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tl THIS 1S TO CERTIFY THAT:. the seal of LAKONG MEDICAL
DEVICES CO., LTD. on the annexed DOCUMENT is genuine.
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VU ikketietfipY "
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Authorized
Signature:

ol: 20197097030
(Date: Sep. 03, 2019)

Chen Yao

Milt Wehs 1€ for verifying the certificate: http://www._rzccpit.com/validate.html
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Approved
FEB, 14.2019

resident

Mr. Wang Zhongliang
Jft* | Lakong Medical Devices Co Ltd., China
Shichonii'foteistidif|p%L, §]im”~ Dongguan, 523345, Guangdong, China

N

tel.: +86-(769)-81807881;
fax: +86-(769)-81807111

INSTRUCTION FOR USE
OF THE MEDICAL DEVICE:

Disposable dental microapplicator Clean+Safe”
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Name of the medical device:

Disposable dental microapplicator Clean+Safe®,versions:

Disposable dental microapplicator Clean+Safe®, Regular, green color
Disposable dental microapplicator Clean+Safe®, Regular, orange color
Disposable dental microapplicator Clean+Safe®, Fine, yellow color
Disposable dental microapplicator Clean+Safe®, Fine, blue color
Disposable dental microapplicator Clean+Safe®, Superfine, white color
Disposable dental microapplicator Clean+Safe®, Superfine, pink color
Disposable dental microapplicator Clean+Safe®, X-Slim, black color

2. Information about the designer, the manufacturer and the authorized representative:

Designer; Lakong Medical Devices Co. Ltd.

Legal address: Shichong Industrial Park, Shipai, Dongguan, 523345, Guangdong, China
«JlakoHr Meaukan Oeaiices Ko., 1Tg»

W nuyH NWHpacTpuan Mapk, Wwnai, AyHryaHb, 523345, FT'yaHayH, KuTtain
Manufacturer: Lakong Medical Devices Co. Ltd.

Legal address: Shichong Industrial Park, Shipai, Dongguan, 523345, Guangdong, China
«JlakoHr Meaukan Oeaiices Ko., 1Ta»

W nyyH NWHpgacTpuan Mapk, Wwunaii, AyHryaHb, 523345, F'yaHgyH, Kutai

Made in China

Tel: +86-(769)-81807881; +86-(076)-981807881
Fax: +86-(769)-81807111

W eb-site; http://lakong.medincn.com

The authorized representative in the Russian Federation:
“PROTECO?”, JSC, legal and postal address: 192102, Saint-Petersburg, Salova street 57, Building
1, Letter “1”. Teh: +7 (812) 635-88-90. E-mail: info@ protecodent.ru.

3. Application of the medical device, potential consumers

Disposable dental microapplicator Clean+Safe® (hereinafter referred to as microapplicator,
medical device, product), is intended for application of dental substances and materials on
teeth of a patient.

Application:
- Dentistry.

Potential users of the medical device: dentists.

4. Contraindications, side effects :

- patient’s allergy to any component of the microapplicator;
- impossibility to observe the established procedure of application.

Side effects: none.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



The medical device is non-sterile, single-use. Repeated use of microapplicators may
result in infection. Reuse is prohibited.

5. Construction and functional specification of the medical device.
The microapplicator is a dental hand tool in the fonn of a stick (handle), on the bending part of
which there is a tip (head) of various diameters (Fig. 1). On the surface of the tip (head) the flock
in the form of a brush is applied.

1. Fiber brushes (flock) do not adsorb liquids, solutions, varnishes, allowing to apply the
entire amount of the taken material.

2. The tip, bent at different angles, allows to apply materials even in hard-to-reach areas.

3. Different color and changeable handle length (if necessary, it can be shortened by

breaking offits lower part) eliminate the risk of cross-infection.

4. Microapplicator X-Slini has an even thinner elongated head, which makes possible to use

it for agents or materials application into endodontic channels.

handle bend point
\\

tip (head)

underpart
(replacable)

Figure 1. Construction of the microapplicator

6. Application procedure

- Choose a microapplicator of the required size. Turn carefully the feeder-cap and take out
a microapplicator. Bend the microapplicator into the desired angle if necessary (it is not
recommended to repeatedly bend the microapplicator).

