JAEKJIAPALISA ITPO BIAMMOABIAHICTD Ne 2, Bepcis 2/
DECLARATION of CONFORMITY Ne 2, version 2

Bupo6uux/Manufacturer: DENTSPLY Tulsa Dental Specialties/ﬂEHTCﬂJlAﬂ Tanca Jlentan Cnemantii

NiATBePIKYE, 0 BCi MeAHYHI BHPOOH, 10 nepepaxoBani B /logatky 1/ declare that all medical devices listed in A nnex 1

Kunac pusnky/ Risk class: Ila sriqno Jlogatky 2 TexHiYHOro permaMeHTy 111010 MeJHuHUX BHpoGiB Ne 753 Bix 2.10.2013 poky
/l1a according to Attachment 2 of Technical Reglament for medical devices No. 753 from 2.10.2013

sIKi BAFOTOBJISIIOThes HAa /which are manufactured at: DENTSPLY Tulsa Dental Specialties/IEHTCILJIAM Tanca
Jlentan CnewanTis

aapeca BHpoOHH4oro maliaanunky/address of manufacturing site: 608 Rolling Hills Drive, Johnson City, Tennessee,
37604, USA/608 Poaainr X ina3 /lpaiis, soncon Ciri, Tennecci, 37604, CLLIA

BianosinawTs, BUMoram TexHiYHOro perjiaMeHTy W00 MeAHM4YHHX BHPOOiB, 3aTBepmxkeHoro IlocranoBoi KaoGiHery
MinicTpiB Ykpainu Bix 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

Texniuna 10Ky MeHTallis Ha MeAWYHI BUpoOH po3polbieHa Ta BipoBakeHa/Technical documentation for medical devices
has been developed and implemented.

YnoBHOBaKeHHii mNpeacTaBHHK BHpoOHMKka B YkpaiHi/Responsible representative of manufacturer in Ukraine:
[peacrasuuurso “JIEHTCITJIAW Jlimiten" 3a aapecoto ByJ. Benuka BacuabkiBebka, OyauHok 9/2, odic 40, m. Kuis 01004,
Vkpaina, B 0co6i: ['osiou [1pescraBuuiira [ToreGHi Muxaiina (3a Jlekaapauieto moao YIT B Ykpaini Bin 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).

Jleknapauito BiamoBiaHocti ckiaaeno Ha miacrasi/Declaration of Conformity was drawn in reliance upon:
Ceprudikar Bianosignocti Ne PR.115-18 Bix 06.03.2020 p. / Certificate of conformity Ne PR.115-18 from 06.03.2020.

Opran 3 ouiHku BianosiaHocti ToBapucTBO 3 0OMexeHoto BianosigaibHicTio «IMITPYB MEJIUKE]D» akpeautoBaHo
HauioHanbHMM areHTCTBOM 3 akpeauTalii Ykpainu (atecratu npo akpeauraiito Ne 10304 Bix 24.11.2020 ta Ne 80104 Bin
24.11.2020) Ta npu3HaY€HO OPraHOM 3 OLHKM BiAMOBIAHOCTI MPOMYKLUii BMMOram TeXHi4HOro pernameHTy wWoao
MEeIMYHUX BHMpOOiB, 3aTBepkeHOro mnocraHoBoro Kabinety MinicTpiB Vkpainum Bin 02.10.2013 Ne 753 - naka3s
MiHicTepcTBa pO3BMTKY €KOHOMIKH, TOPriBii Ta Ciibcbkoro rocrnopapctsa Ykpainu Bia 12.01.2021 Ne 36, Texuiunoro
perjaaMeHTy LIOA0 MEIMYHMX BUPOGIB Uil JIarHOCTHKH in Vitro, 3aTBepiukeHoro mocrtaHoBoto Kabinety MinicTpis
Vkpainu Bin 02.10.2013 Ne 754 - Haka3 MiHicTepcTBa pO3BHTKY €KOHOMIKM, TOPTiBJi Ta CiIbCHKOIO rocroaapcTsa
Vkpainu Bin 12.01.2021 Ne 38, TeXHiYHOrO perJaMeHTy OO0 AKTHMBHMX MEIMYHMX BHpPOOIB, W10 iMILIAHTYIOT,
3aTBepIKEHOro nocraHoBoro KaGinery MiuictpiB Ykpainu Bin 02.10.2013 Ne 755 - nakas MiHicTepcTBa pO3BMTKY
€KOHOMIKH, TOPTiBJli Ta CiIbCbKOro rocrnonapcTsa Ykpainu Bin 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.

