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1.
icro applicator dental disposable EuroType,
Execution options:

Name of a medical device,

Micro applicator dental disposable EuroType
Outlet options:

1 Micro applicator dental disposable EuroType LK4000R - 100 pieces / pack;
2. Micro applicator dental disposable EuroType LK4000F - 100 pieces/pack;
3. Micro applicator dental disposable EuroType LK4000S - 100 pieces/pack;
4.

Micro applicator dental disposable EuroType LK4000XS

- 100 pieces/ pack;
Instruction for use

- 1piece.
2. Information about the manufacturer of a medical device.
Manufacturer: Lakong Medical Devices, Co. Ltd
No 13, Jingei Road, Shilong, Dongguan, Guangdong, 523326 China

Phone +86-769-81807881, E-mail: sales@lakongdcntal.com web: www.lakonggroup.com
The authorized representative in the Russian Federation:
«Eurotype Rus» LLC

119334, Moscow, inner territorial urban municipal district Donskoy, 5% Donskoy driveway. 2 IB,
building 10.5* floor, room I, apartment 35

Ph.; + 7 (495)478-82-13, E-mail import@nika-dcnt.ru

3. Purpose of a medical device.
Dental disposable micro applicator EuroType (hereinafter referred to as micro applicator or device)
is intended for applying dental materials. For single use only.
The device is a portable hand-held dental instrument. Consists of a handle with a tip / brush, on the

surface / bristles o fwhich the applied material is held; the device docs not look like a syringe or plunger.
The device is for single use.

The device is non-sterile, not sterilizable.

3.1. Indications to use: application of a dental filling material (for example, amalgam, composite)

to the tooth / teeth of a patient in dentistry, including for applying:
- hemostatic solutions;
- solutions for the indication of dental plaque;
- sealants;
- Dycal accessories;
- etching agents;
- binding agents;
- pads for the oral cavity;
- fluoride varnishing
3.2. Side effect: no.
3.3. Contraindications: individual intolerance of matcri
3.4. Potential users: the qualified medical personnel in

3.5. Route ofadministration: use according to the inslructi
3.6.

ns.

Application conditions: in the organizations of health care
3.7. Precautionary measures:

A'FTENTION! The device is intended for single u.sc only!

ATTENTION! Reuse may lead to cross-infection.

ATTENTION! Medical personnel must wear gloves.

ificd specialists.

4, General parameters and properties of a medical device.
4.1. Description of the device

An applicator is a singic-usc device.
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The micro applicator consists of a plastic rod and a nylon brush. The surface of the plastic rod is
. even, colorfast. free of burrs and stains, non-dcfoniioblc. The nylon brush is even, clean and not

plucked, arranged in a sphere shape.
71lic neck ofthe micro applicator bends at different angles and does not break.

Micro applicator dental disposable EuroTypc' in outlet options;

OraLiiiP/ - htirw  anialor tientiil tlisposahlc Euro Tviw LK4000R, neneml vinv

Divning - ~ Micro affplicolordcnliillispa‘tahlcEtiivrviv LK4(H)OF. general v/cu-

Orawing 4 - Micro applU-alordental disposable EuroType LK4000XS. general view

Outlet option

> Properties LK4000R LKA4000F LK4000S LK42°OX
1 Color Green Yellow White Black
> Length, mm 103
?  Diameter, mm 3
4 Diameter of a head (working part), mm 1 0.5
5 Head length (working part), mm 35 1 25 2.0 1 40
6 Weight. 0.60
7 Distance to a notch, a. mm 17
8 Tensile strength ofa plastic core, not less, than, MPa 7.0
9 Overall dimensions of a tube, diameter x height, mm
to Tube gross weight, no more then XX [7TOAM
11 Number of micro applicators in a lube, piece
12 Overall dimensions of a box. length x width x height, mm IGILXiOO~KhA
13 Box weight gross, no more titan . Cmo 1

14 Ouantitv of tubes in a box. piece \

{ WORKING PART)

\
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4.3. _ RcquircmeiUs lo inaierials

Tho materials contacting to a human body:
1. Polypropylene of the “Kayshun' brand, manufactured by "Gaishun Plastic'" (China), dyed with a green
colorant of the ""Kayshun" brand, manufactured by “Gaishun Plastic” (Chinn) - a plastic core o f the dispos-
able EuroType LK4000R micn> applicator;
2. Polypropylene o f the “Kayshun' brand, production of ""Gaishun Plastic'* (China) painted by yellow col-
orant of the ""Kayshun' brand, production of "Gaishun Plastic” (China) - a plastic core of the micro appli-
cator of disposable EuroT>pc LK4000F;
3. Polypropylene of the ""Kayshun' brand, production of "Gaishun Plastic' (China) - a plastic core of the
micro applicator of disposable EuroType LK4000S;
4. Polypropylene of the “Kayshun” brand, production of ""Gaishun Plastic” (China) painted by black colo-
cant of the ""Kayshun' brand, production of “Gaishun Plastic" (China) - a plastic core of the micro appli-
cator of disposable EuroType LK4000XS;
5. Nylon (polyamide) of the "Kayshun" brand, production of ""Gaishun Plastic” (China) - a nylon brush of
the micro applicator of disposable EuroType LK4000R; nylon brush of the micro appiicator of disposable
EuroType LK4000F; nylon brush of the micro applicator of disposable EuroType LK4000S; nylon brush
of the micro applicator of disposable EuroType LK4000XS.

