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Mpeauncnosue

1 NMOAIrOTOBJIEH ®epeparnbHbiM rocyaapCTBEHHLIM YHUTAPHBLIM NpeanpuaTnem
«Poccnncknin Hay4Ho-TEXHUYECKUIW LeHTP MHOpMauum no ctTaHgapTmsaumm, MeTponorum
n oueHke cooteetcTBUS» (PIYTN « CTAHOAPTUH®OPM») n ObiectBomM ¢ orpaHU4eHHOM
oTBeTCcTBEHHOCTLIO  «MeatexctaHgapt»  (OOO «MeatexctaHgoapT») Ha  OCHOBe
coBCTBEHHOrO NepeBoa Ha PYCCKU A3blK aHMNMOA3bIYHOW BEPCUMM CTaHgapTa, YKadaHHOoro

B NyHKTE 4

2 BHECEH TexHuyeckum komuteToMm no ctanHgaptudaumm TK 011 «MeanuymHckue

npubopsl, annapaTtbl 1 06opyaoBaHME»

3 YTBEPXIEH 1 BBEJEH B JEVCTBWE lMpukasom PegepanbHOro areHTcTea no

TEXHUYECKOMY perynmpoBaHuio U METPONOrnn ot 20 1. Ne

4 HacTtosilwmn cTaHgapT WOEHTUYEH MexayHapogHomy cTtaHgapty M3K 60601-2-
23:2011 «WN3pgenua meguvuuHckMe anekTpudeckme. Yactb 2-23. YacTHble TpeboBaHus
6e30nacHOCTM C y4eTOM OCHOBHbIX (PYHKLMOHAmNbHbIX XapakKTepuUCTUK K npubopam ans
YPE3KOXXHOr0 MOHUTOPUHra napumansHoro gasneHus» (IEC 60601-2-23:2011 «Medical
electrical equipment — Part 2-23: Particular requirements for the basic safety and essential

performance of transcutaneous partial pressure monitoring equipmenty, IDT).
Mpy NpUMEHEHUN HaCcTOosILLEro cTaHgapTa pPeKkoMeHAyeTCs MCMnonb3oBaTb BMECTO
CCbIfIOYHbIX  MeXOYHapOAHbIX CTaHOAPTOB COOTBETCTBYHWOLIME UM HaUMOHanbHble

CTaHOapTbl, CBeOeHNA O KOTOpPbIX NpnBeaeHbl B JOMNOJIHUTENIbHOM MPUINOXEeHNUN OA

5 B3AMEH 'OCT P 50267.23-95 (M3K 601-2-23-93)
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lMpasuna npumeHeHUss Hacmosiweao cmaHdlapma ycmaHo8/eHbl 8 cmambe 26
®edepanbHoao 3akoHa om 29 uwHsA 2015 e. Ne 162-®3 «O cmaHOlapmusayuu 8
Poccutckou ®edepayuu». NHpopmayus ob usMeHeHUsiX K Hacmosiwemy cmaHOoapmy
nybrniukyemcsi 8 exe200HOM (Mo cocmosiHulo Ha 1 fHeaps meKkyweao e00a)
UHQOpMayUOHHOM yKa3amerne «HauyuoHanbHble cmaHdapmbi», a oghuyuanbHbIl meKcm
U3MeHeHUul U [Ofpagok — 8 EXeMeCsSYHOM UHGOpMayUuOHHOM  yKa3amersie
«HauuoHanbHble cmaHOapmbi». B cnyyae nepecmompa (3ameHbl) unu  OMMEHbI
Hacmosiweao cmaHdapma coomeemcmesyuwee ysedomneHue bydem ornybriukoeaHo 8
bruxalieM 8birycKke exemMecsiHHo20 UHGhOpMaUuUOHHO20 yKalamerss «HauyuoHanbHble
cmaHdapmbl». Coomeemcmeyowas  uHgopmayusi, yeedoMmsieHue U  MeKCMmbl
pasmeuwjaromecs makxe 8 UHOPMaUUOHHOU cucmeme obwe20 Mofb308aHuss — Ha
oguyuanbHom catime ®edeparibHO20 azeHmemea o MexHUYeCKoOMy peayriupo8aHuro U

mempornoauu 8 cemu MHmepHem (www.gost.ru)
© CraHgapTtuHdopm, odhopmnenme, 2020
HacTtosawmin craHgapT He MoXeT ObiTb MOMHOCTLI0O UNNM YaCTUYHO BOCNPOU3BEAEH,

TUPaXUPOBaH M pacnpoCTpaHeH B KayecTBe ouuManbHOrO M3gaHus Ge3 paspelleHus

CDep,epaanoro areHTCcrea Nno TeXHN4YeCKOMYy peryampoBaHnUio 1 METPOJIOTUN
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BBepeHue

HacTtoswwmi ctangapt saTparmBaeT TpebosaHus k OCHOBHOW EE3OMNACHOCTU 1
OCHOBHbIM  ®YHKUNOHAJIbHbIM ~ XAPAKTEPUCTWUKAM  TIPUBOPOB  [OJ1A
YPE3KOXXHOIMO MOHUTOPUHIA NMAPUUMANBHOIO OABJIEHUA. OH wnameHsaeT wu
pononHsaetr MOK 60601-1 (tpetbto pepakumio 2005 r.): «W3pgenus  meguumHckne
anekTpuyeckme. Yacte 1. O6wwme TpeboBaHma 6e30MaCHOCTU C YYETOM OCHOBHbIX
YHKUMOHANbHbIX XapaKTePUCTMK», KOTOPbIM Aarnee ynoMmMHaeTCcs Kak obLnin ctaHaapT.

