61204, Yxpaina, m. Xapkis

61204, Ukraine, Kharkiv 1
HEH syn. J1.CeoBoan 34-148

L.Svobody st. 34, #148

tel./fax +38 (057) 33-77-440, dentaluxirade®ukr.net
773-25-10, 773-25-11 vbr649®@mail.ru
DECLARATION OF CONFORMITY JTEKJIAPAIIIS ITPO BIANNOBIAHICTD
No. COXO.UA/5/ver2 ‘ Ne COXO.UA/5/ver2
of the medical device — Dental Air Polisher CP-1, MeOuuH020 6upoty — CmomamonoiuHu
codocmpyiinuii hakonedHux CP-1,
listed in the Annex 1 to this Declaration of 3eiono nepenixy 6 JJooamky. 1 oo [lexnapayii npo
conformity, to the requirements of Technical 810n0GIOHICMb
regulation concerning medical devices (approved by sumozam Texniuno2o peznamenmy ujo00 MeOUHHUX
the Decree of the Cabinet of Ministers of Ukraine on | eupobis (sixuti 3ameepodicenuii [Iocmano6oio Kabinemy
02 October, 2013 under No. 753). Minicmpie Ypainu 6io 02 ocosmus 2013 p. Ne 753).
Manufacturer: Bupobnux:
name: FOSHAN COXO MEDICAL | naiivenysanns: ®OIMAHbB KOKCO MEIIKJ
INSTRUMENT CO., LTD IHCTPYMEHT KO., JITJ

address: No. 17, Guangming Ave., New Light Source | adpeca: Nel7, I'yaumin Ase., Heio Jlaiir Copc
Industrial Base, Nanhai National High-tech Zone, | Innactpian beiis, Hanbxait Hemenan Xaif-rek 30yH,

Foshan 528226, Guangdong P.R. China domanp 528226, mnposiamis ['yannyn, Kutaiiceka
Phone: +86 757 66692050 Haposua Pecny0iika
Fax: +86 757 81800058 Ten.: +86 757 66692050

E-mail:coxosale3@gmail.com/3278636200@qq.com | @axc: +86 757 81800058
E-nowma:coxosale3@gmail.com/ 3278636200@qq.com

whose Authorized Representative in Ukraine is: Vnosnosaoicenuil npedcmagnux 8 Ykpaini akozo €:
name: Private firm «Dentalux» naiimenyéanns: Ilpuataa gipma «/leHTamoKCey,
address: 34 Lyudviha Svobody Ave, fl. 148, Kharkiv, aopeca: Yxpaima, 61204, . Xapkis, mp. Jloasira
61204 Ukraine, Cgobosu, Oya. 34, xB. 148

EDRPOU code 31439056 €JIPIIOY 31439056

Tel./fax: +38 (057) 337-74-40 Ten./daxc: +38 (057) 337-74-40

E-mail: dentaluxtrade@ukr.net E- nowma: dentaluxtrade@ukr.net

Medical devices classification: Class Ila, according to | Knacugpixayia saznavenux meouynux supobie: Knac Ila
points 13 of Annex 2 of Technical regulation | srinmo 3 myrkrom 13 JJomatky 2 TeXHI4HOrO pernamMeHTy
concerning medical devices. 1010 MEJMYHUX BUPOOiB.

The products is accompanied by the mark of | ITpooyryito cynposooicye 3nax 6i0NOGIOHOCHE GUMO2AM

conformity to the requirements of Technical | Texniunozo peznamenmy:
regulation: "'

\S | \g
UA.TR.099 ' UA.TR.099

Conformity Assessment Route: Annex 3 (with the | [Ipoyeoypa oyinxu eionosionocmi: JJooamox 3 (3d
exception of items 8-11) of Technical Regulation on | guxnoyennam nynkmie 8-11) Texniunoeo pe2iamenmy

Medical Devices approved by the Cabinet of Ministers | 000 meduunux supobis, sameepdoicenozo Ilocmarnosoio
of Ukraine Resolution No. 753 of October 2, 2013
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Conformity assessment body LLC « UKRMEDCERT»,
1-A Drahomanova str., office 2, Kyiv, 02059, Ukraine
accredited by the National Accreditation Agency of
Ukraine Certificate No. 10240, designated by the
Ministry of Economic of Ukraine, under the
identification number UA.TR.099

Certificate of conformity with requirements of
Technical Regulation on Medical Devices Ne
UA.MD.367-21 valid from 28.05.2024 till 27.05.2026.

