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BBeaeHune

HacTosiumin ctangapt ycTaHaBnuBaeT OCHOBHbIE TPEBOBAHMS, KOTOPbIE AOJDKHbI COAEPKATHCA B TEXHU-
YeCKNUX 3aAaHUsX AN rOCYAaPCTBEHHbIX 3aKYMOK aBTOMATUYECKUX HAPYXXHbIX 4e(UBPUNNATOPOB.
MexayHapoaHbIX aHanoroB HaCTOSALLEMY CTAHAAPTY He CyLIeCTByeT. HacTosawmii ctaHaapTt oTpaxaer

CNeLucUKy 0TEYECTBEHHbIX DOPM rOCYAApPCTBEHHBIX 3aKYMOK MEAULMHCKOrO 060pya0BaHUS U MOXET BbiTb
TONbKO HALMOHATbHbLIM AOKYMEHTOM.
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HAUWOHANBbHBIAN CTAHOAPT POCCUMUCKON ®PEAEPALUMUMN

M3[ENNA MEAVWUNHCKUE SNEKTPUYECKUE
Dedunbpunnaropbl HApyXHble aBTOMaTU4YeCKHue.

TexHMueckue TpeGoOBaHUA ANA rocyAapCTBEHHbIX 3aKynokK

Medical electrical equipment. External defibrillators.
Technical requirements for governmental purchases

Hara BBegenuss — 2017—10—o01

1 O6bnactb NnpUMMeHeHus

HacToawwuit ctTaHpapT yctaHaBnmBaeT obLume TpeboBaHMA K NOArOTOBKE TEXHUYECKUx 3agaHun (T3)
U Mx 0HOPMIEHUIO NPU NPOBEAEHUN TOCYAaPCTBEHHbIX 3aKYNOK BbICOKOTEXHOMOrMYHOIO MeAULIUHCKOTO
obopyaoBaHus (BMO): aBTOMaTMUECKUX HapYKHbIX Aecudbpunnaropos (qanee — aedunbpunnaTopos).

Hacroawmit ctaHaapT ABNAETCH YacTHbIM CTaHAAPTOM MO OTHOLWweEHUIo K TOCT P 55719.

Hacroawmi ctaHgapt pacnpocTpPaHAETCs Ha rocygapCTBEHHbIe U MyHULMNanbHble 3akynku BMO.
Hacroawmii ctaHaapT He pacnpoCTPaHAETCA Ha HerocyaapCrBeHHble 3akynku BMO.

2 HopMaTuBHbI€ CCbINKU

B HacTosWleM cTaHaapTe UCNONb30BaHbl HOPMATUBHBIE CCbIMKU HA Cneayiowmne CTaHaapThbl:

FOCT P 55719—2013 U3genua meauumHckue anektpudeckue. TpeGoBaHus K coaepxaHmnio u ochopM-
MNEHUI0 TEXHNYECKUX 3a4aHWUI AN KOHKYPCHOW AOKYMEHTaLumu Npyu NnpoBeAeHnn rocyaapCTBEeHHbIX 3aKynok
BbICOKOTEXHOMNOTMYHOTO MEANLIMHCKOrO 06opyaoBaHus

MOCT P M3K 60601-1—2010 N3genust megmumHckue anektpuyeckue. Yactb 1. Obme TpeboBaHust
6e30MacHOCTU C YY4ETOM OCHOBHbIX (DYHKLIMOHAMNBHbLIX XapakTepUCTUK

MOCT P M3K 60601-1-2—2014 V3pgenua meauumHckue anekrpudeckue. Yacrb 1-2. Obme tpebo-
BaHWA 6e30MacHOCTU C YyY4ETOM OCHOBHbLIX (DYHKLMOHAMNBHBIX XapakTepucTuk. MapannenbHblii CTaHaapr.
OneKkTpoMarHUTHas COBMECTUMOCTb. TpeBGoBaHNA U UCNbITAHUS

MOCT P M3K 60601-2-4—2013 N3genua meanuuHCKue anekTpuyeckue. Yacrtb 2-4. YacTtHele Tpebo-
BaHUs 0E30MacHOCTU C Y4ETOM OCHOBHbIX (DYHKLIMOHAMBHBIX XapaKTepucTuk K kapauoaedudbpunnsaropam

MpuMedaHue—Ilpu Nonb3oBaHUN HACTOSALLMM CTaHAAPTOM Lienecoobpa3sHo NPOBEPUTL AENCTBUE CCLINOHHBLIX
CTaH4apToB B MHPOPMaLIMOHHOI cucTeMe 0GLLero Nofb3oBaHUs — Ha oduLMansHOM caiiTe defeparnbHOro areHTCTBa
MO TEXHUYECKOMY PETYNUPOBAHUIO U METPONOrUM B CETU VIHTEPHET MIKM No exerofHoMy MHEHOPMaLMOHHOMY yKa3aTerto
«HauuoHarnkeHble cTaHaapThl», KOTOPLIA ONyGIMKOBaH MO COCTOSHUIO Ha 1 SHBaps! TEKYLLEro rofa, U Mo BeIMycKam exe-
MeCSIMHOro MH(OPMaLMOHHOIO ykasaTtens «HauuoHarnkeHele CTaHAapTbI» 3a TeKyLuii rog. Ecnu 3aMeHeH CCbINOYHbIiA
CTaHAapT, Ha KOTOpPLIA faHa HejaTUPOBaHHasA CCbifka, TO PEeKOMEHAYETCA UCMOSb30BaTh AEHCTBYIOLLYIO BEPCUIO 3TOTO
CTaHfapTa C y4eTOM BCEX BHECEHHBIX B JaHHYH0 BEPCUIO U3MEHEHMIA. ECru 3aMeHeH CChINOYHBIA CTaHfapT, Ha KOTopbIii
JaHa AaTupoBaHHasi CChifika, TO PEKOMEHAYETCS UCTONb3oBaTh BEPCUIO STOTO CTaHAapTa C yKadaHHbIM BhILLE rO40M
yTBepXAeHUs (NPUHATUS). ECNK nocne yTBEPXAEHWSI HACTOSALLETO CTaHAapTa B CChINOYHbIA CTaHAapT, Ha KOTOpLIi AaHa
[ aTUpoBaHHasA CCbINKa, BHECEHO U3MeHEHWE, 3aTparuBatoLiee NonoxeHue, Ha KOTopoe flaHa CChirlka, TO 3TO NoroXe-
HUe peKOMEHAYETCA NPUMEHSATL 6e3 yueTa [LaHHOro U3MeHeHUs. Ecnu cebinouHblil cTaHAapT oTMeHeH 6e3 3aMeHbl, TO
MONoXeHWe, B KOTOPOM JjaHa CChirlka Ha Hero, pekoMeHAyeTCs NMPUMEHSITb B YacTu, He 3aTparvBatoLLeil 3Ty CChImKy.

