JEKJIAPALIA ITPO BIAIIOBIZHICTD Ne 5 penakuin Nel/
DECLARATION of CONFORMITY Ne S version Nel

BupoﬁnuK/MUanufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany/
JEHTCIUIAU [eTpeii 'm6X, [e-Tpeii-Lltpacce 1, 78467 Koncranu, Himeuunna

HiATBEPAKYE, IO BCi MeaAHYHI BHPOOH, 10 nepepaxoBaHi B JloxaTky 1 / declare that all medical devices
listed in Annex 1

Kaac pusuxy/ Risk class: Ila, srinno Jlonatky 2 TeXHi4HOro pernamMeHTy W00 MEAUYHHX BUpoGiB Ne 753
Bia 2.10.2013 poky /Ila according to Attachment 2 of Technical Reglament for medical devices No. 753 from

2.10.2013

fIKi BHrOoTOBJIAIOTHCA HAa /which are mayufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1,
78467 Konstanz, Germany/JIEHTCITJIAHU [leTpeit 'M6X, [le-Tpeii-1ltpacce 1, 78467 Koncrani,

HimeuunHa
aapec BupoOoHH4oro maiitanunky/address of manufacturing site: De-Trey-Strasse 1, 78467 Konstanz,

Germany/ JIEHTCIUJIAM JleTpeii T'mM6X, Jle-Tpeii-Lltpacce 1, 78467 Koncranu, HiMeuunna

BiINOBiAal0OTL BHMOraM TexXHIYHOro perjiaMeHTy MI0OJ0 MeIHYHHX BHPOOIB, 3aTBepPIKEHOIO
ITocTanoBoro Kabinery MinicTpis Ykpainu Bin 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

TexHiuHa AOKyMeHTaLlis Ha MeauuHi BUpoOu po3pobiieHa Ta BnpoBamkeHa/Technical documentation for
medical devices has been developed and implemented.

YnoBHOBa)XKeHHil mpeIcTABHHK BHPOOHHKA B Ykpaini/Responsible representative of manufacturer in
Ukraine: [1peactaBHULITBO “IIEHTCITJIAM Jlimiten" 3a azipecoro ByJ. Bennka BacunbkiBebka, 6y aunHok 9/2,
odic 40, m. Kuie 01004, Vkpaina, B ocobi: ['onosu IlpencraBuuursa Ilotebni M.I'. (3a [leknapauio no
npusHavyenHs Y11 Bin 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 BianosiaHocti ckiaageHo Ha miacrasi/Declaration of Conformity was drawn in reliance
upon: Ceprudikar BianosigHocti Ne PR.284-17 Bin 27.05.2024.

Ceprudikatu BunaHo Ykpaincbkum Haykosum InctutyTom Ceprudikauii (HoMep npusHayeHOro oprany
Ne UA.TR.116, arectatu akpeautauii Ne 80103 ta Ne 10302).

BianoBinaibHICTB 3a 10CTOBIpHICTh HaflaHOI iHOpMaLii Hece BUPOOHHUK./
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.116,

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

Manufacturer is responsible for authenticity of the provided information.



Attachment 1/JoaaTtoxk 1

Prime&Bond NT nano-technology dental adhesive / IIpaiim 1a Bona HT Hano-rexnoJioriuna
CTOMATOJIOTiYHA a/ire3HBHA CHCTEMA

REF/Kartanoxuuii | English name Name in the Ukrainian Ukrainian Class/Knac
HOMep of product invoice/ name in the name of
modifications Ha3zBa B invoice/ product
/Ha3Ba inBoiici Ha3zBa B modifications
mMoaudikamii inBoiici /Ha3Ba
BHpOOY YKpaiHcbKo | Moaudikauii
AHTJIHCbKOIO MOBOIO BHpOOY
MOBOIO YKpaiHCbKOI0
MOBOI)
60667240 Prime&Bond PRIME & Ipaiim Ta I[paiim Ta Boun IIa
NT Refill BOND NT boun HT HT nonatkosuii
REFILL J10laTKOBUH Habip
HaOip
60667273 Prime&Bond PRIME&BOND [1paiim Ta I1paiim Ta Bonn Ila
NT Non-EU NT NON EU Boug HT HT nonatkosuii
Refill 3.5ml REF J0AaTKOBHH Habip
Halip
60667427 prime&bond 60667427 npaiiM Ta ITpaiim Ta Bonn JIE]
one P&B ONE E&R | 6onpa Ban ETu | Ban ETu Ta Pins
Etch&Rinse REFILL 3.5ML | ta Piu3 J0OIaTKOBHH
Refill JOJaTKOBHH ¢hnakoH
dhnakoH
DENTSPLY DeTrey GmbH:
Senior Manager Quality Assurance & %ﬁe/"/zz/ //
Regulatory Compliance Grischka Friedrich
(position/nocana) (signature/mianuc) (name, patronymic, surname/I1IB)
Stamp gzr};rssysit)?azzyfmbH (nara/date) aie 1o/ 31.12.2028
27.05.2024 valid till

78467 Konstanz
Germany




