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IHosicHeHne CMMBOJIOB
I ON (BKJIFOUCHHE BBIKTFOYATEIISI ITUTAHMS)

0 OFF (BbIKJIFOUCHHE BBIKITFOYATEIISI ITUTAHMS )

Tun ycrpoicrea — B

Kuacc 3amurert |

beperute oT OTKPBITOrO OTHA
He ucnonp3yiite Macio uim cMa3o4HbIe CPEACTBa
TexHuueckas uHGopMaIus

CMOTpI/ITe COMMPOBOAUTCIIbBHYIO TOKYMCHTAUIO

COXpaHﬂﬁTe B BCPTUKAJIIBHOM I10JIOKCHHUHA

XpynKoe HU3ACIINC — OCTOPOIKHO

CursanpHas J1aMITO4YKa KOHICHTpAIlUKU KUCJIOpOJa
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O01mme Mepbl MPEIOCTOPOKHOCTH

OkcrryatupoBathk annapaT Mapk 5 HyBo JIaliT uMeroT npaBo TOJBKO JIMIA, KOTOPbIE MPOYIN
3TO PYKOBOJICTBO U IIOHUMAIOT €r0 COZAEp KaHuUE.

memwne  KyCIOpOJ] HE B3PBIBOOINACHBIM Ta3, HO YCHJIMBAeT TOpEHHE MarepuanioB. YToObI
UCKITIOYHUTh BEPOSATHOCTh MOXapa, BOMM3M ammapara Mapk 5 Hyso [Lite] He momkHO OBITH
OTKPBITOI'O OI'HA, PpaCKaJCHHBIX MNOPEAMETOB W HCTOYHHKOB TCILIa (cnrapeT), a TaKXeE
JIETKOBOCIUIAMEHSIOIIMXCS  MaTepHalioB, HAIpUMEpP, Macell, CMa3blBAIOIIMX MaTepHUasoB,
pacTBOpPHUTEINEH, a3pO30JIEH U T.II.

paswns He pCIIONb3yiiTe anmapar BO B3pbIBOOMACHOM aTMocdepe.

paswns He nomyckaiiTe HaKOIUICHHMSI KUCIOPOAA B OOMTHIX TKAHbIO CHACHBAX WIM B JPYTHX
TKaHsAX. Ec/in KOHIIEHTpaTop sKCIuTyaTupyeTcs 0e3 MoAayu KUCIOpo/ia NallueHTy, PaCIOI0KHUTE
€ro TakuM 00pa3oM, YTOOBI MOTOK r'a3a pacTBOPSJICS B OKPY’KAIOIIEM BO3IyXe.

pamnne He MCTIONB3YHTE B CIICIIUATIBHO CO3aHHOM MarHUTHOM cpefie (anmmapatsl siaepHo-
MarHuTHOTO CKaHMPOBAHUS, PEHTT€HOBCKOE 000pyA0BaHUE U T.J1.)



HUcnosb30BaHMe M TEXHUYECKOE 00CayKMBAHME aNlIapaTa

pamune He oTKphIBaliTe anmapar BO BpeMs AKCIUTyaTal[ii: BO3MOXKEH yap JIEKTPUUECKUM
TOKOM.

QORI I/ICHOJ'IB?)YI\/'ITC BXO,Z[HHII/Iﬁ B KOMIUICKT IIOCTABKU HIHYP IMUTAHUA U Y6€I[I/ITGCB, qTo
SJICKTPHUYCCKUC XaPAKTCPUCTUKHA HCHOJIB3y€MOI>i PO3CTKU COOTBCTCTBYIOT XapPaKTCPHUCTHUKAM,
YKa3zaHHBIM Ha HIWJIBAWKE IIPOU3BOAUTEIIA, 3aKPCIIJICHHOM Ha BaI[HeI‘/'I IMTaHCJIN allllapaTta.

parrine MBI HE PEKOMCHAYCM UCIOJIB30BATh YJIMHUTCIIBHBIC IIHYPBLI UJIW aJallITCPhl, TAK KaK OHU
NpEaACTaBIAIOT coboit IMOTCHIUAJIbHBIC HCTOYHUKH UCKP U OT'HA.

parmine Arirapat Mapk 5 Hyso [Lite] mMeeT 3BYKOBYIO CHUTHAIM3AIMIO Ul TPEAYIPEIKICHHS
MOJIB30BATENsl O BO3HUKIIMX TMpoOieMax. YToObl CHTHAIM3ALUI0 MOXHO OBLIO YCIBIIIATS,
HEOO0XO/UMO ONpEAeINTh MaKCUMAJIbHYIO JMCTaHIMIO, HAa KOTOPOH MOXET HaXOAUThCS
10JIb30BATENb IIPU IAaHHOM YPOBHE IIIyMOB.

CootBercrBre cranaapry I[EC60601-1 (maparpad 6.8.20)
N3roroBurens, COOPIIMK, MOHTaKHUK WIIM TUCTPUOBIOTOP HE JOJKHBI HECTU OTBETCTBEHHOCTh
3a 0€30M1aCHOCTh, HAJEKHOCTh M XapaKTEPUCTUKH YCTPONCTBA, €CIIM HE BBIIIOJHEHBI CIEAYIOIUE
YCIIOBUSL:

e (COopka, HacTpoWKa, HapallMBaHWE, PETYIUPOBKA, MOAU(DUKAUS WIA PEMOHT

BBITOJIHSAOTCS JIUI[AMHU, YIIOJTHOMOUYEHHBIMH Ha 3TO COOTBETCTBYIOIIEH CTOPOHOIA.

e DiekTpudyeckoe 00OpYIOBAHHME COOTBETCTBYIOILEIO IMOMELICHHUS COOTBETCTBYET

JICUCTBYIOIIMM JJIEKTPOTEXHUYECKHUE MpaBuiiaM 1 HopMam (Hampumep, IEC/NEC).

e AmnmapaT UCHOJB3YETCS] B COOTBETCTBUU C MHCTPYKIHSIMH.

