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NynbcokcumeTp meanumHckmum "Armed”

Moga. YX300, YX301, YX302
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N UHCTPYKLUA NO SKCMNYATALIUA

CBugeTenbCcTBO O npuemMke

MynbcokcumeTp m™eauumHckun «Armed» moa. YX300, YX301, YX302

CoOoTBEeTCTBYeT TEXHNYECKMM YCITOBUAM U NPU3HAH roaHbIM A4 3KCnjiyaTauuun.

PernctpaunoHHoe yaoctoBepeHne ®C3 Ne2010/07461 gencTBUTENBHO
€ 22.07.2010r. Cpok OeNCTBUSA: HE OrpaHUYEH.

[[apaHTUNHbBIM CpoK Ha [NynbcokcumeTp MeamumHekmn «Armed» mog. YX300,
YX301, YX302-12 mecsueB ¢ gaTbl Npogaxu npu BeinoniHeHUN TpeboBaHun
HaCTOALLEN NHCTPYKLNN.

Ha 6bICTpon3HalLMBaOLLMECS YaCTW rapaHTus He npegocTaenseTcd. [loctaBka
B CEPBUCHBIN LLEHTP 1 06paTHO OCYLLECTBAETCS 3a CYET KNUeHTa.



1. MpeaHasHaueHue nsgenus

ManbueBOM NyNbCOKCMMETP MeauuuHckuin  «Armed» moa. YX300, YX301,
YX302 (ganee B nacnopTe MyfnbCOKCMMETP) npeactaBnseT cobon nopTaTMBHOE,
HenpoHKaloLee yCTPOUCTBO AN U3MEPEHNsi HA MeCTe HacCbIWEeHEe KUCITOPOAOM
apTepwuanbHoro remornobuHa (Sp0O2) 1 YacToTbl Nynbca y B3POCbIX U AeTeN Aoma
1 B OOMbHMYHBIX YCroBMAX (BKMOYas KIIMHWYECKOE WCMONb3oBaHue B Tepanun/
XUPYpPrum, Npu aHecTe3un, MHTEHCUBHOW Tepanuu u np.). He npegHasHayeH ans
HenpepbIBHOrO MOHUTOPUHTA.

MynbcokcumeTp MeguuuHckum  «Armed» moa. YX300, YX301, YX302
He TpebyeT npodunakTuyeckon KanmbpoBKM MM TEXHUYECKOTO OOCNYXMBaHUS
(kpome 3ameHbl baTapeek).

2. MpyHUMN n3mepeHus

MynbcokcumeTp meguumHckun «Armedy» moa. YX300, YX301, YX302 kanubpyeTcs
Onsi BblBEAEHWA Ha Aucnnen 3HavyeHus (PyHKUMOHANbHON HAaCbILLEHHOCTU KpOBU
kncnopogom. Pabota lNynbcokcumeTpa OCHOBaHa Ha criegytolweM npuHumne:
aMnupuyeckas dopmyna ans o6paboTkM gaHHbIX NOsTydeHa Ha OCHOBaHUM 3aKOoHa
JlamBepTa-bupa B COOTBETCTBMM C XapakTepuUCTUKaMmn CNEKTParbHOMo NOrMoLLEHNS
BOCCTaHoBreHHoro remornobuHa (R Hb) n okcuremornobuxa (O2 Hb) B kpacHom m
B 6nvxxHem mHdppakpacHom guanasoHe. MpuHumn paboTbl Nnpubopa, OCHOBaH Ha
TeXHororMm choToANEKTPUYECKOrO NCCNeA0oBaHNA OKCUreMornobrHa 1 NpUMeHsieTcs B
COOTBETCTBMU C TEXHOMOIMEN MMMYMbCHOrO CKaHMPOBAHMSA U pPerncTpauun, Takum
o6pas3omM, 4TO [iBa CBETOBLIX Jly4a C pa3fUYHOM ANIMHOM BOSHbI (660 HM — KpacHbIN
Avana3oH 1 940 HM — BrivbkHUIA MHAPaKpaCHbIN Ayana3oH) MoryT ObiTe CAIOKYCUPOBaHbI
Ha KOHLLe HOI'Tsl YenoBeKa Yepes ONTUYECKMI NanbLeBOoW AaT4MK C 3aXMMOM. 3aTem
n3mepsiemMbll CUrHamn MoXeT ObiTb MOMy4YeH C NOMOLbI0 (POTOYYBCTBUTENBHOIO
anemeHTa, Yepe3 KOTOpbI BbIBOAMTCH MOMyYyeHHas MHpopmauus Ha gucnnen c
opraHudecknmn ceetogmogamm nocne obpaboTke 3MEeKTPOHHLIMU SrIEMEHTaMm1 1
MWKPOMNPOLECCOPOM.

