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HALUMOHANbHBLIMN CTAHOLAPT POCCWUWCKOWM OELEPALUMN

N3AENNA MEANUNHCKNE SNTEKTPUYECKUE

AnnapaTtbl UCKYCCTBEHHOI BEHTUNALUUN NETKNX
TexHnyeckve Tpe6oBaHMA ANA rocyfapCTBEHHbIX 3aKymnok

Medical electrical equipment. Lung ventilators.
Technical requirements tor public procurement

[arta BBefeHns — 2015—06—01

1 O6nacTb NpUMEHEHUSA

HacTosAwwmin cTaHgapT ycTaHaBAMBaeT OCHOBHbIe TeXHWYeckne TpeboBaHus K annaparam MCKyCCTBEH-
HOW BeHTUNAUMKM nerkmx (annapatbl VBJ) u npegHasHavyeH A5 NPUMEHEHUS YNOSHOMOYEHHbIMU AnLamu
rocyf,apCTBEHHbIX 3aKa34yMKoB MNPy COCTaBNEHUN TEXHUYECKUX 3a4aHuii AN KOHKYPCHON AOKyMEeHTauMmn npu
npoBeAeHN 3aKynoK BbICOKOTEXHOIOMYHOIO 060pyi0BaHMA ANS rocyaapcTBeHHbIx Hyxa ([1], [2] v [3]).

HacToswwmii ctaHgapT pacnpocTpaHsaeTcs Ha TOpPruM No rocyfapCcTBEHHbIM 3aKynkaM BbICOKOTEXHOS0-
TMYHOrO MeamumnHcKoro obopyaoBaHus (BMO) Ans okasaHUs BbICOKOTEXHOOTVYHOW MeAULMHCKON NOMOLLM
1 wn [5)).

HacToswwmii ctaHgapT He pacnpocTpaHseTcs Ha HerocyAapCTBEHHbIe 3aKynku MeguuMHCKOro obopy-
[0BaHus.

HacTosAwwmin cTaHgapT ycTaHaBnvMBaeT TexHuyeckne TpebosaHwus K annapatam VIB/T npegHasHaueH-
HbIM 4718 UCMO/b30BaHMsA NPOecCMOHabHbIM ONepaTopoM A8 Tex NnaunmeHTOB, KOTOpble 3aBUCUMbI
OT annapaTHOW BEHTUNALMUW, N ANA UCNONb30BaHUA B MHTEHCWBHOW Tepanuu B NPod)ecCcroHasnbHbIX Meau-
LIMHCKNX YUYpexAeHnax uam gns ucnonb3oBaHUs Npu TPaHCNOPTUPOBaHUW B npefenax NpotecCMoHanbHbIX
MeANLMHCKMNX yupexaeHunii.

MpumeyaHnunsn

1 TexHuueckne TpeboBaHus Kk TexHuueckomy 3agaHunto (T3) paspabaTbiBaOTCA 3akasuMkoOM U AO/MKHbI COOTBET-
cTBOBaTb TpeboBaHWSAM, YCTAHOB/MEHHbIM B 3akoHe Ne 94-®3 (u. 2. CT. 22: y. 2 cT. 34). TexHuyeckme TpeboBaHNA K U3-
fenuwio B T3 onpefensioT npeAMeT pasMeLLeHns 3akasa Ha 3aKyrnky BbICOKOTEXHOI0MMYHOMO MeULMHCKOro 06opyoBa-
HUS 1 3aHVMMalOT BeAyLLylo MO3ULMI0 B COCTaBe KOHKYPCHOM JOKYMEHTaLuu Wav JOKyMeHTauum 06 ayKLMoHe, Tak Kak
UMELT pag cneumncmyecknx 0Co6eHHOCTEN 1 NOAroTaBIMBAIOTCA MO KaXA0MY /10Ty OTAENbHO.

2 TexHuyeckne TpeboBaHuA B T3 — camas HernoCTOsiHHasA 4acTb AOKYMEeHTauuu, U B GOMbLUMHCTBE Crlyvyaes
CTPOro nHanBKnayanbHa. OTBETCTBEHHOCTb 3a NOMHOTY M AOCTATOYHOCTb T3 NeXMT Ha 3aKasuuke.

3 Bo unsbexaHue owmnboK TexHnyeckne TpebosaHnsa B T3 [0/KHbI 0653aTe/IbHO hopMmupoBaTbCA CRBLMaIUCTa-
MU-3KCepTaMn no npeameTy 3akynku, obnafatolmnmm cneynanbHbIMU 3HaHUAMU UK OMbITOM PaboTbl C 3aKynaembiM
BbICOKOTEXHO/IOTMYHBIM MeANLIMHCKUM 060pyAoBaHneM. CneunanmncT-akenepT AO/MKEeH YMeTb KOMNeTEHTHO cchopMymn-
poBaTb TexHuWyeckMe TpeboBaHWA 3akas3uvka, npegbasnsemble kK BMO, OH HeceT nepcoHaslbHYl0 OTBETCTBEHHOCTb 3a
060CHOBAHHOCTb 3TMX TpeboBaHui B T3.

2 HopmaTuBHbIE CCbIIKN

B HacToswem cTaHAapTe UCMosib30BaHbl HOPMaTUBHbLIE CCbIIKA Ha clefyolne cTaHfapTbl U HopMa-
TUBHO-MPaBOBbIE aKThbI:

FOCT P M3K 60601-1:2010 W3genus mMeguuuHckue anektpuyeckne. Yactb 1. O6wme TpeboBaHus
6€e30MacHOCTU C YH4ETOM OCHOBHbIX (DYHKLMOHA/IbHBIX XapaKTepucTuK

M3panne opuunanbHoe
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FOCT P 50267.0.2-2005 UN3genus meguumHckue anektpuyeckne. Yactb 1-2. Obwme TpeboBaHus 6es-
0OMnacHoCTW. SNeKTpoMarHMTHas COBMEeCTUMOCTb. TpeboBaHWsA 1 MeTOAbl UCMbITaHWiA

FOCT P M3K 60601-1-6-2007 V3genus meguumHckie anekTpuyeckme. Yactb 1-6. O6wwme TpeboBa-
HMsA 6e3onacHOCTU. DkcnayaTaunoHHas NpUrogHoCTb

FOCT IEC 60601-1-8-2011 W3pgenusa meguuuHckme anekTpuyeckme. Yactb 1-8. O6uwme TpebosaHus
6e3onacHocTn. Obwme TpeboBaHUs, UCMbITAHUS U PYKOBOAALLME YKa3aHWs No NPUMEHEHUI0 CUCTEM CUTHa-
nnsaumm MeguUUHCKUX 31eKTPUYECKUX U3gennii u MeguLMHCKNX 3N1EeKTPUYECKUX CUCTEM

FOCT P NCO 80601-2-12-2013 U3genusa meguumnHckue anektpuyeckue. Yactb 2-13. YacTHble Tpebo-
BaHWSA 6€30MacHOCTN C y4eTOM OCHOBHbIX (DYHKLMOHa/bHbIX XapakTepucTuk K annaparam WCKyCCTBEHHO
BEHTUAALMUN NErknx AN UHTEHCUBHON Tepanuu

FOCT P NCO 15223-1-2010 U3genus meguumHckne. CUMBO/IbI, NPUMEHSAEMbIE NPU MapKMpPOBaHMUM Ha
MeAVNLMHCKNX U3fennsax, aTUKeTKax 1 B CONMPOBOANTE bHOM AoKyMeHTauun. Yacte 1. O6uwme TpeboBaHus

M3K 60601-1-10:2007 N3genua meanumHckne anektpuyeckne. YacTtb 1-10. O6wme TpeboBaHusa 6e3-
OMacHOCTW C YY4EeTOM OCHOBHbIX (PYHKLMOHA/IbHbIX XapakTepucTuk. JononHNTeNbHbIN cTaHaapT. TpeboBa-
HUSA K pa3paboTke KOHTPO1epoB C hr3nonornyeckoii obpaTHoO CBA3bIO

MCO 80601-2-55:2011 Wsgenuns meguuuHCKue anekTpuyeckue. Yactb 2-55. YacTHble TpeboBaHus
6€e30MacHOCTU C y4eTOM OCHOBHbIX (DYHKLMOHA/bHBIX XapakTePUCTUK K AbIXaTe IbHbIM ra30BblM MOHUTOPaM

FOCT P 55719-2013 W3genus MeAuUMHCKME 3nekTpuyeckue. TpeboBaHWs K cofepXaHuio u ogopm-
NIEHNI0 TEXHUYECKUX 3aJaHnin AN KOHKYPCHON AOKYMeHTauuu npu nNpoBeAeHUn rocyfapCTBEHHbIX 3aKynok
BbICOKOTEXHOJIOTMYHOIO MeAMLIMHCKOro obopyaoBaHns

MpumeyaHwune - Tpy NONb30BAHUM HACTOALMM CTAHAAPTOM LieN1ecoo6pa3Ho NpoBepuTh AelicTBre CCbl-
JIOYHbIX CTAHAAPTOB B MHCOPMALMOHHON cucTeme O6LLEro nosib3oBaHns — Ha oduupaibHOM caiite defepasibHoro
areHTCTBa N0 TEXHUYECKOMY PerysiMpoBaHuio 1 METPOSIOTN B CETU VIHTEPHET UM MO eXEroAHOMY MHGIOPMALMOHHOMY
yKkasaTento «HauuoHanbHble CTaH4apTbl», KOTOPbIA OMy6/MKOBaH MO COCTOSHUIO HA 1 siHBapsi TeKyLLero roga, v no Bbl-
Myckam exemecsiYHOro WH(DOPMALIMOHHOTO yKasaTens «HauuoHabHble CTaHAapTbl» 3a Tekywuidi rog Ecnv 3ameHeH
CCbIIOYHBIV CTAHAAPT, Ha KOTOpbI/i AaHa HefaTMpoBaHHAs CCblIKA, F0 PEKOMEHAYETCS MCMO/b30BaTh AeNCTBYHOLLYO
BEPCUI0 3TOT0 CTaH4apTa C y4eTOM BCeX BHECEHHbIX B JaHHY BEPCUMIO M3MeHeHWiA. EC/M 3aMeHeH CCbIfoUHbI cTaH-
[apT. Ha KOTOpbIii faHa AaTMpoBaHHasi CCbiika, TO PEKOMEHAYeTCsl UCMo/b30BaTh BEPCUI0 3TOrO CTaHAapTa C yKasaH-
HbIM BbllLE FOAOM yTBEPXAEHUS (MPUHSATMS). ECNM nocne YTBEPXAEHUS HACTOSILLEro CTaHAaapTa B CCbUIOYHbIA CTaH-
[apT. Ha KOTOpbIi fjaHa AaTupoBaHHasi CCblka, BHECEHO U3MEHEHME, 3aTparMBatoLLee MOJIOKEHME, HA KOTOpPOe AaHa
CCbIKA, TO 3TO MOSIOKEHVNE PEKOMEHAYeTCs NPUMeHsTbL 6e3 yyeTa AaHHOro U3MeHeHus.. EC/IU CCbIMOouHbI cTaHaapT
OTMEHEH 63 3aMeHsbl, TO MOJIOKEHME, B KOTOPOM JjaHa CChl/ika Ha HEero, PEKOMEHZYeTCsi MPUMEHSTL B YacTu, He 3aTpa-
TMBatoLLEN 3Ty CCbIKY.

