NIDE

NHCTPYKIHUMU 11O IKCINIYATALIUHU

Cepusa Mark 5 Nuvo Lite Family
(Nuvo Lite u Nuvo Lite 3)

KHCJIOPOJIHBIA KOHIIEHTPATOP

Jist mopeneit: 525, 535, 925 u 935

(¥ UX BapHUAHTOB)

(SI3pIK OpUrHHAIA — AHTVIMACKHIA)

[laHHOE YCTPOICTBO He ABASETCA annapatypoi
MusHeobecneueHus. 15 repuaTpudeckm,
NeAMATPUYECKMX M MPOYUX MALMEHTOB, HE CMOCOBHbIX
€006LLaTh 0 AUCKOMPOPTE BO BPEMSA UCMO/b30BaHWSA
[IAHHOTO YCTPOWCTBA, CesyeT 0becneynTs
[LOMONHWTE IbHbI MOHUTOPUHT.

[aHHoe ycTpOoWcTBO NoAaeT 0boraLLleHHbIN
BbICOKOKOHLLEHTPMPOBAHHbIM KMCIOPOAOM ra3006pasHbiit
NPOZYKT, KOTOPbIN CTYMY/IMPYET BbICTPOE ropeHwe.

HE IONYCKAWMTE KypeHus 1am OTKPLITOTO OrHA B
NoMeLLLeHNW, rAe HaXO4MTCA AaHHOE YCTPOMCTBO IGO0
NPUHAANEKHOCTb /19 NOAAUM KUCNOPOAR (KaHIoNs).
HecobntofgHWe 3TOro ycnoBMA MOKET BbI3BATb CU/bHbIN
NOMKap, NOBPEXKAEHME MMYLLLECTBA /UM NPUBECTY K
TE/IECHBIM MOBPEXAEHUAM MO0 K CMePTENIbHOMY UCXOZY.

Kncnopog yckopaeT ropeHve NerkoBocnaiameHALWMXCa
Betlects. HE MCMO/b3YMTE mMacno, cMasoyHble BELLECTBa,
NPOAYKTbI Ha HeHTAHOM OCHOBE W NpoYMne
BOCT/IAMEHAOLLIMECA NPOAYKTBI /1A YCTPOICTBA,
NPUHANEXHOCTU 1A BBEAEHUA (KaHIONN) UK Ha
Nvue/wee naumeHTa.

K akcnayaTaumm yempolicmea paspewaemcs donyckame
MOJILKO /UL, KOMOpbIe NPOYUMAIU U YCBOUSU BCHO
UHGOPMayuto OaHHO20 pyKo8oOcmaa.

NPOTUBOMNOKA3AHWA - /inua, npoaomKatoLLme KypuTb (13-
33 MOBbILLEHHOM OMACHOCTV BO3ropaHus, a TaksKe BBUAY
BEPOATHOCTM Xy/iLIEro NporHo3a 13-3a Toro, YTo KypeHue
CHM3UT 3DDEKTUBHOCTb SIEYEHMA).

P> @@ B

denepanbHoe 3akoHoaaTenbcTso (CLUA) orpaHuimBaeT
NpOoAaXy [AHHOTO YCTPOICTBA TONBKO NLEH3MPOBAHHbBIM
MeLNLMHCKMM PaboTHWMKaM UK MO WX 3aKasy. KnciopoaHbii
KOHLLeHTpaTOp CeyeT MCMONb30BaTb TOIbKO NOA, HAA30POM
NMLEH3MPOBAHHOTO MEANLMHCKOTO PaboTHMKa.

o

TOJIBKO TTO
HA3HAYCHHIO
Bpaua

st cripaBOUYHBIX 1ieJiel B KaUeCTBE MIUTIOCTPALUU

npuBeneHa Moaens Nuvo Lite (momens 925).

ComeprkaHue
1 TJIOCCAPUI CUMBOJIOB.......coocvccerrrrrrcssiniernene 2
2 BAUIE YCTPOUCTBO ......ccooorrmrciierrrnrrsesssneeeene 2
2.1 Hcnonp3oBanue 1o HA3HAYECHUIO U AKCIUTyaTaIys .... 2
2.2 KOMIOHEHTBI YCTPOHCTBA ... 2
23 DyHKINY aBapUHHON CUTHATIM3AIMY U
OC30TIACHOCTH .....uecvevecrrrneasetsesesetstseaessesesessasesessesesesssaensassnesesenne 3
24 IIpousBoaUTENbHOCTD YCTPOICTBA U TEXHUYECKUE
XAPAKTEPHCTHKI........coveeeeeeaereneecneeeaesenesesesesessssssssessnesssesesenesesesesens 3
25 TIpuHaUIEKHOCTY U 3AMACHBIE YACTH .......oveeerenneenenne 4
3 PACITAKOBKA M1 OCMOTP ..ot 4
4  YCTAHOBKA U DKCIUIYATALIUA .................... 4
4.1 YcraHoBka
4.2 3arryck....
43 Beixmouenue..
5

6

6.1

6.2 VTUIHBAIAST YCTPOHCTBA. ... veerevencerencreesimeseasenesennene 6
7  TIOHUCK U1 YCTPAHEHME HEIIOJIAZIOK ............ 6
8§  HMHO®OPMAILMA Ob DJIEKTPOMAT HUTHOM
COBMECTUMOCTH ........cooeciciererereieniiececceneaenenns 7
9  COOTBETCTBUE TPEBFOBAHUAM EN 60601-1 8

2010-8401CE-RU-E

PeBpanb 2018 .

CrpaHnua 1 mns 8




1 [JTOCCAPUIA CUMBOJIOB

BkA. (MUTaHKMe BKAKOYEHO)

BbIKA. (MUTaHME BbIK/HOYEHO)
HammeHoBaHuWe 1 agpec npovsBoauUTeNs
Twun ycTpolictea — B

Knacc 3awmTbi |l

3allpTa OT BEPTMKA/IbHO NaAatolWmnx Kanenb BoAb!

Bbepeyb OT OTKPLITOrO OrHA

@EoU>»>LEO0 —

He noagepraTb BO34EMCTBMIO Macaa MK CMa3ouHbIX
maTepunanos

TpebyroTcA MHCTPYMEHTBI/TONLKO A1 TEXHUYECKMX
crneunanucTos

CM. TeXHWYeCKyto MHbOPMaLMIO/PyKOBOACTBO NO
obcnyKmBaHMIO

o &

CM. MHCTPYKLMM MO 3KCNyaTaumMm/pyKoBOACTBO
nonb3oBaTens

[epkaTtb B BEPTUKAIbHOM NMONOXKEHWUU

Xpynkoe nsaenme —o6palLaTbCs OCTOPOKHO

BW3yanbHbI MHAMKATOP aBapuiMHOro curHana

[13]
11
MNPEAYNPEXOEHWE! — OnacHas cuTyauma nnm
n [LEeCTBKA, KOTOPbIE MOTYT MPUBECTU K CEPbE3HbIM
TpaBMam unu rmbenn ntoael B cnyyae HecobaoaeHus
npaswa obpalLeHms.

BHvMaHWe! — OnacHas cuTyauma uam AencTeus,
KOTOpble MOTYT MPUBECTU K HE3HAYUTEIbHBIM TPAaBMaM
W/MAN K NOBPEXAEHMIO MMYLLLECTBA B C/1y4ae
HecobtoaeHNsa NpaBu obpalleHus.

MprMeYaHue — AOCTAaTOYHO BaKHas MHPoOpMaLMS,
KOTOPYIO CneayeT BblAEUTb MU MOBTOPUTL

2 BALLIE YCTPOMCTBO

2.1 lcnonb3oBaHMe No Ha3HAYEeHUIO U
SKCnayaTauma

Kucnoponusle konneHTparopsl cepur Mark 5 Nuvo Lite Family
(Nuvo Lite u Nuvo Lite 3) ncrions3yroTcss B Ka4ecTBe CpPeacTBa
HEMpPEPBIBHOTO ~ OOECTEYCHHsI  OOOTAICHHBIM  KHCIOPOIOM
ra3oo0pasHpIM  IIPOJYKTOM  IIAIMEHTOB B  BO3pacTe  OT
HOJPOCTKOBOTO JI0 FEPUATPUIECKOT0, CTPAJAIOIIHUX OT HapyIICHHH
370POBBsI, KOTOPbIE SIBISIOTCS MPUYMHON NOHIKEHHOTO YPOBHS
KHUCJIOpOJia B KPOBU (THIIOKCEMUST).

[na obecneyeHvs Baleit 6e30MacHOCTM UCMONb3YWTe annapaT
TO/IbKO MOC/Ie ONPeAENeHNs UM HasHAYeHUA MHAMBUAYANbHO
A [151 BaC OZIHOW M/ HECKO/IbKMX HACTPOEK Ha OCHOBAHMWM BaLUUX
YPOBHEN aKTMBHOCTM — W — uUCNO/b3yiTe MpUMEHsSeMble
NPUHAANEXHOCTY TOIbKO NOC/IE ONPEAEEHIA BalLMX HACTPOEK.