BianosianbHICTh 3a J0CTOBIPHICTH Ha/iaHOT iHpopMallil Hece BUpoOHKK./ Manufacturer is responsible for authenticity of
the provided information.



Plastic endodontic obturators/ [ln1acTHKOBI eHI0AOHTHYHI 00TYypaTOpH

Gutta percha core obturators/I'yranepueBi o6Typaropu Ha Hocii

Attachment 1//loaaTok 1

English name of product Ukrainian name of product
REF/Karanoxuuii modifications /Ha3Ba modifications /Hazsa
- S Class/Knac
HOMeEp mMoaudikauii BHpoOy moaudikauii BHpody
AHTJTiHCBKO 10 MOBOIO YKPaiHCBKO 0 MOBOIO
A1411B0000100 THERMAFIL FOR PROTAPER | O6typaropu Tepmadia s Ila
GOLD F1 BLISTER OF 6 I[Ipoteiinep ['ong @1 Gaicrep no 6
A1411B0000200 THERMAFIL FOR PROTAPER | O6typaropu Tepmadia s Ila
GOLD F2 BLISTER OF 6 [Ipoteiinep "o D2 Gaicrep no 6
A1411B0000300 THERMAFIL FOR PROTAPER | O6typatopu Tepmadin mis Ila
GOLD F3 BLISTER OF 6 [Tpoteiinep ["onn @3 Gaicrep no 6
A1411B0000400 THERMAFIL FOR PROTAPER | O6typaropu Tepmadin ais Ila
GOLD F4 BLISTER OF 6 [lporeiinep I'oax @4 Gaicrep o 6
A1411B0000500 THERMAFIL FOR PROTAPER | O6typatopu Tepmadin ais Ila
GOLD F5 BLISTER OF 6 [Mporeiinep INoax @S Gaicrep o 6
A1411P0000100 THERMAFIL FOR PROTAPER | O6typaropu Tepmadin mis Ila
GOLD F1 PACK OF 30 [Tpotetinep [N'ona @1 kopoOka no
30
A1411P0000200 THERMAFIL FOR PROTAPER | OGtyparopu Tepmadin mis Ila
GOLD F2 PACK OF 30 ITpotetinep ['ona d2 kopobka no
30
A1411P0000300 THERMAFIL FOR PROTAPER | O6typaropu Tepmadia aus Ila
GOLD F3 PACK OF 30 [lporeiinep 'oan @3 kopobka no
30
A1411P0000400 THERMAFIL FOR PROTAPER | O6typaropu Tepmadin s Ila
GOLD F4 PACK OF 30 [Tpotetinep ['ona @4 kopoOka no
30
A1411P0000500 THERMAFIL FOR PROTAPER | OGtyparopu Tepmadin pis Ila
GOLD F5 PACK OF 30 [Tporeiinep ['ona @5 kopoOka no
30
A1802B0042500 # GUTTACORE BLISTER FOR | O6typaropu ['yTrakop mis Ila
PTN X2 [Ipoteiinep Hekct X2 B Guictepi
A1802B0043000 # GUTTACORE BLISTER FOR | O6typaropu I'yTTakop s Ila
PTN X3 Ilporeiinep Hekct X3 B Gaictepi
A1802B0044000 % GUTTACORE BLISTER O06typaropu ['yTrakop s Ila
FOR PTN X4 [Mporeiinep Hekct X4 B Gaictepi
A1802B0045000 % GUTTACORE BLISTER OOtyparopu I'yrTakop ais Ila
FOR PTN X5 [Ipoteiinep Hekct X5 B Guictepi
A1802P0042500 # GUTTACORE PACK FOR Oo6typaropu I'yrrakop ais Ila
PTN X2 ITpoteiinep Hekct X2 B kopoOui
A1802P0043000 # GUTTACORE PACK FOR O06typaropu I'yTrakop /s I1a
PTN X3 Iporeiinep Hekct X3 B kopoOui
A1802P0044000 % GUTTACORE PACK FOR O06typaropu ['yTrakop s Ila
PTN X4 [lporeiinep Hekct X4 B kopoOui
A1802P0045000 % GUTTACORE PACK FOR O6Ttyparopu I'yTrakop ans Ila
PTN X5 ITporeiinep Hekct X5 B kopoOiui
A1803B0042500 GUTTACORE BLISTER FOR O6typaropu I'yrrakop aus Ila
PTN X2 [poreiinep Hekct X2 B Gaictepi
A1803B0043000 GUTTACORE BLISTER FOR OO6typaropu I'yrrakop aus Ila
PTN X3 [Tporeiinep Hekct X3 B Gaictepi
A1803B0044000 GUTTACORE BLISTER FOR OOryparopu I'yTrakop as Ila
PTN X4 Ilporeiinep Hekct X4 B Gaictepi
A1803B0045000 GUTTACORE BLISTER FOR OO6typaropu ['yrTakop ais Ila
PTN X5 [Tpoteiinep Hekct X5 B OaicTepi
A1803P0042500 GUTTACORE PACK FOR PTN | O6typaropu I'yrrakop ais Ila
X2 ITpoteiinep Hekct X2 B kopoOiii
A1803P0043000 GUTTACORE PACK FOR PTN | O6typaropu ['yTrakop s Ila




