JAEKJIAPALIS PO BIAMOABIAHICTD Ne 1, Bepcis 3 /
DECLARATION of CONFORMITY Ne 1, version 3

Bupoouuk/Manufacturer: DENTSPLY Tulsa Dental Specialties/JIEHTCITJIAM Tanca Jenrtan Cnewantis
MiATBEP/UKYE, L0 BCi Men4Hi BUPOOH, o nepepaxopaui Hmkye / declare that all medical devices listed below

Kuaac pusuky/ Risk class: Ila 3rinno Jlonatky 2 TexHiunoro perjamMeHTy wWoa0 MeAMYHUX BUpoOGiB Ne 753 Bin
2.10.2013 poky /lla according to Attachment 2 of Technical Reglament for medical devices No. 753 from 2.10.2013

IKi BUTOTOBsIIOThCs1 Ha /Which are manufactured at: DENTSPLY Tulsa Dental Specialties/TEHTCITJIAM Tanca
Jentan Cnewanris

aapeca BHpOOHHYOro maiinanunky/address of manufacturing site: 608 Rolling Hills Drive, Johnson City,
Tennessee, 37604, USA/608 Posinr Xinns Jlpaiis, Jlxxoncon CiTi, Tennecci, 37604, CLLIA

BIANOBiNAIOTH BUMoramM TeXHIYHOro perjaameHTy OO0 MeIMUHHX BHPOGIB, 3atBepkeHoro IlocranoBoro KaGinery
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

TexHiuna nokymeHTalis Ha Mean4Hi BUpoOM po3pobiena Ta Bnpopamkena/Technical documentation for medical
devices has been developed and implemented.

YnoBHoBaxenuii npeacTaBHHK BUPOOHUKa B Y Kkpaini/Responsible representative of manufacturer in Ukraine:
[peacrapunurso “JIEHTCITJIAHM Jlimiten" 3a anpecoto Byn. Bennka BacunbkiBebka, GyauHok 9/2, odic 40, M. Kuis
01004, Ykpaina, B ocobi: ['onosn INpencrasunursa [ote6ni Muxaiina (3a Jleknapauieio wono VI B VkpaiHi Bia
04.06.2018 p.)

“Dentsply Limited” representative office, vul.Velika Vasilkivska, budinok 9/2, office 40, Kyiv 01004, Ukraine is
represented by: Head of the representative office Mykhailo Potebnya (according to Declaration upon AR in Ukraine
from 04.06.2018).

Mexnapauito Bianosianocti ckiaaeno Ha niacrasi/Declaration of Conformity was drawn in reliance upon:
Ceprugikar Bianosianocti Ne PR.115-18 Bix 06.03.2020 p./ Certificate of conformity Ne PR.115-18 from
06.03.2020.

Opran 3 ouinku BinnosiaHocti ToBapHCTBO 3 0OMexeHOW BianosinanbHicTio «IMITPYB MEJUKEJT» aKpeIMTOBaHO
Hauionanbhum arentcTBoM 3 akpeaurauii Ykpainu (atectatu npo akpeaurauito Ne 10304 six 24.11.2020 ta Ne 80104 Bix
24.11.2020) Ta npu3HAYEHO OPraHOM 3 OUIHKM BiAMOBIAHOCTI MpoayKuii BMMoram TexHiYHOTO pernIaMeHTy 11010
MEIMYHHX BUPOOIB, 3aTBEpIKEHOro rnoctaHoBow Kabinery Miuictpie Vkpainu Bix 02.10.2013 Ne 753 - makas
MinicTepcTBa PO3BMTKY €KOHOMIKH, TOPTiBIIi Ta CLILCbKOTO rocnonapcTBa Vipainm Bix 12.01.2021 Ne 36, Texniunoro
PEryIaMeNTy LL0/10 MEMYHUX BUPOOIB /U1l AlarHOCTHKM in Vitro, 3aTBepKEHOro noctaHoBow Kabinety MinicTpiB Vkpainu
Bin 02.10.2013 Ne 754 - naka3 MiHicTepcTBa pO3BMTKY €KOHOMIKH, TOPTiBIi Ta CLIbCHKOIO rocrnoaapcTsa YKpaiHu Bia
12.01.2021 Ne 38, TexHi4HOro perjiaMeHTy W00 AaKTMBHMX MEIMYHHX BHMPOOIB, LIO IMITaHTYIOTh, 3aTBEPIXKEHOIO
noctaHoBoto Kabinery Miuictpis Vkpainu Bix 02.10.2013 Ne 755 - naka3 MiHicTepcTBa po3BHTKY €KOHOMIKH, TOpriBii Ta
CisibcbKoro rocroaapcetsa Ykpainu Bix 13.01.2021 Ne 41./

