JAEKJAPAIL ITPO BIAITOBIAHICTD Ne 2 pepaxuis Nel/
DECLARATION of CONFORMITY Nt 2 version Nel

Bupobuunr/Manufacturer:

Dentsply LLC also dba DENTSPLY Caulk, 38 West Clarke Avenue, Milford, Delaware 19963, USA

TOB Jlenrenunaii, akuit Buctynae nij Haszsoto Jlentennait Kok, 38 Becr Knapk Asento, Mindopa, [lenesap,
19963, CLLA

HiATBED/UKYE, 110 Bei meanuni BupoOu, o nepepaxosani 8 Jloparky 1/ declare that all medical devices
listed in Annex 1

Kunac pusuky/ Risk class: [la srigno Jfonatky 2 TeXHIUHOro perfiaMeHTy 1110/10 MeuuHuX BUpobiB No 753 Bij
02.10.2013 poky /Ila according to Attachment 2 of Technical Reglament for medical devices No. 753 from
02.10.2013

BiANMOBIAA0TEL BUMoram TexHiuHOTro peryiaMenTy o0 MeAHaHuX BHPoGiB, 3aTBepkenoro Ilocranosoio
Kabinery Minicrpis Ykpainu 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

Texuiuna fokyMeHTaLlis Ha MeandHi BUpoOu pospobiiena ta Bnipoapkena/ Technical documentation for
medical devices has been developed and implemented.

Ynosunopaskenuii npegcrapuuk supobuuka B Yrpaini/Responsible representative of manufacturer in
Ukraine: [Ipeacrasuuurea “JEHTCIIIAW Jlimiten" 3a anpecoio Byn. Benuka Bacunbkicbka, Gyaunok 9/2,
o(ic 40, m. Kuiz 01004, Ykpaiua, B oco0i: [onoeu Tlpencrasumursa [Torebui M.I'. (3a Hewiapauieto npo Y1
Big 14.01.2021)

“Dentsply Limited” representative office, Velyka Vasylkivska str., building 9/2, office 40, Kyiv 01004, Ukraine
is represented by: Head of the representative office Potebnya Mykhailo (according to Declaration upon AR
from 14.01.2021).

Jexnapauito Binnosinnocri cknageno na nigerasi/Declaration of Conformity was drawn in reliance upon:
Ceprudikar signosignocri PR.467-18 Bin 27.05.2024.

Ceprupikatn BupaHo TOB «VYkpaincekuit Haykosuit Inctutyt Ceprudikauii» (Homep mpH3HaueHoro
opramny Ne UA.TR.116, atecraru akpeautanii Ne 80103 ta Ne 10302).

BianosiganbHicTs 3a 4OCTOBIpHICTb HataHOT iH(popMaLii Hece BUPOOHHK./
Certificate of conformity PR.467-18 from 27.05.2024.
Certificate was issued by LLC «Ukrainian Scientific Institute of Certification» identification number No

UA.TR.116, certificates of accreditation No. 80103 and No. 10302).

Manufacturer is responsible for authenticity of the provided information.



Attachment 1/

JomaTox 1
Enhance Finishing System/
Iuxanc cucrema s pinimHoOT 06podKHU
REF/ English name of | REF and Name in REF and Ukrainian name of | Class/
Karanoxnmnii product Price List/ Ukrainian product Knac
HOMep modifications Karano:xnuii name in modifications /Hazga
/HazBa HOMeEp Ta HA3BA 32 Price List/ Moauikamii Bupody
moaudikamii npaiic-JTHeTOM Karanoxnnii | ykpaincbKo MoOBOIO
BHPOOY HOMeEp Ta
aHrJjiiicbKro10 Ha3Ba 3a
MOBOIO npaiic-
JIHCTOM
YKPATHCBKOIO
MOBOIO
624025 Metal Mandrels 624025 624025 Mertaneri MmaHapenu Ila
METAL METAJIEBI
MANDRELS MAHJIPEJIH
624075 Enhance® 624075 624075 [HxaHc cucrema, s Ila
Finishing System | FINISHING SYS GIHIIHA dinitHoT 06poOKH,
Complete System | R.A.KIT CHUC Habip
Kit P.A. HABIP
624045X Enhance® 624045X 624045X InxaHc cucrema ans Ila
Finishing System | FINISHING DISC | ®IHITIHI ¢iniHoT 06podKH,
Discs Refill RA REF (30) JUCKH PA | nucku ¢inimnoi
Package (EXPORT ONLY) | 3MIHUH 00podku
HABIP (30)
(TUIbKH
EKCIIOPT)
624055X Enhance® 624055X 624055X IHxaHc cucTemMa s [la
Finishing System | ENHANCE OIHILIHI ¢inilHOT 06pobKH,
Cup Refill FINISHING CUPS | HALIEYKHW | uyaweuku s
Package 30P (EXPORT 3011 (iHiHOT 00pOOKH
ONLY) (TUIBKH
EKCTIOPT)
624065X Enhance® 624065X 624065X IuxaHc cuctema s I1a
Finishing System | FINISHING OIHITLHI ¢iniwnoi 06pobiu,
Point Refill POINTS RA REF IKOHYCH PA | koHycH mns iHinHOT
Package (30) (EXPORT 3MIHWUHA 00pobku
ONLY) HABIP (30)
(TUIBKH
EKCIIOPT)
624345 Enhance® mini 624345 624345 Inxanc Miui cucrema | lla
Finishing System ENHANCE MINI IHXAHC s QpinimHoT
— Finishing Disc DISC REFILL (40) | MIHI 00poOKH, AUCKH
Refill 3MIHHI diniHoT 06podKH
JUCKU (40)
624355 Enhance® mini 624355 624355 Inxauc Miui cucrema | Ila
Finishing System | ENHANCE MINI IHXAHC JUtst piHimHOT
- Finishing Cups CUP REFILL (40) | MIHI 00poOKH, HalleHKH
Refill 3MIHHI st piniwHOT 06pobku
YAUIEYKH
(40)




624365 Enhance® mini 624365 624365 Inxanc Mini cucrema | lla
Finishing System | ENHANCE MINI THXAHC JUTst QiHILIHOT
— Finishing Points | POINT REFILL MIHI 06pobxu, KoHycH s
Refill (40) 3MIHHI dinitHoT 06pobkm
KOHYCH
(40)
624375 Enhance® mini 624375 624375 Inxanc Mini cucrema | lla
Finishing System | ENHANCE MINI IHXAHC s piniHol
— Sample SAMPLE MIHI 006pobiu, 3pazok
3PA30K
624385 Enhance® mini 624385 624385 Inxanc Mini cucrema | lla
Finishing System | ENHANCE MINI [HXAHC Anst piHiHoT
— Introductory Kit | INTRO KIT MIHI 00po6KH, BBIHHI
BBIJIHUN Habip
HAREIP
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