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01113bl6 

YTBEP)J(,l(AIO 

rnaBHhIH Bpaq rY3 «JlHrreu;K~ 
ropo,IJ;CK~ 6oJI:hHH a CKOpo:H 

no pe3y11bmamaM Medu11ru11c1<ou anpo6au.uu 
·annapama 11ap1<03110-dbtXamenb11020 "A3JIHTA" 

OcuosauueM rorn rrpoBe,n:eHllil arrpo6a.mrn HapK03HO-)J;hIXaTeJTuHoro arrnapaTa 
"A3JIMTa" $JBJUieTC$1 ,lJ;orOBOp Me)l(,Zzy rrpe)J;IlpM$1TMeM-M3fOTOBMTeJieM arrrrapaTa M ry3 
«Jllirreu;Ka$1 ropo,n:cK~ 6oJihHMIJ;a cKopo:H Me,n:MIJ;MHCKOH rroMoI.IJ;M N~ 1 » Ha rrpoBe,n:eHMe 
KJIMHMqecKOH arrpo6au;MM BhIIIIeynoM$1H)'TOfO arrrrapaTa. 

Hapi<o3HO-)J;hIXaTeJihHhlli arrrrapaT "A3JIMTa" TY 9444-001-89713017-2011 6bIJI 
rrpe,n:cTaBJieH rrpe.n:rrpM$1TMeM M3roTOBMTeJieM - 000 "KE Me,n:c11:creM" (r. Bopotte)I(, yJI. 
lJ.emocKMHIJ;eB, 86). CoBMecrno c arrrrapaToM 6nIJIM rrpe,n:cTaBJieHhI ero 3KCIIJiyaTau;MOHHhie 
.IlOKYMeHThI - "PyKoBO)J;CTBO no 3KCIIJiyaTarurn" M "IIacrropT". 

U:e.JibJO rrpoBe,n:eHllil arrpo6a.QJ1H arrrrapaTa $1_BJT.SUTach rrpoBepKa ero 3<P<PeKTMBHOCTM M 
6e30IIaCHOCTM B rrpou;ecce MCIIOJib30BaHllil B peaJibHhIX KJIMHMqeCKMX ycJIOBIDIX, a TaK)l(e 
ou;eHKa ero COOTBeTCTBM$1 Me)J;MIJ;MHCKMM Tpe6oBaHllilM, rrpe.Ln>jJ_BJUleMhIM K HapK03HO
)J;hIXaTeJThHOH arrrraparype. 

HcllbITaHllil IIpOBO)J;MJIMCb B OT)J;eJieHMM atteCTe3MOJIOrMM-peaHMMa.mrn rY3 
«JlMrreu;K~ ropo,n:cK~ 6oJihHMIJ;a CKOpOH Me)J;MIJ;MHCKOH IIOMOI.UM N~ 1 » B rrepMO)J; 
24.02.2014 - 15.04.2014 M IIpO)J;OJDKaIOTCSI B HaCTO~ee BpeM$1. 

Ilepe,n: rrpoBe,n:eHMeM MCTTbITaHMH rrpe,n:cTaBMTeJieM ff3fOTOBMTeIDI arrrrapaTa 6bIJI 

• 



npoBe,n:eH BBO,!Uil>rn TeXH1PiecKRH: HHCTPYKTa)I( 06 oco6eHHocn1x KOHCTPYKUHH H 
npaBmrax reX1IB11ecKoii 3KcruzyaTa.QHH annapaTa, nocrre qero 61>mo npoBepeHo 
TeX1IB11ecKoe <PYHI<J.UfOHHpOBaHHe annapaTa Ha Bcex pe)l(l{Max, YKaJaHHI>IX B "PyKoBo,n:cme 
no 3KCTIJIYaTaI..:(llli" c HCTIOJib30BaHHeM HMeIOII.J:HXC.sl B OT,n:erreHHH aHeCTe3HOJionrn 
KOHTPOJibHO-H3Mep1nerr1>Hl>IX npu6opoB ( OKCHMeTPa, KanHOMe'Ipa, BOJIIOMe'Ipa HT. n .). 

c HCIIOJib30BaHHeM HCilbITYeMoro annapaTa "A3JIHTa" 61>mo rrpoBe,n:eHO 
aHecTe3HorrorHqecKoe o6ecrreqeHHe y 43 rrau:HeHTOB. Ilau:HeHThI 61>IJIH pruHoro rrorra, 
pa3HbIX B03PaCTOB, HeKOTOpbie HMeJIH COnyTCTBYIQII.J:He xpoHH"l!eCKHe 3a6orreBaHIDJ 
( cep,n:e"tJHo-cocy,n:HcroH: cHCTeMDI, raci:po3HTeporrornqecKHX oprattoB, arrrreprnqecKHe 

PeaKI..J:HH HT. ,n:.). 

