AEKJAPAUIA IMTPO BIAMOABIAHICTD Ne 4, Bepcin 2/
DECLARATION of CONFORMITY Ne 4, version 2

BupoGuukx/Manufacturer: DENTSPLY Tulsa Dental Specialties/ IEHTCIIJIAN Tanca Jentan Cnemanris

MiATBeP/KYE, MO Bei MeAHYHI BHPOOH, 110 nepepaxoBani B /loaatky 1/ declare that all medical devices listed in Annex 1

Knac pusuky/ Risk class: Ila sriano Jlonatky 2 TexHiuHOro perjaMeHTy 11010 MeAMYHUX BUpoGiB Ne 753 Bin 2.10.2013 poky /Ila
according to Attachment 2 of Technical Reglament for medical devices No. 753 from 2.10.2013

IKi BAroToBsIOTHCs HA /Which are manufactured at: DENTSPLY Tulsa Dental Specialties//IEHTCITJIAM Tasca [dentan
Cnemanris

ajpeca BupoOHuuoro maiiaanuuky/address of manufacturing site: 608 Rolling Hills Drive, Johnson City, Tennessee, 37604,
USA/608 Poauinr Xinas [paiis, Ixkouncon Citi, Tennecci, 37604, CLLIA

BiANOBIalTL BuMoram TexHiYHOro persiaMeHTy 010 MeIH4YHHX BHPOOIB, 3aTBeprkenoro [locranosoro Kabinery 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

TexHiuHa 10oKyMeHTaLlisi Ha MeaH4HI BUpoOH po3pobieHa Ta Biposaakena/Technical documentation for medical devices has been
developed and implemented.

YnoBHoBakeHHii NnpeAcTaBHUK BHPoOHHKA B YKkpaini/Responsible representative of manufacturer in Ukraine: [IpeicraBuuirso
“JIEHTCITJIAH Jlimiten" 3a anpecoto By.1. Bennka Bacuibkiebka, Oyaunok 9/2, odic 40, m. Kuis 01004, Ykpaina, B 0co6i: ['on0BH
ITpencrasuuursa [loTeOni Muxaiina (3a Jlekaapatuicio woao Y11 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).

JMexaapauito BianosianocTi cknaaeno Ha niacrasi/Declaration of Conformity was drawn in reliance upon:
Ceprudikar ignosizHocti Ne PR.115-18 Bix 06.03.2020 p. / Certificate of conformity Ne PR.115-18 from 06.03.2020.

Opran 3 ouiHku BianoiaHocTi ToBapucTBO 3 0OMexeHOWw BianosimanbhicTio «IMITPYB MEJIMKEJT» akpeautoBaHo
HauionanbHum areHTcTBOM 3 akpeautauii Ykpaidu (arecratd mpo akpeaurauito Ne 10304 Bin 24.11.2020 ta Ne 80104 Bin
24.11.2020) Ta npu3Ha4YeHO OPraHOM 3 OUIHKH BiANOBiAHOCTi MPOAYKUii BUMOraM TeXHIYHOrO perJameHTy IIOAO0 MeIHuHHX
BMPOOIB, 3aTBEPIKEHOro moctaHoBoto Kabinery MinictpiB Vkpainn Bin 02.10.2013 Ne 753 - Hakas MinicTepcTBa po3BHTKY
CKOHOMIKH, TOpriBIli Ta CilbcbKoro rocmnonapctea Ykpainu Bin 12.01.2021 Ne 36, TexHiUHOro peryiaMeHTy IIOAO0 MeIHUHHX
BUPOOIB /U1 IarHOCTHKM in Vitro, 3aTBepkeHOro nocraooo KaGineTy Minictpis Vkpainm Bin 02.10.2013 Ne 754 -
Haka3 MiHicTepcTBa pO3BUTKY €KOHOMIKHM, TOPriBJi Ta CLIbCbKOro rocnonapctsa Ykpainu Bin 12.01.2021 Ne 38, Texuiunoro
PErIaMeHTy LIOJI0 aKTUBHUX MEAWYHUX BUPOOIB, IO IMILIAHTYIOTh, 3aTBEPKEHOrO nocTaHoBoto KabiHery Minictpis Ykpainu
Bia 02.10.2013 Ne 755 - Haka3 MiHicTepcTBa po3BUTKY €KOHOMIKH, TOPTiBJIi Ta CillbCbKOro rocrnonapctsa Ykpainu Bix 13.01.2021
Nedl./

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.

Bianosinanbuicts 3a nocrosipuicts namanoi indopmauii Hece BupoGHuk./ Manufacturer is responsible for authenticity of the
provided information.

Attachment 1/Jopartox 1



ProRoot Mineral Trioxide Aggregate (MTA) root canal repair material/ILnomGyBaabuuii MaTepian
IIpoPyT Minepasbnuii Tpuokcna arperat (MTA)

English name of product Ukrainian name of product
REF/Karanoxunii modifications /Hassa modifications /Ha3sa
o g o Class/Kaac
HOMep mMoaudikauii BUpoOy mMoaudikauii BUpoOy
AHTJIHChKOK MOBOIO YKPaiHCbKOI0 MOBOIO
A040500000300 PRO ROOT MTA [TnomGyBanbHuii MaTepian Ila
4X0.5GR WHITE [Tpo Pyt MTA Baiit 4X0.5I"
A040500000400 PRO ROOT MTA [1nomOyBanbHuii MaTepian Ila
10X0.5GR WHITE npo Pyt MTA Baiir 10X0.5T
P
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