Medical personnel must wear gloves.

Tyi” of contact with the patient’s body: Short-temt contact with damaged tissues o f the tooth (dentin)
of the patient.

In manufacturing process ofa device are not used: materials o fanimal and (or) human origin, medical
devices:

5. Route of administration.
5.1. Check the integrity of the packaging (tube) and the expiration date of the device.
5.2. Specify the type of the device.
5.3. Put on gloves afler pretrealing hands with antiseptic solutions. Gently, open the package, re-
move the applicator.
5.4. Usedirectly for the preparation ofsolutions (eg etching agents, fluoride varnishing agents, etc.).
5.5. Use directly for precise application in hard-to-reach areas.
5.6. Execute necessary manipulations.

ATTENTIO.N! To exclude reuse, the doctor must break the micro applicator along a notch after use!
5.7. Dispose of the applicator in the prescribed manner..

6. Safety requirements.
The device is intended for single use only!
Reuse may lead to cross-infection.
ATTENTION! To exclude reuse, the doctor must break the micro applicator along a notch after use! Do

not use the devices if the packaging has been opened or damaged. n
Svmbol Description  ff/ii/'
L Manufacturer
eJ Specifics tIK manufacturer ofa incdiciil device 1
Date of production \ f
Date wlien was the device is made n
Use until

Specifics dale after which expiration the device should not be applied or bc uswW

Code of a consignment of goods
[l OtJ Code ofa scries ofa device (or consignments of goods)

Ban on repeated use
Tire medicul device is intended for single use or for use on one patient during one procedure

Temperature limit
Specifies borders oflempcrulure range within which the nwdica) device cun be applied without damage of its

safety
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Dwcrlp<iun

Nol to utc at pBcklitg dainai:c
Specifics, llial in cose of Oamiigc or opening of packing the medical device cannot be used

"To throw out in a garbage can”
The sign means that this packing should be thrown out in u casket

7. Cleaning and disinfection.

Tills medical device is delivered unsterile, for single use. Additional cleaning and disinfection before
use is not required.

8. Sterilization.
This medical device is delivered unsterile.
The device is not subject to sterilization.

9. Conditions of use, transportation and storage.
This medical device can be transported by all types of transport in top-covered vehicles in accordance
with the applicable rules for the carriage of goods for each type of transport.
During operation, the products arc resistant to the influence of biological fluid.

During use. transportation and storage, this medical device is resistant to temperatures ranging from
-5 °Cto+55*C.

10. Life span (shelflife) and an indication of the prohibition of the use of a medical device after the
end of life span (shelf life).
The shelflife of a medical device is 5 years from the date of manufacture.
Not to use a device after the expiration date.

11. Procedure of utilization of a medical device.
11.1. Packing is utilized to places of collecting household garbage.
N ote - Fortile Russian Federation, the packaging ofa new device is disposed ofin accordance
with SanPiN 2.1.3684-21 "'Sanitary and epidemiological requirements for the maintenance o f the territories
of wurban and rural settlements, for water bodies, drinking water and drinking

water supply, atmospheric air, soils, residential premises, operation gj public premises,
organization and conduct sanitary
anti-epidemic (preventive) measures.

11.2. Used devices are decontaminated and disposed of, in acce menis of local
organizations and dispo.sal regulations in the area. For more informal allons, where

disposal takes place, please, contact your local authority or waste dispysai companj™"

N o te -For the Russian Federation, the disposal ofdcvicesuseoSq;”einf/ tit\i~ard of a medical
facility is carried out in the manner prescribed by SanPiN SanPiN*"2?tf3iM-21 ''Sanitary and
epidemiological requirements for the maintenance ofthc territories ofurban and rural settlements, for water

bodies, drinking water and drinking
water supply, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and conduct of sanitary

anti-epidemic (preventive) measures, for class B waste (cpidcmiologically hazardous waste).

11.3. Recycling and disposal of unused devices after the expiration date is carried out in accordance
with the requirements for the disposal of cpidemiologically safe waste.

Note - For the Russian Federation, in order to prevent environmental pollution, all waste
generated during the disposal of devices is subject to mandatory collection with subsequent disposal, in
accordance with the established procedure and in accordance with the current requirements and norms of
local regulatory documents, including in accordance with SanPiN 2.1.3684-21 'Sanitary and
epidemiological requirements for the maintenance ofthc territories of urban and rural settlements, for water
bodies, drinking water and drinking

5
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supply, alinosphcric air. soils, residential premises, operation of industrial, public premises,
organization and conduct of
anti-epidemic (preventiv e) measures, for Class A waste.

11.4.

sanitary

Since the regulations for disposal may dilTer in dilTerenl countries, if necessary, contact the
manufacturer’s authorized representative in the Russian Federation Eurotype Rus Limited Liability Com-
pany (Eurolype Rus LLC), 119334. Moscow, inner lerrilorial urban municipal district Donskoy, 5th

Donskoy driveway, 2 1B, building 10, 5th floor, room 1. apartment 35 E - mail: impon@nika-dent.ru (tel.
+7 (495) 478-82-13).

12.  Maintenance and repair.
It is not provided, a device of single use,

13. Warranty obligations.

Lakong Medical Devices, Co. Ltd (JlakyH Meaukan fesaHcec Ko. JITg) assumes a warranty for the
medical device to be free from defects and conform to the manufacturer's declared characteristics during
the shelf life, subject to the conditions specified in the instructions for use.

