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CoorBercremMe CTaHgapTam

®detanbHble moHuTopbl cepun SONICAID FM800 Encore cooTseTcTBYIOT CTavaapTam:

EN60601-1, 2006 MeauumnHckoe anexTpuyeckoe obopyaosaHue — YacTb 1
Obwme TpeboBaHusa no GesonacHocTu

EN60601-1-1, 2001 TpebosaHnus no HesonacHoCcTu ANs MEAULUUHCKOFO

[conyTcTByIOWMIA cTaHaapT] | anekTpuyeckoro obopynoBaHus

EN60601-1-2, 2007 O6wwme TpeboBaHust no GesonacHoOCTH:

[conyTcTBYIOWMI cTaHAapT] | ANeKTpoMarHuTHas COBMECTUMOCTb

EN60601-1-4, 1997 O6uwume TpeboBanua no GesonacHocTH:

[conyTcTBylOWMIA cTaHpapT] | MporpaMMupyeMbie anekTpuyeckme MeanLMHCKUE CUCTEMBI

EN60601-2-30, 2000 Ocobbie, TpeboBaHus no 6e30nNacHOCTI, BKIIIOHas BaXKHerLne

[conyTcTBylOLYMI CTAHAAPT] | XapakTepuCcTMkM 060pYAOBaHNS aBTOMATUYECKN
NOBTOPAIOWIEroCst HEMHBA3WBHOIMO MOHMTOPUHIA
apTepuanbHOro faBneHus

1ISO9919, 2005 Ocobble TpeboBanus no 6a3mcHon 6esonacHoCTU n
BaXXHEWNLLIMe XapaKTepUCTUKM 0B0pYROBaHNS NynbC-
OKCHMMETPUM ANA MEeAULMHCKOrO NCNONb3oBaHUS

Be3zonacHoCTL NauuMeHTa
NPEROCTEPEXEHUE: HE KACAUTECh OTHOBPEMEHHO NALMMEHTA U
A PABOTAIOLMX YACTEMN NIOEOI0 OGOPYAIOBAHMSA (Hanpumep, KOHTAKTOB
passmsémMa nocnenoBaATeNnbLHOro NOpTa IKOMIILIO‘l'epa).

Mapkuposxka EC

c Osnavaet cooTBeTcTBME TpebosaHusam [upektusst EBponeiickoro CoBeta
93/42/EEC no meguumMHCKon annaparype.

Knaccudprmumposanue

3awmTa oT nopaxeHus

anekTpu4eCckuM TokoMm - Knacc Knacc 1:ana o6opyaosaHns C NMTAHWEM OT ceTu

saueor ropaen | TSt loobBubey s | @

aneKkTpuyecku Tokom — CteneHb KTRONpoBOA AnA np —

pertaneu

3awmTa oT MPOHUKHOBEHUS

BRaru Obbi4HOe obopynosaHue

besonacHocTb Npu Hanuuyum He npeaxasHadeH ans ucnons3osaHus npm

BOCNIaMEeHSIeMbIX ra3oB HanM4uM BoCnnaMmeHseMbiX rasos

Pexum pabotsi HenpepbiBHbINA

Crp.6ms 114
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®etanbHble MoHUTOPLI cepun SONICAID FM800 Encore (uMeHyeMble B AanbHenLLIEM Kak
MoHuTopbl cepun FMB0OE) dupmbl Huntleigh Healthcare Ltd (XanTnen Xanckap fixg.)
npeaHasHavyeHbl ANst MOHUTOPUHIa OCHOBHBIX NoKasaTtenen COCTOsIHUSA nnogda u'MaTtepu B
WHTpaHaTanbHOM U JOPOAOBOM Nepuoaax.

MouuTtop FM80O0E npegnaraet 60nbline BO3MOXHOCTU MOHUTOPUHIa NNoAa, sbiaasas
3Ha4YeHUA YacToThl cepaedHblx cokpalleHun (MCC) nnogos-6nusHeuos, obecneynsas
otaenbHblt kaHan OKI nnoga n MmaTtepu, BHEWHWUIA U BHYTPEHHUIA MOHUTOPWHE aKTUBHOCTU
MaTKu ¥ ABWKEHWUS Nnoaa, onpeaenseMoro asBToMaTu4eckv v nauueHTKOM.

MoxuTop FM830E obecrnieunsaeT AONONHNTENbLHBIA MOHUTOPUHI MaTePU C BO3MOXHOCTbIO
OAHOBPEMEHHOFO MOHUTOPUHIa NyNbC-OKCUMETPUU MaTepPU U HEMHBA3UBHOIO MOHUTOPUHFA
aptepuanbHoro gasneHus (All) 6e3 Heo6xoaAMMOCTU NCNONbL30BaHNA GONONHUTENbHbLIX
aBTOHOMHbIX nNpubopoB..

Mpumeuanue

Cucrema komnbloTepHoro aHanuaa gopogosbix IKI (Sonicaid Care analysis) u Cuctema
aHanusa TpeHAa Ha OCHOBE AaHHbIX 0 ABWxeHUn nnoaa (Sonicaid Trend analysis) He
caHKunoHuposaHbl Ansi npopaxu 8 CLUA n KaHage.

Henb3a ncnonb30BaTh 4aTYNKU OKCUMETPUMW MaTepyu Npy OCYIECTBIICHUMU
MarHUTHO-PE30HaHCHOro CKaHWPOBaHUA. HaBeAEHHbLIK TOK MOXeT BbI3BaTb

@D oxor. OxcuMeTp MOXeT OKa3aTb BIMAHKE Ha OTOOpakeHue MarHMTHOro
pe3oHaHca (AMP), a AMP-tomorpag MOXeT Oka3aTb BAUSIHUE Ha NOKA3AHUA
oKCuMeTpa.

...................................................................................................................................
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OrpaHuveHun No NPpUMEHESHUI0

deTanbHbIE MOHUTOPbLI 06ecnevMBaloT TONLKO OAWH BUA, UHANKALIMM COCTOAHUA NNoAA.
MonyuyeHHble pe3ynbTaTbi MOryT MCMOMb30BaTLCA BMECTE C APYrMMM NoKasatesnaMmn Kak
YyacTb LLENOCTHOIo NoAxoAa B aKylwepckon nomowyy. Nepen NpUHATUEM peLLIeHUs o
HeobXoANMbIX AEeACTBUAX AorKHA ObiTb NpoBeAeHa NOSTHAA OUEHKa NOMyYEHHbIX
pesynbTaToB obcrnenoBaHus.

MonuTopbl cepun FM800E npeaHasHavueHbl Anst otobpaxeHns TpeHA0B nokasaTenen
XKN3HEQEATENBLHOCTU NNoAa U MaTepy, NpeacTaBnsAs OCHOBHLIE AaHHble. JKpaHHbIe
0OTOGpaXeHUs U pacneyaTkn He criegyeT MCRONb30BaTh KaKk OCHOBY AT NOCTAHOBKM
KNMHUYECKOTO AMarHo3a; nepea NpUHATUEM peLLEHUA O Kypce nevyeHus Heobxoawmo sceraa
NOATBEPAUTL NAapaMETPbl NoKasaTenen XuaHeAesTeNbHOCTU ApYIMU CPECTBaMMK.

YnbTpa3ByKOBOW MOHUTOPWUHI AOIKEH BbiMOMHATLCA B COOTBETCTBUU C ENCTBYIOLLINMU
UHCTpyKUnamu. Heobxoanumo cneposarts ykasaxuam Muctutyta AIUM?* no npumenenrunio
NpUHLUMNa onTummnaaumn ANIAPA’, pekoMeHAyIoWero CokpaTUTh 40 MUHUMYyMa BO3feHCTBIE
ynbTpassykKa.

MonuTtopb! cepny FMB0OOE He npegHasHaveHbt 4ns UCNONb30BaHNS COBMECTHO C
obopynoBaHuem necpunbpunauuu. Bo nsbexaHue nospexaeHns obopyaosaHusa u (Mnu)
TpaBMmbl NpU NCNonb3oBaHUK AeubpunsTopa BCe fAaTHUKN AOMMKHLI ObITh CHATLI C
NaUneHTKN.

* AIUM (American Institute of Ultrasound in Medicine) - AMEpUKaHCKUR UHCTUTYT N0 NPUMEHEHNIO YNbTPa3ByKa
B MeauLmHe

* MpuwHumn onTumuaaumn (NpuHuun ALARA = As Low As Reasonably Achievable) - nogaepxatue Ha BOIMOXHO
HU3KOM M ROCTIDKMMOM YPOBHE C YHETOM 3KOHOMUUECKMX ¥ COLManbHbIX GaxropoB MHABKMAYaNbHBIX [03
obnyuenns u Yucna obnyuaembix UL NPU MCNONL30BaHUK NIOBOrD UCTOUHMUKA UINYUEHUS,
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®emansHble MOHUMOpPS! cepuu Sonicaid FM800 Encore. Pykoeodcmeo nonb3osamens

MoHTaXX CMCTEeMbl

YKasaHHble HWKe TpebosaHWs ROMKHbI YAOBNETBOPATLCA NPU NOAKIIOYEHNN (heTanbHOro
monuTopa FM80OOE k cnegyloum cuctemam:

e Cucrema LeHTpanusoBaHHOro HabnwAeHUA U apxMBUPOBAHUA

e [lepcoHanbHbI KOMNbIOTEP

1. HemeguuuHckoe obopyaoBaHue JOMKHO YAOBNETBOPATL COOTBETCTBYIOWEMY CTaHAAPTY
EC vnu UCO. [Ina annapatypbl UHHOPMALIMOHHBIX TEXHONMOMIW TaKoBLIM SIBNAETCA
ctangapt IEC950/ EN60950.

2. MepguuuHckoe obopyaoBaHue fOMKHO yaoBneTBopaTh craHaapTy IEC601-1/EN60601-1
UNu ero 3KBUBAIIEHTY.

3. CkoHduUrypmpoBaHHasi cCUCTEMa [JOMXKHE YAOBNETBOPATL CUCTEMHOMY CTaHAapTy
IEC601-1-1/ EN60601-1-1.

4. Ecnwv BOnun3n naymeHTa (Ha paccrosiHum o 1.5 M) AOMKHO UCNONBL30BaTLCSH
HemeauLumHckoe obopyaoBaHUE (HanpuMep, KOMRLIOTEP WA AIPUHTEP) CO 3HaYEeHUeM
TOKa yTeuyku Ha kopnyc 66nblwum, yem gonyctumo ctangaprom IEC601-1/EN60601-1, To
3HaYeHue ToKa yTeuku Ha KOpnyc AOMKHO ObITb NpUBEAEHO. B COOTBETCTBUE C ITUM
cTaHaapToM. 3TO MOXKET BbiTb BbINOMHEHO C NOMOLLBbIO U3ONNPYIOLLEro
TpaHcopmaTopa. Heob6xoaumbie Tunbl Takux TpaHCcOpMaTopos UMEIOTCA Ha upmMe
Huntleigh Healthcare, koTopble MOXHO 3akasaTb Yepe3 TOproBbiX areHTOB.

5. Kaxagblir, KTo noaknioyaeT 4ononHuTeNbHoe 060pyaoBaHNE K aneMeHTaM CUrHanbHoro
BXOAAa UNWN CUrHAsIbHOIO BbIXOAA, TEM CaMbiM KOH(PUIYPUPYET, T.€. M3MEHSAET, NapameTpbl
MEAULIMHCKON CUCTEMBI U NO3TOMY HECET OTBETCTBEHHOCTL 3a obecneueHue
cooTBeTcTBuA ctaHgapty IEC601-1-1/ EN60601-1-1. B cnywae cCoMHeHUit OTHOCUTENLHO
TaKkoro COOTBETCTBUA crieyeT NpoKOHCYNbLTUpoBaThea ¢ OTAENOM CEPBUCHOTO
obcny>xuBaHus perMoHanbLHoOro npeacrasutenscrea ¢upmbl Huntleigh Healthcare Ltd.

MoaknioueHue AoNonHUTENbLHOIO 060pyAOBaHUS K NALMeHTy unn k MmoHutopy FMB800E
MOXET NPUBECTU.K CYMMUPOBAHMUIO TOKOB yTeuki:-B Takom crnyyae nonb3oBaTesib [OMKEH
obecneunTb YCNOBUS, NPU KOTOPbIX CyMMapHbLIE, TOKW YTEUKU He fpeBbilLaloT 3aaaHHbIX
orpaHuyeHui.

KanubGposka

Moaynb HenHBa3uBHOro uamepeHust All momkeH kanubposarbca kaxablie 12 mecsaues. Cm.
Pasgen 15.5. Kpome ykasaHHoW npouegypbt, creunansHas npoueaypa kanbposku
moHutTopa FM800E He npegycMoTpeHa.

Peructpanma MU e PocanpasHamzope
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®emanbHbie MOHUMOPbL! cepuu Sonicaid FM800 Encore. Pykogodcmeo nonb3oeamens

MepeHocHan wWTencenbHan KONOAKA C HECKONLKMMM po3eTKamMm
(exmouan nsonupyoumne rpaHcchopmaropsi)

NMpumeuanme: N3onupylowme, T.e. passasbiBaolme, TpaHcopmMmaTopbl SBAIOTCA
HEOTLEMIIEMOI YaCTbIO KONOAKN C HECKONbKUMU pO3eTKaMu.

He pekomeHayeTcs 3anuTbiBaTh MEAULMHCKY0 CUCTEMY Yepe3 NepeHOCHYI0 WTeNcenbHYyo
KonoAKy, He cHabXx&HHyi0 pa3BsisbiBalommM TpaHcdopmaTtopom (IEC601-1-1/EN60601-1-1,
nonpaska 1).

Mpu ucnonb3oBaHun Takow konoaku, Heobxoanmo, 4ToObLI OHa yaoBneTBOpsna TpebosaHuam
Mpunoxenus EEE.2 k pokymenTy IEC601-1-1/EN60601-1-1, nonpaska-1.

I

He npeBbliliars HOMMHANBHYIO MOIHOCTL, HEOOXOAKMMYIO AN
nopraruBHOM WITENCENLHOW PO3ETKM.

He ycranasnusatb NOPTATMBHYIO LWITENCENbLHYIO PO3ETKY Ha nony
BO n3bexxanme MexaHMYEeCKMX NOBPEXACHMA M NonagaHMa B Heé
HMOKOCTEN.

Mocrasnaeman ¢ CUCTEMON NOPTAaTMBHAaA WITENCenbHan po3eTKa
He AoMKHAa MCNoNb30BaTLCA ANA NUTaHusa npubopos, He
ABNAIICWMXCA MACTLIO CMCTEMbDI. 3TO OrpaHnueHue Heobxoaumo BO
n3bexanne TOKOB yTeukm M neperpy3xKm nopraruBHOMN
wTencenbHOM PO3eTKM.