The abovementioned devices comply with the
requirements of the national, Furopean and
international regulations and standards which are
listed in the Annex 2 to this Declaration of conformity.

Declaration of Conformity valid from 28.05.2024 to
27.05.2026.

Place of issuance of declaration of conformity: 34
Lyudviha Svobody Ave, fl. 148, Kharkiv, 61204
Ukraine

Further Annexes are an integral part of this
Declaration of conformity:

Annex 1 with the list of the medical devices

Annex 2 with the list of national, European and
international regulations and standards.

This declaration of conformity is issued under the sole

responsibility of the manufacturer.

Kab6inemy Minicmpis Yxpainu Ne753 eio 2 owcoemus
2013p.

Ipusnauenuti opean 3 oyinku eionosionocmi TOB
«YKPMEJ[CEPT», eyar. Jlpacomanosa, Oyounox I-A,
ogic 2, m. Kuis, 02059, Vkpaina axpeoumosanuil
Hayionanenum acenmcmeom 3. akpeoumayii Yxkpainu,
amecmam Ne 10240, npusnauenuii Minicmepcmeom
exoHomiky Ykpainu 3a ioenmugpikayitinum HoMepom
UA.TR.099

Cepmupixam npo 6i0onogionicme MeOuuHo20 6upody
sumozam Texniunozo peenamenmy ujo00 MEOUUHUX
supobie Ne UA.MD.367-21, mepminom 0ii 6i0 28.05.2024
00 27.05.2026.

3asnaueni suUpobU gionogioaiomu 8UMO2AM
HAYIOHAIbHUX, — E€BPONEUCOKUX — MA  MIHCHAPOOHUX
HOPMAMUBHO-NPABOBUX AKMIE Ma CMAHOApMis, AKi
nHaseoeni 6 Jlooamxy 2 0o oawnoi [lexnapayii npo
8i0N0GIOHICMY.

Hexnapayis npo gionosionicmu Oiucna 3 28.05.2024 p.
00 27.05.2026 p.

Micye euoaui oexnapayii npo ionogionicms: YKpaiHa,
61204, m. Xapkis, np. Jlrogsira CBo6oau, Oyn. 34, KB.
148

Hesio emnoro  uwacmumnoro  oanoi
gionoeionicms € Hacmynti [looamku.
Jlooamok 1 3 nepenixom meouyHux 6upoois,

Looamok 2 3 nepenikom HAyiOHANLHUX, €6PONEUCHLKUX
ma MiJICHAPOOHUX HOPMAMUBHO-NPABOSUX AKMIE mad
cmanoapmis.

lexnapayii  npo

L oexnapayis npo 8i0n08ioHicme 6UOAHA NIO 6UKIIOYHY

,,,,,

De

s Valieiey | Bastcen AP

, Z“Pirector / JdupexTop
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Annex 1 to Declaration of conformity No. COXO.UA/5/ver2
/ Nomatok 1 1o Jleknapauii npo BixnosignicTs N COXO.UA/5/ver2
List of the medical devices / Ilepeiik MeTuIHHX BHP00iB

Name of the device in English /
Ha3zsa BuUpoOy aHIIiHCHKOI0 MOBOIO

Name of the device in Ukrainian /

Dental Air Polisher CP-1 (blue with one
handpiece)

Hassa Bupo0y yKpaiHCbK0I MOBOIO
CTOMATOJIOTIUHHH CONOCTPYHHUIH
nakoHeuHuk CP-1 (cuHill 3 01HUM
HAKOHEYHHUKOM )

Dental Air Polisher CP-1 (purple with one
handpiece)

CTOMATOJIOTIUHHIA CONOCTPYHHHHT
makoHedHHK CP-1 ((ioneroBuit 3 OTHUM
HAaKOHEYHHUKOM )

Dental Air Polisher CP-1 (blue with two
handpieces)

CTOMATOJIOTIUHMI CONOCTPYHHHMA
nakonewyHuk CP-1 (cuHilt 3 ABOMA
HaKOHEYHUKAMU)

Dental Air Polisher CP-1 (purple with two
handpieces)

CTOMaTOJIOriYHII COIOCTPYHHHUH
paxoneuHuk CP-1 (¢ionerosuii 3 1BOMA

Deniys Valieiev / Basees JI.P.
Z“.Director / [lnpexTop
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Annex 2 to Declaration of conformity No. COXO.UA/5/ver2
JlonaTtoxk 2 a0 Jexaapauii npo BigmosinnicTs Ne COXO.UA/5/ver2

