TOB «OJLIEH-/IEHTAJI»

DECLARATION OF CONFORMITY
No. 3/verl

of the medical device — Dental Microscope,
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, Guandong New Light
Source Industrial Base, South of Luocun Avenue,
Nanhai District, Foshan 528226 Guandong China
Phone: +86 757 66692050

Fax: +86 757 81800058

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

whose Authorized Representative in Ukraine is:
name: LLC « OLLEN-DENTAL»

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

EDRPOU code 42749088

Tel /fax: +380934477575

E-mail: dir_ollen@ukr.net

Medical devices classification: Class 1, according to
point 9 of Annex 2 of Technical regulation concerning
medical devices.

The products is accompanied by the conformity mark:

&

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.

The abovementioned devices comply with the
requirements of the national, European and
international regulations and standards which are
listed in the Annex 2 to this Declaration of conformity.
Declaration of Conformity valid from 16.09.2020 to
15.09.2025.

JEKJIAPALILA TTPO BIOTIOBIIHICTH
Noe 3/verl

meouunoeo 6upody — Mikpockon cmomamonoziunuil
onepayinHuil , 321010 nepenixy 6 Jlooamky 1 0o
Jexuapayii npo éionogionicmo
sumocam Texniuno2o peeramenmy wooo MeouuHux
supobie (saxuit sameeposxcerutt Illocmanosoio Kabinemy
Minicmpis Vrpainu 6io 02 scoemus 2013 p. Ne 753).

Bupoonux:

naumenysannsi;  O®OLLIAHb
IHCTPYMEHT KO., JIIMITIJ]
aopeca: Oynisng 4. paiion Eif, ['yaunyn Hoo Jlaiit Cope
Innacrpien beiic Cayd o¢p Jlykan Asenbio, paiioH
Hanpxaii, micro @ormmanb, 528226 ['yaunyn, Kuraii
Ten.: +86 757 66692050

Paxc: +86 757 81800058
E-nomra:coxosale8(@gmail.com/coxotec@gmail.com

KOKCO  MEJIIKIJI

Vnoeunosascenuir npeocmasnux ¢ Yrpaini sixoeo c:
Haumenysanus. TOB « OJIJIEH-JIEHTAJI»

aopeca: 04119, Vipaina, m. Kuie, eyn. Menvuurxosa, 83
Hog. 117

CJPIIOYV: 42749088

Ten./ghaxc: +380934477575

E- nowma. dir_ollen@ukr.net

Kuracugpixayia saznavenux meouunux eupobis: Knac 1
3r1H0 3 myHKToM 9 Jlomatky 2 TeXHiYHOrO periamenTy
010 MEIUYHUX BUPOOIB.

IIpooyxryilo cynpoeoocyc snax 6i0no6ionocmi.

&

3rinHo m. 18 TexHiYHOro persiaMeHTy IOA0 MEAMYHHX
BUpOOIB, [UI1  3a3HAYEHOTO  MapKyBaHHA  OYJIO
3a0e31e4eH0  TIPOBEACHHS  NPOLEAYPH  OLIHKH
BIAMOBIAHOCTI, BiamoBigHo no Ilopaaky 3piificHeHHs
BHYTPIUIHBOTO KOHTPOJIIO BHPOOHHUITBA MEIUUYHHX
BUPOOIB, KUl BUKIageHo B Jlogatky 8. 10 TexHIYHOTO
periaMenTy 00 MeINYHHUX BUPOOIB.

3a3Haueni

BUPOOH BIJIMTOBIIAIOTH BHUMOTaM
HALllOHAJILHUX,  €BPOMEHCHKUX  Ta  MIKHAPOJHHX
HOPMaTHBHO-IIPABOBUX aKTIB Ta CTaHAAPTIB, sKi

naeeoeni 6 Jlooamxy 2
6I0NOGIONICTb.

0o oanoi Jlekiapayii npo




TOB «OJUIEH-IEHTAJ»

Declaration of Conformity valid from 16.09.2020 to
15.09.2025.

Place of issuance of declaration of conformity:
04119, Kyiv, Melnikova str., 83D, of. 117, 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.

Jlexapalist 1po BiAMOBIAHICTS JificHa 3 16.09.2020 p.
de 15.09.2023 p.