Ecin 3amacHble uacTu, KOTOpbIE CepTU(GUIMPOBAHHBIA CHELMATUCT HCIONb3YET JUIS
NEpUOJIMYECKOTO  TEXHMUYECKOrOo  OOCIY)KMBAaHUS, HE COOTBETCTBYIOT cHelH(pUKanusam
W3TOTOBUTEIS, TO B CIIy4ae Ype3BbIUAHON CUTYallUy U3TOTOBUTENb OTBETCTBEHHOCTH HE HECET.

DTOT amnmapaT COOTBETCTBYET TpeOoBaHMsIM cucTeMbl kKauecTBa FDA u eBponeiickoi TUpeKTUBBI
93/42/EEC, HO Ha ero paboTy MOTYT BJIMAThH JPYrHe pacroyioKeHHbIe BOJIM3U YCTPOMCTBA, Kak,
HanpuMep, JAMAaTePMHUECKOE U BBICOKOYACTOTHOE JJIEKTPOXHPYpPrHuecKoe 000pyAOoBaHUE,
neGuopmIIATOPBI, KOPOTKOBOJIHOBOE TEPANEBTHUECKOE 000PYI0BAHUE, MUKPOBOIHOBBIE M1€YH,
MHAYKIIMOHHBIE IaThl U JlaXKe UTPYLIKU C JAUCTAHLIMOHHBIM YIIPaBICHUEM WM JIIOOBIE Ipyrue
AJIEKTPOMAarHUTHBIE NTOMEXHU, YPOBEHb KOTOPBIX IPEBBIIIAET YPOBHHU, yYKa3aHHbIE B CTaHIapTe
EN60601-1-2.



Onucanue.

Amnmnapar Mapk 5 Hyso [LITE] npennaznaden uist mogauu AOMOJHUTEIBHOTO KUCIOPOIA JIIOIAM,
HY)KJAIOIMMCST B KHUCJIOPOJHOM Tepalmuu C HU3KOW MHTEHCUBHOCTHIO 1oTOKAa. OH He
MpeaHa3HayeH MJis TOIIEPKKH win obecrieueHus xu3Hu. OH co3maer oOOTalleHHBINA
KHCIIOPOJIOM MPOAYKT ITyTEM IMOBBIMICHUST KOHIIEHTPAIIUU COJIEPKAIIETOCS B BO3yXe KHUCIOPOIa.
ATapar MOXeT UCIOJIb30BaThCS JUIsl BBEJCHHS KHCIOPO/Ia IMPU IMTOMOIIH HOCOBBIX KaHIOIb WIIN
MIPH OMOIIU KaKUX-JTMO0 APYTUX YCTPOUCTB, HAPUMED, 30H/I UIIH MacKa.

Mapk 5 Hygo [LITE] npoct B ucnosnb3oBanmu!
EnuHcTBeHHAs pydKa peryJIMpOBKH IMOTOKA TTO3BOJISIET:
® JIErKO HACTPOUTH ammapaT Ha MPeAMUCaHHYyI0 CKOPOCTh TOTOKA
® OrpaHWYMBATH T[OTOK OMpPEICICHHBIM 3HAYCHUEM CKOPOCTH IIOTOKa, HCIOJIb3YS
BHYTPEHHIOIO OJIOKHUPOBKY (OCYLIECTBJISIETCS IOCTAaBIIMKOM OOOpYIOBaHUS  WIIU
METUIIMHCKUM TIEPCOHATIOM).

Armapar UMeeT CHTHATM3AIINIO TIPOTIaIaHus MTUTAHMS U CHTHAJIM3AINIO0 0TKa3a 000py/I0BaHUsI.
Bawxuno: Annapam Mapx 5 Hyso [LITE] umeem onucanmnvie (pyHKYUOHAIbHBIE B03MOICHOCIU,

eciiu OH UCNONb3YEMCs C NPUHAOAedHCHOCmAMU, pekomendosannvimu komnanuen Nidek Medical
Products, Inc.

BHemnuii Bujg

Iepenusisi naneas (puc.1)

1 - KynucHslii BeIKTIOUaTeNb BKIIOYeHUS/BhIKIIIoueHUs: (ON/OFF).

2 — Namukaroper OCS| (MHIUKATOp YPOBHS KOHIICHTPAITMH KUCIOPOA)
3 - Beixoa o6oraieHHOro KHCIOpPOIOM BO3/1yXa

4- Pyuka peryaupoBKH MOTOKa (JI/MHH)

5- ABapuifHBIN BBIKJIIOYATENb LIETIH.



3aausas nanejab (Wiaocrpanus 1.2)

6 —YBIaxxHUTEIb

7 — OunbTp

8 — IlInyp snexTponuTaHus

9 — Oko1IKO KONUYecTBa OTPAOOTAHHBIX YacOB

10 — unpauk pou3BOIUTEINS (TEXHUYECKUE JIAHHBIC arapara).

