TOB «OJLIEH-/IEHTAJI»

DECLARATION OF CONFORMITY
No. 3/ver. 2

Name of the medical devices: Dental equipment:
operating microscopes, file removal systems, air
abrasion system with spray, gutta cuts

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 Cabinct of Ministers of Ukraine
No. 753 dated October 02, 2013)

Manufacturer:

FOSHAN COXO MEDICAL INSTRUMENT CO.,
LAD.

address: No. 17, Guangming Ave., New Light

Source Industrial Base, Nanhai National High-tech
Zone, Foshan 528226, Guangdong P.R. China

Tel.: +86 757 66692050

E-mail: coxosale8(@gmail.com

Authorized Representative in Ukraine:

LLC «OLLEN-DENTAL»

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

EDRPOU code: 42749088

Tel.: +380934477575

E-mail: dir_ollen(@ukr.net

Medical devices classification: Class I, according to
points 9 and 13 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 & to Technical regulation
concerning medical devices.

JAEKJIAPAULIS MPO BIAMOBIAHICTb
No 3/ver. 2

Haspa  memmyHux BuUpoGiB: CromaTtosloriune
001aJHAHHA: MiKpOCKOITH CTOMATOTOriuHi
onepauiiini, cHCTEMH BH/IYYEHHSH ¢aiiig,

NiCKOCTPYMHHHHMII anapaTt, ryranepueBi HOKi

srigHo nepeniky B Joagatky | 1o Jleknapauii npo
BIANOBIAHICTL BUMOraM TeXHIYHOrO PEriaMeHTy 1o/I0
MeIUYHUX BUPOOIB (sikuii 3areep/okeHuil [loctaHoBRoKO
Kaoinery Minictpie Yipainn Big 02 skosTHs 2013 p. No
753)

Bupoouuk:

OOIIAHb KOKCO MEHIKJI THCTPYMEHT KO.,
JIMITIA

agpeca: No 17, ['yaumin Ase., Hwio Jlaiitr Copc
Innacrpian beis, Hanbxait Hewenan Xaii-rex 30yH,
domane 528226, nporinmis ['yannyn, Knuraficeka
Hapoana PecnyGuika

Ten.: +86 757 66692050

E-mail: coxosale8(@gmail.com

YnoBHOBAKeHHI NMPeICTABHUK B Y KpaiHi:

TOB «OJUIEH-IEHTAJI»

anpeca: 04119, Vkpaina, m. Kuis, Byn. IOpis Innenka,
83 Hod. 117

€JPIIOY: 42749088

Ten.: +380934477575

E-mail: dir_ollen(@ukr.net

Knacudikauin 3a3nauennx meanuHux Bupoois: Knac
[ 3rigHo 3 mynkTamu 9 ta 13 Jlomatky 2 TexHiuHoro
periIaMeHTy 111010 MeIUYHUX BHPOOIB.

[TpoayKItito CyTpOBOKYE 3HAK BIATIOBITHOCTI:

&

3rigHo 1. 18 TeXHIYHOro perylaMeHTy MoA0 MEIMYHHX
BUPOOIR 18 3a3HAYEHOr0  MapKyBaHHs  Oylo
3a0e3nedeH0  TPOBEJIEHHA  MpOLeAypH  OLIHKH
BLIMOBIAHOCTI BIAMOBIIHO 10 [lopaaxky 3aiHCHEHHS
BHYTPILIHBOIO  KOHTPOJIK  BHPOOHMLTBA  MEAMUYHHX
BUPOOIB, AKMii BuKNaaeHo B Jonatky & no Texniunoro
PCTAAMCHTY LIOJ0 MCINYHHX BUPOOIB.

The abovementioned medical devices comply with
the requirements of the national, Europcan.

3a3HavdeHi Me/MuHI BUPOOM BIOBLIAKTL BHMOTaM
€BPOIICHCHKIX, MIKHAPOTHHX

HALIOHAIbHHX,




TOB «OJIEH-IlEHT A,

international regulations and legal acts and standards

which are listed in the Annex 2 to this Declaration of

Conformity.