Ecnn cuctema npegHa3sHaveHa ana paborsl ¢ pa3ssa3abiBalouium
TpaHcdopMaTopom, He NOAKIIOMAaTh K CTEHHON po3erTKe KaKoe-
nub6o obopyposaHue, HE ABNAIOUWEECH YaACTLIO 3TOW CHCTEMBI. ITO
orpaHuuYeHnme Heobxoaumo BO n3b6eXxaHMe TOKOB YTEeUKH.

Anexrpuuecxkoe ob6opyaoBaHNE HEMEAULMHCKOro Ha3HaveHun,
Haxogsuieecn psaaoMm ¢ nauweHTom (Ha paccroaHum po 1,5
METPOB), ROMKHO NUTATLCA Yepe3 pa3BA3biBAIOWNNK
TpascdopMaTop ANN OrpaHMYe A TOKa YTeUKNH.

Bonee noapobHbie CBeAeHUs NO NOAKIIIOYEHMNIO U UCTIONL3OBAHWIO PA3BA3LIBAIOLLNX
TpaHcopMaTOpOB CMOTpUTe B PyKoBOACTBE NONb3oBaTens NPMOSGPETEHHOR MEAVNLMHCKOR

CUCTembl.

Perucrparua MU B PocsppaeHagsope
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®emarnbHbie MOHUMOpPLI cepuu Sonicaid FM800 Encore. PykosoOcmeo nonib3oeamersi

JneKrpoMarHMTHas COBMECTUMOCTb

Y6eautbca B TOM, YTO MECTO, B KOTOPOM ycTaHaBnuBaeTcs MoHutop FM80OE ceobogHo ot
NUCTOMHWUKOB CUMbHbIX 3NEKTPOMArHUTHLIX NOMeX (Hanpumep, paguonepeaaTiukos,
MoBunbHLIX TenedoHoB 1 T.4.).

HanHoe obopygoBaHue reHepupyeT U UCNONb3yeT paguoYacToTHoe usnyyexue..Ecnm oHo He
YCTaHOBJSIEHO W HE IKCNNyaTUPYeTCs AOMKHLIM 06pa3om, B COOTBETCTBUM C yKa3aHUAMU
N3roToBUTENSI, OHO MOXET BbiTb UCTOUHUKOM MK, HaobopoT, 06LEKTOM BO3AEUCTBUA
paguonomex. OnpeaenuTb, usnyyaet obopynosaHue paguonoMexu Unnu HeT;-MOXHO
NOCPEACTBOM €ro BK/IIOYEHUA-BLIKNIOYEHWN, ECN Nnpn 3TOM BO3HMKAIOT NOMEXW ANnA ApYroro
obopyanosaHusi unu ansi cCobCcTBEHHOW CUCTEMBI, YCTPaHUTL 3TU NOMEXU MOXXHO HECKONbKUMU
cnocobamu:

e [lepeopueHTupoBaTth 06opyfOBaHME
e [Nepenectu obopygoBaHue B Apyroe-MecTo OTHOCUTENbHO UCTOYHWUKA NOMEX
e OToasuHyTb 060opyAoBaHue oT Npubopa, KOTOPOMY OHO CO3faeT NoMexu

e BxniounTtb 060pyaoBaHue B Apyrylo po3eTKy, Tak 4Tobbl NpMOOpLI NMTanUCh OT pasHbIX
OTBETBNEHWUIA CETU NUTAHKSA

MoaknioueHue ApyrMx BCROMOraTenbHbIX NPUGOPOB UK KOMAOHEHTOB K cucteme, nnubo
BHECEHWE U3MEHEHWIA B KOHCTPYKLIMIO MEAULIMHCKOrO Npubopa Unu cucTeMbl MOXeT
NOBPEeAUTb UX MOMEXOYCTOMYNMBOCTY. [Nepes BHECEHUEM M3MEHEHUI B KOH(PUIypaLmio
CUCTEMbI, NPOKOHCYNbTUPOBATLCSI C KBaNM(UUMPOBaHHLIM CRELNAITUCTOM.

Cepnuclloe chny)xuaaHue W rapaHTsm

CrangapTHbie ycnosusiw.nonoxenus gorosopa ¢upmsel Huntleigh Healthcare oTHocsTCs KO
Bcem npoaaxam. OHU coaepxaT Bce geTanu rapaHTUMHbLIX YCITOBUIA U HE OrpalnyuBaioT
3aKoHHble NpaBa 3axka3uyuka. Konus rapaHTUilHbLIX YCIOBUA NpUChINaeTca No 3anpocy.

Ecnu no kakon-nubo-npuqnHe moHutop FM80OE Bo3Bpalyaercs, To HeobXxoamMMo:

1. BbinonHUTL YKCTKY Npubopa, Kak onucaHo B.pasaerne «4ucrka».
2. YnakoaTb npubop cooTeeTCTBYIOWMM 0Opa3om.

3. K BHELLHEW CTOpOHE YNaKoBKU NPUNOXUTE-CBUAETENBLCTBO O Ae3nHdpeKkuun (unu nHoe
NMUCbMEHHOE CBUAETENLCTBO O TOM, YTO RPOAYKT NpoLLEen YUCTKY).

4. MomeTuTb ynakosky "MMoapasaenexune cepsucHoro obcnyxveanus — FM800E” n BephyTs
no yka3aHHOMY HUXe agpecy.

Tonbka ans Benukobputanum — bonee noapobHbie CBEAEHUSI CMOTPUTE B JOKYMEHTE
lNocynapcteexHon cnyxobt agpasooxpaHerust (NHS = National Health Service)
Benukobpuranuun nog Homepom HSG(93) 26.

...................................................................................................................................
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®emanbHble MOHUMOpPL! cepuu Sonicaid FM800 Encore. Pykosodcmeo nonb3ioeamensi

TorapHble 3HaAKM
Sonicaid™ - saperucTpuMpoBaHHbIiA ToBapHbii 3Hak oupMbl Huntleigh Healthcare t:td.

TraceVue™™ - 3aperucTpupoBaHHbil ToBapHbI 3HaK upmbl Philips.
Safelinc™ - 3aperucTpypoBaHHblii TOBapHbIA 3HaK hupmbl Tyco.

Aarunkm

O6cny)xuBaHue M YyTUNIM3auun

MHoropasoBble 30HAb!I U BAaTYWUKWN. XpaHUTL M. 06CTyX1UBaTb B COOTBETCTBUU C UHCTPYKLIMAMM
npounssoguTenen. He pabortaiowme unn bonee He Tpebyembie 30HALI U AaTUUKU cneayeT
yTUNU3NpoBaTb B COOTBETCTBUU C MECTHLIM 3aKOHOAATENLCTBOM.

OAHOpa3OBble 30HAbI U AATUYNKU. YTUNU3NpPOBaTh B COOTBETCTBUA C MECTHbIM
3aKoHOAaTEeNbCTBOM.

JaTuMKm oxCcuMeTpum

HacrostenbHo peKoMeHgyeTCcAa NCROoNL30BaTh OPUrMHarbHbie 4aTHUKN OKCUMETPUN,
nocrasnaemMble nponssoanTenem.

Appeca

Benuxobpuranna

®upma Huntleigh Healthcare Ltd
35 Portmanmoor Road, Cardiff.

CF24 5HN. UK.

r. Kapaud, BenukobputaHus

Ten: +44 (0)29 2048 5885

dakc: +44 (0)29 2049 2520

E-mail sales@huntleigh-diagnostics.co.uk

Web-ctpanuuya: / www.huntleigh-diagnostics.com
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®emanbHble MOHUMOPLI cepuu Sonicaid FM800 Encore. PykosoOcmeo none3oeamesis

1 Beepeune

1.1 MoHunrvopsbl cepun FM8B80OE

Monutopb! cepuun FMB800E npegHasHaveHb! 418 JOPOAOBOro U MHTpaHaTanbHOFO
MOHUTOPUHIAa. OTU CEpUM BKITIOMAIOT 4Ba TUNA MOHUTOPOB:

FM820E

FM830E

CraHaapTHbI MOHUTOP
BcecTOpOHHWUI MOHUTOPUHT, UCNOABL3YIOLLWIA YNbTPA3BYKOBOW KaHan nnoaos-
6nusHeuoB 1 oTaENbHLIM kaHan-JKI, obecneunBaeT BbICOKYIO FUOKOCTb Npu
MOHUTOPUHIre MHOTOMITOAHON BEpeMeHHOCTH.
Hanpumep:
YnbTpa3sykoBo# kaHan nnopos-6nu3tenios n IKI marepu
YnbTpa3asykosoi kaHan IKI nnoaa n 3K matepu
YnbTpassykoBow kaHan nnogos-6numsHerios nntoc IKI nnopa
Monutop FM820E obecneuusaeT Taike BHELLHWA U BHYTPEHHUA MOHUTOPUHT
aKTUBHOCTU MaTKM 1 LWEBENEHUs NoAa, oujylaeMbiX MaTepbio U (unu)
perucTpupyemMbix asBTOMaTu4ecku.

CraHaapTHbI MOHUTOP NAOC
Mynbc-okcumeTpua marepu
HeuxBasneHoe uamepexue ALl matepu

B HacToswem PykoBoacTBe AaH BeCb AManasoH XapakTepucTuk moHutopos Tuna FM8OOE,
XOTSA HEKOTOPbie BO3MOXHOCTWA MOFYT OTCYTCTBOBaTb B NpuobpeTreHHoM Bamu moHuTOpE
FM800E. UmeiTe B BUAY, 4To MoHUTOp FM820E MoxeT BbiTh ycoBepLUEHCTBOBaH A0
monenu FM830E.
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®emarnbHbie MOHUMOpPSL! cepuu Sonicaid FM800 Encore. Pykogodcmeo nons3oeamens

FM820E: cranpaprHble (pyHKLMN

Bo Bcex moHuTOpax cepun FM820E nmeioTcs cnepyiowme dyHKUWN:

Curnanbl TpeBoru (npeaynpeantenbHasa CUrHanm3aums)
AHHOTaUuMA
3ByKoBble (ayauo) curHanbl

[ducnnei ¢ noaCcTPOWKOW APKOCTU aKpaHa NPU U3MEeHeHUU OCBELLEHHOCTU B NOMELLIeHUN
(C aBTOAUMUHIOM)

Mpsamas pernctpauua 3Kl Yepes ronoBHON anekTpoa

OTMeTumK cobbITHA (LUeBENEHU) nnoAa

CoepnuHenune no cetu Ethernet c ueHTpanbHoU cucremon HabnogeHun
UHTepdeiic k TenemeTtpum no Pumkycy (Rimkus)

NHTepdeic k cucteme gopoaoBoro-aHanuaa Sonicaid Fetalcare

NHTepdeic Kk ueHTpanbHoi cucteme HabniogeHusa Sonicaid Centrale u k gpyrum
NPOrpaMMHbIM NakeTam A1 LEHTPanbHbIX CUCTEM Habnogenns

N3mepeHune sHyTpumaTouHoro gaenenus (IUP*): nsmepeHue BHyTpumaTovHas
aKTUBHOCTU

HCC matepun yepes 3Kl (oTBeneHne IKIT maTepn nocTaBNsieTCs KakK onuust)
TokopaTuuk: nsmepeHue BHeLLHeW aKTUBHOCTU MaTKW

Y3 gatuuk 1: 1.0 My,

¥3 patuuk 2: 1.0 My,

MNpuHTep Ha Tepmobymare

Mopoposok aHanu3 ¢ nomoLbio cuctembl SonicaidCare*

WHTpaHaTtanbHbiA aHanus ¢ NoMoLwbio cuctembl Sonicaid Trend™
Pacneuatka cpefHero sHauenus AL*

AkTorpamma
*He caHkumonuposaHo ansi CLLA v KaHagbl

FMS830E: cranpaprHbie (byHKLIMM

B moHuTopax-cepuu FMB830E B gononHeHne K BoiLLENepeunucneHHbIM MMEIOTCS cnegyiouime
AononHUTENbHbIE (PYHKUWK:

Mynbc-oxkcumeTpusa matepu (MSpO,)
HeunHBasuBHoe namepenne Al matepu (NBP)

* JUP or Intrauterine pressure — BryTpumarouHoe fasneHue.

Peructpanus MU 8 PocagpaBHagzope

Crp. l4ms 114

www.nevacert.ru | info@nevacert.ru



®emansHble MOHUMOPLI cepuu Sonicaid FM800 Encore. Pykosodcmeo nons308amens

1.2 MNepenHnan naHesnb OCHOBHOro 6noka
1 2 1

1 KHonku ynpasneHus nporpaMmMHbIM obecneveHnem

2 Qmncnnen: cm. pasgen 2

3 PasbeM gns MOAYNA OKCUMETPUU U apTepuanbHOro AaBneHnA (TONbKO Anst MOHUTOPOB
Tuna FM830E)

4 PaszbeMbl AN 4aTiUMKOB
5 BbiasBmKHOW NOTOK-NPpUHTEpa
6 WnpukaTop u nepekniodaTenb NATaHWUA: CM. pasaen 2

Crmp. 15m 114
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®emanbtbie MOHUMOpPB! cepuu Sonicaid FM800 Encore. Pykosodcmeo nons3geameris

1.3 Pa3bembl ANA gaT4yMKoB

O6o3HaueHune HasHnayeHue'v useT pasbema
ULT1 1.0 MI'y YnbTpa3sykoBO# AaT4mK, 3eNeHbIN
ULT2 1.0 MI'd YAbTpa3ByKoBOW [aT4uK, 3€NEHbIN
MECG/FECG Datauk SKI™ matepu, Genoin
wnn  3nexTpoa 3K nnoaa, 6enbiit (nogknoMaeMbIv Yepes onopHYIo
HOMKY)
TOCO Laruuk cokpaieHwin matku (TokoaaTiuk), po3oBbliv
wnu [UP BHYTpUMaTOUHbIA AATUMK-KATETEp COKPATUTENLHOW AeATEIbHOCTU

unu -
MaTKu, pPO30BLIA

YcnosHbie 0603HaveHnnn

'} CwvmMBon ykasbiBaeT Tun 3awuTbino-koacduumeHTy snexkrponposogHoctu (CF)
Ansg apunaraembix aeranei

BesonacHocTs N paboune xapaxkrepucTukm obecneunwsalorcsa
TONbKO NPM YCNOBMM MCMONbL30BaHMA AaTUMKOB TpeGyemoro runa.

ng’ He nopxniouars HUKaAKME YCTPORCTBA MEepes pasbemsl, He
OTHOCSIUIMECH K NOCTARMACMBIM MITH PEXOMEHAOBAHHLIM AMIIEPOM
npoRyxuumn mapxmu Sonicaid.