- Take the dental material that is necessary to apply and place it (required amount) on the
special mixing pad (or any other device of the same use)

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

Apply the dental material
The microapplicator is intended for single use and must not be reused.

The medical device is non-sterile, single-use. Repeated use of microapplicators may result in
infection. Reuse is prohibited.
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Technical specification

>ion Length Length  Diameter
(1), mm ofthe ofthe
bottom handle
partli, (D), mm
mm

Regular

Hre

Superfine 102+2 16+0.1 3,240.1

X-Slim

Figure 2.General view of the microapplicator

Weight, g  Diameter

0.70+0,2
0,69+0,2
0.68+0,2
0.68+0,2

of the tip
d, mm

1.7+40.12

1.0+0.12 .

0.5+0.12
0.5+0.12

8. Operating, transportation and storage conditions

Diameter of  Diameter d|,
the tip (head) mm
with flock,
mm
2,7+0,12 1.7+0.1
2,0£0,12 17401
1,5+0,12 1.7+0,1
1,5+0,12 15+0.1
SULLLELRIGEN:

8.1. Keep in a dry well-ventilated room, avoid exposure to direct sunlight.

Ambient temperature
Relative humidity

Air pressure

1.2. Transportation conditions

500 to 1060 hPa

-20 - +50°C
10 to 80%

Length of the
tip (head)
without Hock,
(h), max., mm

15
15
15
20

Transportation of products packaged in shipping containers must be carried out by all types of
closed vehicles in compliance with the precautions specified on the shipping container and in

accordance with the rules for the carriage of goods in force for this type of transport.

Ambient temperature
Relative humidity

Air pressure

8.3. Operational envinronment.

500 to 1060 hPa

-20 - £50°C
10 to 80%

Operational temperature from +32°C to +42°C
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Scope of supply

Name Quantity
| Disposable dental microapplicator Clean+Safe® * 4 tubes of 100 pcs
11 Instruction for use 1pc.

/" *- se ect the needed version within the range of presented variants:
Regular: green, orange
Fine: yellow, blue
Superfine: white, pink
X-Slim; black

10. Shelf life

Shelf life: unlimited, provided that the storage and transportation requirements are observed.

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

- Symbols used in labeling:

12. 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 competent federal executive body.

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.
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eList of international regulatory docunients/standards applicable to the medical device

/ ISO 9001: 2015, ISO 13485:2016, EN 1041:2013, EN I1SO 14971:2007, ISO 15223-
,42016. 1SO 10993-1:2009, ISO 10993-2:2006, ISO 10993-5:2009, ISO 10993-10:2010, ISO
/10993-12:2012.

14. Requirements for maintenance and technical repair of the medical device.

Products are easy to use, intended for single use; the medical devices do not require special
training or special skills from the user. Do not require the maintenance and technical repair.

15. Warranty liabilities.

Lakong Medical Devices Co., Ltd., China guarantees that this product has been manufactured
and packaged with the due care prescribed in EU Directive 93/42 / EEC. Lakong Medical
Devices Co., Ltd, China, has EU Certificates assuring that the quality management system of
Lakong Medical Devices Co., Ltd, China, complies with the requirements of the Annex VII of
the Directive 93/42/EEC, ISO 13485:2016.

Lakong Medical Devices Co., Ltd, China, will replace any packaging, in case of detection of
defects during manufacturing and packaging (evidence is provided), and reports of such defects
to Lakong Medical Devices Co., Ltd , China, or its authorized representative.

The user is responsible for determining the suitability of the product for use. Lakong Medical
Devices Co., Ltd, China, and its distributors are not responsible for any harm or damage of any
nature incuiTed directly or indirectly when using the product.

If the product has become defective within the wairanty period, your exclusive option and the
sole responsibility of Lakong Medical Devices Co., Ltd, China, should be to correct or replace
the product. Product liability is tenninated if any damage has occurred due to transportation,
storage or improper handling by the user, as well as other factors beyond the control ~ the
manufacturer.