Ecnv B XxoZie MONYYEHWA KUCJIOPOAHON Tepanuu Bbl OLLyTUTe
ackomdopT MK Bam NOTpebyeTca 3KCTPEHHan MeauuMHCKas

NOMOLLb, HeMeIeHHO 06PaTUTECH 38 MEAVLIMHCKON MOMOLLBIO.

Pa6ora mnemmit cepun Mark 5 Nuvo Lite Family naunnaercs c
TIOCTYIUIEHHS BO3/lyXa BO BXOJHOH (HIIBTP HApy>KHOTO BO3IyXa.
OrduabTpoBaHHBIM BO3AYX MOCTYNAeT B KOMIIPECCOp uepes
pe30HaTOp BcachIBaHMA U (PUIIBTP TOHKOM OYHUCTKH. 3aTeM BO3IyX
MO JaBJICHUEM BBIXOAUT M3 KOMIIpECCOpa M TNPOXOAUT Yepe3
TEIJIO0OOMEHHHK, KOTOPBIA IOHIDKAeT TEMIIEPaTypy CXKarToro
Bo3myxa. Jlamee cHCTeMa SJIEKTPOHHOTO KIiallaHa HarpaBisieT
BO3/IyX B OZHY U3 IByX TPYOOK, KOTOpPBIE COZIEpKaT MOJIEKYIISIPHOE
cuTo  (Ccerdarble  MHKPO(UIBTPEI). MonekynsipHoe  CUTO
niorJiontaeT (pU3NIECKH MPUTATHBALT) a30T U3 BO3TyXa I10 MePe €ro
NPOXOXKJICHHS 4Yepe3 OCHOBaHME CHUTA.  OJTO o0ecrednBaer
MPOXOXIECHHE OOOTAIIEHHOTO  KUCJOPOAOM  Ta3000pa3sHOro
MPOIYKTa MEPEeA €ro nojayeil Ha peryssarop aasieHus. Ilo mepe
TOr0, KaK OJJHa TPyOKa reHepHupyeT ra3000pa3HbIi IPOAYKT, ApyTas
TIPOJIyBAeTCs OT TOTJIOMICHHOTO a30Ta; 3TOT MPOIECC Ha3bIBaeTCs
ancopOrmeld mpu mepemeHHoM napieHun  (PSA). [ocne
MIPOXOXKZCHHST Yepe3  PErysTop  PEeryJlHpOBOYHBIN  KIJIAIaH
pacxozoMepa YCTaHABIMBAaeT HOPMY Ta3000pa3sHOTO IPOJIYyKTa,
MOIaBaeMOro MamueHTy.  HakoHer, ra3o00pa3HbIi HPORYKT
MIPOXOUT uepe3 (HUIBTP TOHKOAUCIIEPCHBIX YACTHII, 3aTE€M 4epe3
JAaTINK,  ONPEAEIAIONNHA  KOHLEHTpAlMIO  KUCIOopoJa B
ra3oo0pa3HOM MPOAYKTE [0 €ro BbIXOAA U3 ammapara duepes
OTHECTOMKUI BBIITYCKHOM MOPT.

2.2 KomMnoHeHTbI yCTponcTBa

Hepenusis nanens (puc. 1)

1 — Pyuxka perymipoBanus pacxoza 4 — ABTOMaTHYECKHI
BBIKITIOUATEIh

2 — BelmyckHo# nopr uist 5 — nmkatopHble

KHUCIIOPOIHOTO MPOTyKTa JIAMITOUKH

3 — BoIkIroyaTesb MATaHus (3eTICHBIH U HKEJTHIH)

3annss naneJs (puc. 2)
6 — YBnaxHHUTEINb (PE3epPBHOE 9 — Bo3ty1uHslit
IIPOCTPAHCTBO) ¢unsTp/pemmerka

7 — Texunyeckast nacropTHasi Tabiuka  (Bxoawoit gusp naxomres
TI0Jl HUIMH — PHC. 5)

10 — Cuer4nk yacoB
paboTBI

8 — Kabenb ameKTporTanust
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Mcnonb3yiite kabenb NUTaHWA, BXOAALLMIA B KOMIMIEKT.
MpoBepbTe, UTODbI INEKTPUUECKME XaPAKTEPUCTUKM PO3ETKM
A 3N1EKTPOCETY COOTBETCTBOBA/IM AAHHbBIM, YKa3aHHbIM Ha
nacnopTHow Tabanyke NpoussoauTens (puc. 2-7) Ha 3agHein
naHenu ycTpowncTsa.

[laHHOe yCTPOMCTBO MOKET OCHALLATLCS NMOASPU30BAHHOMN
LUTENceNbHOM BUAKOW. Ha Hel 0AMH KOHTAKT Wupe, Yem
[Apyroi. Ecnvi BUIKa He BXOAMT B PO3ETKY, NEPEBEPHHTE ee.
Ecnv BU/IKa NO-NPEXHEMY He NMOAXOAMNT, 0bpaTnTecs K
KBaNMPULMPOBAHHOMY 31EKTPUKY. He oTK/toYalTe 3Ty
bYHKUMIO Be3onacHoCTL.

2.3 DYHKLMM aBaPUIMHON CUTHANM3ALMM U
He3onacHocTH

Ycmpoticmao OCHaLLLEHO 3BYKOBOW CUrHanu3saumen ans
npeaynpexaeHnsa noab3osaTens o BO3HUKHOBEHUM NPobAeM.
Y106bI aBapuiHbI CUrHaN MOT BbITb YCAbILWAH, MaKCUManbHoe
PACCTOSHWE, Ha KOTOPOE MOXKET YAANATLCA NONb30BATE b,
cneflyeT onpeAesuTb B 3aBUCUMOCTU OT OKPYXKAIOLLLETO YPOBHA
wyma.

Obnapyscenue omcymemeus nanpaxycenusn: B ciydae oTcyTcTBUS
HaNpsDKEHUSI B CETH BKJIIOYACTCS TPEPBIBUCTHIA 3BYKOBOH CHIHAMN, a
3eJIeHbI HHIUKATOP FacHET.

Tennosas 6e3onacnocmp: IBUTATENs KOMIIPECCOPA 3alHILECH

TEIUIOBEIM peJie, PacTiONIOKeHHBIM B 0OMOTKe cTaropa (145 + 5°C).

OnrH 0CeBOM BEHTHJIATOP OXJIAXKIAET OTCEK KOMIIpeccopa.

Inexmpuueckaa sawuma:

e B nepenHio0 maHenb KOpIyca BCEX MOJAENEH ¢ MUTaHUEM OT
cetr 230 B BcTpoeH aBTOMAaTHYECKHUI BBIKIIIOYATENb Ha 5 A.

e B mepenHioro maHens KopIryca BceX MOZENeEH ¢ MHUTaHUEM OT
cetu 115 B BcTpoeH aBTomaTHdeckuil BeIKIOYaTens Ha 10 A.

e VerpoiictBa kimacca Il ¢ M30IMpOBaHHBIMH — KOpITycCaMH
(cranmapr EN60601-1)

Ilpedoxpanumenvuuiii Kianan: 3TOT KOMIIOHEHT YCTaHOBJIEH Ha

BBIXO/Ie KOMITpeccopa 1 KaOpoBaH Ha 3HaueHwue 3,4 6ap (50 psig).

Ilpomugonosicapnaa  nepezopooka:  ITaHHOE  YCTPOHUCTBO

OCHAIL[EHO METAIUIMYECKON IPOTUBONOXAPHON MEPErOPOIKON Ha

BBIITYCKHOM TIOPTE ISl KUCIOPOJHOTO TpoaykTa (puc. 1-2). Ora

THIeperopo/IKa MpeaoTBPAIaeT MOMagaHe OTHS B YCTPOHCTBO.

2.4 [pon3BOANTENBHOCTL YCTPOICTBA M

TEXHNYECKNE XaPaKTEPUNCTUKRMN

ITpon3BOMTEIEHOCTE  YCTPOHCTBA (OCOOEHHO — KOHIIGHTPALUS
KHcoposa) npuseieHa 1t TeMieparypsl 21°C (70°F) u naBnenus
B omHy arMoctepy. XapaKTepUCTHKH MOTYT OTJIMYAaThCsl B
3aBHCHMOCTH OT TEMIIEPATYpPbI M BBICOTHI HaJl YyPOBHEM MOPS.

BbIKNtOYATENA MUTaHUA (pyC. 1-3), KOraa WHyp MUTaHUA He

M MpoBepbTe aBapHIiHbI CUrHA/ C MOMOLLBIO BR/IHOYEHUS
NOAK/IOYEH K PO3ETKE 3/1EKTPOCETU.