3anmyck annapara / BBOJ B IKCILIYyaTAlM IO
Hcnonb30BaHue NPy NPOBeAeHUN KUCIOPOIHOI Tepanun

e VYOGeaurech, uto BeIkiItouaTelnb (1) ycranosnen B nonoxxkenue 0/(OFF).
e Ecnum anmapaT HCHIONB3YETCs ¢ YBIAXKHUTEIIEM:

e

o
%

e OTBUHTHUTE KOJIOY U 3alIOJTHUTE €€ BOAOH /10 YPOBHS JIUHUM (CMOTPUTE UHCTPYKIIMIO IO
YBIIQKHUTEINIO). 3aT€M 3aBUHUMBANTE KPBIIIKY Ha KOJIOY YBIaXKHUTENS J10 T€X MOp, OKa
He Oyzer Teuu.

e IloacoeauHuTe KHUCIOPOAHYIO TPYOKY K BBIXOJHOMY MAaTpPyOKy YBIQXKHHUTENS WIH K
BBIXOJIHOMY MaTpyOKy KOHIIEHTpATOpa, €CIM YBIAKHUTENb HE ObLI mpeanucad. YToOsl
rapaHTUPOBATh, YTO CKOPOCTh IOTOKA OCTAETCSl B YKa3aHHBIX B TEXHUYECKUX YCIIOBUSAX
npejaenax, JMHa TpyOKH Mexy KaHiojied u ammaparom Mapk 5 Hyso [MSCS5] nomxkHna
ObITh orpanuyena 20 MeTpamu.




L4 VGGI[I/ITCCB, qTO BCC ACTAJIM NOACOCOAUHCHBI IPAaBUJIBHO, YTOOBl HMCKJIFOYUTH
BO3MOXHOCTB TCUH.

e Briounte kabenb NMUTaHUA K PO3ETKE, K KOTOPOHW MOJBEACHO HANPSHKCHHUE HYKHOU
YacTOThI ¥ BEIMYMHBI, KAK YKa3aHO Ha 3TUKeTKe u3rorosutens (10)

e VYcranosure Boikirouatelns (1/O) B monoxenue ON (1). Korma koHIieHTpanus KUciopoaa
IIPEBBILIAET 33JJaHHOE 3HAYEHUE, 3ar0paeTCs 3€JEHbIN UHAUKATOP.

e VYCTaHOBHUTE PYUKYy PEryJUpOBKU IOTOKa (4) Ha 3aJaHHOE 3HAueHHE. JTa pydKa yxKe
MOYeET ObITh 3a0JIOKUPOBaHA B HEOOXOAUMOM 110 MEJUIIMHCKUM MOKa3aHUAM No3uuuu. B
ATOM CIly4a€ HE MBITANTECHh MOBEPHYTH €€. TONBKO TEXHUYECKUWA WM MEIULIMHCKUN
HepCOHAJ UMEET IIPaBO pa30JIOKUPOBATh €e.

e VYbemurech, YTO U3 YCTPOICTBAa BBEACHUS (HOCOBAs KAHIOJS WM JPYroe YCTPOMCTBO)
BBIXOAMUT KUCIOPOA. JJisl 3TOro nopHecuTe oTBepcTUe (OTBEPCTHS) K IOBEPXHOCTH BOJIbI
B cTakaHe. [[0TOK 1oJKeH BBI3BIBATH BOJIHEHHUE BOJIBI.

e PacnonoxuTe HOCOBYIO KaHIOJIIO Ha YPOBHE Balllero JIMLA.

HpnMeanne: 00BIYHO Tpe6yeMa;1 KOHOCHTpAalusA KUCIIopoaa JOCTHIacTCiad B TCUCHHC 5
MHHYT IIOCJIC BKIIFOYCHUA allrapara.

YroObl OCTaHOBUTH paboTy ammapara, ycranoBute Boikitodarens 1/O B monoxenue O/(OFF).
[ToTok 00OTaIEeHHOTO KMCIOPOIOM BO3/TyXa BEIpaOaThIBAETCA €Ille B TCUCHHE PUOIU3UTETBHO
| MUHYTBI IOCJIE OCTAHOBKH arapara.

JISl OCTABIIMKA 000PY/A0BAHMS WM MeIHIMHCKOr0 MepcoHaia:
YTOOBl OTPAHUYHUTH MMOTOK OIMpPEIEICHHBIM 3aJaHHBIM 3HAYCHUSIM, PyYKa PETyTUPOBKH MMOTOKA
MOET OBbITh 3a0JIOKHpPOBaHA.



Yucrka — TeXHHYeCKoe 00CTy:KMBAHUE

Yucmka

[Ipu HEOOXOAMMOCTH, OYHUCTKE MOJICKHUT TOJIHKO BHEIIHSSI IOBEPXHOCTH armapara Mapk 5
Hyso [Lite]. YucTka mpou3BOAMTCS MATKOM CyXOM TPSIKON HJIH, IPU HEOOXOIUMOCTH, BIaKHOM
ryOKO#, 3aTeM MOBEPXHOCTh TIIATEIHHO BHICYIIMBACTCS MSATKON TPSAIIKOM U pacCTBOPOM Ha
OCHOBE CIIUPTA.

He nomyckaercs ucrnonbp30BaHUE aleTOHA, PACTBOPUTENEH UITH JTFOOBIX APYTHX
BOCIUIAMEHSIOIIUXCS TPOTYKTOB.

He ucnons3yiite abpa3uBHBIC TOPOIIKH.

CweMHBIH nbUTe3aUTHRINA GHIBTP (2) HEOOXOJMMO OUYMIIATh B MBUILHOM BOJIE €KEHEICIBHO
wiy nocie npubmamsurensHo 100 yacoB ucnonb3oBanus. Eciu oxpyskaromast cpeia nbuibHast, TO
YUCTUTH armapar HeoOX0JUMO Yallle.

