NHCTPYKLMS NO MPUMEHEHMUIO:
HakoHe4HUMK cTomaTonormyeckuni npamon NIVO E221

Pepakuunsa 1.0

1. HaumeHoBaHWe U lopuauveckuii agpec Nnpons3soauTens

. MponssoguTens:

Foshan Xunteng Medical Technology Co., Ltd. (PowwaHb CtoHbTaH Meankan TekHonomxu Ko, J114.)

. MecTo nponssoacTBa:

No. 1, 6th Floor, Block C, Bainan Economic Cooperative Society Area, Tangtou Community, Shishan Town,
Nanhai District, Foshan City, Guangdong Province, China

2. HavmeHOBaHUe 1 lopuaNYeCKUii afpec yronHOMOYEHHOro NpeacTaBuTens B Poccum
MM MeHwarnH Hnukuta BnagnmMmmnposmy

MHH 771595886268, OTPHIWTI 320774600197903

KoHTaKTbl 418 cBS3K: noyTta info@nivo.msk.ru,

TenedoH +7 (993) 620-72 - 72

3. HanmeHoBaHue MegULUHCKOro n3genusa
Ctomaronoruyeckme HakoHe4YHuku NIVO
HanmeHoBaHWe BapuaHTa UICNONMHEHUA:

HakoHe4vHrK cToMaTonornyecknin npsmon NIVO E221

4. KOoMMNNeKTHOCTb NOoCTaBKU

. HaKOHeYHMK CTOMaTONIorMYecKnin NpsiMon — 1 L.

. MHeBMoOABuMrarens ctomaronornyeckmin NIVO M020 - 1 wr. (Npu He06X0LMMOCTH).
. MHeBMoOABMrarens ctomaronornyeckmin NIVO M050 - 1 wr. (Npyn He06X0aMMOCTH).
. MHeBMoOABMrarens ctomaronornyeckmin NIVO M100 - 1 wr. (Npyn He06X0LMMOCTH).
. MHeBMoABuMrarens ctomaronornyeckmin NIVO M200 - 1 wr. (Npu He06X0aMMOCTH).
. MNHCTPYKLMS N0 NpUMeHeHNo(BKNaabIw) - 1 Wwr.

5. HasHa4yeHne no npMMeHeHunIo

Ctomaronoruyeckme HakoHe4Hukn NIVO npefHasHaveHbl 08 3aKpenneHns pexyLimx U nonmpyroLLmnx
MHCTPYMEHTOB M nepefayn M BpaLleHnsa ot 60pMaLLIl/IHbI npunpoeegeHnn CToMaToNnIorn4ecKnx pa60T.

6. Knaccudukaums MeguUNHCKOro uspenus

. Bva MeguuMHCKOro n3aenus B COOTBETCTBMM C HOMEHKNATYPHOMN KnaccuduKaumen MeamumHCKMX
napnenui: 216740, 119690

. Knacc noTeHunanbHOro pucka npuMeHeHs MegULIMHCKOro U3aenns B COOTBETCTBUM C HOMEHKIATYPHOWM

Knaccuoukaunen MeguUMHCKUX n3genni - 2a.
. 1o cTeneHu 3aLLunTbl OT MPOHUKHOBEHWSA BNarv 1 nbinn - IPX0 - HET 3aLLUKTbI OT MPOHUKHOBEHUSA BHYTPb
Kopnyca Bnaru.

7. MoTeHuunanbHble NONb30oBaTeNnun
Mcnonbsyetcs TobKO KBanMduunpoBaHHbIM MEOUUUHCKMM NEePCOHaNoM A1 CTOMaToNornyeckmx npoueayp.

8. YcnoBus NPUMEHEHUS M 061aCTb NPUMEHEHMS
. YCNoBus NPUMEHEHUA: CTOMATONOMMYECKUE KaBUHETbI, 3y6OTEXHUYECKME NaBopaTopum, KNMHUKM
1 Apyrve ne4ebHo-npoduUNakTUIEcKmne yupexaeHus.

. O6nacTb NPUMEHEHUS: TepaneBTUYecKas, OpToneamnyeckas nu Xmpypruyeckas CToMmaTonorus.
9. MokasaHua K NpUMEHEHUI0

. MpenaprpoBaHne KapnosHbIX MONOCTEN.