Hunouxkamop cocmosanus KoHyenmpayuu Kucaopooa: MOHUTOD
KOHIICHTPAIMH KUCIIOPO/Ia MPECTABIISET COO0# SJIEKTPOHHBIN MOTYJIb,
CIIOCOOHBIN TPOBEPATh A(DPEKTHBHYIO KOHICHTPALIMIO KHCIOPO/Ia,
[I0IaBaEMOT0  KOHIICHTPATOPOM. MOHHUTOp KHCIIOpoZa H3MepsieT
KOHLIGHTPALMIO U BKJIIOYAET 3BYKOBOM M BM3YyasbHBIM aBapUHHBIN
CHTHAJI, €CJIM KOHLISHTPALWS OITyCKAeTCsl HIDKE 3a/IJaHHOTO aBapUIHOTO
3HA4YEHUsT TIPOLEHTHOro conepxanus. Ilpm 3amycke ycrtpoiicTBa
MHIMKATOpB! (puc. 1-5), pacmoNoKeHHBIE Ha MEpemHed IaHemnH,
JIeHCTBYIOT, KaK ONIMCAHO HIDKE.

3enenvtii  uHOUKamop: STOT WHIMKATOP YKa3blBaeT, 4YTO Ha
KOHIIGHTPATOp IOZAETCS IEKTPONUTAHUE, U YTO OH TOTOB II0JaBaTh
TaIMeHTy 000raIleHHbIH KHCIOPOJIOM BO3IYyX.

Mpv NepBoM BKIHOYEHUN ,CI,aHHbIl;I NHONKATOP MUraeT 3e/1eHbIM

CBETOM 10 JOCTUSKEHUSA YCTPOWCTBOM HOPMa/IbHOMO paboyero
COCTOAHWA. ITO AO/HKHO NMPOU30MTH B TEHEHME MPUMEPHO 2

MUHYT.

Kenmvut  unouxamop: dSTOT HHIUKATOP U HENpPEpPBIBHBIIA
3BYKOBOW CHTHAJd CpabOTalOT, KOTZa YpPOBEHb KOHIICHTPAIHMH
KHCJIOPO/Ia OITyCTHUTCS HIDKE 3aJaHHOIO 3HAYECHMS.

B ycrpoiicTBax, BoimymeHHbIX /10 2018 roga, nmeercst KpacHbIi HHIHKATOP.

YcTpoiicTay He TpeByeTcs creLyansHoe TeXHUYECKoe

OﬁCﬂy)Kl/IBaHMe 3afiaHHOe 3Ha4eHne aBaleZHOI’O CurHana
YCTaHOBNEHO Ha 3aBOAEe-N3roToBUTENE, U 3Ta Hacrpoﬁka He

NOA/IeXUT PEryNNPOBKeE.
Bce mogenn OCSI HacTpoeHb! Ha 3HaveHne 85% + 3%.

Obnapysicenue 3aKynopueanus Kawionu: YCTPOUCTBO HMeeT
aBapHitHyI0 CUTHAJIM3ALMIO 3aKyTOPHBAHMUS (€CIH OHO OCHAIIIEHO
aToii QyHKumei). B cimydae GokMpoBaHMS MOTOKa KUCIOpOAa K
MAIMEHTY HEMEIICHHO BKIIOUUTCS HENPEPBIBHBIM 3BYKOBOIL
aBapUIHBINA CUTHAIT U 3aropsATCs 00a MHAKUKATOpA.

Oonapyscenue neucnpasrnocmu: B citydae HU3KOro JaBlICHUS U3-
32 MEXaHWYECKOM HEHUCIPAaBHOCTH MHIUKATOp HAYHET MUTaTh
JKEJITBIM CBETOM, U CpabOTAaeT 3BYKOBOM aBapUitHbIN CHTHAII.

B cnyyae HactynneHna ntoboro u3 BbllleyKa3aHHbIX aBapl/ll;IHbIX

COCTOAHWII NepeseawTe BbIK/IoYaTeNb NUTaHWA (puc. 1-3) 8
nonoskeHue «O» (BbikA.).

O6paT1Tech K CBOeMy NOCTaBLLyKy 060pyA0BaHUS ANns
06CNYKMBAHMA YCTPOWCTBA.

Mogenb 525 925 535 935

5 n/MUH. 5 1/MUH. 3 1/MUH. 3 1/MUH.
Onucatime 1158 2308 1158 2308
Yacrota 60 Iy, 50 Iy, 60 Ny 50 My
Cpeanan 330 Batr 300 satT 210 Batr 180 BatT
MOLLHOCTb
Knace Knaccll
3aWmTbI
Saupura cetn 10A SA SA SA
nuTaHua
Cpeapee Myt 2 n/MUH. Mpu 2 1/MUH.
cogepKaHue

>90% >90%
Kucnopoaa
Cpeapee Mpw 5 n/MUH. Mpu 3 1/MUH.
cogepKaHue
o1 87% 80 95,5% ot 87% p0 95,5%
Kucnopoaa
Pacxop 010,125 A0 5 N/MUH. 070,125 10 3 N/MuH.
nuTpax
Dasnexne 7 Psig (pyHTOB Ha KB. Atoiim 7 Psig (dpyHTOB Ha KB. Atoiim
Ha Bbixoae M36bITOYHOrO AaBNEHUA) M36bITOYHOrO AaBNEHUSA)
Pasmepb!
P 36x23x58,5cm (14 x 9 x 23 atoitma)

(A xLWxB)
Bec 14,5 kr (32 pyHTa)*
YposeHb <58 1BA
wyma

* Bec 3aBHCHT 0T MOJIeJIH M (PyHKIUi{

B cootseTcTBUM CO cTaHaapTom EN ISO 80601-2-69, noaasaemblit
Z pacxoA, paBeH pacxofy, YCTaHOBAEHHOMY Ha pacxofomepe, C

TOYHOCTbO A0 £10% nam 200 MA/MUH., B 3aBUCMMOCTY OT TOTO,
KaKoe 3HaueHue Hbonblue.

npesblwaeT £10% OT yKa3aHHOro 3Ha4YeHUs, Koraa obpaTHoe
[nasneHve 6,9 kMa (1 psig) noaaeTcs Ha BbIXOA YCTPOCTBA.

Z OTKNOHEHWE OT MaKCVMaNbHOTo peromeH0BaHHOro pacxoja He

Mamepmwbt, Haxot)ﬂmuecn 6 HE"OCPE@CI”GEHHO.M unu
KOC6EHHOM KOHmMAKmMe ¢ nayueéHmom

Kopryc koHueHTparopa ABS (aKkp1IOHUTPUIT-OyTaleH-
CTHPOJT)/TIOMKapOOHAT

TleyarHble HakIeHKH TommkapGoHat

Beixmouarens nuranus (puc. 1-3) Heiinon

2010-8401CE-RU-E

Pespasnb 2018 .

CrpaHnua 3 mn3 8




BBIITycKHOI IOPT JUTs KHCIIOPOHOTO Hepaxaseroliast CTailb, 1aTyHb Mcnonb3oBaHme HEKOTOPbIX NPUHAZNEHOCTEN NoAa M
nposykra (puc. 1-2) WJIH QIIFOMUHUI A KMCNoposa 1/vnm 3anacHbix YacTeld, He peKOMEeHI0BaHHbIX
Ka pe OBaHKS pacxozia (puc. 1-1 ABS npon3soanTeIeEM, MOXKET CHU3UTb 3d)d)eKTl/1BHOCTb nevyeHnAa n
qu P ry‘]j]/g: P (p(p ) 9)) I (1) npunBecCTN K aHHY/IMPOBAHMIO OTBETCTBEHHOCTU NPOU3BOANTENA.
O3/IyIIHbIH (HIIBTP KopITyca (prc. 2- omdbup
Kab6ens nuranus (puc. 2-8) IBX
3anacHble YacTH Ne neram
BxonHoii puip Hc. 5 TMonumponuieH o
y}BJ'I:}KHH”?;J‘IL P (pic. 5) HOJ‘II/IEEOHPU‘ICH Bozgymseni ¢puimstp kopiyca (puc. 2-9) 8400-1025
Pommat Hetoros BxozHoii ¢t (mox puc. 2-9) 8400-1180
B —— ! wit, [IBX, nommyperart BenTussiimonHast perrerka (puc. 2-9) 8400-0108
¥/WIH CHITMKOH Pomuxu 8300-8068
25 MPUHAAEKHOCTU 1 3aMacHble YacTu O6oouxa kaberst HIEeKTPOIUTa s 8400-0022
gpnﬂa;[nenmocm, HCHONIE3YEMbIC € yCIMpOUCIGOM, JIOIDKHBI [INA NoAYYEHNA MHCTPYKLMIA MO 3aMeHe BbileyKa3aHHbIX
bITh COBMECTHMBI ¢ KHCHOEOHOM’ HpeﬂHa:iHaqubI AU 3anacHbIX YacTen CBepbTeChb C PYKOBOACTBOM MO O6CJ'IV>KMBaHMIO
NPUMEHEHUsT B KHCJIOPOJHOM  Tepamud,  OMOJIOTHYIECKH annapaTos Nuvo Lite (Ne 2010-8405).