MapnaHue ocpuumnanbHoe
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3 TepMmuHbI U onpeaeneHus

B HacTosiLeM CTaHAApTE NPUMEHEHBI CNEAYIOLLME TEPMUHBI C COOTBETCTBYIOLLMMM ONpPeaeneHUsIMAU:
3.1

aBTOMaTU4YeCKUI HapyXxHbin gecdunopunnartop; AED (automated external defibrillator): Oedubpun-
nNATOp, KOTOpbI, Byayun akTMBMPOBAHHLIM ONepaTtopoM, aHanuaupyet anektpokapauorpammy (3KI),
nony4aemylo C 9neKTpoAoB, Pa3MeLLEHHbIX Ha KOXE nauueHTa Ans onpeaeneHus putMoB, Noanexalumx
aedubpunnayumn, ¢ aBTomatnyeckum cpabarsiBaHmeM gedubpunnsatopa npu oGHapy>XeHun putma, noa-
nexawuero gecmdpunnauum.

MpumMeyaHue—AED MoryT obecneunBaTb pasnuyHblii ypoBeHb aBTOMAaTM3aLMN U Ha3bIBaTLCS Pa3fIMYHBIMU
TepMuHamMu. MonyaBToMaTU4ecKnit AecubpunnaTop TpebyeT pyuHol akTuBaLuu paspsaa. MonHOCTb aBToMaTUyeckuii
Aepubpunnstop obecnednsaeT paspsg 6e3 BMelLaTeNnbCTBa oneparopa.

[FOCT P M3K 60601-2-4—2013, noanyxkt 201.3.201]

3.2

anektpoa aecpudpunnaropa (defibrillator electrode): GnekTpoa, npeaHasHa4YEHHbI ANA Nepeaayn anek-
TPUYECKOTo UMMYNbCca NauMeHTy B Lensx gechubpunnsuum cepaua.

MpuMeyaHune—3nekTpos AenbpunnsaTopa Takke MOXET BEINONHATE APYrne KOHTPOnMpyLoLLue (Hanpumep,
cHATMe OKI) unu TepaneBTUYeCKUe (HanpuMep, YPECKOXKHAA AMNeKTPOKapAUOCTUMYNALMS) PYHKLUN U MOXET ObiTb
OflHOPa30BbIM UMW MHOTOPAa30BbIM.

[FOCT P MOK 60601-2-4—2013, noanyHkT 201.3.204]

3.3

oTaaBaemasn aHeprua (delivered energy): SHeprus, nepeaaBaeMasi Yepes anekTpoabl Aecpubpunnsrtopa
W paccenBaemMasi B nauyeHTe unm ConpoTUBMNEHUU C ONPEAENEHHbIM 3HaYEHUEM.

[FTOCT P M3K 60601-2-4—2013, noanyHkt 201.3.205]

34

yacTo ucnonb3yemblin (frequent use): TepMuH, CNonb3yemblin Ans onucanus aecubpunnsiropa, paspa-
BGOTaHHOIO C BO3MOXHOCTbIO BblAepXaTb 6onee 2500 pa3spsaos.

[FTOCT P M3K 60601-2-4—2013, noanyHkt 201.3.210]

3.5

HeyacTo ucnonb3yeMbin (infrequent use): TepMuH, Ucnonb3yemblin AnNa onucaHusa aedmbpunnaropa,
pa3paboTaHHOrO C BO3MOXHOCTLIO BblAepxaTk MeHee 2500 pa3spsaos.

[FOCT P M3K 60601-2-4—2013, noanyHkt 201.3.211]

3.6

pyuHon gecuncpunnarop (manual defibrillator): ecpnbpunnarop, UMeIoLLMIA BO3MOXHOCTb PY4HOTO YNpae-
NeHus onepaTopom Ans Bbibopa SHEPrum, 3apsakn U paspsaaku.

[FTOCT P M3K 60601-2-4—2013, noanyHkt 201.3.213]

3.7

MoHwuTOop (Monitor): Yactb gecubpunnaropa, obecneumparoLasa BU3yanbHOe 0TOOpaXkeHne aneKTpuHecKon
aKTUBHOCTU cepaua nauueHTa.

Il punMedHaHne — [aHHbIn TEPMUH NPUMEHAIOT B paMKaX HaCTOALLEro YaCTtHoOro CtaHgapTa AnA otaeneHnsa Takoro
poda MOHUTOPOB OT APYruX, 06pa3y|ou.|,|/|x OTAENbHbIE CaMOCTOATENbHbIE ,ELeCpI/I6pI/IJ'IJ'IHTOpr, AaXe ecnu oThernbHble aBTo-
HOMHblE MOHUTOPLI cnocobHbl obecneyvBaTh curHan CUHXpPOHU3aUnn ana ,qecpm6pvmnﬂTopa, MCNOMb30BaATLCA Kak OCHOBa

Ans onpegenexns putva AED unu oGecneurBarth ynpasnsioliue curHansl Ans gedpubpunnaropa.

[FOCT P M3K 60601-2-4—2013, noanyHkT 201.3.214]
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3.8

AeTekTop ans pacnosHasaHusa putma (rhythm recorgnition detector); RRD: Cucrema, kotopas aHanuaupyet
OKI 1 onpeaenser, ABNAETCA M PUTM LLIOKOBbIM.