The manufacturer is not responsible for damage or accidents resulting from misuse, user errorw

external emergencies. For device quality questions, please contact an authorized representative of-"
manufacturer.

13.  Claim.

In the event of a defect, the developer and manufacturer Lakong Medical Devices. Co. Ltd locaj»
atNo 13, Jingei Road, Shitong, Dongguan, Guangdong, 523326, China guarantees the quality of the deviice.
In case of found defect, please, contact your authorized representative in the Russian Federation.

Authorized representative of the developer and manufacturer in the Russian Federation ¢ Limited
Liability Company "Eurotype Rus" (LLC "Euroiype Rus"), 119334, Moscow, inner territorial urban
municipal district Donskoy. 5th Donskoy driveway, 21B, building 10, 5th floor, room 1, apartment 35 E -
mail: import@nika-deni.ru (tel. +7 (495) 478-82-13) - accepts complaints.

Violations of the device, received during operation and careless handling arc not considered as
defects.

14.  List of the international regulatory documents.
1SO 9001:2015 "Quality management system. Requirements'’;
ISO 13485:2016 ""Medical devices. Quality management systems. Rj
ISO 15223-1:2016 “Medical devices. Symbols used on labels ofj
in the information provided. Part 1. General requirements”;
ISO 14155:2011 " Clinical research on medical devices for hunt
1ISO 14971:2019 " Medical devices. Application of risk manage)

1SO 10993-1:2018 " Biological Evaluation of Medical Devices ¢
the Risk Management Process

uirements”;
en labeling and

al Practice

Testing within

1ISO 10993-10:2010 " Medical devices. Assessment of the biological cffccTof medical devices. Pari
i0. Investigations of iiritant and sensitizing ciTccls™
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MepeBoA C KUTANCKOro 1 aHINICKOTO A3bIKOB Ha PYCCKMiA A3bIK

CEPTUNDPUNKAT

KuTalickuii KOMUTeT COfeNCTBUA Pa3BUTUIO MEXAYHAPOAHOW Toproene sensetcs Kutaickon
MEeXyHapOLHON TOProBoii nanaTon
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Knraificknil xoMuTeT copelicTang pazsnTuo Mexaysapoanoll Topropin
Mexaynapoanas foprosas nanara Knras

IQR-kon/

CEPTHOHKAT 224403A0/035303
N

HACTOAINM NOATBEPKAAETCH, uro: newars JAKYH MEJHKAJ AEBAHCEC KO,
JITA ua npunaraemom JOKYMEHTE sannercs noaansuol

furramn/
Kwuraiickuit Komurer coaelicTeus pazsutnio
Mexaysapoanofi Toprosne
/noanuce/

Tloanmcs
Yuonnomovennoro anua: Cwoll Jausons

Jara: 8 Anrycra, 2022

BeG-caitt ana npoeepku ceprudrxarta; hitp//www.rzcepit.com/validate.html

Nevato: JIakyn Meauxan desaticec Ko, JiTa
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«YTBEPXAAIO»/ «<APPROVE»
JAupexmop

{Boancocme/position)
Asxnu Boxz

{uma/nome)

{nodnucs/signature)

LAKON KZVHEDENMGERE 2D

LAKONG MEDICAL DEVICES CO.,.LTD.

HHCTPYKL[HA 110 TIPHMEHEHHIO
MEJQHUIIHHCKOro H3E/THA
(pedaxyun NeOl om 30.06,.2022)

MuKpoanmInKaTOp CTOMATOJOr H4ECKHH

oxHopa3oBbiii EuroType

Mepeonauansnsiii emnycx
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1. HasmeHoBaHHEe MEAHNRHCKOI'0 HIKETHS.
KpOAIUIMKATOp CTOMATONOrHICCKHH oziHOpasossiit EuroType,
PHAHTE! HCTIONTHEHHS:

[,  MHEKpoanmIMKATOp CTOMATONOrHYeCKAH oxHopasoeniii EuroType LK4000R - 100 mrr./ym.;
2.  MuxpoanmmRaTOp CTOMATONOrASCCKAH oxHopasoBkii EuroType LK4000F - 100 mrr./ym.;
3. MukpoanmMKATOp CTOMATONOrAYECKAH oxHopasoskii EuroType LK4000S - 100 wrr./ym.;
4. MHAKpoANIUMKATOP CTOMATOIOrAYecKAH omopa3opslii EuroType LK4000XS - 100 mrr./ym.;
HucTpyxnus mo NpHMEHEHHIO -1 3ks.

2. CpeneHns 0 NPOH3IBOAATENE MEAKIIMHCKOTO HIAC/AHL,
Mponssonutens: Jlakyn Meaukan Hepaiicec Ko, JIta (Lakong Medical Devices, Co. Ltd)
Nel3, 1aunsum Poya, lllanys, ynryans, I'yaunyn, 523326, Kurai
(No 13, Jingci Road, Shilong, Dongguan, Guangdong, 523326, China),
Ten. +86-769-81807881, E-mail: sales@lakongdental.com catit: www.lakonggroup.com
YnonnoMoucHubi#l npeacTapaTend B Poccniickoit ®enepaunn:
O6mecTBo ¢ orpanHueHnoi oTBeTcTBeHHOCTRIO « EBpomaiin Pye» (OO0 «Esporaiin Pycy)
119334, r. Mockea, BH. Tep. r. MyRRmanansabii oxkpyr Jloncko#, npoean 5-i Jlonckoi, n.21B, c1p. 10,
stax 5, nomemnt. | xomu 35
Ten.:+ 7(495) 478-82-13, E-mail import@nika-dent.ru

3. Hasnavenne MeAHMEHCKOr0 HIXCARY.

Muxkpoannauxarop croMaTonoraueckuit oguopasopsit EuroType (aanee — MEKpoannaukarop Han
u3jeNHe) — MpefHASHAYEH I HAHECCHHA CTOMATOJIONHYeCKOro MarepuaioB. TONMbKO /1S OAHOPA30BOTo
NpPHMCHCHHUA.