. YoaneHue pasnoxuBLLNXCS MaTepManos 1 NIOMOUPOBOYHbIX MacC.

. MOAroTOBKa MOBEPXHOCTM 3Y60OB MOA YCTAHOBKY KOPOHOK.

. Monuposka 3y60B 1 pecTaBpaLMOHHbIX MOBEPXHOCTEN.

10. MpoTuBonoKa3aHus

. MpUMeEHeHe y NaLMeHToB ¢ reModunnen Tpebyet 0cobom OCTOPOXKHOCTU.

. MauneHTbl C KApPAMOCTUMYNATOPAMM.

. MauneHTbl C cepaeyHo-CoCcyancTbiMmn 3aboneBaHnaIMu.

. BepemeHHbIe XXEHLLMHbI U AEeTW.

11. Mepbl NPeaoCTOPOXHOCTU

. Mepen Ha4anom MCNoMb30BaHMA BHUMATENbHO NPOYMTaNTE MHCTPYKLMIO MO SKCNyaTaumm, 4Toobl

MOMHOCTLIO MOHATL PYHKLMMN U3AENNS, U COXPaHUTE ee ANS AanbHENLLIEro MCMOMNb30BaHUS.

. Monb3oBaTeflb HECET OTBETCTBEHHOCTb 38 ONEPATUBHBIN KOHTPOMb, TEXHUYECKOE 0B6CNY)XKMBaHME
M MOCTOSIHHbIN OCMOTP M3AeNMUs. 3beranTe yaapos Mo U3AENNIO U HE POHANTE ero.

. B cnyyae nageHus unuv yaapa usgenus, npekpartmute paboTy MM n obpatnutech K npoaasLy

NM60 YNOTHOMOYEHHOMY NPEACTaBUTENIO A9 ONPeAeeHNs BOSMOXHOCTU falbHENLLEN SKCnyaTaumm.
. B cnyyae HapyleHns GyHKLMOHUPOBaHNS M3OeNnsa No MHEHMIO onepaTtopa, - HeMegneHHo
npekpaTute paboTy n obpartutecs K NpoaasLy MM60 yNONHOMOYEHHOMY NPEACTaBUTENIO.

. M3penne NnocTaBNAETCS B HECTEPUTBHOM COCTOSHUM W AOMKHO BbITb CTEPUNN30OBAHO Nepen NepBbiM
N KaXKObIM MOBTOPHbIM MCMNOIb30BaHUEM.

. Kaxablil pas nepes Mcnonb3oBaHMEM U3LENNS Ha NaLMEHTE NPOBOAUTE MPOBEPKY
paboToCMOCOBHOCTM Ha XONOCThbIX 060pOTaX.

. Mcnonb3oBaHWe 3nenuns NPOM3BOAMUTCS B 3aLUMUTHBIX MELMLMHCKMX NepyaTkax.

12. BO3MOXHbIe HeXXenaTenbHble peakuuy (No6ouHble AeiCTBUSA)

He 6bIM10 BbIABNEHO KaKMUX-NMB0 N3BECTHBIX OXMAAEMbIX UMW MPEACKA3YEMbIX MOBOYHbLIX 9P PEKTOB
NpU UCMONb30BAHNM U3AENUA B COOTBETCTBMU C NPeanonaraeMbiM KIMHUYECKUM NPUMEHEHWEM,
yKagaHHbIM B 9KCMJyaTaLMOHHOR OOKYMEHTALMMU NPOU3BOAUTENS.