3 TepMuHbI 1 onpeaeneHus

B HacTosiLem cTaHAapTe NPpUMEHEHbI cneayloLne TEPMUHbI C COOTBETCTBYIOLLMMY OnpeAeneHUsMu:

3.1 aBapuiiHoe BnyckHOe oTBepcTue (emergency intake port): O603Ha4YeHHOe BMyCKHOE OTBepcTue
rasa, yepes KOTOpoe nojaeTcs ras. ecav nofjaya CBEXero rasa oTCyTCTBYeT WIn HeoCTaTouHa.

3.2 annapaT UCKYCCTBEHHOW BeHTUNAUUM norkux (ventilator): Annapar, npegHasHayeHHbIli s aB-
TOMaTMYeCKOro AOMOMIHEHNA UM NOMHOTO 06ecneyeHnss BEHTUNALMN NErkux nauneHTa npu nogcoesuHeHun
BO3[yX0BOZa K NauueHTy.

3.3 B3gox (sigh): Mepuogunueckoe [03MPOBAHHOE yBENIMUYEHWE MOAABAEMOro o6beMa B OAHOM WU
HeCKONbKNX nocnefoBaTesbHbIX LMKNax NCKYCCTBEHHOW BEHTUNSALUN NETKUX.

3.4 BNyckHoe oTBepcTue rasa (gas intake port): OTBepcTue, Yyepes KOTOpoe ra3 nocrtynaet Ansa uc-
no/b30BaHUS NaunMeHToMm.

3.5 BXoaHOe oTBepcTue Bbicokoro gasneHus (high-pressure input port): BxogHoe oTBepcTue, yepes
KOTOpoe nogaeTcs ra3 nog AasneHvem, npesbiwatowmm 100 kMa.

3.6 BxogHOe oTBepcTMe HU3Koro gasseHns (low-pressure input port): BxogHoe oTBepcTue, yepes
KOoTOpoe nojaetcs ras noj Aas/sieHneM pasHbIM Uiu He 6onee 100 kMa.

3.7 BbinyckHoe oTBepcTue (exhaust port): OTBepcTue, yepe3 KOTopoe OoTpaboTaHHble rasbl BbiMycC-
KaloTcs B atmocdepy unm B CUCTEMY BbiBE[EHNS aHeCTETUYECKOro rasa.

3.8 BbicOKOTEXHOMOMMYHAA MeauuuHckasa nomouwb (high technology medical aid): YacTe cneyma-
NIM3VPOBAHHOW MeULMHCKON NoMOoLLM, BKoYawwas B cebs NpUMEHeHMe HOBbIX CAOXKHbLIX U (MNn) YHU-
KanbHbIX METOA0B fleYeHUs, a Takke pecypCcoeMKux MeToA0B /IeYeHUss C Hay4yHO AoKa3aHHON adhekTnBHO-
CTbi0. B TOM YMC/Ee KIETOYHbIX TEXHOMOMMIA, pO6OTU3NPOBAHHOM TEXHWKN, UHOPMALMOHHbIX TEXHONOIUI 1

2
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MEeTOL0B FEHHOW WMHXeHepun, pa3paboTaHHbIX HA OCHOBE AOCTWXEHUA MeAMUMHCKOW HayKu U CMEXHbIX OT-
pacnei Hayku u TEXHUKN.

3.9 BbICOKOTEXHO/IOTMYHOE MepguunHckoe obopypoBaHue (highly technological medical
equipment): MeauumHckoe obopygoBaHue, cneunanbHo npefHasHauyeHHoe /15 OKa3aHWs BbICOKOTEXHOJ0-
TMYHON MeVLMHCKON NOMOLLM.

3.10 gaBneHne B BO3fyxoBoge (airway pressure), Patl: JaBneHvne B 0TBEpCTUUN ANA NpUCOeANHEHUS
nauueHTa.

3.11 gbIxaTenbHbI KOHTYp annapata VB (ventilator breathing system), VBS: MyTtu gns Bgoxa nam
Bblj0Xa, MO KOTOPbIM MpOTekaeT ra3 nof AblXatenbHbiM AaBfIEHNEM U KOTOPblE OrpaHnyYeHbl OTBEPCTUAMM,
yepes KOTOpPble MOCTynaeT CBeXuii ras, OTBEPCTUEM AN1A NPUCOEAVHEHUS NauMeHTa W BbIMYCKHbIM OTBEp-
cThem.

3.12 3apaBaemsblii 06bem (delivered volume), Vaa: O6bem rasa, nogaBaemoro Yepes oTsepcTve ans
npucoeavHeHns naumeHTa Bo Bpems hasbl BAOXA.

NMpumMeuvaHue - 3amaBaemblii 06BLEM TakKe Ha3bIBAETCH AblXaTeNbHLIM 06LEMOM, EC/M BECH 3a/1aBaEMblii
06bEM MPOXOANT B AbIXaTeslbHblii TPAKT nayuyeHTa. YacTto 3Toro He NPOUCXOAMT B Ciyuyae GO/bLIMX yTeuek uepes Tpa-
XeasbHyH TPY6Ky (Kak 3TO NPOUCXOAUT Y HOBOPOXAEHHBIX) UMW NPV HEUHBA3UBHOM VCKYCCTBEHHOW BEHTUMSLMM NIETKUX.

3.13 3awmnTHOEe ycTpoiicTBo (protection device): YacTb wnn cyHkumsa annapata WBJ. koTopas 6e3
BMellaTenbcTBa oneparopa 3awuaeT naymeHTa oT OnacHbIX BbIXOAHbIX NapameTpoB, CBA3aHHbIX C HEKOP-
PEKTHON [OCTaBKOW 3HEepPrun Wnn BeLLecTs.

3.14 KOMMNOHEHT, YyBCTBUTENbHbIV K HanpaBneHuto notoka (flow-direction-sensitive component):
KOMMOHEHT nnn nNpuHaanexHocTb, Yepes KoTopble 418 obecneyeHns npasBu/ibHON paboTbl nan 6e3onacHo-
CTW NauueHTa, NOTOK rasa Ao/HKeH Teyb TO/IbKO B OAHOM Hanpas/ieHUN.

3.15 makcumasnbHoe npefensHoe gasneHve (maximum limited pressure), Pm ma: Hanbonbluee
JaBfieHne B BO34yX0BOAe NPU HOPMasIbHOW aKcnayaTaumm uam B yCNOBUSX eANHUYHOTO HapyLUeHUS.

3.16 makcumanbHoe pabouee gaBneHue (maximum working pressure), fW.*.: Hanbonbliee gasne-
HWe B BO34yX0BOAe NPV HOPMasibHOM aKcnayaTauum Bo Bpems hasbl BAOXA.

3.17 MuHnManbHoe npegenbHoe gasneHne (minimum limited pressure), PLWu,: HaumeHblwee fas-
NIeHVe B BO3/yX0BO/e NPW HOPMaslbHOW aKcnyaTaunm uan npy ycaosun eAnHNYHOTO HapyLLIeHUs.

3.18 o6opyaoBaHne MOHUTOpPUHIa (monitoring equipment): MeAuLUMHCKOE 3M1EKTpPUYECKoe u3fenune
WM ero 4acTb, KOTOPOE MOCTOSIHHO WA Mepuoanyeckn M3MepsieT 1 MHAMLMPYeT A onepaTopa 3HavyeHus
nepemMeHHbIX.

3.19 otBepcTue ana MBJ spyyHyto (manual ventilation port): OTBepcTue, K KOTOPOMY NOLCOeANHSA-
eTCa YCTPONCTBO A1 BEHTUIALMMN BPYUHYIO.

3.20 oTBEpPCTME AN15 NpucoegnHeHns naumeHTa (patient-connection port): OTBepcTUe AbixaTesibHO-
ro KoHTypa annapata WBJ/, npegHa3HavyeHHoe ANa NoACOeAVHEHUS K BO3AYXOBOAHbLIM YCTPOACTBaM.

3.21 nonoxuTenbHoe AaBneHWe KoHua Bbligoxa (positive end-expiratory pressure), PEEP: Monoxu-
Te/lbHOEe faB/ieHne B BO34yXOBOAE B KOHLE hasbl BblAoxa.

3.22 cBexwnii ras (fresh gas): MpurogHblii 4Ns AblxaHus ra3. nofgaBaeMblli B AblXaTeNbHbI KOHTYP an-
napata WBJ1.

3.23 TexHuyeckoe 3afaHvie (T3) — pasfen KOHKYPCHOW fOKYMeHTauuu, JOKyMeHTauum 06 aykumoHe
Unn pasgen sanpoca KOTMPOBOK, B KOTOPOM FOCYAapCTBEHHbIA 3aKa3uuk Uan ynoHOMOYEHHbI OpraH B CO-
oTBeTCTBMM € PefepanibHbiM 3aKoHOM 0T 21.07.2005 1. Ne 94-®3 «O pasMelleHun 3aka3oB Ha MOCTaBKU
TOBapOB, BbINO/IHEHNE PAbOT, OKa3aHue ycnyr AN rocyfapCTBEHHbIX U MyHULMNANbHbLIX HYXA» NPUBOAUT
onuncaHue npegmeTa pasmelleHns 3akasa, ykasblBas TpeboBaHWs K Ka4eCTBY, TEXHUYECKUM XapaKTepucTu-
Kam ToBapoB, paboT, ycnyr, TpeboBaHna K ux 6e30NacHOCTH, K (PYHKLMOHa/IbHLIM XapakTepuctmukam (notpe-
6UTEeNIbCKMM CBOWCTBAM).