This Instruction for used was issued in Jun6~018,
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[MepeBoa C aHTANIACKOTO M KWT aiiCKOTO A3bIKOB Ha PYCCKMNI A3blK]

CEPTUNPUKAT

Kntaickuii KOMUTET COLEACTBUS PAa3BUTUI MeXAYHapOLHOW TOProBnu

®yHKUMM KnTallekoro KOMUTeTa COLeCTBUSA PA3BUTUI0O MEX/JYHApPOAHON TOProBam
BbINONHAeT KuTtaliekas nanata MeX/yHapo4HON TOProBiu
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[Ha 6aanke Kumaiickoti naramel MesicoyHapoOHou mopzo6:u]
[Tocomun Kumatickoeo komumema coOetucmeus passumuio MexcOynapoonou mop2zog.1u)

KuTtaiickuii KOMHTET COAeHiCTBHS Pa3BHTHIO MeXK1yHAPOIHOH TOProBJH
Kuraiickas nanara Mex1yHapoaHOH TOProBJ/iH

CEPTHO®UKAT

[QOR-x00]
Ne 191100B0/061486

Hacroswum  CBMACTENLCTBYIO, YTO  MeyaTh  KOMIMAaHUH «JIJAKOHI"
MEIUKAJI JEBAWUCEC KO., JITI» (LAKONG MEDICAL DEVICES
CO., LTD), nocrapnexnas Ha npunaraemoiii JOKYMEHT, BepHa.

[/Teuams: Ceprrdukauns « Kutaiickni KOMUTET COACHCTBUS Pa3BUTHIO MEXYHapOIHOH
TOProBiH]

Kuraiickuii KOMUTET COAEMCTBUA Pa3BUTHIO MEXyHapOHOH TOPTrOBIH

[[Tevamsb: CepTrdukaums
Kuraiickuil KOMUTET cOfleHCTBHS Pa3BUTHIO MEX/1yHAaPOIHON TOPTOBIIH]

VnonHomouernHoe nuno: Yens o (Chen Yao)
IMoanuce: /noonucs/
| TlaTta: 03 cenTs6ps 2019 .

[Tucuenas neuame: Cepruduxauus ©
KuTtaiickuii KOMUTET COAEHCTBUS Pa3BUTHIO MEXILYHAPOIHOH TOProBiH]

Be6-cailt ana nposepku cepTHdukara: http://www.rzccpit.com/validate.html
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. ]

YTBepxkaeH

14 despass 2019 r.

/noonucs/
IIpe3nnent
r-H Ban Wxynnau (Wang Zhongliang)

«Jlakour Menaukan Jlesaiicec Ko. JIta», Kuraii

(I.akong Medical Devices Co.. L.td.. China)

IHnuyn Mupactpuan Ilapk, llinnait, lynryans, 523345, I'yauayn, Kutait
(Shichong Industrial Park, Shipai, Dongguan, 523345, Guangdong, China)

Ten.: +86-(769)-81807881
®akc: +86-(769)-81807111

[[Tewams: «Jlakonr Meanukan [leaiicec Ko. JIta», Kuraii]

MHCTPYKLHNA 110 IITPUMEHEHHUIO
MEJULIMHCKOI'O U3JEJIUA:

~ '.‘ 2
Muxkpoannukatop cTomatonoruyeckuit Clean+Safe® oanopa3sobiii

[/7evams: CepTudukauna » Kutafickuil KoMUTET COAEHCTBIA Pa3BUTHIO MEXLYHAPOAHOH TOProsIIH]
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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1. HanMenosaune MEAHUHMHCKOTO H3/1C/AUSA

-~ K) (v}
Mukpoaminkatop  ctomatonornuecknii  Clean+Safe”  oanopa3oBblii,  BapuaHThl
UCMOJIHEHUS:

MUKpoannimMKaTop CToMaToNOrHUECKUH Clean+Safe® " oaHopa3oBbii Regular, uset seneHsiit
MuKpoaIlkatop ctoMaronornyeckuii Clean+Safe™ “oaHopasosslii Regular, uset opanxkesbii
MukpoanitiukaTop cTomatosiornyeckuil Clean+Safe™ “onwopa3sosbiii Fine, uBeT xenTobid
MuKpoanninkatop cCToMaTol0rH4ecKui Clean+Safe® “oaHopa3oBbii Fine, useT rony6ois
MukpoaniiMkatop CTOMaToIOIM4ECKHHA Clean+Safe® “oanopa3sosblit Superfine, useT Genbli,
Mukpoanniukatop cromaronoruueckui Clean+Safe® " oaHopa3osblii Superfine, uset po3oseii
MuKpoanniMkaTop CTOMaToNOrHYECKHH Clean+Safe® oanopa3soseiit X-Slim, uset uepHbiii