3. Mepbl NpeaoCTOPOXXHOCTY NPU UCNONb30BaHWM Npubopa

Ha paboTy nynbcokcMMeTpa MOXeT oKasbiBaTb BIUSIHUE WCMOMb30BaHWE
annaparta ans anekrtpoxupyprum (A3X).

lMynbcokcumeTp OOMXEeH MMeTb BO3MOXHOCTb M3MEpPATb MyNbC Hagnexalinm
obpasom A51s nofnyveHns TO4HOro namepenus SpO2. [lo Havyana nsmepeHusa SpO2
HeobxoaMMo yoeanTbCH, YTO HUYTO HE MPENSITCTBYET U3MEPEHUIO NyNbCa.

Henb3a wucnonb3oBatb MNynbCOKCUMETP B YCMOBUAX MarHUTOPE3OHAHCHON
Busyanusaumm (MRI) n komnbtoTepHon Tomorpacun (CT).

Henb3a ucnonb3oBaTb NyNbCOKCMMETP B Cryyasx, korga TpebyeTtcsa curHanbHoe
ycTponcTeo. Mpnbop He 06opyaoBaH cUrHanbHbIM YCTPONCTBOM.
lMynbcokcumeTpnpeaHasHayeH TOMbKO ANS WCNOMNb3OBaHWA B KayecTBe
BCNnomoraTtenbHoro npubopa npu oueHke cocTosiHua nauueHta. OH JOoJKeH
NCNonNb30BaTbCA COBMECTHO C APYrMMU METOAaMN OLEHKN KIMHUYECKUX NPU3HaKOB
W CUMMNTOMOB.

CnepnyeT perynsipHo ocmMmaTpuBaTb MeECTO NPUMEHEHUs AdaTyuka MnyrnbCOBOro
NyrnbCOKCUMETPA OJ15 ONpeAeNeHnst Mecta pasMeLLieHns gaTymnka, KpoBooopalleHns

Henb3s pacTtsarmBatb NUMNKMA NNacTbipb MPY NPUMEHEHUWU [aTyMKa MynbCOBOrO
NyrnbCOKCUMETPA. DTO MOXET MPUBECTU K MOMYYEHNIO HETOUHbIX MOKAa3aHWA UK
MOSIBNEHMIO KOXHbIX BONAbIPEN.

Mepen wucnonb3oBaHwem npubopa HeobxooMMo
WHCTPYKLMIO MO 3KCMyaTauum.

MynbcokcumMeTp He npefgHasHadeH AN HEeNpepbiBHOIO MOHWTOPUWHIA, YTO
OTMeYeHO cneumanbHbIM CUMBOSIOM.

MpoaomknTensHoe MCMnonb3oBaHWe MyrIbCOKCUMETPA UMM COCTOsIHME nauueHTa
MoryT notpeboBaTh Neprnoanyeckori CMeHbl MECTa MPUMEHEHUsT AaTymnka. CnegyeT
N3MEHATb MECTO NPUMEHEHMS AaT4MKa U NPOBEPSTH LIENTIOCTHOCTb KOXM, COCTOSIHME
KpoBOOOpaLLEHUS, a TaKKe OCYLLECTBNATb PErYIIMPOBKY Kaxable 4 Yaca.

