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CucteMbl MOHUTOPUPOBAHUSA
nauyueHTa Vista 120

BeinyckatoT no gokymeHtauum cdpupmel «Drager Medical GmbH», 'epmanus, (KoH-
TpakTHoe npoussoacTeo «Edan Instruments, Inc.», Kutan).

HA3HAYEHUE U OBNNACTb NPUMEHEHWUA

Cucrtembl MOHUTOpUpPOBaHUs NayueHTa Vista 120 (ganee - MOHUTOPLI) NpeaHasHaye-
Hbl 4N U3MEPEHUNSA U HEMNPEPBLIBHOIO 0TODPaXXeHUs pasnuuYHbIX U3MOoNorMyecknx napa-
METPOB B3POCHbIX NAUNEHTOB, AETEN N HOBOPOXOEHHbIX:

- BXOAHOrO HanpshKeHWsl N 4acToTbl cepaeYHbix cokpaleHnn (ganee - 3K no anekrpo-
KapanocurHany;

- HEWHBA3MBHOrO OnpedeneHns HacbiWeHus Kucrnopogom remornobuHa aprepuanbHoin
KpoBu (ganee - SpO3) n YyacToThl cepaeUHbIX cokpalwleHun (ganee - YCC);

- QNacTONMYECKOro 1 CUCTONNYECKOro apTepuanbHOro 4aBneHns KOCBEHHbIM HENHBA3NB-
HbIM ocuunnomeTpuyecknm metogom (ganee - HAAL);

- ANACTONMUYECKOTO N CUCTONMYECKOTO apTepuanbHOro AaBNeEHMS MHBA3NBHbIM METOLOM
(nanee - AL,

- Temnepatypsbl (ganee - TEMI);

- KOHUEHTpauuu yrnekucnoro rasa (ganee - CO;) BO BAbIXaeMON U BbiAbIXaeMOW ra3oBou
cmecu.

MoHUTOpbI Takke NO3BONAIT NPOU3BOAUTbL HAONIOAEHUS (MOHUTOPUHI), XpPaHeHue,
NPOCMOTP, 3anuUcCb AaHHbLIX O Pa3NUYHbIX (OU3NONOTNYECKNX NapameTpax B3POCHbIX nauu-
€HTOB, AeTEN N HOBOPOXAEHHbIX.

Ob6nacTb NpuMEHeHNa — CTaumMoHapHO B YCNoBUAX NeYebHbIX yupexaeHun (Xupyp-
MYECKUX, KapAUONOrMyecknx n HeoHaTanbHbIX OTAENEHMsX 6onbHUY, rocnuTanei n apy-
rmx nevebHo-NpoMNaKTUYECKNX YYPEXAEHUAX) N BO BPEMS NEPEMELLEHNa naumeHTa no
TEPPUTOPUN MEOULMHCKOTO YHPEXOEHUS.




OMUCAHVE

MoHWUTOpbI BbINOMHEHLI B BUAE MOHOONOKA, B COCTaB KOTOPOro BXOAWUT LIBETHOW
XUOKOKPUCTaNIMYECKUIA CEHCOPHBLIA AUCMNENR, Ha 3KpaHe KOTOPOro MoxeT oTtobpaxaTbes
Ao 11 TpeHaos, gaTymkn 1 Habopbl kabenen naumeHTa, TepMONPUHTEP.

MpuHUNN OeACTBUS MOHMTOPOB OCHOBaH Ha npeobpa3oBaHMWM U3MEPUTENBHON WH-
dopmaumm, nonyyaeMom no kaHanam M3MepeHus OT 4aT4YUKOB, B rpaduryeckyo u undpo-
BYIO MHpOpMaLMIO Ha AUCNNEee MOHUTOpPA.

MoHuTOpbI NO3BONSAIOT NepefaBaTb AaHHble B BuAe OT4eToB, rpaduvkos, Tadbnuy
B3ATbIX U3 ApPXMBOB WM B pEXMME peanbHOro BPEMEHW Ha BCTPOEHHbIA MW BHELUHWUNA
npuHTep, Ha MK ¢ nomowlblo uHTepdeincos USB n RS 232, k cucteme MOHUTOPUPOBaHUS
nauneHta TtenemeTtpuyeckme Infinity Central Station ([ocygapcTBeHHbIi peecTp
Ne Pb 03 25 3731 14) c nomoLbio ceTeBOro nHTepgenca v no sbixogy VGA.