X3

[Ipoteiinep Heket X3 B kopo6ui

A1803P0044000

GUTTACORE PACK FOR PTN
X4

O06ryparopu I'yTTakop as
Ilporeiinep Heket X4 B kopoOiti

Ila

A1703B0042000 GUTTACORE OBTURATOR O0typaropu I'yrrakop 020B Ila
020B

A1703B0042500 GUTTACORE OBTURATOR O0Oryparopu ['yrrakop 025B Ila
025B

A1703B0043000 GUTTACORE OBTURATOR O06ryparopu ['yrrakop 030B Ila
030B

A1703B0043500 GUTTACORE OBTURATOR O0typaropu ['yrrakop 035B Ila
035B

A1703B0044000 GUTTACORE OBTURATOR O06ryparopu ['yrrakop 040B Ila
040B

A1703B0044500 GUTTACORE OBTURATOR O0typaropu I'yrrakop 045B Ila
045B

A1703B0045000 GUTTACORE OBTURATOR O0typaropu I'yrrakop 050B Ila
050B

A1703B0045500 GUTTACORE OBTURATOR OO6typaropu I'yrrakop 055B Ila
055B

A1703B0046000 GUTTACORE OBTURATOR O06ryparopu ['yrrakop 060B Ila
060B

A1703B0047000 GUTTACORE OBTURATOR O06typaropu ['yrrakop 070B Ila
070B

A1703B0048000 GUTTACORE OBTURATOR O6typaropu ['yrrakop 080B lla
080B

A1703B0049000 GUTTACORE OBTURATOR O0typaropu I'yrrakop 090B Ila
090B

A1703P0042000 GUTTACORE OBTURATOR O6Typaropu I'yrrakop 020P Ila
020pP

A1703P0042500 GUTTACORE OBTURATOR O6ryparopu 'yrrakop 025P Ila
025P

A1703P0043000 GUTTACORE OBTURATOR OO0ryparopu ['yrrakop 030P Ila
030P

A1703P0043500 GUTTACORE OBTURATOR O0typaropu I'yrrakop 035P Ila
035pP

A1703P0044000 GUTTACORE OBTURATOR OOtyparopu I'yrrakop 040P I1a
040pP

BNSGCWGS500SML GUTTACORE FOR OO6typaropu ['yrrakop s [la
WAVEONE GOLD - SML BeiisBau ["oa1 — mani