BHMMATENbHO MNPO4YnNTaThb

4. ®aKTopbl, cryXalme NPUYNHON HETOUHbIX U3MEPEHUN

Henb3a crtepunusoBatb npubop B aBTOKMaBe, C MOMOLLLIO 3TUIIEHOKCUAA MIu
norpyxas AaTtyvku B KWOKOCTb, MOCKOMbKY 3TO MOXET MPUBECTU K MOMyYEeHUIo
HETOYHbIX Pe3yNbTaToB U3MEPEHNS.
3HaunTenbHble  YPOBHWU  ANCKYHKLMOHANBHOMO
KapbokCcUreMornobvH unm mMeTremMmorfioomH).
VHTpaBacKkynspHble MNUIMEeHTbl, HanpuMep, WHOOLWAHWHOBBLIN 3€feHbld  Unu
METUITEHOBLIN CUHUN.

Apkoe okpyatoLLiee OCBELLEHNE MOXET OKa3aTb HeraTMBHOE BMUSHWE Ha U3MEepeHne
SpO2. CrniegyeT 3acrnoHATb AaTyuK (Hanpumep, XMPYpPruyeckum MosnoTeHuem OT
NPsSIMOro COMHEYHOro CBeTa), ecnm 3To Heobxoanmo.

UpesmepHas NoABWKHOCTb NauMeHTa.

BbicokoyacToTHOE XMpypruyeckoe BMeLlaTensCcTBO M Aedmbpunnaropsi.
BeHO3HbIN nynbC.

3akpenneHve paTyMka Ha KOHEYHOCTM C MOMOLLbID MaHXeTbl TOHOMETPa,
apTepuvanbHOro katetepa WM MHTpaBackynspHoe NpuMeHeHune.

[MNOTEH3Nsi, CUNbHBIN COCYAWUCTbLIA CnasM, aHeMus TSXKENOW CTemneHn Wnm
rMnoTepMums y naumeHTa.

OcTaHoBKa cepaeyvHoONn AesaTenbHOCTY UM LWOK Y NaumeHTa.

Jlak gna HOrTe’l WM MWCKYCCTBEHHblE HOIMW MOFYT MNPUBECTU K HETOYHbIM
nokasaHusaM npubopa npu namepeHun SpO2.

remornobuHa (Hanpumep,

5. TexHM4YeCKNE XapaKTepUCTUKH
Tun gucnnes: gucninen ¢ opraHN4ecKUMmn CBEToANO04aMM
- [nanasoH nameperns SpO2: 70%-100%
- To4yHoCTb n3mepeHus +/-2% B guanasoHe 80% - 99%;
+/-3% B guanasoHe 70% - 80%
- Ovana3oH nsmepenns nynsca: 25-250 ygapos B
MUH. - To4yHOCTb u3MepeHus +/- 1 ygap B MUH unu
+/-1%
(6onblwas BenuynHa)
- OnextponuTanue: [1Be weno4vHbix 6atapenkn AAA 1,5 B
- [OnanasoH HanpspkeHus: 2,6-3,6 B
- Huskoe notpebneHue: MeHee 40 MA



M3amepeHus B ycnoBusax Huskon nepdysumn: [lynbcoBas BOSHA AOCTynHa
MOCTOSIHHO, KOrga aMmnimMTy4a UMUTaLMOHHOM NMyNbCOBOW BOMHbLI cocTaBnseT 6%.

o 8. KpaTkoe onucaHue nepegHen naHenu
AHTUNHTEPdEPEHLMOHHbIE CBOMCTBA OKpYKatoLlero ocselleHus: INpu cpaBHeHUN P peA