MpumeyaHune—3ToTanroputM AED paspaboTaH Takum 06pasom, UToObl ObiTb HyBCTBUTENBHEIM U CNIELMGUYHBIM
K OnpefeneHunio apuTMuiA, Ans KoTopbIX NokasaHa gedubpunnsaums. MoxeT HasbiBaTbes RRD.

[FOCT P M3OK 60601-2-4—2013, noanyHkr 201.3.215]
3.9

BblOpaHHas 3Heprusn (selected energy): SHeprua, KOTOPYHO A4OMKEH 4OCTaBNATL AenOpPUNNAToOp B COOT-
BETCTBUM C HACTPONKAMM PYYHOTO YrNpaBreHUsi UIn C aBTOMaTMYECKUM MPOTOKOTIOM.

[FOCT P M3OK 60601-2-4—2013, noanyHkr 201.3.216]

3.10

CUHXpPOHM3aTop (synchronizer): YCTpoicTBO, NO3BONAIOLLEE CUHXPOHN3NMPOBATL paspsa Aecubpunnaropa
C onpeaeneHHo ha3on cepaeyHoro umkna.

[FOCT P M3K 60601-2-4—2013, noanyHkt 201.3.220]

4 O6wune TpeboOBaHUA K coaepKaHUIO TEXHUUYECKOTO 3aaaHus
ONs rocygapcTBeHHbIX 3aKynoK MeauLUHCKOro obopyaoBaHus

4.1 T3 paspabatbiBaerca 3akasumkom. T3 onpeaenser npeameT pasMeLleHms 3akasa Ha 3akynky BMO.

4.2 O6wme TpeboBaHus Kk noarotoeke T3 U X OPOPMIEHMIO MPU NMPOBELEHNUN TOCYAAPCTBEHHbIX 3aKYMOK
onpeaeneHsl B FTOCT P 55719.

4.3 T3 Ha 3akynky BMO gomkHo cogepkaTb TpeboBaHUA TONbKO K TEM XapakTepUCTUkam, KOTopble pe-
rmaMeHTUPOBaHbI HACTOALMM CTaHAapTOM. 3aKa3umnk BNPaBe He BKMYaTb B T3 HECYLLECTBEHHbIE AN HEro
TpeboBaHuA.

4.4 3akas4yuk Bnpase BkouuTb B T3 Ha 3akynky BMO TpeboBaHus, He pernaMeHTMpOBaHHbIE HACTOSALLMM
CTaH4apTOM, ECNIN OHWU HE NPOTUBOPEYAaT AENCTBYIOLLMM HOPMAaTMBHO-NPaBOBLIM akTam Poccuickoin degepa-
uuu. MNpu atom 3akasvmk 06A3aH 04HO3HAYHO 0OOCHOBATL COOTBETCTBYIOLLUE NOBbLILLEHHbIE NOTPEBUTENLCKUE,
TeXHUYECKNe N/unu MyHKUMOHArbHbIE XapakTepUCTUKN.

4.5 TepMuHbI, NPEACTaBMNeHHbIE B HACTOALLEM CTaHAAPTE, HE ABNAIOTCA €AUHCTBEHHO BO3MOXHbLIMU AN
NPUMEHEHUS1, MOITOMY AN 06ecneveHns UM OLIEHKN COOTBETCTBUSI TPEBOBaHMAM HACTOSALLErO CTaHAapTa HEOO-
X0AUMO PYKOBOACTBOBATLCS ONPEAENEeHUsIMUA, a8 HE HAMMEHOBaHWAMU TEPMUHOB, NPeACTaBNeHHbIMU B pasaene 3.

4.6 OTBETCTBEHHOCTb 3a MOMHOTY U AOCTAaTOMHOCTb T3 NeXuUT Ha 3akasvuke.

5 Knaccudukauma aBToMaTUYECKUX HapyXHbIX aedunopunnatopos

Mo oBnacTu npuMeHeHMs1 aBToMaTU4Yeckue HapyXHole 4ehubpunnaTopbl pa3aensaTcs Ha UCNOMb3yeMbIE:
- Ana cny6 CKOpon U HEOTNOXHON MEeAULMHCKON nomoLum, MYC;

- ANSA KNMHUYECKOrO NPUMEHEHUS;

- Ans ofbWweaoCTYNHOrO NPUMEHEHUS.

MpumeyaHune—OBLe[OCTYNHOE NPUMEHEHUE aBTOMATUYECKUX HapyXHbIX 4eUBPUNNSTOPOB perynupyercs
3aKkoHogaTenbcTBOM Poccuiickot Gegepauuu.

5.1 NecbuGpunnaTtopbl ans cryx6 CKOpPOu U HEOTNOXHOW MeAULMHCKOW NOMOLLU

Oedunbpunnatopbl ansa cny»0 CKOPOW U HEOTNOXHOW MEeANLMHCKOW MOMOLLM SKCNIyaTMPYIOTCS B 9KC-
TpeManbHbIX YCINOBUAX.

B komnnekTe aeunbpunnaropos 4nsi CKOPON U HEOTNOXHOW MEANLMHCKOW NOMOLLM AOMDKHbI ObITb Npea-
YCMOTPEHbI AONONHUTENbHbLIE UCTOYHUKU MUTAHUS.

B cnyx6ax ckopow U HEOTNOXHOW MEeAMLMHCKOW NOMOLLM MOTYT NPUMEHSITLCA Kak AehnbpunnaTopsl,
UMEIOLLIME MHOTOPAa3oBbie ANeKTPoabl Ans aedubdpunnauum, Tak u 4eudpunnaTopbl, CKOHCTPYMPOBAHHbIE
AN UCNONbL30BaHWUSA OAHOPA30BbLIX ANEKTPOAOB AN AedUbpUnnALuH.
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5.2 flednOpunnATOpPbI ANA KIIMHUYECKOro NPMMEHeHUs

OenBpunnaTopsl 4NA KMHUYECKOro NPUMEHEHUS!, KAK NPaBUMO, COAEPXAT A0MNONHUTENEHBLIE N3MEPU-
TesNbHbIE KaHasbl U UMEIOT BbICOKYIO YaCTOTY UCMONb30BAHMS.