1. ®uabTp / TAYIIATEND
2. IIbLneBoii puabLTp
3. BeHTHJIIIMOHHAS pelieTKa

ExxenneBHast 1e3nHpeKnus

bnaroxaps Hannuuio 6akTepruaIbHOro (PUIBTPA BHYTPU YCTPONCTBA, €KEAHEBHAs €3MH(EKIUs
Tpe6yeTC$I TOJIBKO IJId BHCIITHUX HpHHaHHCH(HOCTeﬁ KI/ICJ’IOPOI{HOI\/’I TCpaInu: yBJIAXKHUTCIIb,
30H/1bI, HOCOBBIE KaHIOJIM (CMOTPUTE COOTBETCTBYIOIIYIO HHCTPYKITUIO MO IKCILTyaTaIlu).

HpI/I HUCII0JIB30BAHUM PACTBOPOB HA OCHOBE CIIMPTa anmapar H006X0)II/IMO BBIKJIIOYATD.

Kak MuHMMYM, 10JI5KHBI CO0JIIOAATBLCS C/IeAYIOIHe PeKOMEeHalluu:
e VBIaXKHHUTENb: (€CIU UMEETCs peINUCcCaHne Bpaya)

Edceonesno:

- CnuBaiiTe U3 yBJIQXHUTEIS BOAY.

- IIpompbiBaiiTe KOJIOY YBIaXKHUTEINS IPOTOUYHOM BOJOM.

- 3anosHANTE YBIa)KHUTEb IUCTUILUIMPOBAHHON BOJOM 1O METKH.

Pezynapno:

- Brimonnsgiite Ae3suHeKnI0 eTalel yBIaXHUTENS yTeM HOTPYKEeHHs UX B
Ne3UHPHUIMPYIOMINKA pacTBOP (0OBIYHO MBI PEKOMEH/1yEeM UCIOJIb30BaTh BOY, B KOTOPYIO
N00aBIEHO HEOOIBIIOE KOJTUYECTBO XJIOPHOU U3BECTH).

- IIpomoiiTe u BeICyIIUTE.

- YOGeaurech, 4TO NPOKJIAJKa KPBIIIKH YBIaKHUTENS B XOPOIIIEM COCTOSTHUU.

o Kuciopogasie TDV6KI/I W HOCOBAs KaHIOJIA:

CobmtonaiiTe MHCTPYKIIMH U3TOTOBUTEJIS.



JI1sl KaK10ro HOBOIO NMALMEHTA

YBnaxHUTEIh HEOOXOAUMO CTEPUIIN30BATh, €CIIM UMEETCSI TaKasi BO3MOXKHOCTD, HJIM 3aMEHSTh.
Amnmnapat Mapk 5 Hyso [Lite] HeoOxo1umMo ouHInaTh U AC3UH(OUIIUPOBATH B COOTBETCTBUH C
YKa3aHHBIMH BBIILIE€ HHCTPYKLUSMH.

Heo6xoanmo 3amMeHsATh OaKkTepuabHbIA (GUIBTP BHYTpH anmnapaTta. MOXHO TakKe 3aMEHATh
nbUIe3alUTHBIN GuiIbTp. Heo6x0oauMo 3aMeHsITh BECh KOHTYP BBEJICHUS KUCI0po/ia (HOCOBBIE
KaHIOJIU KUCIOPOAHON Tepanuu M T.11.)

Texnuveckoe 00CTy:KUBaHHE

CrenuasabHBIN YX0J1 CO CTOPOHBI HalieHTa He Tpedyercs. [Tocrasuuk Bamrero o60pynoBanus
MPOBOJIUT MEPUOIHUCCKOE 0OCITY)KUBAHUE [Tl 00ECIICUCHUS HAIE)KHOM paboThl armapara Mapk
5 Hyso [Lite].

Houe3nas nagopmanus

HpI/IHaI[JIEDKHOCTI/I N 3aIlaCHBIC ACTaJIN

Hcnonp3yembie ¢ anmapatom Mapk 5 Hyso [Lite] nprHaaae)KHOCTH TOKHBI ObITh:

- COBMECTHUMBI C KUCIOPOIOM,

- OMOJIOTUYECKU COBMECTHMBI,

- YJOBIETBOPATH OOIIMM TPEOOBAHUSIMHU CHCTEMBI KOHTPOJIS kKauecTBa FDA wim
EBpomneiickoit Jupextusst 93/42/EEC.

CoeauHUTENH, TPYOKH, HOCOBBIC KAHIOJIH, 30H/Ibl HJIM MACKH JOJIKHBI OBITh MPEHA3HAYCHBI IS
KUCIIOPOTHOM Tepariu. ITHM TPEOOBAHUSIM COOTBETCTBYIOT ITPUHA ICKHOCTH, UMEIOIIHE
Katanoxuelii HoMep kommanuu Nidek Medical, u mpuHamie)XHOCTH, BKIIOYEHHBIE B
MIOCTABJISICMBIH C arapaTtoM KOMILUIEKT. UToOBI 3aKa3aTh 3TH MIPUHAIICIKHOCTH, 0OPATHTECH K
Bamemy nunepy.

IIpumeyanue:

o Hcronp30Banue onpeeNieHHbIX He MTPpeIHa3HauYeHHBIX I 9TOTO KOHIIGHTPaTopa
NPUHAIIEKHOCTEH JIUTsl BBEICHHUS KHCIIOPOAAa MOXKET CHIKATh 2(PPEKTUBHOCTD U
npekpamarh aeiicreue rapantuu uzroroputens (1SO 8359).