Conformity assessment body Conformity assessment body Limited Liability Company “IMPROVE MEDICAL”
which is accredited by the National Accreditation Agency of Ukraine (accreditation certificates No. 10304 dated
24.11.2020 and No. 80104 dated 24.11.2020) and appointed as a body for assessing product conformity to the
requirements of the Technical Regulations on Medical Devices, approved by the resolution of the Cabinet of Ministers
of Ukraine dated 02.10.2013 No. 753 - order of the Ministry of Economic Development, Trade and Agriculture of
Ukraine dated 12.01.2021 No. 36, Technical Regulations on medical devices for in vitro diagnostics, approved by the
resolution of the Cabinet of Ministers of Ukraine dated 02.10.2013 No. 754 - Order of the Ministry of Economic
Development, Trade and Agriculture of Ukraine dated 12.01.2021 No. 38, Technical Regulations on Active



Implantable Medical Devices, approved by Resolution of the Cabinet of Ministers of Ukraine dated 02.10.2013 No.
755 - Order of the Ministry of Economic Development, Trade and Agriculture of Ukraine from 13.01.2021 No. 41.

BupoOHuk Hece BiANOBiNanbHICTb 3a 10CTOBIpHICTL HanaHoOT iHGoOpMALii.
Manufacturer is responsible for authenticity of the provided information.

Gutta percha points:
Gutta-Percha & Absorbent Paper Points (WaveOne Gold, Protaper Gold, Protaper Ultimate Conform Fit)/
I'yranepuyeBi mrugru:
Wtup T ryranepuesi ta Adcopdyroui Maneposi mrudTu (BeiisBan Foaa, lporeiinep I'osa, IMporeiinep

Aatimeiit Kondopm ®ir)

: Ukrainian name of
English name of product .
REF/Karanoxuuii | modifications /Ha3Ba !Vam.e g prod'uct ;
. invoice/ modifications /Ha3sa | Class/Knac
HOMeEp moaupikauii Bupooy . L g .
S Ha3sga B inBoiici Mouu'fl)ucauu BHPOOY
YKPaiHCbKOI0 MOBOIO
A175X00000S00 WaveOne Gold Variable % WAVEONE LItudru ryranepuesi | Ila
Tapered Gutta-Percha GOLD 11 EnnonoHTHUHKX
Points - small VARIABLE ®aiinis BeiisBan
TAPERED [onn - mani
GUTTA-PERC
A175X00000P00 WaveOne Gold Variable % WAVEONE tudru ryranepuesi | Ila
Tapered Gutta-Percha GOLD ans EHnonoHTHYHMX
Points - primary VARIABLE Daiini BeiiBBan
TAPERED ["onn - nepBuHHi
GUTTA-PERC
A175X00000M00 WaveOne Gold Variable % WAVEONE llItndtu ryranepuesi | Ila
Tapered Gutta-Percha GOLD i EHIonoHTHYHKX
Points - medium VARIABLE Daiinis BeiiBBan
TAPERED [onn - cepenni
GUTTA-PERC
A175X00000L00 WaveOne Gold Variable % WAVEONE IItudry ryranepuesi | Ila
Tapered Gutta-Percha GOLD i EHnonoHTHuHmX
Points - large VARIABLE Daiinis BeiisBan
TAPERED ["onn - Benuki
GUTTA-PERC
A241X00000100 PROTAPER GOLD # PROTAPER LITudry ryranepuesi | Ila
GUTTA-PERCHA F1 GOLD GUTTA- I[Tporeiinep Nonn @1
BOX OF 60 PERCHA F1 BOX | kopo6ka no 60
OF 60
A241X00000200 PROTAPER GOLD % PROTAPER tudru ryranepuesi | Ila
GUTTA-PERCHA F2 GOLD GUTTA- [Iporeiinep Nong ®2
BOX OF 60 PERCHA F2 BOX | kopo6Gka no 60
OF 60
A241X00000300 PROTAPER GOLD % PROTAPER Itudry ryranepuesi | Ila
GUTTA-PERCHA F3 GOLD GUTTA- [MTporeiinep INonn @3
BOX OF 60 PERCHA F3 BOX | kopo6ka no 60
OF 60
A241X00000400 PROTAPER GOLD % PROTAPER Ltudtu ryranepuesi | lla
GUTTA-PERCHA F4 GOLD GUTTA- [Tporeiinep INonn @4
BOX OF 60 PERCHA F4 BOX | kopo6ka no 60
OF 60
A241X00000500 PROTAPER GOLD % PROTAPER Ltu¢ry ryranepuesi | Ila
GUTTA-PERCHA F5 GOLD GUTTA- [Iporeiinep N'ong @5
BOX OF 60 KopobOka no 60