Uanenue saRAgeTcs MEPEHOCHHIM PYYHHM CTOMATONOTHYECKHM HHCTpYMeHTOM. COCTOMT u3
PYKOATKM C KOHYHKOM/IETOYKOH, HA TMOBEPXHOCTH/IMETHHKAX KOTOPHIX YACPKHUBACTCA HAHOCHMBI
MarepHal; H3AC/HE HE NOXOXKE HA BINPHI HAY NOPIICHb.

Hagenne aius OAHOPA3OBOro HCMOJIL30BAHHA,

H3penne HecTepuibHOE, HE CTEPHHM3YEMOE.

3.1. [lokazanys K NPHUMCHECHHIO: HAHECEHHA CTOMATOJOTHIECKOro MIoMOHPOBOYHOrO MaTeprana
(HanpHMep, aMayIbraMbi, KOMIIO3HTa) Ha 3y0/3yOH NauHeHTa B CTOMATONIONHH, B TOM THC/IE VIS HAHSCCHHUA:

— FeMOCTaTH4eCKHX PacTBOPOB;

— pacTBOPOB ANA HHAMKAUHM 3y0HOrO HANETA;

— FCPMCTHKOB;

— npuBagnexHocteit Dycal;

— TPABHALHBIX CPEACTB;

— CBA3YIOIIMX CPE/CTB;

— NMPOKNAAOK A/IK NOJIOCTH PTa;

— ¢TopHAHOrO NAKMPOBAHNS.

32. [IloGounoe meHicTone: HerT.

3.3. [poTHROHOKAZaHNHA: HHAMBHAYANbHAS HEMICPEHOCHMOCTD MATCPHAJIOB.

34. [loreHuMaNpHEe NONB3OBATENH: KBANHGHIMPOBAHHMIN MEIHIMHCKHI NepcoHan B YCNOBHAX
OpraHm3anMi 3ApaBOOXPAHEHHS.

3.5. Cnocol NpUMEHSHRA: HCTIONH30BAHUE B COOTBETCTBHH C HHCTPYKUMEHR 110 NPHMEHEHAIO,

3.6. Ycnoeus npUMCHEHHA: B OPraHH3alHAX 3APABOOXPAHCHHA KBANHGHUNPOBAHHEIMH CIICIHANTH-
CTaMH,
3.7. [lpexaynpexienns:

BHHMAHHE! HU3aenue npeaHasHa%eHo TOABKO JUIX OAHOKPATHOIO NPHMEHEHHA!
BHHMAHME! IoBTopHOE HCNONB30OBAHEE MOXET NOBNEYhL BO3HHKHOBEHHE NIEPEKPECTHRIX HHbeKIuii,
BHHMAHHE! Mennuunckult nepconan o6a3au paGorars B nepyarkax.
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4.,  OCHOBHble MapameTpbl U XapaKTepUCTUKN MeANLUHCKOro U3genus.

4.1. OnucaHue n3genns

ANnAukaTop - u3genue, npeaHasHaueHHoe 418 0Of4HOKPATHOTO NPUMEHEHNS.

MWKpOannAnMKaTop COCTOMT M3 MMAaCTUKOBOrO CTEPXHS W HEANOHOBOW LWeTKW. [OBEpXHOCTb
MAacTUKOBOIO CTEPXHS - YMCTas, pPOBHas, LiBETOYCTOUNBast, 63 3ayCeHLeB 1 NATEH, HefehopMupyemas.
HeiinoHoBas WieTKa paBHOMepHas, YiCTas 1 HeBbILMMAHHasA, YNopsaoUYeHHas B (hopme chepbl.

LLlelika MMKpoannaukaTopa cruéaeTcs nog pasHbIMW yYrnamu n He OMaeTcs.

«MuKpoannankKaTop CTOMaToNOrMYeCKMin 01HOPa3oBbI ENroType » B BapuMaHTax UCMO;LLEHNS:

PucyHok 1 - MukpoannankaTop CTOMaTOA0rMYecKnii ogHopasoBblii EuroType EK4000K, o6wwwnii Bua

PncyHok 2 - MnkpoannankaTop CTOMaT0n0rn4eckuii ogHopasosblii EuroType 1K4000E, o6wiwmin Bug,

PucyHok 3 - MunkpoannankaTop CTOMaTO0N0rM4YecKnii ogHopasoBsblil EuroType EK40008P, o6wiuii Bug

1

PucyHok 4 - MukpoannamkaTop CTOMaTOon0rnyeckunii ogHopasosblii EnroType 1K4000XE, o6wwinin Bug,

MapameTp

LiBeT

OnvHa, Mm

OunameTp, MM

OvameTp ronoBku (paboyeit yactu), Mm

LOnuvHa ronoBku (paboyei 4yactun), Mm

Macca, r

PaccTtossHMe [0 Haceyku, a, MM

MpoYHOCTb Ha pa3pbIB NNACTUKOBOIO CTEPXHSA, He MeHee, MIMa
abapuTHble pasmepbl Ty6bl, juaMeTp X BbiCOTa, MM

Macca 6pyTTO Ty6®bI, I, He 60onee

KonnyecTso MnKpoannankaTopos B Ty6e, LUT.

