TOB «OJUIEH JIEHTAJI»

04119, m. Kuis, Byn. FOpis Innenka 831, odic 117
€IPTIOY 42749088,

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

DECLARATION OF CONFORMITY
No. 14 / ver. 1

JTEKJAPAIIIA ITPO BIIIMOBIAHICTH
Ne 14 [ ver. 1

Name of the medical device — Irrigation Set

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 No. 753 dated October 02, 2013)

Manufacturer:

Suzhou Juneland Medical Co., Ltd.

address: No 3, 5 Liuzhuang Road, Mudu Town, Wuzhong
District, 215000 Suzhou, PEOPLE’S REPUBLIC OF CHINA
Tel.: +86 512 68856668

E-mail: tom@juneld.com / sandra@juneld.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 Ila according to point
10 of Annex 2 of Technical regulation concerning medical
devices.

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

&

UA.TR.099

Conformity Assessment Route: Annex 6 of Technical
Regulation on medical devices approved by the Cabinet of
Ministers of Ukraine Resolution No. 753 of October 2, 2013
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.

Hazpa menmanoTro0 BUpoOy — Ipurauiiinuii Hadip

srinHo  mepeniky B Momarky | mo Jekmapamii 1po
BIIMOBIOHICTE BUMOTaM TEeXHIYHOTO pEriIaMeHTy II0J0
MEIWYHUX BHUpPOOIB (Akuii 3aTBep/pkeHUi I[locTaHOBOIO
Kabinetry MinictpiB Ykpainu Big 02 sxoBtHs 2013 p. Ne 753)

Bupo6Huk:

Cyuxoy J:kyniaenn Menikaa Ko., Jta.

anpeca: Ne 3, 5 JIywxyanr Poyn, micto Myny, paitoH YaxkyH,
215000 Cywxoy, KHTAMCbKA HAPOJTHA PECITYBJIIKA
Ten.: +86 512 68856668

E-mail: tom@juneld.com / sandra@juneld.com

YnoBHoBakeHMIl NPEeACTABHUK B YKpaiHi:

TOB «OJIJIEH-JEHTAJI»

agpeca: 04119, Ykpaina, M. Kuis, Byn. HOpis Iurenka, 83 [
odp. 117

€IPIIOY: 42749088

Ten.: +380934477575

E-mail: dir_ollen@ukr.net

Kaacugikaniss 3a3Havyennx menmyHux BupoO6iB: Kiac lla
srigHo 3 myHKTOM 10 Jlomatky 2 TexHiYHOTO periiaMeHTy
10710 METUYHUX BUPOOIB.

IpoayKiiit0 CynpoOBO/DKYE 3HAK BIAMOBIAHOCTI

TexHIYHOTO perjJaMenTy:

UA.TR.099

BHUMOTI'aM

Ipouenypa ouinku BiznmosigHocti: Jlogatok 6 TexHIYHOTO
permamMeHTy mIoJ0 MEAWYHHX BHPOOIB, 3aTBEPIKEHOTO
[TocranoBoro KaGinery MinictpiB Ykpaimm Ne 753 Bixm 2
skoBTHsI 2013 p.

[Mpu3znauennit opran 3 ouiHku BignosizHocti TOB
«YKPMEJICEPT», Byn. [Iparomanosa, OyauHok 1-A, odic 2,
M. Kuie, 02059, Vkpaina, akpenuroBanuii HaimioHamsHUM
areHTCTBOM 3 akpeawranii Ykpainu, arecratr Ne 10240,
npu3HadyeHndi  MIiHICTEpCTBOM  €KOHOMIKM  YKpaiHM 3a
ineHTH¢ikaniiauM Homepom UA.TR.099.
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TOB «OJIIEH /IEHTAJT»

04119, m. Kuis, Byi. FOpis Lnnenka 831, odic 117
€IPIIOY 42749088,

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

Certificate of Conformity of medical devices with
requirements of Technical Regulation on medical devices Ne
UA.MD.648-25 version 01 wvalid from 24.10.2025 until
23.10.2030.

