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Ltd”, BenuxoGpuranus

HA3HAYEHME U OBJACTb IPUMEHEHHS

Mowuuropsr Matepn u 1uioga «Sonicaid FM800» npenHasHaueHb! AJis HENPEPHIBHOM pe-
FMCTPaLMU M U3MEPEHHUs mapameTpoB s1exrpokapauorpammsel (OKI'), aprepuaibHOro naBneHus
(AJD), uactoTsl cepaeunnix cokpammennii (UCC) n HacblmeHus kposu kucaoponom (SpO,) mate-
pH¥ ¥ IUI0Ja B AHTEHATAILHOM M HHTPAHATaJIbHOM NepHoaax.

O6nacTb npuMeHeHus: HaOMoeHHEe MaTepy M IJIOAAa B MEAMUIIMHCKUX YUPEXTEHUSAX.

ONMMCAHHE

Momnnrop Marepu u mioaa «Sonicaid FM800» (Momudukauuu: FM820, FM830, FM840,
FM850) KOHCTPYKTHBHO MOCTPOEH 1O MOAYJIbHOMY MPHHIMITY M BKJIOYAET HE3aBUCHMBIE M3ME-
PHUTENbHBIE TPAKTHI C BXOAHBIMH YCHIIUTENAMH, OJ0KaMH M3MEPEHUs U PEruCTpalvy mapaMer-
pPoB QYHKIIMOHAJILHOTO COCTOSHMS NAaLMEHTa M KOMIIBIOTEPOM C OOIIHM M ClieLaln3upOBaH-
HBIM TIPOrpaMMHBIM obecrieueHreM.

MounwuTops! cepun FM800 cripoekTupoBaHbl A NPOBEAEHUS NPEAPOAOBOIO U POAOBOrO MOHHM-
TOpUHra. Bcero umMeercs 4eTbipe THa MOHMTOPOB 3TOM CEPHU:

FM820 MoHuTOp B CTaHAAPTHON KOMIUIEKTALIUH

Bceotbemmouii Monutopuar YCC ¢ UCTIONb30BaHUEM ABYXKAHAJIBHOMN yIbTpa-

3BYKOBOM JIOKalIMM ¥ AByXKaHaJIbHOM 3neKTpoKapauorpadum.

OGecneunsaer Gonburyro rubkocts npu KTT' (kapanoTokorpagus) MoHuTOpHHTE

NpY OHO U MHOTOIUIONHOH 6epeMenHocTy. Hanpumep,
HByxkaHanbHas yasrpaspykoBas jokanus YCC ruonos n IKI™ marepu
VYabrpassykosas nokaus YCC 1 mona, OKI 2 mioaa U Matepu
MsyxkananbHas Y3 nokanusa UYCC aBoiinm, mmoc OKIT 3 nnona

FMB820 Taxxe obecrieyuBaeT MOHMTOPUHI COKPATUTEIbHOM aKTHBHOCTH MAaTKH

(TOCO u IUP), a Taxoke MOHMUTOPHHT ABHXKEHHI IUIO/, OLIYILAEMbIX MATEPBIO.
FM830 MOHHTOp B CTaHAAPTHON KOMILIEKTALMH TLTIOC
ITynboxcureMomerpus Marepu _
HeunBaspHoe u3MepeHHe apTepHANTbHOTO AABJIEHHSA KPOBH MaTepu
Hsmepenue TemnepaTypsl Tena Matepu




FM840 MoHnuTOop B CTaHAAPTHON KOMIUIEKTALIMHU TLTIOC
IlynbcoxcuremoMerpus ILIOAa
FM850 MoHUTOp B CTaHAAPTHON KOMILIEKTALIMH ILTFOC
IIynbcokcureMOMeTpus MIoaa
IIynecoxcumerpust MmaTepu
Heunnpa3zusHoe H3MepeHUe apTepHaIbHOIO AaBICHUSI KPOBU MaTepH
H3mepeHnue TeMneparypel MaTepu

DYHKIHMOHATIbHO MOHHUTOD IMO3BOJISET.