COBMECTHMBI, a TaKkKe COOTBEICTBOBATH OOIIMM TpPeOOBAHKIIM
periaMeHTa CHCTEMBI KadecTBa YTIPaBIeHHs II0 KOHTPOIIO 3a
npogyktamu u  JekapctBamu  CILIA  (FDA), Espomneiickoit 3 PACIAKOBKA 1 OCMOTP
mupektuBe  93/42/EEC  wmu  nmio0bIM  MHBIM — IPHUMEHHMBIM

KucnoponHslii KOHIIEHTpaTOp YIaKOBaH AJIs 3aIlUThl yCTPOICTBA
PETyISITOPHEIM TPeOOBAHHUSM.

OT TOBPEKJACHMS MPHU TPAHCHOPTHpOBKE M XpaHeHuu. Ilocrme

IIpuBeseHHbIC HIDKE IPUHAIUICKHOCTH, HMCIOIIECS. B KOMIIAHHN U3BJICYEHUS] YCTPOICTBA U3 YIIAKOBKM OCMOTPUTE €r0 Ha IPEAMET
Nidek Medical Products, Inc. 1 y Hammx IUCTPUOBIOTOPOB, nioBpeskeHuil. [Ipu oOHapy>KeHNH IOBpPEXIEHUH CBSHKUTECH CO
COOTBETCTBYIOT OSTuUM TpeboBaHmsM. OOpaTtHTech K CBOEMY CBOMM TIOCTABIIMKOM 0GOPY/I0BAHEIS.
MOCTAaBIIMKY  OOOpYyNOBaHMS U1  NIPHUOOpETEHMS  9THX 5
TPHHAUTEKHOCTE. Ecmu BB HEe MnaHUpyeTe cpasy ke MOJIb30BaThCS YCHIPOIICHIEoM,

03HAKOMBTECH C YCIIOBUSAMM XPAHECHHS.
IpunanaexsocTn Ne neram N

Ycnosus oxkpycaroweii cpeowt ons xpanenusn:
Venaxuurens (ot 1 10 5 1/mMuH.) 9012-8774 v N

cmpoiicmeo CIemyeT XpaHUTh B CyXOM MECTE NPH TeMITEpaType

Kantosst ¢ tpyOkoii 2 M (7 dyros) (ot 1 1o 5 wmun.) | 9012-8780 okpyxaromeii cpeasr or -20°C go 60°C (ot 0°F mo 140°F) u
Y umHurensHast Tpyoka 7,7 M (25 dyToB) 9012-8781 OTHOCHTENBbHON BraxkHoctH 15-95%. Ero cnmemyer XpaHuTs,
TlepexoaHuK TPyGOIPOBOa 9012-8783 TPAHCIIOPTHPOBATh M HCIOJB30BAaTh TOJIBKO B BEPTHKAILHOM

MOJIOKEHUH.

XpaHeHue B TEYEHUE MPOAODKHUTENBHBIX IEPHOAOB BPEMEHU
MOXET IOBJIUATh Ha KOHIIGHTPALUIO KHUCIOpOAa — IIPOBEphTE
TIpHOOP TIepest NCHIOIE30BAHAEM.

4 YCTAHOBKA U 3KCI/TYATALNA

VcTosHuk Knenopoaa

BuixoaHo# IpamoyzonsHsill cKonbSAUT
nopr ana AE;\)‘MV{HMM Gurcamop
KMcnopoAa curk

cEpoca

—
2
4.1 YCTaHOBKa
‘ 'V'AX")"“"' e \ggfgﬁmﬂw@ﬁ%w Yenosus okpyscaiowgeit cpedst 0ns HKCnyamayiu:
| I VCTpoIicTBO ClelyeT JKCIUTYyaTHpOBaTh B CYXOM MeCTe MpH
M"i"‘"”"" e } ég\mpwmmgyegmagw TeMIeparype okpyxatomeii cpenpl or 10°C mo 40°C (ot 50°F no
R Ve nuyeean 105°F) 1 oTHOCHTENBHOMN BIaXXHOCTH 15-95%. Y cTpoiicTBO MOXKHO

9KCIUTyaTHpoBaTh Ha BeicoTe 10 2200 M (7500 ¢dyToB) Hax ypoBHEM
Mops mpu Temmeparype 21°C  (70°F) ©Ge3  cHmwkeHHS
s bexTuBHOCTH PaGOTHI U3IEIHSI.

VYBIaXHUTEIb — PUCYHOK 3 Kantons — pucyHok 4

CMa3ouHble maTtepuasibl Ha OCHoBe He¢TM M Macna, N0CbOHbI N
KOCMETHMKa ABNAKOTCA /IErKO BOCM/IAMEHAIOLLMMNCA BELLLECTBAMU, N
MX NCNoNb30BaHMeE Npn pa60Te C yCTpOl‘/‘ICTBON\ —OonacHo.

HE ncnonb3yiiTe annapat 8o B3pbIBOOMAcHOM atTmocdepe.

Bo 136exkaHme onacHOCTY Noxapa 1 B3pbiBa KOHLEHTPaTop
CneayeT AepKaTh Ha yAaseHUM OT UCTOYHUKOB TeMa, PackaseHHbIX
3/1EMEHTOB, PaCTBOPUTE/NEN, a3PO30/1ei M T.M.

HenpasuabHOe NOAK/MOHEHME K NAaLMEHTY U HEBEPHOE
1ICNO/b30BAHME KaHIOIM MOXET NPUBECTV K TPABME, B TOM YMC/e
K yAyLeHuto. YToBbl CHI3WTL OMACHOCTb TaKoro CoBbITUA,
u3beraiTe cUTyaLii, KOTOPbIE MOTYT NPUBECT K 3aMyTbiBaHUIO
KaHIONM MM LWAAHTa Y e NauMeHTa, v He NPUKpenasiTe K
YCTPOMCTBY TPYOKY AnnHow 6onee 15,5 m (50 pyToB).

Annapar cnegyeT pasmeLLaTs U SKCMYaTMpPOBaTh B XOPOLLO
NPOBETPVBaEMOM MecTe He3 3arps3HEHNIA 1 1bIMOB C 3aLLMTOM
OT OCa/IKOB C OCTaTOYHbIM OCBELLEHUEM.

Annapar cneayeT pasmeLLaTs W SKCMyaTMpoBaTh B MECTE, rae
NONOMKEHUE W MPOK/IALKA Kabens anekTponuTaHus (puc. 2-8) u
Tpy6ONPOBOAA /1A KUCNOPOLA HE CO3AI0T OMAcHOCTH
CMOTKHYTbCA O HUX. Kabesib aneKkTponuTaHus AomkeH BbiTb
NErKO AOCTYMHbIM 415 BO3MOKHOCTU OTCOEANHEHNA.

ocne NPOAOMKUTENBHOTO BO3LENCTBIA KaHIO/M BO3MOKHO
BO3HWKHOBEHME PasapaxeHus yiuer, Hoca 1 weu. s obneryeHms
PEKOMEHAYETCA MCMO/Ib30BaTh Masb TO/IbKO Ha BOAHOM OCHOBE.

Mocne NPOAOMKUTENLHOTO BO3AENCTBMA ra3006pasHOro NpoayKra
BO3MOKHO Pa3apaskeHue HOCOBbIX X008, Ecam ato cayunTes,
MPOKOHCY/IbTUPYITECH CO CBOMM BPAaYOM HACYET 1CTO/b30BaHMA
YBAAKHUTENA B XOAE SIEYEHUSA.

L1115 6e30MacHOCTW M NOANb3bl MALMEHTa BHECEHWE MOANDUKALMIA
B 060pyA0BaHMWe 3anpelLeHo. He peromeHyeTcs Takske
NOAK/IOHAT YCTPOMCTBO K 060PYA0BAHMIO M MPUHAAIEKHOCTAM,
HE YKa3aHHbIM B laHHOM PYKOBOACTBE.

> > b B

> bbb
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[na paboTbl ycTpoiicTea TpebyeTca anekTponuTaHue. Ha cnyvai
HapyLLIeHWA 31EKTPOCHAGKEHWA U ANA HeNpPepbIBHON paboTsl
YCTPOWCTBA PEKOMEH/IYETCA UMETH PE3EPBHBIN UCTOUHMK
NUTaHUA.

He 1cnonb3yiiTe ycTpoicTBO B ONpeAeneHHbIX MarHUTHbIX
ycnoBusx (MPT, peHTreHOBCKOE U3/ly4eHue U T.n.). ITO MOXKeT
NPUBECTU K HEMCNPABHOCTW YCTPOICTBA.

Mol He perkomeHayem UCNoNb30BaTb YA/IMHUTENN U
nepexoaHNKK, TaK Kak OHW ABNAKOTCA NOTEHUNANBbHBIMM
NCTOYHMKAMU UCKP U N1aMeHU.

O6paTuTeCh 38 KOHCY/IbTaLMEN K CBOEMy MOCTaBLUMKY
060pYA0BaHMA MO BOMPOCAM 3KCT/lyaTaumm yCTPONCTBa Ha
BbicoTe oT 2200 m 40 4000 m (o1 7500 ao 13 000 dyToB) Haza
YPOBHEM MOPH.