The abovementioned medical devices comply with the
requirements of the national, European, international
regulations and legal acts and standards which are listed in the
Annex 2 to this Declaration of Conformity.

Declaration of Conformity valid from 24.10.2025 to
23.10.2030.

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

Annex 1 with the list of compatible implantology motors used
with the medical device,

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

This Declaration of Conformity is issued under the sole
responsibility of the manufacturer. ]

Ceptudikar mpo BiOMOBIZHICTE MEAUYHUX BUPOOIB BUMOTAM
TexHIYHOTO  perimamMeHTy  MmOoA0 MEIUYHHX  BHPOOIB
Ne UA.MD.648-25 penaxuis 01, repmin xii Bix 24.10.2025 no
23.10.2030.

3a3HaueHi MeAWYHI BUPOOM  BIANOBIZAIOTH  BHUMOTAM
HALiOHAIBHUX, €BPONEHCHKUX Ta MDKHAPOIHUX HOPMATHUBHO-
MPAaBOBHUX AKTIB Ta CTAHAAPTIB, SAKi HaBeACHI B JlomaTky 2 10
nmaHoi Jlexmapaii mpo BiAmMOBiAHICTE.

JHexmapanis mpo BigmosimHicTh mificna 3 24.10.2025 mo
23.10.2030.

Hesin’emnor0 yactrHOO qanHoi Jlekiapamnii mpo BiAMOBITHICTH
€ HacTymHi Jomarku;

Jlomatok | 3 mepemikoM CyMiCHHX MOTOpIB M IMIUIAHTAIIT,
SIKI BUKOPHUCTOBYIOTBCS 13 MEIMIHUM BHPOOOM,

Jomatox 2 3 mepermikoM HAMIOHATBHHUX, €BPOMCHCBKHX Ta
MDKHAPOTHNX HOPMATHBHO-TIPABOBHX AKTIiB TA CTAHAAPTIB.

Il [exmaparist mpo BiXNOBIAHICTH BHAAHA TiJ BHUKIIOYHY
BiMOBiTABHICTE BUPOOHHUKA.

Director LLC «OLLEN-DENTAL» /%

Valeriya Rimek /

Jupexrop TOB «OJUIEH-IEHT

Pimex B. ®.

236




TOB «OJIIEH /IEHTAJT»

04119, m. Kuis, Byi. FOpis Innenka 831, odic 117
€IPIIOY 42749088,

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

Annex 1 to Declaration of Conformity No 14 /ver. 1/
Honarok 1 mo Jdexmapamnii mpo Bimmoigmicts Ne 14 / ver. 1

List of compatible implantology motors used with the medical device /
Iepenix cymicHIX MOTOPIB /ISl iMILTaAHTAM|, AKi BHKOPHCTOBYIOTHCH i3 METHIHIM BHPOOOM

Ipuraniitanii Ha0ip cymicHmii 3 MOTOPOM 1151 Ipuraniiianii Hadip cymicHmii 3 MOTOpOM
Ne iMmanTamii / I iIMIUTAHTAIT /
B Irrigation Set compatible with implantology Irrigation Set compatible with implantology
motor motor

1 Irrigation Set compatible with W&H implantology Ipuramiiiamii HaOIp CyMiCHUI 3 MOTOPOM IS
’ motor iMmrasaTamii W&H

5 Irrigation Set compatible with NSK implantology Ipuramiiiamii HA0Ip CyMiCHUI 3 MOTOPOM IS
) motor iMmranTamii NSK

3 Irrigation Set compatible with KAVO implantology Ipuramiiiamii HaA0Ip CyMICHUI 3 MOTOPOM IS
' motor immranranii KAVO

4 Irrigation Set compatible with KAVO (T connector) Ipurauitiamii HaOip CyMiCHHUI 3 MOTOPOM I
) implantology motor immaaTanii KAVO (T-noxiGauit pos'em)