MabapuTHble pasmepbl KOPOOKMK, A/IMHA X LUMPUHA X BbICOTa, MM
Macca 6pyTTo KOpobKWU, I, He 6onee

KonunyectBo Ty6 B KOpobKe, LIT.

Jonyctumble 0TKNOHEHUA napameTpos £ 10 %.

Haceuka
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BapuaHT ucnonHeHusa
bK4000K bK4000I bK40008 bK4000X$
3eneHblii Xentbinn Benblii YUepHbIii
103
3
1 0.5
3,5 2,5 2,0 4.0
0,60
17
7,0
45 XT1O
100
100
FOOx HOOx 115
400
4

["onoBKa
(paboyas yacTb)

\



d 4.3. TpeSosanua x Marepuanam
Marepuankl, KORTaKTHPYIOIINE C OPraHH3MOM YeJIOBEKa: _

1. Tonmamponunen Mapku «Kakuyny», mpoussoacrsa pupmei «Gaishun Plastic» (Kurait), oxpameHnsiit

&nsiM KpacuTeneM Mapki «Kakliyn», mpowssozactrsa dupmbl «Gaishun Plastic» (Kuraif) — nnactuko-
BEII CTEpXkeHb MHKpoannanxkaropa onHopasasoro EuroType LK4000R;

2. Momanponunexr Mapky «Kaiiwyn», nponseoacrsa dupMul «Gaishun Plasticy (Knurait), oxpamernsii
wEITRM KpacHTenem mapku «Kaituryu», nponssoactsa dupmel «Gaishun Plastic» (Kurait) - niacrukossiii
CTEpXKEHL MHKpOANIUMKaTopa oaHopazoeoro EuroType LK4000F;

3. Homanponuner Mapku «Kaftmyn», npoussoactsa pupmel «Gaishun Plastic» (Kurait) — nnactako-
Bl cTepxeHs MHKpoaniHkaropa oaHopasoeoro EuroType LK4000S;

4. MNomanponuner Mapku «Kalimyu», nporsroacrea pupmer «Gaishun Plastic» (Kurait), oxpameRHsiH
9&pHBIM KpacHTeneM Mapku «Kaiinyn», npoussoscrsa pupmil «Gaishun Plastic» (Kurait) — nnactukoshiit
CTepX&EeHb MUKpoamumkaropa ogHopasosoro EuroType LK4000XS;

5. Hetinon (monnammn) Mapku «Kadiuryn», nponspoactsa pupMbl «Gaishun Plastic» (Kurait) — sefino-
HOBaf IMEeTKA MHKpoaniuukaropa ostopasosoro EuroType LK4000R; Heifinonosad meTka MEHKpOANIUIH-
xaropa oaHopazoBoro EuroType LK4000F; meiinonoBas meTka MHMKpOaniUIMKaTopa OXHOPA3OBOTO
EuroType LK4000S; HeitnoHoBag METKa MHKpoamuIMKaropa oaopasosoro EuroType LK4000XS.

Memuuncknii nepcoHan o6a3aH paboTaTs B epUaTKax.

Bux xoRTaKTa ¢ opranusmMoM nauuenTa: KparkospeMeHHbIH KOHTaKT ¢ NOBPEHKAEHHBIMY TKAHAMM
3y6a (IeHTHBOM) NallHEeHTa.

B OpoH3BOACTBE M3ACNHMA HE HMCHOMB3YIOTCA: MATCpHANB KHUBOTHOIO H (MWJIH) 4ENOBEYECKOTo
TIPOHCXOXACHHA, IEKAPCTBEHHBI CPEACTBA.

§. Cnocob npumenenus,

5.1. TIpoBepHTH NENOCTHOCTS YNAKOBKH (TYOH) H CPOK MOAHOCTH U3ACUA.

5.2. VYTouHMTe BAPHAHT UCIIONHEHHMA HIAETHA.

5.3. Hagerts nepuatku nocnie npeapapHTENbHOH 06paloTKH pPyK pacTBOpaMH aHTHCENTTHKOB. AKKY-
PaTHO BCKPHTD YNIAKOBKY, H3BJE€Ub aNNARKATOD.

S.4. Hcnonb3oBaTs HENOCPEACTBEHHO /Ui MPHTOTOBICHHA PACTBOPOB (HampHMEp, TPaBHAbHBIX
CPEACTB, CPEACTB M1 PTOPHAHOTO RAKKPOBAHHSA M T.A.).

5.5. Hcnonb3oBath HEMOCPEACTBEHHO JUIA TOYHOTO HAHECCHHS B TPYAHOROCTYITHEIX 30HAX.

5.6. IlpoBecTn HEOOXOAUMEIC MAHMITY TALHH.
BHHMAHHME! lna wucxmodYeHMs OOBTOPDHOTO  HCMOML30BAHHA, Bpad JODKEH  C/AOMATh

MHKPOAIHUIHKATOP N0 Haceuke Nocle npHMeHen !
5.7. VYTHAH3HPOBATH aNNAHMKATOP B YCTAHOBAECHHOM MOPSARKE.

