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INSTRUCTION FOR USE
OF MEDICAL DEVICE:

Disposable dental micro-applicator Clean+Safe®




1. Name of the medical device:
Disposable dental micro-applicator Clean+Safe”, versions:

Disposable dental micro applicator Clean + Safe® , size Regular (M6500R), color: green/ orange;
Disposable dental micro applicator Clean + Safe®, size Fine (M6500F), color: yellow/ blue;
Disposable dental micro applicator Clean + Safe®, size Superfine (M6500SF), color: white/ pink;
Disposable dental micro applicator Clean + Safe®, size X-Slim (M6500XS), color black.

2. Name and address of the manufacturer:

Lakong Medical Devices Co Ltd, China

Address: No. 13 Jingci Road, Shilong, Dongguan, Guangdong, 523326 China
Made in China

tel.: +86-(769)-81807881; +86 (076)-981807881

fax:+86-(769)-81807111

website: http://lakong.medincn.com

Name and address of the manufacturer’s authorized representative in the RF
“PROTECO”, JSC

192102, Saint Petersburg, Salova street 57, Building 1, Letter “I”

Tel. / fax: +7 (812) 779-30-90

e-mail: info@protecodent.ru

Importer to Republic of Belarus:
PTUE VMK-Dent
Platonova str.1B, premises 41B room 1, 220034 Minsk, Republic of Belarus

3. Purpose and application:
Intended for application of dental substances and materials on teeth of a patient.
Application:
- For professional use in dentistry.
Potential users of the medical device: dentists.
4. Contraindications to use:
— patient’s allergy to any component of the micro-applicator;
— impossibility to observe the established procedure of application.

Side effects: none.

The medical device is intended for single use only.

Instruction for use of medical device:
Disposable dental micro-applicator Clean+Safe”
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5. Main functional elements of the medical device:

The micro-applicator represents a dental hand instrument in the shape of a rod whose bending part
ends with a brush-like head of different diameters. Brush fibers do not absorb fluids, solutions,
vanishes, which allows application of the whole amount of taken materials. The tip, bendable into
different angles, allows application of materials even into hard-to-access areas. Color marking and
changeable length of the handle (if necessary, it can be shortened by breaking off the bottom part)
exclude cross-infecting. The micro-applicator X-Slim has a finer prolonged head and is intended for
endo-canal treatment.

The medical device is non-sterile single-use.

PYUKa MecTo cruéa
~—

HAKOHeYHHK
(ro10BKa)

HHEKHAS 9ACTh
(otneanemasn)

6. Application procedure

-Take a micro-applicator of the needed size. Turn carefully the feeder-cap and take out a micro-
applicator. If necessary, bend the micro-applicator into the desired angle (it is not recommended to
bend the micro-applicator many times)

-Take the dental material that is necessary to apply and place it (required amount) on the mixing
pad (or any other device intended for this)

-Using the micro-applicator, take the necessary amount of the dental material (micro-applicator’s
fibers retain the dental material but do not absorb it)

-Apply the dental material

-The micro-applicator is intended for single use and cannot be reused.

The sterilization and/ or disinfection of the micro-applicators is not required before the first use.
7. Operating and storage conditions
8.1 Keep in a dry well-ventilated room, avoid exposure to direct sunlight.

Storage conditions

Ambient temperature -20 - +50°C
Relative humidity 10 to 80%
Air pressure 500 to 1060 hPa

Operation conditions: temperature of use from + 15°C up to +42°C

Instruction for use of medical device:
Disposable dental micro-applicator Clean+Safe”
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8. Completeness

No. Name Quantity
[ | Disposable dental micro-applicator Clean+Safe" * 4 tubes of 100 pcs
IT | Instruction for use I pc.

* — select the needed version within the range of presented vafian’ts:
Regular: green, orange

Fine: yellow, blue

Superfine: white, pink

X-Slim: black

9. Shelf life

Shelf life: is not limited, if the storage and transportation conditions are observed

10. Symbols and images used in labeling of the medical device and their description

- Symbols used in labeling:

Lot number /&/ Temperature range

Non-sterile ( € CE marking

® | >8]

- Dispose
For single use only lsjeparz;tf:llz fron:
ousehold waste

Marking of conformity
REF Catalogue No. @' to GOST R

11." Procedures of disposal and destruction of the medical device

The medical device is to be disposed according to the rules of collection, record-keeping and
disposal established by the medical institution.

The medical device falls to category of epidemiologically hazardous medical waste:
materials and instruments, objects contaminated with blood and/or other biological fluids.