5 Irrigation Set compatible with BIEN AIR Ipuramiiiamii HAOIp CyMICHUI 3 MOTOPOM IS
) implantology motor immanTanii BIEN AIR

6 Irrigation Set compatible with Universal Ipurauitiamii HaOip CyMiCHHI 3 MOTOPOM I
) implantology motor iMmaaTanii YHiBepcampHUH

7 Irrigation Set compatible with Piezo Universal Ipuranitiamii HaOip CyMiCHHUI 3 MOTOPOM IS
] 1mplantq]@ggyr mofor iMmanTanii YHisepcansHuil Piezo

3 Irrigation Set compatﬂﬂ MMIh\P"g 0, Silfradent Ipurauitiamii HaOip CyMiCHHUI 3 MOTOPOM I
) y Z iMmmanranii Piezo Silfradent

Director LLC «OLLEN-DENTAL», by Vallfi;:ﬁ g“:l‘fk/
Tupexrop TOB «OJUTEH-TEHTAT: rﬁr{ature, Stamp / Lo
S 1HC, meyaTka

336



TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, Byn. FOpis nnenka 831, odic 117
€IPTIOY 42749088,

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

Annex 2 to Declaration of Conformity No. 14 /ver. 1/
Honartok 2 1o dexaapauii npo BiamoBignicts Ne 14 / ver. 1

List of national, European, international regulations and legal acts and standards /
IMepeaik HanioHANBHUX, €BPONEHiCHKUX TA MIKHAPOAHUX HOPMATHBHO-NPABOBUX AKTiB Ta CTAHIAPTIB

Hanionanbhi cranaapTu, siki BK/JII04eHi 10 nepesiiky HalioHATbHUX CTAHAAPTIB, AKi BilnoBigaoTh
€BpONEiicbKUM rapMOHI30BAHMM CTaHAAPTaM Ta J00POBiJIbHE 3aCTOCYBAHHS IKUX MOKE CIIPHIiMATHC K
Aoka3 BinmoBinHocTi MequuHNX BHPOOiB BUMoraMm TexXHiYHOro persiaMeHTy 100 MeAUYHUX BUPOOiB:

1) JCTY EN ISO 13485:2018 Menuuni Bupo6u. CrctemMa yrpaBIIiHHS AKICTIO. BUMOTH 10 perysIroBaHHs.

2) JICTY ENISO 14971:2022 Bupo6u meanusi. HactaHoBHU 11010 YIPaBIiHHS PU3UKOM 100 MEIUIHUX BUPOOIB.

3) JACTY EN ISO 15223-1:2022 Bupobu memuuni. CUMBOIIH, 32CTOCOBAHI I1i]] 4YaC MapKyBaHHS Ha MEJAUYHUX BUPOOAXx,
eTHKETKaxX Ta B CYNPOBiNHIHN mokyMeHTarii. YactuHa 1. 3arampHi BUMOTH.

4) JCTY ENISO 20417:2022 Bupo6u meauuni. [Hpopmariis, sIKy Hazae BUpOOHHUK.

5) JICTY EN ISO 10993-1:2022 Bionoriute oniHOBaHHSI MequuHuX BHpoOiB. YactuHa 1. OriHOBaHHS i BUITPOOYBaHHS
B paMKax MPOIECy YIPaBIiHHI PU3NKaAMH.

6) JICTY EN ISO 10993-5:2022 Bionoriune oniHOBaHHSI MeIuuHuX BUp0o6iB. YacTiHa 5. TecTH Ha UTOTOKCHYHICTD in
vitro.

7) JACTY EN ISO 10993-7:2022 bionoriuHe OI[iHIOBaHHS MeIUYHHX BUpOOIB. YacTuHa 7. 3aiumIku crepumizaiii
OKCHIOM ETHJICHY.