6. TpebGopanns GezonacrocTR.
H3nenne npeaHa3sHAUCHO TONBKO AN OQHOKPATHOTO NIPAMCHCHAN!
[ToBTOPHOS HCMONB3OBAHKE MOXET NIOBJICYs BOSHAKHOBEHHC NICPCKPCCTHHX HHPCKIU,

BHHMAHHE! /[Inx #cKmoYeHAS TOBTOPHOr0 HCMONB30BAaHHA, BpaY JOKCH  CHOMATH
MHKPOANIUIMKATOP N0 HAcCeuKe mociie NpHMeHeHM s !
He ucnonp3yifre u3aenns, ecii ynakoBka Gpiia BCKPHTA HIH MOBPEXKACHA.

Cumsonns, HCNONLIYCMBIC HA H3ACITHA H CI'0 YNIAKOBRC

Cumnon Onucanne
Hirorosutens
YXa3MBaLT HITOTOBHTEA MEARUHHCKONO HIACNHS
JaTa npouInoacTea

JDara, xoraa Gein npou3BEACHO H3NEAHE

) Hemons30Bath N0
Yxanipaet AaTy, ROCHE HCTEISHHA KOTOPOH H3RCAHE HE JOKHO APHUMEHATHLCA HITH HCIIONL30BATHCN

- = Koa napTnn Tosapa
LOT Kon cepus H3nenHA (MIH NAPTHH TOBAPA)

3anper na gosTopnoe npuMetense
® Mennunnckoe Haeane RPeaHASHAYEHO ANA CAHHHHHOIO HCITOMbIOBANHA HAK AN HCTTONLIOBAHMA HA OMHOM
1 ‘ NBUHCHTE B TeYeHNe onuol npolleayps
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Onucanse

Tpeaen TemMuepatType
VKa3LIBAST rPAHHLL TCMNEPATYPHOTO IKANAI0HA, B NPEACNAX KOTOPOro MEANLIMHCKOE Haneme MomeT Guity
npumexeno 6e3 ymepta ero 6esonacHocTH

He #cnoan3osath NPH NOBPEKILHHH YRAKOBKH

VKa3BIBAET, YTO B CIIyNae NOBPEXACHHUS WIH BCKPHITHS YNAKOBKH MEAHURHCKOS H3ACAHE NPHMEHATS HObld

«BLIKHALIBATE B MYCOPHOC BEAPO®
3HaK 03HAYSET, YTO ABHHYIO YNAKOBKY ClENyeT BHGPOCHTE B ypHY

7.  Ourecrxa B gesnnpexnHs.
JlaHHoEe MEIMIHHCKOS H3NENHE MOCTABRIACTCH CTEPHIBHBIM, AIA OJHODA3OBOTO NpPHMCHEHHA.
HononurTeIsHas OIHCTRA K fAC3HHGEKUNA TepeA IpHMCHEHHEM He Tpebyercs.

8. Crepuamianus.
JlaHHOEe MeAMIMHCKOE H3/IeNHe NMOCTABIACTCE HECTEPHABHLIM.
Uspemme He NOIEKHT CTEPHIHIALIAM.

9. ¥YcnosHA OpEMeHEHHS, TPAHCHOPTHPOBKH H XPAHCHMS,

JaaHoe MEAHIMHCKOE W3SNG MOXKHO TPaHCNOPTHPORATH BCCMH BHIAMH TPAHCMOPTA B KPHITHIX
TPAHCHOPTHEIX CPEACTBAX B COOTBETCTBEH C IPABMUIAMH NMEPEBO3KM IPY308B, ASHCTBYIONMX HA TPAHCMIOPTE
K2KZOro BHAA.

H3nenud npH 3KCIUTYaTalMH YCTONRYHMBH K BAHAHIIO GHONOrHYeckolt uaKocTH.

JlaHHOE MEAMIMHCKOE HIC/HE MPH MPUMEHEHHH, TPAHCIIOPTHPOBAHHE W XPaHCHHH YCTOHYMBO K
Bo3AcHCTRHIO TeMneparyp ot -5 °C go +55 °C.

10. Cpok ciryx6ul (roAHOCTH) H YKa3aHHE HA JANPET HCNOALIOBANNE MEAHNHACKOTO H3ACARE NO
HCTeYeHUH cpoka cayx6ul (roanocTn).
Cpox roaHOCTH MEAHLMHCKOTO H3AE/IMs COCTABIIAET S JieT ¢ AATH MPOH3BOACTBA,
He ucnons30BaTh W3eMA (O HCTEYEHHH CPOKa MOHOCTH

11. Topaaox ocymecTRICHES YTRIARIANHE MEAHTHACKOr0 WIACANR.

11.1. YnakoBKy yTHAH3HPYIOT B MecTa c6opa OHTOBOTO Mycopa.

MMpumMeuanue —[inz Poccuiickoli Penepalini ynakosKy HOBOFYO H3AENHA YTHIHIHPYIOT B
coorsercreul ¢ CanlluH 2.1.3684-21 "CauurapHO-30HACMAONOTHICCKHE TPeOOBAHMA K CONCPXAHUIO
TEPPRTOPHEt MOPOJCKHX H CENLCKMX NMOCENeHM, K BOAHEIM O0OBEKTaM, NUTHEBOH BOJAE M NHTHEBOMY
BOAOCHAGKEHHIO, aTMocdepHOMy BO3AYXY, MOYBAM, JKHIKM NOMEIUEHHAM, JKCILTyaTaRH
NPOH3BOACTREHHHX, OOIIECTBEHHBIX TMOMEIMIeHHY, OPranH3alMH H NpPOBEACHHIO CaHHTAapHO-
NPOTHBOMHACMHYCCKHX (IPODRNAKTHYIECKHX) MeponprsTHIE".

