
AEKJIAPAI^M HPO BIAHOBI^HICTb Xs 5 pe/iaKuia  1/
DECLARATION ofCONFORMITY Xs 5 Version  1

BnpoßHHK/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse l, 78467 Konstanz, Germany/
^EHTCnJIAM /],eTpefi FMGX, ̂ e-Tpeß-LUTpacce l , 78467 KoHCTaHu, HiMeHHMHa

nÜTBcpflacyc, uio BCJ MeflHHHi BHDOÖH, uio nepepaxoBaHi B JIo/iaTKy l / declare that all medical devices

listed in Annex l

Kjiac pH3HKy/ Risk class: IIa, sriflHO ^(oflaTKy 2 TexHiuHoro perjiaMCHTy ui.ow MeflHHHMx BMpo6iB   753

ßifl 2. 10. 2013 poKy /IIa according to Attachment 2 ofTechnical Reglament formedical devices No. 753 from

2. 10.2013

HKi BHroTOBjiHioTbca na /which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse l,
78467 Konstanz, Germany/^EHTCnjIAH ^eTpefi FMÖX, ̂e-TpeM-UJTpacce l, 78467 KoHCTaHu,
HiMCHHMHa

aflpec BHpoOHMioro iwaiiflaHqHKy/address of manufacturing site: De-Trey-Strasse l, 78467 Konstanz,
Germany/^EHTCnjIAH ^eTpeß FMÖX, ̂e-TpeH-IDTpacce l, 78467 KoHCTaHU, HiMeHHMHa

BuxnoBuaioTb BHMoraM TexHiqHoro perjiaMCHTy uioflo MCflHHHHx BHpo6iB, 3aTBepfl»ceHoro
HocTaHOBOio KaßineTy MinicTpiB yKpai'HH BW 02.10.2013  753, 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 ̂ OKyM eHTauia na Me^MHHi BupoÖH po3po6jieHa Ta BnpOBa/pK eHa/Technical documentation for

medical devices has been developed and implemented.

ynoBHOBaiKCHHH npeflCTäBHHK BHpoÖHHKa B yK pai'Hi/Rcsponsible representative of manufacturer in

Ukraine: npeflCTaBHHUTBo "/],EHTCnJlAM JliMiTefl" 3a aapecoK) Byj i. BejiMKa BacHjibKißCbKa, 6yflHHOK 9/2,

o4)ic 40, M. KHIB 01004, yKpai'Ha, B oco6i: rojioBM npeacTaBHMUTBa rioTe6Hi M. r. (3a ^(eKjiapauiK) no

npH 3HaneHHa VH EW 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).

^eKjiapauiro BiflnoßiaHocTi cKjiafleHO na niflCTaBi/Dedaration of Conformity was drawn in reliance

upon: CepT H^iKaT ßiflnoBiflHOCTi   PR. 284-17 Bifl 27.05.2024.

CepTH(})iKaTM BHflaHO yKpai'HCbKHM HayKOBHM iHCTHTyTOM CepTM(j)iKauii (HOMep npH3HaHeHoro opraHy

  

UA. TR. l 16, aTecTaT aKpeflHTauii"  80103 ra   10302).

Biflnoßi/iajibHicTb 3a flocTOßipH icTb HaflaHoT iH^opM auiT Hece BMPOÖHHK./

Certificate ofconfonnity   PR. 284-17 from 27. 05. 2024

Certificate was issued by Ukrainian Scientific Institute of Certification identification number   UA. TR. 11 6,
certificates of accreditation No. 80103 and No. 10302).

Manufacturer is responsible for authenticity ofthe provided information.
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