13. PUCKU NPUMEHEHUS MEAULIMHCKOIO n3aenus

FpynnaynpaeieH1s puckamu NnpoaHanuanpoBasia CoBOKYMHbIA OCTATOUHbI PUCK B COOTBETCTBUM

C yCTaHOBJIEHHbIMM TpeBOBaHWUAMU. B pesysnbTaTe oLeHKM 6bif10 YCTaHOBMNEHO, YTO BCE PUCKM, BKIItOYaS
0CTaTOYHbIE, HAXOAATCA Ha NPUEMIEMOM YPOBHE. Mocsie BHEAPEHUA Mep Mo KOHTPOMO PUCKOB HE BOSHUKIO
HOBbIX PVUCKOB, & CYLLIECTBYHOLLME ONACHOCTM 1 NPEABUAEHHbIE ONACHOCTM OCTAOTCA Ha LOMYyCTUMOM YPOBHE.
B cny4ae NosBeHWs HOBbIX PUCKOB B ByayLLEM NOTPeByeTca NPOBECTM MOBTOPHYIO OLLEHKY pUCKa.

14. onucaHune, TeXHUYECKMeE XxapaKTePUCTUKU, NapameTpbl MEOULIMHCKOrO U3fenua

NIVO E221: MexaHW4YeCKMUI NPSMON HaKOHEYHMK 1:1, BHYTPEHHEE 1 LONONHUTENbHOE BHELLHEe OXNaxaeHue,
$unbpoonTurka. MPaMon CTOMaTONONMYECKUI HAKOHEYHUK NepenaeT MexaHMYEeCKyHo SHePruio OT BpaLleHus Bana
Ha MMKPOMOTOpE Yepes CUCTEMY MEXaHW3MOB MPUBOLSA MHCTPYMEHT (Bop) BO BpaLLleHVe B NepefaTouyHOM
COOTHOLEHMN 1:1. CoegMHAETCA C MUKPOMOTOPOM NOCPEACTBOM COeAnHeHna ctaHaapTa ISO 3964. OcHalleH
BHYTPEHHUMU KaHanamu nogsoga Bobl ¥ BO34yXa, CO34a0LLMMM OXNaXOAtoOLWLMI CNPer Yepes oTBepcTue

B NepegHen YacTu rofloBKKU. TakxKe LONONHUTENBHO OCHALLLEH BHELLHUM KaHaNnoM Ans nogayun puspacreopa.
YCTaHOBNEH MEeXaHN3M PpUKcaLmn MHCTpPyMeHTa (6opa) ¢ AMaMeTPOM XBOCTOBMKA 2.35 MM U ANUHOM 45 MM

nocpencTBoM BpaLllatoLlleroca 3amMmka Ha Kopnyce.

rabapuTHble pasmepsbl, MM (OXLLIXB) 85,00 (¥10) x 19,90 (1) x 19,90 (1)
Macca HeTTo, I / Macca bpyTTo, I Macca HeTTo: He bonee 120r

Macca bpyTTO: He 6onee 200r
MepenaroyHoe COOTHOLLEHNE 1:1(mn 2 no FOCT ISO 7785-1-2011).
MexaHun3m dukcaumm 6opa C MexaHM4YeCK1M 3aMKOM
PaspeLUeHHbIN MHCTPYMEHT ISO 1797-1,7vn 2, anameTp 6opa 2.35 MM
Buenune He 6onee 0,08 MM

ycunue nssnevyeHna onpaskn U3 3aXXMMHOIo yCTpOl;ICTBa He meHee 45 H

OcBelLeHNe paboyen obnactu dnbpoonTnka, He meHee 7000 J1K
CKOpOCTb BpaLLeHus < 40000 06/MWH

KpyTaLmin MOMEHT He meHee 2 H*cm

CoepouHeHne Mo 1SO 3964

Mogaya Boabl > 50 MJI/MUH (Npwr 200 kIMa)
MNMopava Bosgyxa >1,5 n/MuH (Npwm 200 kMa)
YpoBeHb LWyma He npesbiwaer 70 oBA
Mcnonbayemble Matepuansl HepxaBetoLas cTanb Mapku 303