- cbeM U otobpaxenue DKI'-cUrHanoB ¢ BO3MOXKHOCTBIO rHOKOH peanusanyu moboro Ha-
6opa u3 OOLIENPHHATHIX OTBEAECHUH U BBIMUCIEHUEM YaCTOThI CEPACYHBIX COKPALICHHUIE,

- U3MepeHHEe HACHIIEHUs KPOBH KHCIOPOAOM METONOM IUIETH3MOrpaduu ¢ BBIYUCICHHEM
4aCTOTHI MyJIbCa (OKCUTeMOMETPHUS);

- OTpenesieHUe CHCTOJMYECKOr0 M JMACTOJMYECKOrO apTepHaNbHOTO AABIIEHUS] KOCBEH-
HBIM OCHHMJUIOMETPUYECKHM CIIOCOOOM;

- H3MEpPEeHNEe TEMIEPATyPhI TeJIa MATEPH.

- YCTAaHOBKY INPEeNiOB TPEBOXHOW CHUTHAJIM3AIMM U MOJady CHIHAJIOB TPEBOTH IO BCEM
H3MEpSEMbIM NapaMeTpaM, BHI3BABIIMX COCTOSIHUE TPEBOTH;

3aMOMHUHAHKE TEHACHUIVH N3MEHEHHS U3MepAEMBbIX NTapaMeTPOB, BO3MOXKHOCTb IPOCMOTPA
UX B BUIe rpaduKOB.

JIns oLleHKH BHEUIHEH aKTUBHOCTb MaTKU MOHMTOD CHa0>XeH yJIbTpa3ByKOBBIMHU JaTYHKa-
mu (1,512, 0 MI').

Ha s3xpane MOHUTOpa BO BCEX peXUMax O0TOOpaxaroTcs TeKyLias fara v BpeMs. MOHUTOD
TIO3BOJIAIET B PEXMME OCTaHOBKM NPOBOJMTH BU3yallbHBIH mpocmoTp 3nementoB OKI'. B cocras
KOMIIIEKCa BXOAUT MOAYJb IUIs Iepeadu faHHbix 1o JIBC Ha HEHTPaNbHYIO CTaHLIHMIO.

OCHOBHBIE TEXHHYECKHE XAPAKTEPUCTHUKHA

1. XapakTepHCTHKH 3N€KTpOKapAUOrpaguIecKoro kaHana.

1.1.lnana3zon u3MepeHuil BXOAHbIX HanpspkeHwuit: (0,03 - 5) MB.

1.2 Ilpenens! AOMyCKaeMOii OTHOCHTENIbHO# NOTPELIHOCTH NPU M3MEPEHHH HanpsDKeHuid: £ 5 %.
1.3 IIpenene! nonmyckaemoii abcomoTHo# norpemnoct nsMepennii YCC:

- B auamasose ot 30 10 90: + 1 Mun™;

- B nuama3soHe ot 90 1o 180: + 2 mun’’;

- B auanasone ot 180 1o 240: +3 mun™.

2. XapakTepHCTHKH NyJIbCOKCHMETPUYECKOIO KaHaNa.

2.1. Jluana3oH M3MEPEHUi HaChILIeHUs KUCIOPOAOM apTepHabHON KpoBH- catypauuu (Sp0,):
ot 50 no 99 %.

2.2 Ilpenensl KOMycKaeMoi aOCONMIOTHON MOrPEIHOCTH NMPU M3MEPEHUH HACHILIEHHs] KUCIOPO-
AoM aprepuanbHOit kposu (SpOy):

- B muamasoHe ot 70 10 99 %: +3 %:;

- B auanasoHe ot 50 no 70 %: 4 %.

2.3. Jluana3oH u3aMepeHuit YacTOThI Mynbea: oT 20 1o 240 Mun™,

2.4 Ilpenens! momyckaeMo# NOTPEIHOCTH H3MEPEHH YaCTOTHI MyJIbCa:

- B auana3one ot 20 no 35 mun’! abcomoTHas HOTrpelHOCTS:; + 1 Mm-l'l;

- B muamasone ot 35 1o 240 mun 'oTHOCHTEMbHAS NOrpeImHOCTh: T 5 %);

