TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, ByJ1. IOpia lnnenka 831, odic 117
€ZIPIIOY 42749088,

Ten.: +38(093)4477575;
E-mail: dir ollen@ukr.net

DECLARATION OF CONFORMITY
No. 7/verl

of the medical devices — Air Abrasion System with spray
CA-1

listed in the Annex 1 to this Declaration of
conformity, to the requirements of Technical regulation
concerning medical devices (approved by the Decree of
the Cabinet of Ministers of Ukraine on 02 October, 2013
under No. 753)

Manufacturer:

name: FOSHAN COXO MEDICAL INSTRUMENT
CO.,LTD

address: BLDG 4 District A, Guangdong New Light
Source Industrial Base, South of Luocun Avenue,
Nanhai District, Foshan 528226 Guangdong China
Phone: +86 757 66692050

E-mail: coxosale8@gmail.com, coxotec@gmail.com

whose Authorized Representative in Ukraine is:

name: LLC « OLLEN-DENTAL»

address: 04119, Kyiv, Yuriia Illienka str., 83D, of. 117,
Ukraine

EDRPOU code 42749088

Tel./fax: +380934477575

E-mail: dir_ollen@ukr.net

Medical devices classification: Class I, according to,
point 9 of Annex 2 of Technical regulation concerning
medical devices.

The Products is accompanied by the mark of conformity
to the requirements of Technical regulation:

&

According to the point 18 of Technical regulation
concerning medical devices, for abovementioned
marking, conformity assessment procedures was
performed according to the Procedure of the internal
control of the medical devices manufacturing as referred
to in Annex 8 to Technical regulation concerning
medical devices.

JEKJIAPALIA ITPO BIAIIOBIIHICTD
Ne 7/verl

meduunux eupobis — Ilickocmpymunnuii anapam CA-1

32i0H0 nepenixy 6 [looamky 1 0o Jleknapayii npo
8i0Nn0GiOHICMb
sumozam Texniunozo peciamenmy woo0o MeOUuHUx
supobis (axuu 3ameepoicenuit [locmanosorw Kabinemy
Minicmpis Ykpainu 6io 02 scoemus 2013 p. Ne 753).

Bupobnux:

Haiimenyeanns:  OOLIAHb
IHCTPYMEHT KO., JIT]
aopeca: byniens 4, paiion Eil, 'yanayn Hero JlaiiT
Copc Innactpien betic, Cayd od Jlykan ABeHbto, palioH
Hanspxait, mictro ®omranb, 528226 I'yanayn, Kurait

Ten.: +86 757 66692050

E-nowma: coxosale8@gmail.com, coxotec@gmail.com

KOKCO  MEAIKJI

Ynosnosasicenuii npedocmasnux 6 Yxpaini sxoeo €:
naiimenysanns: TOB « OJIVIEH-[JEHTAJI»

adpeca: 04119, Vxpaina, m. Kuis, eyn.lOpia IniecHka,
834 o¢. 117

E/PIIOY: 42749088

Ten./¢haxc: +380934477575

E- nowma: dir_ollen@ukr.net

Knacugixayis zasnauenux meouunux eupobis: Knac |
3rigHo 3 myHKTOM 9 [lomatky 2 TeXHIYHOTO peraMeHTy
1010 MEANYHUX BUPOOiB=

Ipooykyiio cynposoodcye 3HaK 6i0NOGIOHOCMI GUMO2AM
Texniunoeo peznamenmy:

&

3rigHo 1. 18 TexHiuyHOro periamMeHTy moJ0 MEANYHUX
BUpOOiB, IsI  3a3HAUYEHOIO  MapKyBaHHA  OyIio
3a0e3MeUeH0  NPOBEICHHS  MPOLEAYypH  OLIHKH
BIIMOBIAHOCTI, BiANMOBiAHO a0 Ilopsaky 3midCHEHHS
BHYTPIIIHBOTO KOHTPOJIO BHUPOOHUITBA MEAMYHHX
BUpOOIB, sikuil BukiageHo B Jonatky 8, no TexniuHoro
perJIaMeHTy 100 METUIHIX BUPOOIB.

The abovementioned devices comply with the | 3a3naueni BUpOOH BiJIOBIAAI0TH BUMOT'aM
requirements of the national, European and international | HamioHanbHHX,  €BPONEUCHKMX Ta  MDKHAPOIHUX
regulations and standards which are listed in the Annex 1 | HopMaTHBHO-IPABOBUX  aKTIiB Ta CTaHAApTIB, sKi
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Ten.: +38(093)4477575;
E-mail: dir ollen@ukr.net

to this Declaration of conformity.