Consumer package, defective device refer to epidemiologically safe waste, similar in
composition to household waste.

12. List of international standards

ISO 9001: 2015, ISO 13485:2016, EN 1041:2013. EN ISO 14971:2007, ISO 15223-1:2016, ISO
10993-1:2009, ISO 10993-2:2006, ISO 10993-5:2009. ISO 10993-10:2010, ISO 10993-12:2012.
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YTBepxkIcHO
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[Ipe3unent
KyHnsH(Wang Zhongliang)

Lakong Medical Devices Co., Ltd., Kuraii
(No. 13 Jingci Road, Shilong, Dongguan, Guangdong, 523326 China)

Ten.: +86-(769)-81807881
Dakc: +86-(769)-81807111

UHCTPYKIUS [TO TPUMEHEHUMIO
MEIHMLHMHCKOI' O U3EJIUSL:

Mukpoanniukaropsi cromarosnornueckne Clean + Safe® OIHOPa30BbIe




1. Haumenonaﬂue MEIHUHHCKOI0 U3/1eJIus

Mukpoanmkarop cromatonornuecknii Clean + Safe® oaHOpa3oBsIii, pasmep Regular
(M6500R), uBer: 3eneHblii/ OpPaHKEBBIIi;

Mukpoanmnkarop cromatonornueckuii Clean + Safe® oxHopasoBblii, pasmep Fine (M6500F),
UBCT: JKENTBIN/ rOy00ii;

Muxpoannnnkarop cromartonoruuecknii Clean + Safe® oxHOpa30BHIii, pasmep Superfine
(M6500SF), uger: 6enplii/ PO30BBIii; '

Mukpoanmmukarop cromaronornueckuii Clean + Safe® oaHOpazoBwIii, pasmep X-Slim
(M6500XS), uset uepHsrii.

2. IlaHHble 00 H3roTOBHUTEJIE H YIIOJTHOMO4YE€HHOM npeacraBuTe’ie H3roTOBUTEJIS

IpousBoaurens: LakongMedicalDevicesCo., Ltd.. KUTAI

HOpuanueckuiianpec: 13 Jingei Road, Shilong, Dongguan, Guangdong, 523326, Kuraii
Usrorosneno B Kurae

Ten.: +86-(769)-81807881; +86-(076)-98 1807881

®akc: +86-(769)-81807111

Be6-caiit: http://lakong.medincn.com

Y0/IHOMOYeHHBII NIPeICTABHTE b H3ITOTOBHTEIS B Poccuiickoii ®exepannn:
AO «(ITPOTEKO», 1opuanyeckuii ¥ no4ToBsiii ajpec:

192102, r. Caukr-Iletep6ypr, yn. Canosa, 57, kopn. 1, nutr. U

Ten./hakc: +7 (812) 779-30-90, aZIpec 3ICKTPOHHOM NmoyTHl: info@protecodent.ru.

Hmnoprep B Pecniybimky benapyce:
YTVYII «BMK-/leHT»
220034, r. MuHck, ya1. IInaronosa, 1B, nomenienue 41b, xomHara 1, Pb

3. Ha3snavenue METHIHHCKOr0 U3/1eJIus, NOTeHUHAIbHbIe HOTpCﬁHTCJ’ll/l

Mukpoanmniukarop cromaronoruueckuii Clean + Safe® OZHOpa30BbIii(jla/iee MO TEKCTy —
MHKpOANIIMKATOP, MCIMUMHCKOC  M3CNHE,  NPOAYKT)IPCAHA3HAYCH  JUI  HAHCCOHMS
CTOMATOJIOrMECKNX MPENapaToB MM MaTEPHAIOB Ha 3y0bl MaLMEHTA.

Ob6nactb npumenenns: CToMaToa0rus

IloTeHuManbHbBIC NOTPEGUTETHMETHIHHCKOTO H31C/THS: BPa4YH-CTOMATOJIOTH.

4. TIpoTHBONOKA3AHMS K NIPUMEHEHHIO, 1060YHbIE dppexTni

- AJUIEPTHA y MALMEHTA HA KaKOFi-1160 KOMIIOHEHT MHKpPOATIITHKATOpa;
- HEBO3MOKHOCTb COOII0ICHHSA YCTAHOBIICHHOI NPOLEypbl IPHMEHEHHS.

[ToGounble rpdexTs: OTCYTCTBYIOT.