CootsetcrayeT TpebosaHmam EN 60529:2001 + A2:2014 knacc
IPX1; kopnyc 3almLaeT BHYTPEHHME 3N1eKTpUYecKkne
KOMMOHEHTbI OT BEPTUKaNbHO NaJatoLLyiX Kanesb BOpl.
CootsetctayeT TpebosaHmnam EN 60601-1:2006 [11.6.3]; kopnyc
33LUMLLAET BHYTPEHHWE SNEKTPUYECKME KOMMOHEHTbI OT
pacnneckMBaHmA CTakaHa BoAp! (T.e. CoAepXMMOro
YBNAKHUTENA).

Nl

4.2 3anyck

1) Yo6emurecs, 4To BBIKIIOYATENb MUTAaHUS (pUc. 1-1) HaxomuTcs
B nosioskeHnu «O» (BBIKIL).

Ecnu yempoiicmeo ucnonvzyemcsa ¢ yenascnumenem (puc. 3):
OTBUHTHTE €MKOCTb M HAIlOJHHTE €€ IUCTUUIMPOBAHHOW
BOMOM N0 JIMHMM (CM. MHCTPYKIMH HPOHM3BOIUTEIS). 3aTteM
3aBHHTHTE KPHIIIIKY COCY/a yBIOXXHUTEIS TaK, YTOOBI BOJA HE
nporekana. I[logcoequHUTE  KHUCIOPOIHYIO  TPyOKy K
BBIXOZHOMY  MarpyOKy  yBuaxaurens.  I[IpuBuHTHTE
YBIIOKHHUTENb HENOCPEICTBEHHO K HMEIOILEMYCsS KOMILIEKTY
IJaHTa [aeHTa (TpyOonpoBO 1 KOJIEHO ), IPUKPEIIICHHOMY
K BBIITYCKHOMY IOPTY IJI1 KHCJIOPOJHOTO MPoayKTa (puc. 1-2).
Bo n3bexxanue yreuek yoeauTech, 9To Bee JEeTad COSIMHEHB
HPaBUJIBHO.

M I‘Iepeg KaXXabIM CEaHCOM NneveHna MeHsAnTe BO/AY B EMKOCTH
YBaXXHUTENA.

Ecnu yenadcnumens ne ucnonszyemcs: CHAMHTE KOMIUIEKT
IIJTAHTa TTALUEHTa, IPHKPETIEHHBIH K BBITYCKHOMY TOPTY JUIS
KUCJIOPOIHOTO Tponykra (puc. 1-3), W moncoemuHHUTE
KHCIIOPOHYI0 TpPYOKY HEMOCPEICTBEHHO K BBITyCKHOMY
HopTYy.

2) BcraBbTe KkalOenb NHUTaHUS B PO3ETKY JIEKTPOCETH C
COOTBETCTBYIOIIUM HANpPSDKEHUEM M UYacTOTOH, KOTOpBIE
yYKa3aHbl ~ Ha  TEXHWYECKOM  MAacmopTHOM  Tabiauuke
nipom3BoauTeNs (puc. 2-7).

3) Haxwmure Boikmrouatens nutanus (puc. 1-3) B monoxenne «b»
(Bku.).

aBapuiiHOWM curHanmsaumm u  HesonacHocT» Ha  3-i

M MHAMKATOPbl U WX 3HadeHus cm. B pasgene «DyHKumu
CTpaHmue.

4) IlosepHuTe pydKy peryympoBaHus pacxoma (puc. 1-1) k
3aJaHHOMY 3HAYEHHIO.

OB6bI4HO Hy)Has KOHUEHTpaUMsA AOCTUIaeTca B TedyeHue
[1BYX MMHYT C MOMEHTa 3arycKa yCTpoICTaa.

5) VYO6enutech, 4TO U3 YCTPOUCTBA MOJa4N (HOCOBbIE KaHIOIN MITH
Jpyras HPUHAIOKHOCTb) TOCTYNAaeT KHUCIOPOA; UL 3TOro
MOIHECHUTE OTBEpCTHE (OTBEPCTHs) K IOBEPXHOCTH BOIBI B
crakaHe. IIOTOK IOJDKEH BBI3BIBATH BOJIHEHHE MOBEPXHOCTU
BOJIBL

6) OrtperymipyiiTe HOCOBYIO KaHIOJIIO TIO CBOEMY JIMILY.

4.3 BbikntoueHwne

[o oxoHYaHNY Tepanuy HAKMUTE BBIKIIIOYATENIb MUTaHus (puc. 1-
3) B monoxenne «O» (BbIKI), YTOOBI OCTaHOBUTH pabOTy
ycrpoiictBa. IloTok BO3myxa, OOOTalIEHHOTO —KHCIOPOIOM,
TO/IAeTCS PUOITMBUTEIHHO €IlIe OJHY MUHYTY MOCIIE BBIKIFOYCHHS
YCTpOWCTBa.

Bo Bpems paboTbl M MOCAE BbIKAKYEHUA YCTPONCTBA
YAOCTOBEPLTECD, YTO KaHIO/IA Hanpas/eHa B CTOPOHY OT MAKMX
A NOBEPXHOCTEN M OAEMAbl.  M3BbITOUHBIN KMUCA0POL MOXET
HaKarnMBaTbCAd U BOCM/JIAMEHWUTLCA OT WMCKPbl WKW OTKPBITOrO
OrHs.

Mocne BbIKNKOYEHMA annapaTa Mo/b30BATENO HEOBXOANMO

w BbIKAATb 3-5 MUHYT, Mpexae Yem BK/IOYaTb ero CHoBa.
[laBneHue B cUCTEME LOMKHO PAcCenTbCs, Npexae yem byaer

HaZ/1exaLLMM 06Pa3om BbINONHEH Nepes3anycKk YCTPOCTaa.

5 YNCTKA N OBCNTYKMNBAHUE
51 Yuctka

Yucmra u  oesunghexyusi  ycmpouicmsa: YCHMpOUCMEo CleRyeT
OYMINATh TONBKO CHApYXH.  YOEIMBIINCH, YTO BBIKIIOYATENH
rtanwst (puc. 1-3) maxomurest B rionoxernu «O» (BbIkiL.), BeITprTe
KOPIIyC armapara MArkoi, Cyxoi TKaHBIO WIIH, IPH HEOOXOUMOCTH,
BIIQKHOM I'yOKOH. 3aTeM TIIATEeIbHO BRITPUTE €r0 HACYXO BETOLIBIO
C pacTBOpOM Ha CIMPTOBOM OCHOBe. Ui MpenoTBpaIleHuUst
pactipocTpaHeHuss OakTepuil ¥ BHPYCOB 3TH JIEHUCTBUS ClEyeT
BBITIOJTHSTH €XKEIHEBHO U JUTS KXKIOT0 HOBOTO MAILMEHTa.

JIErKO  BOCNN1IaMeHAloWMeca  NpoayKTbl. He I/ICI'IOJ'Ib3yl;ITe

M 3ar|peu.|,aeTCﬂ MCNO/1b30BaTb ALIETOH, PAaCTBOPUTENM U BCE NpO4Me
aﬁpa3MBHbIe MNOPOLLKOBbIE CpeacTsa.

Yucmra u 3amena unempos: CHEMHBII BO3IYLIHBIA (GHIBTp
Kopryca (puc. 2-9) cieyeT poMbIBaTh B TEIUIOH BOJIE ¢ OBITOBBIM

MOWOIIMM cpeactBoM.  [Ipocymmre
GuIBTp, MpeK/ie YeM YCTaHABINBATh
ero Ha Mecto. BxomHoit ¢uasTp/
¢wibTp rymmrens (cM. puc. 5S)
HEOOXOAMMO  OCMaTpuBaTh  IpU
KaKJOM TIOCEIICHNH IIalfieHTa M
3aMEHSTh B ClIydae HEOOXOIMMOCTH.
3ameny ¢mwisTpa KOHEYHOTO
NpOIyKTa (He MOKa3aH Ha PUCYHKE)
JOIDKEH  TIPOM3BOAUTH  TOJIBKO
TEXHUYECKMIl  CHELMAIMCT  IIpH

Bxoxuoit gistp — puc. 5
(110 BO3yLIHBIM
(HIBTPOM U PEILIETKOI)

HE00XOMMOCTH (HE 4acTo).