BNSGCWGS00PRI GUTTACORE FOR OOtyparopu ['yrTakop as Ila
WAVEONE GOLD - PRI BeiisBau o1 — nepBuHHi

BNSGCWGS00MED GUTTACORE FOR O6typaropu ['yTrakop s Ila
WAVEONE GOLD - MED BeiisBau ['oan — cepenni

BNSGCWGS500LRG GUTTACORE FOR OOtyparopu ['yTrakop juis Ila
WAVEONE GOLD - LRG BeiisBan ["oJ11 — Beuki

BNSGCWGCO00SML GUTTACORE FOR OOryparopu ['yrrakop s Ila
WAVEONE GOLD - SML 25 BeiiBBan ['ona — mani ynakoska o
PACK 25

BNSGCWGCOOPRI GUTTACORE FOR OO6typaropu ['yTTakop juis I1a
WAVEONE GOLD - PRI 25 BeiiBBan ['ona — nepBuHHi
PACK yIakoBKa 1o 25

BNSGCWGCOOMED GUTTACORE FOR OO6ryparopu ['yrTakop s Ila
WAVEONE GOLD - MED 25 BeiiBBan ['onn — cepenni ynakoska
PACK no 25

BNSGCWGCOOLRG GUTTACORE FOR O06typaropu ['yTTakop s Ila

WAVEONE GOLD - LRG 25
PACK

BeiisBau 'oan — Benuki ynakoBka
no 25

A1750B0000L00

THERMAFIL FOR WAVEONE
GOLD - LARGE 6P

OO6ryparopu Tepmadin s
BeiisBau Nosit — Benuki ynakoska
no 6

Ila

A1750B0000M00

THERMAFIL FOR WAVEONE

OO6typaropu Tepmadin ais

Ila




GOLD - MEDIUM 6P

BeiisBan ["o1 — cepeaHi ynakoBka
no 6

A1750B0000P00

THERMAFIL FOR WAVEONE
GOLD - PRIMARY 6P

OO0ryparopu Tepmadin ais
Bei#BBau "o — nepBuHHi
yrnakoBka 1o 6

Ila

A1750B0000S00

THERMAFIL FOR WAVEONE
GOLD - SMALL 6P

O06typaropu Tepmadia aus
BeiisBau ['oa1 — Mani ynakoBka no
6

Ila

AT1750P0000L0O0

THERMAFIL FOR WAVEONE
GOLD - LARGE 30P

OOtyparopu Tepmadin s
BeiisBan ["0.11 — Besinki ynakoska
no 6

Ila

A1750P0000MO00

THERMAFIL FOR WAVEONE
GOLD - MEDIUM 30P

OO6typaropu Tepmadin ans
BeiiBBan 011 — cepeani ynakoska
no 30

Ila

GOLD - SMALL 30P

BeiisBau 'oa — mani ynakoBka no

AT1750P0000P00 THERMAFIL FOR WAVEONE | O6typaropu Tepmadin mis Ila
GOLD - PRIMARY 30P BeiiBan ["oa — nepBuHHi
ynakoBka 1o 30
A1750P0000S00 THERMAFIL FOR WAVEONE | O6typaropu Tepmadin ais Ila

Senior QARC Manager

]

(position/mocana)

Ileuarka/Stamp

TENNESSEE
NOTARY

My Commiss'pn Expires

OS/02/POA

Notary Public

(position/mocazna)

11.03.2024

(nara/date)

30 :
" :
( MC/‘&%@ZEYK—/ Terri Stanton

(signature/mianuc)

(name, patronymic, surname/I1IB)

zie no/ 27.02.2025
valid till

Anthony Skeans
(name, patronymic, surname/I11B)