] KOHCTPYKuHﬂ Hu (l)yHKll"OHaJleble XAPAKTePUCTHKHUMEAULIMHCKOI O u3jaeus

MuKpoanmMkaTop npeacTaBaseT coGoil CTOMATONIOrHYCCKHMIT PYYHOH HHCTPYMEHT B (opme
CTepXkHs (PyUKH), Ha crubaeMoii yacTu KOTOPOro HaXOAUTCH HAKOHEUHHK (rOJIOBKA) pa3/InuHbIX
AnaMeTpos (puc.l). Ha noBepXHoCTh HakOHEUHHKA (FOIOBKM) HaHECeH ¢ox B Buze meroyku.
I. BoJOKHA WICTKM HE acopOUPYIOT KHAKOCTH, PacTBOPBI, JIaKH, TMO3BOJISS HAHECTH BCE
KOJIMYECTBO B3ATOr0 Marepuasna.

VHCTpyKUMS M0 MpHMEHEHHIO Me AHLMHCKOTO H31eI1s
Muxpoannnnkatop cromaronornyeckuii Clean + Safe® 0/IHOPA30BbII Ctpannua 2 us 4



2. HakoHeunuk, cruGaemsiii mox PA3IHYHBIMHU YITIAaMH, TTO3BOJIACT HAHOCHTE MaTepuaibl
AQKE HA TPYZAHOAOCTYMHBIX YYaCTKax.

3. PasnuuHblii uUBET M wM3MeHseMas AVIMHA  pY4KH (NP HEOOXOJMMOCTH €€ MOKHO
YKOPOTHTD, OTJIOMHB €€ HHAKHIOI0 YaCTh) HCKITIOYAIOT PHCK NEPECKPCCTHOH HHEKIMN.

4. MukpoanmiukaropX-Slim umeer eme Gonee TOHKYIO  yAJIHHEHHYIO TOJIOBKY, YTO
MOSBOJIACT  HCMONB30BATh  €rO  JUIA  BHECCHUANPENAPATOB MM MaTepUHalioB B
YHIOJJOHTHYCCKHE KaHAaIbI.

pyuKa MecTo cruba
~—

HAKOHeYHHK
(ro;10BKa)

HHKHAS 9aCTh
(oTaememasn)

Puc.1 Koncrpykums MHKpOAIIInKaTopa

6. Ilpoueaypa npumenenus

- Bm6paTbMHKpoaanKaTop HY)KHOTO pasmepa. AKKypaTHO OTKPYTHTB KPBILIKY H
BbIHYTbMUKpoOanmmkarop. Ecnu  Heobxomumo, COTHYTbMHUKPOANIJIMKATOP MO
HEOOXOIUMBIM YIJIOM (He PCKOMEHAYETCSA CrubaTh €ro MHOrOKPaTHO).

- B3ate cromatonoruueckuii MaTepHall, KOTOPhIH HEOOXOANMO HAHECTH, M MOMECTHTH
HEOOXOAMMOE KOJTHYECTBO Ha HHIUBHAYAIBHYIO MAJETKy [l CMEIUBaHUA (MIIH 11000e
JIPYTO€ MPUCTIOCOOJICHHE TAKOTO KE Ha3HAYCHUA).

- C nmoMouisto MHUKpOAIIITNKAaTOpa B3ATh HEOOXOAUMOE KOJIMYECTBO CTOMATOIOIHYECKOTO
Matepuana (BOJIOKHA MHUKpOANIUIMKATOpa YAEP:KUBAIOT CTOMATOJIOTHYECKUE MaTepual,
NpH 3TOM He aacopOupys ero)

- Hanectu cromaronoruueckuii MaTepHal.

- Mukpoannaukarop [pEAyCMOTPEH TOJBKO AJIsl O/IHOPA30BOrO NMPHUMEHEHUS U HE MOKET
NPHUMEHATBCS TOBTOPHO.

Ilepen nepsbivM HCnONb30BaHKEM H3aEHE HE MOUIEKUT Ae3UHPEKLMH H/ WM CTEPUIH3ALUM

MHKpOANIINKAaTOPbl — 9TO HeCTePUIIbHBIE MeTHIHHCKHE H3JETIHA  JUI1  OHOPA30BOTO
npumeHeHns.IIOBTOpHOE NpuUMeHeHHE yKe HCMOb30BAHHBIX MHKPOAIMIUIMKaTOPOB  MOKET
noBJeYb 3a cO00M HHPUIMpPoBanue. [ToBTOpHOE HCMOB30BaHIE 3alpeLieHo.