3.24 hunbTp AbixaTenbHoro koHTypa (breathing system filter), BSF: YcTpoiicTBO, NnpefHa3HayeHHoe
ANA CHWKEHUS nonafaHnsa YyacTuy, BKIYaa MUKPOOPraHn3Mbl, B AbIXaTefbHbIA KOHTYP.
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4 TexHuueckue TpeboBaHusA, NpeAbABNAseMble K MOCTaBUiMKaAM annapaToB
WCKYCCTBEHHOW BEHTUASALUUM JNEerkux, AOonNycTUMble MNpu TocyAapCTBEHHbIX
3akynkax

4.1 O6wune nonoxeHns

Annapatbl BT fO/MKHBI UMETB:

- PeructpaymoHHoe yagoctosepeHne ®C3;

» CepTudpmkat wam geknapaunio cootseTcTsma PocctaHgapTta PO.

Annapatbl VBJ/1 go/mkHbl paboTaTb OT NUTaKOLWEn ceTu NepeMeHHOro Toka ¢ HOMUHAaNbHbIM Hanpshxe-
HueMm (220%22) B 1 yactoTtoii (50+0.5) 'y. lomxHa 6bITb ykazaHa noTpebasemas MOWHOCTb. Mpu npepbiBa-
HUKM CeTeBOro anekTponuTaHusa annapart VIBJ1 gomkeH paboTaTb OT BCTPOEHHOIO W MOMHOCTbIO 3apsHKeHHOro
akkymynsTopa. Ycnosums paboTbl BHYTPEHHENO NCTOYHMKA LO/MKHbI OblTh yKa3aHbl B MHCTPYKL MU MO 3KCMya-
Taumu.

Annapat VIBJ1 (1 ero oTaenbHble KOMMNOHEHTBI, 3aliMTHble YCTPOCTBA) AO/MKHbI 6bITb PaboTOCNOCO6-
Hbl NPV NOAK/OYEHNN K UCTOYHMKAM CXKaTbIX MEAULMHCKMX ra3oB (UCTOYHMKAM MHEBMAaTUYeCcKoro nuTaHus -
Knucnopog, Bo3ayx v T.4.) € AblxaTesibHbIM AasneHnem ot 250 o 600 klMa 1 He A0/MKHbI Bbl3biBaTb HEMpU-
eM/ieMble PUCKM NPY YCNOBUAX €AUHNYHOTO HapyLLIeHUs BNIOTb [0 MakcumanbHoro gasnexnms 1000 klla.

BpemsB3BeLUeHHbI cpeAHuWil BbIXOAHOW NOTOK (3a 10 c) ANS Kaxaoro rasa He fo/mKeH 6biTb 6onee 60
n/MuH npu gasnexdumn 280 kMa Npy M3MepeHUn Ha BXOAHOM OTBEPCTUM 414 rasa.

4.2 TpeboBaHNSa K cOCcTaBy annaparta

CocTaB annapaTta [O/XeH fonyckaTb BO3MOXHOCTb U3MEHEHWUS ero KoHdwurypauum m nossonsaTb no-
Tpebutento npu 3akase BbIOMPaTb MakCMManbHO YA06HbIN Ana ceba BapnaHT annapaTa:

- annapart COCTOUT M3 3M1eKTPOHHOro 6/10ka ¢ uBeTHbIM TFT gucnieem n CEHCOPHON MaHenblo ynpas-
NeHus, AblxaTeslbHOro KOHTypa (418 B3pOC/aoro u Ana pebeHka), CUCTEMbI YBIaXHEHUS, TENI0BIAroo6MeH-
HUKa. cMecuTens raso., (OUNbTPOB AbIXaTe/bHbIX KOHTYPOB, AblXaTeslbHbIX TPYOOK MacoK A5 HEWHBA3UB-
HO BEHTUNAUMMK, MPUCNOCOGNEHNA ANA NOAKMOYEHUS K KnanaHy BbloOXa CUCTEMbl dBakyauuu gbiXxaTenb-
HOW cMecK, TPaHCNOPTHOW TENeXKu:

- annapat ocHalaeTcs BCTPOEHHbIM BO3AYLUHbIM reHepaTopoM MOTOKa WM BCTPOEHHbIMW faTynkamu
N3MepeHns NoToka AbiXxaTesibHol cMmecy;

- ra3oBble COEAMHUTENN 418 BCEX YacTell annaparta, BXOAHbIX U BbIXOAHbIX OTBEPCTUI [O/MKHbLI COOT-
BeTCcTBOBaTb TpeboBaHuam FOCT P 53467 (MCO 5356-1:2004);

- annapaT MOXeT OoCHalaTbCa My/IbCOKCUMETPUYECKMM U KAMHOMETPUYECKUM YCTPOCTBaMuU 1 fatuu-
Kamu K HUM. pacnbliMTenem fnekapcTBEeHHbIX cpeAcTB (Hebynaisepom).

4.3 TpeboBaHua K pyHKLMSAM annapaTa VBJ

O6ecneyeHne BO3MOXHOCTA MNPUMEHEHUS Pa3/IMYHbIX PEXVMOB BEHTUAALMU - MPUHYAUTENBHOW
(ynpaBnsiemoii), BCnoMoraTesibHOi, HEVHBa3NBHOW, COYETaHHOW 1 aganTuBHoW VIB/I:

1) CMV/VCV — pexum npuHyauTenbHol (ynpasnsemoi) BEHTUAALMN NETKMX C ynpaBneHnem no 06sb-
emy BAoOXa,;

2) CMV/PCV — pexvM NpuvHyauUTeNbHOW (ynpaBnsemoii) BEHTUNALMM NIETKNX C ypaB/ieHNneM no gas-
neHuvio Baoxa:

3) VCV + Sigh («B380x») — nepuognyeckoe pasfyBaHue nerkux;

4) CMV DC — pexum NpvHyauTenbHOl (ynpaBnisiemMoii) BeHTUAAUUN C YNpaBieHMEM MO AaBNEHUI0 1
rapaHTMpoBaHHbIM 06BEMOM BAOXA (PEXMM [BOWHOIO KOHTPOASA) + KOMMEHcauus yTevek;

5) SIMV/VCV+PS — pexuMm CUHXPOHM3MPOBAHHOIM nepemexaroleiics BcrnomoratensHoin VBN ¢
ynpasfieHvem no 06bEmy, NOTOKOBbIM TPUITEPOM WM TPUITEPOM MO AABMEHNI0 U C BO3MOXHOCTbIO BK/OYe-
HVS MOAAEPXKKN NOLaB/IEHNIO:

6) SIMV/PCV+PS — pexuMM CUHXPOHM3UPOBAHHOI Nepemexatouleiics BcnomoraTenbHoli UBN ¢
yrnpasJ/ieH/eM MO AaB/IeHUI0 BOXa, NOTOKOBbIM TPUITEPOM WM TPUITEPOM MO AABJIEHNIO U C BO3MOXHOCTbLIO
BK/IIOYEHNSA NOAAEPXKM MO AAB/IEHUIO;

7) SIMV DC+PS — pexuM CUHXPOHM3MPOBAHHON nepemexatollelics BcnomoraTensHoli VBJ1 ¢ aBoii-
HbIM KOHTPO/IEM, C NOAAEPXKON CMOHTaHHbIX BAOXOB M KOMMNEeHcauuei yTeuku;

8) PCV VG — pexvm NpuHyAUTENbHON / BCMOMOraTesibHOW BEHTUASLMM C YpaBieHNeM no 06bEMY 1
orpaHuyeHneM MakCUMasibHOro faBfieHns BAOXa;

4
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9) CPAP+PS (CPAP) — pexvM caMOCTOSITENIbHOTO AbIXaHWs C NOCTOSAHHLIM MOMIOXUTE IbHBbIM faBe-
HVeM:

10) pexum VIBJ1 camoCTOATENIbHOTO [AblXaHUS C [BYXYPOBHEBbLIM MOMOXUTE/bHLIM AaBsieHuem. (+PS)
C BO3MOXHOCTbIO MOAAEPXKKN AaB/IEHNEM CMOHTaHHbIX BAOXOB (aHasor BiPAPO»);

11) N1V — pexum HenHBa3WBHON BEHTUNSALUN C onpefesieHneM yTeuyek 1 X KOMNeHcaunm co BceMu
pexumamu BT,

12) PEEP — nonoxwutenbHoe AaBneHne KoHUa Bblgoxa (MpYMeHseTCcs B COYeTaHWM CO BCEMU pexu-
mamu VBN);

13) agpanTnBHaa nogaepxusatoLias B/,

14) pexum BEHTUAALMK MO anHo3, 3anyckaeTcs aBTOMaTuyecky Npu OCTaHOBKE [bIXaHus;

15) kpaTkoBpeMeHHas OKCUreHauus nauueHTa ¢ BO3BpaToM K npexHeMmy 3HayeHuto Fi02;

16) Hebynaiizep, CUHXPOHU3NPOBAHHbIA CO BAOXOM NauyeHTa.

AnnapaTbl AO/HKHbI UMETb BO3MOXHOCTb MOHWTOPMPOBAHUS HaCbILWEHNs KpoBW kucriopogom (Sp02),
KOHUEeHTpauun yrnekmcnoro rasa sbigoxa (EtC02). BenuuunHbl cepaeyHoro sbibpoca (CO).

AnnapaTbl JO/DKHbI UMETb BO3MOXHOCTb paboTbl B @BTOHOMHOM PEXUMEe U B pexume MHTerpauum c
MH(POPMAaLMOHHON CeTbI0 PEaHUMALVOHHOTO OTAEEHNS.