5.3 OedmbpunnaTopbl Ans o6wenoCTYNHOro NPUMEHEHUS

Hedunbpunnatopbl Ana 06LWEAO0CTYNHOIO NPUMEHEHUS NpefHa3Ha4YeHbl ANS pasMeLLEHNss B MecTax
MacCOBOro CKOMMEHWs NMIOAEH W MOTYT UCMONb30BaTbCA N0 HA3HAYEHUIO HEMEAULIMHCKUMKU paboTHMKaMM,
npoLleaLnMmn creunanbHbii Kype 0ByyeHus.

Hedunbpunnaropsl 4ns 06LLEAOCTYNHOTO NPUMEHEHWSA JOMKHbI TPEBOBATL MUHUMAIIEHOMO 06CNYXUBaHUA
B TEYEHMNE CPOKa CnyXObl.

DednbpunnsaTopbl Ans 06LUEA0CTYNHOTO NPUMEHEHUS AOMKHbI BKNIOYATLCS B ABTOMATUYECKOM PEeXnME,
C BO3MOXHOCTbIO OCO3HAHHOTO BKITIOMEHUSI PYYHOTO pexumMa gecubpunnauum.

Hedunbpunnatopbl 4na o6LLEeA0CTYNHOMO NPUMEHEHMUS AOJDKHBI KOMMIIEKTOBaTLCS OAHOPA30BLIMM SMeK-
Tpoaamu Anst AedMOPUNNALUM Kak B3POCHbIX, Tak U AETEN.

5.4 [lononHuTenbHble NPU3HaKU knaccudukauumu aedudpunnaTopos

5.4.1 dopma gedubpunnupyoLiero umnynbca AeubpunnsTopos:
- 04HONONAPHbIN (MOHOMA3HbIN) UMNYNLC:

1) KBa3UCUHyCOUZOanNbHbIN;

2) TpaneueunanbHblii;
- ABYXNONApHbIN (GMasHblii) UMMYNbC:

1) KBa3UCUHYCOUAOANbHbIN;

2) TpaneueunanbHblii;

3) TpaneueunganbHbIi MOAYNIMPOBAHHbIN.

MpuMeYyaHune— MHorouucrneHHele uccnefoBaHus U BpadebHan npakTika nokasanu, YTo AByXnonspHblit (6u-
asHblil) MMynbe Hanbornee npeanoYTUTENEH 4NA NPOBEAEHNS 4edubpunnayum.

5.4.2 BHYTPEHHWE NCTOYHUKN NUTaHUA AePUOPUNNATOPOB:
- BaTtapeun XMMUYEeCKNX 3NeMeHTOB (OAHOKPATHLIE);
- Barapeun akkymynsiTopoB (nepesapskaembie).

M punMeYdaHUne—WCTOYHNK NUTaHWUSA XapaKTepusyeTcsl MakcUMarbHEIM YUCTTOM MOMHLIX Pa3psifioB, KOTOPOe A0MX-
HO BbITb YKa3aHo B MHCTPYKUMK Mo SKkcnnyaTauuu. Mpu ucnonb3oBaHWn akkymynstopos ctaHgapt FTOCT P MOK 60601-2-4
HOPMUpPYET BpeMs 3apsgku aedubpunnaTtopa nocne 14 paspsgoB ¢ MakcumanbHol sHeprueit (201.15.4.3.103).

5.4.3 [na aBTOMaTn4eckux AecpubpunnAaTopoB ANs AETEKTopa pacno3HaBaHWS PUTMA AOIDKHbI ObiTb
yKasaHbl YyBCTBUTENbLHOCTL onpeaenenus coubpunnauum xenyaoykos (VF) u xxenyaoukosoi Taxukapaumn (VT),
a Take cneuudUYHOCTb.

MpumedyaHune—Crangapt FOCT P M3K 60601-2-4 HopMUpyeT:

- YyBCTBUTENbHOCTb yCTpoiicTBa ANs pacrnosHaBaHus VF npu makcumansHom pasmaxe 200 MkB unu 6onee, B
oTCyTCTBUE apTedakToB — He MeHee 90 %;

- YyBCTBUTENBHOCTb YCTPONCTBA AN pacno3HaBaHus VT — He MeHee 75 %;

- cneundUYHOCTb JeTeKTopa AN KOPPEKTHOro OTAENEHUS PUTMOB, He NoANeXaLLmx Aenbpunnauun, B oTcyTcTBNe
apTedakToB — He MeHee 95 %.

5.4.4 NedunbpunnaTopsl MOTYT MCNONBL30BaTbCA COBMECTHO C AONOMHUTENBHBIM 060pyAOBaHUEM (MK
JONONMHUTENLHOE 06OpYAOBaHME MOXET BXOAUTb B COCTaB AedubpuUnnsiTopoB), HaNpUMeEp NepeaatoLLmnm
uHcbopmMmaumio aecpubpunnatopa no 6ecnpoBOAHLIM CETAM nepeaadn AaHHbIX, akceccyapamu (Hanpumep,
MaHXeThbl, AaTYMKK, Kabenu u ap.), a Takke APYruM BCOMOratenbHbiM 060pya0BaHUEM.

MpuMeyYaHue—Hanuune gononHutensHoro obopyaoBaHus onpeaensieTcs noTpebHocTaMKU 3akaaduka. B atom
Ccrny4ae TEXHWYECKUE XapaKkTepuCTUKM (NapamMeTpbl) 1 KOMNMEKTHOCTb OMONHUTENbHOrO 060pyA0BaHUA yKa3blBaloTcs B T3.

6 TexHUYECKMe XapaKTepPUCTUKH, YKa3biBaeMble B TEXHUUYECKOM 3aAaHumn

6.1 Pexatvbl paboTbl (Hanuuue):

- aBTOMaTU4eCKUi;

- py4Hom;

- CUHXPOHHOW aechubpunnaummn (kapamosepcus);
- MOHWUTOPUPOBAHMS.
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6.2 dopma nmnynsca gechubpunnaumum (Hanuume):

- MOHOMONSAPHBIN;

- BUNONAPHbINA.