8) JICTY EN ISO 10993-10:2022 Biomoriune oIliHIOBaHHS MemudHux BupobiB. Yactura 10. BunpobyBanHs Ha
MTOIpa3HEHHS Ta CCHCUOUTI3AIlIIO0 IIKiPH.

9) JHACTY EN ISO 10993-11:2019 bionoriune omiHIOBaHHS MeaudHux BupoOiB. Yactuna 11. BumpoOyBaHHs Ha
CUCTEMHY TOKCHYHICTb.

10) ACTY EN ISO 10993-23:2022 Bionoriute omiHOBaHHS MeANYHUX BHpoOiB. YacTuHa 23. TecTH Ha MOapa3HEHHS.

11) ICTY EN ISO 10993-12:2022 Biosoriune omuiHIOBaHHS MeauuHux BHpoOiB. Yactuna 12. ToTyBaHHS 3paskiB i
JIOBiJTKOB1 MaTepiaim.

12) ICTY EN ISO 14644-1:2022 Ywucri mpuMmilieHHs Ta BiAMOBiJHE KOHTPOJILOBaHe cepemoBuile. Yactuna 1.
Knacugikarist 94MCTOTH MOBITPS 32 KOHIICHTPAIII€I0 YaCTOK.

13) ACTY EN ISO 14644-2:2022 Ywucri mpuMmilieHHs Ta BIiAMOBiJHE KOHTPOJIbOBaHe cepepoBuiie. Yactuna 2.
MOHITOPHHT JIsl HalaHHS JI0Ka3iB e(EeKTHBHOCTI YHCTHX IPUMILIEHb, IOB’S3aHOI 3 YHUCTOTOK TMOBITPS 3a
KOHIIEHTPALI€F0 YaCTHHOK.

14) ICTY EN ISO 11607-1:2022 Bupobu memuuni crepuiizoBani. [lakoBanus. YactuHa 1. OCHOBHI BHMOTH [0
MarepiaiB, CTepHIIbHUX 0ap’€pHUX 1 TaKyBaJIbHUX CHCTEM.

15) ICTY EN ISO 11607-2:2022 BupoGu memuuHi crepuiizoBani. IlakoBanns. Yactuna 2. Bumornm mo Bamigarii
mporieciB (hopMyBaHHS, TepMETH3AIIIT Ta CKIIQJaHHS.

16) ACTY EN ISO 11737-1:2022 Crepuuizaiiis BUpoOiB MeANYHOTO Mpu3HavYeHHs. Mikpobionoriuni meroau. Yactuuna
1. BusHa4yeHHst nomysisiii MikpoopradizmiB Ha BUpoOax.

17) ACTY EN ISO 11737-2:2022 Crepuiizaiiiss BApoOiB MEAUYHOTO MpH3HA4YeHHs. Mikpobiosoriuni Metoau. Yactuna
2. BumnpoOyBaHHS Ha CTEPWIIBHICTS ITiJ] YaC BU3HAYCHHS, BAJIAAIIi Ta MATPHIMKH MIPOIECY CTEPUITi3aIlii.

18) ICTY EN ISO 11135:2019 Crepumizaiiss BUpoGiB MeIUYHOIO TNPH3HAYEHHS OKCHIOM €THIIEHy. Bumoru no
po3po0biIeHHs, Baialii Ta HOTOYHOTO KOHTPOITIO MIPOIIECy CTepUITi3allii MeIMYHIX BHPOOiB.

19) ACTY EN ISO 11138-1:2022 Crepuunizauis BUpoOiB MEAWYHOro npusHadeHHs. biosoriuni ingukaTopu. Yactuna 1.
3aranbHi BUMOTH.

20) JICTY EN ISO 11138-2:2019 Crepwitizariisi BUpo6iB MeIHYHOTO MpU3HAUEHHS. biomoriuni inaukaropu. Yactuna 2.
Biooriyni iHAMKATOPH IS CTEPUITI3AIIL 3 OKCHIOM CTHJICHY.