AnnapaT MOXeT UMeTb C/eAyloLmne KOHTYpbl GMON0rMYeckoil 06paTHON CBA3W; NO HACbILLEHNIO KPOBM
Knucnopogom (Sp02). No KOHUEeHTpaLummn yrinekucnoro rasa sblgoxa (EtC02), no BennunHe cephevHoro Bbl-
6poca (CO) gna obecneyeHnss aganTuBHOW nogaepxueatowein NB/. Kaxablii u3 6Monornyecknx napamer-
pOB B pa3pelleHHbIX Bpa4yom npegenax AO/KEH OKasbiBaTb KOPPeKTupylollee feiicTBME Ha KOHKPETHbIe na-
pameTpbl VIBJl: HacbilleHne KpoBW KACIOPOAOM — Ha KOHLUEHTpauuio Kucnopofa B AblxaTefbHON cMecy;
KOHLEHTpauns yrnekMcnoro rasa B Ierkux — Ha BENWUYMHY [aBfieHUs B KOHLEe BblgoXa; BeNUYMHa unu gu-
Hamuka cepfile4Horo Bblbpoca — Ha NMKOBOE AaB/ieHNe BAO0Xa U YACTOTY AbIXaHus.

4.4 Annapat VBJ1 go/mkeH UMeTb TEXHUYECKNE XapaKTePUCTUKX, NpUBeAeHHble B Tabnuue 1.

Ta6nuua 1 — MNpuMepHbIi NepedeHb TEXHUYECKNX XapakTEPUCTUK U 3HAUYEHWIA
HaviveHosaHvie EavHiua vamvepeHna [vanasoH AomyCTUMbIX 3HaYeHI

[nanasoH peryaimpoBaHns AbixaTtenibHoro obbéma r/n ot 10 go 3000
C npefenbHbIM OTK/TIOHEHVEeM:

+20 mn B AvanasoHe oT 10 go 200
mT;
+10 % cBbiwe 200 mn

[unana3oH perynupoBaHust 4acToTbl BEHTUNALNUK - B MWH-1 ot 310 80
pexume CMV, SIMV

[vana3oH perynnpoBaHus MOSIOXUTENbHOTO AaBs- CM BOA,.CT. ot 0 8o 40
NeHuna B KOHLUe Bblgoxa. PEEP

[Anana3oH peryimpoBaHuss MakCUMaslbHOro JaBie- CM BOA,CT. ot 010 80
HUS BAOXa
[vana3oH perynnpoBaHns KOHLEHTpaLun K1cropo- % oT 21 no 100

[a B rasoBoii cMecu

MakcumasibHOoe [aBrieHve annaparta, orpaHuyvBa- CM BOA.CT. 80
emMoe npenoxpaHnTesibHbIM KianaHom

PerynupoBka nosnb3oBaTesieM 3HaueHwii aamTenb- % 0. 20. 30, 40
HOCTU NNATO NO OTHOLLEHWIO K ANTMTENbHOCTYN BAOXa

[vana3oH perysimpoBaHns BPeMeHU anHoa:
- BO B3pOC/IOM pexmme c ot 1510 40
- B leTCKOM pexumve c 1040 20
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MpopomkeHne Tabnuupl 1

HanmeHoBaHue EAvHMLa n3mepeHus AvanasoH AONYCTUMbIX 3HAYEHNUN

[yanasoH perynmpoBaHvsi YyBCTBUTE/IbHOCTU TPUT-

repa:
- N0 NOTOKY n/MUH Ooro.2 o 10
- M0 AaBfIeHNI0 CM. BOA.CT. or -20 00 0
MHCAMpaTopHbI NOTOK, NUKOBbI N/MUH ot 040 180
Bpems saoxa c ot 0.1 o 10
COOTHOLLEHVe BAOX/BbIAOX - oT 1:9 041
KoHueHTpauna 02 % oT 21 fo 100
[nana3oH nsmepenus Sp02 % oT 60 go 100
[vana3oH v3MepeHus KOHLUEeHTpauun Yriekucnoro % ot 040 15
raza C02
[vana3oH n3mepeHus cepaeyvHoro Bbibpoca CO N/MUH or 1.0 8o 12.0

Xapakrepuctukum usetHoro TFT gucnnes:

- pasmMep o gmaroHasiv oM 12. He meHee
- paspeLueHue (W X B) nvkcenei 800 x 600. He meHee
[a3ocHabxeHre OT BCTPOEHHOro reHeparopa noTo- Hanuuve

Ka UM BCTPOEHHOR TypGUHbI

CHabXeHune KUCcnopoaom: Hannune
- OT MarucTpasau BbiCOKoro fasnenus (1.5 - 6) atm:
- OT UCTOYHMKA KUCMOPOJA HU3KOTO AaBeHNs (KOH-

LieHTpaTopa Kucnopoaa)

BO3MOXHOCTb CHAGXEHWS1 KUCMOPOLOM OT KMC/O- - Hannuve
poaHoro 6asioHa

MoHuTOpUpyeMble 1 0TobpaxaemMble napameTpbl - JaBneHve B AblXaTesibHbIX My-
TaX. Paw;
- cpefgHee pabouyee [fAaBneHuve.
Pmean:
- MakcMmMasibHoe pabouee gasre-
Hue. Ppeak;
JaBneHne  BHyTpWIErovyHoe.
Pplat;
- MOMoOXWTeNbHOE [faBfieHne B
KOHLe Bblaoxa, PEEP;
- 3aaBaemblii 06bem Vdel:
- ObIXaTefbHblii 06bEM Ha Bblgo-
xe. VTe;
- MUHYTHas BEHTWIAUMSA Ha BblgoO-
xe. MVe;
- CMOHTaHHaa 4YacTtoTa [AblXaHus.
RRspon;
- ynpasfsemas yactoTa fblXaHus.
RRman:
- OTHOLLEHME NPOAO/IHKUTENIBHOCTN
BAox/Bblgox. TI/TE;
- hpakums kucriopoda BO BfbIXa-
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HavmeHosaHve

OTo6paxaemble KprBble

OTo6paxaemble TpeHap!

CpeficTBa BM3yasilbHOrO OTOGPaKEHWSA CYyMMapHOro
BpeMeHu paboTbl annapata B/

CpeAacTBa, KOHTPONMPYEMbE  OMNEpPaTopoM, A/s
OCTAHOBKM BEHTUNIAILMN HA BbIGOXE UM /151 OCTAHOBKM
aBTOMATUYECKOI BEHTUASALMN B KOHLE BAOXA.

Cuctema TPeBOXHON curHanmsaumm

MoTpebnsiemasi MOLLHOCTb:
- C MPUHa/IEXHOCTAMM
- C yBNaxXHUTENEM

B0O3MOXHOCTb @BTOHOMHO paboTbl OT BCTPOEHHOrO
akKyrnynstopa

[nuTenbHOCTb paboTbl OT akkyMyisTopa
MpOLOMKMTENLHOCTL 3apsaa akkyMyisTopa

Macca:

* 3/1EKTPOHHOrO 6/10Ka

- 3/1EKTPOHHOTO 6/10Ka, YCTAHOB/IEHHOTO Ha TPaHC-
NOPTHYO TENEXKY

FabapuTHble pa3mepbl:

- 3N1IEKTPOHHOTO 610Ka

- 3/1eKTPOHHOTO 6/10Ka, YCTAHOB/IEHHOTO Ha TpaHC-
NOPTHYHO TENEXKY

CpepHsisi Hapa6oTka Ha oTKa3

EpvHnua vamvepermns

BA

Kr

MM
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[anasoH JOMyCTUMbIX 3HAYEHWIA

emom Bo3gyxe. Fi02:

- CpefHsA KOHUeHTpauusa Kucro-
poja B BblAblxaemoM Bo3gyxe. Fe02
<%):

- CpefHAs KOoHUeHTpauua yrne-
KVUC/MOro rasa B BblfbIXaeMOM BO3fy-
xe. FeC02. %:

- KOHLieHTpauus yrinekucsioro rasa
B KOHL|e Bblgoxa.

FeC02. %;

- HacbllLeHNe apTepuasibHON Kpo-
BY Sp02. %.

- jaBneHne — obbem P(V);

- NoTok — 06bem F(V);

- faBneHne — spems P(t):

- NoTok— Bpems F(t);

- 06bem — Bpems V(t)

Vte. Mve. RRspon. Ppeak. Paw

Hannune

Hannuve

Ycnosus cpabaTbiBaHVS:

Paw HM3KOe/BbICOKOE. anHo3, Bbl-
COKWIA/HM3KMIA  Mve. Bbicokuin  Vte.
BbICOKasi 4acToTa CMOHTaHHOro Apl-
XaHus, Hu3Kasa Fi02

He 6onee, ykasaTtb
He 6onee, yKasatb

Hannuve

HEe MeHee.yKa3aTb

He 6onee, ykasaTb

He 6onee, ykasaTb

He 6onee, ykasaTb

yKasatb

He MeHee,yKa3aTb



FOCT P 55954—2014

4.5 3awmTta 0T ONacHbIX 3HAYEHWI BbIXO4HbIX XapakTepucTuk

451 MoHWTOp A0/MKeH o6ecneumBaTh YCTAaHOBKY NpeAesioB CUTHaIU3aLUy n3MepsieMbiX NapameTpos,
yKasaHHbIX B Tabnuue 1, n 06ecneunts BU3yasibHYHO U 3BYKOBYIO CUTHaIM3auuio COOTBETCTBYHOLWMX NpUopu-
TETOB.

