JAEKJIAPALIA ITPO BIAIIOBIZHICTD Ne 6 penakuis Nel/
DECLARATION of CONFORMITY Ne 6 version Nel

BnpoﬁnnK/MVanufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany/
JEHTCIIJIAU eTpeii I'm0X, [e-Tpeii-LlTpacce 1, 78467 Koncranu, HiMeuunHa

NiATBEPIKYE, 10 BCi MeAMYHI BHPOOH, 110 nepepaxoBaHi B Jloxarky 1/ declare that all medical devices
listed in Annex 1

Knac pusuky/ Risk class: Ila, srinzno Jlonatky 2 TexHiuHOro pernaMeHTy 1010 MeIu4HuX BUpoGiB Ne 753
Bix 2.10.2013 poky /Ila according to Attachment 2 of Technical Reglament for medical devices No. 753 from

2,10.2013

sIKi BUroTOBIsI0Thest HA /Which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1,
78467 Konstanz, Germany/JIEHTCIIJIAU eTpeii 'M6X, [e-Tpeii-Lltpacce 1, 78467 Koncranu,

Himeuunna
ajapec Bupo6Hu4oro maiinanuyuky/address of manufacturing site: De-Trey-Strasse 1, 78467 Konstanz,

Germany/ JIEHTCITJIAM JleTpeii TM6X, Je-Tpeii-Lltpacce 1, 78467 Koncranu, Himeyuuna

BiINoBiAal0TL BHMoraMm TexHIYHOro perjamMeHTy IWI0OA0 MeIHYHHX BHPOGIB, 3aTBepIKEHOIO
IocTanosor Kabinery Minictpis Ykpainn 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 AOKyMeHTalLlisl Ha MeU4YHI BUpOOU po3pobieHa Ta BnpoBamkeHa/Technical documentation for
medical devices has been developed and implemented.

YnoBHoBakeHH#i nmpeacTaBHUK BHpoOHHKa B YkpaiHi/Responsible representative of manufacturer in
Ukraine: Ipeacrapuuurso “JEHTCITJIAM JlimiTen" 3a aapecoio Bys1. Bennka Bacunbkisebka, OyauHok 9/2,
odic 40, m. Kuis 01004, Vkpaina, B oco6i: I'onosu Ilpencranuursa Ilotebni M.I'. (3a [leknapauio 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).

Hexaapaniro BinmosiaHocti ckiaageno Ha migctasi/Declaration of Conformity was drawn in reliance
upon: Ceprudikar BianosigHocti Ne PR.284-17 Bin 27.05.2024.

Ceprudikat BunaHo Ykpaincekum Haykosum InctutyToM CepTHdikaii (HOMep Npu3Ha4eHOro opraty
Ne UA.TR.116, arecratu akpeaurauii Ne 80103 Ta Ne 10302).

BianosinanbHICTh 32 1OCTOBIPHICTb HalaHO1 iHpopMaLlii 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/{ogaToxk 1

Prime&Bond Universal Universal Adhesive / IIpaiim Ta Boun FOniBepcas YuisepcasibHa aare3usna

cHcTeMa
REF/Karanaoxuuii | English name Name in the Ukrainian Ukrainian Class/Knac
HOMep of product invoice/ name in the name of
modifications HasBa B invoice/ product
/Ha3Ba inBoiici Ha3zBa B modifications
Moaugikanii inBoiici /Ha3zBa
BHPOOY YKpaiHcbKo10 | Moaudikaumii
AHITiHCBKOIO MOBOIO BHPOOY
MOBOIO YKpPaiHCbKOI0
MOBOIO
60667351 Prime&Bond P&B &b I[Tpaiim Ta Bonn Ila
universal Mini | UNIVERSAL FOHniBepcan IOHniBepcan
Refill MINI REF.2,5 J01aTKOBUH N0AaTKOBUH
ML. Manuii Habip | Manuii HaGip
2,5 Mn
60667350 Prime&Bond P&B [1&b IIpaiim Ta Bonn IIa
universal UNIVERSAL FOHniBepcan FOniBepcan
Standard Refill | REFILL 4ML JOJaTKOBUIH JI0aTKOBHI
CTaHJAapTHUH | CTaHAAPTHUMH
Habip 4 mn Halip
60667352 Prime&Bond P&B [1&b [Tpaiim Ta Bonn ITa
universal UNIVERSAL IOHniBepcan IOniBepcan
Sample 2.5ML.SAMPLE | 2,5 mn JI01aTKOBUI
KIT JI01aTKOBUIA 3pa3zok
3pa3ok
DENTSPLY DeTrey GmbH:
Senior Manager Quality Assurance & //W/ﬁ;///
Regulatory Compliance Grischka Friedrich
(position/mocana) (signature/mianuc) (name, patronymic, surname/ITIB)
Stamp — ”fgys?rfézy fa (nava/date) i€ a0/ 31.12.2028
27.05.2024 valid till

78467 Konstanz
Germany