2. ﬂaHHble 0 paspaﬁorqmce, H3rOTOBHUTEIC H YITOJIHOMOUYECHHOM MPEACTABHTE/IC
H3I'0TOBHTE 1A

Paspabotuuk: «Jlakour Meaukai [lesaiicec Ko., JIta» (Lakong Medical Devices Co., Ltd)
[Opuanueckuii anpec: Ulnuyn Munactpuan [Napk, Wunait, ynryans, 523345, ['yanayH,
Kurait (Shichong Industrial Park. Shipai, Dongguan, 523345, Guangdong, China)

[poussoantes: «Jlakonr Meaukan [lesaiicec Ko., Jita» (Lakong Medical Devices Co..
Ltd)

IOpuamnueckuii aapec: [11uuyn Munactpuan Iapk, Llunai, Jynryans, 523345, ['yanayH,
Kwuraii (Shichong Industrial Park, Shipai, Dongguan, 523345, Guangdong, China)

UsrorosneHo B Kutae

Ten.: +86-(769)-81807881; +86-(076)-981807881
dakc: +86-(769)-81807111

Bed-caiit: http:/lakong.medinen.com

Y noaHoMoYeHHBIA NpejIcTaBuTeNb H3roToButens B Poccuiickoi ®enepaunu:
AO «TPOTEKO». 1opuiH4ecKUil ¥ NOYTOBLIHA ajapec:

192102. r. Cankr-IletepOypr. yn. Canosa, 57, kopn. 1, iut. U

Ten.: +7 (812) 635-88-90. aapec »1eKTpoHHOI nouthl: info protecodent.ru.

3. Hasnavyenue MEJAHIHMHCKOro HijeJiHs, NOTEHIIHA/IbHbIE n01pe6nre.rm

- R -
Mukpoannaukarop cromaronorudcckuit Clean+Safe™ onnopasosblit (naee no Tekcry —
MHKpPOAIIILIMKATOp, MEJMUHHCKOE W3JleaHe, TPOAYKT) MpEeJHA3HAuYCH IS HaHeCeHHs
CTOMATOJIOTHYECKHX [1IpenapaToB WM MaTepHaJIoB Ha 3yObl NauMeHTa.
(006;1aCTh PUMEHEHHUS:
CroMaTosorus

[ToTeHiMaibible NOTPEOUTENIM MEAULIHHCKOrO U3ENNs: Bpa4yH-CTOMATOJIOIH

4. TlpoTHBONOKA3AHHSA K IIPHMEHEHUIO, 1060uHbIe Y PeKTbI

- Aaneprus y naimeHnTa Ha Kakoi-1100 KOMIIOHEHT MHUKpOAIIIMKaTopa

- HeB03MOXHOCTb CODJII0OICHUS YCTAaHOBNEHHOH Npoileaypbl MPUMEHEHHSA

[ToGounbie 3pPeKThl: OTCYTCTBYIOT.

Me;IHIIHHCKOE M3.1e1M¢ HECTEPHIIbHO, Npe/IHa3HAuYEHO Ul OJIHOPAa30BOI0 UCMOJIb30BAHUS.

IlosropHoe MCIOJIb30BaHHE MHUKPOANILIMKATOPOB MOXET TMPUBECTH K BO3HHKHOBEHHIO
uHpekunu. IloBTOpHOE UCMOJIB30BAHKE 3AIIPELLECHO.