Ta6nunua 2 — lNepeyeHb YCNOBUIA BO3HNKHOBEHWS BU3yaslbHOW W 3BYKOBOW CUrHa/sM3auuii Npy HapyLLeHusX pe-

XMMOB paboTbl annapata VIB/T nan B aBapuitHHbIX CUTyaumsax (CNpaBOYHbIiA)

Ycnosya cpabarbiBaHiis CUTHam3aLmm

1. Mpu ynpaBnsiemoii BEHTUNALUM B aKTe BOXa
NaBNeHne B [blXaTe/IbHOM KOHType npeBbllaeT
YCTaHOBNEHHbIV BEpXHUIA npeaen

2. Mpun ynpasnsieMoli BEHTUNALMN B aKTe BAoXa
[aBneHne B AbIxaTe/IbHOM KOHType MeHbLle ycTa-
HOBTEHHOTO HWXHEro npegena

3. MuHyTHas BEHTWISUMS NpeBbillaeT ycTa-
HOB/EHHbIN BEpXHWIA NpeAen WA MeHbLUEe HUKHe-
ro npegena

4. [laBneHne B fbIXaTe/IbHOM KOHTYpe B akTe
BAOXa He [locTUraeT yCTaHOB/IEHHOW BE/NUMHLI (B
pexumMax ynpas/ieHns no gas/eHunio)

5. OTCyTCTBME NMEPEeKTIUYEHNsI Ha BAOX UM No-
CTOSIHHOE [aB/IEHVE B bIXaTe/lbHOM KOHType

6. AMNAMTYyaa KonebaHuii aaBneHus B Aplixa-
TENbHOM KOHTYpe Hke 4 rfla OTHOCWUTESIbHO
CpeAHero ypoBHs AaBfeHuns

7. KOHUEHTpauus KMCMopoda HWKEe YCTaHoB-
NEHHoro npegena

8. KOHLleHTpaLU/IH Knucnopoga Bbille YyCTaHOB-
JIEHHOro npeaena

9. HacblleHne apTepnanbHO KpoBM KMCIOPO-
nom Sp02

10. YactoTta nynbca PR
11. KoHueHTpauua yrnekucsioro rasa B KoHUe
Bblgoxa FeC02

12. CpefHAs KOHLEeHTpauus Yriekucnoro rasa
FeC02

13. laBneHue kucnopoga Ha Bxofe B annapar
Hwke 250 klMa

14. [NaBneHve BO34yxa Ha BXxoge B annapar
Hwxe 250 Kk Ma

Hagnvcn v 3Hakn Ha gucrsiee

Bbicokoe faBneHue

Huskoe fasneHve

Bbicokasr'Huskas
MUHYTHasA BEHTUIALNA

3afaHHoe faB/ieHne He JOCTUTHYTO

HeT Baoxa'Bbigoxa

AINHOS3

Hu3kas KoHUEHTpauus Kuciopoaa

BbicoKasi KOHLieHTpauus Kuciopoga

HwxHWiA npeaen

HwxHwuit npegen
BepxHuii npegen

HwxHwuit npegen
BepxHuii npegen

HwkHWiA npegen
BepxHuit npegen

Hu3koe fgaBneHve Kciopoga

Hu3koe faBnexve Bo3ayxa

3BYKOBOVi CUrHan

B
(B pexumMax
As/Cont n SIMV
curHana Her)

Cc
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OKOHuaHne Tabnuubl 2

Ycnosusi cpabaTbiBaHiis CUrHaIM3aLn Hapnien v 3Hakv Ha avcruiee 3BYKOBOWA CUTHa
15. He nopknoueH 6710k JaTyMKOB pacxofa HewncnpaseH 610K aT4MKOB pacxofa H
BO3/yXa WM HeucrnpaseH AaTumk B 6/10ke BO3fyxa (Kavkgble 2 MVH)
16. He nogxntoveH gatunk Fi02 HeT gartuuka kucnopoga B
17. HencnpasHocTb Aatumka FKD2 HewucnpaseH gaTuuk Kucriopoga B
18. MpepbiBaHye CeTeBoro 31eKTponmMTaHmns MnkTorpamma akkymynstopa H (kaxxgple 20 c)
19. OcTaBlasca AAMTENbHOCTb paboThbl akky-  [ukTorpamMma akkymynstopa. AKKymyns- B
MynaTopa MeHblle 10 MuH TOp pa3pskeH
20. MNonHas pa3psaka akkymynaropa MukTorpamma akkymynatopa. AKKyMyns- B
TOp NOJIHOCTLIO paspsxeH. Annapat 6yaeTt
BbIK/THOYEH.

MpumeuvaHnsa

1. B. C n H— 3ByKOBble CUTHasIbl BbICOKOrO, CpefHero n Hu3koro npuoputeTta no FOCT IEC 60601 -1-8.

2. BO3HUKHOBEHME HapyLUeHWs BbI3blBAET MPEPbLIBUCTYI0 MHAMKALMIO COOTBETCTBYIOWEN Haanucn (3Haka) Ha
avcnnee, a ansa ycnosuii 1-8 n 0603HauyeHns COOTBETCTBYIOLLIErO napameTpa

4.5.2 Tpn yCTaHOBMBLUMXCS YCNOBUSIX 0TOOGpakaemoe AaBfieHne B BO34YXOBOAE LO/DKHO MMETb TOu-
HOCTb M3MepeHus B npegenax + (2 r/la (2 cMm BOA.CT.) + 4 % OT peasibHOro 3HayeHus).

4.5.3 B pexume VCV gonxHo 6bITb 06ecneyeHo nepuoguyeckoe pasgyBaHue nerkux (pexuim Sigh -
«B300X»). MNpn 3TOM B ABYX NepBbiX MOCAeA0BaTENbHbIX AblXaTeNbHbIX UMKNax u ganee c nepuogom 100
LMKNOB NojaBaeMblli AblxaTesnbHblii 06beM Ao/keH yBenuuuatbes B (1.5 + 0.2) pasa OT yCTaHOB/EHHO
Be/INUMHBI. MakcuManbHbIii 06bemM He AOo/KeH npesblwatb 1.6 /.

4.5.4 [lonxHbl 6bITb NPefyCMOTPEHbI 3alMTHbIE YCTPOWCTBa ANA NpefoTBpalleHns yBenuyeHus gas-
NeHnsa B BO3yXOBO/eE Bbllle MakCMMasibHOro npefesibHoro gasnexHus. MakcumasnbHoe npefesnbHoe fasse-
HVe He J0/DKHO npeBbiwatb 125 rMa (125 cm Bog, CT.).

4.5.5 NHTepBan mexay MOMEHTOM AOCTWXEHUS AaB/ieHUs B BO34yx0BOAe npefena cpabartbiBaHus
curHanusauuun gnsa noBbILEHHOTO AaB/IEHUA N MOMEHTOM Havasia CHMXEeHWUS [aB/ieHNs1 He [OJ/IKeH NpeBbl-
waTb 200 mc.

4.5.6 3agepxka cpabaTblBaHUSA CUTHaIM3aLUMM Npu NPeBbILEHNN AaBNeHNs B KOHLE BblgoXa BEPXHero
npegena cpabaTblBaHUSA CUTHaANIM3ALMN U MOHWXKEHUS JAB/IEHUSI HUXE HUKHEro npefena cpabarbiBaHUs
curHanusauuun ans PEEP He fo/kHa npesbiwarh NPoAo/HKUTE/IbHOCTN TPEX BAOXO0B.

4.5.7 MakcumanbHaa 3agepXxka yc/roBUil cpabaTbiBaHUS CUTHaNM3auun npyu 06CTPYKUMU AblXaTenb-
HbIX NyTei He Ao/MKHa 6biTb 60MbLUE ABYX LMKMNOB fAblXaHUA uan 5 ¢ B 3aBUCMMOCTM OT TOrO, YTO 6oNbLUe.

4.5.8 MNpun o60pyA0BaHNN 3aLMTHBIM YCTPOWCTBOM NafieHve AaBfeHns, N3MepeHHoe B OTBEPCTUN Ans
npucoeAnHeHna naumeHTa co BCEMU YCTAHOB/IEHHbIMU PEKOMEHAYEMbIMU NPUHAANEXHOCTAMU, HE AO/HKHO
npesbliwath 6.0 rMa (6.0 cM BOA. CT.) NpM CKOPOCTAX MOTOKA:

- 30 n/mnH gna annapatos WBJ1. npegHa3HauyeHHbIX ANns obecnevyeHns 3agasaemoro obbema. Vdel r
300 m;

« 15 nYmuH ona annapatoB VBJ1. npefHa3HavyeHHbIX Ana obecneyeHns 3agaBaemoro o6bema. 300 mn
r Vdel r 50 mn;

- 2.5 n¥YmvH gna annapatos VIBJ/1. npegHa3HayeHHbIX Ana obecneyeHns 3agaBaeMoro obbema. Vdel s
50 mn.

4.5.9 Annapat VBJ1 gomxeH f0CTaBNSATb MauMeHTY ras. ¢ KoHueHTpauveii 02 B gnanasoHe OT KOHLEH-
Tpauumn B OKpyxatoLlel cpege fo. no kpaliHein mepe. 90 %.

4.5.10 O6paTHOe TeuyeHue rasa U3 BXOAHbIX OTBEPCTUI ra3a B CUCTEMY NOAAYM TOTO Xe rasa He [0/X-
HO npeBbIWwaTtb00 MA/MUH.

4.5.11 lMepekpecTHOe TeyeHWe NogaBaeMoro rasa yepes O4HO BXOAHOEe OTBEpPCTUEe BbICOKOro gasne-
HVA B CUCTEMY NOAAYMN APYroro OT/IMYHOrO rasa He JO/MKHO npesbiwaTts 100 MA/MUH.
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4.5.12 HenpegycmoTpeHHasa yTeuka us VBS He gomkHa npesbiwatb 200 ma/MuH npu 50 rMa (50 cm
BOA. CT.) A4Nna annapartos VIBJl. npefHa3HayeHHbIX 418 obecneveHns 3agaBaemoro obvema 6onee 300 mn,
unyu 100 mn/muH npu 40 rMa (40 cm Boa. cT.) Ana annapaTtoB VBJ1, npegHasHavyeHHbIX AN obecnevyeHns
3agasaemoro o6bema mexgy 300 ma n 50 ma, uam 50 ma/muH npy 20 rMa (20 cm BoA. CT.) AN annapartos
B/, npeaHa3HavyeHHbIX A1 o6ecneyeHns 3afaBaemoro oobema meHee 50 mn.

4.5.13 [omkHbl 6bITb NPeAyCMOTPEHb! 3alUTHbIE YCTPOICTBA, NO3BOMAKLIME peann3oBaTb caMmocTo-
ATeNbHOE fblXaHue Npu HapyLlweHUn HOPMasibHOW BEHTUAALUN B pe3y/ibTaTe BbiXO4a 3HauYeHwuli anekTpuye-
CKOI UM NHEBMATMYECKOW nojayn NUTaHus 3a npegesbl, HeobXxoauMble AN HOPMasbHOW paboThl.

4.6 SKcnyaTalMoHHbIE XapaKkTeprUCcTUKN

4.6.1 CpepHunii cpok cnyxobbl annaparta A0 CnucaHusa Ao/KeH GbiTb HEe MeHee 4 neT (Npu cpeaHei nH-
TEHCUBHOCTb 3KCnlyaTauuv 5 4 B cyTkn). Kputepun npepesibHOro COCTOAHUA - HEBO3MOXHOCTb WM 3KOHO-
Muueckas HelenecoobpasHOCTb YCTpaHEHUS OTKa30B.