6.3 MakcumanbHasa aHeprusa B Lenu naymeHTa, x:

- npu Harpy3ke 25 Owm;

- npwu Harpy3ke 50 Owm;

- npu Harpy3ske 100 Om.

6.4 MakcumMarnbHas cuna Toka B Lenu nayneHTa, A:

- npu Harpyske 25 Owm;

- npu Harpy3ke 50 Owm;

- npwu Harpy3ke 100 Om.

6.5 MakcumanbHas aHeprua paspsaa B pasnuMuHbiX pexumax pabortsl, [k

- aBTOMAaTM4yeCcKUin Ha B3POCHbIX;

- aBTOMAaTUYECKUIN Ha HOBOPOXIEHHBIX;

- PY4YHOR Ha B3pPOCHbIX;

- PYYHOW HA HOBOPOXAEHHbIX.

6.6 OHeprusa paspaga B pydHblX pexxumax, [k (ykazaHue gnanasoHa 3Ha4yeHMin unm cnucka A4oCTYMHbIX
AN Bbibopa 3HAYEHUI SHEPTUK):

- ANS B3pOCMbIX;

- Onga aeTen.

6.7 MoporoBoe 3HAYeHWEe SHEpPruu NpyU aBTOMaTUYECKOM OrpaHUYEeHUM MaKCMMarsnbHOW SHepruu npu
MCMNOMb30BaHUMN JETCKUX ANEKTPoaoB, K.

6.8 Hanuuue orpaHn4yeHnsa makCMManbHOro ToKka Yepes anekTpoabl.

6.9 MakcumanbHOe 3HaYeHue ToKa Npu ero orpaHuyeHun, A:

- ANS B3pOCHbIX;

- AN AeTen.

6.10 MNorpewHOCTb BblAENEHHOW 3Heprun npu Harpyske 50 Om, bk unu %.

6.11 [lnana3oH 3Ha4eHUn umnegaHca naymeHTa, npu KOTopoM BO3MOXEH pa3psag, Owm.

6.12 lNocnegoBaTenbHOCTb SHEPTUIA paspsaa B aBTOMATUHECKOM pexxume, [k

- ANS B3pOCHbIX;

- Onga aeTen.

6.13 Bpemsa Habopa sHeprum makCMManbHOro paspsiaa B pasnuyHbIX pexxumMax, He Gonee, C:

- aBTOMAaTUYeCKUin Ha B3POCHbIX;

- aBTOMaTWYeCKUn Ha HOBOPOXEHHbIX;

- PYYHOW Ha B3POCHbIX;

- PYYHOWN HA HOBOPOXXAEHHbIX.

6.14 MNpeaensl BpeMeHU Ha4ana uMnynbca ot nuka R-3ybua B pexxmme CUHXPOHHO A4ehnbpunnsaumm, Mc.

6.15 YyBCcTBUTENLHOCTL OnpeaeneHnsa dunbpunnsaumm, %.

6.16 CneunduyHocTb onpeaenenus dudpunnsumm, %.

6.17 Bpema geTekTupoBaHust ubpUnnsiLmm XenyaovkoB 1 XenyaovukoBow Taxukapaum, He bonee, c.

6.18 Bpemsa yaepxaHua HabpaHHOW 3HEPruM ¢ MHAUKAUMEN OCTABLUMXCS CEKyHA, C MOCneayloLmm
aBTOMAaTUYECKMM COPOCOM HAKOMMEHHOW 3HEPrMM Ha BHYTPEHHIOK Harpysky, He bonee, C.

6.19 COpoC HaKOMNNEHHOW SHEpPruyM Ha BHYTPEHHIOID Harpy3ky B criydae oTkasa oT gedubpunnsayum
(Hanuuue).

6.20 Tun anekTpoaos Anst agepubpunnauyum (Hanuyue):

- 04HOpPa30BbIE;

- MHOroOpasoBbI€.

6.21 MapaHTUINHLIA CPOK XPaHEHUSA O4HOPA30BLIX ANEKTPOA0B, MECALbI.

6.22 KHOMNKKM ynpaBneHnst Ha MHOTOPa3oBLIX dNekTpoaax (Hanu4vue):

- BbIGOp 3HEpPrUY;

- Habop sHepruu;

- BbINOMHEHWe pa3psaaa;

- ynpaeneHue neyarblo.

6.23 YKaszaHue cxeMbl pacrnosioKeHUs 9NeKTPOAOB (Hanuyue):

- Ha caMuX 3NEeKTPoAax;

- Ha gedubpunnarope.

6.24 YkazaHue BO3paCTHOM rpynnbl NALUMEHTOB HA dNeKkTpodax (Hanu4vue).



rOCT P 57155—2016

6.25 AnuHa kabensi anNeKTpoAoB, HE MEHEE, M.

6.26 Tun cnonb3yeMoro BHYTPEHHEr0 UCTOYHUKA NUTAHUS:

- nepesapspkaemble 6atapeu (aKKkymynaTopbl);

- HenepesapsbkaeMble 6atapeun.

6.27 Bpems 3apsiia BHYTPEHHEro CTOYHUKA nuTanusa Ao 100%, He Gonee, Y (anst akkyMynsiTopos).

6.28 3apsaHoe yCTPOMCTBO (A58 aKKyMynaTopoB) (Hanu4ue):

- BCTPOEHHOE;

- BHeLllUHee.

6.29 CeTeBoOi UCTOYHMK NUTAHUA (Hanu4uue):

- BCTPOEHHDIN;

- BHELUHUMN.

6.30 Bpems paboTbl B pexxuMe OxuaaHus (Ans HenepesapshxaeMbix barapeit), u.

6.31 INMTenbHOCTL XpaHEeHUS MOSIHOCTbIO 3aPSHKEHHOTO (MM HOBOTO AN Henepesapshkaemblx batapeit)
BHYTPEHHEro MCTOYHMKA NMTaHUA B cocTaBe aehubpunnsaropa.