The Declaration of Conformity valid from

08.02.2024 to 07.02.2029.

Place of issue of the Declaration of Conformity:
04119, Kyiv, Yuriia Illienka str., 83 D, of. 117,
Ukraine.

Further Annexes are an this
Declaration of Conformity:

Annex 1 with the list of the medical devices,

Annex 2 with the list of national, European,

international regulations and legal acts and standards.

integral part of

HOPMaTHBHO-NIPABOBMX  aKTIB T4 CTaHIapTiB, SKi
HageneHl B Jlomatky 2 nmo ganHoi [ekmapauii mpo
BUIMOBIIHICTE.

Hexnapauis npo sianosiaHicTs AiiicHa 3 08.02.2024 p.
1o 07.02.2029 p.

Micue Buaaui Jewxmapami npo BuanmoBiaHicts: 04119,
VYkpaina, m. Kuis, yn. IOpis Innenka, 83 ] od. 117,

Hesix'emuoro  uwactuHorwo  jnaHoi  [exnapaii
BIAMOBIAHICTE € HACTYTNHI JlonaTku:

Jonatok 1 3 nepenikoM MeIHMYHHX BHPOOIB.
Jonatok 2 3 mepenikoM HaulOHAIbHHUX, €BPOMNEHCLKHUX
Ta MDKHAPOIHUX HOPMATHBHO-TIPABOBUX aKkTIB Ta

CTaHIApPTIB.

1po

Valeriya Rimek/

Director LLC «OLLEN-DENTAL»/
Jlupexrop TOB «OJLIEH-JIEHTA.T»

o

Pimex B. d.

2




TOB «OJIEH-IEHTAII»

Annex 1 to Declaration of Conformity No. 3/ver. 2/
Hoaatok 1 no /leknapauii npo Bianosianicrs Ne 3/ver. 2

List of the medical devices / [lepesik mequunux BUpoGiB

Name of the medical device in English

Ha3zea mequunoro BHpo0y yKpaiHCbKO010
MOBOIO

Operating Microscope, C-CLEAR-1

MiKpocKOI cTOMATOIOTIYHNH OTepaliinmi,
C-CLEAR-I

Operating Microscope, C-CLEAR-2

MiKpocKOT CTOMATONOTIYHHMIT OnepaLiitHITii,
C-CLEAR-2

Operating Microscope, C-CLEAR-2+
basic

Mikpockon cToMaTOIOT YHII onepaniitHuii,
C-CLEAR-2+ 6a3a

Opecrating Microscope, C-CLEAR-2+
standart

MIKpOCKOI CTOMATOIOTTHHNH OTepaliiHui,
C-CLEAR-2+ cranaapr

Operating Microscope, C-CLEAR-2+ top

MIikpocKOM cTOMATOIOTIYHMIT OMepatiiiHitii,
C-CLEAR-2+ Ton

Air Abrasion System with spray CA-1

[TickocTpymunnnii anapat CA-1

File Removal System C-FR1

Cucrema Bunydenns daiinis C-FR]1

File Removal System C-FR2

Cucrema BunydcHHs (aiinie C-FR2

52 | | o

Gutta Cuts C-BLADE

I'yranepuesnii nizxk C-BLADE

Gutta Cuts C-BLADE 11

I'yranepuernit Hixx C-BLADE 11

— | —
.—O

Heat tip for C-BLADE

Harpieanenuitkinuuk s C-BLADE

Director LLC «OLLEN-DENTALD»/
Jupextop TOB «OJJIEH-IEHTAJI»

/,/ Valeriya Rimek/
-

Pimex B. M.