MoHuTOpbI Takke No3BONAT NPOBOANTb MOHUTOPUHI KOHLUEHTpauun aHecTeTMKOB
BO BAbIXaeMoWn ra3oBon cmecu no kaHany AG npu nogknodeHun moayns ScioFour hnpmbi
«Drager Medical GmbH», N'epmaHus.

MoOHUTOpPLI UMEIOT NepapxMYEcKyto CUCTEMY TPEBOF, yCTaHasnMBaeMylo Nonb3oBa-
Tenem, KoTopble AeNATCA Ha:

- hm3nonornyeckne — TPEBOrm No COCTOSHUIO NauMeHTa, KOTOPbIE 3anycKatoTCs Npu
BbIXOAE U3MEepseMoro napameTpa 3a YCTaHOBIEHHbIE Npedenbl TPEBOr NN Npu NaTono-
FMYECKOM COCTOSIHUMW NaunNeHTa;

- TEXHUYECKNE — TPEBOIN COCTOSAHUS CUCTEMbI, KOTOPbIE 3anyCcKalTCsl NpU Hapylle-
HUM paboTbl MOHUTOpPA, NPW HapyLUEeHUN LaHHbIX NauneHTa BCREACTBUME HenpaBUITbHbIX
AENCTBUIA NepcoHarna unn MexaHn4yeCcKkux Henonagok;

- noAckasbiBaloLWne — TPEBOMM TEKYLLEro COCTOSHUA CUCTEMbI, KOTOpble UHOopMU-
pYyIOT NepcoHan 0 Heobxo4MMOCTY BbINOSTHEHNST OnpeAeneHHbIX AeNCTBUNA.

Mo cTeneHn TAXeCTN TPeBOTW, reHepupyeMble MOHUTOPOM, AENATCA Ha TpWU KaTero-
puUn: BbICOKWUW, CPeAHWUA N HU3KWA ypoBeHb. Mpu BO3HMKHOBEHUN TPEBOT MOHUTOP YKas3bl-
BaeT Ha HUX C NOMOLLbIO BU3yasibHbIX UM 3BYKOBbLIX CUrHANOB (MHANKATOP curHana tpe-
BOTK, 3BYKOBbIE CUIHanNbl TpeBoru, coobLyeHne TpeBori, MyuraiLme YUCoBble 3Ha4YEeHMs!).
YacrtoTa v UBET MUraHWa UHOUKaTopa curHana TPeBOrn COOTBETCTBYET pasHbIM YPOBHAM
¥ BUAam TpeBor.

KoHurypaumsi MOHMTOPOB NO3BOMSET HacTpamBaTb FPOMKOCTb, BApWaHT N NHTEpP-
Ban 3BYKOBOIrO CUrHana TPEeBOr, a Takke, C MOMOLLbI (PYHKLMM YCTAaHOBKM aBTOMaTU4e-
CKUX Npefenos TPeBOr, MOHUTOP MOXET aBTOMAaTUYECKM perynmpoBaTb Npegens! TPEBOT B
COOTBETCTBUN C N3MEPAEMbIMA OCHOBHbLIMI MOKasaTeNsAMN XU3HEAEATENbHOCTU NaLneH-
Ta. Kpome T0ro, cyLlecTByeT BO3MOXHOCTb OTKIIIOYEHUSA OTAENBHOIO CMrHana TpeBorn unm
BPEMEHHOI0 OTKITIOYEHUSA BCEX 3BYKOBbLIX CUTHaNoB TpeBor.
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Kanan uamepenus UAL

KonunyecTBo KaHanos

1nnm 2

[vana3oH namepeHnsa AaBneHusi, MM pT. CT.

Ot munyc 50 go nntoc 300

Mpegenbl gonyckaemow oTHocuTenbHon (abconoTHown) no-
rPELUHOCTN N3MEPEHUS AaBEHUsA

+2% vinn 1 MM pT. CT., YTO Bonblue

Kanan uamepenusn TEMI

KonuyecTso kaHanoBs 1unnum 2

[vana3on nokasaHun temnepatypsbl, °C Ot 0 go nnoc 50

Jvana3soH nsmepeHut Temnepartypsl, °C Or 25 0o 45

Mpeaensl gonyckaemon abconioTHOW NOrpeLHOCTN n3mepe-

HVA Temnepatypsbl, °C 0,2
Kanan usmepenus SpO,

[vanasoH nokasanun SpO,, % O10 8o 100

Ananasor namepenunn SpO,, % OT170 no 100

MNpeaen abcontoTHOW norpelHocTy nsmeperus SpO,, %, B

AvnanasoHe N3SMEPEHNA B peXNME:

- B3pocnbix/aeTen 2

- HOBOPOXXAEHHbIX 3

[nanasoH usmepenuns YCC, ya/muH: OT1 25 po 300

Mpenenbl gonyckaemon abConOTHOW NOrpeLlHoOCT nsmepe-

Hua Yl, ya/MuH + 2
Kanan namepenus CO,

[nanasoH namepeHnin obbemHon gorm Oy, %: O1 0 go 100

Mpeaenst gonyckaemoin abconoTHOW NOrpeLLHOCTN nsmepe-

HuiA o6vemHon gonu Oy, % +4

I'Iapameprl JHEpPronuTaHua U TeXHNYeCKkue XapakKTepucrTmku

HanmeeHVIe nUTaHnsa oT CeTh nNepemMeHHOro ToKa 4acTto-

- OTHOCUTEIbHAaA BJIAXKHOCTb OKpyXakwero Bo3gyxa, %

Ton (50+2) 'y, B 230 £ 23
MakcumanbHasi noTpebnsemasi molHocTb, B-A, He 6o- 110
nee

EMKOCTb WCTOYHMKA NOCTOSIHHOIO TOKa (akkymynsaTopa), 49
A4, HE MEHee '
Bpemsa paboTbl Npy NMTaHWW OT aKKyMynsitopa, 4, He Me- 3

Hee

"abapuTHble pasmepbl, MM, He Bonee 408%157x%316
Pa3mepbl gucnnes, A1oNM 15
Macca, kr, He bonee 7
YcnoBusa akcniyaTaumm no

FOCT 15150-69:

L TemnepaTypa okpyXatoLero sosayxa, °C; oT 5 go 40

o1 25 po 80 (6e3 KoHAeHcaumu)

Ycrnoeus TpaHCnopTUPOBaHWS:
- Temneparypa okpyatoLero Bosgyxa, °C;
- OTHOCUTENbHAsA BMNAaXHOCTL OKpyXatLlero Bo3gyxa, %

oT muHyc 20 go nntoc 55
ot 25 po 93 (6e3 koHgeHcaunn)

Knacc 3awuTbl OT NOpaXeHUs dNeKTPpUYEeCKUM TOKOM No
OCT 30324.0-95

knacc 1 c BHYTPEHHUM NCTOYHU-
KOM MNTaHNA

Tun 3aWmTbl OT MOPAXEHWUS! 3NEKTPUYECKUM TOKOM Mo
FTOCT 30324.0-95 no kaHanam:

OKIT, TEMI, NAL]

SpO,, HNAA, CO,

CTteneHb 3awuTbl, obecnedynBaemble obonoykamu, no
FOCT 14254-96

iB W
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3HAK YTBEPXXOEHUA TUMNA

3HaK YTBepXOeHust Tuna CPeACTB M3MEPEHWA HaHOCUTCA Ha TWUTYIbHbIA TIUCT
aKcnyaTauMoHHON AOKyMeHTauum Tunorpadgckmm cnocobom.

KOMIMJIEKTHOCTb

CucTteMbl MOHUTOPUPOBaHusA nauveHTa Vista 120) B KOMNIEKTHOCTY C AaTyu-

Kamu 1 NpUHaANEXHOCTAMM 1 wT.*
JinTnesas 6atapes 1 wr.™;
Kabenb nutaHns 1 wr.™;
Camonucey 1 wr.™;
Tepmobymara 1 wr.”,
Kpennexus 1 wr.™
Habop nepexogHWKoB 1 wr.”,
MporpammHoe obecneveHune Ha CD-ancke 1 wr;
PykoBOACTBO NO 3KCrnyaTaLum 1 9K3.;
MeToguka nosepku MPB MIM.2467-2015 1 3K3.

ﬂpmmeanvm — * KONIMYECTBO AAaT4YMNKOB, I'IpI/IHa,D,J'IeN(HOCTeIZ v np. onpegendaeTca 3aKka3om.
- MeToAuKa NoBepKn NOCTaBNAETCA NO OTAENIbHOMY 3aKaaly.