KayuyK 13 METUNBUHWUIOBON CUIMKOHOBOM PE3MHOBOMN CMeCH

15. MapKupoBKa. YCoBHble 0603Ha4YeHUs Ha yNaKoBKe

-~ I SN
¢
' 1 NIV £y
J — LITPUX-KOR CepUtHbIV AAA
. HomMep
ToBapHbI 3HaK MakcumMasnbHas
N3roToBUTENb bepeyb BBEPX remneparypa
oT Bnaru
I:Ii] obparturech - cTepUnMaaLmm
K MHCTPYKLMN MCTOYHMK CBETA 134°C
N0 aKChyaTaLmm OT CBETOAMOAA
r N
¢ /~ » v xR
2 / s va o
_/ YeCTHbII
3HAK
amanasoH omanasoH TeMnepaTtypHbI|  [ara M3rotToBneHus XPYMKoe, YeCTHbIN 3HaK ARonyckaetcs
aTMochepHoro BNAXXHOCTM amanasoH OCTOPOXHO ResnHdekums
naBneHuns BTEPMO
nes3nHdekTope
Paclundposka KopmpoBaHue: SAHBapb — A, Wionb — G,
CcepumnHoro 1. MocnegHve age undpsbl roga. despanb—B, ABryct —H,
HoMepa 2. KognposaHue mecsina * MapT —C, CeHTs6pb— |,
XXXXXXXXX 3.4ucno mecaua Anpenb—D, OKTA6pb — J,
XX X XX X XXX 4. Mopenb Man —E, Hosbpb — K,
1234 5 5. MopAAKOBbIA HOMEP NOCNEA0BATENBHOCTL MioHb — F, [Oexabpb—L
kogmposaHug-001,002,...

Mpumep: 25A01T001 - laTa narotoBneHus nsaeans 01 sHeapsi 2025, mogesns T, NOpsAKOBbIN Homep 001

16. YnakoBKa

. HaKOHEeYHMK NOCTaBNAETCS B OPUIMHANIbHOM YIaKOBKE M3roTOBUTENSA. HAKOHEYHMKM NOMELLEHbI

B MNONIMSTUNEHOBbIN NAKET, @ 3aTEM YNIOXXEHbI BMECTE C MHCTPYKLUMEN B KAPTOHHYI0 KOPOBKY. Kopobka B MBX-NneHkKe.
YnakoBKa obecneynBaet 3alLmTy OT BO3OENCTBUS MEXAHNYECKNX U KNMMATUYeCKMX GaKTOPOB BO BpeMS
TPaHCNOPTUPOBAHUS.

. MHeBMOABMraTeENM NOCTABAAOTCA B OPUTMHANBHON YNaKoBKe. MHEBMOABMIaTeNb CTOMATONOrMYECKNN
NMOMELLEH B NONIMSTUNEHOBbIN NAKET M YNIOXEH B KAPTOHHYIO KOPOOBKY, pasdbeM NHEBMOABMIaTeNs ynakoBaH

B NNACTMKOBbIV 3aLLMTHbBIN KONnavyok. Kopobka B MBX-NneHke.

17. HacTpoiika n nopsigok pa6otbl (YKasaHUs No aKcnyataymm)

MpuemKa 1 BBOA B 3KCyaTalmio.

1. rocne BCKPbITUSA KOPOOKK, MPOBEPLTE CEPUIMNHBI HOMEP Ha U34ENNK, YAKOBKE U B HaKNagHOW.
CepuiiHbIN HOMEP He OOMKEH OTMYaThCs. FapaHTUs Ha U3fenme NpmeasaHa K LaHHOMY CEPUINHOMY HOMEPY.
KopobKy CoxpaHsiTb Heob513aTeNbHO.

2. MpoBepbTE Ha MEXaHMYECKOE NOBPEXAEHNE KOPMyCa, NPETEH3MS MO MEXaHUYECKOMY NOBPEXOEHMIO
n3nenvsa NPUHMMaETCa 40 ero NepBOM aKCyaTaLmm

BBof B aKcnyatayuio.
1. MpoBepbTe COOTBETCTBME HACTPOEK 60pMaLIJl/IHbI (CTOMaTOJ'IOI'VIHeCKOPI yCTaHOBKV]) Ha COOTBETCTBMNE
TEXHUYECKMM NapameTpam U3Nenus, U3NOXEHHbIMU B MyHKTE 14. OnucaHue, TEXHNUYECKNE XapaKTEPUCTUKN,

napamMeTpbl MegULNHCKOro nsgenuna.

2. MoaKNunTe N3genne K 060pyaoBaHMI0, NPOBEPLTE CepytoLLmMe NoKasaTenm:

BHeLuHee cocTosiHue.