11.2. Hcnons3opanHble H3CHA 00e33apakHBAIOTCA H YTHIM3HPYIOTCA B COOTBETCTBHY ¢ TpeboBa-
HHAMYM MCCTHHIX OpTaHu3aluil H NPAaBH/IaMH YTHIH2ALUMH B JAHHOM pernoHe. Jlononuurensuyio uadop-
MALHIO O AATaX H MECTaX, B KOTOPHIX IICHTPAIN30BAHKO NPOM3IBOAMUTCA YTHAH3AIMA, MOXKHO MOJYYHTE B
MECTHBIX OpraHax B/IaCTH H/IH B OpraHu3al[iy, 3aHHMaIomeica yTHAW3auHel Mycopa.

[Iprnwmeqanue — [t Pocculickoli ®esepauun yTHIH3ANNIO H3AENHH, HCNIONB30BAHHEIX B
HudexHoHHOM OTACACHHH MearnuHcKoro JIITY ocymecTsisior B nopaake, npexycmorpenaom CanlIuH
2.1.3684-21 "CaBEHTapHO-MIHAEMHONOrKYECKHE TpeOOBaHHSE K CONCPKAHHIO TEPPHTOPHHA NOPOICKHX H
cenbcxux mnocenenuii, K BOAHBIM OOBEKTaM, NHTLEBON BOAC H NHTLEBOMY BONOCHaOXCHHIO,
atMocepHOMY BO3AYXY, MNOYBAM, KWIBIM TIOMEINEHHAM, 3KCIUTyaTallld NPOM3BOACTBEHHBIX,
ofmIeCTBEeHHLIX NOMEMIeHHI, OpraHH3aUMM H NPOBEACHHIO CAHHTAPHO-NIPOTHBOIMHACMHICCKEX
(npojdunakTHYECKHX) MepORPHATHE". 1N 0TX0A0B Kiacca b (3MAACMHONOrHISCKH ONACHHE OTXOABL).

11.3. INepepaGoTKy B YTHIH3AOMIO HCACTIONB30OBAHHLIX H3/C/HI NOC/IC HCTCYCHAA CPOKa FOAHOCTH
NMPOBOAAT B COOTBETCTBHH ¢ TPeGOBAHUAMH YTHIH3ALHMH SMHACMHEONOTHYCCKH GE30NacHBIX OTXOHOB.
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/H pEMeualyde —naPoccaiickoit Desepanym B neNsx MPpeAOTBPAICHNA 3arpA3ACHEOCTH

el cpeasl Bee OTXOAB, 06pasylouecs Y YTHIH3AMEA H3ACHi, nopiexaT o6asaTebHOMY
cfopy ¢ nocAeAyIOmeH yTHM3alUel, B YCTAHOB/ICHHOM NOPAAKE H B COOTBETCTBHH C AcHCTBYIOMHME
; TpeOOBAHKAME H HOPMAMHU MCCTHOM HOpMATHBHON AOKYMEHT2HHMH, B TOM YHCIC, B COOTBCTCTBHM C
CanllnH 2.1.3684-21 "CauHTapHO-3NHASMHONOrUYCCKHe TPeGOBAHMA K COACPKAHHIO TEPPHTOpHiA
FOPOACKAX | CENECKHX NOCECHRN, K BOAHEIM 0GLEXTaM, THTheBOd BOLE H METLEBOMY BOZOCHAOKEHRIO,
aTMOCepHOMY BOANYXY, NOYBAM, XHIHM HOMCIICHHAM, 3JKCIUIYRTAIMH MOPOH3BOACTBOHHEIX,
o0MIeCTREHHRIX NOMCIICHHN, OpraHH3aUME H NPOBSACHUIO CAHHTAPHO-IPOTHBOMMMACMUYCCKHX
(npodnnaxTAgeckux) MeponpuATHE", N4 OTXOAOB Knacca A.

11.4. TlockombKy HOpMATHBHbBIE JOKYMEHTHI 10 YTHAH3ANME MOTYT OTIHYATLCA B PA3HRIX CTPaHaX,
B Clyuae HeoOXOmMMOCTH ofpamaiTech K YIONHOMOYEHHOMY NPEACTABHTCNIO HIrOToBATSIML B PO
000 «Esporaiin Pyc», 119334, r. Mockea, Ba. Tep. r. Mynnuunans#uif oxpyr JloEckoii, mpoesa 5-# Jlon-
ckoft, 1.21B, crp. 10, 3rax 5, noMemt. 1 xoma 35, E-mail: import@nika-dent.ru (tex. + 7(495) 478-82-13).

12, Texun9eckoe 06Ty XHBAHES H PEMORT.
He npeaycmoTpeno, B3ieNue OAHOKPATHOrO NPHMEReHNS.