pe3ynbTatbl M3MEPEHU MpU EeCTECTBEHHOM OCBELUEHMM B MOMELLEHUN WU / \
CYyLLIECTBYIOLLME pe3ynbTaTbl U3MEPEHUI HACLILLEHHOCTU KMCITOPOAOM B TEMHOTE
pasnu4yatoTcst MeHee Yem Ha 1%. " & e SPO2
N3genve aBTOMaTM4ecKku OTKIKOYAETCH, Korga CurHam B U3genun OTCyTCTByeT z H &
bonee 8 cek. ] — 'cTorpamma nynbsca
- MabapuTHasa gnuHa: 68 mM; wnprHa: 35 MM, TonwmHa: 30 mm 3 a7 s
) Bec: 54 r (Bkntoyas ase 6atapeiikn AAA) /‘ L E || o acrora nyneca
TpeboBaHusa K okpyxatowen cpene: Pabouas Temnepartypa: 4° C—40°C : Q
Temnepartypa xpaHenus: 10° C - 40°C 5 O < N
6. OTnMuuTeNnbHblie CBOMCTBA N3genus
6.1. MpocToTa 1 NerkocTb aKcnnyaTauum n3genusl.
6.2. N3spenune nveeT HebonbLLON 06beM, 06NErYeHHy0 KOHCTPYKLMIO (06LLMiA BEC CurHanbl ka4yecTsa nynbca nalmeHTa ykasblBatoTcs B BU4E MMCTOrpaMmbl.
c 6aTapeiikamu okono 54 r), ero yao6HO NepeHoCUTb. M'mcTorpamma pasgeneHa Ha 10 ypoBHeWN, €Cnn MHTEHCUBHOCTb Mynbca
6.3. OHepronoTpebreHne u3genus HU3Koe, ABe OGaTapenkn AAA, Bxogsuime B HaxoAWTCS Ha BTOPOM-TPETLEM YPOBHE, CUTHas Nyrnbca HEAOCTAaTOUHbIN.
KOMMMEKT NocTaBku, obecrneunBaloT HeNpepbIBHYIO paboTy usgenus B TevyeHne 30 9. KomnnekTylowme nsaenms
Yyacos.
6.4. 3HaK HM3KOrO HamnpsiKeHUs1 BbIBOAUTCHA Ha 93KpaH, Korga HanpshkeHue 9.1. MNMynbcokenmeTp 1 WT
GaTapeiikn nagaeT HacTOMbKO, 4YTO 3TO BMAMUSIET Ha HOpManbHyl paboTy 9.2. lHypok 1 wT
NynbCOKCUMeTpa. 9.2. barapeiiku 2 Wt
6.5. W3pgenue aBTOMAaTUYeCcKM BbIKMNIOYAETCSA, KOrga CurHan B uU3genuu 9.3. [acnopT v MHCTPYKUMS Mo dKcnnyaTauum 1 wr.
oTcyTcTBYeT Gonee 8 cek. 10. YcTraHoBka 6aTapeek
7. UHCTPYKUMA No aKcnnyaTauum 10.1. BctaButb gBe bataperiku AAA B rHe3go ans 6atapeek, cobnogas
B NONsIPHOCTb.
7.1. Betasutb e 6ataperikn AAA B rHe3ao Ans 6atapeek v 3aKkpbITh KPbILUKY. 10.2. BCTaBuTb KPbILWKY rHe34a ropu3oHTasbHoO, Mo HarnpasrieHuio, ykazaHHOMY
7.2. OTKpbITb 3aXKMM, KaK NMOKa3aHO Ha PUCYHKE HMXE. CTPEnKoii (CM. PUCYHOK HUXeE):

7.3. BctaButb nanew, B pe3avHOBOE OTBEPCTME MyNbCOKCMMETpa (nanew cnegyet
BCTaBMATb 40 KOHLA) 1 OTNYCTUTb 3aXUM.

7.4. OgvH pa3 HaxaTb KHOMKY BKMIOYEHUS Ha nepeaHen naHenu.

7.5. Bo BpemMsa paboTbl nynbCcoKCcMMeTpa nanel He OOImKeH Apoxatb. [1pn atom
pekoMeHayeTCs He ABUraTbCA.

7.6. CunTtaTh COOTBETCTBYHIOLLME MNOKA3aHWS C 9KpaHa gucnnes.

7.7. YeTbipe BMaa otobpaxeHus nHdopmaumm Ha aucnnee.

Bknountb nynbcoKkcumeTpmeauuuHckum «Armed» mop. YX300, YX301,
YX302. Mpu KaXxaom HaxaTum BbIKno4yaTens nynLCoKcumeTp

nepeksoyaeTcs B ApPYyrom pexum paboTtbl gucnnes, Bcero umeercs 4 Buaa
oTobpaxeHnsa uHopmauum Ha gucnnee. CnegnyeT BCTaBnATb UNn U3enekatb 6atapeiku B NpaBUNbHOM Nopsaake, YTobbl
He NoBpeauTb KpenexHble aetanu npubopa.