. M3penune 0OMKHO BbITb YNCTOE, HE A0MKHO BbiTb LapanuH U BMATUH.

. BO3MOXHO Hanuume Macna BHyTpM MM60 Ha 3nenuu.

[Moga4a BoAbl.

. MoganTe BOAY Yepes BHELLHUWI KaHarn, YAOCTOBePLTECH, YTO BOAa NOCTynaeT 6e3 npepbiBaHui

“ nonagaet Ha bop.

Dukcaums 6opa.

. MHCTpyMeHT (6op) AMaMeTpom 2.35 MM U ANIMHOM 45 MM [OMKEH CBOGOAHO yCTaHaBNNBaTLCA

1 M3BIIEKATLCA MOCPEOCTBOM CMEHbI MOMOXEHUS 3aMKa Ha KOpryce HaKOHEeYHMKa.

BpallieHue 6opa.

. BcTaBbTe MHCTPYMEHT (BOp) B HAKOHEYHMK (CM. MYHKT 18. Cnocob NpuUMeEHEHUS), MeANEHHO NOKPYTUTE
€ro PyKoM, OH OOMKEH BpaLLaTbCs NaBHO.

. MpoBepbTe paboTy Ha CpedHMX 1 BbICOKMX 060pOTax MMKPOMOTOPA, OH HE OOMKeH BUOpMpoBaTb
nnbo konebaTbes (He NpoBepsnTe 9TO NyTEM packavynMBaHMS B pasHble CTOPOHbI BCEro MexaHuama pyKow).
Ceer.

. DUBPOBONOKHO NPOBOAMT CBET OT NepexodHuka. CBeTOCHAa ONpeaenseTcs SpKOCTb0 CBETOANOAA
Ha MUKPOMOTOPE.

3. Mapenue rotoBo Kk pabore.

. MmewTe B BUAY, YTO TaKyHO MPOBEPKY PEKOMEHOYEM NPOBOAMTbL Pas B MeCsall, YTOObl CNeAnTb

3a COCTOSIHMEM HaKOHEYHMKa.

18. Cnoco6 NpUMeHeHuUS.
1. YCTaHOBKa HaKOHEYHMKa:
. YCTaHOBUTE HAKOHEYHMK Ha Bal MMKPOMOTOPa COBMECTMMOMN 6OpMaLLMHbI (CM. MYHKT 19. "BO3MOXHOCTb

VHTErpaumum ¢ ApyrumMmm MeaUUMHCKUMU n3genvamu'). Ha mogensx ¢ GnbpoonTUKOiM MCTOYHUK CBETA
Ha MMKPOMOTOPE LOMMKEH COBMNafaTh C rHe3noM GUBPOONTUKM Ha HAKOHEYHUKE, B CBA3W C 3TUM HEOGXOAMMO

nocne yCctaHOBKM HaKOHEYHMKa Ha MMKPOMOTOP NPOBEPHYTbL €ro A0 Len4vKa.

2. OTCOedNHEHNE HAaKOHEYHMKA

. OTCOeaNHNTE HAKOHEYHMK OT MMKPOMOTOpPa NaBHO 1 6e3 60KOBOIo yeunums.

3. YCTaHOBKa MHCTPyMeHTa (6opa)

. 3aMOK OTKPbIBAETCA M 3aKpbIBAETCS MNyTEM BpaLLeHUs 00 LLenyKa, NoNoXeHMe 3amMKa «OTKPbITO» U «3aKPbITO»

0603Ha4YeHo cumBonamu (Puc.1). Mocne oTKPbITUS 3aMKa BCTaBbTE MHCTPYMEHT (BOpP) Ha MaKCUMaIbHYH ry6uHY,
3aTeM BpalllainTe 3aMOK B MPOTUBOMONOXHYHO CTOPOHY A0 Llenyka 4Tobbl ero sadukcruposarb. O6patute BHUMaHue,

YTO MATKOCTb AeMCTBUI (OTCYTCTBUE MPUMOXEHNS CUIIbI) NPOONNUT CNYXOY Ballero 3axXMMHOro yCTPOMCTBa.