MHCTPYKUMS NO IPUMEHEHHIO MEANLIMHCKOTO mnemm
MHuKpoannIMkaTop cromaronoruieckuii C lean+Safe® onnopazosbiit Crpanuua 2 u3 6

[[Tevams: CepTudukaumns « Kutalickuii KOMUTET CONEHCTBUA Pa3BUTHIO MEX1YHAPOIHOH TOPrOBIH]
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5. KOIICT[)YK[IHSI H (I)yllKll"OllaJleble XapaKTEePHUCTHKH MEAHIIHHCKOI 0o H31€/IHA

Mukpoaniuinkarop npeicTaBiasieT co0Of CTOMaTOJOTHYECKHH PY4YHOH HHCTPYMEHT B
gopme crepxkHs (pyuku), Ha crub6aeMoi 4acTH KOTOPOTO HAXOAMTCH HAKOHEYHHK
(ro:10BKa) paziuuHbIX jMameTpoB (puc. 1). Ha noBepXHOCTb HakOHEYHHMKa (FOJIOBKH)
nateceH ()J10K B BU/1€ [IICTOUKH.

1.

o

(9]

Bo:tokta 1ietkn (¢pnok) He aacopOUMpYyIOT XHMJIKOCTH, pacTBOPLI, JIakH, MO3BOJIAS
HAHCCTH BCC KO.THUYCCTBO B3ATOIO MarepHasa.

Hakoueunuk. crudacmblii  1oa  pasdjituibIMH - yrjiaMH, [I03BOJIAET HAHOCHTH
MaTepyasibl Jaxke Ha TPYAHOAOCTYITHbIX yyacTKax.

Pas3jiMuHbIl UBCT W H3MEHsSeMas JUIMHA pY4KH (IpH HEOOXOAHMMOCTH €€ MOXHO
YKOPOTHTb, OTJIOMHB €¢ HHXHIOIO 4YacTb) MCK/IIOYAIOT PHCK MEPEKPECTHOM
UHPCKILMK.

Muxkpoamuimkarop X-Slim umeet euie dosiee TOHKYIO YUIHHCHHYIO '0JIOBKY, YTO
103BOJIIET WCHOJIBL30BaTh €ro Ui BHECCHHS TpenapaTroB WM MaTepHalioB B
1110 IOHTUUCCKHE KaHalbl.

PVIKRA MecTo cruba
\\

HAKOHE'UHHK
(ro.10BRA)

HHAKHAA 4ACTh
(otae.19eMaf)

Puc. 1 KoHcTpykuus MukpoanrivkaTopa

6. Ipouexypa npumeneHun

BbiOpaTh MHKpOanmiUKaTop HY)XHOro pa3Mepa. AKKYpaTHO OTKPYTHTb KpbILIKY H
BbIHYTb MHKpoanmiukarop. Ecau HeoOX0aMMO, COrHYyTb MHKpOANmIMKaTop Mnoj
HEOOXOIMMbIM YITIOM (He pekoMmenayeTcs crudarb ero MHOrOKpaTHoO).

Bi3aTb  cTOMATOJIOTHUECKHH MaTepHal, KOTOpbi HEOOXOAMMO HaHECTH, H
MOMCCTHThL HEOOXOAMMOE KONHMYECTBO HAa HHAMBUAYAIbHYIO MOJIOKKY 114
CMelIMBaHUusA (MK moboe apyroe npuciiocobieHHe TaKoro e HasHaueHus).

C  noMmoibld  MHKpoarniuiMKkaTtopa  B3STb ~ HEOOXOAMMOE  KOJIMYECTBO
CTOMATOJIOTMYECKOr0 MarepHaia (BONOKHA MUKpOANIUIMKATOPA YACP)KHUBAIOT
CTOMATOJIOrHUYECKUI MaTepual, Npy 3TOM He aJcopOupys ero)

HaHeeTn ctomaTos10rueckuii Marepuall.

Mukpoanmikarop NnpeaycMOTpeH TOJILKO U1l OJIHOPA30BOro NMPHUMEHCHHS M HE
MOXET MPUMEHSATLCSH MOBTOPHO.