21) ACTY EN 62366-1:2019 Tlpuragun meawuni. Yactuna 1. 3acToCyBaHHS iH)KEHEPHHUX TEXHOJOIIH 10 MEIMYHUX
BHpPOOIB.

22) JICTY EN ISO 14457:2022 Cromarosnoris. HakoHeYHHKH Ta JBUT'YHH.
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TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, Byn. FOpis nnenka 831, odic 117
€IPTIOY 42749088,

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

Mi:kHApOAHI CTAHIAPTH, perJIaMeHTH, HACTAHOBH, PeKOMeHAaNii:

1) Council Directive 93/42/EEC of 14 June 1993 concerning medical devices.

2) Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices.

3) EN ISO 13485:2016/A11:2021 Medical devices - Quality management systems - Requirements for regulatory
purposes (ISO 13485:2016).

4) EN ISO 14971:2019/A11:2021 Medical devices - Application of risk management to medical devices.

5) EN ISO 15223-1:2021 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements.

6) EN ISO 20417:2021 Medical devices - Information to be supplied by the manufacturer.

7) EN ISO 10993-1:2020 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk
management process.

8) EN ISO 10993-5:2009 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity.

9) EN ISO 10993-7:2008 Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals.

10) EN ISO 10993-10:2021 Biological evaluation of medical devices - Part 10: Tests for skin sensitization.

11) EN I1SO 10993-11:2017 Biological evaluation of medical devices - Part 11: Tests for systemic toxicity.

12) EN ISO 10993-23:2021 Biological evaluation of medical devices - Part 23: Tests for irritation.

13) EN I1SO 10993-12:2021 Biological evaluation of medical devices - Part 12: Sample preparation and reference
materials.

14) EN ISO 14644-1:2015 Cleanrooms and associated controlled environment- Part 1: Classification of air cleanliness.

15) EN ISO 14644-2:2015 Cleanrooms and associated controlled environments - Part 2: Monitoring to provide evidence
of cleanroom performance related to air cleanliness by particle concentration.

16) EN ISO 11607-1:2020 Packaging for terminally sterilized Medical Device Part 1. Requirement for materials, sterile
barrier systems and packaging systems.

17) EN 1SO 11607-2:2020 Packaging for terminally sterilized Medical Device Part 2: Validation Requirement for
forming, sealing and assembly process.

18) EN ISO 11737-1:2018 Sterilization of Medical Device-Microbiological methods-part 1: Determination of population
of microorganisms on products.

19) EN ISO 11737-2:2020 Sterilization of Medical Device-Microbiological methods-part 2: Tests of sterility performed in
the validation of a sterilization process.

20) EN ISO 11135:2014/A1:2019 Sterilization of medical device- validation and routine control of ethylene oxide
sterilization.

21) EN ISO 11138-1:2017 Sterilization of health care products-Biological indicators -Part 1: General requirements.

22) EN I1SO 11138-2:2017 Sterilization of health care products-Biological indicators -Part 2: Biological indicators for
ethylene oxide sterilization processes.

23) EN 62366-1: 2015+A1: 2020 Medical devices — Application of usability engineering to medical devices.

24) EN 1S014457:2017 Dentistry — Handpieces and motors.

25) MEDDEV. 2.7.1 Rev.4 June. 2016 CLINICAL EVALUATION: A GUIDE FOR MANUFACTURERS AND
NOTIFIED BODIES.

26) MDCG 2020-5 Clinical Evaluation — Equivalence A guide for manufacturers and notified bodies.

27) MDCG 2020-6 Regulation (EU) 2017/745: Clinical evidence needed for medical devices previously CE marked
under Directives 93/42/EEC or 90/385/EEC A guide for manufacturers and notified bodies.

28) MDCG 2020-7 Post-market clinical follow-up (PMCF) Plan Template A guide for manufacturers and notified bodies.

29) MDCG 2020-13 Clinical evaluation assessment report template.