Cip. 163 114
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®emarnesHbie MoHumMops! cepuu Sonicaid FM800 Encore. PykoeoGcmeo nosnb3ogamerns

1 2 3 4 5 6

1 Pa3sbeM NUTaHWA NepeMeHHOro Toka

2 Pasbem nHTepdeiica Tuna RS232 ans npubopos Sonicaid Centrale, RS232
FetalCare, TraceVue™ ¢upmelPhilips, cuctem LueHTpanusoBaHHOro CRS
HabniopeHna GMT Argus™*. 9-kOHTaKTHLIM pasbem D-tuna* CRS - cucresa

LieHTPanu3aoBaxHoro
HabnogeHus

3 Pa3vem nHtepgenca RS232 EXT 1 ans sBHeLLHEro HeMHBa3nMBHOMo RS232
W3MepeHus Aaenenust, 95 KOHTaKTHbIN pasbem D-Tuna EXT 1
(3ape3epBupoBaH Ans byayuiero npumeHeHus)* EXT - srewunmi

4 Pasbem nokanbHon cetu (J1IBC) ans noacoeauHeHus K cuctemMe NET @
LEeHTPanNn30BaHHOIo HabniogeHust Yepes NokanbHyi0 CeTb CO
ckopocTbio 10 -100 MGaiiT B cekyHay. Pasvem Tuna RJ45. NET- cets

5 3T0T cumBON O3HAYaeT fAaTy U3roTOBNEHUA. ‘

6 Paswem pns tenemetpum no Pumkycy (Rimkus)**. !Rimku,,@
15-KOHTaKTHbIN pasbem D-Tuna.

* HasHauyeHue KoHTakTos cMm. B [punoxenun. 1.
** He caHKLMOHUPOBaHO ANA NPUMEHEHUA ¢ MoHUTOpoM Sonicaid FM80OE B CLLA u Kanage.
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®emanpHbie MOHUMOPL! cepuu Sonicaid FM800 Encore. PykoeoO0cmeo riofnb3oeameris

Moayns pasbsemos

MonuTtop FM830E umeeT Ha mogyne pazbeMos AONONHUTESIbHbIE pa3beMbl 45t AAHHbIX
apTepvanbHOro 4aBrneHns U OKCUMeTpUn MaTepum.

o)

HeukBasusHoe wsMepenne Al matepu (NBP)
Tun3sawuTbl nNo

‘e KoadduumneHTy

{__Y_] 3NEKTPONPOBOAHOCTH
(CF) anst npunaraembix
aetanen

MNynsc-okcumeTpus matepn (MSpOy)

(@&

Pasbembl otmeTuMka (Mapkepa) weseneHunn nnoga

T i

e\
N

/A B 2, B

connectors
PaspeMnl oTMETHHKA IeBeNe il naona
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®emansHbie MoHumopst cepuu Sonicaid FM800 Encore. Pykogodcmeo nons3egamerns

1.5 Ancnnen moHuuropa FMB8OOE

BbicokokayecTBEeHHbIN LseTHON aucnnen moHutopa FMBOOE couetaeT B cebe
NPeBOCX0AHbIE BU3YyarnbHbIE XapaKTepucTUKN C NOBbLIWEHHOW NPOYHOCTBLIO, Aenas ero
NPUMEHUMBIM /15 LWWMPOKOFo AnanasoHa BHELUHNX YCNOBUNA.

"aBHbIMK NpeumyLecTeamm gucrnes detansHoro moHutopa FM8BCOE sensioTes
cnepgyoLyme:

* BbiCOKME SIPKOCTb U KOHTPACTHOCTL

* LiBeToBas ramma nomoraeT XopoLo pasnuiarth oTobpakaemble aNeMEHTLI

* lLinpokuia yron o63opa: >160°

* [Tpn ocnabneHHOM ocBeleHUn UCNOosb3yeTcs aBToOMAaTUYECKOE MacilTabuposaHue
* VickmiountenbHas NPOYHOCTBLIO U AONTOBEYHOCTL

» HapexXHOCTb, aKCrnyaTauMoHHaa BONrOBEYHOCTb

Mpumeuanne: Kak n gns nobbix ceeTonany4alowmx gucrnnees, oTobpaxeHue
(PUKCUPOBEHHLIX U30DPaXEHUIA HA IKPAHE MOXET NPUBOAUTD K
He3Ha4YuTENBHOMY «BbDKUraHWIO» 3KpaHna. flpoucxogsime ns-3a aToro
HebOonblUME N3MEHEHUst APKOCTN NPEACTaBNsIoT coboi HopMansHoe
SIBFIEHNE.
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®emansHbie MOHUMOPL! cepuu Sonicaid FM800 Encore. Pykosodcmeo nofnb3ogamerisa

1.6 Jatumkm n kabenn

MocTaBnsemMble CO BCEeMN MOHNTOpaMM

YnbTpasByKoBbie AaTUUKU 3enetble, 1.0 Ml'y, aBa
TokopaTumk Po3oBbli

PeMmHu ans KpenneHus 4aTimkos 3 napbl

OtBegenune IKI nnoaa (MMeIOTCs 5-TM PasnUYHLIX TUNOB) bBenoe

Pemnu HOXHbIX otBeaeHun ans Kl nnopa /-anekTpoaHbie

NAAacTUHbI 2

OTmeTyuK WeBeneHun nnofa 1

CeteBow nposoa 1

Mocrasnaembie ¢ moHnTopom FM830E

TpyOka HenHBasnBHoro usmepenus All
MaHxxeTa Ans B3poCnoro Ans HeMHBasuBHOro amepeHus Afl
OTtBeaeHune ans nsmepenus SpQOz matepu

B . N N Y

MHoropa3soBbiiA 30HA ANs uamepenuns SpO; matepu

MpuHaane)>XHOCTN, NOCTABNAEeMbie CO BCceMn MoHuTopamm B cepun FMB0OE

YnbTpa3ByKOBOW refb 8 yHuun (250 1)
Bymara gns npuHtepa 2 ynakoBku
CnpaBo4Hoe pykoBoacTso (Ha CD) 1

KpaTtkoe pykosogcTo «Havano pabor» 1

MocrasnaemMblie ONUNOHANbLHO (CO BCcemMn MoHnTopammu B cepum FM8O0OE)

OTBeneHue aAnsa nsMepeHus BHyTpumaTodHoro aasnexus (IUP) PosoBoe
OpaHopaszoBbie gaTynku BHYTPUMATOMHOrO AaBAEHUSA
OtBeneHue 3KI matepun benoe

Manas maHxeTa ans B3pocnoro Ans HeMHBa3snMBHOIO U3IMEPEHUs
AaBneHus

bonblwas manxeTa ons B3pocCnoro anst HEUHBA3UBHOIO
namepeHusa aasneHns

Tenexxa nog MOHUTOP
Habop-ans HacTeHHOro KpersieHus MOHUTOpa

Cucrema patumkos ans 6ecnpoBOAHON TENeMeTpun
no Pumkycy (Rimkus)

Crp.20 w3 114
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®emanbHbie MOHUMOPSI cepuu Sonicaid FM800 Encore. Pykogodcmeo ronb308amens

1.7 Tenexka wnm HacTeHHoe KpenneHue pana mouutopa FMB80OE

Monutop FM8OOE moxeT ycTaHaBnueaTbCA Ha crneunanbHo pa3paboTaHHO! Tenexke nnu
NPUKPENNATLCS K cTeHe. KpenneHue K TeNexke unu K CTeHE AOIMKHO BbINONHATECH HaaeXHOo
hukcnpyioummMmn BuHTamun Bo n3bexxaHue nagexus npubopa ¢ TENEXKKN UNKU CO_CTEHBI.

C6op|<y Tenexxkn no MOHUTOP NN KpenneHne MOHUTOPA Ha CTEHY, a Taloke fnocnegyoulasn
yCTaHOBKa MOHWUTOPA AOMKHa OCYLWECTBNATLCA NO NHCTPYKUWMAM, NpyUunaracmblm
apoussoanTenem cooTseTcreylowero o6opy,qosava.

Ecnn mouurop FMB80OE ncnonn3ayerca Ha renexke, To Hago
cnepuTbh 3a Tem, YyTobbl BCcerga 6binm BKIMIOYEHbLI TOPMO3a,
KpOME MOMEHTOB NepeaBMIKEHMA TENEeXXKM.

AaTYMKOB M NPOBOAOE, NOCKONbLKY NPOTArMBaHME MOXET
NPMBECTH K Nagenmio o6opyaosanmua, YT0 MOXET BbI3BATh
NOBPEXACHUA W TPABMbI.

Bceraa yxnaasisaikre MCNonNbL30BaHHLIC AaTYMKM B
npeaHa3sHaAYeHHbIe ANA HUX AYEeRKN AIMKa.

ng Cobniopante OCTOPOXXHOCTbL NPK NPOTArMBanum kabenen

Crp. 21 m 114
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DemanbHbie MOHUMOPSI cepuu Sonicaid FM800 Encore. Pykosodcmeo nons3os8amers

16 TexHmuyecKkue XapaKkrepucTukm
16.1 Ou3nueckKkne XapaKkTepuCcTUKK U YCNIOBMA OKPYXalolenR cpeabl

Pusnvueckmue XapaKTepuMCcTUukKmn

BuicoTa (Bce mogenu) 186 mm (7.3 aoima)

[nuna (Bce mopgenmn) 358 mm (14.1 plonma)

Wupuna (FM820E) 363 mm (14.3 provima)

Wupuna (FM830E) 392 mm (16.5 pionma)

Bec (FM820E) Bec 6pyTT0 18 Kr (BKNIOYAA AaTYMKU W T:N.)
Bec HeTTO 15 K&

Bec (FM830E) Bec 6pyrro 19 kr (Bknouas gaTinku uT.m.)

Bec HeTTO 16 K

PexomeHgoBaHHbIe ycnosmsa PaSOTbl, XPaHeHMA U TPAHCNOPTUPOBKK

Pabouas remnepartypa or +10°C go +35°C

TemnepaTtypa xpaHeHus u

TPaHCNOPTUPOBKK o1 —20°C po +50°C

Pabouee pasnexuve ot 68 no 106 kMa (680 go 1060 mB)

[JaeneHue xpaHeHns n

TPaHCNOPTUPOBKKN ot 68 no 106 kMNa (68040 1060 mB)

Pabouas BnaxHocTb ot 10% po 75% oTHOCUTENBLHOW BRNAXXHOCTH, b6e3
KOHAEeHCaUum

BnaxHocTb xpaneHus.n o1 10% A0 90%0THOCUTENBHOI BIAXHOCTH, He3

TPaHCMOPTUPOBKW KOHZIEHCAUUK

16.2 HanpsixeHue NUTaHNA M NPEeROXPaHUTENM

HomuxanbHoe HanpsokeHue
nutaHua no nepemeHHoMy Toky  100-120.B, 220240 B, 50-60 'y

Mpenoxpanurenn Makc. pabouni TOK nnaekoro npegoxpanurtens 2.5 A
(T 2.5 A HBC) ans Bcex BXOAHbIX HANPSHKEHUN

HomuranbHasi MOLHOCTbL 100 BA

Perucrpanus MH & PocagpaBrapzope
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®emaneHbie MOHUMOPSL! cepuu Sonicaid FM800 Encore. Pykxosodcmeso nons3oeameris

16.3 QaTumkmn

Y3 parumk

AdvnanasoH usmepeHuin

Ot 30 po 240 cc/muH

TouyHoCTb

+ 1 cc/MuH BHe ananasona 100-180 cc/MuH

Curnano! Tpesorn

Bbicokas u Huskas YCC nnoga: ot 30 go 240 cc/mun
MoTepsa curHana: % notepb B nocneaHune SMuHyT

Pexum fpsimoit uMAynbcHbiA [lonnep
YactoTta noBropenus 3.0 k'l
Yacrorta 1.0 My (3eneHbin)

Hasnexune (P-)

<1 Mrlla

BbixogHas MHTEHCUBHOCTL
ny4ka (lop) NO yaenoHon
MOLHOCTH

<20 MBT7 cm?

MpocTpaHcTBEHHO-NUKOBas

yCpeaHEHHas Mo BPpEMEHU 2
WHTEHCUBHOCTbL (is::a), no <1gMBr/ om

YAENMbHOW MOLHOCTU

PaspeiueHue 12 6ur

besonacHOCTb Tuvn sawmTbl No kKoagpthuumneHTy-anekTponposogHocTu (CF)

Aarunx IKI' nnopa (FECG)

Awana3oH namepeHuin

30 to 240 cc/muH

TouyHocTb

+ 1 cc/muH BHe ananasoHa 100-180 cc/mMuH

CwurHanbi Tpesorn

Te xe, To n gna Y3 gamiunka

NMonasneHuwe nomex oblero
pexuma

He xyxe 66 b B npeaenax Nonock NPONyckaHUA curHana

BxogHow umnenaxc

10 MOm

[OvanasoH BxogHoro curHana

Ot 30 mxB go 500 mkB
OT NUKa K NUKy {(MakcumanbHas aMnauTy4a)

CwmeluyeHue no NOCTOAHHOMY
TOKY

+ 2 B 0buin pexum
+ 300 mB nepenag

duana3oH obuiero pexxvma

+ 20 B npu 4acToTe ceTeBoro nuraHus

NMomexu

<10 MkB 0T Nuka K NUKy NO OTHOLIEHWNIO-K BXOQHOMY
curHany

BesonacHocTb

Twn sawmThl No KO3 UUMeHTY anexTponposoaHocTn (CF)

Peructpanus MH B PocagpaBHagzope
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@emanbHble MOHUMOPKI cepuu Sonicaid FM800 Encore. Pykogodcmeo nonb3oearmens

AKTMBHOCTbL MaTKM (BHewHee Toco)
[dvana3oH namepeHun 0—-100 oTHOCUTENDbHLIX €aAVHuY

YyBCTBUTENBHOCTD 100% OTKIOHEHWe Ha NOMHYIO WKany (FSD")
aksusaneHTHoe 120 r

[vanasoH usMeHeHus HarpysKku +100r
ABTOMaTH4ecKasn ycTaHoBka Hyns  CpefcTtea pyyHON 1 aBTOMaTU4ECKOW YCTAHOBKM

besonacHocTb Tvn 3awmThl NO KO3PPULMEHTY INEKTPONPOBOAHOCTH
(CF)

AKTUBHOCTb MaTku (BHYyTpUMaTO4YHOE AaBNeHUe)

Hatunkmn Tuna Intran Plus (wnu moGoi npeasapuTesibHO
OTKanMOpoOBaHHbIA JaTYMK)

[IMana3soH faBneHms 0-100 mm Hg / 1-15 «la (no BuiGopy nonb3oBaTens)

YyBCTBUTENBHOCTD SmB/B/mmHg

TouHocTb +5%

besonacHocTb Twn 3awmTbl NO KoadduymeHTy snekTponposogHocTu (CF)
YCC v IKI' maTtepu

[dvanasoH namepeHunia 30-240 cc/muH

TouyHoCTb 1 cc/MuH

CwvrHanbl TpeBomm:
Bbicokasi U Hu3kas UCC  30-240 cc/MuH
[ToTeps curHana

BesonacHocCTb Tun 3awnThl no koadduumeHTy anekrTponposogHocTu (CF)

* FSD = Full-Scale Deflection - otxnonenye na TONHYIO HIKATY.