CnegyeTt n3Bnekatb 6ataperiku, ecnv nyrnbCOKCMMETP HE UCMONb3yeTCH B
Korga nanew BcTaBrneH B NyfbCOKCMMETP, OH AOIMKEH ObITb MOBEPHYT HOITEM TeueHUe ANNTENLHOTO BPEMEHM.

BBEPX. 11. 3aKkpenneHue LWHypKa

MpumeyaHue: baTapenkm Heo6xoaAMMO BCTaBnATb NPaBUibHO, B COOTBETCTBUM C
NONAPHOCTbIO, B MPOTUBHOM Crlydae npnbop MoxeT ObiTb NOBPEXAEH.

11.1. BcTaBuTb TOHKMIN KOHEL, LLUHYPKa B OTBEPCTUE N4 LWHYPKA.
11.2. MNpoaeTb 6ornee TONCTbIN KOHEL, LHYPKa Yepes3 BCTaBIEHHbIA KOHEL, U
Kpenko 3aTsHyTb.

Toprosas mapka «<APME/I» Toprosas mapka «cAPME]l»



12. TexHu4eckoe ob6crnyKuBaHue U XpaHeHue

12.1. CnepyeT cBOEBPEMEHHO MEHATL OaTapenkn, korga 3aropaeTcsi curHarn
HU3KOTO HarnpsKEHUS.

12.2. MNepea ncnonb3oBaHMEM AN AMArHOCTUKM NauneHTa cnegyeT oumwaTb
NMOBEPXHOCTL NasibLEBOro NyrbCOKCMMETPA.

12.3. Ecnv nynbCOKCUMETP He UCMNOMb3YeTCs B TEYEHNE ANUTENBHOIO BPEMEHN,
cnefnyetT usBnekaTb baTtapenku U3 rHesaa.

12.4. PekomeHpyeTcsa xpaHuTb usgenuve npu temneparype 10-40°C n
oTHocuTenbHon BnaxkHocTn 10-80%.

CnepyeT XpaHUTb U3genue B Cyxom MecTe. BnaxHasa cpefa MoXeT NpuBecTH K
COKpaLLLeHMIO CpOKa ero aKcnnyaTtauumm u gaxe noBpeavTb nsgenve.

OuucTtka nynbcokcumeTpa

BHyTpeHHME NOBEPXHOCTM NyNbCOKCMMETPA CNeQyeT O4MLLATb MSTKOM TKaHbHo,
cMoyeHHon 70%-m nsonponunosbiM cnupToM. Heobxogumo npotrpaTe CNIMPTOM
oTBepCTUe Ans nanbua 40 M Nocne Kaxaoro U3mMepeHust.

Henb3a HanvMBaTb My pacnbinaTh XUOKOCTb HA NyNbCOKCMMETp. Henbas
JonyckaTb nonagaHue Xugkoctu B oTBepcTus npubopa.

[o Hayana ganbHenwero NCNonNb30BaHNs MyNbCOKCUMETPA, Er0 HY>XHO
TWATENbHO BbICYLUUTb.

13. KanubpoBka nynbcokcumeTpa

[ns OueHKM TOYHOCTM NYNbCOKCMMETPa Henb3s UCNOMb30BaTh TeCTep ANg
PYHKLMOHAaNbHOW NPOBEPKMU.

ToyHoCTb  u3MmepeHuss SpO2 ycTaHaBNMBaeTCsA  METOAOM  KITMHUYECKUX
ucneitaHmn. C  NoOMOWbBK  MNyNbCOKCUMETPA  WU3MEPSOT  HACbILWEHHOCTb
apTepuanbsHoOro remorfiobvHa KMcrnopoaom, 1 NonyvyeHHble 3Ha4YEHUSA CPaBHNBAOT
CO 3Ha4YeHUsIMK, TMONyYEeHHbIMW B pe3ynbTate uccrnegoBaHust obpasuos
apTepuanbHon Kposu ¢ nomoubio CO-okcumTepa.

