AEKJIAPALIA MPO BIAMOABIAHICTD Ne 3, Bepcisi 2/
DECLARATION of CONFORMITY Ne 3, version 2

Bupoouux/Manufacturer: DENTSPLY Tulsa Dental Specialties/ IEHTCIIJIAHM Tanca Jlentan Cnemanris

HiATBEP/IKYE, M0 BCi MeaH4YHi BHPOOH, o nepepaxosani B Jlogatky 1/ declare that all medical devices listed in A nnex 1

Knac pusuky/ Risk class: I1a sriaqno Jlogarky 2 TexHiUHOrO periaMeHTy 100 MeAHUYHHX BUPOO6iB Ne 753 Bix 2.10.2013 poky
/lla according to Attachment 2 of Technical Reglament for medical devices No. 753 from 2.10.2013

AIKi BHTOTOBJISIOTHCS HA /Which are manufactured at: DENTSPLY Tulsa Dental Specialties/IEH TCIIJIAM Tanca JlenTan
Cnemanris

aapeca BUpoOHuYOro maiinanuuky/address of manufacturing site: DENSPLY Dental (Tianjin) Co., Ltd. H2 Ho ngtai
Industrial Estate, No 78 Taihua Road, TEDA 300457 Tianjin, China/IEHTCIIJIA M Jentan (Tanbuzine) Ko., JIta. X2
XyHnreii Ingacrpian Icreiit, Ne 78 Taiixya Poya, TEJA 300457 Taub13iub, Kuraii

BianosinaoTh BuMoram TeXHIYHOrO perjaMeHTy II0A0 MeIMYHHX BHPOGIB, 3aTBepuKeHoro IlocTaHOBOIO Kabinery
Minicrpis ¥V kpaiun 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

Texniuna j0kyMeHTalis Ha MeauuHi BAPOOH po3pobaena Ta Bnposamkena/Technical documentation for medical devices
has been developed and implemented.

YnoBHoBaxkeHuii MNpeaCcTABHMK BHPOOHHKA B YKpaini/Responsible representative of manufacturer in Ukraine:
IMpescrauuirso “JIEHTCIUIAM Jlimiten" 3a aapecoto Byn. Benuka Bacuabkisebka, Gyaunox 9/2, odic 40, m. Kuis 01004,
Ykpaina, B 0co0i: I'on108u [peacrapuuiurea [oteOni Muxaiina (3a Jleknapauieto mogo Y1 B Ykpaini Bix 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).

Jexnapauito BianoianocTi ckaaneno Ha niacrasi/Declaration of Conformity was drawn in reliance upon:
Ceprudikar Bianosianocti Ne PR.115-18 Bia 06.03.2020 p. / Certificate of conformity Ne PR.115-18 from 06.03.2020.

Opran 3 ouiHkn BianosiaHocTi ToapucTBO 3 0OMexeHOW BianosizansHicTio «IMITPYB MEJUKEJI» akpeautoBaHo
Hauionanbuum areHTcTBOM 3 akpeauTaii Ykpainu (atectatu npo akpeauraiiio Ne 10304 iz 24.11.2020 ta Ne 80104 Bin
24.11.2020) Ta npu3sHAYE€HO OPraHOM 3 OLIHKM BIAMOBIAHOCTI Mpomykuii BuMoram TeXHIYHOro perliaMmeHTy 11010
MEIMYHUX BUPOOIB, 3aTBEep/KeHOro moctaHoBoro KabGiwery MinictpiB Vkpainu Bim 02.10.2013 Ne 753 - nakas
MiHicTepcTBa pO3BUTKY €KOHOMIKH, TOPriBIIi Ta CilbCcbKOro rocnoaapctBa Ykpainu Bin 12.01.2021 Ne 36, TexHiunoro
PErJIaMEHTy 1100 MENYHHX BUPOOIB /U 1IarHOCTHKM in Vitro, 3aTBepukeHOro noctaHoBoto KaGinety MinicTpiB Vkpaitu
Bin 02.10.2013 Ne 754 - waka3 MiHicTrepcTBa pO3BMTKY €KOHOMIKH, TOPTiBJi Ta CLIBCHKOrO rocrnoaapcTBa YKpaiHu Bin
12.01.2021 Ne 38, TeXHiYHOrO perJaMeHTy MO0 AKTUBHUX MEJWYHMX BHPOGIB, IO iMIUTAHTYHOT, 3aTBEP/KEHOTO
noctaHoBoto Kabinery Miuictpis Vkpainu Bin 02.10.2013 Ne 755 - naka3 MiHicTepcTBa po3BUTKY €KOHOMIKHM, TOPriBJIi Ta
cinbebkoro rocnoaapersa Ykpainu Big 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.

BianosizanbHicts 3a 10cTOBipHiCTh Hananoi ingopmanii Hece BHpoGHHK./ Manufacturer is responsible for authenticity of
the provided information.
Attachment 1/Joaatok 1



Endodontic absorbent paper points/ Enogontnuni abcopGyroui naneposi mrudru

English name of product

Ukrainian name of product

A241W00090103

POINTS F1-F5 ASSORT
BOX OF 4X30 1X60 F2

['onp @ 1-DS Habip kopobka o
4x30 Ta d)z no 1x60

REF/Katanoxuuii modifications /HazBa modifications /Hasga
HOMep moaHugikauii BUpody moaudpikauii BUpody Classilame
AHTJIiHCbKOK MOBOIO YKpPaiHCbKOI MOBOIO
A175W00000S03 WAVEONE GOLD PAPER | llitu¢ti naneposi BeiieBan Ila
POINTS - SMALL [ong — Mani
WAVEONE GOLD PAPER | llltudtu nanepoei BeiieBan [la
A175W00000P03 POINTS - PRIMARY ["oa1 — nepBUHHI
WAVEONE GOLD PAPER | Utudtu naneposi BeiisBan Ila
A175W00000M03 | POINTS - MEDIUM ["ona — cepenni
WAVEONE GOLD PAPER | llltudtu naneposi BeiiBBan lla
A175W00000L03 POINTS - LARGE ["ona — Benuki
A241W00000103 PROTAPER GOLD PAPER | llltudtu naneposi I[1poreiinep | Ila
POINTS F1 BOX OF 180 ["'onag @1 kopobka o 180
PROTAPER GOLD PAPER | llItudtu naneposi [1poreiinep | Ila
A241W00000203 POINTS F2 BOX OF 180 ["onp P2 kopobka no 180
PROTAPER GOLD PAPER | llITudtu naneposi I[poreiinep | lla
A241W00000303 POINTS F3 BOX OF 180 ["ong @3 kopobka no 180
PROTAPER GOLD PAPER | llItu¢tu naneposi I[1poreiinep | Ila
A241W00000403 POINTS F4 BOX OF 180 ["ong @4 kopoOka no 180
PROTAPER GOLD PAPER | UItu¢tu naneposi [1poreiinep | Ila
A241W00000503 POINTS F5 BOX OF 180 ["ong @5 kopobka no 180
PROTAPER GOLD PAPER | llITudtu naneposi [poreiinep | Ila
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