Yucmra u 3amena npunaonescrHocmeli. UUCTKYy yBIaKHUTEIS
BBIIIOJIHANTE B COOTBEICTBUU C HUHCTPYKIMAMHU NPOU3BOAUTEIIS.
[pu OTCYTCTBUM MHCTPYKLUK AHCTBYHTE CIEYIOUM 00pa3oM:
BBUIEHTE BOMY M3 YBIAKHHUTET, IIPOMONWTE EMKOCTb U KPBILIKY
MIPOTOYHON  BOZOM. PerymspHo mnpoBoauTe Ie3MHQEKIHIO
YBIQKHATENSA,  TOTPy)Kas  €MKOCTb M KpBIIKY B
NEe3MHQUIUPYIOMMIT  pacTBOp  (PEeKOMEHIyeM  HCIIOJIB30BaTh
pactBop m3 1 wactu ykcyca Ha 10 wacreit Bomer). IIpomoiite
MPOTOYHON BOJIOH M mpocymmre. TpyOOnpoBOABI M KAHIONN
ClleqyeT UCHONIb30BaTb B COOTBETCTBHMM C HMHCTPYKIMSAMU
MIPOM3BOIUTENS U 3aMEHSATH JUTS KaXKJI0TO HOBOTO MALMEHTa, YTOObI
TIPEAOTBPATHTH PAaCIPOCTPaHEHHEe OAKTepHii X BUPYCOB.

5.2 O6cnyKmBaHue

[NarmeHT He IODKEH BBIIONHATH KAaKOE-IMOO —CIICIHABHOES
oOcny’kMBaHHWE yCTpoiicTBa. Bam mocraBmmk  000pyIoBaHHS
MPOBOMUT  MEPHOAMYECKHE  pabOThl 10  TEXHHYECKOMY
00CITy>KHBaHHIO I 00eCTIeueHHs HalIeXKHOM pabOThI ycmpoticmea.
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HE pa36upaiiTe yCTPOICTBO 13-3a OMACHOCTM MOPasKEHWs
3NEKTPUYECKUM TOKOM. MopyuaiiTe 06CyKMBaHWe

KBaMOULMPOBAHHOMY TEXHUYECKOMY NEepcoHany.

IpenmonaraeMplii CPOK CITyKObI JAHHOTO YCTPOWCTBA COCTABIISIET
10 5er mpM YCIOBHHM PErNaMEHTHOro NpPOQUIaKTHYECKOro H
HEeoOXOAMMOro 00CITy>KHBaHHSL.

IIpogpunaxmuueckoe  obcnyxcusanue.  TPOMBIBAWTE  (QIIIBTP
Kopiyca (cM. paszen «ducTka u 3aMmeHa (GHIBTPOBY») SKESHEASTLHO
nm tnocine npudmmsurensHo 100 wacoB paGoTHL, a TaKKe UL
Ka)KJJOTO HOBOTO IIallMEHTa. B IBUIGHBIX IOMEIIEHHSX YHCTKY
pekomennyercss mpoBoauth dvamie.  OcMmaTtpuBaiiTe BXOAHOH
BO3ZYIIHBI GUIBTp (PHC. 5) MPH KaXKIOM MOCEIICHHH TTAIHeHTa.
3amensiiTe GpuIIBTP pa3 B TOJ WM Yallle, B 3aBUCHMOCTH OT YCJIOBHIA
OKpyXxatomiel cpenbl. IIpoBepsiiiTe KOHLIEHTPALMIO KUCIOPOJA
yepe3 kaxzaele 15000 gacoB paboTel mimm pa3 B 3 ropa, 4yToObI
TIPOBEPSITH NPOAOIDKEHHE (yHKIHOHHpoBaHus QyHKImn OCSL

WHCTpyKIm ~ mpom3BOgHTENsT 1O NPO(MHIAKTHIECKOMY
OOCITy’)KHBaHHIO YCTPOHCTB COAEp)Karcsi B PYKOBOJACTBE IO
obciyxuBanamio (Ne 2010-8405). Bmecte ¢ mocTaBIIUKOM yCiIyr
MPOBEPSITE HAMMYME W3MEHEHUH PEeKOMEHIOBAHHBIX I'PAaUKOB.
PaGoThI JOMKHBI BBITIONHATHCS TPOLIEAUINMH COOTBETCTBYIOLIEE
oOydeHME TEXHMYECKMMU  CIELHAIMCTaMM,  IOTy4HBIIUMH
cepTU(HUKAT MPOU3BOAUTENA YCTpolcTBa. Vcmome3yiite TONBKO
OpUTHHAIBHBIE 3aMacHbIe YacTH (CM. pasaen «[IpiHaIeKHOCTH 1
3aracHele 4acTi»). 1o 3ampocy MoCTaBIIUK MOXKET MPENOCTaBUTh
TIPUHIMIAATBHBIE CXEMBI, CITVICKH 3aIlacHBIX YacTel, HoapoOHbIe
TEeXHHYECKHe MaHHble W J00yl0 WHYyI0 HH(OpPMAIMIo Mo
9KCIUTyaTalK KBATM(PULMPOBAHHOMY TEXHHYECKOMY [IEPCOHAITY B

7 MOUCK N YCTPAHEHWE HENOJTAOOK

OTHOLIECHWU JeTaled yCTpOICTBa, KOTOpbIE OTHECEHBl K
OTBETCTBEHHOCTH [TPOU3BOIUTE WK IPU3HAHBI IPOU3BOIUTEIIEM
KaK PEMOHTOIPUTOfIHBIE.

6 YTUIN3ALNA

6.1 Cnocob yTmamnsaumm oTxoaos

Bce otxoasl oT yeTpoiicTBa (KOHTYp HalMeHTa, GHIbTPBI U T.I1.)
MOJUIOKAT YTHIIM3ALNK C IPUMEHEHHEM CIIOCO00B, ONpPe/IeIeHHbIX
TPKIAHCKIMH OpPraHaM{ BJIACTH MECTHOCTH, TJ€ IPOHCXOIUT
YTHIIH3ALYA.

6.2 YTnam3auma ycTpomncTaa

JlaHHOE yCTpONCTBO MOCTABIIAETCS SKOJOTMUECKH OTBETCTBEHHBIM
MIPOU3BOUTENEM. bosbllast yacTb eTanel ycTponCTBa MOUISKUT
TIOBTOPHOH ITepepaboTKe.

CrnenyiiTe MeCTHBIM pPYKOBOJALIMM YKAa3aHUSIM U ILIaHaM
TniepepabOTKU B YaCTH YTUIN3ALMH YCTPOHCTBA MII KOMIIOHEHTOB,
OOBIYHO WCIIONB3yEeMBIX IIpH pabore. Bce HeopurmHaibHbIE
MIPUHAUIEKHOCTH  yCTPOHCTBA JIOJDKHBI  yTHIIM3HMPOBATBCS B
COOTBETCTBUM C HWHIUBUAYaIbHOM MAapKUPOBKOW  W3/ENHU
KacaTelbHO yTWim3aimu. Kpome Toro, B paMmkax coOI0eHHUs
IUpeKTHBBI 0 MapkupoBke 93/42/EEC  cepuiiHblii  HOMep
YTUIM3UPOBAHHOIO YCTPOMCTBA CIEAYET HAIPABUTh B KOMIIAHUIO

Nidek Medical, ecni u3nenue nMeeT MapKUPOBKY N

3amevaHua BO3MOKHbIE NPUYMHDI

CnocoBbl ycTpaHeHus

KHorKa |-O (BK1./BblIK1.) HAaXOAUTCA B MONOKEHUM «I»

(BKA.), HO yCTPOWCTBO He paboTaeT. 3/1EKTPOCETH.

Kabenb nutaHms (pyc. 2-8) HENPaBWbHO BCTaB/EH B PO3ETKY

MposepbTe noarNto4eH e Kabens.

TecT aBapUMHOro curHana oBHapyKeHUs OTCyTCTBUS
HanpAXeHWA He cpabaTbiBaeT

Y. HEMCNPaBHOCTb.
(cm. DYHKLMM aBapUIMHOM C1rHaM3aLmMm 1 GesonacHocTv).

KoHzeHcaTop He 3apsyeH. BHyTpeHH:A aneKkTpryeckan

MpoBepbTe aBTOMATUYECKMIA BbIKAtOYaTEND (pUC. 1-4) Ha
nepesHel naHe v annapara; Npy HeobXoAYMOCTH
BbiMo/HMTE cBpOC.

Br/1tOuUMTE YCTPOWCTBO B TeyeHwve 10 MUHYT, U NOBTOpUTE TecT.

O6paTtuTech K NOCTaBLLMKY 060PYA0BaHWS.

Boik/touatenb nutanms (puc. 1-3) Haxoautes 8

nososkeHmy «I» (Br.), Komnpeccop paboTaert, ectb NOTOK | HeucnpaseH nHaykaTop.

NpoAyKTa, HO 3e/1eHbli WNHAMKATOP He CBETUTCA.

O6paTuTECh K NOCTaBLLYKY 06OPYAO0BAHMS.

BbikntouaTenb uTaHma (puc. 1-3) HaXoANUTCA B MONOKEHUM
«I» (BK.), HO NOTOK NPO/LYKTa OTCYTCTBYET.
3BYKOBOW CUTHaN 3BY4UT HEMPEPBIBHO.

HapyLueHo nHeBMaTn4eckoe coeanHeHne nam nHaa
npo6nelv|a C AaB/ieHVeM.

OCTaHOBMTE YCTPOWCTBO, HaXKaB Ha KHOMKY BbIK/ItoYaTess
nuTaHus (puc. 1-3).
06patuTech K MOCTaBLUMKY 060PYA0BaHMS.