PERCHA F5 BOX
OF 60

A241X00090100 PROTAPER GOLD % PROTAPER Ltudtu ryranepuesi | lla
GUTTA-PERCHA F1-F5 | GOLD GUTTA- [Tpoteiinep Fonn @1
ASSORTMENT BOX OF | PERCHA F1-F5 xopoOka mo 5x12
5X12 ASSORTMENT
BOX OF 5X12
BNSPULGFGPOF1 | ProTaper PROTAPER Lltudtu ryranepuesi | lla
Ultimate™ Conform Fit ULTIMATE [Tporeiinep Anrimeiit
Gutta-Percha Points F1 CONFORM FIT Kondopm @it @1
GUTTA-PERCHA
Fl
BNSPULGFGPOF2 | ProTaper PROTAPER Ltudru ryranepuesi | Ila
Ultimate™ Conform Fit ULTIMATE [Tpoteiinep Antimeiit
Gutta-Percha Points F2 CONFORM FIT Kondopm @it ©2
GUTTA-PERCHA
F2
BNSPULGFGPOF3 | ProTaper PROTAPER [Itudru ryranepyesi | lla
Ultimate™ Conform Fit ULTIMATE ITpoteiinep AnrtimenT
Gutta-Percha Points F3 CONFORM FIT Koudopm @it @3
GUTTA-PERCHA
F3
BNSPULGFGPOFX | ProTaper PROTAPER LTndtu ryranepuesi | lla
Ultimate™ Conform Fit ULTIMATE ITpoteiinep Anrtimeiir
Gutta-Percha Points FX CONFORM FIT Kondopm @it X
GUTTA-PERCHA
FX
BNSPULGFGPFXL | ProTaper PROTAPER [ltudtu ryranepuesi | lla
Ultimate™ Conform Fit ULTIMATE IIporeiinep Anrtimeiit
Gutta-Percha Points FXLL. | CONFORM FIT Koudopm @it ®XJI
GUTTA-PERCHA
FXL
BNSPULGFGPAST | ProTaper PROTAPER LWtudru ryranepuesi | lla
Ultimate™ Conform Fit ULTIMATE [Tporeiinep Anrtimeit
Gutta-Percha Points F1-F3 | CONFORM FIT Kondopm @it ©1-03
GUTTA-PERCHA
F1-F3
BSTPULPMPPOF | ProTaper PROTAPER lITudru naneposi Ila
Ultimate™ Absorbent ULTIMATE [Tporeiinep Antimeiit
Point F1 ABSORBENT D1
POINTS F1
BSTPULPMPPOF2 | ProTaper PROTAPER Itugrn naneposi Ila
Ultimate™ Absorbent ULTIMATE [Tpoteiinep AntimMeiT
Point F2 ABSORBENT o2
POINTS F2
BSTPULPMPPOF3 | ProTaper PROTAPER HITudTn naneposi Ila
Ultimate™ Absorbent ULTIMATE [MTporeiinep Anrimeiit
Point F3 ABSORBENT D3
POINTS F3
BSTPULPMPPOFX | ProTaper PROTAPER LItndtu naneposi lla
Ultimate™ Absorbent ULTIMATE [Tpoteiinep Antimeiit
Point FX ABSORBENT oX
POINTS FX
BSTPULPMPPFXL | ProTaper PROTAPER ltudrunaneposi I1a
Ultimate™ Absorbent ULTIMATE [Ipoteiinep Antimeiir
Point FXL ABSORBENT DOXJI

POINTS FXL




BSTPULPMPPAST

ProTaper
Ultimate™ Absorbent
Point F1-F3

POINTS FI1-F3

PROTAPER HItudru naneposi lla
ULTIMATE [Tporeiinep Anrtimeiit
ABSORBENT O1-P3
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