
^EKJIAPAI^M HPO BIAHOBI^HICTL X2 6 peflaKuia X^l/
DECLARATION of CONFORMITY   6 Version  1

BnpoÖHHK/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse l, 78467 Konstanz, Germany/
^EHTCnjIAH /leTpefi FMÖX, ̂e-TpeM-LUTpacce l , 78467 KoHCTauu, HiMe44MHa

niATBepflacyc, mo BCJ MeaHHHi BHPOÖH, uio nepepaxoBaHJ B JlogaTKy l / declare that all medical devices

listed in Annex l

Kjiac pH3HKy/ Risk class: IIa, sriflHo ^owTKy 2 TexHiMHoro perjiaMCHTy uioflo MeauHHHx BHpoGiß   753

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

2. 10.2013

HKi BHroTOB^HioTbcn na /which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse l,
78467 Konstanz, Germany/^EHTCnJlAH ^eTpefi FMÖX, ̂e-TpeH-UJTpacce l, 78467 KoHCTäHu,
HiMCHHMHa

aflpec BHpoÖHHHoro Maii/iaHHHKy/address of manufacturing site: De-Trey-Strasse l, 78467 Konstanz,
Germany/^EHTCnjlAH fleTpefi FMÖX, fle-TpeH-lÜTpacce l, 78467 KoHCTaHu, HiMeHHMHa

BuinoBiflaroTb BHMoraiw TexHiiHoro perjiaMCHTy uioflo MC^HqHHX BHpoöie, 3aTBepfl}KCHoro
HocTaHOBoro KaöineTy MiHicTpiB yK pai'HH BJ/I 02.10.2013 Jf»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

TexHiqua ^OKyM eHTauia Ha MeflHHHi BHpo6M p03po6jieHa Ta BnpoBa/pK eHa/Technical documentation for

medical devices has been developed and implemented.

ynoBHoeawcHHH npeflcraBHHK BHpoÖHHKa B yK pai'Hi/Responsible representative of manufacturer in

Ukraine: npeflCTäBHMUTBO "/],EHTCnjIAM JliMhe.a" 3a aflpecoK) Byj i. BejiMKa BacujibKiBCbKa, GyflMHOK 9/2,

o4>ic 40, M. KM'IB 01004, yK pai'Ha, B oco6i: rojiOBH npeacTaBHHUTBa FIoTeGHi M. F. (3a 7I,eKJiapauiK) no

npH 3Ha^eHHa VH 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 BianoßiflHOCTi CKjiaaeHo na niflCTaBi/Declaration of Conformity was drawn ia reliance
upon: CepTM(})iKaT BiflnoßiflHOCTi   PR. 284-17 Bifl 27.05.2024.

CepT H^iKaTH BHflaHO yKpai'HCbKHM HayKOBHM iHCTHTyTOM CepTH4>iKauii (HOMep npM SHaHeHoro opraHy

  
UA.TR. 116, aTecTäTM aKpeflHTauii"   801 03 Ta   10302).

BiflnoßiflajibHicTb 3a flocTOßipH icTb HaflaHoi" iHi^opMauii" Hece BHpoGHHK./

Certificate ofconformity   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.



Attachment 1/JlftwroK l

Prime&Bond Universal Universal Adhesive / HpaßM Ta BOH^ lOHiBepcaji yH ieepcajibHa aflre3HBHa

CHCTCMa

REF/KaTajioacHHH

HOMCp

60667351

60667350

60667352

English name
ofproduct

modifications
/Ha3Ba

MOflH^iKayii"
BHpoßy

anrjiincbKoio

MOBOH)

Prime&Bond
universal Mini
Refill

Prime&Bond
universal

Standard Refill

Prime&Bond
universal

Sample

Name in the
invoice/
Ha3Ba B
IHBOHCI

P&B
UNIVERSAL
MINI REF.2,5
ML.

P&B
UNIVERSAL
REFILL 4ML

P&B
UNIVERSAL
2.5ML.SAMPLE
KJT

Ukrainian
name in the

invoice/

Ha3ea B
IHBOHCI

yK palHCbKoro
MOBOH)

n&B
lOHißepcaji
flOflaTKOBHH

MajiMH naöip
2, 5 MJI

n&B
lOniBepcaji
flOflaTKOBMM

CTaHflapTHMM

Ha6ip 4 MJI
n&B
lOuiBepcaji
2, 5 MJI
flOflaTKOBMH

3pa30K

Ukrainian
name of

product
modifications

/Hasea

MOflH^iKayii"
BHpoßy

yK palHCbKoro

MOBOH)

FIpauM Ta BoHfl
lOHißepcaji
flO^aTKOBHH

MajiHH Haöip

npafiM ra BOH/I
(OHißepcaji
flOflaTKOBMM

CTäH^apTHMH

Ha6ip
FIpaHM Ta BoHfl
K)HiBepcaji
flO^aTKOBHH

3pa30K

Class/Kjiac

IIa

IIa

IIa

DENTSPLY DeTrey GmbH:

Senior Manager Quality Assurance &
Regulatory Compliance

Stamp

(position/noca/ia)

Dentsply DeTrey GmbH
De-Trey-Straße 1
78467 Konstanz

Germany

(signature/ni^nHc)

(flaTa/date)
27. 05. 2024

Grischka Friedrich

(name, patronymic, sumame/HIB)

flie/io/31.12.2028
valid till