Boik/touatenb nutanms (puc. 1-3) Haxoautes 8
nonoxeHunu «l» (Brn.), Komnpeccop paboTtaeT, ecTb NOTOK

BHYTPEHHAA aneKTpr1YecKkan HeMCNpPaBHOCTb.

OcTaHosuTe yCTpOl‘/?CI'BO, HaXaB Ha KHOMKY BbIK/ItO4aTeN 1A

NPOAYKTa, HO 3BYKOBOW aBapWiHbIM CUrHAN 3BYHUT
HerpepbIBHO.

nuTaHus (puc. 1-3).

HeMCI‘IpaBHOCTb N 3arpA3HEHWE NHEBMATUYECKOIO KOHTYpa. OGpaTVITer K MOCTaBLMKY O60py,CI,OBaHVIﬂ,

CpaboTaso TennoBoe 3aLLmMTHOE YCTPOMCTBO KOMMPECccopa.

OctaHosuTe yCTpO‘V‘ICTBO N JOXKONTECH €ro OX1aXKAEHNA.

KOMI‘IDGCCOD OCTaHOBM/ICA B CepeJuHe LMK, 3aTeEM
CHOBa 3anycTunica Yepes HECKONbKO MUHYT.

3arpssHeHHble GuabTpbI.

BbInonHmMTe YMCTKY GrasTpa Kopnyca. Mepesanyctute

CBOEMY NOCTaBLLMKY 0BOpyAOBaHUA.

He paboTaeT(toT) BeHTUAATOP(bI) OXNaXKAEHMA.

OCTaHOBMTE YCTPOWCTBO, HaXkaB Ha KHOMKY BbIK/toYaTess
nuTaHms (puc. 1-3).
06patuTech K MOCTaBLUMKY 060PYA0BaHMS.

IMoTOK Bo3Ayxa, 06OraLLEHHOTO KCIOPOAOM,

MNPepbIBaETCA Ha BbIXOAe HOCOBOW KaHION. YBNAXXHUTENA.

OtcoeapHMnacy prﬁKa WU HENNIOTHO 3aKpbITa KPbILWKa

[MpoBepbTe HaAEKHOCTL CoeayHeHUIM TPYBoNpoBoAa v
TePMETUYHOCTb YBISKHUTENIA.

IMOTOK BO3/yXa Ha BbIXOZe HOCOBOW KaHIO/M
HeperynapHbIi.

TpybKa KaHI0M NepekpyyeHa nm cyseHa.

BbinpaAmuTe TpybOnposoA,
B cnyyae nosperkaeHna obpaTvTech K NoCcTaBLLyKY
obopyoBaHuA.
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8 MHOOPMALINA OB INIEKTPOMATHUTHOM COBMECTMMOCTU

IIpunoxenne A: Undopmanus 06 IMC

Baxkno: HecoOmoieHne TIEPESYMCIICHHBIX peKOMe}-[,HaL[P[ﬁ MOJXKET IPUBECTU K YCHJICHUIO IIOMEX WWIH K TIOHIKEHHOM TIOMEXOYCTH OIYMBOCTU CAMOI0 Yy pOﬁCTBa.

. MemHIHrHCKOE IeKTpUecKkoe 000pyoBaHue TpedyeT 0CoObIX MEp IPENOCTOPOXKHOCTH B oTHOLIeHnH DMC, 1 ero HeOOXOAMMO YCTaHABIIMBATh M BBOAUTD B
SKCIUTyaTaLHIO B COOTBETCTBUH ¢ MH(popMarueii 06 IMC, cozepxaliieiics B JaHHOM PYKOBOZICTBE.

. TMopratiBHOE U MOOHIIBHOE 000pya0BaHNe PYU-CBA3M MOXKET OKa3bIBaTh BIIMSHIE HA MEJMLIMHCKOE 3IEKTPUIECKOE 000PYI0BaHHE.

. Hcnonb3oBaHue APyrUX IPHHAUIOKHOCTEH, IpeoOpasoBarereii n kabenei, kpoMe Tex, KOTOPbIE HPEATHCAHbI IPOM3BOIUTEIEM, MOXKET HPUBECTH K TOBBILLICHHOMY)|
H3ITYYCHHIO TIOMEX W/ K HOHIKEHHOM [IOMEXOYCTOHYHBOCTH YCTPOICTBA.

. VCTpOiCTBO He ClIeayeT UCHIONb30BATh PSIOM C APYTHM 000PYI0BAaHMEM HIIM YCTAHABIIMBATD OJHO Ha Jpyroe. Ecim xe NCronb30BaHue ¢ TaKUM
PACIIONIOKEHHEM SIBISICTCS] HEOOXOMMBIM, CIIE/yeT HaOIOaTh 3a YCTPOICTBOM s IPOBEPKU HOPMAIbHO# paboThI B KOH(HUIYpaLHH, B KOTOPOii OHO Oyner
HCIIONb30BAThCA.

. Vcnone3yiite amekTpudeckue 3anacHble yacti Nidek.

PykoBoACTBO H AeK/Iapanusi IPOU3BOIUTEIIS — 3JIEKTPOMATHUTHOE H3JTy4eHHe
JlanHoe ycTpoiicTBO NpeaHa3sHA4YeHO /1/Isl HCII0/Ib30BAHHS B 3JIEKTPOMATHUTHOI cpeie, yKa3aHHOI HuzKe. 3aKa3ulK WIH N0JIb30BATe b YCTPOHCTBA 10JLKeH
YOeIUTHLCs B TOM, YTO OHO MCIIOJIb3YeTCsl B TAKOH cpesie..

HenbiTanne Ha H3JTy4eHust CoBMecTHMOCTB DJIeKTPOMATHUTHAsI CpPe/ia — PYKOBOJICTBO

PY-uznyuenue I'pyrmna 1 JlaHHOE YCTPOHCTBO HCIOJIB3YET PAZMOYACTOTHYIO SHEPIHIO TOJIBKO /I CBOUX BHYTPEHHHX

CISPR 11 ¢yrxiwmii. [Tosromy ero PU-nsiy4enue odeHb cinaboe, i He MOXKET CO31aTh IIOMEXH TS
PACIIONIOKEHHOTO BOJIM3H 3MEKTPOHHOTO 000Dy IOBAHMSL.

PY-mznyuenne Knacc B JlaHHOE YCTPOMCTBO MPUTOTHO IS UCIIOIb30BAHMS BO BCEX HOMEILCHNUSIX, BKITIOYAs JKIIIbIE

CISPR 11 TIOMEILEHNs ¥ TIOMEILIEHH ], HETOCPEICTBEHHO IOKIIFOUEHHBIE K OOLIECTBEHHBIM CETAM
HU3KOBOJILTHOTO 3JIEKTPOCHA0KEH!S 3/1aHHIT KOMMYHAJIbHOTO Ha3HAYEHHS.

T'apmonnueckue m3mydeHus Kiace B

IEC 61000-3.2

DrryKTyauuy HanpsHKCHUS/MEPLAIOLIHE COBMECTHMO

H3ITy4YeHHUs

PykoBoCTBO H AeK/Iapanyst IPOU3BOIUTEIS — YCTOHYHBOCTD K 3JIEKTPOMATHHTHBIM HOMeXaM
JlanHoe ycTpoiicTBO NpeaHa3sHA4YeHO /1/Isl HCII0/Ib30BAHHS B 3JIEKTPOMATHUTHOI cpeie, yKa3aHHOI HuzKe. 3aKa3ulK WIH N0JIb30BATe b YCTPOHCTBA 10JLKeH
Y0euThLCs B TOM, YTO OHO HCIIOJIB3YeTCsl B TAKOH cpejie.

Hcnbrranne na Tecrosblii yposens IEC 60601 CosmecTumocTs | DIEKTPOMATHHTHAS CPe/ia — PYKOBOJICTBO
Onekrpocraruueckuii paspsan (OCP) | + 6 kB npu koHTakTe CosmecTimo TToIb! HOIDKHBI OBITH IEPEBSHHBIMU, OCTOHHBIMH MIIH HOKPBITBI
IEC 61000-4-2 + 8 kB no Bo3yxy KEPAMUIECKOH TUIUTKOH.

TTpu nostax, HOKPBITHIX CHHTETHIECKHM MATEPHAIOM, OTHOCHTEIIBHAS
BIIQKHOCTb JI0JDKHA COCTaBIIATh He MeHee 30%.

Hagenennsie pamporiomexu [EC 3 B cpenexBaaparnyHoro 3uaveHus | CoBMecTHMO HanpspkeHHOCTb HOJIS OT CTALMOHAPHBIX [IEPEIATYMKOB PAIHOCHTHAIIOB,
61000-4-6 Hanpsbkerust (Vrms) OIIPe/IC/ICHHAs AIEKTPOMATrHUTHBIM HCCIIEJOBAHUEM MECTHOCTH, I0JDKHA
ot 150 k' 10 80 'y OBITh HIDKE YPOBHs1 COBMeCTUMOCTH (3 B/M) B KaXk/10M 4acTOTHOM
JianasoHe.