HpI/IHaZ[J'IC)KHOCTI/I, KOTOPBIC MOXKHO 3aKa3aTh:

YBIaXHUTETb! Ne neramm 9012-8774
Kantos ¢ TpyOkoit 2 M: Ne neranu 9012-8780
Y umHuTENbHAS TPYOKa 7.7 M: Ne nmeraym 9012-8781
Ananrep TpyOKH: Ne neranu 9012-8783

[IpuBeneHHbIC BBIIIE ICTAH, MOTYT ObITh OTy4eHbl 0T kommanuu Nidek Medical Products




MarepuaJbl, BXOAALIUE B IPAMO MM KOCBEHHbIA KOHTAKT €

MNMAIIMCHTOM

Kopnyc xoHuenrparopa [Tonukap6onar
CereBoii Kadenb [TonuBuHUIXIOPUT
[Teine3amuTHBIN QUIBTP [onmuspup
Brixmouarens ON/OFF Heiinon

Ponuku Dnacromep

Pydka perynupoBku moToKa ABS

["a3oBbIit MaTpyOOK JlaTyHb

[IeyaTHbIC STUKETKH [Tonunponunen

XKecrkue/rudkue TpyoKu

VYBIIa)XKHUTEID
OunbTp

IpuHuun padoTsl

Kommpeccop HampasiseT oTHUIBTPOBaHHBINA BO3IyX U3 OKPYKAIOMIEH Cpellbl K KPYTOBOMY

AnoMUHUH, NOTMBUHWIXJIOPUL,
MOJINYPETaH WIA CUIIMKOH
[Tonunponunen

ITomumponuien

pacrpene/MTeIbHOMY KJIallaHy, KOTOPBIA 00eCIIeYrBaeT MPOXOXKICHHAE CKATOTO BO3/IyXa Uepes3
paboraroiyto KoJoHKY. KooHKa COIepKUT MOJICKYIISIPHOE CHUTO, KOTOPOE MOTJIOIIACT a30T H,
TaKUM 00pa30oM, MOBBIIIAET KOHIICHTPAIIUIO KUCIOPO/A.

OO0oraleHHbIi KUCTOPOAOM MPOAYKT 3aTEM HAMPABIISICTCS K KJIAMaHy CHIKCHUS JaBJICHUS,

MPpOXOAUT YCPE3 KIIAllaH PETYIHNPOBKU MMOTOKA U MIOABOAUTCA K KUCJIOPOAHOMY HanY6Ky.

B teuenue 3Toro BpeMeHu KOJIOHKA, B KOTOPOH IPOXOAT Mpoliecchl "pereHepanuun', ocrtaercs

MOJICOCIMHEHHON K OKPYIKAIOIIeMy BO3yXY, M Yepe3 Hee MPOXOAUT MOTOK 000TaIIeHHOTO
KHCJIOPOJIOM IPOyKTa (M3 KOJOHKH "B pabouem pexume"). Takum oOpa3zoM, Korjaa ogHa
KOJIOHKA B paboueM pexrmMe, BTopasi KOJIOHKa HaXOAUTCA B (pa3e MOromeHus a30Ta uiu

"perenepanun”, 060rameHHbIN KUCIOPOA0M IPOAYKT IPOXOJUT uepe3 OakTepuallbHbIN PUIbTD,

paCHOJ'IO)KeHHHﬁ nepea KucJaIopoaAHbIM Han}I6K0M.

Curnanusanus — 3alMTHbIE YCTPOiicTBA

Curnaamsanus

e Her HanpsokeHUs:
B cnyuae nponananusi ceTeBOro NUTaHUS aKTUBUPYETCSI IPEPHIBUCTHIN 3BYKOBOM CUTHAT U
racHeT 3eJieHas JlaMiouka. [[poBeppTe cUrHaIM3alMIO yTEM BKIOUEHHSI BBIKIIIOUATENS
ON/OFF, korna mHyp nNutaHus He BKIIOYEH B HACTEHHYIO PO3ETKY.

e [Ipouecc He BBIIOJIHSETCS:
Ecnu mporuecc He BBIIOTHAETCS, TO aKTUBUPYETCS BU3yallbHasl U 3BYKOBAsi CUTHAIN3aUs
(TTOCTOSTHHO CBETUTCS KPACHBIN MHIMKATOP WM CBETOBAs CUTHAJIM3ALMS U 3BYKOBas
CUTHAJIH3AITNA).
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3amuTHBIC YCTPOMCTBA

e JlBurarenb KOMIIpeccopa:
TEpPMUYECKas 3alI1Ta 00ECIIeYnBaCTCA TEPMUIECKUM MIEPEKITI0YaTeIeM, KOTOPbIH pacroiokeH B
obmoTke cratopa (145+5°)

e DiekTpuyeckas 3amura annapara Mapk 5 Hyso [Lite]:
B IlepeHui Kopiyc Bcex Mmozened Ha 230 B BMOHTHPOBAH aBTOMAaTHMYECKUM BBIKIIIOYATENb Ha
S5A. Ina moaeneit Ha 115 B umeercs BeikiarouaTenab Ha 10 A.

e [IpenoxpaHUTENbHBIN KIAlaH:
OH yCTaHOBJICH Ha BBIIIYCKHOM IMaTpyOKe KOMIIpeccopa U HacTpoeH Ha 2.7 0ap (40 psig).

e VYcrpoiictsa kiacca |l ¢ uzonmupoanusim koprycom (IEC 60601-1).

dynknus OCSI
(MOAYJIb MHAMKAIINM KOHIEHTPAIUN KHCJI0PO/aa)

HpuHuun padorsl

Monutop kucinopozna (2) mnpexacraBiseT coOOW 3JIEKTPOHHBIM MOJY/b, KOTOPBIA MOXET
KOHTPOJIUPOBaTh  JEMCTBUTEIbHYIO KOHLEHTPALMIO KUCIOpPOJAa, KOTOopas IOJBOJUTCS
KoHIeHTparopom Mapk 5 Hyso [Lite].