,Z:{JrnTeJII>HOCTb orrepau:uH: COCTaBIDIJia npHMepHO OT 1 ,n:o 2 qacoB, npH"l!eM B 
TeqeHHe pa6oqero ,n:H.sJ: arrrrapaT HHor,n:a HcnoJib30Barrc.s1 2 _,_ 3 prua. 

IlpoBe,n:eHHe o6e360JIHBaHH.sJ: npoBo,n:HJiocb c npHMeHeHHeM B KaqeCTBe atteCTeTHKa 
rruoo6pa3HOH 3aKHCH a30Ta, HO B 6oJibIIIeH qaCTH - c HCTIOJib30BaHHeM )l(lf,D;Koro 
Hcnap.s110meroc.s1 attecTeTHKa ceBo<PJIIOpaHa, HaH6onee qacTo ucrroJib3yeMoro B 
coBpeMeHHoli atteCTe3HH, npH 3TOM HapK03 ocymeCTBID1Jic.s1 no noJiy3aKpoITOMY KOHTYPY 
HBn. 

)lrr.sr Ka)l(,D;Oro IIaI..J:HeHTa c Y"lJeTOM ero attaToMH"l!eCKHX H <PH3HOJIOrn"lJeCKHX ,D;aHH:bIX 
yCTaHaBJIHBaJIHCb cooTBeTCTBYIQII.J:He napaMelpbI MBn (qacroTa ,n:oIXa.HIDI, o6oeM B,n:oxa, 
npou:eHT KOHI.J.eH'Ipau;HH KHCJIOpo,n:a H aHeCTeTHKa H T. n.), KOTOpbie B rrpou:ecce 
onepau;HH npH Heo6xo,n:HMOCTH KoppeKTHpoBarrHch annapaToM c u:eJibIO o6ecrreqeHH.sJ: 
a,n:eKBaTHbIX pecIIHpaTopHbIX reMO,n:HHaMHt:IeCKHX H 6HOXHMH"lleCKHX IIOKa3aTerrei1: 
)l(H3He,n:e.si:TeJThHOCTH ( apTepHaJibHOe ,n:aBJieHHe, nyJibc, ,n:aBJieHHe B rreTI<HX, HaCI>IIIJ.eHHe 
apTepHaITbHOH KpOBH KHCrropo,n:oM, KHCJIOTHo-merro"lJHI>Ie IIOKa3aTeJIH HT. n.). B CJiyqa.sJ:X 
BoIXo,n:a 3THX IIOKa3aTerreH: 3a paMKH ycTaHoBJieHHI>IX 3HaqeHHli, annapaT no,n:asarr 
COOTBeTCTBYIQII.J:Hli asapHH:Ho-npe.n:yrrpe,n:HTeJII>HbIH CHrnarr, qTo Il03BOIDIJIO 
attecTe3Horrory BBO.D:HTb coOTBeTCTBYIQII.J:He KoppeKrnpOBKH Ha pe)l(HMbJ MBn HJIH 

HapK03a Ii onepaTHBHO CTa6Hmi3HpoBaTb CHryaU:HIO. 

IlpH BBe,n:emrn: B HapK03 ycneIIIHO HCIIOJib30BaJIC.sl HMeIOII.J:Hlic.sr B annapaTe pe)l(l1M 
BeHTHIDII..J:HH c pyqm,IM yrrpaBJieHHeM, a npH BbIXo,n:e H3 HapK03a - pe)l(HMbI 
BCIIOMOraTeJibHOH BeHTHJI.sJ:u:HH c OTKJIHKOM Ha ,I(bIXaTeJibHYIO IIOilbJTKY nau:HeHTa, qeM 
o6ecrretIBBa.Jic.sr a,n:eKBaTHI>rn nepexo,n: nau:HeHTa Ha cnoHTaHHoe .llbIXaHHe. 