MucTpyKkums no NpUMEHEHUI0 MEAHLIMHCKOTO M3ENHA
MiuikpoanniukaTop cTOMaToNOrHYeckuit Clean+Safe® O1HOpa30BbIH Crtpanmua 3 u3 6

[Hewames: Ceprudurkauns * KHTalcKnii KOMHTET CONEHCTBHR Pa3BUTHIO MEXRYHAPOAHON TOPTrOBIIH]
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MepgnyuHckoe n3pgenne HECTEPUNDbHO, npegHasHadeHo ansa oQHOpas3oBOro
mcnonb3oBaHua. [MOBTOPHOeE MCNONb30BaHME MWUKPOaANMNAMKATOPOB MOXET MPUBECTU K
BO3HNKHOBEHWUIO VIHCpEKLI,I/II/I. [ToBTOpHOE MCNONb30BaHNE 3aMpPELLEHO.

7. TexHMUYecKnMe xapakTepumcTumkm
BapuaHt OnvHa OnnHa [OnaveTp Macca, 1 OnameTp [OvameTtp [OvnaveTp AnnHa
ucrionHe- (1), mm HVDKHE py4Kn HaKoHeu- HaKoHeu- di, Mv HaKoHeu-

HUSA yactu (D), Mmm Huka (d), HVKa HVKa
@A), mm MM (ronoekn) (ronosku)
C dpriokoMm, 6e3 dooka
MM (K), maxc.,
MM
Regular 0,70 £ 0,2 1,7+0,12 2,7+0,12 1,7+0,1 15
Fine 0,69+ 0,2 1,0+0,12 2,0£0,12 1,7+0,1 15
+ + +
Superfine 102£2 16£0.1 32201 0,68 + 0,2 0,5+0,12 15+0,12 1,7+0,1 15
X-Slim 068+02 050,12 15+0,12 1,5+0,1 2,0
X

Puc. 2. O6wuin Bug Mukpoannankartopa

8. Ycnosusa npumMmenenmsa, nepeBo3KN U XpPaHeEHUSA

8.1. XpaHMUTb B CYyXOM, XOpOLWIO MNPOBETPMBAEMOM MOMeL,eHWM, U3b6eraTb BO3fAEhCTBUS

npAMbIX CONHEYHbIX nyqeﬁ.

Ycnosua xpaHeHus

OkKpyxawuaa Temnepartypa 0T-20 °Cpo +50°C
OTHOCMTENbHAA BNaXHOCTb 10-80%
OasneHune Bo3gyxa 500-1060 rMa

8.2. YcnoBus nepeBo3ku

MepeBo3Ka W3[eNUin, ynakoBaHHbIX B TPAHCMOPTHYK Tapy, QfOMXKHA OCYWeCTBAATbLCS
BCEMW BUAMMW KPbITbiX TPAHCNOPTHbLIX CPeACTB C cob6MOgeHMeM NpefoCTOPOXHOCTEN,
yKa3aHHbIX Ha TpPaHCMNOPTHOW Tape, U B COOTBETCTBUM C NpaBuMnamMum MNepeBO3KW TPy30B,

AeliCTBYO W MMM AN TpaHcnopTa faHHOTO BUAA.

Okpyxaluwaa Temnepartypa o1 -20 °C go +50 °C
OTHOCUTENbHAA BMAXHOCTb 10-80%
OasneHune Bo3gyxa 500-1060 rMa

VIHCTPYKUMS NO NPUMEHEHWNIO MEeAULIMHCKOTO M3aenms
MukpoannamkaTtop ctomartonormyeckmin Clean+Safe® ogHopas30BbIii CrpaHuua 4 u3 6

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



8.3. YcnoBus npUMEHEHHS
Temneparypa npumerenus ot +32 °C no +42 °C

9. KoMnjekT nocTaBkH

Ne HaumenoBanue KoauyecTBo
I | Mukpoannaukarop CTOMATOJIOrHUECKHH Clean+Safe® {4 Ty6b1 10 100 1.
0HOpa30Bblit*
Il | MHcTpyKLUHMs 10 IPUMEHEHHIO
* - pIOpaTh HEOOXOAMMBII BapMAHT HCIOJIHEHUS U3 HMEIOLLMXCS:
Regular: 3e:ienblii, opaHxeBbli
Fine: xesTelid. rosy0oi
Superfine: Genblil. po30BbIH
X-Slim: yepHblii

1 wr.

