AEKJIAPALIIS ITPO BIAIIOBIAHICTD Ne 1 peaakuis Nel /
DECLARATION of CONFORMITY Ne 1 version Nel

BupoGunk/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany/
JIEHTCITJIAM JleTpeii I'M6X, [le- -Tpeii-Lltpacce 1, 78467 Koncranu, Hlmeqqnﬂa

IiATBEPKYE, MO BCi MeaAH4Hi BHPOOH, mo nepepaxoBani B /lonatky 1/ declare that all medical devices
listed in Annex 1

Kuac pusuky/ Risk class: Ila, srinHo Jlonatky 2 TexHIYHOrO perjiaMeHTy 11010 MeIHYHUX BUpOOiB Ne 753
Bia 2.10.2013 poky /Ila according to Attachment 2 of Technical Reglament for medical devices No. 753 from

2.10.2013

SIKi BUFOTOB.ISIIOThCsl Ha /which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1,
78467 Konstanz, Germany/JIEHTCITJIAN JeTpeii I'mM6X, [e- -Tpei-LlTtpacce 1, 78467 KoncraHu,

HimeyuurHa
aapec BHpoOHHYOro Maiinanuuky/address of manufacturing site: De-Trey-Strasse 1, 78467 Konstanz,

Germany/ JIEHTCITJIAY JleTpeii I'm6X, He-Tpeii-Ltpacce 1, 78467 Koncranu, Himeyuuna

BianmoBigaoTe BHMoram TexHiuHOro perJaMeHTy IIOX0 MeAHYHHX BHpOGIB, 3aTBepaKeHOr 0
IToctanoBoro KaGinery MinicTpis Ykpainn Big 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

Texniuna nokymeHTallis Ha MeMuHi BUpoOH po3pobiieHa Ta BripoBamwkeHa/Technical documentation for
medical devices has been developed and implemented.

YnoBHOBakeHHH NpeiCcTABHHK BHPOOHHKa B Ykpaini/Responsible representative of manufacturer in
Ukraine: Ipeacrasunureo “JIEHTCITJIAM Jlimiten" 3a anpecoto Bys1. Benuka Bacunbkiscebka, Gyaunok 9/2,
opic 40, m. Kuie 01004, Ykpaina, B ocobi: I'onou Ilpencrasuuursa Iote6ni M.I'. (3a Jeknapatiito no
npusHaueHHs Y11 Big 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).

Jexaapanio BignoBiaHocti ckiaageno Ha miacrasi/Declaration of Conformity was drawn in reliance
upon: Ceprudikar BianosigHocti Ne PR.284-17 Bin 27.05.2024.

Ceprudikarn Bunano Ykpaincbkum Haykosum Inctutytom Ceprudikauii (HoMep npussaueHoro opraHy
Ne UA.TR.116, atecraty akpeauTauii Ne 80103 ta Ne 10302).

BinnosinanbHicTk 3a 10CTOBIpHICTh HafaHOT iHpoOpMaLlii Hece BUPOOHHK./
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.1 16,

certificates of accreditation No. 80103 and No. 10302).

Manufacturer is responsible for authenticity of the provided information.



Attachment 1/{oaaToxk 1

AH Temp Calcium Hydroxide-based Root Canal Dressing / AX Temn MaTepian aas niiomGyBanus
KOpeHEeBHX KAaHAJIB HA OCHOBI INIPOKCHAY KAJbLiI0

REF/Katanoxuuii | English name of Ukraini Ukrainian name | Class/Knac
ainian
HOMep product . . of product
. . Name in name in the . 5
modification/ : : modifications/
the invoice/
Ha3zsa .. Ha3sBa
) invoice/ HaszBa B X
mMoandikanii Haspa B inBoiici MoaHupikamii
BHPOOY o s s BHPOOY
o inBoiici YKpaiHCbhKO10 .
AHTJIIHCHKOI0 YKPaiHCLKOIO
MOBOIO
MOBOIO MOBOIO
60620123 AH TEMP KIT AH TEMP | AX Temn AX Temn Ha6ip Ila
KIT Habip
DENTSPLY DeTrey GmbH:
Senior Manager Quality Assurance & M ﬁ//
Regulatory Compliance Grischka Friedrich

(position/nocana) (signature/mianuc) (name, patronymic, surname/ITIB)
" Dentsply DeTrey GmbH (nara/date) aie no/ 31.12.2028
amp De-Trey-StraRke 1 27.05.2024 valid till

78467 Konstanz
Germany