..................................................................................................................................
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@emanstbie MOHUMOpPs! cepuu Sonicaid FM800 Encore. Pykoeodcmso none3o8amerns

ALl maTepu
MeTop OcuunnomeTpudeckuin
[duanasoH namepexun CA[] 50-280 mm Hg

OAL 10-260 mm Hg
Mynbc 40-240 cc/muH
ToyHOCTb 1 2% wnu 3 mm Hg, koTopoe Boile
PyuHow u asTomarnueckuii
Boibupaembiii nonb3osarenemM uHTepean B aBTOMaTU4eCKOM

Pexumbl .

pexume:

3, 5, 10, 15, 20, 30, 45, 60, 90 nnn 120 MukyT
3anuck n otobpaxeHue OToOpaxaercs Ha akpaHe u pacneyaTbiBaeTCs:

e Cucronuuecoe Al

o [lnacronnueckoe All

e Yacrotanynbca

PacnevatuiBaercs:

e YcpeaHeHHoe 3HaveHue ALl (Mean arterial pressure)

[MpnumevaHue: YcpeaHeHHoe 3HadeHne Al He nokasbiBaeTCA B MOHUTOPAX, NOCTaBIISiEMbIX B
CLWLA u Kanapgy]

CwurHanbl TpeBsoru Beicokoe CALl: 55-255 mm Hg
Huakoe CALL: 50-250 mm Hg
Beicokoe: 35-220 mm Hg
Huzkoe JAL: 30-215'mm Hg
Cucrema: yTEUKW BO3AyXa, nepemeuieHme,

13bbITOMHOE gaBnexHue
besonacHocTb Twvn 3awmTol
no koacpcpuLmeHTy anekrponposogHocth (CF)
Opraxbl NpOrpaMMHOFG ¥ annapaTHOro ynpasneHus pabotaior
A0 Npeaernos:
e [lasneHue (makc. 300 mm Hg)
e Bpems uamepenusi(makc. 160 cex.)
CranpapTb! ANSI / AAMI SP10-1992

Perucrpanus MU B Pocagpasrapgsope
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®emansHbie MOHUMOpPLI cepuu Sonicaid FM800 Encore. Pyxoeodcmeo nonb3oeamens

OxkcumeTpusa matepm
Twun gaTymka Tuna BCI (dbupma Smiths Industries) 3444 ManbueBon gaTyuk

n@ He ucnonb3oBaTtb AaT4MKUu OKCUMETPUK MaTepyu NPy BbINONTHEHUN
MarHUTHO-pPe30HaAHCHOr0 CKaHUupoBaHus. HaBeAEHHLIA TOK MOXeET BbI3BaTb
oxor. OKcumeTp MOXeT OKa3aTh BiIMsIHUE HA OTOGpaXeHne MarHuTHoOro
pe3oHaHca (AMP), a AAMP-roMmorpac MoXxeT okasarb BIUSHUE Ha TOYHOCTb
nokKasaHMi OKCUMeTpa

MHTepBan HacbileHus (KpoBu
KUCnopoaom) 1-100% SpO.,

ToyHOCTb U3MepeHUs Hacbillehuss | £ 1 cpeHeKkBagpaTU4ECKOro OTKNOHEHUs
HOpMarnbHOro pacnpeaeneHus,

BHYTPW AnanasoHOB:

70-100%  * 2 3Haka (digits)

50-69% + 3 3Haka

0-49% He onpeAeneHo

Auana3oH usmepeHus nynsca 20-250 cc/mnH

ToyHOCTb U3MEpeHus nynsca + 3 cc/MuH

3anucb u otobpaxeHue OtobpaxaeTcs Ha akpaHe U pacneyarbiBaeTcs:
% SpO2 matepu
YccC

CwurHanb! Tpesorn Huskoe u Bbicokoe: 0~100% SpO;

Moreps curHana: . nynbc unu K

""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" Crp. 1001 114
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QemansHble MOHUMOPLI cepuu Sonicaid FM800 Encore. Pykogodcmeo roni3oeamens

16.4 Opranb! ynpasneHus

flpocTble chyHKUUN KHonku ynpasneHus Ha nepegHen naHenu:
e BrrioueHne-BbIKNIOYEHNE NUTAHNA
e YBenuyeHne-yMeHbLiieHUe rpOMKOCTU 3BYKOBOTO cUrHana
e Buibop ayauo kaHana (Audio channel)
e Hynesoe Toko unu BHyTpumMaTouHOE aasneHune
e BrrnioueHue-BuiKNtoveHue npuHrepa
e YckopeHue paboTb! npuHTepa
o KnuHuyeckuit mapkep ukcaLmm ABUXEHUA nnoaa

DYHKLMM BbICOKOTO YPOBHSI 10 nporpaMMHbIX KHOMOK Ha 3kpaHe aucnnest

16.5 NpuHrep

MevaTaiouian ronioBka npuHTepa - |'Toncrasa nneHka 128 mm

Pa3speleHue nevatu 8 To4eK Ha MM

1, 2, unun 3 cM B MUHYTY (N0 BbIBOPY Monb3oBaTens)

CkopocTb NpuHTEpa =
10 CM B MUHYTY B pEXUME YCKOPEHHOW NeYaTu

bymara O6biuHas Tepmobymara, chansLoBaHHasn, 45 M anuHon

30-240 cc/muu unm 50-210 cc/mun (no BeiGopy

lkanbl YUCC nnoga
nonb3oBartens)

e HanmeHoBaHue nevebHoro yupexaeHus, Bpems, aara,
PEXUMbl MOHUTOPUHIA, NOTEpPA curHarsna

o IMA nauneHTKn U ee NAeHTU(PUKALUNOHHDLIA HOMEP
(onunoHasnbHo)

AHHOTaLusA

Crp. 101 s 114
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®DemanbHbie MOHUMOpPSLI cepuu Sonicaid FM800 Encore. Pyxoeodcmeo nonbseeamens

16.6 Pasuvemni

lMepenHas navenb

Y3 patyuk 1 ULT1, sBce mopenu
Y3 aatuunk 2 ULT2, Bce moaenu

OKI" matepu / SKI nnopa
(MECG/FECG), Bce mogenm

TOCO/NUP, Bce mopgenu
MSpO,, ans mogenn FM830E

Heunsasusnoe Al (NBP), ans
mogenun FM830E

3agHaa nalenb, Bce Moaenu

CraHgapTtHbi MHTepdenc RS232

NokanbHas BbIMUCANTENBHAACETb

(NBC)

HononHutensHbik pasbem

Nurepdencoi
TenemeTpun

Cucrema

BHelwHre MOHUTOPLI MaTepu

Peructpanua MU B PocanpaBranzope
www.nevacert.ru | info@nevacert.ru

1.0 MI'y YnbTpasBykoBoOW Aatiuk
20

1.0 MI'y YneTpassykoBoi gatumnk
2.0

Otsegenue JOKI matepu unu nnoga

TokoaaTuMK UM AaTHMK-KaTeTep BHYTPUMaTOYHOrO
AasneHvs
Mynbc-okcumepun matepu

HeuHsaausHoe Al matepu

2, N30NnpoBaHHble

1, n3onupoBsaHHan OT-CUCTEMbI LEHTPANU3OBAHHOIO
HabnmiogeHus (CRS)

1, AnNA CUCTEMbI TENEMETPUN

TenemeTpua.no Pumkycy

Sonicaid Centrale

Sonicaid Fetalcare

Cucrema LeHTpanu3osaHHoro Habniogexus Philips
TraceVue™

OrcyrcreyloT

Crp. 102 1 114
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®emanbsHbie MOHUMOPLI cepuu Sonicaid FM800 Encore. Pykosodcmeo nons3oeamensi

16.7 AAmcnnen

lMonHOUBETHLIA XUAKO-KPUCTANNUYECKUA gucnnen no

TexHonorus TOHKOMNEHOYHON TexHonoruw (TFT)

Pasmep 11.5 cm x 8.6 c™m (4.5 ploima x 3.4 aronma)
1

PaspeilicHue ¥a VGA, 320 x 240

Yron o63opa

>160°

OrobpaxxeHme paHHbIX

Y3 patumnkun ULT1 n ULT2

YCC nnoaa (30-240 cc/muH)

CBeToBO# MHAUKATOP YacTOThl nyfbca u Unaukarop

A0OBEPUA

SKI" nnoga (FECG )

HCC nnoaa (30-240 cc/mun)
CBeTOBOW MHAMKATOP YacTOThINysbca

OKI matepu (MECG )

YCC martepu (30—240 cc/mun)
CBeTOBOW MHAMKATOP YacTOTH! Nynbca

Toko (TOCO)

0-100 (oTHOCUTENBHbLIE €AUHULIbLI)

BHyTpumaToyHoe paBnexne
(IUP)

0-100 mm Hg unu 1-15 k1A

HacbiweHue kucnopoaom

MSpO2 Amnnutyga nynbca
Yacrora nynbca
CAAwv AL

HeunsasusHoe A}l (NBP) YacroTa nynbca
All matepn

Perncrpanng MU B Pocagpasransope
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@emanbHble MOHUMOpPL! cepuu Sonicaid FM800 Encore. Pykoeodcmeo rionb3oeamens

16.8 be3aonacHocCTb
i) Monutop FM800E paspabotaH B cooTBeTCTBUM CO cTaHaapTom: EN60601-1 (2005)

i) MoHnuTop oTHoCKUTCA K 06opyaoBaHuio Knacca 1 ¢ 3aWmTHbLIM 3a3eMneHnemM Yepes
BXOoAHOE ceTeBoe nuTaHue. MogknouyeHne MOHUTOpPa K 3a3eMIEHUIO A0SKHO
COOTBETCTBOBaTb MECTHLIM CTaHaapTam 6esonacHocTu. Npu ycTtaHoBKE MOHUTOpA
TEXHUYECKUN CNeuVanucT JAoMKeH NPoBepuTb, YTOOLI HanpsXeHWEe NUTAHUSA HaXoAWNOCh
B Npefenax AuanasoHa, yKkasaHHOro Ha 1abnuuke HanpskeHust NUTaHus.

i) MoHUTOp HE OTHOCUTCH K B3pbiBoDe3onacHbIM YCTPOUCTBAM U HE AOSHKEH
MCnonb30BaTLCA B NPUCYTCTBUM BO3ropaeMbix aHecTeTukoB. OH OTHOCUTCS K 0BbIMHOMY
obopynosaHue (6e3 3awuTbl 0T Bnaru-v 6pbisr), npegHasHaueHHOMY ANA ANUTENbHOW
paboTbl.

iv) MoHuTOp aomxeH o6cnyxuBaTbCA-aBTOPU3OBAHHBIM U KBANWUPULNPOBAHHLIM
nepcoHanom. ®upma Huntleigh Healthcare Ltd He HeceT oTBETCTBEHHOCTH 3a
H6e3onacHoe COOTBETCTBME TEXHUYECKUM YCIOBUSIM, HAEXHOCTb U TEXHUYECKUe
XapaKTepucTuku, ecrnv Mmoaudukaumnsa nnu peMmoHT Obinn BbIROMHEHbI He
aBTOpU30BaHHLIM nepcoHanoM. Npu 3ameHe 3anacHbIX YacTEN AOMKHBI MCNONbL30BaTLCH
TONLKO WAEHTUYHbIE 3an4acTi,

v) [lpu comHeHun B npasunbHon pabote monutopa FMB00E npu paboTte ¢ nauueHTkon
eTanbHble ycnosust A0SMKHbI 6e3 npomeaneHust GbITb APOBEPEHLI anbTepHaTUBHLIM
METO0M BUArHOCTUKW.

vi) KaTeropus sawurbl OT.-NOpaXKeHUs 3NEKTPUHECKUM TOKOM Af1st BCEX T Y
npunaraembiM K naymueHTKe AeTansiM OTHOCUTCA K TUNY 3atyuTbl O ol
ko3 duumeHTy anextponposogHocTu (CF).

vii) YcTaHOBKa 06opyaoBaHus aBnseTcs 06s83aHHOCTLIO NPojaBLUa B NULE KOMIMETEHTHOTO
cneyuanucTta, asTopusosaHHoro upmont Huntleigh Healthcare Lid.

viii) HacTosiee obopynoBaHue He 3aiuLLeHO OT:
a) Bo3aencTBUs yaapa unu paspsaa aegubpunnartopa;
b) BO3AENCTBUS BLICOKOMACTOTHDLIX TOKOB;
c) acbchexta «OGucTypu» (XMpypraueckoro Hoxa) — nMbo YPECKOXKHOMN ANEKTPUYECKON
HepBHOI cTumynsiumein (TENS'), nubo anexTpoxvpyprmu.

" TENS ot Transcutaneous Electrical Nerve Stimulation - upeckoxHas anexTpudeckas HepBHas CTUMYNSLUS.

Perncrpanus MH 8 Pocagpasragsope
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®emarnsHeie MOHUMOPL! ceput Sonicaid FMB00 Encore. Pykoeodcmeo rons3o8amens

ix) [leTanu, NpAMO WUINK KOCBEHHO KOHTAKTUPYIOLLME C NALUMEHTKON, COCTOAT U3 CNeAyIotLmnX
mMaTepuanos:

YnbTpa3syKkoBble faTUNKN MNnacruk anknnbeHsocynogoHaTt (ABS)

BHeLWwHMN ToKogaTink Mnactuk ankunbexnsocynbgoHat (ABS) c
NOKPbITUEM TEPMONNACTUYECKUM INACTOMEPOM

3nexkTpoa AKI nnoga Sonicaid™ HepxaBetowasn cranb

OtsepeHue anektpoaa 3Kl nnopa
Sonicaid™

OnexTpog IKI nnoaa Safelinc™ Hepxaselowasn ctanb
MNonuypetaHoBblit NNacTuk

3oHa okcumeTpun MSpO; — BrnocosmecTumeie
nnacTMacchi

Hepxxasetolwwiast cTanb, peanHa

Katetep uamepeHusi BHyTpUMaTouHOro
Aasnexus

Pemuu gns chmukcauum gatumkos TkaHb 6e3 natekca
Pemeluok HoxHomi nnactuhbl ana K™ TkaHb

Bce petanu, KOHTaKTUPYyIOLLME C MAUMEHTKOW, ABASAIOTCA GMOCOBMECTUMbBIMU U
COOTBETCTBYIOT eBponeinckum HopMam EN30993-1.

16.9 Bonpocs! ynsTpassykoBon 6eaonacHoctu

O6uime ceepeHmn

YnbTpa3ssykoBas aguarHoctuka yxe bonee 35 net ncnone3yerca npyu OTCYTCTBUM
NOATBEPXAEHHbIX OTPULATENbHLIX BO3AEUCTBUM Ha NaLMEHTOB Unu onepaTopos
obopyaoBaHnA Npu TeX-UHTEHCUBHOCTAX M3JTy4YEeHUSA, KOTOPbIE NCNONb3YIOTCS ANs
coBpeMeHHbIX anarHocTnieckmx npubopos. OAHaKO UMEIOLUECA AaHHbIE HEMNb3A CunTaTh
ncyepnbIBaIOLNMKN U.OCTaeTCa BEPOATHOCTb TOro, YTO Buonormyeckoe AenCTBUE MOXET
nposBuTLCA B Gyayuiem.

