
ÄEKJIAPAI^M HPO BWIOBI^HICTb Xs l peaaKyia  1 /
DECLARATION ofCONFORMITY   l Version  1

BHpoÖHHK/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse l, 78467 Konstanz, Gennany/
AEHTCnjIAM ^eTpeu FMÖX, Ae-TpeH-UlTpacce l, 78467 KoHCTaHu, HiMenqHHa

nuTBepa^ye, iyo BCJ MejiHHHJ KHPOÖ», uio nepepaxoBaHi B JIoaaTKy l / declare that all medical devices
listed in Annex l

Kjiac pH 3HKy/ Risk class: IIa, 3riflHO ^owT Ky 1 TexHiqHoro perjiaMCHTy uioflo Me^HqHMx BMpo6iß   753

ßifl 2. 10.2013 poKy /IIa according to Attachment 2 of Technical Reglament for medical devices No. 753 from
2. 10. 2013

HKi BHroTOBjiaioTbCH na /which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse l
78467 Konstanz, Germany/^EHTCnjIAM /^eTpeß FMÖX, ̂e-Tpeü-UlTpacce l, 78467 KoHCTaHy,
HiMCHHHHa

a^pec BHpoGHHHoro MafiflaHqHKy/address of manufacturing site: De-Trey-Strasse l, 78467 Konstanz,
Germany/^EHTCnjIAH ^eTpeu FMÖX, ̂e-TpeH-UJTpacce l, 78467 KoHCTaHu, Hmewma

BiqnoBiflaiOTb BHMoraiw TexHiqHoro perjiaweHTy u<0fl0 MCflHHHHx BHpoöiB, 3aTBepflxeHoro
HocTaHOBoro KaöineTy MiHicTpiB yK pai'HH Bifl 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

TexHiqna flOKyM eHTauia Ha MeflMHHi BHpoÖH po3po6jieHa Ta BnpoßawK eHa/Technical documentation for

medical devices has been developed and implemented.

ynoBHOBaaccHHii npeflCTaeHHK BHpoÖHHKa B yK pa'i'Hi/Responsible representative of manufacturer in
Ukraine: npe^CTaBHMUTBo "^(EHTCnjIAM JliMiTea" 3a aflpecoio Byj i. BejiHKa BacHjibKißCbKa, 6yflMHOK 9/2,
o4)ic 40, M. KHIB 01004, yK pai'Ha, B oco6i: rojiOBH npeflCTaBHHUTßa noTeÖHi MT. (3a flexjiapayiK) no

npH3Ha4eHH5i Vn BJJI 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).

fleKjiapayiro BiflnoBiaHocTi cKjiaflCHo Ha niflCTaBi/Declaration of Conformity was drawn in reliance

upon: CepTM4)iKaT ßiflnoBiflHocTi   PR. 284-17 ßia 27.05.2024.

CepT M4>iKaTH BHflaHo yKpaiHCbKHM HayKOBHM iHCTMTyTOM CepTH^iKauii" (HOMep npH 3Ha4eHoro opraHy

  
UA.TR. l 16, aTecTaT aKpeflHTayii"   80103 Ta   l 0302).

BiflnoßiflajibHicTb 3a flOCTOBipH icTb HaflaHoi' iH^opM ayii" Hece BMPOÖHMK./

Certificate ofconformity  PR.284-17 from 27. 05. 2024.
Certificate was issued by Ukrainian Scientific Institute of Certification identification number   UA. TR. 116.
certificates of accreditation No. 80103 and No. 10302).

Manufacturer is responsible for authenticity ofthe provided information.



Attachment l/jlpwroK l

AH Temp Calcium Hydroxide-based Root Canal Dressing / AX TCMH MaTepiaji fljia njioMÖyBaHH»

KopencBHx KanajiiB na OCHOBI nflpoKCH^y Kajibyiro

REF/KarajioacHHH

HOMCp

60620123

English name of
product

modification/
Ha3Ba

MOflH^iKauii
BHpoöy

aHrjiiiicbKoro
MOBOH)

AH TEMP KIT

Name in
the

invoice/
Ha3Ba B
IHBOHCI

AHTEMP
KIT

Ukrainian
name in the

invoice/
Ha3Ba B
IHBOHCI

yK pai'HCbKoro
MOBOK)

AX TeMn

Ha6ip

Ukrainian name

of product
modifications/

Haaea

MOflH^iKayii"
BHpo6y

yK pai'HCbKoro
MOBOH)

AX TeMn Ha6ip

Class/Kjiac

IIa

DENTSPLY DeTrey GmbH:

Senior Manager Quality Assurance &
Regulatory Compliance Grischka Friedrich

(position/nocaaa) (signature/ni^nHc) (name, patronymic, sumame/niB)

Stamp
Dsntsply DeTrey GmbH
De-Trey-Straße 1
78467 Konstanz
Germsny

(wra/date)
27.05.2024

flieao/31. 12.2028
valid till


