JAEKJIAPALIA ITPO BIATIOBIIHICTD Ne 3 Bepcin 1/
DECLARATION of CONFORMITY Ne 3 version 1

Bupo6unk/Manufacturer:

TOB [lentcnnai, axuii Buctynae nia Hassoto Jlenreruiait Kok, 38 Becr Kitapk Asento, Mindopa, lenesap,
19963, CLLA

Dentsply LLC doing business as DENTSPLY Caulk, 38 West Clarke Avenue, Milford, Delaware 19963, USA

NiATBEPIKYE, M0 Bl Mequuni BUpoOH, mo nepepaxosani B Jogatky 1/ declare that all medical devices
listed in Annex 1

Kaac pusnky/ Risk class: [ (e crepunshi), 3rinso nynkry 20 Hogarky 2 TexHiuHOro pernaMeHTy 11010
MeYHUX BHpoOiB Ne 753 Big 2.10.2013 poky /I (non-sterile) according to paragraph 20 of Attachment 2 of
Technical Reglament for medical devices No. 753 from 2.10.2013

sIKi BHTOTOBJISIIOThLCA Ha /which are manufactured at:

TOB [lenrennaii, siknid BucTynae nia Haszsoto Jlentennaii Kok, 38 Becr Knapk Asenio, Mindopa, Jlenesap,
19963, CILIA

Dentsply LLC doing business as DENTSPLY Caulk, 38 West Clarke Avenue, Milford, Delaware 19963, USA

BianosinawTs Bumoram Mopatky 8 (3a BHKIIOMEHHSIM NosioskeHb 5, 6) TexHiunoro persiaMenty mogo
MeIHUHHX BHPOOiB, 3arBepaxenoro Ilocranosoro KaGinery Minicrpie Ykpainu Bin 02.10.2013 Ne753 /
comply with the requirements of Attachment 8 of the Technical Reglament for medical devices which was
approved by the Cabinet of Ministers of Ukraine dated 02.10.2013 No.753.

Texniuna okymeHTaLis Ha MeanuHi BUpoOH po3pobiiena Ta Bnposamkena/Technical documentation for
medical devices has been developed and implemented.

Ynosnosaxenuil npeactaBHuk BupoGuuka B Ykpaini/Responsible representative of manufacturer in
Ukraine: Tpencrasnuurea “JIEHTCITIAM Jlimiten" 3a azpecoro ByJ. Benuka BacunbkiBebka, OyauHok 9/2,
opic 40, m. Kuie 01004, Ykpaina, B ocoGi: I'onoen IMpeacrasuuursa [MoreGui M.I". (3a Jexnaparicio npo Y11
BijL 13.04.2023)

“Dentsply Limited” representative office, Velika Vasilkivska 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 13.04.2023).

BianosinaneHicTs 3a JjocToBipHicTh HazaHol iHGopMallii Hece BUPOOHUK/

Manufacturer is responsible for authenticity of the provided information.