[Mo3ToMy, N0 MHEHUIO MEAULIMHCKNX U HAY4YHbIX aBTOPUTETOB, BO3EeNCTBME YNbTPa3Byka
LOIDKHO OTPaHUYMUBATLCA MUHUMANbHON JNMTENLHOCTBIO U MHTEHCUBHOCTBLIO, HEO6X0AUMOM
ANs KNUHUYecKkoro-muccnegoBaHua. MNockonbKy TKaHW Noja MOryT okasaTtbes 6onee
YYBCTBUTENbHbIMM K BUONOMMYECKOMY BO3AEUCTBUIO MO NpUYMHE BbICTPOro AENeHns KIeTok,
KpaiHe »enaTeflbHO CBECTU K MUHUMYMY BO3AENCTBUE ynbTpasByKa Ha GepeMeHHbIX.

B HacToslLLee Bpems CyliecTByeT BMoNHe SCHOE €AMHOAYLLUHOE MHEHUE, HTO NpenuMyLLecTBa
pa3syMHOro_UCNonb30BaHWs ynbTPasByKOBO# AMArHOCTMKW NEPEBELLMBAET BO3MOXHbIE
PUCKHW, €CMIN OHW UMeEIOT MecTo. CM. Taike nuTepaTypy:

a) Report No: 24, National Council on Radiation_and Protection: biological effects of ultrasound, clinical effects
and observations.

Oruer Ne 24 HaumoHanbHOro coseta nomany“eHUsIM 1 3atiuTe or Hux. Buonoruyeckoe BoageicTene
yneTpassyka, KnuHudeckue addexrol u-pesynbTarhl HabnoneHui.

b) Ziskin M.C., in World Policies on the Use of Diagnostic Ultrasound in Obstefrics: The American Institute of
Ultrasound Policy and Statement on Safety. Ultrasound in Medicine and Biology 12: 711-714, 1986.
3uckur M.C. Muposbie cranpapTs MCNONL3OBaHUS Y3 AMArHOCTUKM B aKyLLEPCTRE. AMEPUKAHCKMIA
MHCTUTYT CTaHRapToB U HOpM no GeaonacHocTu Y3, B «YnbTpaasyk 8 Meguumue. 12: 711-714, 1986.»
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@emansHbie MOHUMOPBL! cepuu Sonicaid FMB00 Encore. PykosoOcmseo nosib3aeamerist

Mcnonb3oBanne ans aHanus3a nnoga

MonuTtop FM800OE npeaHasHaveH ans HenpepbiBHOrO MOHUTOPUHra cepauebueHun nnoga
BO BpeMs 6epemeHHOCTU U B XoAe poaos. MIHTepnpeTauusa xapakrepa cepauebuenunii nnoaa
nomoraeTt gMarHocTupoBaTtb NPOBneMbl U OCNIOXHEHUA NIOAA U MaTepw.

MunuMmunsaumun o6nyueHnna naumeHTKn

YnbTpa3BykOBOM BbiIxogHoOW curHan moHutopa FM80OE 3apgaeTtcs BHyTpeHHE M HE MOXET
BapbupoBaTbCs onepaTopoM. [INUTenbLHOCTb Xe YNbTPasBykOBOro obnyyeHns HaxoauTcs
NONHOCTBLIO NoA KOHTpONeM onepartopa. B paMmkax MeToauku npoBeAeHUs NCCrnefoBaHns Mbl
pekoMeHayeM NOoNb3oBaTenio NonyyeHne -MakcuManbsHoro obbema AnarHocTUHeCKon
WHbopMaLIiMK 3a MUHUMarbHBIV Nepuos IKCNO3ULUK.

YnbTpa3ByKOBOM BbLIXOQHOW CUrHan

B cooTseTcTBUM cO cTaTbel 4 ctaHgapToB 1157 (EN 61157) monutop Sonicaid FM80OE He
noanexauwmin KOHTPOSIO NO BbIXOQHOMY yNbTPa3BYKOBOMY CUrHasny, NOCKOSIbKy MakCUManbHO
ponyctumble yposHu (MIY) yKasaHHbLIX HUKE TpeX NapaMeTpoB HAXOAATCH HWKe Npeaenos,
yKa3aHHbIX B cTaTbe 6 CTaHAapTOB, a UMEHHO:

MNapameTp [penen may
MukoBas oTpuuaTenoHas nasneHvne <1 MMa 25 klla
BbixogHas uHTEHCUBHOCTE Myuka (lop), NO YAENbHOM < 20 MBT / cm? 0.5 MBT / cM2
MOLLHOCTH )
lMpocTpaHCcTBEHHO-NUKOBAS YCPEAHEHHAN NO BPEMEHW <100 MBT/cM? | 3 MBT / oM?
WHTEHCUBHOCTb (lspta), MO YAENBHOM MOLHOCTH

N3mepeHusi MOWHOCTY BbINONHEHbI HaLmuoHanbHoit ousnueckoin nabopartopuen.s
TepaunHrtone (Muancexc, flongoH, Benukobputauus) B cootseTcTBumn ¢ Metogukon NEMA
UD-2 (2004).
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QemansHble MOHUMOpPL! cepuu Sonicaid FM800 Encore. Pykoeodcmeo rnons3o8amens

MpunoxeHune 1: BHelwwHne coeaAVHEHMA

Murepcdhencour RS232:

9-koHTaKTHble rHe340Bble pasbeMbl TUNa D, ¢ nsonsyuen otaenbHbiX KOHTakToB 40 500 B
nepeMeHHOro Toka.

Monutop FM8B0OOE umeeT aBa nocneposaTtenbHbiX NOpTa CO CTAHAAPTHLIMMHTEepgencom
RS232 ans cBA3u € TakMMK BHELHUMW YCTPOWCTBaMM, Kak:

Mopt Ha3HauyeHue
LleHTpansHas cucrema
HabmopeHua (CRS) WHTepenc K LeHTpanbHON CTaHuMK HabnwaeHus —
m HanpumMep, k Sonicaid Centrale, FetalCare u T.n.
NnoMeYeH Kak )
Brewhmi 1 (E)::;;) 3ape3epsupoBaHo (UHTepdeiic K BAEILIHEMY OKCUMETPY

CoeauHeHNs KOHTaKTOB:

KonTtakr Curnan Beoa-suiBOA
1
2 Rx Bsopg
3 Tx BoiBog
4
5 U3onuposaHHas HelTtpanb-(0 B) | OnopHbiid
6
7
8
9

Pazbem oTMeTYMKa lMeBeNneHus NNoxa
He3posoit pazbem 1/4"

CoenuHeHMA KOHTaKTOB:

TN KOHTaKTa Curuan

1 Hakoxeunuk | MNepekniovyarens

2 Konbuo CxeMHas «3eMns» (Yepes nepeknioyaTtens)

3 Pykas KopnycHas «3emnsay, yepe3 aHTUCTATUHECKYIO CXEMY
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QemarnbHble MOHUMOpPSLI cepuu Sonicaid FMB00 Encore. PykosoOcmeo nosib3oeamersis

Murpedenc JNIBC (LAN):

UuTepdenc nokanbHoi BbivucnutensHon cetu (J1IBC) sisnseTca HeobsizaTenbHbIM
cpeacteoM. OH nossonseT nogknovate MoHutop FMBOOE k LieHTpanbHo# cucteme
HabniogeHns Yyepes cTaHaapTHyio kabenbHylo ceTs ¢ npoTtokonom Ethernet ¢ nponyckHoi
cnocobHocTbio 10/100 Mbut/c. Ucnonb3oBaHue Takoro uHTepgeinca No3BoONseT, Takum
06pa3om, 3HaUMTENBHO YBENUYUTL PACCTOSTHUE MEXY ABYMS CUCTEMaMW, & CBA3b MOXET
OCYLEeCTBIIATLCA NO CYLLECTBYIOWEN BHYyTPUOOBLEKTOBAs CETU CBA3WN, UCMOMb3Yys Npu
HEeobX0A4UMOCTHN CTaHAapTHbIE MapLLPYTU3aTOPbl UM KOMMYTaTOopbI.

Mepepn noaknioveHnem moHutopa K JIBC emy gonxeH 6biTb npucBoeH IP-agpec, KoTopbii
coBmecTum ¢ JIBC neuebHoro yupexaeHus. YCTaHOBKa NnapaMeTpOB U KOHUrypuposaHue
ceTeBbIX COeAVHEHUA npeanonaraeT 3HaHe ceTeBOW KOHMUIypaLmm U ceTeBblX YCTAHOBOK,
NoaToOMy pekoMeHAayeTcs nopyyartb 3Ty paboTy npeacraBuTensaM CepBUCHO cryxObl
dupmbl Huntleigh.

Te nonb3oBaTtenu, kKoTopble NpeanonaraloT BbiNONHKUTL 3Ty paboTy caMOCTOSATENLHO, MOTYT
nonyynTb AokymeHTauwio B CepsucHon cnyxbe pupmil Huntleigh Healthcare.

Ans BKIIOMEHUS pEXUMa CeTeBoro uHTepgeica HeobXxoaUMo BhIMONHWUTL OrnepaLuu:

> SETUP > HAYAJIbHAA YCTAHOBKA

> SYSTEM SETTINGS > CUCTEMHbLIE YCTAHOBKU

> enter access code (2755) > BBECTM KOA AocTyna (2755)

> HOST CRS INTERFACE > UHTEP®ENC INMABHOMN CUCTEMGI
UEHTPAJIMSOBAHHOIO HABJMKOAEHUA

> NETWORK HP 50 > CETb HP 60

> EXIT (3 pasa Bo3Bpar k-OCHOBHOMY 3kpaHy) > BbIXO/] (3 pasa Bo3Bpar kK OCHOBHOMY
3KpaHy)

BbikniouuTb NUTaHue MOHWUTOpa, NoaoX4aTh 30 CeKyHfi, 3aTeM BHOBTb BK/TIOYUTb MOHUTOP.
YcTaHOBKM akT MBUPYIOTCA TONMbKO Nocne BKNIOYEHUA-NMNTAHNA.

Mpumeuanue: [pn-ocyulecTBneHun CBA3N Yepes CTaHaapTHoIR uHTepdeinc RS232 kaxnas
KOWKa COOTHeCeHa C yHuKanbHbiM HoMepoM nopTa LleHTpanbHo# cuctemsl
Habriogerus. 310 03HAYAET BO3MOXHOCTL NEPEMELLIEHUSt MOHWUTOPA OT KOMKN
K'Konke, npw atom LleHTpanbHas cuctema Habniogexus 6yaeT koppekTHo
COOTHOCUTL NONy4YaeMmble faHHbIe C KOHKPETHOW KOMKONA.

JAna cnyuast Xe ucnonb3oBaHus ceTu ¢ nNpoTokonom Ethernet kaxxaasa Touka
coeauHerus J1IBC naenruyHa, nostomy LieHTpansHas cucrema Habniogenus
He MOXET COOTHOCUTL KOHKPETHYIO KOWKY C MHAMBWAYaNbHOW TOUKON
CoeAnHEHNA. JTO 03HAYAET HEBO3MOXHOCTb NEepeMeLLEHNs MOHUTopa OT
KOWMKM K Kovike 6e3 npoBEREHUN NpeasapuTenbHOM pekoHgUrypauum v
NPUCBOEHUS 3HaYeHUsi COOTBETCTBYIOLLEMY NopTy B LieHTpanbHas cuctema
HabniogeHus
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@emanbHbie MOHUMOPL! cepuu Sonicaid FM800 Encore. Pykoeodcmeo nonb3oeamers

Mpunoxenue 2: Npo6nemsbl, CBA3aHHbIE C BaTunKaMn

lMpuBoaNMbIE HUXE TECTbl NO3BONAIOT YOEeANUTLCA B TOM, €CTb NI HEMCNPaBHOCTU Y3
Aatymka. Ecnyv HencnpaBHOCTL MMeeT MecTo, To crnieayeT obpaTtuTbes B CepBUCHYIO cnyxbe
¢upmbl Huntleigh Healthcare Ltd unu k ee aBTopn3oBaHHOMY areHTy No CepBUCHOMY
obcnyxusanuio.

MpensapurenbHble gencTBUA

1 NoacoenunuTs Y3 aatimnk kK moHutopy FM800E.
2 Bknountoe moHutop FM80O0E.

3 BeibpaTb Tpebyemblit ayano kaHarn.

4 HacTpouTb rPOMKOCTb Ha TpebyeMblli YpOBEHD.

Mposepka cucremsl

1 Bosbmute aaTumk Y3U B pyky Tak, 410661 nMUeBan YacTb Oblna HanpasneHa k NagoHu.

2 MNanbuem Apyro# pyku NOCTY4UTE-AO ThifIbHON CTOPOHE NaaoHu, Habniogas npu aTom 3a
Avarpammon Ha moHutope. Flpu HeobxogMMoCTU ncnonb3yrUTe BOAY UMK renb Ans
NONyYEHUs NyYLLEro KOHTaKTa fIafoHN C faTHUKOM.

3 YbepuTtech B TOM, 4TO ayAnO BbIXOA, UMNYNbCHAS NaMnoyKa U perncTpupyembii rpaduk
Ha moHutope FM800E cuHxpoHU3nMpoBsaHbi ¢ NocTykMBaHueM nasnbua.
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®emanbHble MOHUMOPbLI ceput Sonicaid FMB800 Encore. Pykoeodcmeo nons3oeamerns

MNMpoBepka ynbTpa3ByKOBOro aarymKa

Kpuctannuueckue AeTeKTOpbl AaTYMKa MOXET ObiTb NOBpeXOeHbl Npu nageHun. Ecnu oavu
W HECKONBKO KPUCTaN0B NOBPEXAEHbI, TO 3TO MOXET NPUBECTU K TOMY, 4TO 0OpasyeTcs
HEYyBCTBUTENbHbIE 061acTU Ha MOBEPXHOCTU AETEKTOPA, KOTOPLIE CHKAIOT
YYBCTBUTENbHOCTbL AaT4uKa.

MonoxeHune kpucTannu4eckux AeTEKTOPOB MOKA3aHO Ha PUCYHKE C 06paTHOW CTOPOHBI
paryuka:

Ins nposepku paboTbl OTAENBHONO KPUCTANUTMMECKOTo AeTekTopa Heobxoaumo:

1 BoigaButb HebonbLLOE KONUYECTBO aKyCTU4ECKOTO refig Ha NIMUeBylo YacTb KaXgoro
Kpuctannu4eckoro getekropa.

2 Nepemelyats TIOBUK C renem BBEpX-BHU3 MO KOKAOMY KpUCTANIIMHECKOMY AeTEKTopy,
Kacasicb ero TiooukoM. Y6eauTbest B TOM, YTO ayAKO CUrHan CUHXPOHN3UPOBAH-C
ABWKEHNEM TI0OMKa.
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@emaneHbie MOHUMOPb! cepuu Sonicaid FM800 Encore. Pykoeodcmeo nonb3geameris

NMopgxniovyenune 6noka 6ecnposogHoik TenemerTpun T800

1. Y6epautech B TOM, YTO NPUEMHANA aHTEHHA HaBEXHO 3aKpeniiena C CoOeauHUTENEM Ha
3aaHen naHenu 6noka TenemeTpum.

2. Moakniouute kabenb NUTaHWA OT ceTeBast PO3ETKU K COSAUHUTENIO NMUTAHUA Ha 3aaHei
navenu 6noka.

3. Tot koHe kabens AaHHbIX, KOTopkIA noMeveH kak T800E, scTasbTe ®'> CTG
B 15-koHTaKTHLIA pasbeM ‘D’ Ha 3agHel naHenu 6roka.