MoHHTOp KHCIIOpO/Ja HU3MEpSeT KOHLIEHTPALMI0 M AKTUBUPYET BU3YAIbHYI0O U 3BYKOBYIO
CUTHAJIM3ALUIO, €CIM KOHLIEHTpalus NalaeT HUKE 33JaHHOTO 3HAYEHHUS.

I[1pu 3amycke anmapara Mapk 5 Hyso [Lite] uHauKaTopHble JaMIOYKH pabOTAIOT CIICAYHOIIUM
obpazoM:

3eJieHbI HHAUKATOP

3eneHas MHAMKATOPHAs JIAMIIOYKa yKa3bIBA€T, UTO HA KOHIIEHTPATOP IOJAHO MUTAHUE, U UYTO OH
MOJKET TMOABOJUTH OOOTAlllEHHBIH KHUCIOPOJOM BO3AYX K HalueHty. YToObl HHAMKATOP
3aropesncsi, HOOXOAMMO TOJAKJIIOYUTD HITEICENIb MUTAHUS KOHLIEHTPAaTOpa K HACTEHHOM PO3ETKe,
BKJIFOUUTH BbIKIOUatenb |/O; mpu 3TOM KOHICHTpaIMs KHUCIOpOJAa JODKHA JIOCTUTaTh
3aIaHHOTO 3HAYCHUS CUTHAJIA3ALUU.

KpacHblit uHAUKATOP

KpachHas nammouka mnpenHa3zHaueHa JUIg TOrO, YTOOBI MpenynpenuTh MalueHTa o0 OTKasze
CUCTEMBI. 3aropaHue KpacHOTO0 HHIMKATOPAa MOXET ObITh BBI3BAHO TOJBKO HU3KUM YpPOBHEM
KOHLEHTpaluu Kuciaopoja. MHauMkatop CcUrHalmM3aluy HHU3KOTO YPOBHS KOHIIEHTpAaLUH
KHCJIOPO/ia 3aropaeTcsl, Korja KOHLEHTpalys afaeT HUxkKe 3aaHHoro 3HadeHus. Korna kpacHas
JaMII0OuKa roput 6osee 15 MUHYT (+2 MUHYTBI), aKTUBUPYETCS HEIPEPHIBHBINA 3BYKOBOW CHUTHAJI.
Jlns peMoHTa annapaTa BbI30BUTE TOCTABIIMKA 000py10BaHUS.

TexHuveckoe 00cay:;KMBaAHUE 000PYI0BAHUS CHTHAJIU3 AU

CrienMajabHOrO0 TEXHUYECKOI0 00CIyKUBaHUS He TpeOyercs. 3a/laHHOe 3HaYeHHe CUTHAIM3aluN
YCTaHABIIMBAETCs HA 3aBOJIEC U HE MOAJIEKUT PETYINPOBKE.

st moneneit Ha 50 'ty 3amanHOE 3HaYeHNE CUTHAIM3AIIMN YCTAaHOBIICHO Ha 83%, a s moenei
Ha 60 'y — Ha 85%.

PaborocnocoOHOCTh ammapaTa MOATBEP)KIACTCS MOCTAaBUIMKOM OOOpYIOBaHUS BO BpeMs
NeproANYECKOro KOHTpois anmapara Mapk 5 Hyso [Lite].

11



TexHn4yecKkue XapaKTepuCTUKHU

Pasmepsr: nmuHa X mupuHa X BbicoTa: (360 X 230 x 585 mm)

HuameTtp ponuka: 38 Mm

VYron HakioHa (TPAaHCIIOPTUPOBKA C YCTAaHOBICHHBIM yBIaxXHHUTEIEeM): 30°.
Bec: 15 kr (3aBHCHT OT MOJIEIIH)

VYposens myma <40 nbA (B cootBercTBUu ¢ ISO 8359)

BeJiM4MHBI NOTOKA
12 mo3unmoHHas moBopoTtHas pyuka: ot 0,125 no 5 nutpo/MunyTy.
([1st HeKoTOpBhIX MOAENIEH 3HAUEHHS MOTYT OBITh JPYTHMH)

To4HOCTH BbIpadATHIBAEMOI0 MOTOKA

B cootBercTBuHM co ctangaptoMm ISO 8359 BeipabaTbiBaeMbIii TOTOK JOKEH OBITH PaBEH MOTOKY,
YCTaHOBJICHHOMY Ha pacxojomepe ¢ ToUHocThio 10 £10% wmmm 200 mu/mun  (Gepercs OombIast
U3 JIBYX BEJIHYHUH).

YcpenHeHHOe colepKaHNe KHCI0POaa

. npu nortoke 2 i/muH > 90%

o npu notoke 5 a/mun > 90% (+6% / -3%)
(3nauenus nipu 21 °C u naBnenuu 1 armocepa)

MaxkcumanbHBIi peKOMEHIyeMBbIH TIOTOK: 5 JI/MUH.

M3MeHeHHsT MaKCUMaJbHOTO PEKOMEHIyeMOro MOTOKa He mpeBbimaoT +10% ykazaHHOTO
3HAYeHMsI, KOIrJa K BBIXOAY YCTPOMCTBa mpuiokeHO mnpoTtuBoaasienue 7klla (1 psig).
MakcuMalipHOE JAaBJieHHE BBITYyCKHOTo narpyoka cocrapisier 50 kIla (7 psig).