Micye 6uoaui Oexiapayii npo 6i0NOGIOHICb. 04119,
Vkpaina, M. Kuis, Byn. MebHUKOBA, 83 I od. 117

Hepin'emmoio wacTuHOrO gAadoi Jleknapauil —mpo
BiAMOBITHICTE € HAacTymHI JlomaTku:

Jlooamox 1 3 nepenixom meouunux 6upoois,

JTooamok 2 3 nepenikoM HAyiOHATbHUX, CEPONEeCLKUX
ma  MidNCHAPOOHUX HOPMAMUSHO-NPABOSUX  AKMIE ma
cmanoapmise.
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Jlupextop TOB «OJUIEH-IEHTAJD» Pimek B.®D.

Annex 1 to Declaration of conformity No. 3/verl




TOB «OJUIEH- IEHTAJI»

/ Nloarok 1 110 JleKmapartii ipo BiMOBIIHICTE Ne 3/verl

List of the medical devices / [Tepeik MeairaHuX BUPOOIB

No Name of the device in English / Name of the device in Ukrainian /
B Hassa BupoOy aHI11HCbKOI0 MOBOIO Hazpa BupoOy yKpaiHChbKOIO MOBOIO
1 Dental Microscope, C-CLEAR-1 MikpocKkoI CTOMATONOTIYHAH orepariiiiHui,
] C-CLEAR-1
) Dental Microscope, C-CLEAR-2 MIKpOCKOT CTOMATOJIOTi4HIf OmepariiiiHui,
| ™ C-CLEAR-2

Jiupextop TOB «OJIJIEH-TEHTAJD» Pimex B.D.




TOB «OJLIEH-/IEHTAJI»

Annex 2 to Declaration of conformity No. 3/verl / lonatok 2 no Jleknapauii nmpo BianosigHicts Ne
3/verl

List of national, European and international regulations and standards /
[lepenik HalioHaNbHUX, €BPONEHCHKUX Ta MIXKHAPOJHUX HOPMATUBHO-NPABOBUX aKTiB Ta
CTaHIapTIB

e JICTY EN ISO 13485: 2018 Bupobu memuuni. CucTeMu ympaBIiHHS SKicTIO. Bumorm
uon0 perymosadHs (EN ISO 13485:2016, ISO 13485:2016):

e JICTY EN ISO 14971:2015 Bupo6u menuuni. Hacranosu momo ynpapninas pusuxom (EN
ISO 14971:2012);

e JICTY EN ISO 15223-1:2018 CumBosu rpadivni 1y MapKyBaHHs MeTudHuX BUpoOiB(ISO
15223-1:2012, IDT)

o JICTY EN 60601-1:2015 Bupobu meauuni enexrpuuni. Yactusa 1. 3aranpHi BUMOrH 010
Oe3nexu Ta OCHOBHUX poboumx xapakrepuctuk (EN 60601-1:2006);

o JICTY EN 60601-1-2:2015 Bupobu menuuni enexrpuuni. Yactuna 1-2. 3araipHi BUMOrHU
o0 0Oe3neKH Ta OCHOBHHX pOOOYMX XapakTepucTUK. J[0JaTKOBHil  CTAaHAApT.
EnexrpomarnitHa cymicHicTs. Bumorn ta BunpoOysanns (EN 60601-1-2:2015, IEC 60601-
1-2:2014);

e JICTY EN 62366-1:2019 Ilpunaan memwyni. Yactuna 1. 3acTocyBaHHS iHKEHEPHHX
TEXHOJIOIH 10 MeanuHux Bupo6is (EN 62366:2008):

e Dir. 93/42/CEE Mupextusa Paan €C Bin 14 ueppns 1993 p. No 93/42/€EC 1010 METHIHUX
BUPOOIB.

e JICTY EN 1041:2019 Bupo6u memuuni. lnpopmanis, sxy nagae Bupobuux. (EN 1041:2008
+A1:2003);

o JICTY EN ISO 14155:2015 Koniniuni mociijpkeHHs MemuuHHX BUpPOOIB 111 JIHOIEH.
Hanexna kniniysa npaktuxa (EN ISO 14155:201 1+EN ISO 14155:2011/Cor.1:2).
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Hupekrop TOB «OJIVIEH-IEHTAJI» Pimexk B.®.