B npou:ecce npose,n:eHH.sJ: HcilbITaHHi1: OTKa30B B pa6ore annapaTa He 61>mo. 

O,n:tta H3 onepau;HH B TeqeHHe npHMepHo o_wmro qaca 61>ma npose,n:eHa npH 
3JieKTpOIIHTaHHH OT BHyTpeHHero HCToqHHKa (BCTPOeHHOH 6aTapeH a.J<KYMYJI.sJ:TOpoB) 

- HMHTaU;IDI OTKa3a o6rn:eH: npoMI>IIIIJieHHOH CeTH. 



PeJyJJhTaTbl anpo6aQHH annapaTa «A3JJHTa» 

1. HcIIDnyeMI>rn armapaT KOHCTp)'KTIIBHO B:omoIDieH B BH,IJ;e MOHo6noKa TaKoe 
perneHHe o6ecne~er armapary noB:oIIIIeHH)'IO )l(eCTKOCTh H ycToWrn:BocTD, qTo 

npe,llCTilBJISieTCH y,llo6HDIM npH 3KcnnyaTaU:HH. 

2. HmpopMau:HOHHO-ynpaBillIIOW:IDI CHCTeMa armapaTa B:omoIDieHa B BH,IJ;e 

BcrpoeHHOfO ,llHCilJieH c ceHCOpH:OIM 3KpaHOM, Ha KOTOpOM BHP'fYaJihHO 

oTo6pa)l(aJOTCH Bee Heo6xo,llHMb1e ynpaBIDnOrn:He 3neMeHT:o1, a TaIOKe B:OIBO,llHTCH 

rpa<PHl!eCKIDI H TeKCTOBIDI aBapmnm-npe,llyllpe,llHTeJihHIDI CHfHa.Jill3al'.UUI. 

HH O,llHOH ynpaBIDnOrn:eii py-qm Ha annapaTe HeT, a pery.ITHpoBKa Bcex 

Heo6xo,llHM:OIX napaMeTpOB IIpOH3BO,llHTCH ceHcopH:OIM cnoco6oM (npHKOCHOBeHHeM K 

COOTBeTCTB)'IOW:eMY CHMBOJIY Ha 3KpaHe ). 3-ro oqeHb Y.llOOHO .llAA aHeCTe3HOJIOra H 

COOTBeTCTBYeT COBpeMeHHbIM npmru;mmM 3proHOMHKH, HCilOJib3yeMDIM B COBpeMeHHbIX 

HH<i>opMailHOHHO-ynpaBillIIOIIlHX CHCTeMa:x ( cnpaBoqHble TepMHHaJI:OI, M06HJI:OH:Oie 

Tene<PoH:OI HT. ,ll.). 

3. Ha ,llHCilJiee armapaTa BbIBO,llHTCH TOJihKO Ta HH<i>OPMau:HH H TOJihKO Te 

op~I ynpaBJieHHH, KOTOpbie Heo6XO,llHMbI Ha KOHKpeTHOM ycTaHOBJieHHOM 

spaqoM . pe)l(HMe HBn. 3To npe,lloTsparn:aeT H36:01TolJHocT:o HH<i>opMaU:HH H 

o6nef'1IaeT pa6ory Bpaqa, II03BO~ KOHUeHrpHpoBaTh BHHMaHHe TOJihKO Ha 

Heo6XO,llHM:OIX ynpaBJIHJOW:HX KOMaH,lla:x. 

4. Ba)l(HOii oco6eHHOCT:OJO anrrapaTa "A3JIHTa" HBJIHeTcH To 

o6cTOHTeJibCTBO, qTo B HeM HMeJOTCH BCrpOeHHbie KaHanhI HH,llHKau:HH KaIIHOrpa<l>HH Ha 

B,llOXe H Ha BhI,llOXe, ypOBHH KHCJIOpO,lla B ,llhIXaTeJI:OHOH CMeCH Ha B,llOXe H Ha BhI,llOXe, 

ofr:oeMa B,llOXa H BhI,llOXa ( c aBapHHHOM CHfHaJIH3ailHeM rrpH BhIXO,lle COOTBeTCTB)'IOrn:ero 

IIOKa3aTeAA 3a yCTaHoBJieHHDie spaqoM npe,lleJihI). 3To o6croHTeJibCTBO cyrn:eCTBeHHo 

IlOB:OIIIIaeT 6e3orraCHOCTb nau:weHTa H II03BOAAeT o6XO,llHThCH 6e3 .n;oporocTOIDJUiX 

HaBeCHbIX MOHHTOpOB. 