10. Cpok roanoctn

CpoK TroAHOCTH: He OrpaHHuYeH IMpH COOJIOJEHHH YCNOBMH TpPAHCIIOPTUPOBAHUS H
XPaHEHHUS.

11. CumMBOJBI H moﬁpamenun, HCNOJb3yeMbl¢ B MADKHPOBKE MEAHIIHHCKOTO
H3 1€ ITHH H HX OIIHCAHHE

- CMMBOJIbI. HUCII0JIb3YEMbIC B MAPKUPOBKC!

CumBoa Onucanue CumBoa Onucanune
; TeMmnepaTypHbiit
LOT Homep napruu /{ patyp
JMana3oH
3HaK COOTBETCTBHSA
HecrepuibHo
CE
- Tonbko ans Y THIn3npoBaTh
AR Y
Ay 0JIHOPa30BOro OTAENBHO OT
MpUMEHEHHUs OBbITOBBLIX OTXOJI0B
R E F Homep 1o KaTaory - 3HaK COOTBETCTBUSA B
cucreMe [OCT P

12. ﬂpoue,:lypbl YTHIH3AUHMH H YHHUTOXKEHHA MEAHIIHHCKOI 0 H3€/1usl

Me iumnicKoe U3JeHMe MOIEKHT YTHJIH3alUH B COOTBETCTBHUH C NpaBHJIAMH c60pa,

BeJlcHUs  3anmMce YTHJIH3allUK, YCTAHOBJIEHHBIMH KOMIICTCHTHbBIM (beﬂepaﬂbelM
HCTTOJIHUTCIIbHBIM OPraHoOM.

MeMIIMHCKOEC  H3JC/IHe  OTHOCHUTCA K  KaTreropud SMNUIACMHOJIOTMYECKH  ONACHBIX

MC/IMIIMHCKHMX OTXO0/10B: MarepuHanoB v npubopos, oOBCKTOB, 3arps3HAEMbIX KpPOBbIO
W/HJIM JIpYTUMH OMOJIOTMUECKUMH XKHUAKOCTAMH.

ﬂ0'rpe6m*enbcxaﬂ YIIaKOBKa H llCCbeKTHblC H3JEIUA OTHOCATCA K 3MHACMHOJIOrHYCCKH
0e3011aCHbIM 0TX0aM, CX0XHUM I10 CBOEMY COCTaBY C OBITOBLIMH OTXO/1aMH.

HHCTP)‘KU.IM! 110 NPHMEHEHHIO MC/IMIIHHCKOTO H3AC/HA

~ ~ K -
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13. NepeueHb MekaAYHAPOAHBLIX HOPMATHBHbIX 10KYMEHTOB/CTAHAAPTOB,
NPUMEHHMBIX K MeTHIIHHCKOMY H3e/IHI0

ISO 9001:2015, 1SO 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.

14. TpeGoBanus Kk TeXHHYECKOMY 00C/Ty’)KMBAHHIO M PEMOHTY MeAHUMHCKOT0
H31€THHA

Uznenus NpoCThl B NMPUMEHCHHUH, CilyXKaT It OJHOKPATHOIO NMPUMECHEHHUA, HE TpeG)'IOT
CHENHAIbHON OAIOTOBKH MJIM 0CO00Iii KBaﬂH(bHKaul/lPl nons3oBareiis. B texHuueckom
()GCIly)KHBaIWIH H PEMOHTE HE HYXIAKOTCA.

15. NapanThiinble 00s13aTe/ ILCTBA

Komnanus «Jlakonr Meaukan [lesaiicec Ko., JIta», Kutait, rapaHtupyer, uro aaHHoe
u3aenne ObUIO MPOM3BEACHO M YMAKOBAHO C MOJDKHOM aKKypaTHOCTBIO, MpeaNHCaHHOH
Jlupextuson EC 93/42/EEC. Komnanus «Jlakonr Meauxan lesaiicec Ko., JIta», Kuraii,
umeer Ceprudukarst EC, cBHiCTENbCTBYIOUME O TOM, 4YTO CHCTEMA MEHEIKMEHTa
kauectBa komnaHuu «JlakoHr Menukan [lesaiicec Ko., Jlta», Kurai, coorBercTByeT
TpeboBanusam llpunoxenus VII Iupextusst 93/42/EEC, crannapty ISO 13485:2016.