4.6.2 AnnapaTbl Npu akcnayaTauuy AO/MKHbI ObiTb YCTOWUMBBI K BO3LEACTBUIO KNMMATUYECKUX hakTo-
poB no NOCT P 50444 v I'OCT 15150 ansa Buga KNAumMaTU4eckoro ucnonHenua YX/4.2, Ho B AnanasoHe
Temnepatyp oT 15 oC go 35 oC.

4.6.3 AnnapaTbl NPy TPAHCNOPTUPOBAHUW LO/MKHbI ObITb YCTOWUMBBLI K KNMMaTUYECKM BO3AEeNCTBUAM
no FOCT 15150 ansa ycnoswuii xpaHeHus 5.

4.6.4 TpeboBaHus K ynakoBke, TpaHCNOPTMPOBaHWIO 1 XpaHeHnio — no FOCT P 50444, pasgen 8.

4.6.5 lapaHTus Ha noctaensemble annapatbl VIB/1 go/mkHa 6biTb He MeHee 12 mecAueB.

4.7 Tpe6oBaHus 6e3onacHocCTH

4.7.1 o 6e30nacHOCTU KOMMAEKC AO0/MKeH cooTBeTcTBoBatb TOCT P M3K 60601-1, TOCT P UCO
80601-2-12, NOCT IEC 60601-1-8. Annapatbl [O/IXHbI BbIMNOMHATLCA MO Knaccy 3alutbl 1 navM ¢ BHyTpeH-
HVM MCTOYHUKOM MUTaHWA 1 MMeTb paboune yacTu:

- TMna B — gnsa gbixaTenbHOro KOHTypa,

- Tuna BF — ansa kaHanos MmoHuTtopa C02; Sp02.

4.7.2 KoppeKkTpoBaHHbIi YpOBEHb 3BYKOBOM MOLLHOCTW Mpu paboTe KoMmnaekca fO/HKeH 6biTb He 60-
nee 60 gBA.

4.7.3 YpoBeHb 3ByKa 3BYKOBOrO CUrHana foJ/DKeH cocTaBnsatb 65+5 aABA. JomkHa 6biTb obecneyeHa
BO3MOXHOCTb OTK/IOYEHMSA 3BYKOBOro curHana Ha (120+10) c. Mpu atom:

- ecny No UCTEeYEeHUN YyKa3aHHOro MHTepBasa BpeMeHW MpuynHa CUrHanuMsaunm He ycTpaHeHa, curHa-
nm3aumnsa fosHkHa aBToMaTuyeckn Bo306OHOBUTLCS;

* €C/IN B TEYEHMEe yKa3aHHOro UHTepBasia BPEMEHN NepBMYHAs NPUYMHA CUTHaM3auun ycTpaHeHa, Ho
3aTeM BO3HUK/IA Apyras npuunHa, cUurHannsaumns fo/mkHa asToMaTuyeckn BO306HOBUTLCS.

4.7.4 Tlo 3/1eKTPOMarHUTHOV COBMECTMMOCTV KOMMJEeKC [O/DKEH COOTBETCTBOBaTb TpeboBaHWAM
FOCT P 50267.0.2.

5 MapkupoBka

MapkupoBka Ha BHelLHeli NoBepxHOCTU annapata WBJ/l. ero yacteit Uam NpuHagnexHocTeiln Ao/mkHa
cofepxartb cnegyiollee:

1) o60o3HaueHne Tuna annapara VBJI;

2) 3aBofcKOii HoMep annapaTa VBJT;

3) HaMMeHoBaHVe WM TOproBoe HavMeHoBaHve 1 agpec U3roToBUTENS;

4) HoOMMHaNbHOE HanpsHXeHne nuTalrLLel ceTu;

5) HOMMHaNbHaa YacToTa nuTaKLel cetu;

6) cTeneHb 3aWuUTbl OT MOPAXEHUS 3NEKTPUYECKMM TOKOM COr/TaCHO Knaccudukauum fo/mKHa MapKu-
poBaTbCsi COOTBETCTBYIOLWMM CUMBOJIOM AN BCeX paboumnx yacrei:

7) nobble cneunasnbHble yKasaHusa Nno XpaHeHuo n/nnm 06CnyxXmBaHuio;

8) ntobble cneymnanbHble NpegynpexaeHus n/wnn Mepbl NPegoCTOPOXHOCTU, Kacatlmecs Henocpes-
CTBEHHO paboTbl annapatosB VBJI;

9) cTpenku, oTobpaxarole HanpasaeHne NoToka A1 NOTOKO3aBUCUMbIX KOMMNOHEHTOB, €C/u npume-
HVMO;

10) cogepxaHve HaTypasibHOro fiaTekca, ecny NPUMEHUMO;
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11) ana npuHagnexHocTel, NoCTaBAsSeMbIX OTAENbHO, NHAMKALMA 0ObIX OrpaHUyYeHnin Unn HeraTme-
HOrO B/IMAHWA NPUHAANEXHOCTU HA OCHOBHYIO 6€30MacHOCTb UM OCHOBHblE (DYHKLIMOHA/IbHbIE XapaKkTepu-
CTUKKN annapatos VBJ1. ecnn npuMeHMMO:

12) pna kaxAoro AblXxaTesibHOro KOHTypa, YacTu U NMpUHaLIeXHOCTM cofepxaHue dtanartoB. ecnu
NPUMEHNMO;

13) ANs ynakoBkM MHOropasoBbIX AbIXaTeflbHblX NPUHAANEXHOCTEl cofepxaHue HaTypasibHOro na-
Tekca, ecsim NpUMeHNMo;

14) oNa ynakoBKM MHOrOpPa3oBbIX AbIXaTe bHbIX NPUHALNEXHOCTER onucaHne coLepXMmoro;

15) Ans ynakoBkM MHOrOpasoBbIX AblXaTesibHbIX MPUHAANEXHOCTEN nAeHTUdMKATOP, yKasbiBatoLWii
napTuio, TUM UK CepuiiHbIli HOMEP;

16) AN ynakoBKM OAHOPa30BbIX AblXaTeslbHblX NpuHagnexHoctein cnosa «OAHOPA30BOE WC-
MONb30OBAHUE». «HE NCMNO/MIb3OBATb NMOBTOPHO». «HE ANA NMOBTOPHOIO MCMNOJ/Ib3OBAHWA»,
cumBon 5.12 TOCT P NCO 15223-1;

17) pnA ynakoBKM OfHOPA30BbIX AblXaTesbHbIX NpUHagnexHocten cnoso «CTEPUbHO» unu oguH
13 cmumBonoB 5.20 — 5.24 TOCT P MCO 15223-1, ecnv NpUMEHUMO;

18) 4N ynakoBKu OAHOPA30BbIX AblXaTesIbHbIX NPUHAANEXHOCTEN onucaHne coaepXnmoro;

19) ANs ynakoBKM OAHOPA30BbIX AbIXaTe/lbHbIX MpUHAANEXHOCTEN naeHTUukaTop, ykasbiBatoLuii
napTuo, TUM WK cepuiiHblli HOMEP;

20) HavMeHoBaHue rasa WM XMMUYECKMin CMMBON A8 BCeX razocneLmguyHbIX BXOL0B WU BbIXOA0B,
ec/in NPUMEeHNMO;

21) rasocneyuuryHoe LBETOBOE KOAWPOBaHWE ANA BCeX ra3ocneunuyHbiX BXO4OB WU BbIXOOB,
€C/iM NPUMEHNMO;

22) oTob6paxeHue faTbl, NOC/e KOTOPOI He cnefyeT MCNob3oBaTh annapat VIBJI. yactu unu npuHag-
NIEXXHOCTU. eCnun NPUMEeHNMO;

23) npepynpeguTenbHble 3HakKn 0 He06XoAMMOCTN AeicTBuA: «CneayinTe UHCTPYKUUM MO aKcnayarta-
L]

24) maccy Hambonee 4acTo UCMNoNb3yemMoii KoHdpurypauum annapara VBJI:

25) ons Bcex rasoBbIX BXOA40B WM BbIXOA0B TpeboBaHWNS K AManasoHy nogayv AaBfieHUs 1 HOpMUpO-
BaHHOMY MOTOKY, €CNN NPUMEHNMO;

26) npegynpexjeHve He nepekpbiBaTb aBapuiiHoe BMyCKHOe OTBEpPCTWe ANS BO3fyxa, ecnu npume-
HVMO:

27) npepynpexaeHvne He nepekpbiBaTb BXOAHOE OTBEPCTUE rasa, eciv NprMeHnMo.

6 JkcnayaTauuoHHble AOKYMEHTbI, 06LlLIMe NOSTOXEHMNS

6.1 Annapart VIBJ/1 fo/KeH KOMMNIIEKTOBATLCA JOKyMEeHTaLmMel, cogepxalleil MHCTPYKLMIO No 3Kcnaya-
Tauum 1 TeXHMYeckoe onuncaHue.

VHCTpYKLMA NO 3KkcnayaTauuu AO/KHA BKAYATb cnefyolme kKnaccugukaumoHHble NPU3Haky Mo
FTOCTPM3K 60601-1:

- 3almnTa OT NOPaKeHUs 3/IEKTPUUYECKMM TOKOM;

- 3almnTa OT OnacHoOro NPOHNKHOBEHWSA BOAbI NN TBEPAbIX YacTuL,

- MeToAbl CTepunnsaumm;

- MPUro4HOCTb A/15 3KChyaTaunm B cpee € NoBbILWEHHbIM cogepXXaHnem kucnopoga.

[ononHutenbHble TpeboOBaHUS K COAEPXAHUIO 3KCNyaTalMOHHbIX OKYMEHTOB NpuBeAEHbl B NpUIo-
XeHnm A.
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Mpunoxexve A
(cnpaBouHoe)

JononHuTenbHble TDEGOBaHI/IH
K cogepXaHuUk akcnnyataumoHHbIX JOKYMEHTOB

A.1 ObLwme nonoxeHns

1) HavmeHoBaHve UM TOProBoe HaMMeHOBaHWe W aApec N3roToBUTENSA W. eC U3FOTOBUTENb HE MeeT aapeca
B JaHHOM pEervoHe, aBTOPMU30BaHHOIO NPeAcTaBuUTeNs B JaHHOM PETOHeE.