List of national, Europea

n and international regulations and standards /

Iepetik HANIOHAJIBLHAX, €BPONEHCHKAX T2 MIKHAPOAHUX HOPMATHBHO-TIPABOBHX AKTIB Ta

CTAaHJIAPTIB

HamioHa bHi CTAHIAPTH, AKi BKJIIOYEHI J0 MepestiKy HalioHaILHAX CTaHJAPTIB, AKI
BiIOBIAAIOTH €BPONEIICHKAM rapMOHI30BaHHM CTaHAapTaM Ta 100pOBLIbHE
3aCTOCYBAHHS AKHX MOKe CIIPUAMATHCH SIK 10Ka3 BianoBigHOCTI MeIUYHHX BUPOOIB
puMoraM TexHiYHOTro perJiaMeHTy mo/10 MEeIHTHUX BHPOOIB:

1) JICTY EN ISO 13485:2018 Menmuni BupoOH. Cuctema yIpasiHHS sKicTio. Bumorn

JI0 PETYIFOBAHHS.

2) JICTY EN 1041:2015 BupoGu MeuuHi. [adopmartis, Ky HaJae BAPOOHHK.
3) JICTY EN 60601-1-6:2015 Bupobu mezudHi enexrpuuni. Yactuaa 1-6. 3araipHi
BUMOTH IIOIO OE3IMEeKH Ta OCHOBHHX POOOUMX XapaKTEPUCTHUK. JlomaTKOBHH CTaHAapT:

Excrnyarariiina IPUIATHICTS.
4) JCTY EN 1640:20
VY cTaTKOBAaHHS. 3arajibHi TEXHI

5) JTICTY ENISO 17664:2018 Crepuizaitist MeIHYHUX BUpoOiB. [H

15 Cromaronoris. Bupobu MemuyHi CTOMATOJIOTTYHI.
YHi BUMOTH. 3
dopmariis, IKy Haga€e

BUPOOHUK MEIMYHHUX BUPOOIB 00 cTepHIi3alii MeAHIHIX BUPOOIB.
6) JICTY EN ISO 10993-5:2015 bionori4ue OIiHIOBaHHS MeJU4YHKX BUpoOiB. YacTrHa
5. BunpoGoByBaHHs Ha IUTOTOKCHYHICTD in vitro.

MixHapo/IHi CTaHapTH, PErJIAMEHTH, HACTAHOBY, peKoMeH 1ali:
1) MDR 2017/745 Medical Device Regulation (EU) 2017/745.
2) EN ISO 13485:2016 Medical devices - Quality management systems - Requirements

for regulatory purposes.

3) EN ISO 14971:2019 Medical devices -

devices.

Application of risk management to medical

4) ISO/TR 24971:2020 Medical devices - Guidance on the application of ISO 14971.
5) EN ISO 20608:2018 Dentistry - Powder jet handpieces and powders.
0) ISO 15223-1:2021 Medical devices - Symbols to be used with information to be

supplied by the manufacturer -

Part 1: General requirements.

7) EN 1041:2008+A1:2013 Information supplied by the manufacturer of medical

devices.

8) EN 62366-1:2015 Medical devices - Part 1: Application of usability engineering to

medical devices.
9) EN 60601-1-6:2010 Me

dical electrical equipment - Part 1-6: General requirements for

basic safety and essential performance — Collateral standard: Usability.

10)  EN 1640:2009 Dentistry - Medical devices for dentistry — Equipment.
11) ENISO 17664:2017 Sterilization of medical devices - Information to be provided by
the manufacturer for the processing of resterilizable medical devices.

12)  EN 60068-2-1:2007 Environmental testing - Part 2-1: Tests - Test A: Cold.
13)  EN 60068-2-2:2007 Environmental testing - Part 2-2: Tests - Test B: Dry heat.
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14)  EN 60068-2-78:2013 Environmental testing - Part 2-78: Tests - Test Cab: Damp heat,
steady state. ‘

15)  EN 60068-2-31:2008 Environmental testing - Part 2-31: Tests - Test Ec: Rough
handling shocks, primarily for equipment-type specimens.