TOB «OJLIEH-IEATAT»

Annex 2 to Declaration of Conformity No. 3/ver. 2/
HJdonartok 2 no Jekaapauii npo Binnoeianicte Ne 3/ver. 2

List of national, European, international regulations and legal acts and standards/
[Mepenix HanioHANBLHNX, €BPONEHCHKUX TA MIEKHAPOAHNX HOPMATHBHO-NPABOBHUX AKTIB Ta
CTaH1apTiB

e JICTY EN ISO 13485:2018 Mennuni Bupodu. Cucrtema ympaBniHHa sKicTi. Bumoru 1o
perymoBanHs (EN ISO 13485:2016. IDT; ISO 13485:2016, IDT);

e JICTY EN ISO 14971:2015 Bupobn meauuni. HactanoBu 11010 yrpasiinns puskkom (EN
1SO 14971:2012, IDT);

e JICTY EN ISO 15223-1:2018 BupoOu wmcanuni, CHMBOIH, 3aCTOCOBaHI [MMiJ Yac
MapKyBaHHs Ha MEIHYHUX BUPOOaX, CTHKETKAX Ta B CyNPOBIAHINH qokymenTauii. Yactuna 1.
aransui sumorn (EN 1SO 15223-1:2016, IDT);

o JICTY EN 1041:2015 Bupobu meanuni. Indopmauis, sxy Hazae Bupoduuk (EN 1041:2008
+A1:2013, IDT);

e JICTY EN 1640:2015 Cromatosnoris. Bupodn meauuni ¢toMaTosoridHi, YCTaTKOBAHHS.
3aranshi TexHiyHl Bumorn (EN 1640:2009);

o EN ISO 7405:2019 Cromaronoris — OuiHioBaHHS 010CYMICHOCTI MEIHYHUX BHPOOIB, 1110
BHKOPHCTOBYIThCA B croMaronorii (ISO 7405:2018, Bunparnena sepeis 2018-12):

o JICTV ISO 7494-1:2010 Cromaromorig. YcTaHoBKH croMaTonoriydi. Yactura 1. 3aranbHi
BUMOIH Ta MeToau BunpoOysanus (ISO 7494-1:2004):

e JICTY ENISO 7153-1:2019 Xipypriuni incTpyMcHTH. Matepianu. Yactina 1. Metamm (EN
ISO 7153-1:2016, IDT; ISO 7153-1:2016, IDT);

e JICTY ISO 10993-10:2004 bionoriyHe oliHIOBaHHA MeIW4YHMX BHpoOie. Yactuna 10.
Bunpobysanus na noapasuenns ta cencndinizanito (ISO 10993-10:1995);

e JICTY EN ISO 10993-5:2015 biomoriude OuiHIOBaHHA MeAMYHHX BHpoOiB. Yactuna 5.
BunpoOyBanns Ha nutotokcnunicTs in vitro (EN 1SO 10993-5:2009);

e JICTY LN ISO 10993-1:2015 biosoriuyne ouiHioBaHHA MeauvHuX BupoOis. Yactuna 1.
OuiHroBaHHA Ta TCCTYBaHHS B paMKax Tporccy ympasmiHas piusukamu (EN ISO 10993-
1:2009; EN ISO 10993-1:2009/AC:2010);

e JICTY EN I[SO 14155:2015 KniniuHi JOCHIKCHHA MCIMYHHUX BHPOOIB JUIA JHOJICH.
Hanexnua xniniuna mpaktuka (EN 1SO 14155201 1+EN ISO 14155:2011/Cor. 1:2011);

e JICTY EN ISO 17664:2018 Crepuiizauis MeaudHux BHpoOiB. Indopmauis, sky Hazae
BUPOOHMK MeIMYHUX BHPOOIR 1100 cTepuiizamii MeauyHux BupoOie (EN ISO 17664:2017;
ISO 17664:2017);

e JICTVY EN 60601-1:2015 BupoOu meanuni ejexrpuyni. Yactina 1. 3arajibHi BUMOTH 11010
Oe3nexy Ta OCHOBHUX podounx xapakrepuctuk (EN 60601-1:2006, A11:2011);