M CTOYHHK 3JIeKTPONUTAHHUS

Annaparsel 115 B Annaparsl Ha 230 B
YacrorTa: 60T 50/60 T'g
CpenHsst MOIITHOCTb: 310BT 290BT
Knacc 3ammursl Kuacc Ilb Kuacc I1b
CereBoii npenoxpanutens  10A SA

DUIbTPLIL:
C 3azmHelt CTOPOHBI YCTPOICTBA: MBUIE3AIUTHBIN GUIBTP

Ha Bxozae xommpeccopa: GpuinbTpyrolias Kaccera, 3a MbUIe3alUTHRIM (PHIBTPOM KOpITyca
[lepen BBIMyCKHBIM HaTpyOKOM Kuciopona: OakrepuanbHblii ¢uiabTp <0.3 MKH (MOXeT
YCTaHABJIMBATH TOJBKO CIIEIIUAIUCT).

HupkyJasuus Bo3ayxa:
OTtcek koMIpeccopa OXJIaX/AaeTcs BEHTUISTOPOM

IIpeneabHbIe YCI0BHS OKPYKAKOLICH CPebI:

XapakTepuCTUKH anmnapara (B 4aCTHOCTH, KOHIICHTPAIIHsI KUCIIOPO/Ia) YKa3aHbI JJIs

temneparypsl 21°C u gaBieHus B 01HYy aTMocdepy.

OHHU MOT'YT U3MEHSATHCS B 3aBUCHMOCTH OT TEMIIEPATypPhl U BHICOTHI HaJl YPOBHEM MOPS.

JomnonaurensHas nHGOpMaIHs MPUBEICHA B PYKOBOACTBE 110 CEPBUCHOMY 00CTYKUBAHUIO.

- Bo Bpems XxpaHeHUWs, TPAaHCIOPTHUPOBKHM H OKCIUTyaTalldd ammapar A0KeH OBbITh B
BEPTUKAIBHOM TOJIOKEHUU.

- Temmeparypa oxpyxkarwiei cpeasl nopkHa ObiTh B nuamnazone orT 10°C mo 40°C (mst
paboThI).
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- Temneparypa xpaneHust Haxogurcs B quana3one ot -20°C go 60° C.

- OtHocuTeNbHAs BIAXHOCTh JOJDKHA OBITh B nuamna3one oT 15% g0 95% (akcrmyaranus u
XpaHeHue, 6e3 00pa3oBaHus KOH/ICHCATA).

- IPX1: CootBerctByer ctanmapty EN 60601-1: anmapar He WMeeT CHEIHMAIBHONW 3aIIUTHI.
PaznuBanue crakana BOJibI).

Cranpaprsl

I1ISO 8359:1996: KucnopoaHslit KOHIICHTPATOP MEIUIIMHCKOTO Ha3HAYCHUS
En60601-1[UL60601-1:2003], CAN/CSA-C22.2 Ne601.1-M90 ¢ ALl&A2: Dnekrpuueckas
0e30MacHOCTh — MEeIMIIMHCKHE YCTPOUCTBA

EN 60601-1-2:2000 DnekTpoMarauTHasi COBMECTUMOCTh

MeToabl yTHJIM3ALUU OTX0A0B
Bce orxompl ammapata Mapk 5 Hyso [Lite] (kontyp maumuenrta, QuUIbTp ¥ T.N.) JOJDKHBI
YTUIM3UPOBATHCS CIELUAIBHBIMUA METOAAMH, YTBEPKIEHHBIMU MECTHBIMU BJIACTSIMU.

MeToabl yTWIH3ALMHU YCTPOHCTBA

B memsx coxpaHeHHs OKpyXaromled Ccpeapl s yTWIM3aIUH KOHIEHTPAToOpa JOJDKHBI
UCIIOJIb30BAThCS CIEUATIbHBIE METOIBI. Bce MaTepualibl KOHCTPYKIMU TOJIekAT nepepadoTKe.
Kpome Toro, kak w4acth MapkupoBku (mupektuBa 93/42/EEC) 3aBoackoit HOMep
YTWIN3UPOBAHHOTO YCTPOMCTBA JIOJDKEH TMEPechUIaThCs B aApec OTHeNla TEeXHHYECKOTO
obcnyxuBanusi kommnanuu Nidek Medical, eciu anmapar umeer cumoi CE.

3aBojckoii Homep anmapata Mapk 5 Hyso Lite

JaTa nepBoro Mcno/jib30BaHUs
Texnuveckoe o0cTy;KUBaHHUE:
Bam auctpudsiorop:
Anpec:
Tenedon:

[TpodunakTuyeckoe TEXHUYECKOE 00CTyKUBAHHE:

A. @uibTp KOpITyca IPOMBIBANTE €KEHEAECIBHO

b. Bo3aymHelii GpuiibTp 3aMeHsiTe €XXeroaHo

B. Kaxnslie 2 rona nposepsiite neiicreue pynkunn OCSIL

WHcTpyKIny U3roToBUTENS MO0 MPOPHIAKTUYECKOMY O0CTYKUBAaHUIO IPUBEICHBI B
CEPBUCHOM PYKOBOJCTBE U3TOTOBUTEIS.
PaGota qomKkHa BHIIOTHATHCS CIIELUATMCTOM C COOTBETCTBYIOIIEH MOATOTOBKOM.

Hcnoab3yiiTe TOJBKO OPUTHHAJIbHBIE 3alIaCHbIE 1eTAJH.