]

Puc.1
4, N3BnevyeHune 6opa
. BpalLiaiTe 3aMOK Ha KOpryce A0 Lenyka, 3aTeM BbiTallute MHCTPYMEHT (6op).
BHumaHue!
. M3BnekanTte 60p TONbKO NOCNE NONHOM OCTAaHOBKM BPALLLEHUS UHCTPYMEHTA.
. Mcnonb3ymnTe ToNbKO 60pbl HAANeXaLlero ka4ecTsa ¢ XBOCTOBMKaMU, COOTBETCTBYHOLLMMU
NPUMeHseMbIM CTaHgapTaMm.
. ECNM MHCTPYMEHT 3aCTpsiN (He BbITACKMBAETCS BHE 3aBUCMMOCTM OT NONIOXEHMS 3aMKa), TO HE06X0AUMO

06paTUTLCA K MPOAaBLLY, aBTOPU30BAHHYIO CEPBUCHYIO CNYXGY NB0 YNONHOMOYEHHOMY NPEACcTaBUTENO.
nOBpe)K,D,eHMFI HaKOHe4YHWKa, BbI3BaHHblE CaAMOCTOATENNbHbIM BbITAaCKMBaAHWEM UHCTPYMEHTa NPU NOMOLLIM CUNbI
NNB0 CTOPOHHETD MHCTPYMEHTA, HE MOKPbLIBAKOTCH rapaHTueil.

I'IepeKmoquMe BpaLleHUd Ha nHeBMoaBurarene.

. MonoXxutenbHoe BpaLleHmne: NoBEPHUTE KOMbLIO NepekovaTens B CTOPOHYy [F]

. PeBepcHOe BpalleHWe: NOBEPHUTE KOMbLIO NepekIoyvaTens B CTOPoHy [R].

. Korpa konbLo nepekntoyarens Haxogutea mexay [F] v [R], oBuratens nepecTaHeT BpaLlatbes.
19. BO3MOXHOCTb MHTErPaLn C APYrMMU MEAULUHCKUMU U3OENUAMMN.

KOHCTpYKLWS, pasmepbl 1 AOMNYCKM COEANHEHWS HAKOHEYHUKOB OO/MKHbBI COOTBETCTBOBATb TPEGOBAHNAM

I1SO 3964. Bopbl 1 NPOYNIN MHCTPYMEHT No 1SO 1797. N3pgenna MoryT MCNoAb30BaTbCA TONTbKO B COYETaAHMM

c 06opynoBaHMEM, KOTOPOE COOTBETCTBYET CTaHAapTy IEC 60601-1.

M3penve nprMeHseTcs COBMECTHO C 60PMaLLVHON (CTOMaTONOrMYeCKOM YCTAHOBKOW), Hanpumep:
PervctpaumoHHoe yaoctoBepeHme - ®C3 2009/04648 ot 24.06.2009 1. - YCTaHOBKa CTOMaTonornyeckas «Siger»

C NPUHaANEXHOCTAMU B cnenyoLwmnx ncnonHeHuax: S30, S60, S90, U100, U200, U500.

MpounasoaunTens: "Yyxan Canrep Megmkan MksunmeHT Ko., 1Ta", Kutai, Zhuhai Siger Medical Equipment Co., LTD,
Building 2, No. 1, Chuangxin Yi Road, "Tangjiawan Town, Zhuhai City, Guangdong Province, P.R. China

20. Tpe6oBaHNS K PEMOHTY
Monb3oBarefb He JOMKEH CAMOCTOATENbHO MPOWU3BOANUTL PEMOHT U3LENUs. B Cnyyae HencnpaBHOCTU 06paTUTECh
K NpOoAaBLLy, aBTOPU30BaHHYIO CEPBUCHYIO CYXBY MO0 YyNONMHOMOYEHHOMY NPeACTaBUTENIO.

21. Tpe6oBaHUA K TEXHUYECKOMY 06CNY)XXMBaHMIO (METOAbI O4UCTKU, Ae3UHPEKLUM U CMA3KMN).
B nepBblit pas, a Takxe Nocne Kaxaoro NpUMeHEHNS N3AENUS HEOBXOAMMO NPOBECTH YUCTKY, CMa3Ky
¥ CTEPUNU3ALMIO U3OENNS.