5. B annapaTe peanH30BaH ,llOCTaTOlIHO IIIHpOKHH cneKrp asapHiiHo-

npe,llynpe,llHTeJI:OHOH CHfHaJIH3aU:HH, qTo II03BOJIHeT Bpaqy onepaTHBHO 

npmrn:MaTh COOTBeTCTB)'IOrn:He KoppeKTHpyioI.I.I;He Mep:or, H, cne,llOBaTeJibHO, 

IIOBhICHTb 6e3onaCHOCTb nau:HeHTa. 

6. B annapaTe npe.n;ycMorpetta B03MO)l(HOCTh npoBe,lleHHH HBn BpyqttyJO 

qepe3 armapaT ,lla)l(e npH IIOJilIOM OTKa3e 3JieKrpHl!eCKOH CHCTeMbI armapaTa, qTo 

TaK)l(e IIOBhIIIIaeT 6e30IIaCHOCTb nau:HeHTa. 

7. B annapaTe HMeeTcH scrpoeHHIDI aKK)'M)'AATOpHIDI 6aTapeH ( c 

aBTOMaTHlJeCKOH IIO,ll3apH,llKOM), KOTOpIDI II03BOAAeT B cnyqae OTCyrCTBHH 

3JieKrp03Hepnrn 220 B npo,llOJI)l(aT:o HBn H HapKo3 B TeqeHHe OT 1 qaca .llO 1,5 qacoB, 

1ITO TaK)l(e IIOJIO)l(HTeJI:OHO BJIHHeT Ha 6e30IIaCHOCTb rrau:HeHTa. 



8. 0cHOBHbie pe:>KHMbI l1Bn, o6ecrretru:BaeMI>Ie arrnapaTOM (yrrpa.Brui:eMI>Ie M 
BCIIOMOraTeJThHbie) BIIOIDie ,llOCTaTOqJ-fi,I ,WU! rrpoBe,n:eHIDI HapK03a, a TaIOKe B rrpou:ecce 
BBe,n:eHIDI B HapK03 M B rrpou:ecce BbIBe,n:eHIDI M3 HapK03a. 

9. ,llaarra30Hb1 pery.Jrn:PoBaHIDI ocHoBHhIX rrapaMerpoB HBn ( MHHYfHaSJ: 
BeHTIUUII.lIDI, qacTOTa ,n:DIXaHIDI, I1,UKB M T. ,n:.) COOTBeTCTBYffiT CTatt,n:apTHOM)' Ha6opy 
3TMX rrapaMerpoB ,WU! arrrrapaTOB ,llaHHOf'O Ha3HaqeHIDJ. 

10. ArrrrapaT o6ecrretru:BaeT BbICOKyro TOqJIOCTh rro,n:aq:H ra.30BbIX IIOTOKOB, a 
TaIOKe BbICOKyro TOqJIOCTh 3a,llaHHOH KOHUeHTpau:MM )IGl)U<HX McrrapIDOIUMXC.R 
atteCTeTKKOB, qTo oqeHb BIDKHO KaK c TO~ 3peHIDI IIpOBe,lleHIDI a,n:eKBaTHOH 
aHeCTe3MM, TaK M c 3KOHOMJ1qeCKOH TOqJill 3peHIDI, IIOCKOJThKY IIpM 3TOM MO)l(JIO 
CHITTMTh pacxo,n: ,n:oporocTmnu:ero attecTeTMKa ( B qacrnoCTM - ceBocpmopatta, 
peaJIDHoe pacxo,n:oBaHHe 6omo B rrpou:ecce MCIIDITaHMii ,n:oBe,n:eHo ,n:o 5 MJI I qac ). 

C 3TOH TO~ 3peHIDI Ha.Jlli1ille B arrrrapaTe u:mppoBoro cqe'flIBKa pacxo,n:a )l(M,D:Koro 
aHeCTeTMKa .RBllileTC.R oqeHb aKryanoHbIM. 