3akonu Ykpainu, nocranou Kadinery MinicTpiB Ykpainu, Haka3u minicTepers {i3 3Mminamu}:
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Director LLC «OLLEN-DENTAL»%
Jupexrop TOB «OJUIEH-TEHTAJb

TOB «OJIIEH /IEHTAJT»

04119, m. Kuis, Byi. FOpis Innenka 831, odic 117
€IPIIOY 42749088,

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

3axoH Ykpainu “TIpo TexHi4Hi perimaMeHTH Ta OLIHKY BiAMOBITHOCTI .

3axoH Ykpainu “TIpo 3a0e3nedeHHst (yHKIIIOHYBAHHS YKPAiHCHKOT MOBH SIK IEP KABHOI .

3axoH Ykpainu “TIpo 3arampHy O€3MEYHICTh HEXaPIOBOI MPOTYKIIi .

IMocranosa Kab6inety MinictpiB Ykpainu Bix 02.10.2013 p. Ne 753 “TIpo 3arBepmkeHHS TEXHITHOTO pPETIAMEHTY
1070 MCOIUYHUX BUPOOIB™.

IMocranosa Kabinery Minictpis Ykpainu Big 30.12.2015 p. Ne 1184 “IIpo 3arBepmkeHHS (POpPMH, ONMHCY 3HAKA
BIZITIOBITHOCTI TEXHIYHUM PETIIAMEHTAM, ITPABHII TA YMOB HOTO HAHECCHHS .

Haxka3 MinicTtepcTBa €KOHOMIYHOTO PO3BHUTKY i TopriBii Ykpainum Bim 04.08.2015 p. Ne 914 “TIpo 3aTrBepIkeHHS
BHM3HAYCHb OCHOBHUX OAMHMIG SI, HA3B Ta BU3HAYCHD ITOXITHUX ONUHHMI S, NECATKOBUX KPATHHUX 1 YACTWHHUX BiX
omuHMIG SI, T03BONICHWX MO3aCHCTEMHUX OAWMHHMIb, 4 TAKOXK IX MO3HA4YeHb Ta IIpaBWn 3aCTOCYBAaHHS OIWHUIb
BHMIPIOBAHHS 1 HAIMCAHHS HA3B TA II03HAYCHH OAMHUIIL BUMIPIOBAHHS 1 CHMBOIIIB BETUYUH .

Haxkxa3 MinicrepcrBa oxopoHu 310poB’s Ykpainu Bixm 22.01.2020 p. No 142 “IIpo 3aTBEpKEHHS METOXUIHHUX
pexoMeHmanii i3 3acrocyBaHHs TeXHIYHOTO PErJaMEeHTy HIOA0 MEIWIHHX BHPOOIB, 3aTBEPHKEHOTO IIOCTAHOBOIO
Kabirety MinictpiB Ykpainu Bix 02 >xoBTHA 2013 poky Ne 753, TexHIYHOTO periaMeHTy MO0 MEAWIHUX BHPOOIB
JUI TIaTHOCTHKH in Vitro, 3aTtBepmkeHoro nocraHoBoro Kabinery MinictpiB Ykpaian Bix 02 xosraa 2013 poky
Ne 754 ta TexHIYHOTO pErIaMeHTy IIONO AKTUBHUX MEIWYHHX BHPOOIB, SKi IMIUIAHTYIOTh, 3aTBEPIKEHOTO
MIOCTAHOBOXO Ka61HeTy Minictpis YKpalHH BI,Z[ ()2 sk0BTHSI 2013 poxy Ne 7557

01 . No 1245 “TIpo 3aTBepIKEHHs MEPETiKy
Bi;[nOBi;[HOCTi MCIOUYHUX BHPOOIB BUMOTAM

HAIIOHANBHUX CTAHIAPTIB, B'
TexHIYHOTO pErIaMeHTy o4O

Valeriya Rimek /

' /glgﬁatu/re Stamp / Pimex B. @.
f“l'[lzlnnc reJaTka

636