Yucrka
. rocne oKOHYaHMs PaboTbl YACTBIMUM pPyKaMun OTCOEAMHUTE n3penue.
. MpoTpuTe n3genme BnaxxHom candpeTkom ¢ He6oNbLINMM COAEPXKaHNEM CnMpTa. B cryyae HakonneHHown

rpsA3n B TRYOAHOAOCTYMHBIX MECTaX, MCMOMb3YNTE MATKYHO LLLETKY A9 OUYUCTKM.

. B cnyyae paboTbl NPU XMPYPruyeckux npoLenypax, He06Xo0AMMO cpasy nociie NpoLenypsl NPOBECTH
OYMCTKY OT KPOBW. [Orpy3unTe roNoBy HaKOHEYHMKA B LUCTUNNMPOBAHHYIO BOLY NMMGO CAMPT U BKIIOUYNTE CKOPOCTb
Ha MuKpomMoTope 300 060POTOB, CHavasna B O4HY, TOTOM B APYrYH CTOPOHY B TEYEHMU 15 CeKyHL.

BHumaHue!

. He norpy»ante MHCTPYMEHTbI B XMMUYECKME PpaCTBOPUTENN 1 NtoBble pacTBOpPbI.
. He MoWTe HaKOHEYHWK Nog KpaHOM BOAb.

. He ponyckaeTcs oe3nHbeKL s B yIbTPa3BYKOBOW BaHHE.

Cwmaska (py4Has)

. BbITALLMTE MHCTPYMEHT U3 HAKOHEUYHWKA, 0BEPHUTE rofI0BY HAKOHEUYHMKA CyX0i candeTkomn Ang KOHTPOons

32 YMCTOTON BHYTPEHHEro MexaHU3Ma.

. MopainTe cMasky 13 6annoHUYMKa CUMbHBIM HaXaTUeM B MEXaHW3M GUKCaLIMK MHCTPYMeHTa (6opa) B TeueHne
1 cekyHAbl (puc.2). Hacapgka gomkHa 6biTb C HOCHKOM IMAMETPOM MeHbLLE AMaMeTpa paspeLleHHOro MHCTPYMEHTA.

. BO3bMUTE HAKOHEYHUK B PYKY FONOBKOM BHWS, NOAANTE CMa3Ky CUITbHbIM HaXaTUeM CO CTOPOHbI
NOAKIIOYEHNS MUKPOMOTOPA HEMPEPLIBHO B TEUEHWU 2 CEKYHA (PUC.3). B cnyyae Hannymm rpasm Ha candeTke

- NOBTOPUTb.

. MOOKMOUNTL K YCTAHOBKE M BKITHOUYUTb HA XONTOCTOM XOfy B TeYEHME 15 CEKYH, UBNMLLIKU MAcna MOXHO

CaYTb C KOpnyca BO34yLWHbIM MMCTONETOM.

4 4 N
/ noynopa
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Puc.2 Puc.3

BHumaHue!
B cnyyae nonagaHuns Bnarn NMb0o KpoBW Ha/B HAKOHEYHWMKE BO BPEMS €ro MCMNOoNb30BaHWsA — YACTKY NPOBOAUTL
cpasy nocne OKoHYaHusa paboTbl.

22. Crepunusaumsa

. MonoxuTe nanenue B KpadT-naker u NpocTepunn3ynTe HAKOHEYHUK B aBTOKIaBe TMNa B npu temneparype
He Bonee 134°C.

. [na ctepunusaunm oonyckaroTca aBToKNaBbl, COOTBETCTBYOLWWME cTaHAapTy FTOCT P EH 13060-2011.

23. YcnoBus aKcnnyaraunmn/XpaHeHus U TpaHcnopTupoBaHusa MU

Ycnosus akcnnyaraumm:

. OKpyXxatoLaa remnepartypa: +5 °C... +40 °C;

. OTHOCUTENbHAA BNaXKHOCTb: 20% - 80%; (6e3 KoHaeHcaLnm)

. nasneHue sosayxa: 860 rfa-1060 rfa.