6.32 Bpemsi paboTbl OT BHYTPEHHETO UCTOYHUKA NUTaHUS NPU NOSIHOM 3apsae:

- B MOHUTOPHOM peXuMme, HE MeHee, Yac,

- KONMM4YeCTBO pa3psiioB C MAKCUMAarbHOW 3Hepruen ot HOBOW bartapew;

- KONMM4eCTBO pa3psaoB C aHepruen 200 [k oT HoBoM GaTtapeu;

- uHaukatop 3apsiaa 6arapeu Ha camon Gatapee (ans nepesapskaeMbix 6arapei) (Hanuuue);

- JIerko CYATbIBAEMbIN UHAUKATOP COCTOAHUA BHYTPEHHETO MCTOMHUKA NUTAHUA (Hanuuue).

6.33 HapyxHasa kapaMoCcTuMynsuums:

- hopma MMnNynbLCOB;

- ANWUTENBHOCTb UMNYNbLCA, MC;

- MOrpPeLLUHOCTb LUMPUHBI UMMYNbCA, He Gonee, %;

- aMnnuTyaa uMnynbca, MA;

- YacToTa kapaAuoCTUMYNsUuK C rpagaumen, 1/MuH;

- BpEeMS 3KCnnyaTtauum B pexxMme KapamoCTUMYNAUMK OT NOMHOCTLIO 3apsXXEHHOIO akkKymynaTtopa, He
MeHee, 4.

6.34 onocoBble KOMaHAbl U COOOLLEHUA HA PYCCKOM A3blKe (Hanu4ue).

6.35 BusyarnbHble KOMaHAbl U COOOLLEHUSI HA PYCCKOM A3blke (HanuMuue).

6.36 PeueBoe conpoBoxaeHue AencTBui onepartopa u npouecca pabotbl npubopa, AyénuposaHue co-
o6LUeHuin Ha gucnree (Hanuuue).

6.37 KOHTPONb NnpaBunbHOCTU NPOBEAEHUA CEPAEYHO-NErO4HON peaHumauum (Hanuuue).

6.38 ABTOMarTun4yeckas camonposepka (Hanuuue).

6.39 Py4yHasa camonpoBepka (Hanuuue).

6.40 MNepnogn4HOCTL aBTOMaTMHYECKON Npoueaypbl CaMONPOBEPKN.

6.41 NHavkauus coctosHua aecubpunnartopa (roTOBHOCTb K paboTe) (Hanuuue).

6.42 SnemMeHTbl 0TOOPAXXEHUS U YNPABNEHUS:

- pgucnnen (Hanuuue);

- TWUN NpUHTEpa:

1) BCTPOEHHDIN;
2) BHELUHMI, HOCUMbIN C NPUHAANEXHOCTAMMU;
- pasMep BHyTpeHHen namaTtn, I'b;
- [AOCTYN K BHYTPEHHEN namaTu (Hanu4yue):
1) cbeMHaq kapTa namAaTu;
2) USB;
3) no cetn WiFi;
- BO3MOXXHOCTb Nnepeaaqu AaHHbIX Ha YAaneHHbI cepsep;
- TUN Nepeaayn AaHHbIX (Hanu4ue):
1) npoBoaHo# (ykasarb ctraHaapt USB, Ethernet ...);
2) 6ecnpoBoaHoI (ykasaTtb ctangapt WiFi, GSM, LTE...);

- nocTaBnsieMoe ¢ aehpubpunnsaTopom nporpammHoe o6ecneveHmne Ans NpocMoTpa AaHHbLIX U HACTPONKK
Aepubpunnatopa (nepeveHb XapakTepucTuk (mapaMeTpoB) B COOTBETCTBUU C NOTPEOHOCTAMU MEAULIMHCKON
opraHu3auuu U BbINONMHAEMbIMU PYHKLMAMM).

6.43 Bo3MOXHOCTb MOHUTOpUpOoBaHua IKIM ¢ AecbubpUnNMpyIoLLMX 3neKTpoaos 0e3 NoAKMIo4EHUs OT-
JenbHbIX anekTpoaos ana koutpona 3Kl (Hanuuue).

6
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6.44 Hanuune fONONHUTENBHBIX KAHANIOB MOHUTOPUPOBAHUA NaLUMeHTa:

- OKT;

- KaHan u3amepeHusi HeMHBA3UBHOTO AABNEHUS;

- KaHan uamepenus SpO2;

- KaHan uamepeHus TemnepaTypbl NauMeHTa;

- KaHan KanHOMeTpuM.

6.45 3kcnnyaraumoHHbIE XapaKTepPUCTUKK:

- Macca aedubpunnsaropa B CTaHAAPTHOW KOMNNekTauuu, He Gonee, Kr;

- pasmepbl, MM, He Gonee;

- cTeneHb 3awumThl (IP) OT NPOHUKHOBEHUSA TBEPAbIX NPEAMETOB W BOABI.

6.46 YcnoBua akcnnyarauum:

- Temneparypa akcnnyarauuu, B auanasoHe/He MeHee, °C;

- BO3MOXHOCTb paboTbl OT ceTu nepemeHHoro Toka 100—240 B, 50/60 y;

- BO3MOXHOCTb pab0Tbl OT UCTOMHMKA NOCTOSIHHOTO Toka 12 B.

6.47 CpoK XpaHEeHUs1 B peXXUME OXXUAaHUSA, MECSIL, HE MeHee.

6.48 Cpok akcnnyartauum, Mecsil, He MeHee.

6.49 3kcnnyarauuoHHaa AOKYMEHTALUs Ha PYCCKOM A3bIKe (Hanuuue).

6.50 MapaHTusa Ha 060pyaoBaHME, MECAL, HE MEHEE.

6.51 [lononHutenbLHOe 060opyaoBaHue (NepeyeHb B COOTBETCTBUM C NOTPEOHOCTAMU MEAULIMHCKON Op-
raHusauum).