e JICTY EN 60601-1-2:2018 BupoOun mcanuni ciacktpuyni, Yactuna [-2. 3aransHi BUMOTH
mwoxo Oe3nekH Ta OCHOBHUX Po00YMX  XapakTepucTHK. J(OZaTKOBHH  cTaHmapr.
EnextpomarnitHi 30ypenHs. Bumorn ta BunpoOyeanns (EN 60601-1-2:2015, IDT; IEC
60601-1-2:2014, IDT);

o JICTY EN 60601-1-6:2015 Bupo6n memnuni emektpuani. Hactura 1-6. 3aranbHi BHMOTH
moao Ocsneku  Ta  ocHoBHUX  poboumx  xapakrepuctuk., Jloparkosui  cramjapr.
Excnnyarauiiina npuaarsicts (EN 60601-1-6:2010);

e JICTY EN 60068-2-1:2022 BunpoOysaHHs Ha BNMIHB 30BHIIIHIX uWHHHKIB. YacTuna 2-1.
Bunpobyranns. Tect A. Xomox (EN 60068-2-1:2007, IDT; [EC 60068-2-1:2007, IDT);

e JICTV EN 60068-2-2:2022 BunpoOyBanHs Ha BIUTMB 30BHINIHIX YHHHHKIB. YacTuHa 2-2.
Bunpobysauns B. Cyxe tenio (EN 60068-2-2:2007, IDT; IEC 60068-2-2:2007, IDT);



TOB «OJIEH-AEHTA»

e JICTY EN 60068-2-78:2016 BunpoOyBanHs Ha BIJAMB 30BHIIIHIX yMHHKKIB. YacTuHa 2-78.
BunpoOypauns. BunpoOysanns Cab: Bonore temio, ycranenuit pexum (EN 60068-2-
78:2013, IDT);

e JICTY EN 60068-2-31:2022 BunpoOyBaHHs Ha BILIMB 30BHILUHIX YHHHUKIB. HacTuna 2-31.
BunpoGysannsa. BunpoOysanns Lc. Yaapu 3a rpyGoro TOBOIKEHHS, ICPCBAKHO T
3paskiB oOnannanus (EN 60068-2-31:2008, IDT; IEC 60068-2-31:2008, IDT);

e JICTY IEC 60068-2-6:2015 BunpoOyBaHHs Ha BIUIHB 30BHIIIHIX YMHHHKIB. YacTuHa 2-6.
BurpoOyeanusg. BunpoOysanus Fc: Bidpauis (cunycoinna) (IEC 60068-2-6:2007. [DT);

e JICTY EN 62366:2015 Bupobu meauuni. 3acTOCYBAHHS €ProHOMIYHOTO MPOEKTYBAHHS
meanaHIX BHpoOiB (EN 62366:2008, IDT);

o JICTY EN 62366-1:2019 IMpunaau smeauuni. Yactuna 1. 3acTrocyBaHHS 1HKEHEPHHX
TCXHOJIOTIH 10 McandHuX BUpoOiB (EN 62366-1:2015, IDT; IEC 62366-1:2015, IDT);

o Jlupexktusa Pagn €C Bin 14 ueppns 1993 p. Ne 93/42/€EC mon0 MeanuHUX BUPOOIB;

e JICTY EN 80601-2-59:2015 Bupobu memmuni enexktpuuni. Yactuna 2-59. Jlonarkosi
BUMOIH 11010 O€3MeKH Ta OCHOBHUX POOOYMX XapaKTEePUCTHK TepMorpadis A1 CKPUHIHTY
debpuabaoi Temnepatypu tita aoauHi (EN 80601+2-59:20009).

b : >
Director LL.C «OLLEN-DENTAL»/ % S
JupexTop TOB «QJIJIEH- 2 o e Vall?rlyaglmek/
JAEHTAJD Signature *néf imex B. @.

[Tinnue-ngaarxa