TEXHUYECKUE OOKYMEHTbI

NokymeHTaums cupmbl-nsrotoutensa «Drager Medical GmbH», epmanus, (KOH-
TpakTHoe npousBoacTso «Edan Instruments, Inc.», Kutan);

CTB EH 1041-2006 WUspenua meguumHckne. NHopmauyna, npegocrasnaemas nsro-
TOBUTENEM;

CTb EH 980-2006 CumBornbl rpacudeckne, npumeHsieMble AN MapkKUpoBKU Menun-
LUMHCKAX N3AENUN;

CTB IEC 60601-1-2012 Wapgenua mMeauuuHckue anektpudeckue. Yactb 1. Obwme
TpebosaHua 6e3onacHoCTV U TPeOOBaHNA K OCHOBHbLIM XapaKTepucTukam;

CTB M3K 60601-1-1-2005 WU3penus megmunHckme anekTpudeckue. Yacte 1-1. Tpe-
6oBaHUsA 6e30NacHOCTM K ANEKTPUYECKUM MEAULIMHCKAM CUCTEMaM;

FOCT IEC 60601-1-6-2011 Usgenust meguunHckne anektpudeckue. Yacts 1-6. O6-
wme TpeboBaHusa 6e3onacHocT. AKcnnyaTaunoHHas NpUrogHoOCTb;

FOCT IEC 60601-1-8-2011 Uspenus meguunHckue anektpuyeckue. Yactb 1-8. O6-
e TpeboBaHusa 6e3onacHocTn. Ob6LMe TpeboBaHWA, UCTbITAHUA U PYKOBOASLUMNE yKasa-
HUS MO MPUMEHEHNIO CUCTEM CUrHANW3aUMN MeANUMHCKUX 3NEKTPUYECKUX n3genni n me-
OVILMHCKNX 3NEKTPUYECKUX CUCTEM;

CTB M3K 60601-1-2-2006 N3pnenua megvumHckue anektpudeckne. Yacte 1-2. O6-
ume TpebosaHus HGesonacHOCTH. INeKTpoMarHuTHas CoBMECTUMOCTb. TpebosaHus n me-
TOAOb! UCNbLITAHNNA,

FOCT 14254-96 CteneHu 3awmTbl, obecneunsaemole obonovkamm (kog IP);

FTOCT NCO 9919-2002 OKkcMeTpbl NyNbCOBbIE MeANUMHCKNE. TexHndeckune Tpebo-
BaHUA N METOAbl UCMNbITAHUN;

CTB EH 12470-4-2006 TepmomeTpbl MeanumHckune. Yacte 4. TpebosaHus K Tepmo-
MeTpaM INeKTPU4ECKUM AN HENPEPbLIBHOIO N3MEPEHNS;

CTBE EN 1060-3-2008 lNprbopbl AN HENHBA3MBHOIO U3MEPEHNS KPOBAHOIoO AaBne-

MEepPEeHUS KPOBAHOIO AaBNeHNS; o
MPBE MIN. 2467 - 2015 MoHuTopbl nauueHTa cepuin M. Metoguka

5o peecTp
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3AKNKOYEHUE

Cuctembl MOHUTOPUpPOBaHUsS nauueHTta Vista 120 cooTBeTCTBYIOT TpeboBaHMAM [10-
KyMeHTauuu dupmbl-nsrotosutens, CTb EH 1041-2006, CTb EH 980-2006,
CTB IEC 60601-1-2012, CTb MOK 60601-1-1-2005, T'OCT IEC 60601-1-6-2011,
rocT IEC 60601-1-8-2011, CTb MO3K 60601-1-2-2006, TOCT 14254-96,
rOCT NCO 9919-2002, CTb EH 12470-4-2006, CTb EN 1060-3-2008.

MexxnoBepouHblii nHTepean He Bonee 12 mecaues (AN MOHUTOPOB, NpeAHa3HayYeH-
HbIX NS NPUMEHEeHNs NMBo NpMMEHsEMbIX B chepe 3akoHo4aTeNbHON METPOonorun).

HayuHo-uccnegosatenbCkuii ucnbiTatenbHbl LeHTp benlMM
r. MuHck, CtapoBuneHckun tpakt, 93, Ten. 8 10 375 17 334 98 13,
AtTecTaT akkpeauTtauymm Ne BY/ 112 02.1.0.0025

NU3rOTOBUTENb «Drager Medical GmbH», lepmaHus, (KOHTpakTHOE Npon3BoACTBO
«Edan Instruments, Inc.», Kutan)

Appec 3/F-B, Nanshan Medical Equipment Park, Nanhai Rd 1019#, Shekou,
Nanshan Shenzhen, 518067 P.R. China/

Beb-cant  www.edan.com.cn

Agpec 9MeKTPOHHON MOYThI info@edan.com.cn

Ten. +86-755-26898326

dakc +86-755-26898330

HauyanbHUK Hay4YHO-UccnenoBaTenbCcKoro /J
LleHTpa ncnbiTaHui cpeacTs N3amepeHnin
n TexHnkn benl UM

.B. KypraHckui