Declaration of Conformity valid from 03.05.2022 to
02.05.2027.

Place of issuance of declaration of conformity: 04119,
Kyiv, Yuriia lllienka str., 83D, of. 117, Ukraine

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

Annex 1 with the list of national, European and
international regulations and standards.

This declaration of conformity is issued under the sole
responsibility of the manufacturer.

Hasedeni 6 Jlooamxy 1 0o oanoi Jlexiapayii npo
8i0nogioHicmy.

Hexnaparis mpo BignosigHicTh miiicua 3 03.05.2022 p.
00 02.05.2027 p.

Micye eudaui Oexnapayii npo eionogionicms: 04119,
VYkpaina, m. Kuis, Bysn.tOpis Linenka, 8311 od. 117

HeBix’emHOr0 4acTuHOKWO  maHOL
BIAMOBIAHICTG € HAaCTyMHI JlogaTku:
Jlooamox 1 3 nepenixom HAYIOHANBHUX, E€BPONEICLKUX
ma MidJCHAPOOHUX HOPMAMUGHO-NPAGOGUX AKMIE Ma
cmanoapmie.

Hexmapamii  npo

1[a oexnapayis npo i0nogionicmv UOAHA NiO BUKITIOYHY
8i0N0gi0aIbHICMb BUPOOHUKA.
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TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, By I0pis lnnenka 831, opic 117
€JIPTIOY 42749088,

Ten.: +38(093)4477575;
E-mail: dir ollen@ukr.net

Annex 1 to Declaration of conformity No. 7/verl
Hoaarox 1 o Jexnapauii mpo Bignosignicts Ne 7/verl

List of national, European and international regulations and standards /
Ilepenik HATIOHATBHUX, €BPONEHCHKAX TA MI2KHAPOJHHX HOPMATHBHO-NMPABOBHX AKTIB Ta
CTAHJAPTIB

e JICTY EN ISO 13485:2018 Bupobm memmuni. Cucremu ympasiiHHS sikicTio. Bumorm no
perymoBanas. (EN ISO 13485:2016, ISO 13485:2016);

o JICTY ENISO 15223-1:2018 3aco0u MequuHOl TeXHIKHM. Y MOBHI ITO3HAKKM HA €THKETKAX 3aCO0IB
MEIUYHOI TEXHIKH, MapKOBaHHs Ta 000B’s3k0Bl1 Bimomocti. Yactuna 1. 3arampni Bumoru (EN
ISO 15223-1:2016, ISO 15223-1:2016, Corrected version 2017-03);

e JICTY ENISO 14971:2015 Bupo6u menuuni. Hactanosu mono ynpasmiaas pusukom. (EN ISO
14971:2012);

e JICTY EN 60601-1:2015 Bupobu meauuni enexrtpuuni. Yactuna 1. 3arambHi BUMOTH IIOJO
Oc3mekn OCHOBHHUX Ta poboumx xapaktepuctuk (EN 60601-1:2006/A1:2013 IEC 60601-
1:2005/A1:2012)

o JICTY EN 60601-1-6:2015 Bupobu menuuni enextpuuni. Yactuna 1-6. 3araapHi BUMOTH II0A0
Oc3nekn Ta OCHOBHHX poOoumx xapakrtepuctuk. Jlomatkosuit cranmapt: Exkcruryaramiiina
npunatHicts. (EN 60601-1-6:2010);

e JICTY EN 62366:2015 Bupobu wmemuuHi. 3acTOCyBaHHS CPrOHOMIYHOTO IPOCKTYBAaHHS
meauanux BupoOiB. (EN 62366:2008);

e JICTY EN 80601-2-59:2015 Bupobu menuuni enekrpuyni. Yactuna 2-59. {omarkoBi BUMOTH

moao Oe3MeKky Ta OCHOBHUX POOOYMX XapaKTEpPUCTHK TepMorpadiB Ans cKpuHIHTY (peOpuiapHOT
. nEEy
TEMIEPATypPH TiJa JEOAUHEE

'''''' 601 -2-59:2009)
e JICTY EN 1041:201

.. Indopmaris, Hamae BupoOHUK. (EN 1041:2008
+A1:2013). /

%4
«OJLJIEH-IEHTAJI» Pimek B.®.
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