2) Ansa kaxgoro VBS nnu npuHagnexHocTy Mogenb WM TUn XoTs 6bl 0f4HOro coBMecTumoro annapara VBJ.

3) Ans kaxgoro VBS. yacTu 1 NpuHaaneXxHocT nHdopmauys o TOM. YTO AbixaTesibHble KOHTYpbl annapara VIBJI.
UX 4acTn N NPUHALNEXHOCTV Ba/IHAMPOBaHbI A1 UCMNONb30BaHUA C KOHKPETHbIMU annapatamu VIB/1.

4) ina kaxporo VBS. yacTtu v NpUHaANexHoCcT nHhopMaumsa O TOM. YTO HECOBMECTMMbIE YacTu MOryT NPUBECTU
K YXYALWEHNIO DYHKLMOHANbHBIX XapakTepUCTHK.

5) Ans kaxporo VBS. yactu v NpuHaAIeXxHoCcT MHAopMaLmMsa 0 TOM. YTO OTBETCTBEHHAA OopraHu3aumns HeceT oT-
BETCTBEHHOCTb 3a 0becneyeHvne coBmecTMMocTy annapata VIB/1 n Bcex yacTeid, npefHa3HayeHHbIX ANA COeANHEHNS C
naunMeHToM nepes 1cnosib30BaHNeM.

6) MakcumasibHbIli ycpeHeHHbIi N0 BPEMEHW BXOAHOM MOTOK AN1Si KaKAOro rasa, ecny NpUMeHUMO.

7) MakcumanbHbIli HeyCTaHOBUBLUMIACA BXOAHOW NOTOK ANS K&XKAOr0 rasa, ecnv NnpyMeHUMo.

8) Cnocobbl, C NOMOLLbIO KOTOPLIX ONPefenaoTCa U UCMbLITbIBAIOTCA YCNOBUA cpabaTbiBaHWUsA curHanusaumum npu
YacTUYHOW HEeNPOXoAMMOCTY NaTpyoKa Bblaoxa.

9) Cnocobbl, C NOMOLLbIO KOTOPLIX ONPefensaoTCsa U UCMbLITLIBAIOTCA YC/I0BUA cpabaTbiBaHWUsA curHanusaumum npu
06CTPyKUMN.

10) EAUHULBI n3MepeHnst 06bEMOB, MOTOKOB 1 yTeuek. Bce 3HaveHnss 06beMOB, NMOTOKOB U yTeYeK ra3os [O/IKHbI
6bITb BblpaXeHbl Npyu STPD. 3a UCK/OUYEHEM CBSI3aHHbIX C AblXaTe/lbHbIM KOHTYPOM, BblpaXaeMblx npu BTPS (STPD -
CTaHfJapTHas TemMnepartypa v faB/neHve, cyxoi Bo3ayx [standard temperature and pressure, dry], BTPS - Temnepartypa
Tena v gaBneHune, HacblWeHHbI Bo3ayx [body temperature and pressure, saturated).

11) MpepynpexaeHne 0 TOM. YTO faHHbI annapat VBJ1 aBnseTcsa yCTPONCTBOM C 60/1bLUMMU 3HAYEHUAMK NOTO-
Ka, ecnv NPUMEHNMO.

A.2 NHCTpyKuMA no akcnayataunmn

WVIHCTpYKLMA No aKcnayaTaumm f0/KHa Coaepxarb:

1) ToyHOCTb 060PYAOBAHUS MOHUTOPUHTA BblAbIXaeMOro 06bema, ecim npegycMoTpeHo.

2) TouHOCTb 060pPYA0BaHNA MOHUTOPUHIA 334aBaeMoro 06bema, ecnm npesycMoTpeHO.

3) /ltobble KOMMOHEHTBI, COAEPXaLLye HaTypasibHbIA NaTtekc, ecnv NPUMEHNMO.

4) Noboe HeraTMBHOE BO3AeNCTBME NHOOLIX PEKOMEH0BAHHbIX NPUHAAIEXHOCTEN Ha OCHOBHbIE (PYHKLMOHASb-
Hble XapakTePUCTUKM UM OCHOBHYIO 6e3omnacHoCTh annapara VIB/l. ecnv npuMeHUMOo.

5) A-B3BELLEHHbIN YPOBEHb 3BYKOBOI/ MOLLHOCTU paboTatollero annapara VBJI.

6) A-B3BELLEHHBI YPOBEHb 3BYKOBOr0 AaBsieHnsi paboratoLero annapara WBJI.

7) Mosepfexune annapata VIB/1 nocne NoAkMOYEHNA BHYTPEHHETO UCTOYHMKA NUTaHWUSA UM BHELLUHEro pe3epBHOro
NCTOYHUKA NUTaHWS.

8) MosepeHne annapata VIB/1 B npoLecce pas3psaky BHYTPEHHENO UCTOYHMKA NMUTAHUS UK BHELLHENO pe3epBHOro
WCTOYHMKA NUTaHWS.

9) Ycnosus, npy KOTOpbIX annapat VIB/T noaaepxveaeT TOYHOCTb KOHTPOMPYEMbIX U OTOBpaxaemblX nepemeH-
HbIX.

10) MepekpecTHbIe CCbIKM Ha AOMNOMHUTENbHYIO MHAOPMALWIO, AOCTYMHYIO B TEXHUYECKOM OMNUCaHUW, eCnu Tex-
HMYeckKoe onucaHve NoCTaBIAEeTCA Kak OTAEeNbHbIA [OKYMEHT.

11) flaTa NpUHATUA UM NEPECMOTPA MHCTPYKLUM NO 3KChayaTaumm.

12) OnucaHue anropuTMa onpegenieHns 3HaveHuin npeaenos cpabartbiBaHWs curHanmsaumum 4na 06opyfoBaHns
MOHWUTOPWHra BbIAbIXaEMOro 06beMa, €C/ivi OHO NPeLyCMOTPEHO.

13) YkazaHue 0 No6bIX OrpaHnyeHnsX No pacrosioXeHNI0 KOMMOHEHTOB B [bIxaTe/lbHOM KOHType annaparta VIB/1.

14) ins npvHaANeXHOCTeR, NocTaBNseMbIX OTAENbHO, €C/IM MapKUPOBKa NPUHAAMIEXHOCTEN SBNAETCA Henpak-
TUYHOM, TO 3TV CBEAEHNSA MOTYT ObiTb pasMeLLeHbl B UHCTPYKLMW MO 3KCnayaTauuu.

15) fins annapatoB VBJ/1 06bsicHeHWe 3HauveHunin no IP knaccudpukaumm, MapkupoBaHHbIX Ha annapare.

16) AnAa annapatoB VBJ1. npegHasHauYeHHbIX 4151 HEMHBA3VBHOW BEHTUNALMMW, NPesynpexaeHne o TO. YTO Bbldbl-
XaeMblii NaUMeHTOM 06BEM MOXET OTINYATLCA OT U3MEPEHHOTO BblAblxaemMoro obbemMa 13-3a yTeuek BOKpyr Macku.

17) Ana annapatoB VIBJ/l. npefHasHaYeHHbIX 415 HEeMHBA3UBHON BEHTWIAUMW, B MHCTPYKUMM MO 3KCrayaTauuu
[oMmKHa 6bITb NpuBeAeHa MHopMaumMsa 0 TOM. Kak NoAcoeAnHATbL 060pyaoBaHne MoHuTopuHra C02 Kk VBS. ecnu Takoe
YCTPOICTBO HE SIBNIIETCA BCTPOEHHOI YacTbio VBS.
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18) Ans annapatoB WBJI, ero yacteit unm npuHagnexHoctei, npegHasHaveHHbIX 415 0AHOPa30BOro UCMO/b30-
BaHWA. MHGopMaumsa 06 M3BECTHBIX XapakTepucTUKax 1 TeXHUYecKkux haktopax, O KOTOPbIX W3rOTOBUTENb 3HAET, YTO
OHW MOTYT NPUBOAWTL K MOSIBNIEHWIO pucka, ecnn annapat WBJ1. ero yactu nav npuHagiexHoctT 6yayT Mcnonb30BaTbCs
MOBTOPHO.

19) [InA KaxAoro AblXaTeIbHOro KOHTYpa, ero YacTu Uan NPUHaAIEXHOCTH MHAOPMALMA NO OCTATOUHLIM pUCKam
Ans geTeil un nevyerns 6epeMeHHbIX TM60 KOPMSALLMX XXEHLUMH W. €C/IM MPUMEHUMO, MO NPYMEHUMbIM MepamMu npeso-
CTOPOXHOCTMN ANS YCTPOICTB, cofepxallmx dytanarb.

20) YkasaHue, npefHasHaveH nv annapat VBJT 4ns HeMHBA3MBHOW BEHTUAALMM.

21) WHdpopmauma o TOM. Kak NoACcOeAVHATL 060pyA0BaHNE MOHUTOPUHIA BblAbIXaeMOro 06beMa, ec/im OHO He
BCTPOEHO.

22) ViHdhopmauma 0 TOM. Kak NoacoeAnHATbL 060pyaoBaHne MoHuTopuHra 02. ecnu Takoe ob6opyAoBaHue He fAB-
NnsieTCs BCTPOEHHOI YacTblo annapara VIB/1.

23) Bpewmsi, Heob6xoAMMOEe A1 U3MEHEHWUA KOHLEHTpauun KWCNopoga B [OCTaBfsSeMOM 06bemMe C 06beMHOW
chpakumm 21 % 10 90 % OT MaKCMMasIbHOW yCTaHaBIMBAEMOl KOHLEHTpaLumn Kucnopoga.

24) MakcumasibHas olumnbKa AasfieHns B BO3[yXOBOAE B KOHLE (ha3bl BAOXa OTHOCUTE/IbHO YCTaHOB/IEHHOMO 3Ha-
YeHus ANA AbIXaHWA C KOHTPOSIEM [aB/IeHNst B HOPMaslbHOM COCTOSHUN.

25) MakcumasnbHas olmnbka 3aaasaeMoro 06bema OTHOCUTENIbHO YCTAHOB/IEHHOTO 3HAYeHUS AN AbIXaHWSA C KOH-
Tponem o6bemMa B HOPMasIbHOM COCTOSHUN.