MepeyeHb HOPMATUBHbIX JOKYMEHTOB, KOTOPLIM JOSKHLI COOTBETCTBOBATbL aBTOMAaTUYECKME HapYXHble
AeubpunnsaTopsl, NPUBEAEH B NpUoXeHun A (tabnuua A.1).

7 TpeboBaHusa kK 0pOpMNEHUIO TEXHUUYECKOro 3afaHUA

MpumMep MeanKO-TEXHNYECKNX XapaKTEPUCTUK aBTOMATMUYECKMX HAPYKHbIX 4ehuBpunnsATopoB NpUBeaeH
B npunoxexuu b (Trabnuua 6.1).
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MpunoxexHune A
(o6a3arenbHoe)

MNepeyeHb HOPMATUBHbLIX JOKYMEHTOB, KOTOPbLIM AOSMKHbLI COOTBETCTBOBATL aBTOMaTUYeCKue
HapyXHbie aeducpunnarTopsbl

Tabnuya A.1

O603HaveHKe HanmeHoBaHue

FOCT P M3OK 60601-1—2010 | Msgenusa MegauumMHckue anektTpuyeckue. Yacte 1. Obume TpeboaHusa 6e3onacHoCcTu ¢
YYETOM OCHOBHbIX PYHKLMOHAMNBHBIX XapakTepucTuk

FOCT P M3K60601-1-2—2014 | Usgenus meguumHckue anekTpuyeckue. Yactb 1-2. Obwme TpeboBaHua GesonacHo-
CTW € Y4ETOM OCHOBHBIX (PYHKLMOHAMBLHBIX XapakrepucTuk. MapannensHblii cTaHgapT.
OnekTpomMarHuTHasi COBMECTUMOCTb. TpeBoBaHuUsA 1 NcnbiTaHuns

FOCT P M3K60601-2-4—2013 | Usgenusa MeauuMHCKue anekTpuyeckue. YacTtb 2-4. YacTHble TpeboBaHusa Gesonac-
HOCTW C Y4€TOM OCHOBHbIX PYHKLMOHaMBHBIX XapaKTepUCTUK K kaphunogedubpunns-
Topam
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MpunoxeHue b
(cnpaBouHoe)

Mpumep MeaUKO-TEXHMYECKUX XapaKTePUCTUK aBTOMATUYECKUX
HapyXHbIX AepuopunnATopoB

Tabnwuuya B.1
XapakTtepucTuka (napameTp) 3HavyeHune

Pexxumbl paboTbl (Hanu4ue):

- aBTOMaTU4ECKMiA Hanuune

- py4Hoit Hanuune

- CUHXPOHHOW gedbubpunnsauum (kapguoBepcus) Hanuune

- MOHUTOPUPOBaHUSA Hanuune
dopma uMnyreca (Hanu4ue):

- GunonsApHbIN Hanuune
MakcumanbHas cuna Toka B Lenu nauyueHTa, A:

- Npu Harpyske 25 OM 100

- Npu Harpyske 50 Om 60

- Npu Harpyske 100 Om 50
MakcumManeHasa sHeprus paspsiga B pasinyHbiX pexumax paboTbl, Ix:

- aBTOMaTUYECKUIA Ha B3POCHbIX 250

- aBTOMaTUYECKNiA Ha HOBOPOXA EHHBIX 25

- PYYHOI Ha B3pOCHbIX 350

- PYYHOI Ha HOBOPOXAEHHBIX 30
OHeprus paspsaa B pyqHbiX pexxumax, [k (ykazaHue gnanasoHa 3Ha4YeHWi Uim cnucka AocTynHbIX
AnsA BbI6opa 3Ha4YeHWin aHeprum):

- ANA B3pOCnbIX Ot 50 po 350

- Ana peten Ot 10 go 50
Moporosoe 3Ha4YeHne SHEPruu NPU aBTOMaTUHMECKOM OrPaHUYEHNU MaKCUManbHON SHEPrun npu 50
MCNONbL30BaHUN AETCKUX INEKTPoAoB, [k
MorpelwHoCcTb BbIAENEHHON 3HEprumn npu Harpyske 50 OM, [k unun % 5%
[vana3soH 3HauyeHnih UMNeaaHca nayneHTa, Npyu KOTOPOM BO3MOXEH pa3psag, OM Ot 20 po 200
MocnepoBaTenbHOCTL SHEPrui paspsifa B aBTOMaTMYeCKoM pexume, x:

- ANs B3pOCIbIX 50—80—150

- Ana petei 25—25—25
Bpems Habopa aHeprn MakcUmasnbHOro paspsiia B pasfuuHbiX pexumMax, He 6onee, c:

- aBTOMaTUYECKUIA Ha B3POCAbIX 20

- aBTOMaTUYECKUIA Ha HOBOPOX( EHHBIX 10

- PY4HOIA Ha B3pochbiX 30

- PY4HOI Ha HOBOPOXAEHHBLIX 15
Mpepensl BpeMeHU Ha4ana umnynsca oT nuka R-3ybua B pexmme CMHXpoHHOU fedubpunns- Ot 10 po 50
Lum, Mc
YyscTBUTENLHOCTL Oonpeaenerus pubpunnauyuu, % 95
CneuunduyHocTb onpegeneHnsa doubpunnauyuun, % 99
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lpodonxxeHue mabnuup! 6.1

XapakTepuctuka (napametp) 3HaueHue

Bpemsa aeTekTmpoBaHna oubpunnsaLmm XenyaouKoB W XXenyao4KoBoW Taxukapauu, He 6onee, ¢ 15
Bpemsa yaepxaHua HaGpaHHOW SHEpPrMKU ¢ UHAUKaLUeh OCTaBLUMXCA CEKYHA, C MOCreayoLWwmnM 15
aBTOMaTUYECKUM COPOCOM HaKOMMEHHO 3HePrun Ha BHYTPEHHIO Harpysky, He 6onee, ¢
C6poc HaKoMNEeHHOW SHEPri Ha BHYTPEHHIOKO Harpy3Ky B criydae oTkasa oT Aedubpunnauum Hanuuune
(Hanuune)
Tun anekTpogos Ans gecpudpunnsayum (Hanudme):

