-17 Bin 27.05.2024.
Ceprudikaru BunaHo Ykpaincbkum Haykoum Inctutytom CepTvdikallii (HoMep npusHadeHoro oprany Ne
UA.TR.116, atectatu akpeautaiii Ne 80103 ta Ne 10302).

BianosinanbHicTh 3a 1OCTOBIpHICTH HafaHoi iHdopMaLiil Hece BUPOOHHUK./

Certificate of conformity Ne PR.284-17 from 27.05.2024.
Certificate was issued by Ukrainian Scientific Institute of Certification identification number Ne UA.TR.116,

certificates of accreditation No. 80103 and No. 10302).

Manufacturer is responsible for authenticity of the provided information.



IRM Intermediate Restorative Material/
IPM IlpomixHuii MaTepian ajisi pecTtaBpamii

Attachment 1//IogaTox 1

English name Ukeainian
g Ukrainian name of
of product .
] . name in the product .
mudificstions invoice/ modificatio Bisk
REF/KatanoxHuii /Ha3Ba Name in the invoice/ H 1008 1 Class/
g s a3Ba B /Ha3Ba
HOMeEp mMoaupikanii HasBa B inBoiici Lo - Knac
iHBolici MoaHpikamii
BHPOOY .. PHM3HKY
dg YKpaiHChKOI0 BHPOOY
aAHIJiCBKOI0 <
MOBOI0 YKpaiHCbKO10
MOBOIO
MOBOIO
60661500 IRM Starter IRM CEMENT IPM IPM Ila
Kit PACKUNG 40G/15ML | nouatkoBuii N04YaTKOBHIA
Habip 40 r/15 Habip
M1
60661510 IRM Liquid | IRM LIQUID 15ML IPM 3MmiHHu# | IPM 3MiHHuit JIE]
Refill HaOip piaun Halip piauH
15 mn
60661520 IRM Powder IRM POWDER 40G IPM 3minnumii | IPM 3miHHU# JIE]
Refill Habip Habip
nopouikis 40 NOPOLIKIB
r
DENTSPLY DeTrey GmbH/
JEHTCIIJIAM [eTpeii I'M6X:
Senior Manager Quality Assurance & //ﬁ% M
Regulatory Compliance ‘ Grischka Friedrich
(position/nocana) (signature/mianuc) (name, patronymic, surname/ITIB)

Dentsply DeTrey GmbH

Stamp De-Trey-Strafe 1
78467 Konstanz

Germany

(nara/date)
27.05.2024

Aie no/ 31.12.2028

valid till




