JAEKJIAPAIIS ITPO BIAIIOBIJHICTD Ne 29 Binx 06.07.2018
DECLARATION of CONFORMITY Ne 29 from 06.07.2018

Bupobuux/Manufacturer:
Maillefer Instruments Holding Sarl, Chemin du Verger 3, CH-1338 Ballaigues, Switzerland /

Maiinnedep Incrpymente Xonainr Capn, Illemen mro Bepxke 3, CH-1338 Banner, Llsefiuapis

OiATBEPILKYE, 11O Bci MEIMYHI BUpoOH, 1o nepepaxosani B Jlomatky 1 / declare that all medical devices listed in
Annex 1

Knac pusuky/ Risk class: I1a 3rizHo onaTtky 2 TeXHIMHOro pernaMeHTy LIOAO MeAWYHHX BUpoOiB Ne 753 Bin
2.10.2013 poky /lla according to Attachment 2 of Technical Reglament for medical devices No. 753 from

2.10.2013

AKI BUrOTOBIAIOTECA Ha /which are manufactured at:
Maillefer Instruments Holding Sarl, Chemin du Verger 3, CH-1338 Ballaigues, Switzerland /

Maiinnedep Inctpymente Xonninr Capn, lllemen aro Bepxke 3, CH-1338 baner, Llpefinapis

aapec BupobHuuoro maiinanuuky/address of manufacturing site:
Forum Engineering Technologies (96) Ltd., 1 Platin st., New Industrial Zone, Rishon - Lezion 75653, Israel.
®opym Enmxenepinr TexHonokic (96) JIta., Byn. [Tnarin 1, Heto Innactpian 3one, Pimon-Jlesion 75653, I3pains

BIAMOBiAOTE BUMoraM TexXHIYHOro periaMeHTy INOAO0 MeIWYHWX BHpoOiB, 3aTBepmxkeHoro IlocTaHoBOKO
Kabinety Minictpie Vkpainu 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

TexniuHa noxyMeHTaLlis Ha MeJu4HI BUpoOH po3pobieHa Ta BrposapkeHa/Technical documentation for
medical devices has been developed and implemented.

VnoBHOBaXKeHHI TIpeicTaBHUK BHpoOHMKa B YkpaiHi/Responsible representative of manufacturer in Ukraine:
Mpencrapuuureo “JAEHTCITJIAM Jlimiten" 3a aapecoro Byn. Benwka Bacunbkieska, Oyaunok 972, odic 40,
M. Kuie 01004, Ykpaina, B ocobi: ['onoeu llpeacrauuurea Muxaiina [ToreGns (3a nopyuennsm Bia 16.03.2018).

“Dentsply Limited” representative office, vul.Velika Vasilkivska, budinok 9\2, office 40, m. Kiev 01004, Ukraine
is represented by: Head of the representative office Mikhaylo Potebnya (according to Power of Attorney from
16.03.2018).

Jexnapauiro BiamoBinHocTi ckiameHo Ha miactasi/Declaration of Conformity was drawn in reliance upon:

Ceprudikar siznosignocti Noe PR.381-17 Big 06.07.2018.
Ceprudikatu Bunano Ykpaincekum HaykoBuM Incturyrom Ceprudikauii (HoMep npusHadeHoro oprany Ne
UA.TR.116, atectatu akpeaurauii Ne 80103 Ta Ne 10302).

BinnosiganbHicTh 3a JOCTOBIPHICTh HafaHoi iHGopMaLii Hece BHPOOHHK./

Certificate of conformity Ne PR.381-17 from 06.07.2018.
Certificate was issued by Ukrainian Research 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//{oparox 1

PROPEX II Apex Locator / Ilpuaaa cromatonoriunuii anekc-aoxarop ITPOITEKC 11

English name of product o5l
5 . " Ukrainian name of product
REF/KaranoxHuii modifications /HazBa g g R
; modifications /Ha3zsa mogudgikamii Class/Knac
HOMeEp mMoaHpikanii BHpoby .
.S BHPOOY YKPATHCHLKOI0O MOBOIO
AHTVIIHCBKOK MOBOK
A102800000000 PROPEX II EUR [Npunaa cromaronoriuHuid anexc- lla
gokarop [TPOITEKC 11

Maillefer Instruments Holding Sarl/Maiinnedep Incrpymenrtc Xonninr Capi:

-
Group Vice-President Global Endodontics/ L-Jaé BASCHET Valerie/bALIET Banepi

Bilie-npe3uaeHT rpyn KOMIaHii y HanpsaMKy (signature/miznuc) (name, patronymic, surname/I11b)
EHao10HTIS

(position/mocana)

(date/mara) valid til/mie no 08.07.2023
a6 .OF. 208