3. XapaxTepHCTHKM KaHaya apTepHajbHOrO AaBJICHHS.

3.1. Iuana3son usmepenuii nasnenus: ot 20 1o 280 MM pr.CT.

3.2 Ilpenmensr nomyckaemoit abCONOTHOM MOTPELIHOCTH U3MEPEHHH JaBNEHHUS: T 4 MM PT.CT.

4. Ilpenensl nonyckaeMoit abCOMOTHOM MOTPELIHOCTH M3MEPEHHI TEMIIEPATYPhl B THANA30HE
or 32 10 42°C: +0,2 °C;

5. T'abaputHele pa3mepsl H Macca:



BricoTa (Bce Monenu) 186 mm

JnuHa (Bce Monenu) 358 MM
[Inpuna (FM820) 363 MM
upuna (FM830, FM840, FM850) 392 mm
Macca (FM820) 18 kxr (BMecTe ¢ HAGOPOM NaTHHKOB)
Macca (FM830, FM840, FM850) 19 xr (BMecTe ¢ HaOOPOM NATYUKOB)

6. Hanpsxenune nuranus: (220+22) B, (50+1) I'u. HoMuHanpHast MOIIHOCTL NMOTPeONEHHs OT
ceru: 100 BA.
7. YcnoBus SKCIUTyaTallid MOHHTOPA!
- [Mana3OH TeMIEpaTypbl OKpyxaroiero Bo3ayxa ot 10 o 35 °C;
- OTHOCHMTENbHas BJIAXHOCTb Bo3ayxa ot 10 no 75 % npu 20 °C;
- nuana3oH arMoc¢epHoro aasinenus ot 68 no 106 kIla.
8. CpenHuii cpok ciy>xObl - 5 neT.

3HAK YTBEPX/IEHHS THITA

3HaK yTBEp>KIAEHHs THUIA HAHOCHUTCA Ha THUTYNBHBIHA JHCT PykoBOACTBa 1O 3KCILTyaTa-
1My TanorpadckuM crnocobom.

KOMILUTEKTHOCTD

Ba3osbiii kommiaexkt (FM820):

Mosnutop

YnbsTpasBykossie (Y3) naTuuku

Kabenb co wrrekepom s mpsimoit KT mona
PeMenb Ui KperIeHUs AaTYMKOB K MALIUEHTKE
Ipsixkka peMHs Ui KPEIUIeHUs NaTYMKOB K MALIUEHTKE
PeMeHb s KpeIUIEHHS HOXKHOHM IUTACTHHBI JUIA NPOBEAEHUS
npsmoit KT mrona

Ckaspn - anexrpons! st nposenenus OKI mnona
Mapkep ABUraTeNIbHOM aKTHUBHOCTH ILIOAA

[IHyp st NOAKIIOYEHHS K HCTOYHHUKY TUTAHHS
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HocraBasemnie ¢ mogenamu FM830 u FM850:

BosnyxoBonHas TpybOka mis usMepenust AJl xpoBu MaTepu 1
Mamxera ais usmepenus AJl kpoBu Matepu 1
Kalenp nauuenTa i H3MEepeHUs YPOBHSA HACHILIEHHOCTH KH-
cnopoaom kpoBH (SpO;) Matepu 1
JlaTunK MHOTOKpAaTHOIO MCIONB30OBaHUS AJISI U3MEPEHUS YPOBHS
HaChIEHHOCTH KUCIoponoM kposu (SpO;) mMarepu

JlaT4MK HAKOXKHBIHA [JIs1 U3MEPEHHS TEMITEPATYPhI
Hocrasasemsie ¢ mogeasimu FM840 u FM850:

Kabenp nmauuenT, 11 M13MepeHUs ypOBHA HACHILIEHHOCTH 1
xucinopogom kposu (SpO-) mona

JlaT4MK OMHOKPATHOTO UCIIOJIb30BAHUSA AJIs1 U3BMEPEHHS YPOBHS
HacChlIEHHOCTH KucnopoaoM kposu (SpOz) miona 1
IKCIITyaTANMOHHAN AOKYMEHTALHS

- PykoBoacTBo 1o skcrutyaTanmy;

- Meroauka noBepKU.



IHOBEPKA

IToBepka MoHHTOpPOB Marepu u ruiozaa «Sonicaid FM800» mpoBOAUTCSA B COOTBETCTBHU
¢ Meroaukoit nosepku 242-0631-2008, usnoxennoi B Ilpunoxenun A x PykosoacTsy no
skcruryarauuu « MoHuTopel Matepu U 1oaa «Sonicaid FM800», yreepxxaennoit I'lTU CH
«BHHUVM um. JI. . Menneneesa» 12 supaps 2008 r.