11. ArrrrapaT yKoMIIJieKTOBaH MOHMTopoM rrau:MeHTa «M-7000 Patient 
Mqnitor» qmpMoI «Biolight» (KMTau) ,n:llil MOHMTopMHra $M3Morror11qecKMX 
rrapaMeTpOB rrau:MeHTa, TaKMX KaK: 3JJeKTpOKap,n:MorpaMMa (ECG/HR) ITO 3 
OTBe,n:eHM.SIM Bxo,n:a; rryrroCOKCMMeTpM.R (Sp02 I Pul se) B ,n:11arra30He 0 -:- 100% I 20 -:-
250 yOIMuH; HeMHBa3MBHoe apTepManbHoe ,n:aBrreHMe (NIBP) B ,n:MarraJoHe ,llllil SYS 
30 -:- 270 MM 600. cm. M DIA 10 -:- 220 MM 600. cm., a TaK)l(e TeMrreparypa (TEMP) B 
,n:MaII30He 0 -:- 50 °C. MoHMTop rrau:11eHTa MMeeT U:BeTHOH BbICOKOH .RpKOCTM TFT 
)l{K-MOHMTop c ,n:11ar0Hano10 7 010UM.06. MoHMTop rrau:MeHTa MMeeT B03MO)l(HOCTb 
IIO,llKJIIOqeHM.R K u:eHTPaJJbHOH CTaHU:MM Me~pe)l(,n:eHM.R, xpaHMT ,n:aHHbie 06 
M3MeHeHM.SIX B TeqeHMe He Mettee 72 1.JaCOB, a TaK)l(e MMeeT <i>YHKU:MIO OTo6pa)l(eHM.SI 
,n:aHHbIX 06 M3MeHeHM.SIX M rpaci>MKM M3MeHeHMH. MoHMTop rrau:11eHTa MMeeT 
aBapMHHO-rrpe,n:yrrpe,n:MTeJibHYIO CMrHaJ1M3aU:MIO rrpM BbIXO,n:e rrapaMeTPOB 3a 
ycTaHOBJieHHI>Ie Me,n:rrepcoHanOM rrpe,n:erroI. 

TipM 3TOM Ha MCIIOJio3yeMbIH BHeIIIHMH MOHMTOp MMelOTC.R pa3peIIIMTeJibHDie 
,n:OKYMeHTDI Poc3,n:paBHa,n:3opa: Per11cTpau:110HHoe y,n:ocToBepeHMe M ,L(eKJiapau:IDI o 
COOTBeTCTBMM. 

12. )l{ano6 OT rrau:MeHTOB Ha rrpoBe,n:eHMe HapK03a rrocpe,n:CTBOM 
MCIIDiryeMoro arrnapaTa, a TaIOKe Ha rro6oqi.n,1e OCJIO)l(HeHIDI, He oTMeqeHo. 



BhIBO,[(bI 

1. HapK03HO-,zn,IXaTeJIDHDrn armapaT "A3JIHTa" cooTBeTCTByeT Tpe6oBaHRSIM 

ITO 3<i><i>eKTHBHOCTH H 6e30ilaCHOCTH, rrpe.D,'MIBllileMblM K aHaJIOfH"tJ:HbIM H3.D,eJimIM 

Me.D,HUHHCKOro Ha3HaqeHml. 

2. Ilo CBOHM <i>YHKUHOHaJIDHDTh1 H 3KCITJIYaTau:HOHHDIM xapaKTepHCTHKaM 

arrrrapaT "A3JIHTa" COOTBeTCTByeT COBpeMeHHOMY ypomno aml.JIOrH"tJHOH HMilOpTHOH H 

OTeqecTBeHHo:H: arrrrapaTJPhl . 

HapK03Ho-,zn,ixaTeJihHDIH armapaT "A3JIHTa" MO)l(HO peKoMeH.D,oBaTh K 

HCIIOJib30BaHmo B Me)l,HI.~HHCKOH rrpaKTHKe rrpaKTH"tJ:eCKH BO Bcex KJIHHHKaX P<l>. 

3aBe)l,)'IOI.JUtii OT.D,eJieHHeM atteCTe3HOJIOrnH rY3 «llirrreUKrul 

rE CWIN!!l» 

/IO .IO .BACl1JThEB/ 