[To 3ampocy mocTaBUIMK MOXKET NPEIOCTABIATH MIEKTPUUECKUE CXEMBI, IEPEUHHU 3allaCHBIX
netane, MoApOoOHYIO0 TEXHUUECKYIO UM UHYIO HH(OPMAIIHIO, KOTOPas MOXKET OBITh
0JIe3Ha KBAUTH(DUIIMPOBAHHOMY TEXHHUUECKOMY MEPCOHAITY JJIsl TaKUX OJIOKOB amnmnapara,
KOTOPBIE YKa3aHbl U3TOTOBUTENIEM KaK I10UIEKALAE PEMOHTY.
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Ilouck M ycTpaHeHHe HeMCIIPABHOCTEN

IIposiBiienue

Bo3MoKHbIEe IPUYMHBI

Pemenue

Kuomnka I-O (ON/OFF) B
nonoxkeHuu ON, HO anmapar He
paboraer.

Cpasy xe akTuBHUpYyeTCs
3BYKOBasi CUTHAJIN3ALIHS.

Kabenp nuranus (8)
HETPaBUIBHO BKIIIOUYCH B
PO3ETKY MUTAHUS.

[Iponaganue nuranus

IIpoBepbTE CTHIKOBKY KaOels.

[IpoBepbTe aBapuiiHbII
BBIKJIIOYATENb (5) HA IEpeTHeH
MAHEJH anmnapara; mpu
HEO0OXOIMMOCTH YCTAaHOBUTE B
HCXOJ/IHOE COCTOSIHUE.

KpacHas namiiouka roput
HOCTOSIHHO.

CIIHImKoM HA3Kas
KOHIICHTPAIIUsI KUCIIOPO/Ia

CBSKUTECH C IIOCTaBIIUKOM
000pyT0OBaHUS

Tect curnanuzanuu He

HewncnpaBHocTh OaTapeiiku

3ameHuTe 6arapeiky.

paboraer. Ha 9 B.
OTKa3 37eKTpUYECKOTo OOpartuTech K MOCTABIIUKY
o0opynoBaHus 000pyI0BaHUsI.
Kommpeccop pabdoraer u HewucnpaBHocTs naaukaropa | OOpaTHTECh K MOCTABIIUKY
kHonka I-O (ON/OFF) B 00opyoBaHusl.

nojoxkeaur ON, HO 3e1eHas
JaMIIOYKa HE 3aropaercs

Knonka I-O (ON/OFF) B
nosnoxennu | (ON), Ho moToka
HeT. BripabaTeiBaeTcs 3ByKoBast
CUTHaM3anus (HerpepbIBHA).

HpepBaHa ITHCBMATH4YCCKada
CBA3b WM UMECTCA Apyras
npo6neMa C AaBJICHUCM.

OcraHoBHTE anmapar npu
nomornu kHotku 1-O (ON/OFF)
U 00paTUTECh K MOCTABIIUKY
000py1I0BaHUA.

Knomnka I-O (ON/OFF) B
nosnoxennu | (ON),
KoMIpeccop paboTaer u
UMEETCS TIOTOK, HO HETMPEPHIBHO
BbIpa0aTHIBACTCSI 3BYKOBas
CUTHAJIM3AIIHSI.

OTKa3 2JIeKTPUIECKOTO
000opyI0BaHUS.

OTKa3 MHEeBMaTUYECKOTO
KOHTYpa.

OcraHoBHTE anmapar npu
nomoru kHotku 1-O (ON/OFF)
¥ 00paTUTECh K MMOCTABIIUKY
000pyI0BaHUA.

Kommpeccop ocraHaBimBaeTCs
B CEpeIUHE IMKJIA, 3aTeM CHOBA
3aIyCcKaeTcs 4epe3 HeCKOJIbKO
MHUHYT.

Cpaborana TepMuyeckas
3alUTa KOMIIpECcopa.

3arpsizHeHue GuiIbTpa.

Bentunstop He paboTaer.

OcraHoBuTE anmnapar u
MOJ0XKIUTE, TIOKA OH HE
OXJIAJIUTCHI.

Ounctute GUIBLTP KOpIyca.

VYcraHoBHUTE aBapUKHBIN
BBIKJIIOYATEIb B UCXOAHOE
cocrosHue. Ecnu annapar He
3aITyCcKaeTcsi, To 00paTuTeCh K
MOCTABIIMKY 000pY/I0BaHUSI.

IToTox oOoraiieHHOro
KHCJIOPOJIOM BO3/TyXa
npephIBaeTCs B MaTpyoke
HOCOBOM KaHIOJH.

OTtcoenuHuiacy TpyoKa wiu
HE TJIOTHO 3aKPBITa KPHIIIKa
YBIIQXKHUTEIS.

Yoenurecs, 4TO
COEIMHUTENbHBIE TPYOKH
HA/IeKHO MOJCOEICHEHBI U YTO
YBIIQKHUTENb 3aKPbIT.

[Totok yepe3 maTpyOok
HOCOBOM KaHIOJIU
HEpPaBHOMEPHBIM.

Ileperu6 TpyOKu KaHIOIN
WY B HEW UMeeTCA
MIPETISTCTBHE.

Pacnipsimute TpyOKy;

[Tpu HeoOxomumocTu
oOpaTHuTech K MOCTaBIIUKY
000pyIOBaHUs
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®PacxoszHe MPUHAJIC)KHOCTH

Bozaymnsiii puibTp kKopnyca — katanoxxkablid Homep: 8400-1025; 3ameHnstiiTe exxeromaHo,
OYMIIANTE KAXKAYIO HEJEIIO

BxoaHoit Bo3aymHbIid GpuinbTp — Katanoxubiid Homep: 8400-1180; 3amensiiTe e:xeroiHo, B
MBUIBHOM CpEZE Yallle.
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