16) EN 60068-2-6:2008 Environmental testing - Part 2-6: Tests - Test Fc: Vibration
(sinusoidal). :

17)  WEEE 2002/96/EC Directive 2002/96/EC of the European’ parliament and of the
council of 27 January 2003 on waste electrical and electronic equipment (WEEE).

18) MEDDEV 2.7.1 rev. 4 Evaluation of clinical data: A guide for manufacturers and
notified bodies.

19)  GB/T 16886.5-2017 Biological evaluation of medical devices - Part 5. Tests for in
vitro cytotoxicity.

20) GB/T 16886.10-2017 Biological evaluation of medical devices - Part 10. Tests for
irritation and skin sensitization.

3akonn Ykpainu, moctaHosu KaGinery MinicTpiB YKpainu, HaKa3H minicrepeTs {i3

3MiHAMH:
1) 3axoH Ykpainu “IIpo TexHiuHI periaMeHTd Ta OIIHKY BiIITOBITHOCTI”.
2) BakoH VYkpainu “TIpo 3abesnevyeHHS QyHKIiOHYBaHHS YKpAiHCHKOI MOBH SK
JIepYKaBHOL .
3) Bakon Yxpainu “IIpo saranpHy 6e3neuHicTh Hexap4oBol IPOIYKIIi™ .

4) Tocranosa Kabinery Mimictpis Yxpaiuu Bix 02.10.2013 Ne 753 “IIpo 3aTBEpIKCHHS
TeXHIYHOro pernaMenTy MO0 MEIUIHIX BHPOOIB”.

5) [locranosa KaGimery Minictpie VYKpaiHu BIX 30.12.2015 Ne 1184 *“Ilpo
3aTBepUKeHHS (GOpPMH, OMHCY 3HAKa BiAMOBIMHOCTI TEXHIYHUM peryiaMeHTaM, MPaBUIl Ta
YMOB HOT0O HAHECEHHS .

6) Hakas MizicTepcTBa €KOHOMIYHOTO PO3BUTKY 1 toprisai Ykpairu Bix 04.08.2015 Ne
914 “IIpo 3aTBep/KEHHs BH3HAYCHb OCHOBHUX OJMHHID SI, Ha3B T4 BH3HAYCHb MOXIJHHUX
onuHAIp SI, TECATKOBAX KPATHHX i YACTHHHHX Bijl ONMHUIb SI, T03BOJICHHX O3ACHCTEMHIX
ONMHMIIb, @ TAKOX iX Mo3HaueHb Ta [IpaBui 3aCcTOCYBAaHHS ONMHHILE BUMIpIOBaHHS 1
HAIICAHHS HA3B TA II03HAYEHb O/IMHUIb BUMIDIOBAHHS i CHMBOJIB BEIMIHH .

7) Haxas MiHicTepcTBa OXOPOHH 310poB’s YKpaiHu Bia 22.01.2020 Ne 142 “IIpo
3aTBepUKEHHS METOIMYIHIX PEKOMEH/ALi 13 3aCTOCYBaHH TexHIYHOTO periaMeHTy Mo/10
MeTHUHMX BHPOOIB, 3aTBEPIUKEHOTO I1OCTAHOBOIO KaGirery Minictpis Ykpainu Big 02
xoBTHS 2013 poky Ne 753, TexHiyHOro perjamMeHTy LIONO MEIMTHHX BUpOOIB s
IiarHOCTHKH in Vitro, 3aTBEPIKEHOTO MOCTaHOBOKO Ka6inery Minictpie Ykpainu iy 02
sxoBTHs 2013 poxy Ne 754, ta TexHIUHOro periIaMeHTy MO0 aKTHBHUX MEIMIHAX BUPOOIB,
K IMILIAHTYIOTb, 3aTBEPKEHOT0 TIOCTAHOBOIO KaGixery Minictpis Ykpainu Bix 02 )K0BTHS
2013 poky Ne 755”.

8) Haka3z MinictepcTBa OXOpPOHU snopos’s Vkpainn Bim 11.10.2017 Ne 1245 “IIpo
3aTBEpKEHHS IIePEITiKy HAlllOHAIBHUX CTaHIA is; BITIOBLIHICTD AKAM HaJa€ IPE3YMIILIIO
BIMOBITHOCTI MEIUYHUX BUPOOIB BHMMEXHMHOFO periamMeHTy MoA0 MEeIMIHUX
BHpPOOIB”. , S

D%yg"Vafieiev / Banees J.P.

<
Director / JlupexTop