4. ipyrow KoHel, aToro kabens, nomeyeHHbINn kak FM800, ectasbTe B RImkus
15-koHTaKTHBLIA pa3tem ‘D’ Ha 3agHei naHenu moHuTopa FMB0OE.

5. [lo Havana paboTbi ybeaurechb B TOM, YTO AATYUKN BCTABNEHbLI U NONHOCTLIO 3AapShKEHb!
(ana 3apsna Tpebyetca ot 3.40 4 yacos).

bartapes 3apskaerca (PKénTwii)

Bartapes nonHocTLIo 3apsxeHa (3eneHblit)

Crp. 111z 114

Pernctpauna MU e Pocanpaeransope
www.nevacert.ru | info@nevacert.ru



®emanbHeie MOHUMOPSI cepuu Sonicaid FM800 Encore. Pykoeodcmeo nofnb3oeamerns

Moxuutopunr YCC nnoga w akTUBHOCTH MaTKM

1. OtcoeguHute gatiunku 6noka tenemetpun T800. Ha gucnnee monuTopa FMSOOE
NOsIBNSIETCA CUMBON aHTEHHbI, O3Ha4alowwmuin «<becnpoBofHble AaTynMku B paboTe».

2. [Insi monnTopurra YCC nnoga onpeaenure MecTo U nonoxeHue nnoaa. Haxdecure rensb
Ha pabouylo noBepxHOCTb gaTHuka. Hanoxure gaTunk Ha )XUBOT Takum obpasoM, 4Tobbl
AoNy4YnTb ONTUManbHLIA 3BYKOBOW CUrHan cepauebuenuit-3akpenure nonoxexHue
AaTynKka peMHeM.

3. Y6eputech, 4yto cepauebreHns nnoga oTHETANBLI W YTO OHM OT/IUMAIOTCSE OT
cepauebueHnin maTepu, permcTpupyeMbix ¢ 3anscTbsi MaTepu. KayecTtso curdana UCC
nnopa otobpaxaeTcs B.popme «Oblolterocsa» cepaua (cm. pasgen 5.4).

4. HacTtpounTe rpoMKOCTb ‘cepauebueHns nnoga Ha xenaeMbii ypoBeHb ©¢}' @fﬂ*

5. Ins usmepeHns akTMBHOCTU MaTKuU HanoXuTe TOKOAATUMK nocepeauHe
Mexay AHom marku (fundus) 1 nynkom (umbilicus) 1 3adukcupynTe peMHeM;

6. YcTaHOBUTE TOKOAATYMK B HOMb. Y6eauTech, UTo MaTka HeHanpshKEHHast, %o
3aTeM HXMWUTE PO30BYI0 KHOMKY OBHYNEHUS-3HaYEHNA TOKOAATUMKAE.
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@emanbHble MOHUMOPb! cepuu Sonicaid FM800 Encore. Pykoeodcmeo nonsk3oeamens

16 TexHuYeCcKNEe XapaKrepnuCcTUKn
16.1 ®u3nueckmne XapakrepucTUKM U YCJIOBMA OKPY Kalolllen cpeabl

Pu3nveckKkmne XxapaKTepmuCcTukm

BbicoTa (Bce mogesnw) 186 mm (7.3 gronma)

[nuna (Bce moaenu) 358 mm (14.1 glonma)

Wupuna (FM820E) 363 mm (14.3 gloima)

LLiupuna (FM830E) 392 mm (15.5 gronma)

Bec (FM820E) Bec 6pyrTo 18 Kkr (BKNIOYAA AATYMKM W TN.)
Bec HeTtT0 15 KT

Bec (FM830E) Bec 6pyrTo 19 Kkr (BKNIOYAs AaTYMKW W T.N.)

Bec HeTTO 16 KT

PexomeHpoBaHHble yCnoBua pabortbl, XpaHEeHUs U TPAHCNOPTUPOBKM

Pabouyas Temneparypa ot +10°C go +35°C

Temnepartypa xpaHeHus U

TPaHCNOPTUPOBKU ot —20°C po +50°C

Pabouee naBneHue ot 68 no 106 klla (680 ao 1060 mB)

[aBneHune xpaHeHus n

TPaHCNOPTUPOBKK ot 68 no 106 klMa (680.a0 1060 mMB)

Pabo4as BnaXHocTb o1 10% 80 75% oTHOCUTEnbHOK BNAaXXHOCTW, 6e3
KOHAeHcauum

BnaxHocTb xpaHeHus u oT 10% o 90% 0THOCKUTENLHOK BRAXHOCTK, 6€3

TPaHCNOPTUPOBKK KOHAEHCcaLun

16.2 HanpsixeHmne nuraHua u npenoxpaHMrenm

HomuHanbHoe Hanpsxexue
nuTaHus no nepemexHHomy Toxy  100-120 B, 220240 B, 5060 Ny

Mpegoxparurenn Makc. pabounii Tok nnaskoro npegoxpanurens 2.5 A
(T 2.5°A HBC) ans Bcex BXOAHbLIX HAMPSHKEHWA

HomuHanbHas MOLWHOCTb 100-BA
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@emarbHbie MOHUMOPDLI ceput Sonicaid FM800 Encore. Pykoeodcmeo nonb3oeamerns

16.3 darumkn

Y3 parumk

[vnana3oH uamepeHun Ot 30 po 240 cc/muH

ToOYHOCTb + 1 cc/muH BHe ananasoHa 100-180 cc/MuH

CurHanbl TpeBoru Boicokas u Huskaa YCC nnopa: ot 30 no 240 cc/muH
MNotepsa curHana: % notepb B nocnegHne 5MuHyT

Pexxum [pamon nmnynbcHbid Jonnep
Yacrora nosropeHusi 3.0 kl'y

YacrtoTta 1.0 MI'y (3eneHbii)

Hasnexue (P-) <1 MMa

BbixoaHas MHTEHCUBHOCTL

nyyka (lop) NO yaEnbHON <20 MBT7 cm?

MOLHOCTH

MpocrpaHcTBEHHO-NUKOBAsA

ycpefHEeHHas No BpeMeHn 2

UHTEHCMBHOCTD (lspta), NO <1§LmBr/ cm

yAE€NbHOW MOLLHOCTH

PaspelueHue 12 6ur

BesonacHocTb Twn sawuTbl N0 ko3athpuumeHTy anekTponposogHocTu (CF)

Aarunx IKI nnoga (FECG)

[dvana3oH nsmepenui 30 to 240 cc/muH

TovHOCTb * 1 cc/MuH BHe ananasoHa 100-180 cc/muH

CurHanbl Tpesoru Te xe, To n ans Y3 Aarymka

MNMopasneHue nomex obiyero

pexuma He xyxxe 66 ab B npeaenax nosnocsl NponyckaHus curHana
BxoaHo# umnepgaHc 10 MOm

Onana3oHn BXxoqHOro curHana Ot 30 mkB go 500 mkB
OT NKKa K NUKY (MakcumanbHas amnnutyna)

CwmelleHne no nocToAHHOMY + 2 B obwyuin pexum

TOKY + 300 mB nepenag

[vanasoH obuwero pexuma + 20 B npu 4acToTte ceTeBoro NUTaHuA

MNomexu <10 MkB o1 MuKa K nKy No OTHOLIEHW!IO-K BXOAHOMY
curHany

BesonacHoctb Tun 3awuTbl No K03cbpuLMeHTy anekrponposoaHocTu (CF)
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®emansHble MOHUMOPs! cepuu Sonicaid FM800 Encore. Pyxoeodcmeo nons3oeamens

AKTUBHOCTbL MaTkn (BHewHee Toco)
[vana3oH namepeHun 0-100 oTHOCUTENbHLIX €ANHULY

YyBCcTBUTENBLHOCTL 100% OTKNOHEHUe Ha NONHYIO WKany (FSD)
3keuBaneHTHoe 120 r

[AvanasoH U3MEHEeHUst Harpysku +100r
ABTOMaTUYecKkasn ycTaHoBKa Hyna  CpefctBa pyvHOW U aBTOMaTU4eCKOW YCTaHOBKU

BesonacHocTb Twvin 3aWuThl NO KO3PULIMEHTY INEKTPONPOBOJHOCTH
(CF)

AKTUBHOCTb MaTtku (BHyTPUMAaTO4YHOE faBrieHue)

HAatyukn Tuna Intran Plus (wnn nio6oi-npegsaputensHo
OTKanMbpoBaHHbIW [ATYUK)

[IManasoH faBneHms 0-100 mm Hg / 1-15 klMa (no Bbibopy nonb3osartens)

YyBCTBUTENBHOCTD SwmkB/B/mmHg

TouHoCTb +5%

besonacHocTb Tun 3awmTbl no koaddpuumeHTy anexkTponposogHocTu (CF)
YCC n IKI maTepu

[Avana3oH usmepenun 30-240 cc/muH

TouHocTb +1 cc/muH

Curnanbl Tpesoru:
Buicokas u Huskas YCC  30-240 cc/muH
MoTteps curHana

BesonacHOCTb Twvn 3aumTsi Nno koadduumeHTy anekrponposogHoctu (CF)

* FSD = Full-Scale Deflection - oTk/loBeHHE Ha NONHYIO WKATY.

..................................................................................................................................
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®emanbHbie MOHUMOPLI cepuu Sonicaid FM800 Encore. Pykoeodcmeo nonb3oeamens

Al matepm

MeTopn
[wana3oH nsmepeHui

ToyHOCTb
Pexumbl

3anuck n oTobpaxeHue

Ocuunnometpuyeckuin

CA/[] 50-280 mm Hg

OA 10-260 mm Hg

Mynbc 40-240 cc/muH

+ 2% wnu 3 mm Hg, KoTopoe Bbile

PyuyHoi n aBToMaTnyeckum

Buibupaemblit nonb3osaTtenemMm nHTepsan B aBTOMaTU4ECKOM
pexvime:;

3, 5, 10, 15,120, 30, 45, 60, 90 unu 120 MunyT
OTtobpaxaerca Ha aKpaHe 1 pacneyarbiBaeTCs:

e Cucronuyecoe Afl

e [lnacronuyeckoe Afl

e YacroTa nynbca

PacneyaTbiBaeTcs:

e YcpegHeHHoe 3Hadenue All (Mean arterial pressure)

[Mpumevanne: YcpeaHeHHoe 3HadeHue Al He nokasbiBaeTcs B-MOHUTOpaX, NOCTaBNSAEMbIX B

CLIA v Kanapy]

CurHansi TpeBsoru

be3onacHocTh

CraHpapTbl

Peructpamus MU & Pocagpasransope
www.nevacert.ru | info@nevacert.ru

Beicokoe CALL: 55-255 mm Hg

Huskoe CALL: 50-250 mm-Hg
Beicokoe: 35-220 mm Hg
Huakoe JAL: 30-215'mM Hg
Cucrema: yTeuku Bo3gyxa, nepemeteHue,

n3bbiToMHOE faBneHue
Tun 3awuTol
no koagduumeHTy anekrponposoaHocTu (CF)
OpraHbl NporpaMMHOIO U annapaTHOro ynpasnenusi paborator
00 npeRenos.
e [lasneHue (Makc. 300 mm Hg)
o Bpems usmepenus-(makc. 160 cek.)
ANSI / AAMI SP10-1992



®emaneHbie MOHUMOPLI cepuu Sonicaid FM800 Encore. Pykoeodcmeo nons3oeamens

OxcumeTpus marepm
Tun paTynka tuna BCI (dbupma Smiths Industries) 3444 MNanbueBon gaTyuk

@D He ncnonb3oBarb faTtynku OKCUMETPUU MaTepy NPU BbINONHEHUN
MarHMTHO-Pe3OHAHCHOro CKaHupoBaHuA. HaBegEHHbIN TOK MOXET BbI3BaTh
oxor. OKcuMeTp MOXET OKa3aTb BIMsiHME Ha OTOOpaxXeHue MarHUTHOro
pe3oHaHca (AMP), a AAMP-tomorpadg MoxeT okasatb BIMAHUE Ha TOHYHOCTbL
nokasaHuu oKcumeTpa

WHTepBan HacbiLLeHUs (KpoBu
KUCNOpoaoM) 1-100% SpO2

ToyHOCTb U3MEpeHUs HacbileHns | £ 1 cpefHeKBaapaTU4ECKOro OTKNOHEHUS!
HOPManbHOro pacnpeaeneHus,

BHYTPU AUana3oHOB:

70-100%  * 2 3HaKa (digits)

50-69% + 3 3HaKa

0—49% He onpeaeneHo

AuanasoH uamepeHus nynbca 20-250 cc/muH

TO4YHOCTL U3MEpPEHUA Nynbca + 3 cc/MuH

3anucb n otobpaxeHune OtobpaxaeTcs Ha 3KpaHe U pacneyaTbiBaeTCH:
% SpO2 matepu
4CC

CurHanbl Tpesoru Huskoe u Bbicokoe: 0-100% SpO;

MoTteps curdana:  nynsc unu IKI

"""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" Crp. 100 m 114
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QemansHbie MOHUMOpPbL! ceput Sonicaid FM800 Encore. Pykosodcmeo nonpb3ogamerns

16.4 Oprans! ynpasneHuns

MpocTble yHKUMM KHoMnkv ynpasneHun Ha nepefHen naHenu:
o BknioueHue-BbIKIIOHEHWE NUTaHNA
e YBenuyeHne-yMeHbLUeHne rpPOMKOCTM 3BYKOBOIO cUrHana
¢ Buibop ayauo kanana (Audio channel)
e Hynesoe Toko unu BuytpumarouHoe aasneHve
e BknoueHue-BbIKNIOMEHNE NPUHTEPa
e Yckopenue paboTbi npuHTepa
o KnuHu4eckun mapkep ukcauuum OBMKEHUA nnoaa

DYHKUUM BLICOKOIO YPOBHSA 10 nporpaMmHbIX KHONOK Ha 3KpaHe aucnnes

16.5 NMNpunrtep

NevaTaloujas ronoska npuHTepa

ToncTtast nneHka 128 mm

PaspeuweHne neyatu

8 Touek Ha MM

CkopocTb npuHTEpPa

1, 2, wnn 3 cMm B MUHYTY (MO BLIBOPY Nonb3oBaTens)
10 CM B MUHYTY B peXUME YCKOPEHHOW NevaTu

bymara

O06biMHas Tepmobymara; canbuoBaHHas, 45 M aAnuHon

Wkansw YCC nnoaa

30-240 cc/muH nnu 50-210 cc/muH (no BuiGopy
nons3oBarens)