13. Tapanrmiinnie ofasaTenscTna.
Komnasms Jlaxyr Memuxan Hesaticec Ko, Jita (Lakong Medical Devices, Co. Ltd) npranmact na
ceOf rapaETHHENE OOA3ATOLCTEA B OTHOMICHHAH MEAMLMHCKONO M3ACHHA IO OTCYTCTBHIO AchEKTOB H
COOTBETCTBHIO 3ANBJICHHEIM HNPOH3BOLMTCACM XADAKTCPHCTHKAM B TCYCHHS CPOKA TOAHOCTH, NpH
co0/NOICHRH YCIIOBHI, YKa3SaHHHX B MHCTPYKIIHH NO NPHMCHEHHIO.
TIpoH3BOANTENH HE HECET OTBETCTBEHHOCTH 32 IIOBPEXACHAN HIIM HECIACTHHC CIYHAH B pe3yIbTaTe
HENpaBHIBHOTO MCIIONB3OBARRY, OMMOKH NOJB3OBATENS WIH BHCIIHHX IpessnrdaiHbix caryauusi. Ilo

BOMpPOCaM KauecTsa MpOAYKIMN o0pamaiTech K YIOTHOMOYCHHOMY NPEACTABATE/MIO TPOH3BOAUTEN.

14. Pexnamanms.

B ciyuae pusnnenns Gpaxa paspaGoranx # mponssozutens Jlakyn Meauxan Jesaticec Ko, Jira

(Lakong Medical Devices, Co. Ltd) no aapecy Ne13, Lisuusust Poyu, Lllunys, Jysryass, I'yanays,
523326, Kurai (No 13, Jingci Road, Shilong, Dongguan, Guangdong, 523326, China) rapanmupyer
KagecTBa Higesmus. llpn obnapyxenmu Gpaxa obpampaliteck X YNONHOMOUEHHOMY NPCACTABHTCHIO B
Poccmiicxolt Oenepaman.

YnonHOMOYCHHEI NpeAcTaBHTeNh paspaboramxa B mpoussoauTens B Poccutickolt degepalnn —
000 «Esporatin Pyc», 119334, r.Mockea, BH. Tep. r. Myaammmansusidi oxpyr Jlouckolt, mpoesn S-it
Honcexoif, 2.21B, cp, 10, araxk 5, noment. 1 xomu 35, E—mail: import@nika-dent.ru (ren. + 7(495) 478-82-
13) — ocymecTBngeT npu¥M pexnaMamHi.

BpaxoM He cAMTAETCA napymennx M3ACTHA, NONYICHHBE MPH IKCINYATAUMH H HEOCTOPOXKHOM
ofpameHnu.

15. Ilepeuens MexAYHAPOXHLIX HOPMATABHEIX LOKYMERTOB.

ISO 9001:2015 «Cncrembl MeHepEMeHTa KauecTsa. TpebGoBaHUA»;

ISO 13485:2016 «Magenus MeamumHckue., CHCTEMB yNpamicHus KawecTBOM. Tpelomamma K
PeryIHPOBAHHION;

ISO 15223-1:2016 «VYcrpolictea meauumHckue. CHMBONBI, UCNIOARIYCMEIC HA APALIKAX MEAULMHCKHX
YCTpoifCTB NpH MapKHPOBKE 1 B NpeaocTarnsemolt nupopmatin. HYacts 1. O6ume TpeGosaruan;

ISO 14155:2011 «KnnewdeckHe WCCHCAOBaHUA MCAMUMHCKHX wmaaeymil s mogeit. Hapneaxanias
K/IHHHIECKAR 3

ISO 14971:2019 «H:mem MeaHuuHCkue. [IpuMeHeHHE MEHSDKMEHTA PHCKR K MESHLHMHCKAM U3ICAHAMY;

ISO 10993-1:2018 «Brosiornuecxaa oueHka MeaausHCKHX w3aennii-Hacts 1: OueHka H TeCTHpOBAHRKE B
PaMKaXx JSIPoUCCCa YNIPABICHUS PACKAMHY,

1SO 10993-10:2010 «M3nenus MeaHuHHCKHe, OtieHka GHONOTHYECKOrO ACHCTBHN MEAMLMHCKHX H3ACHHHA.
Yacts 10. Hecnenoanua paInpaxaloliero ¥ CCHCUbHNu3upyoniero AcACTBIA».
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ro TeKCcTa BbINO/HEH NepeBoAYMKOM KOTApoBbiM AHTOHOM Mropesuyem.

Poccuiickan ®egepauns
Mopog Mocksa
MepBoro ceHTAGPA ABe ThiCAYM BafLaTb BTOPOro roga
A, PoguHa YnbsHa AnekceeBHa, BPEMEHHO MCNOHALWasA 0643aHHOCT M HOTapuyca ropoga Mocksbl
Bnagumupa KOHCTaHTWHOBMYA, CBMAETENLCTBYIO NOAMHHOCT b NoAnucK nepesogunka KoTnapose
Mropesuya.
Moanuck caenaHa B MOEM NPUCY TCTBUN.
JInyHoCcTb NnognucasLlero AOKYMeHT yCTaHoB/eHa.

ecTpe: No 77/2138-H/77-2022-33- Y }
TapwansHoro AeiicTausi: 400py6. 00 kor.'

YMepOBaHo
nmcT(a)(oB)

BPVO
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