JAEKJIAPALISA ITPO BIANTIOBIAHICTD Ne 9 penakuisi Nel/
DECLARATION of CONFORMITY Ne 9 version Nel

Bupo6unk/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany/
JEHTCIIJIAU [eTpeii I'm6X, Jle-Tpeii-Lltpacce 1, 78467 Koncrauu, Himeuunna

HiATBEPAKYE, 10 BCi MeAHYHI BHPOOH, 110 nepepaxoBaHi B JlonaTky 1/ declare that all medical devices
listed in Annex 1

Knac pusuky/ Risk class: Ila, srinno Jlonatky 2 TexXHi4HOro pernameHty woA0 MeAHYHUX BUpoGis Ne 753
Bix 2.10.2013 poky /Ila according to Attachment 2 of Technical Reglament for medical devices No. 753 from

2.10.2013

fIKi BUroTOBJIAIOTHCA Ha /which are mayufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1,
78467 Konstanz, Germany/JIEHTCIIJIAU [deTpeii I'M6X, [e-Tpeii-Llpacce 1, 78467 Koncranu,
HimeyuunHa

aapec BHpoOHn4oro maiinanunky/address of manufacturing site: De-Trey-Strasse 1, 78467 Konstanz,
Germany/ JJEHTCITJIAH JleTpeit I'm6X, Jle-Tpeii-Lltpacce 1, 78467 Koncranw, Himeuunna

BiInoBiAaloTh BHMoOram TexHiYHOro perjiaMeHTy II0J0 MeAHYHHX BHPOOIB, 3aTBepIKEHOro
ITocranosoro Kabinery MinicTpis Ykpainn 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

TexHiyHa JOKYMeHTallis Ha MeauuHi BUpoOU po3pobiieHa Ta BrpoBamkeHa/ Technical documentation for
medical devices has been developed and implemented.

YnoBHOBa)xKeHHIl npeIcTaBHUK BHPOOHHKAa B YKpaini/Responsible representative of manufacturer in
Ukraine: [IpencraBHHLITBO “IIEHTCITJIAM Jlimiten" 3a agpecoto By.1. Benuka BacunbkiBebka, OyauHok 9/2,
odic 40, m. Kuie 01004, Vkpaina, B oco6i: ['onosu Ilpencrasuuursa Ilote6ui M.I'. (3a [leknapauio no
npusHayenHs Y11 Bin 15.12.2020)

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

Jexaapaniio BianosiaHocTi ckiaaaeHo Ha miactasi/Declaration of Conformity was drawn in reliance
upon: Ceptudikat BianosinHocti Ne PR.284-17 Bin 27.05.2024.

Ceprudikaru BuaaHo Ykpaincbkum Haykosum IHctutyToM CepTHdikauii (HOMep npu3HaYeHoro opraty
Ne UA.TR.116, atecratu akpeaurauii Ne 80103 ta Ne 10302).

BianoBinanbHicTh 3a JOCTOBIPHICTh HaJlaHOT iHdOpMaLii 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.



Attachment 1//IogaTox 1

Spectrum TPH3 universal microhybrid composite restorative/ YniBepcaibuuii mikporiopuanmii
KOMNO3HTHHIi pecTtaBpauniiinuii matepian Cnexkrpym TPX3

REF/KaTtanoxnuii English name of Ukrainian name of Class/Knac
HOMep product modifications N . product
A ame in the 4 :
/Ha3zBa moaundikauii invoice/ modifications
BHPOOY aHIJIilCbKOIO /Ha3Ba moaungikauii
Ha3pa B
MOBOIO N BHPOOY
inBoiici <
YKPaiHCHKOIO
MOBOIO
60605201 Spectrum TPH 3 Refill SPECTRUM Honatkouii HaGip Ila
Al Al REFILL Crnexktpym TPX 3 Al
(20)
60605202 Spectrum TPH 3 Refill SPECTRUM Jonatkosuii Habip JIE:]
A2 A2 REFILL Cnektpym TPX 3 A2
(20)
60605203 Spectrum TPH 3 Refill SPECTRUM JlonaTtkoBuii HaGip Ila
A3 A3 Cnextpym TPX 3 A3
REFILL(20)
60605204 Spectrum TPH 3 Refill SPECTRUM JonaTtkoBuii HabGip Ila
A3.5 A3,5 REFILL | Cnektpym TPX 3
(20) A3.5
60605205 Spectrum TPH 3 Refill SPECTRUM HonatkoBuii HabGip Ila
A4 A4 REFILL Cnextpym TPX 3 A4
(10)
60605206 Spectrum TPH 3 Refill SPECTRUM JonatkoBuii Habip Ila
B1 B1 REFILL Crnextpym TPX 3 B1
(20)
60605207 Spectrum TPH 3 Refill SPECTRUM JlonatkoBuii HaOip Ila
B2 B2 Cnextpym TPX 3 B2
REFILL(20)
60605208 Spectrum TPH 3 Refill SPECTRUM JonaTtkoBuii Habip Ila
B3 B3 REFILL Cnekrpym TPX 3 B3
(20)
60605211 Spectrum TPH 3 Refill SPECTRUM JonatkoBuii HaGip Ila
C2 C2 REFILL Crnektpym TPX 3 C2
(20)
60605212 Spectrum TPH 3 Refill SPECTRUM JlonatkoBuii HaGip Ila
C3 C3 REFILL Cnekrpym TPX 3 C3
(20)
60605220 Spectrum TPH 3 Refill SPECTRUM JlonaTtkoBuii HabGip Ila
0-A2 0-A2 Cnextpym TPX 3 O-
REFILL(10) A2
60605221 Spectrum TPH 3 Refill SPECTRUM JlonaTtkosuii Habip Ila
0-A3 0-A3,5 Cnextpym TPX 3 O-
REFILL(10) A3
60605337 Spectrum TPH 3 Export | SPECTR CrieuiaabHHM Ila
Syringes Intro Kit TPH3 SYR cTapToBUH Habip
INTRO EXP Cnextpym TPX 3 B
LINpULIAX
60605301 Spectrum TPH 3 Syringe | SPECTRUM JlonaTkoBuii npuiy IIa
Refill Al TPH Al Cnextpym TPX 3 Al

SYRINGE




60605302 Spectrum TPH 3 Syringe | SPECTRUM JlonatkoBui npuig ITa
Refill A2 TPH A2 Cnextpym TPX 3 A2
SYRINGE
60605303 Spectrum TPH 3 Syringe | SPECTRUM JlonatkoBui npuu IIa
Refill A3 TPH A3 Crnextpym TPX 3 A3
SYRINGE
60605304 Spectrum TPH 3 Syringe | SPECTRUM JlonaTkoBuH mIMpHL ITa
Refill A3.5 TPH A3,5 Crnextpym TPX 3
SYRINGE A3.5
60605306 Spectrum TPH 3 Syringe | SPECTRUM JlonatkoBui mnpwuii Ila
Refill B1 TPH B1 Cnektpym TPX 3 B1
SYRINGE
60605307 Spectrum TPH 3 Syringe | SPECTRUM JlonaTkoBuii minpuu Ila
Refill B2 TPH B2 Cnektpym TPX 3 B2
SYRINGE
60605321 Spectrum TPH 3 Syringe | SPECTRUM JlonatkoBuii unpuu IIa
Refill O-A3,5 TPH O-A3,5 Cnextpym TPX 3 O-
SYRINGE A3.5
60605323 Spectrum TPH 3 Syringe | SPECTRUM JlonaTkoBHH wwInpui JIE]
Refill O-A2 TPH3 O-A2 Cnektpym TPX 3 O-
SYR REF A2
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