AHHOTaUuA

e HavnmeHoBaHue nevebHoro yupexaeHus, spemsi, garta,
pPEXUMbl MOHMTOPUHER, NOTEPS CUrHana

e VMsa nauneHTKu n ee naeHTUpUKaLUNOHHBLIR HOMEpP
(onunoHansbHo)

Perucrpanua MU B PocagpaBrapsope
_ www.nevacert.ru | info@nevacert.ru
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Q@emanbHbie MoOHUMopL! cepuu Sonicaid FM800 Encore. Pykosodcmeo nons3oeameris

16.6 Pasvemsl

MepenHan navens

Y3 aatumk 1 ULT1, sce mopgenum
Y3 patumnk 2 ULT2, Bce moagenn

IKI matepu / OKI nnoaa
(MECG/FECG), Bce mogenu

TOCO/IUP, Bce mopenu
MSpO,, ans mogenu FM830E

HeunusasusHoe A} (NBP), ans
moaenu FM830E

3apHana naHenb, Bce Moaenu

CraHpapTHbi nHTepdgeinc RS232

NokanbHas BbIMMCIIUTENbLHAS CETb

(NBC)

[ononHurenbHbin pasbem

Wnrepdencnl
TenemeTtpus

Cucrema

BHewHne MoHUTOPLI MaTepu

Perucrpamina MH & Pocappaﬁﬂauaope
www.nevacert.ru | info@nevacert.ru

1.0 MMy YnbTpassykoBO#h AaT4mK
2.0

1.0 MMy YnbTpassykoBoh aatimk
2.0

OTBepenne JKI matepu unun nnoga

TokoaaTumk unu aatiuk-katetep BHYTPUMATOYHOro
AasnexHns
[Mynsc-okcumepust Matepu

HeunnsaaunsHoe A/l matepu

2, N30NNpOBaHHbIE

1, M30nNMpoBaHHast OT-CUCTEMbI LIEHTPaNnuU30BaHHOTO
HabnogeHusi (CRS)

1, ans cuctemb! TenemeTpun

TenemeTtpus-no Pumkycy

Sonicaid Centrale

Sonicaid Fetalcare

Cucrema LieHTpanu3sosaHHoro Habniogenus Philips
TraceVue™

Otcyrcrayior

S Crp. 1023 114



@emansHble MOHUMOPSL! cepuu Sonicaid FM800 Encore. Pykosodcmeo nons3oeamertsi

16.7 OAncnnen

[MonHOUBETHbLIN XXUAKO-KpUCTaNNMYeCckuit gucnien no

TexHonorus TOHKONNEHOYHOW TexHonoruw (TFT)
Pasmep 11.5cm x 8.6 cm (4.5 goima x 3.4 groima)
P Y2 VGA, 320 x 240

aspetiueHue

Yron o63opa

>160°

Orob6paxeHue gaHHbIX

Y3 gatunkn ULT1 m ULT2

YUCC nnopa (30-240 cc/mun)

CeeToBOW WHOWKATOP 4acToTbl NynbCa n MH,EWIKaTop

aosepus

9Kl nnoga (FECG )

YCC nnoaa (30-240 cc/mun)
CBeTOBOW MHAUKATOP YacTOTbi NyNbca

3KI' matepu (MECG )

YCC matepu (30—-240 cc/MuH)
CBeTOBON MHAKKATOP YacTOTHI Nysfbca

Toko (TOCO)

0-100 (oTHOCUTENbHBIE €ANHULIbI)

BHyTpumaTouHoe gaBnexue
(IUP)

0—100 mm Hg unn 1-15 kA

HacbilieHue kucnopogom

MSpO2 AmnnuTyga nynbca
YacToTa nynsca
CAd v ALl

HeuHsasusHoe ALl (NBP) Yacrora nynbca
ALl matepu

Peructpanus MU B PocagpaBHagzope
www.nevacert.ru | info@nevacert.ru
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@emanbHbie MOHUMOPpb! cepuu Sonicaid FMB800 Encore. Pykosodcmeo nosie30oeamens

16.8 be3aonacHoCTb
i) Monutop FM800E paspaboTaH B cooTBeTCTBUM CO cTaHgapTom: EN60601-1 (2005)

i) MoHuTop oTHOCUTCA K 06opyaoBaHuio Knacca 1 ¢ 3alUTHBIM 3a3eMneHnemM yepes
BXOAHOE ceTeBoe nuTaHue. MoaxnioueHne MOHUTOPA K 3a3eMAEHUIO JOMKHO
COOTBETCTBOBaTb MECTHbIM CTaHaapTaM GesonacHocTu. Mpu ycTraHoBke MOHMTOpA
TEXHUYECKUIA CNEeLanucT AOMKEH NPOBEPUTL, YTODbI HanNpskeHUe NUTaHUA Haxoaunoch
B NpeAenax auvanasoHa, yKasaHHOro Ha Tabnuyke HanpskeHus NUTaHnS:

iii) MOHMTOpP He OTHOCUTCS K B3pblBOGE30MACHLIM YCTPOUCTBAM U HE AOMKEH
MCNONb30BaTLCA B NPUCYTCTBUM BO3rOpaeMbix aHECTETUKOB. OH OTHOCUTCS K OObIYHOMY
obopyaosanue (6e3 3awmTbl OT Bnarn v 6pbi3r), NpeaHasHa4YeHHOMY Ans ANMTENbHOW
paboTbi.

iv) MoHuTop faonxeH obcnyxuBaTbCs-aBTOPU3OBAHHBIM U KBANU(PULUNPOBaAHHBLIM
nepcoHanom. ®upma Huntleigh Healthcare Ltd He HeceT oTBETCTBEHHOCTHU 32
6Ge3onacHoe COOTBETCTBUE TEXHUMECKUM YCIIOBUAM, HAOEXHOCTb U TEXHUYECKUEe
XapaKTepUCTUKW, ecnu MogUUKALIUA UMW PEMOHT BbiK BbINONHEHbI HE
aBTOPW3OBaHHbLIM NepcoHanoMm. lpu 3aMeHe 3anacHbIX YacTen 4oMKHbI UCMoNb30BaTLCA
TONbKO UAESHTUYHbIE 3anyacTu.

v) [lpu comHeHnuu B npaBunbHoil pabore moHuTopa FM80OE-npu paboTe ¢ naumeHTKon
deTanbHble ycnosus A0IMKHLI 6e3 npomeanerus 6uiTb NPoBEpPEHbI aNbTEepHATUBHLIM
METOAOM AUArHOCTUKM.

vi) Kateropus 3awutbl OT-NOPAXKEHUS ANEKTPUHECKUM TOKOM AN BCEX '
npunaraemMbiM K NALWEHTKe AeTansiM OTHOCUTCS K TUMY 3alymTbi no 4
koadpuLmeHTy anekrponposogHoctu (CF).

vii) YcTraHoBka 06opyRoBaHus ssnseTcs 0653aHHOCTLIO NPoAaBLa B NULE KOMIETEHTHOTO
cneuwnanucra, asropusoaHnHoro ¢upmoit Huntleigh Healthcare Ltd.

viii) HacTtosiuee obopyaoBaHue He 3aluLLEHO OT:
a) Bo3fiencTBMS yaapa unu paspsiga gedubpunnsatopa;
b) BO3aENCTBUA BLICOKOYACTOTHBIX TOKOB,;
) acbpekTa «BuCTypu» (XMpYprudeckoro Hoxa) — Mmbo YpeCcKOXHOW SNAEKTPUYECKON
HepeHo cTumynsumen (TENS'), nubo anekTpoxupyprv.

* TENS or Transcutaneous Electrical Nerve Stimulation - UPECKOXHAS INEKTPUHECKAR HEPBHAA CTUMYNALINA.

Cip. 104 w3 114
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®emanbHbie MoHUMopsI cepuu Sonicaid FM800 Encore. Pykosodcmeo rionb308amerns

ix) leTanu, NpsiMo UNU KOCBEHHO KOHTaKTUPYIOLME C NAaUMEHTKON, COCTOAT U3 Crieaylolmx
MaTepuanos:

YnbTpasByKoBbi€ AaTYMKK Mnactuk ankunbexnsocynbgonart (ABS)

BHewHui TokoaaTimnk MnacTtuk ankunbensocynbgoHat (ABS) c
NOKPbITUEM TEPMONACTUHECKUM 3N1ACTOMEPOM

anekTpog OKI nnoga Sonicaid™ HepxaBelowas ctanb

OtBepnenue anektpoaa 3K nnoaa
Sonicaid™

AnekTpog IAKIM nnoaa Safelinc™ Hep>xaBelowjas ctanb

fonuyperaHoBbift NNACTHK
3JoHa okcumeTpum MSpO, — buocosmecTumbie
nnacTMacchl

Hepxasetowjas crtans, pe3unHa

KaTeTep namepeHusi BHyTpMMATOUHOTO
fAaBnenus

Pemuun anst ukcaumm gaTymkos Tkanb 6e3 natekca
Pemewok HoxHOW nnacTuxbl anst K. TkaHb

Bce geTanu, KoOHTakTUpyloLWMe C NALUMEHTKOM, ABMSIOTCS OUOCOBMECTUMbBIMU 1
COOTBETCTBYIOT €Bponenckum Hopmam EN30993-1.

16.9 Bonpocs! ynsTpa3sByKoBon 6esonacHoCcTH

O6ume ceepeHmn

YnbTpa3ssykoBas gnarHoctuka yxe 6onee 35 neT ucnonbk3yercs npu oTCyTCTBUM
NOATBEPXKAEHHbLIX OTPULATENbHBIX BO3ASUCTBUIA Ha NaUUeHTOB MK onepaTopos
obopynoBaHus Npy TeX UHTEHCUBHOCTSX U3NTyYEHUs, KOTOPbIE UCNONb3YIOTCS ANA
COBpEMEHHbIX guarHocrTuieckux npubopos. OgHako nMelowecst AaHHbIE HeMb3A CHUTaThb
MCYEPrbIBAIOWMMIN W OCTaETCst BEPOSTHOCTb TOro, 4To Guonorudeckoe AEACTBAE MOXET
nposiBUTLCS B DygyuiEM.

I'IoaTomy, Mo MHEHUIO MeQULMHCKMUX U Hay"HbIX aBTOPUTETOB, BO3AencTaune yNbTpa3iByKa
AOMKHO OrpaHUYKBATLCS MUHUMANbLHOM ANIUTENBHOCTLIO U MHTEHCUBHOCTBIO, HEobxogumon
Anda KNWHN4YeCKOoro nccnenosaHus. HOCKOJ'Ibe TKaHW nnoga MOryT oKka3aTtbCH bonee
YyYBCTBUTESIbHBIMU K GMOJ'IOI'VNGCKOMY B03AEUCTBUIO MO NpUYNHE 6bICTp0I'O AeneHUA KneTok,
KparHe XenaTtefbHO CBeCTU K MUHUMYMY BO3AeNCTBUE ynbTpa3sykKa Ha 6epemeHHb|x.

B HacTosiLLiee BpeMs CYLLECTBYET BrOMHE SCHOE eAVHOAYLIHOE MHEHWE, YTO NpeuMyLiecTea
pa3yMHOro_NCNoSb30BaHUs YNbTPa3ByKOBOW AUArHOCTUKU NEPEBELLMBAET BO3MOXHbIE
PUCKM, ECITN, OHWU UMEIOT MecTo. CM. Taike nuTeparypy:

a) Report No. 24, National Council on Radiation‘and Protection: biclogical effects of ultrasound, clinical effects
and observations.

OTtuer Ne 24 HayuoHansHOro coBeTa o MasiyueHusiM U 3ailuTte ot Hux. buonornueckoe soszencrene
YNbTPA3BYKE, KIMHUYeckue 3deKTbl M pesynsTarh: HabmoaeHun.

b) Ziskin M.C._, in World Policies on the Use of Diagnostic Ultrasound in Obstetrics: The American Institute of
Ultrasound Policy and Statement on Safety. Ultrasound in Medicine and Biology 12: 711-714, 1986.
3uckud M.C. Muposbie craniapThi UCONL30BaHUS Y3 ANarHOCTUKN B aKyLLEPCTBE. AMEPUKaHCKWH
MHCTUTYT CTaHAapTOB 1 HOPM No GesonacrHocTu Y3W. B «YnsTpaseyk 8 meguumne. 12: 711-714, 1986.»

Crp. 1053 114
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®emarnsHbie MOHUMOPLI cepuu Sonicaid FM800 Encore. Pykoeodcmeo ronib308amersi

Mcnonb30BaHMe gns aHanusa nNnoaa

MonuTtop FM800E npeaHasHaueH gns HenpepbiBHOrO MOHUTOPUHIa cepauebueHni nnoga
BO Bpems 6epeMeHHOCTU 1 B xofe poaos. MiHTepnpeTaums xapakrepa cepauetueHun nnoaa
nomoraeT AMarHocTUpoBaTb Npobnembl U OCNOXHEHUA AloAa N MaTepw.

MuHMMMu3aumun oGnyueHns nauneHTKm

YnbTpa3ssykoBOM BbiIxogHou curHan moHutopa FM80O0E 3agaeTcs BHyTpeHHE U He MOXeT
BapbupOBaTbCS ONEepaTopoM. [nNuTenbHOCTb-2Ke yNbTpa3ByKoOBOro 06ny4YeHns HaxoanTcs
NOMHOCTbIO MO KOHTPONEM onepatopa. B/ pamkax MeTogukn nposeaeHNUs NccnenoBaHus Mbl
peKoMeHAYEeM NONb30BaTENIO NONMy4YeHUe MakcumanbHoro obbema AnarHocTuHecKomn
uHcopMaLMmn 32 MMHUMASTbHBIA NEPUOA IKCNO3ULIUA.

YnuTpa3sByxkoBoMW BLIXOZHOW CUrHan

B cootBeTcTBUM CO cTaTbel 4 cTaHgapToB 1157 (EN 61157) monuTop Sonicaid FM80OE e
NoaNeXalLnin KOHTPOSIO N0 BbIXOAHOMY YNbTPa3ByKOBOMY CUIHasY,; NOCKONbKY MAKCMMasbHO
AonycTumble yposhu (MAY) ykasaHHbIX HUXE TPEX NapameTpOB-HAXOAATCHA HWKE Npeaenos,
yKasaHHbIX B cTaTbe 6 CTaHAapTOB, @ UMEHHO:

MapameTtp Hpeaen may
Mukosas oTpulaTenbHan gassieHne <1 MNa 25 kMa
BbixoaHaa uHTEeHCUBHOCTL ny4ka (lop), MO yaenNbHOR 2 2
MOLLHOCTH <20MBT/cm 0.5mMBT/cMm
MNpocTpaHCTBEHHO-NNKOBAsA yCPEAHEHHARA N0 BPEMEHU 2 2
WHTEHCMBHOCTb (spta), IO YAEMBHOM MOLYHOCTM <100 mBT/cm™ | 3 MBT/cm

N3mepeHns MowHOCTU BbinosiHeHbl HauuoHanbHoW chuanyeckon naboparopuren-s
Tepavnrtone (Mugncekc, JlongoH, Benukobputannsa) B cooTBeTCcTBUM ¢ MeToaukon NEMA
UD-2 (2004).