Komnauus «Jlakonr Meaukan [esaiicec Ko., Jlta», Kuraii, 3aMeHuT moOyio ynakosky B
cllydyae oOHapyXeHHs Je(eKTOB, AOMYLIEHHBIX B XOA€ NpPOM3BOJACTBA W YNAKOBKH (NpH
HATMUUK ;l0KA3aTEeNLCTR), W COOOLIICHUSA O TakuX JedekTax B komnaHuio «Jlakonr Menunkan
Jlewaiicee Ko., JIt;w». Kurail, nam ee yiosiHoMoueHHOMY 11peACTaBUTENIO.

[To;ib30BaTEIb HECET OTBCTCTBEHHOCTb 3@ ONpEAEICHHE NPHIOJHOCTH W3AEIHUS IS
ucnonb3oBaHua. Komnauus «Jlakour Menukan Jlepaiicec Ko., Jltay, Kwuraii, u ee
AUCTPHOBIOTOPbLI HE HECYT OTBETCTBEHHOCTH 3a Kakod-nnbo Bpea wiM yiuep6 moboro
Xapakrepa, BO3HUKILIHUH NPAMO HJTH KOCBEHHO NPH UCMOJIb30BAHHUHU M3JIENIUS.

Eciv jannoe wsjieime ctaino jeekTHbIM B npelenax rapaHTHHHOrO Cpoka, Balllum
MCK/IIOYUTEIbHBIM  BAPUAHTOM JEWCTBUI W €IMHCTBEHHON O00A3aHHOCTBIO KOMITAHHH
«Jlakour Menukan Jlesaiicec Ko., Jitay, Kuraii, 10mkH0 ObITh HCHIpaBJAEHHE HIIK 3aMeHa
u3aenusi. OTBETCTBEHHOCTh B OTHOLUEHHH W3JIe/IUA NpeKpaLlaeTcs, eClii BO3HUKIO Jitoboe
MOBPEXJIEHHE, BbI3BAHHOE TPAHCMOPTHPOBKOH, XpaHEHHEM WM  HEHAMJICXKaIUM
oOpauteHHeM M0b30BaTENs, @ TaKXKe IPYruMH QakTopaMu 3a npenesaMu KOHTPOJIS
1IPOU3BOAUTEIA.

JlaHHasa MHCTPYKLMA NO NPUMEHEHHIO BbinyuleHa B uone 2018 roaa.

MHCTpyKLUs NO MPUMEHEHHIO MEAHLINHCKOTO H3AENHA
Mukpoann;iukaTop cTOMaToNOorH4ecKuil Clean+Safe® oanopa3osiit Crpanuua 6 u3 6
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MepeBoj AAaHHOTO TeKcTa BbINOJIHEH NepeBOAUYNKOM KpannunHbelm JJeHUNcoM AnekcaHApoOBUYEM

IPAMNACE

Poccuiickaa depgepauns

fopog MockBa.
Tpupgpuatoro ceHTab6bpsa ABe TblCAYNM AeBATHaZLAaTOro roga.
A, NMpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropoga MOCKBbl, CBULAETENLCTBY"
NOANMHHOCTbL NognucK nepesogynka Kpannumuna leHnca AnekcaHgpoBuya.
Mognuck caenaHa B MOEM MPUCYTCTBUN.
InyHoCTbL NofnNuMcaBWIero JOKYMEHT ycTaHOBNEHA.

3aperncTpuposaHo B peectpe: Ne 21/86-H/77-2019-

B3biCKaHO rocyfapCcTBeHHOW NownuHb (no Tapugy): 100 py6. 00 kon.
YnnayeHo 3a OKa3aHuWe yCAYT-NPaHOBOro M TeXHMYeECKOro xapakrtepa: 200 py6. 00 kon.

| NOANMNCH

rt-PEOBAA MEYATb
HOTAPUYCA

E.E. lNpoKoweHKOBa

MpoWHYPOBAaHO, NPOHYMEPOBAHO M CKPEeNneHOo nevyaTbld \% A nucTt (-a,-0B)." ' -
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