26) MakcumasibHas owwmnbka KoHUeHTpauum Babixaemoro kucnopoga (Fi02) B oTBepcTun A1 NPUCOeanHeHns na-
LeHTa OTHOCUTESIbHO YCTaHOB/IEHHOTO 3HAYEHWA ANA AbIXaHWSA C KOHTPONIeM 06beMa B HOPMaslbHOM COCTOSIHUM.

27) MakcumasibHas oLumbKa KoHUeHTpauun Babixaemoro kucnopoga (Fi02) B oTBepcTum 4518 NPUCOEAUHEHNS na-
LiMeHTa OTHOCUTE/IbHO YCTAaHOBIEHHOIO 3HaUYeHUA 151 AbIXaHUA C KOHTPO/IEM [aB/IEHNS B HOPMa/IbHOM COCTOSIHUN.

28) MakcumasibHasi olumnbka peep OTHOCUTESIbHO YCTAHOB/IEHHOIO 3HaYeHUs AN [bIXaHWUs C KOHTPONeM fasie-
HUS1 B HOPMaJIbHOM COCTOSIHUN.

29) MakcumasibHas olmnbka peep OTHOCUTE/TbHO YCTaHOB/IEHHOTO 3HAYeHNS A1 AbIXaHUs C KOHTPOosieM o6bema B
HOPM&J/TbHOM COCTOSIHUW.

30) MakcumanbHoe npefesibHoe AaBneHue.

31) CpepacTsa obecneyeHns MakCuMasibHOro NpeAenbHOro fasneHus.

32) Cpepctsa, C NOMOLLbIO KOTOPbIX MOXHO UCMbITaTb Pe3epBHbIVi MCTOUHMK NUTaHKS.

33) MeTofbl, C MOMOLLbI KOTOPLIX MOTYT 6bITb (PYHKLIMOHATBHO WCMbITAHbl BCE CUrHaUIbl ONAacHOCTY A5 NPoBep-
K TOro, YTO OHM pPaboTatoT KOPPEKTHO.

34) Bpems paboTbl MCTOYHMKA NUTAHWS MPW NOJHOW 3apsiake.

35) NHCTpyKumMn no 06paboTke 1 NOBTOPHOI 06paboTke annaparta VIB/1 1 ero npMHag/iexHocTen.

36) HopmupoBaHHbIi fuanasoH CONpPOTVB/IEHUS ra3oBbIX NyTeli AN BblAOXA, B KOTOPOM MOAAEpPXMBAETCA Tou-
HOCTb YCTaHOB/IEHHbIX Y KOHTPOIMPYEMbIX 06BEMOB U AaB/EHNIA.

37) HopmupoBaHHbI AnanasoH COMPOTUBMEHWS a30BbIX NyTeil 415 BAOXa, B KOTOPOM MOAAEpPXUBaeTca Tou-
HOCTb YCTAHOB/IEHHbIX N KOHTPONIMPYEMbIX 06 EMOB U faBNEHWIA.

38) HopmupoBaHHbIi AnanasoH pacTsxumocT VBS. B KOTOPOM MOAAEPXMBAETCA TOYHOCTb YCTAHOB/IEHHbIX U
KOHTPONMPYeMbIX 06bEMOB 1 AaBEHUIA.

39) HopMUpOBaHHbIA Ananas3oH, B KOTOPOM MOXET ObiTb YCTaHOB/IEHO MakCuMa/ibHoe paboyee AaBneHve, ecnm
OHO perysimpyeTcs.

40) PekomMeHAyeMblii peXxum BEHTUAALMU U HACTPOIKM, UCNOMb3yeMble C 3aKpbiTbIM KareTepoM ANs oTcacbiBa-
HUYSA.

41) NHchopmaLms 0 TOM. YTO aBfieHne B BO34YyXOBOAE MOXET OblTb HIbKe atMocdepHoro Bo BpeMst dhasbl BblAo-
xa ana annapatos VIBJ1, koTopble MOryT co3faBaTb [aB/fieHne HuXe aTMOCtepHOro Bo Bpems (hasbl Bblfoxa, ecnv
NPUMEHNMO.

42) ViHchopmaumsi 0 TOM. 4TO B [bIxaTeslbHbIX cucTemax annapata VBJ1 He Ao/KHbI UCMO/b30BaTbCA aHTUCTaTu-
Yyeckne Wam 3N1eKTponpoBoAsALLMe LWNAHMN UAn TPyOKK.

43) ViHchopmaums o TOM. 4TO nepes 3anyckom annapat VIB/1 Heo6xoAMMO CHabAWUTbL 060pyL0BaHNEM MOHUTOPUH-
ra 02 gns nsMepeHnst KOHLeHTpauuy BAbIXaemMoro KUCnopoja B 0TBEPCTUM A1 NPUCOEANHEHVS NauyeHTa, ec/iv OH UM
He 06opyAoBaH.

44) NHdhopmaums 0 TOM. YTO nepegq, 3anyckom annapat VIB/1 Heo6xoAMmMo cHabAnTb 060py0BaHNA MOHUTOPUHTA
N5 0TOBpaXeHMs BblAbIXaeMOro o6bema B 0OTBEPCTUM A48 NPUCOEUHEHNS NAUMEHTA, €C/IM OH UM He 060pYA0BaH.

45) MpepenbHoe 3HaveHVe cybatMoCdepHOro AasfieHnst B 0TBEPCTUM A1 NPUCOeAVHEHUS nauueHTa 4nsa anna-
patoB VBJ1, KOTOpble MOryT cO3fiaBaTh AaB/eHNe HMke aTMOCepHOro Bo Bpems hasbl Bbigoxa.

46) MpepynpexaeHne o0 TOM. YTO AONOJIHUTE IbHbIE HACaAK/ UKW APYyrne KOMMOHEHTbI UK NOACO0PKU ANS Ablxa-
TeNbHbIX KOHTYpPOB annapartos BJ1 MOryT n3meHATb NajeHve faBfieHns Ha fbixate/lbHOM KOHType annapartos VIBJ/1. n
YTO TaKve U3MEHEHNS B HEM MOTYT HeraTMBHO B/IATL Ha (PYHKLIMOHaUTbHbIE XapakTepucTuku annaparta WBJI.

47) MpepynpexaeHne o0 TOM, YTO pacrblieHne Un YBNaXKHeHWe MOryT yBennumMBaTb CONpoTuB/eHne huibTpoB
[bIXaTeNIbHOro KOHTYpa W YTO onepaTtop AO/HKeH HacTo NPoBepATb INIbTPbI AblXaTe/IbHOr0 KOHTypa B OTHOLUEHWUW Mo-
BbILUEHHOrO CONPOTUBEHNS 1 6/IOKMPOBKM.

48) MpeaynpexaeHne o TOM. YTO Ha TOYHOCTb annapartoB WBJ/1 MOryT BAusiTb rasbl, fo6aB/ieHHble 3a CYeT uc-
No/Ib30BaHUSA pacrbl/IMTENs, ecnu NPUMEHNMO.

13



FOCT P 55954—2014

49) lMpepynpexaeHne o0 TOM. 4TOObI He NoKpbiBaTb annapat WVBJ/1 nnn He pacnonaratb ero Takum o6pasom, 4To
ero paboyune nnm PyHKLUMOHaIbHbIE XapakTepUCTUKN He yXyALanvch, BKIYas NpUMeHUMbIe NPUMEpDI.

50) MpeaynpexaeHue o ToM, 4To annapatsl VBJ/1 He A0/MKHbI MCMONb30BaThbCA B 6apokamepax.

51) MpeaynpexaeHvie 0 TOM. YTo annaparts! VIB/T He A0/KHbI NCNO/b30BaTbCS C 3aKUChIO a3oTa.

52) MpeaynpexgeHue 0 ToM, 4TO annapartbl VIBJ1 He A0/MKHbLI MCMOb30BATLCA C refIMeM MM CMECSMU C revem,
€cnv MPYMEHNMO.

53) MpepynpexaeHne o TOM. Y4TO B C/lyyae oTkasa annaparta VBJ1, HeBO3MOXHOCTb HEMEAIEHHOro AOoCTyna K co-
OTBETCTBYIOLMM &/IbTEPHATUBHLIM CPELACTBAM BEHTUIALUN MOXET NMPUBECTU K CMEPTU NaupueHTa.

54) ViHdhopmaums o TOM. Kakas yacTb nyTei rasza no annapaty VBJ/1 3arpsisHaeTcs XUAKOCTAMU Tena U Bblibixae-
MbIMW razaMn BO BPEMS Kak HOPMaslbHOr0 COCTOSIHWSA, Tak U Npyu YCNI0BUN €AUHUYHOTO HapyLLEHUS.

A.3 TexHnyeckoe onucaHue

TexHuyeckoe onucaHune AO/MKHO CofepXaTb cneayoLlee:

1) OnucaHne meToaa NPOBEPKY OYHKLMOHUPOBAHWUSA CUCTEMbI CUTHANM3aumMm ANs Kaxaoro ycnoBusi cpabatbiBa-
HWS cUrHaam3aumu, ecnu ata NpoBepka He NPOBOAMTCA aBTOMaTUYECKN BO BpeMs 3arycka.

2) OnucaHne OCHOBHbIX TEXHUYECKUX XapakTepUCTUK Kaxaoro pekoMeHayemoro ounbTpa AblXaTeslbHOro KOHTY-
pa.

3) MorpeLHoCTb M3MePeHNs AN KaXA0ro 3asBIEHHOro Aomnycka.

4) MHeBMaTUYeCKMEe CXeMbl annapata VIBJ1. BkIo4as cxemy yacTeil AblxaTeslbHOro KOHTypa annaparta VIB/. oT-
COeAMHSAEMbIX ONepaTopoM, ec/ii OHU NOCTaBAAITCA UM PEKOMEHAYIOTCH B MHCTPYKLMKW NO 3KCNyaTauum.

5) KpaTkoe onucaHne MeTofoB hubTpauum n/nnm crnaxmnBaHust BCeX namepsieMblX U'MAN BblYUCSEMbIX, OTOB-
paxaembIX UM UCNOMb3yeMbIX AN KOHTPONSA NepeMeEHHbIX.

6) Kpatkoe onuncaHune cpefcTs 3anycka 1 OKOHYaHust dasbl BAOXa B KaX4OM pexume annapata B/,
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