Marpuui cexuiiini

Attachment 1/JogaTok 1

REF/ English name of product | Ukrainian name of Name in the Ukrainian name in | Class/
Karajsomxuuii modifications /Ha3sa product invoice/ the invoice/ Kaac
Homep moauikauii Bupody modifications Hassa B inBoiici Ha3sga B inBoiici
AHTifiCBKOI0 MOBOKO /Hasza moandikauii YKpaiHCBbKOI0
BHpOOY
YKPaiHCBbKOK
MOBOIO
Palodent® V3 Sectional [Tanopent V3 PALODENT V3 Manoment V3 I
659700v Matrix System MaTpH4Ha cHcTeMa INTRO KIT - :
g Y : BBiZHMH Habip
Introductory Kit BBiAHHUIT Halip
Palodent® V3 Sectional [Manonent V3 PALODENT V3 [Manoneunt V3 I
659710v Matrix System 3.5mm MaTpHLi ceKLiHi BANDS 3.5 MM | ™aTpuui cexuiiiHi
Matrices Refill 3.5Mm /50 3.5mm/50 wr.
Palodent® V3 Sectional [ManoaeHT V3 PALODENT V3 [Manopent V3 I
659720v Matrix System 4.5mm MaTpHL ceKUiiiHi BANDS 4.5 MM | maTpHLi cekuiiini
Matrices Refill 4.5MM /50 4.5mMm/50 .
Palodent® V3 Sectional [Manoment V3 PALODENT V3 [TanonenT V3 I
659730v Matrix System 5.5mm MaTpHLi ceKuiiHI BANDS 5.5 MM MaTpHLI CeKLLHHI
Matrices Refill 5.5MM /50 5.5MM/50 wT.
Palodent® V3 Sectional [Tanonent V3 PALODENT V3 [MTanonent V3 I
659740v Matrix System 5.5mm MaTpHLLi ceKuikHi BANDS 5.5MM MaTPHLI CeKLLiH]
Matrices Refill (100ct) 5.5mm (100 wr,) /100 5.5Mm/100 w.
Palodent® V3 Sectional [Tanonent V3 PALODENT V3 [MTanonent V3 I
659750v Matrix System 6.5mm MaTpHLI ceKUiiHi BANDS 6.5 MM | matpuli cekuifiHi
Matrices Refill 6.5MM /50 6.5MM/S0 1.
Palodent® V3 Sectional [Manogent V3 PALODENT V3 | INanogent V3 I
659760v Matrix System Universal MaTpH4Ha CHCTEMA UNIV 2 RING | yHiBepcanbHe
Rings Refill YHHBEPCAJIBHE KiJblie REF KiJibLIe
Palodent® V3 Sectional [Manopent V3 PALODENT V3 | PO I
659770v Matrix System Narrow MaTpHUHa cHcTeMa NARRW 2 ;
Rings Refill BY3bKE KiJiblie RING RF BY3RKS Kiibre
Palodent® V3 Sectional [Tanonent V3 PALODENT V3 [ManoneHt V3 l
659780v Matrix System Small MaTpPHUHI KITHHH MaJli SMALL MaTpHUHI KITHHH
Wedges Refill WEDGE REF MaJi
Palodent® V3 Sectional [Manonent V3 PALODENT V3 [Manonent V3 |
659790v Matrix System Medium MAaTpPHYHI KITHHH MED WEDGE MaTpHUUHI KIMHH
Wedges Refill cepeiHi REF cepeHi
Palodent® V3 Sectional [ManoaenT V3 PALODENT V3 [Tanopent V3 I
659800v Matrix System Large MATPUUHI KITHHH LRG WEDGE MaTpUYHi KIHHH
Wedges Refill BEJIHKI REF BEJIMKI
Palodent® V3 Sectional LIHAGHERT V3 FAlLODENT NS [Tanonent V3 I
659810v . MaTpHUHa cucTemMa FORCEP :
Matrix System Forceps AL i
Palodent® V3 Sectional [MTanogent V3 PALODENT V3 Meiiiear V3 I
659820v Matrix System Pin MaTpH4Ha CHCTEMa PIN .
Tweezers MiHLEeT TWEEZERS MHHHET
Palodent® V3 Sectional ”:;:}f;;‘:ﬂvf PALOSEINT el “j;f;ff;ﬁvf !
GA98A0Y I\Cl\}cltnx Systen. Sl 3axMcHuit Gap ep WDGEGUARD 3axucHui Hap’ep
edge Guard Refill o .
MaJnii RF MaJTHi
Palodent® V3 Sectional ”;::}f:::”v; PALOBE)NT v3 Hj;:ﬁ:r:uv; l
L M\?Jrlx System Medium 3axHCcHHI Gap'ep WDGEGUARD 3axvcHUM Oap'ep
edge Guard Refill e sy
CepeaHii RF cepeaHin
Palodent® V3 Sectional [lanonent V3 PALODENT V3 [TanonenT V3 I
659850V Matrix System Large MaTpHUHHIi LG MaTpHYHHH
Wedge Guard Refill 3axMcHUI Oap’ep WDGEGUARD 3axMcHHii Gap ep
BEJIHKHHA RF BEJIMKHIH