- 04HOpa3oBble Hanuuue

- MHOropasoBble Hanuune
[apaHTWUIHLIA CPOK XpaHEeHNA OfHOPa3oBbIX 3ANEKTPOAOB, MeCsLib 24
KHonku ynpaBneHns Ha MHOropasoBbIX aNEeKTPoAax (Hanuuune):

- BbIGOp aHeprun Hanuuune

- Habop 3Heprum Hanunuune

- BbINONHEHWe paspsaga Hanuune
YkasaHue cxeMbl pacnonoXeHUs anekTpoaos (Hanudue):

- Ha caMux anekTpoaax Hanuune

- Ha AedubpunnsaTtope Hanuune
Yka3aHue Bo3pacTHOMN rpynnbl NALMEHTOB Ha 3NeKTpoaax (Hanu4yue) Hanuune
OnuHa kabens anekTpodoB, He MeHee, M 2
Tun NCnonb3yeMoro BHYTPEHHEro UCTOUYHUKA NUTaHWS: nepe3apsikaemble 6atapen (akKymynsitopbl) Hanuune
Bpems 3apsaa BHyTpeHHero uctoqHuka nutaxHus 4o 100 %, He Gonee, 4 (ANA akKyMynsTOpoB) 4
3apsaHoe yCTpoACTBO (AN5 akKYMYNATOPOB):

- BHelUHee Hanuune
CeTeBOI UCTOYHUK NUTaHWS (Hanuyne):

- BHELUHWIA Hanuuune
Bpemsi paboTel OT BHYTPEHHEIO UCTOMHUKA MPUW MOITHOM 3apsje:

- B MOHWUTOPHOM pEXMME, HE MeHee, Yac 5

- KONTMYeCTBO pa3psAo0B ¢ MaKCMMarbHON 3Heprueil oT HoBoi GaTapen 100

- KONM4YeCTBO pas3psfoB ¢ sHeprmeit 200 [k oT HoBol BaTapen 200

- MHAWKaTop 3apsga batapen Ha camoii batapee (ANs nepesapspkaeMblx GaTapeit) (Hanndune) Hanuune

- Nerko cHUTLIBaeMbI MHANKATOP COCTOSAHWS BHYTPEHHEro UCTOYHMKA NUTaHNS (Hanudue) Hanuuune
HapyxHas kapfnocTumMynayus:

- BpeMsl aKcnnyaTauun B pexume KapanoCTUMYNALMK OT NOMHOCTLIO 3apsXEeHHOro akkyMynsi- 6
Topa, He MeHee, Y
lonocoBble KoOMaHAbl U COOBLLEHUA Ha PyCCKOM Ai3blke (Hanu4ue) Hanuyne
PedeBoe conpoBoxzeHve AeAcTBMIA onepaTopa W npolecca paboTel npubopa, AybnuposaHue Hanuune
coobLUeHUA Ha gucnnee (Hanuyue)
KoHTponb npaBunsHOCTU NPOBEAEHUSA CepeHHO-NEro4HoN peaHumaLm (Hanuyue) Hanuyune
ABTOMaTUYECKan camonpoBepka (Hanuyme) Hanu4ve

[MepnognyHOCTL aBTOMATUYECKON NPOLEAYpPLI CaMONpoBEPKX

Mpu KaxZoM BKto-

YeHuu
NHavkaLumsa cocTodHnA fgedubpunnsaropa (roTOBHOCTb K paboTe) (Hanuu4ue) Hanu4ne
OnemeHTl 0ToBpaxeHNs 1 ynpaBneHus:
- Aucnnen (Hanuune) Hanu4ne

10
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OkoHyaHue mabnuupi b.1

XapakTepucTuka (napameTp) 3HayeHune
- TMN NpuHTEpa BHeLwHwWiA, Hocu-
MbI C MpUHagnex-
HOCTAMM
- paamep BHYTpeHHel namaTu, ['6, He MeHee 4

- AOCTYN K BHYTPEHHER NamaTh (Hanuyne)

USB Hanun4yne
WiFi Hanu4ve
- BO3MOXHOCTbL Nepefaqn AaHHbIX Ha yAaneHHbl cepeep (Hanuyue) Hanuudne

-TWUN Nepegavu AaHHbIX (Hanuyue)

nposogHoi (USB, Ethernet) Hanundne

6ecnposogHoii (GSM) Hanuuune

Hanu4ne gononHUTenbHbIX KaHanos MOHUTOPUPOBaHUA NalueHTa:

- OKIr Hanwuune
- KaHan U3MepeHUss HEWHBa3MBHOTIO faBleHns Hanuuune
- kaHan usMepeHus SpO2 Hanuuve

OkennyaTauuoHHble XapakTepucTukM:

- Macca aecubpunnsaTopa B CTaHAapTHOW KOMMIeKTaLmm, He Gonee, kr 8

- cTeneHb 3almThl (IP) OT NPOHWMKHOBEHMWA TBEPALIX NPEAMETOB U BOALI IP55

YenoBus akcrnyarayum:

- TeMnepaTypa aKcrnyaTalum, B Ananasoxe, 'C Ot 0 po 45

- BO3MOXHOCTb paboTkl OT ceTi nepeMeHHoro Toka 100 — 240 B, 50/60Iy Hanuune

- BO3MOXHOCTb PaboTkl OT MCTOMHUKA MOCTOsIHHOMO Toka 12 B Hanuune
CpoK XpaHeHus B pexvume oXxuaaHus, Mecsill, He MeHee 12
CpokK aKkcnnyarauuu, Mecsu, He MeHee 36
OKennyaraLnoHHas JOKYMEHTaLUUsi Ha pycCKOM sidblke (Hanmuune) Hanuuune
[apaHTuA Ha obopygoBaHue, MecsL, He MeHee 12

Il punMevYyaHUne — KonuyecTBeHHbIE U Ka4yeCTBEHHbIE 3HaYeHUA XapakTepUCTuK, npuBejeHHble B TaﬁJWILle,
HOCAT CrpaBOYHbIN XapakTep.
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