YcnoBus TpaHCNOPTUPOBKN U XPAHEHUS:

. OKpyXxaroLaa remnepartypa: -20°C... +55°C;

. OTHOCUTENbHAasA BNaXXHOCTb: <93%: (63 KOHAeHcaLWK)

. nasneHue sosgyxa: 500rMa-1060rMa.

24. MopaaoK 1 ycnoBus yTUNN3aumMm Unu yHUYToXxXeHms Mu

. YTUAM3aumsa HEMCNob30BaHHOIO MEQULMHCKOrO M3AeNns NPOn3BOANTCS B COOTBETCTBMU C KNACCOM A
no CaHlMunH 2.1.3684-21.

. YTUAM3auna MeQUUNHCKNX U3AENNA, KOHTAKTUPOBABLLMX C BUONOrMYECKUMM XNAKOCTAMMU, LOMKHA

NPOBOAUTLCA B COOTBETCTBUU C Knaccom b CaHlMuH 2.1.3684-21.

25. Tpe6oBaHMA MO OXpPaHe OKpYXKaloLLei cpeabl
BosgericTBue Ha OKpyXxaroLLyto cpegy

C y4eToM BbIMOHEHMUA Tp66OBaHMIZ 3KCI'IJ'IyaT8.LI,VIOHHOl7I OOKYMeHTalunn oaHHoe nanenne npmn nCnobsoBaHMu,

TPaHCMNOPTUPOBKM U XPAHEHNN HE OKa3bIBAKOT HEraTUBHOMO BO3OENCTBMSA Ha YENOBEKA 1 OKPYXAIOLLYIO Cpeqy.

26. FapaHTUiHbIE 0653aTeNbCTBa

. FapaHTUMHbI CPOK 9KCMIyaTalMmn COCTaBseT 12 MecsiLeB Co OHS NPOLAXM U3nenus. B crnyyae
ncTeyeHus 12 MecsaLeB Co AHS NPOW3BOLACTBA, MPOAABEL, CEPBUCHAs CyX6a MMB0 yrNoTHOMOYEHHBbIN
npencTaBUTENb UMEET NPABO 3aMNpPOCKTb TOBAPHYHO HaKNaaHYHo, MOAMUCaHHY 06OUMM CTOPOHAMMU

OS5 onpefeneHuns Aathl NPoLaxu.

. rapaHTUs He PacnpoCTPaHAETCS Ha U3OENNS 1 Er0 KOMMOHEHTbI, MOABEPrLLMECs eCTECTBEHHOMY U3HOCY,
HO He MeLLatoLLiMe HopMasbHOW ero aKcrayarauun. HopmanbHOR aKCnyaTalnein CHMTaeTCS COOTBETCTBME U3OENUs
3aBO[CKMNM TEXHUYECKUM XapaKTepUCTUKaM (CM. NMYHKT 14).

. FapaHTus He pacnpoCTpaHSAEeTCs Ha U3AeNus, Ha KOTOpbIX MeeTcs aedopmMaLms Kopnyca B CliefcTeue
MeXaHW4YeCKOro NOBPEXOEHMS.

. rapaHTl/Iﬂ He pacnpoCTpaHAeTCq Ha noBpexXaeHnda n3nenng, BbiIsBaHHble CaMOCTOATENTbHbIM
BblITAaCKMBaHMEM MHCTPYMEHTa B Clly4ae ero 3actpeBaHud npn NOMOLLM CUNbI PYKU nméo CTOPOHHEro
MHCTPYMEHTA.

27. CpPOK CNyX06bl
OXunpaaeMblil CPOK CNyX6bl - 3 roga co fHA Hayana akcnyatalym, BBOA B SKCMITyaTaLmio JOMKEH ObITb
B TE4EHMM 3 IeT CO AHSA NPOM3BOACTBA.

28. MepeyeHb NpUMeHAEeMbIX CTaHQapPTOB
FOCT P 50444, TOCT ISO 7785-1, TOCT ISO 7785-2, TOCT P M5K 60601-1, TOCT P MOK 60601-1-6.
FOCT P M3K 60601-1-2, TOCT P M3K 62366-1, TOCT P CO 15223-1, CaHMnH 2.1.3684.



