
/(EKJIAPAItIM HPO BI^HOBI^HICTb X2 7 peflaKifiH  1/
DECLARATION of CONFORMITY Xs 7 Version  1

BnpoÖHHK/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse l, 78467 Konstanz, Germany/
^EHTCnjIAM ̂ eTpefi FMÖX, ^e-Tpefi-mT pacce l, 78467 KoHCTaHu, Hmewma

nbT Bepflwyc, uio BCJ McaHqHi BHPOÖH, uio nepepaxoBaHJ B JIo^aTKy l / declare that all medical devices

listed in Annex l

Kjiac pH 3HKy/ Risk class: IIa, 3riflHo /],oflaTKy 2 TexHiHHoro perjiaMCHTy uioflo Me^HHHHx BHpoGie   753

ßifl 2. 10.2013 pO Ky /IIa according to Attachment 2 of Technical Reglament for medical devices No. 753 from

2. 10. 2013

HKJ BHroTOBjiBioTbca na /which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse l
78467 Konstanz, Germany/^EHTCnJlAM ̂ eTpeu FMÖX, ̂e-TpeM-UJTpacce l, 78467 KoHCTaHu,
HiMCHHHHa

aapec BHpo6HHqoro MaiiflaHHHKy/address of manufacturing site: De-Trey-Strasse l, 78467 Konstanz,
Germany/^EHTCnjIAM ^eTpefi FMÖX, ̂e-TpeH-UJTpacce l, 78467 KoHCTaHu, HiMeiHMHa

BuinoeiaaioTb BHMoraM TexHiqHoro perjiaiweHTy uioflo MeaH HHHX BHpo6iB, 3aTBepfl»ceHoro
nocTaHOBoro KaöiHery MiHicTpiß yK paiHH BW 02.10.2013 Xs753/ 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

TexHi4Ha ̂ OKyM eHTauia Ha Mew^m BHpo6M pospoöjieHa Ta BnpoBa/weHa/Technical documentation for

medical devices has been developed and implemented.

ynoBHOBaxcHHH npeflCTäBHHK BHpoÖHHKa B yK pai'Hi/Responsible representative of manufacturer in

Ukraine: npejicTaBHHUTBo "/],EHTCnjIAH JliMiTea" 3a a^pecoK) Byj i. BejiHKa BacHjibKiBCbKa, QywHOK 9/2,

o(})ic 40, M. KM'IB 01004, yKpai'Ha, B oco6i: FOJIOBH DpeflCTaBHHUTBa rioTe6Hi M. r. (3a ^(eiüiapauiK) no

npH3HaHeHHa VYl ßifl 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 Bi^noBiaHOCTi cKjiaflCHo Ha ni^cTaBi/Declaration of Conformity was drawn in reliance

upon: CepT M(})iKaT BiflnoßiflHOCTi   PR.284-17 ßifln 27.05.2024.

CepTM(})iKaTH BMflaHO yKpaiHCbKHM HayKOBHM iHCTHTyTOM CepT H^iKauii (HOMep npH3Ha4eHoro opraHy

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

BiflnoßiflajibHicTb 3a flocTOBipH icTb HaflaHo'i" iH^opM auii" Hece BMPOÖHHK./

Certificate ofconformity   PR.284-17 fi-om 27. 05. 2024.
Certificate was issued by Ukrainian Scientific Institute of Certification identification number   UA. TR. 116,
certificatesofaccreditationNo. 80103 andNo. 10302).

Manufacturer is responsible for authenticity ofthe provided information.



Attachment l/flflaavoK l

QuiXHI posterior restorative / KBiKC4)iji PecTaBpayiiiHHH MäTepiaji fljia GOKOBHX 3y6iB
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IIa

DENTSPLY DeTrey GmbH:

Senior Manager Quality Assurance &
Regulatory Compliance

^ ^ ?<
Grischka Friedrich

Stamp

(position/nocaaa)

Dentsply DeTrey GmbH
De-Trey-Straße 1
78467 Konstanz

Germany

(signature/niflnHc)

(aaTa/date)
27.05.2024

(name, patronymic, sumame/niB)

aie/io/31.12.2028
valid till