Palodent® V3 Sectional [ManonpenT V3 PALODENT V3 —
659860 Matrix System 7.5mm MaTpHL ceKUiiHi BANDS 7.5 MM ; w
v Matrices Refill 7.5Mm /50 WEIRUHL = SN
7.5mMm/50 .
: [Tanoagent V3 PALODENT V3
659900v Jalqdent@ ¥3 S|ectlona] MaTpH4Ha cucTeMa | RING REFILL Hanqnem ¥3
atrix System Ring Refill Tt KljlbLle
: [Manopent V3 PALODENT V3
625.00.005 Palo.dent® Yo Sectlona]‘ MaTpH4Ha CHCTEMa STARTER KIT Ha.nonetl'r V3.
Matrix System Starter Kit 5 . cTapToBHii Habip
cTapToBHMii Habip (EU)
Palodent® V3 EZ Coat l'lanq,uem X3 . PALODENT V3 ﬂa;tqﬂeHT }/“3 ‘
659610V Sectional Matrix System MaTpuUi CeKuifiHi 3 EZ COAT MaTpHLi ceKUiiHI 3
3 Sim Mattices Refill MOKPUTTAM 3.5MM MATRICES MOKPHTTAM
' 3.5MM 50 3.5mMM/50 wr.
Palodent® V3 EZ Coat Hanq)lem ‘\63 . PALODENT V3 ]']a.no_ﬂeHT Yv} _
659620V Sectional Matrix System MaTpHL CeKLIHHI 3 EZ COAT MaTpHLI CeKUIiHI 3
4 Srimi Matricss Refill MOKPUTTAM 4.5MM MATRICES TOKPUTTAM
4.5MM 50 4.5mMm/50 i,
Palodent® V3 EZ Coat I'Eanqﬂem .\CB _ PALODENT V3 l'lano_,uem .V,3 ‘
659630y Sectional Matrix System MaTpHLi CekLifini 3 EZ COAT MaTpHLL CeKLiiiHi 3
5.5mm Mairices Refill MOKPUTTAM 5.5MM MATRICES MOKPHUTTAM
) 5.5MM 50 5.5MM/50 wr.
Palodent® V3 EZ Coat [Tanonent V3 PALODENT V3 [Tanonent V3
659640y Sectional Matrix System MAaTpHLL CeKLiiHi 3 EZ COAT MaTpHLUI CeKLiHHI 3
5.5mm Matrices Refill (90 MOKPHTTAM 5.5MM MATRICES NOKPHTTAM
count) (90 wt.) 5.5MM 90 5.5Mm/90 i,
Palodent® V3 EZ Coat ﬂa.no_ﬂBHT Y,3 - PALODENT V3 ﬂaﬂq}leHT ‘\13 .
659650y Sectional Matrix System MaTpHLLi CeKUIiHI 3 EZ COAT MaTpHLL CEKLIiHI 3
6.5mm Matrices Refill MOKPUTTAM 6.5MM MATRICES MOKPHTTAM
) 6.5MM 50 6.5Mm/50 wr.
Palodent® V3 EZ Coat HanqﬂeHT X3 . PALODENT V3 I‘[anopem }/“3 ‘
659660V Sectional Matrix System MaTpHLl CeKLIHHI 3 EZ COAT MaTpHLi cekuiiini 3
7 $Smm Matrices Refill MOKPUTTAM 7.5MM MATRICES MOKPHTTAM
' 7.5MM 50 7.5Mm/50 .
On behalf of Dentsply LLC doing business as Dentsply Caulk/
Bin imeni TOB Identcnnai, skuit BucTynae mig nassoro Jlenrennaii Konk:
KepiBHuk npeacTaBHHUTBA IMore6una M.T.
«IEHTCILIAN JlimiTea» B
Ykpaini

(position/mocana)

(signature/nianuc)

01.11.2023
(date/nara)

(name, patronymic, surname/I11B5)

valid till/nie no
14.01.2028