TToMex¥ MOTYT BO3HHKATh BOJIM3H OT 060PYI0BaHHs, MAPKUPOBAHHOIO
CIEQYIOIINM CUMBOJIOM:

I/I3Hy‘{aCMI>IC PaauoOBOIHBL 3B/Mm CoBMECTUMO HOpTaTI/lBHOe M MOOHJIBHOE 060pyﬂ013aHHe PUY-cBs13u J10/0KHO

[EC 61000-4-3 ot 80 MI'u ji0 2,5 Ty HCIIOJB30BATHCS HE OIMKE K JTF000 9acTH yCTpoicTBa (BKITIOYast
KaGeHH), YEeM paCCTOSHUE, PACCYMTAHHOE C ITOMOIIBIO YPaBHEHMS,
TIPUMEHHUMOTI'0 K 4aCTOTE IepeaaTInKa.

d=1,2 P (80-800 MI'tx) P= YpoBeHb MOIIHOCTH IIepeaTINKa B BATTaX
d=2,3 P (800 MI'u-2,5 I'T'y) d= paccrosiHue B MeTpax
TTomexu MOTYT BO3HHKATh BOIM3H OT 000PYIOBaHMS,
MapKHPOBAHHOTO CIIGIYIOIM CHMBOJIOM:

BeIcTpble anexTpuueckue + 2 kB just ;mmmii snexrpocHadxenust | CoBMeCTHMO KauecTBo nmuTaHus OT 2JIEKTPOCETH JIOJDKHO OBITh HA YPOBHE THUITOBOM
TIEPEXO/IHBIE POLIECCHI HITH + 1 kB ju1st nmuHmii Bxoza/BeIxoaa KOMMEPYECKO# MM OOJIbHHYHOM CPEJIbl.
BCIUIECKH
IEC 61000-4-4
Benneckn Hanpsoxenys + 2 kB s nmnwmii snexrpocHaGxenns | CoBMecTHMO KauecTBO NUTAHNMS OT 3IEKTPOCETH AOIDKHO ObITh HAa YPOBHE TUIIOBOI
IEC 61000-4-5 + 1 kB u1st IMHMI BX01a/BBIX0A KOMMEPYECKO#H MM OOIbHHYHOM CPeJpl.
Yacrora anexrpoceru (50/60 I'ix) 3 Am CoBmecTiMO MarHuTHBIE T0JISl IUTAKOLIEH SIEKTPOCETH JJODKHBI ObITh Ha YPOBHE
Maruuthoe nosie IEC 61000-4-8 XapaKTEPUCTHK TUIIOBOH MECTHOCTH B TUIIOBOI KOMMEPYECKOH TN
GOBHUYHOM cpezie
TManenys HaNpsKEHHS, KOPOTKHE <5% Ur CoBmecTuMO KauecTBo nuTaHus OT 3JIEKTPOCETH TOJDKHO ObITh HA YPOBHE THIIOBOH
NPEPBIBAHKSA U KOJIEOAHHS (>95% nanerne Ur) B Teuenne 0,5 mwikia KOMMEPYECKON MIIM GOJILHUYHOM CPEIbL.
HanpsLKEHNs BXOJHOH JIMHUK 40% Uz COBMECTIMO Ecimi nonb30Barestio JaHHOTO yCTPoicTBa TpedyeTcst HelpepbIBHAsE
anexrpormranus. [EC 61000-4-8 (60% nanerme Ur) B Teuerue 5 muiios paboTa BO BpeMs! HapyILIEHHIT MEKTPOCHADKEHH S, PEKOMEHTyeTCs
70% U COBMECTIMO HOJIKIIFOUHUTh YCTPOHCTBO K HCTOUHHKY Oecriepe6oiHOro uTaHus
(UIBIT).

(30% nanenune Ur) B TeueHne 25 HHKIOB
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IIpnmevanne. Ut — HanpsbKeHne <5% Ur COBMECTUMO
CETH IIEPEMEHHOI0 TOKA JI0 (>95% nanenne Ur) B Tedenne 5 ceKyHT
MIPHMEHEHHS TECTOBBIX YPOBHEH

Pexomen10BaHHOE PACCTOSHHE MEKTY NOPTATHUBHBIM H MOOHJILHBLIM 000pya0BaHHeM PU-cBSI3U M ycTpoiicTBOM. Y CTPOICTBO NpeHa3HaYeHo 11 paboThl B
cpeje ¢ KOHTPOJIHPYeMbIMHU PaIHOYACTOTHBIMH oMexamu. ITo/1b30BaTe b YCTPOiicTBA MOKET CIIOCOOCTBOBATH NPEIOTBPAIICHHIO JICKTPOMATHHTHBIX NOMeX,
NO/I/IepKUBAasi MUHMMAJIbHOE PACCTOSIHHE MEKLY YCTPOHCTBOM M 000pY/I0BAHHEM PAHOYACTOTHOI CBSI3U, KAK II0KA3aHO HILKE.

HomunassHast BBIXOAHAS PaccTosiHye B 3aBUCHMOCTH OT YaCTOTHI Iepe/iarduka (M)
MoIHoCTS nepeaTnia (Br) ot 150 kI'ix 1o 80 MI'ng or 80 MI't no ot 800 MI' no 2,5 I'Tg
800 MI'g
d-1.2vP d-1.2vP d-2.3vP
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 23
10 3,8 3,8 7,3
100 12 12 23

9 COOTBETCTBME TPEBOBAHMAM EN 60601-1

COOTBETCTBUE TPEBOBAHWAM EN 60601-1 (§ 6.8.2 b):

6e30MacHOCTM, HAAEKHOCTU U XaPaKTEPUCTUK YCTPOWCTBA, ec/n:
e cHbOpKa, HanafKa, pacluMpeHuns, PeryIMpoBKMn, MOAUPUKaLMM 1 PEMOHTHbIE PaboTbl MPOBOAWINCE TMLEAMM, YNIONHOMOYEHHBIMM
CTOPOHOM, O KOTOPOIA UAET PeUb.

(Hanpumep, IEC/NEC)
© YCTPOWCTBO UCMONL3YETCA B COOTBETCTBMM C MHCTPYKLIMAMM MO SKCMyaTaLmn.
EC/IM 3anacHble YacTu, UCTI0/b30BaHHbIE /18 NMEePUOANYECKOro 0BCNYKMBaHMA CEPTUPULIMPOBAHHBIM TEXHUYECKUM CNELMANUCTOM, He

13 CTpoA.
[laHHOE YCTPOIMCTBO COOTBETCTBYET BCEM TPEDOBAHMAM PErIaMEHTa CUCTEMbI Ka4ecTBa YNpaB/ieHWs No KOHTPO/IO 33 MPOLYyKTaMu U
nekapcteamu CLUA (FDA) n Esponeiickoit aupektnssl 93/42/EEC, HO Ha ero paboTy MOryT BMATL ipyr1e yCTPOICTBA, UCMOb3yemble

MponsBoanTesb, COOPLIMK, YCTAaHOBLLMK UM ANCTPMBLIOTOP Camm No cebe He CYMTAOTCA LMK, OTBETCTBEHHBLIMM 33 MOCNEACTBUA 1A

o aﬂeKTpON\OHTa)KHbIe pa6OTbI B COOTBETCTBYHOLLMX MOMELLEHNAX COOTBETCTBYHOT MECTHbIM 3N1EKTPOTEXHUYECKMM HOPMaM U NMpaBniam

COOTBETCTBYHOT CﬂeLLMd)VIKaLLMHM npounssoguTend, nponssoanTe b He 6yaeT HEeCTN OTBETCTBEHHOCTb B C/1y4ae NpoUCLLEeCTBMA NN BbIXOLa

no6a130CTU, TakMe Kak 06opyaoBaHMe A8 AMAaTEPMMM M BbICOKOYACTOTHARA 3NEKTPOXMPYPriYecKas annapaTtypa, MobunbHble TenedoHsbl,
aBTOMaTUYeCKMe BbiktoYaTenm (CB) U npoyme NopTaTUBHbIE YCTPOWMCTBA, MUKPOBOHOBbIE MEUM, MHAYKUMOHHBIE NAHENN, U AAKE UMPYLIKM
C AWUCTaHUMOHHBIM YNpaBieHUeM, a TaKXKe NPoYMe 31EKTPOMArHUTHbIE MOMEXM, MPEBbILWAOLIME YPOBHM, YCTaHOBNEHHbIE CTaHAapTom EN

C€0413

MpeancraButenb B EC
mdi Europa GmbH
Langenhagener Str. 71
30855 Hannover-Langenhagen

NIDE

Germany
Nidek Medical Products, Inc. Ten.: +49-511-39-08 95 30
3949 Valley East Industrial Drive ®akc: +49-511-39-08 95 39
Birmingham, Alabama 35217 U.S.A. info@mdi-europa.com
Ten.: 205-856-7200 dakc: 205-856-0533 www.mdi-europa.com
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