14. BO3MOXHbIe HEUCNPABHOCTU U UX YCTPaHEeHue

MoHuTOp HEe

1. OTcyTcTBYIOT

1. 3ameHnTb GaTapenku

BKMOYaeTcs bartapeniku, nnm 2. BctaBuTth Gatapenkm
OaTapenkun paspagunmcb CHOBa
2. BoamoxHo, batapeikm 3. Cnepnyet o6patutbes B
BCTaBMNEHbl HEMPaBWUIbHO MECTHbIN LIEHT
3. MoHuTOp NoBpexaeH CEPBUCHOIO 06CNyXMBaHMS
[MokasaHus 1. OkcnmeTp
npubopa aBTOMaTU4eCKn 1. HopmanbHo
HEOXMOAHHO OTKITHOYaETCH, ecnm
BbIKINIOYaTCA CUrHan He 2. 3ameHuTbL BaTapenkm

obHapyxunBaeTcs B
TeyeHue 8 cek.

2. 3apsap 6aTtapeek
HeJOCTaTo4eH Arns
HopMarsbHON paboTbl

Ha akpaHe
nosisrisgeTcd 1. Err 3 o3Havaer, 4To 1. lMNMpoBepuTb amuccuio
Hagnucb “Error3” CBEeToAMop KpacHoro KpacHoro ceetogunoaa
mwnn “Error4” N3ny4yeHunsi MOBPEXAEH.
2. Err 4 o3Hayvaert, 4To 2. MpoBeputb ammuccuio
cBeToamon WH(ppakpacHoro
NHdPaKpacHoro ceBetoamoaa
N3ny4YeHusi NOBPEXAEH.
Error 6
Err 6 o3HavaeT 3amMeHnUTb KpucTann
HeucrnpasHOCTb
Kpuctanna
Ha akpaHe
nosBnseTcs Err 7 o3Havaer, yuTo MpoBepuTb cBETOANOANI

Hagnucbk “Error7”

noepexaeHbl ceeToanoabl

N3ny4eHna nnm

NpvHUMatoLwue anoapl.

N3NyYeHns unm
npuHMMatoLne auoap.

15.Ucnonb3yemMbie CUMBOIIbI

CumBon

Onpegenexune

ObopynoBaHue
paboTaeT Ha 4YacToTe

[MposiBneHwne
HEMCTPaBHOCTM BoamoxHasi npuunHa Mepbl ycTpaHeHust
3HayeHue 1. TTaneu BcTaBneH B 1. TToBTOPWTL NOMBITKY,

Sp0O2% wnn
YacToTbl Nynbca
He BbIBOASATCS Ha
aucnnen
HopManbHO

npmbop HenpaBUbHO
2. 3HayeHne SpO2
naumeHTa CrmLIKOM
HU3KOe Onda nsmepeHuma

BCTaBWB NaneL, NoBTOPHO
2. YCcTpaHuTb Ype3MmepHoe
ocBeLleHve

3. lNpoBecTu namepeHus
HECKOIbKO pas, ecrin
MO>HO yAOCTOBEPUTLCS,
yTo B Npubope HeT
HeuncnpaBHOCTEN.
Heobxoaumo
CBOEBPEMEHHO 0bpaTuTbCA
B 6onbHMLY AnA
NMOCTaHOBKWN TOYHOTO
avarHosa

A

CHEHMYETPYKUMIO NO
aKcnnyaTauuu nepeq

NpYMeHeHneM
o HacsbllweHne
%Sp0, remorno6uHa
v YacToTa nynbca
BPM

(YAapoB B MMHYTY)

o

YkasaTenb HU3KOro
HanpsPKeHus

CepuiiHbin Homep

3Ha4yeHusa
SpO2% wnnn
YacToTbl Nynbca
HecTabunbHbI

1. TTaney moxeT BbITb
BCTaBMeH HeJoCTaToO4HO
rnyboko

2. MNaumneHT coBepLuaeT
NLWLHWE OBWXKEHNSI

1. TToBTOpPUTB NOMbITKY,
BCTaBMB Nanew, NoBTOPHO
2. lNauneHT OormKkeH BeCTn
cebs CnoKonHo

Sp02

He npegHa3Ha4eH
Ana noCToAHHOro
MOHUTOPWUHIa