Cip. 106 13 114
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®ermnarnsHbie MOHUMOPLI cepuu Sonicaid FM800 Encore. Pykosodcmeo nons3oeamens

Mpunoxenmne 1: Buewnne coeguHeHMnn

Murepdchencol RS232:

9-KOHTaKTHble rHe3goBble pasbeMbl TUNa D, ¢ nsonsaument otaenbHbIX KOHTakToB Ao 500 B
nepeMeHHOro Toka.

MouuTop FM800OE umeeT aBa nocnegoBaTensHbix NOpTa CO CTaHAapTHbIM MHTEPdENCOM
RS232 gnsa cBA3u € TakuMy BHELLHMMK YCTPOWUCTBaMMU, Kak:

Mopt HasHnauyeHue
LieHTpanbHas cuctema
Habnioaenmns (CRS) UHTepdenc KSueHsznéHOﬁ c!Tal;:umul ga6n|onenuﬂ -
RS2: Hanpumep, k Sonicaid Centrale, FetalCare u 1.n.
(nomeyeH Kak )
BrewHuit 1 (E)ﬁ;';;) 3ape3epsupoBaHo (VIHTepheiic K BHELUHEMY OKCUMETPY
(NoMeyeH Kak @) nnoaa FSpO,)

CoeguHeHNA KOHTAKTOB:

Konrakr CurHan Beoa-BbiBOA
1
2 Rx Beopg
3 Tx BuiBog
4
5 NaonuposaHHana HelTpans<{0 B) | OnopHbi
6
7
8
9

Pazbem oTMmeTuMKa WUEBENeHun nnoga

MHe3noBoi paswem 1/4"

CoeanMHeHUs KOHTAKTORB:

Tun KoHTaKTa Curnan

1 HakoHeuHuk | lNepekniovarens

2 Konbuo CxemHan «3emna» (YEpes nepeknioyaTesib)

3 Pykas KopnycHas «3emnsiy, 4epe3 aHTUCTATUHECKYIO CXEMY

Crp. 107 w3 114
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Murpecpeinc JIBC (LAN):

WHTepdeic nokanbHol ButumcnutensHon cetu (JIBC) sasnsetca HeobasaTenbHbLIM
cpenctsoM. OH no3sonseT nogkniovats MmoHutop FMB0OE k LleHTpanbHow cucreme
HabnioaeHus Yepes cTaHgapTHYIo kabenbHylo ceTb ¢ npoTtokonom Ethernet ¢ nponyckHoi
cnocobHocTbio 10/100 Mbut/c. Ncnonb3osaHue Takoro nHrepgeinca no3Bonser, Takum
o6pa3oMm, 3HaUUTENBLHO YBENUUNTbL PacCcTosiHUe MeXay ABYMS CUCTEMaMMU, a CBA3b MOXET
OCyLeCTBSIATLCA NO CyLLECTBYIOWENH BHYTPUOOLEKTOBasA CeTh CBS3N, CNOJb3ysa Npu
HeobX04UMOCTM CTaHAAaPTHbIE MapLUPYTU3aTopbl UMW KOMMYTaTopbI.

MNepeg nogxnoueHnem MmoHuTopa k JIBC emy pomkeH BbiTh npucsoeH IP-agpec, koTopbii
coBmecTuM c JIBC neuebHoro yupexaeHus. YcTtaHoBKa napameTpos U KOoHdUrypuposaHwe
ceTeBbIX COeANHEHUIt NpeanonaraeT 3HaHWe ceTeBon KOHUrypaLmmu U ceTeBbiX YCTaHOBOK,
No3TOMy pEKOMEHAYETCS NnopyyaTb 3Ty paboTy npeactaBuTernsM cepBUCHON CryxObl
tupmel Huntleigh.

Te nonb3oBaTenn, KOTopble NPEANONAraloT BbINOMHUTL 3Ty paboTy caMOCTOATENbHO, MOryT
nony4uTb AokyMeHTaumio B CepaucHon cnyxbe pupmel Huntleigh Healthcare.

[na BKNIOYEHUA pexuma ceTeBoro uHTepdeinca HeobxoAUMO BbINONHUTL onepauuu:

> SETUP > HAYAJNIbHAA YCTAHOBKA

> SYSTEM SETTINGS > CUCTEMHbIE YCTAHOBKU

> enter access code (2755) > BBECTWU KOA AocTyna (2755)

> HOST CRS INTERFACE > UHTEP®EWNC INMABHOW CUCTEMBI
UEHTPAJIMSOBAHHOIO HABNIOAEHUA

> NETWORK HP 50 > CETb HP 50

> EXIT (3 pa3a Bo3BpaT kK OCHOBHOMY 3kpaHy) > BbIXO[] (3 pa3a Bo3Bpar kK OCHOBHOMY
3KpaHy)

BbikniounTtb nuTaHue MOHUTOpPZ, NoAoXaaTh 30 CeKyH/l, 3aTeM BHOBTb BKNMIOYNTL MOHUTOP.
YcTraHoBKM AKTUBUPYIOTCA TONbKO Nocrie BKio4YeHUs-NUuTaHnA.

MNpumeuanune: MNpwn ocyLiecTsNeHUN CBA3M Yepes CTaHAapTHLIN uHtepdeinc RS232 kaxaas
KOWKa COOTHeCEHa C YHUKanbHbLIM HOMEPOM nopTa LieHTpanbHOA cucTtembil
Habniogenua. 310 03Ha4aeT BO3MOXHOCTb NEepeMeLLEHNA MOHUTOPA OT KOMKK
Kk Kolike, npu aToM LieHTpanbHas cuctema Habniogernun 6yaeT koppekTHO
COOTHOCUTL MOSYYaEMbIE aHHbIE C KOHKPETHOW KOWKOM.

[Ana cnyyas xe ucnonb3osaHnsa cetu ¢ npotokonom Ethemet kaxaas Touka
coeguHeHus JIBC naeHTnyna, noatoMy LieHTpanbHas cuctema HabniogeHus
HE MOXEeT COOTHOCUTb KOHKPETHYIO KOKY C MHAWBUAYAMBHOW TOMKOW
coeiMHEHUA. JTO 03Ha4aET HEBO3MOXHOCTb NEPEMELLIEHUS MOHUTOpA OT
KOWKW K Koiike 6e3 nposeaeHns npeaBapuTensHON pekoHdurypauwm n
NPUCBOEHUS 3Ha4eHUS COOTBETCTRYIOLLEeMY nopTy B LleHTpanbHan cuctema
HabniogeHus
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Mpunoxeune 2: Mpobnemsl, cCBA3aHHbIE C AATYNKaAMK

MpuBoAUMbIE HUXE TECTBI NO3BONSAIOT YOeauTLCA B TOM, €CTb MU HEMCNPaBHOCTU Y3
aatyvka. Ecnu HencnpaeBHOCTE UMEET MecTo, To cneayeT obpaTutecsi B CepeucHyio cnyxbe
¢upmbl Huntleigh Healthcare Ltd unu k ee asTopu3oBaHHOMY areHTy no cepBuCHOMY
obcnyxuBaHuio.

NpepsapurensHbie BERCTBUNA

1 NopcoeannnTb Y3 paTumk k moHutopy FMSOOE.
2 Bxkmouuts moxuTop FM800E.

3 Buibpatb Tpebyemblit ayano kaxan.

4 HacTtpouTb rpOMKOCTb Ha TpebyeMmbiii yPOBEHb.

Mpoeepka cucrembl

1 Bosbmute gatink Y3WU B pyky Tak, MTOObI nULeBas YacTb Gbina HanpasneHa K NagoHU.

2 MNanbuem Apyron pyku NnoCTy4MTE A0 TbiNbHOW CTOPOHE NAafoHU, Habniogas npn 3Tom 3a
AnarpaMMoi Ha MonuTope. lNpu HeobXxoaMMOCTM UCNonb3yuTe BOAY UNn renb AN
NONYYEHNS NyyLlEero KOHTaKTa nagoHu ¢ AaT4mKoM.

3 YbeauTtechb B TOM, 4TO ayauo ‘BbiX0OA, MMNYIIbCHAsA Namnoyvka n perucTpupyemslit rpadux
Ha MoHuTope FMB0OE cuHxpoHn3upoBaHbl C NOCTYKUBaHWEM narbia.
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lNMpoBepka ynbTpa3ByKOBOro garumka

KpMCTannuqecxue AeTeKTopbl AaT4yuka MoXxeT BbITb nospexaeHobl Npyu nageHnn. Ecnu oguH
U HECKONbKO KpUCTanNos NoBpexXxaeHbl, TO ITO MOXeT ApuBeCTN K TOMY, YTO 06pa3yeTcs&
HevyBCTBUTENbHbIE obnactu Ha NOBEPXHOCTU AETEKTopa, KOTOPbIE CHUXaIoT
HYyBCTBUTENLHOCTb QaTHUKA.

MonoxeHne KpUCTanIMYeckux AeTEeKTOPOB NOKa3aHO Ha PUCYHKE C 0B6paTHOM-CTOPOHbI
haTuuka:

ULTRASOUMD

[ns npoBepku paboTbl OTAENLHOrO KPUCTANNIMYECKOrO AeTekTopa Heobxoaumo:

1 BbigaBuTb He60NbLLOE KONMYECTBO akyCTUYECKOTO FefIA Ha NULIEBYIO YaCTb KaXA0FO
KpUCTanMuyeckoro AeTexkTopa.

2 MNepemellaTts TIOONK C renemM BBEPX-BHU3 NO KKAOMY KpUCTarINM4ECKOMY OeTEKTopY,
Kacascb ero TiobukoM. Y6eauTtbes B TOM, YTO ayauo CUrHan CUHXPOHU3NPOBaH.C
ABWKeHMeM Tiobnka.
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Moakniouenne 6noxa 6ecnposogHon Tenemerpun T800

1. Y6eguTecb B TOM, YTO NpUeMHas aHTEeHHA HafeXHO 3aKkpenneHa c CoOeAuHUTENeM Ha
3agHen naHenu 6noka TenemeTpun.

2. Mopakniounte kabenb NMTAHWUA OT ceTeBas PO3eTKU K COeAUHUTENIO MUTAHKUA Ha 3aaHen
naHenu 6noka.

3. ToT KoHeL, kabens AaHHbIX, KOTOpbI NoMeyeH kak T8OOE, BcTabTe ®'> CTG
B 15-KOHTAKTHbIA pasbem ‘D’ Ha 3aaHei naHenu 6noka.

4. [lpyroi koHew 3Toro kabens, noMeyeHHbl kak FM800, sctasbre B Rimkus @
15-kOHTaKTHbIA pa3bem ‘D’ Ha 3agHei naHenu moHuTopa FM80OE.

5. o Havana paboTbi ybeguteCh B TOM, YTO AaTYMKKU BCTAaBAEHLI U NOMHOCTLIO 3apshkeHbl
(ans 3apspa Tpebyertca oT 3 40 4 yacos).

baTtapes sapskaetca QKénTbii)

Bartapest nonHocTbIO 3apsikeHa (3eneHbin)
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MouuTtopunr UCC nnopa n aKTUBHOCTH MaTKK

1. OTcoeauHuTe aativku 6noka Tenemetpun T800. Ha aucnnee moHutopa FM80OE
NOSBNSETCH CUMBON aHTEHHbI, 03Havaloumii «becnposogHbie gatiuky B paGoTte».

2. 1nst monnTopuHra YCC nnoga onpegenure MecTo 1 nonoxeHue nnoga. Havecure renb
Ha pabouylo NoBepxHOCTL AaTduka. Hanoxute aaTimMk Ha )KWBOT TakuM o6pa3oMm, YTobsI
Nony4uTb ONTUMAsIbHBIA 3BYKOBOW curHan cepauebueHui:-3akpenure nonoxeHue
AaTyuKa peMHeM.

3. Y6eautech, 4TO cepauebnenna nnoaa oT4ETNIMBLI U YTO OHW OTNMYAIOTCA OT
cepauebueHunii MaTepu, perucTpupyeMbix ¢ 3anficTes Matepu. Kavectso curHana YCC
nnoaa otobpaxaertca B.popMe «Bblowierocs» cepaua (cMm. pasaen 5.4).

4. HactpowTe rpoMKocTb cepauedbueHms nnoga Ha Kenaemblii yposeHb ©fd— @ +

5. [Ins u3sMepeHnst aKTMBHOCTU MaTKK HaNoOXmMTE TOKOAATHUK NocepeanHe
mexay aHom matku (fundus) n nynkom (umbilicus) U sacdukcupyinTte pemHem;

6. YcTaHoBUTE TOKOAATYUK B HONb. YbeauTech, 4TO Marka HeHanpsikéHHas, v
3aTeM HaXXMUTE pPO30BYIO KHOMNKY OOHYNEHWA. 3Ha4YeHNA TOKoAaTYnKa.
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Mpu paboTe 6noka becnposoaHoit TenemeTpun T800 pecypc batapeu aaTymMka 1 Ka4ecTso
BbICOKOUYACTOTHOTO (BY) curHana uHamumpyeTca cneayiowmm obpa3om:

MepeaaTunK BbIKNIOYEH UMK BHE AnanasoHa (YepHbii)

3apsp 6aTapeyn gatumkos Y3 n Toko — XOPOLUUM (3enenbii)
3apsan 6atapeu gatunkos Y3 u Toko — HU3KUN (Kenbiif)
3apsag 6arapeun aatumkoB Y3 u Toko — PASPAXKEHO (KpacHbii)
3apsg OaTapeu gatynka HU3KUA UK BHe AnanasoHa (KpacHbiit)

3apsg HaTapeu gativka BHE guManasoHa (3eneHbin)

Cnabbit B curnan (Kentoiin)

Mo 3aBePLUCHNM CeaHca MOHUTOPUHra

1. MoumncTuTb AAaTYUKM U YTCAHOBUTL UX HA NOA3ApPAAKY HA nepeaHen naxenu 6noka
6ecnposogHon TenemeTpun T800.

2. BepHyTb MmoHUTOp FMB800 K HOpManbHOMY «NPOBOJHOMY» PEXUMY MOHUTOPUHIA, HaXaB
KHOMKY PAAOM C «X?2».

..................................................................................................................................
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Huntleigh Healthcare Ltd
35 Portmanmoor Road,
Cardiff. CF24 5HN. UK.
(r. Kapaud, Benukobputanus)
Ten: +44 (0) 2920 485885
®axc: +44 (0) 2920 492520
E-mail: sales@huntleigh-diagnostics.co.uk
Web crpaxuua: www.huntleigh-diagnostics.com
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