7. Yca0BHS IKCIIYaTALMH M XPAHEHUSE

7.1 YcnoBust Xxpanenus
XpaHHTb H3CTHC B CYXOM, XOPOLLIO [IPOBCTPHBACMOM IMOMEIUCHUH, H30ETaTh BO3ACHCTBUS
NPAMBIX COJIHEYHBIX JTy4eH.

Oxpyskaroutasi Temiieparypa ot —20 °C go +50 °C
OrHocHTe/TbHAS BIaKHOCTD 10-80 %
HaBnenne Bo3ayxa 500-1060

HHCTpyKUms no npHMeHeHNI0 MeIHIIHCKOTO 131 Hs
Muxpoannnunkartop cromaronoruueckuii Clean + Safe® OJIHOPA30BBbIif Crtpanuua 3 u3 4



7.2 Yenous skcrtyatanuu
Temneparypa skcnnyaranum ot +15°C 1o +42°C

8. KommiekT mocraBku

Ne HaumeHnoBanne Koanuectso
[ | Mukpoanmankatop cromatonornyecknii Clean + Safe® onHopasosblif' |4 TyGe 1o 100 .

I | MHCTpyKuus no npuMeHeHuio
* - BBIOPaTh HEOOXOAUMBIIf BaPUAHT UCIOJTHEHUS U3 UMEIOLLUXCS

I .

Regular: 3enenbli, opanxessiii
Fine: sxenrsiit, rony6oii
Superfine: Gesnblii, po3oBsiii
X-Slim: uepHbiit

9. Cpok roanoctn

Cpok roaHOCTH: He OrpaHuYeH NPH cOBTIOAeHNH YCIIOBHI TPaHCIIOPTHPOBAHHSA H XPAHEHHUS.

10. CumBo/IbI M H300pakenus, MCI0/Ib3yeMble B MADKHPOBKe MEIMLHHCKOTO M3/1e/ 1Sl 1
HX ONHCAHHE

CumBoa Onucanune Cumsoa Onucanue
Temneparyprsrit
LOT Howmep naptun /#, paryp
: . JMana3oH
A Hecrepunsno c € 3Hak cootBeTcTBHS CE
Tonbko mna YTunusuposars
® OJIHOPa30BOIo OTIC/ILHO OT OBITOBBIX
IIPUMEHEHHS OTXO0JI0B
R —
HEF 1 SR r 3HaK COOTBETCTBHS B
y cucteme ['OCT P

11. TIpoueaypel yTHAN3AUME M YHHUTOKEHHS] MeIHUHHCKOr0 u3aenus

MGJIMU,HHCKOC HU3CJTHE MOAJICKHUT YTHJIIM3allMH B COOTBETCTBUM C [paBuJIaMH c60pa, BCACHHUS
3anucend u YTUIIU3alUHU, YCTAaHOBJICHHBIMUA B JAHHOM Jie4eOHOM YUPCKACHUU JUIA YTHIIM3ALIHU
MCIUIHUHCKHX OTXO/10B.

MCIIHL(I/IHCKOC U3CJIHE OTHOCUTCS K KaTE€TOPHUH 3MHAEMUOJIOTHYECKHU OMaCHbBIX MEAUIMHCKUX

OTXOZOB:  MATEPHANOB M MPHUOOPOB, OOBEKTOB, 3arpA3HAEMBIX KPOBBIO H/HIIH APYTUMH
OMOTOrHYCCKUMHU JKUIKOCTSIMH.

ITotpeburensckas YIAKOBKA W Je(pEeKTHblE M3AEMHS OTHOCATCH K SMUIEMHOIIOTHYECKHU
0c30MacHBIM 0TX01aM, CXOKHUM 10 CBOEMY COCTaBY C OBITOBBEIMH OTXO/IaMH.

12. Ilepeyenn MeAIYHAPOIHBIX HOPMATHBHBIX JOKYMEHTOB/CTAHAAPTOB, IPUMEHHMBbIX K
MeIHIUHHCKOMY H3/1e/IHI0

ISO 9001: 2015, ISO 13485:2016, EN 1041:2013. EN ISO 14971:2007, ISO 15223-1:2016, ISO
10993-1:2009, ISO 10993-2:2006, ISO 10993-5:2009. ISO 10993-10:2010, ISO 10993-12:2012.

HHcTpyKims no npiMeHeHno Me MUMHCKOTO H3e1ms
Miuxkpoannnukartop cromaronornyeckuii Clean + Safe® OJIHOPa30BbIii

Crpannua 4 us 4
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