OCHOBHBIE CPENCTBa MIOBEPKH:

- reneparop ¢pyHkuuoHanbHbIi ['®-05, I13Y «4» ¢ ucnbiratensibiv KT -curnanom;

- cexynpomep CITOp-2a-3-110, Kn.3;

- TEepMOMETP PTYTHBIH CTeKIAHHBIN JJaboparophslii TP-1 ¢ neHoii nenenns 0,01 °C

- MaHOMETp PTYTHBIH ¢ npenenom usMepenns 1o 300 mm pr.ct., ki1.0,135;

- Har"HeTaTeNb Py4yHO# IHEeBMAaTHYECKUH, MaKCUMalbHOE naBiieHue — 40 xlla;

- yCTaHOBKa IJIA MOBEPKH MyIbCOKCUMETPOB, KoddduiueHT catyparmu ot 35 mo 100 %
¢ norpemHOCTHIO 1 %; yactoThi nynbea ot 30 mo 250 1/MuH. ¢ morpemwHocThIO 10,5 %.

MexnosepouHbIil UHTEpBa 1 roa.

HOPMATHWBHBIE H TEXHRYECKHE JOKYMEHTBI

I'OCT 6915-89 «IIpubops! ayisi u3MEpEeHUs NaBJeHUN B CepAeYHO-COCYAUCTOM cuctemey. OO-
IIHe TEXHHYEeCKUE TPeOOBaHUs 1 METOIbI HCHBITAHUID.

I'OCT 8.017-79 «I'CH. I'ocynapcTBeHHbBIi MEPBIYHBINA 3TAJIOH W FOCYAAPCTBEHHAs NOBEPOYHANT
cXeMa /sl CPEeACTB N3MEPEHH U30bITOYHOTO NaBJICHUNY.

I'OCT P 50444-92 ITpubopsl, anmnapats! 1 o6opyaoBaHue MeauuuHckue. OOuiMe TeXHHYECKHE
yCJIOBHS.

I'OCT P 51530-99 Be3onacHOCTb 3NEKTPUYECKHX KOHTPOJIBHO-U3MEPUTENbHBIX MPHOOPOB M Jia-
HoparopHoro obopynoBanus. Yacts 1. O6mue TpeboBanus.

T'OCT P 51522-99 CoBMeCTUMOCTb TEXHUYECKUX CPEACTB JIEKTPOMArHUTHAsA. DJIEKTPUYECKOE
obopynoBaHue U1 M3MEPEHHUs], YIIPaBIeHNU U JabOpaTOpHOro npuMeHeHus. TpeboBaHus u Me-
TOZbI HCIIBITAHHUH.

Texnuueckas noxyMeHTanus (GUPMbI-U3rOTOBUTEIS.



SAK/IOYEHHUE

Tun MouuTopoB MaTtepu M Iutoga «Sonicaid FM 800» (Mmomuduxamuu: FM820, FM830,
FM850) yTBepXIeH C TEXHHYECKUMU M METPOJOTMUYECKHMH XapaKTEpUCTHKAaMH, IIPUBEIECH-
HBIMH B HACTOSIIIEM OIHCAHUHU THIIA, U METPOJIOTHYECKH o0€ecIieveH IIpY BRITyCKe U3 TPOM3BOA-
CTBa ¥ B KCIUTyaTall|y.

Momnwnrtops! paspemeHsl GenepanbHol cinyx00i 110 HaA30py B cdepe 3ApaBoOXpaHEHHS U
COL[HQJIGHOTO Pa3BUTHUS HA MPUMEHEHUE B MEAMLUHCKOHN IpakTuke (PerucrpanoHHbIE YAOCTO-
Bepenus @C Ne2006/551 ot 21.04.2006 r.).

Cepruduxar coorBercreus Ne POCC GB.HM 18.B00833 ot 13.11.2007 OO0 «Opran no
ceprudukanuu npoaykimu MendxkcneprCepruc» NePOCC RU.0001.11MM18

Mzrorosurenn: "Huntleigh Healthcare Ltd" Benuko6puranus,
Unit 35, Portmanmoor Road, Cardiff, South Glamorgan, Cardiff, CF24 SHN, UK.

3asBuTeab: 127287, r. Mocksa, [lerpoBcko-PazymoBckuii mpoesn, aom 29

Hupextop
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