Llenbto TpeTbero nsgaHusa asnsetcs akryanusaumss MOK 60601-2-23 co ccblnkon Ha
TpeTbio pefakunio obuwiero craHgapta nyteM nepedopMaTMpoOBaHUS U TEXHUYECKUX
KOPPEKTUPOBOK.

TpeboBaHusi HacTodWero craHgapTa WMeT npeumyllectBa neped obWmM
cTaHgapToM.

O6wwme nonoxeHuns n obocHoBaHWs Ans Hanboree BaXHbIX TpeboBaHMN HAaCTOALLErO
cTaHgapTa cogepxaTtbcsa B npunoxeHun AA. MNMpUHATO cuMTaTb, YTO 3HAHME MPUYUH OIS
aTnx TpeboBaHnn OyaeT He TONMbKO CrnocobGCTBOBaTb MNPaBUNIbHOMY MNPUMEHEHMIO
HacTosLLero ctaHaapTa, HO 1 CO BPEMEHEM YCKOPSATbL NobGon nepecMoTp, 0OyCroBEeHHbIN
N3MEHEHUAMWN KIMMHUYECKON MPaKTUKM MM COBEepLUEHCTBOBaHMEM TexHornormn. OpHako
npunoxeHne AA He SBNSEeTCS YacTbio TpeboBaHMIM HacTOsILWEero cTangapTa.

Hactoawun craHgapT MAEHTUYEH mexayHapogHomy ctaHgapTy MOK 60601-2-23,
noagrotoBrneHHomy nogkomutetom 62D MOK «MeavumHckas anektpoannapaTypa»
TexHunyeckoro komuteTa TK 62 «3nektpoobopyaoBaHue B MEAULMHCKON NPAKTUKEY.

TpeTbe wn3gaHne OTMEHSIET U 3ameHsieT BTopoe wu3gaHne MOIK 60601-2-23,
onybnukoBaHHoe B 1999r. TpeTbe wu3gaHMe npeacTaBnseT cobon TEXHUYECKUN
nepecmoTp B LEeNsiXx COOTBETCTBUA ¢ peaakumnen MOK 60601-1 2005 roga.

Tekct MOK 60601-2-23:2011 ocHOBaH Ha creayroLwmx JOKYMEHTax:

OkoHYaTenbHbIN NPOEKT
OT4eT 0 rornocoBaHuu
MeXayHapo4HOro cTaHaapTa

62D/885/FDIS 62D/907/RVD

MonHyto wHpopmaumio o ronocoBaHunm no opobpeHnto MOIK 60601-2-23:2011
MOXHO HaWTWN B OTYETE O rONIOCOBaHMMU, yKazaHHOM B NpUBELEHHOM Bbille Tabnuvue.

Pepakuna wmexayHapodHOro craHgapTta MOAroToBfieHa B COOTBETCTBUMM  C
Oupektnsammn MCO/MOK, yacTsb 2.
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B HacTosilem cTaHgapTe NPUHATLI cneyoLmne WprudToBbIE BblAENEHUS:

- TpeboBaHuA n onpeaeneHnsa — NPsIMon LWpUAT;

- MemoOdbl ucribimaHul — Kypcus;

- MH(OPMALMOHHLIN MaTepuan, MpUMBEAEHHbIN BHe Tabnuy (NpumedaHusi, npuMmepbl K
cnpaBoyHas WHGopMauuMsl), a Takke HOPMATUBHbIA TEKCT Tabnuy — wWpndpT yMEHbLUEHHOro
pasmepa;

- TEPMWHbI, OMNPEAENNIEHHBLIE B PASOENE 3 OBWEMO CTAHOAPTA U B
HACTOALWEM CTAHOAPTE — 3AIMT1ABHbIE BYKBHI.

B HacTodwwem cTaHgapTe TEPMUHbLI O3HAYaloT:

- «NYHKT» — oAHa u3 17 yacTten cTaHaapTa, ykasaHHbIX B COAep)KaHUM, BKOYas BCe
NoANYyHKTbI (HANPUMeEp, NYHKT 7, BKNOYasa ero nognyHkTel 7.1, 7.2 n 1. 4.);

- «NOAMNYHKT» — MNPOHYMEepOBaHHas nocrneoBaTenbHOCTb MOAMYHKTOB MyHKTA
(Hanpumep, noanyHkTbl 7.1, 7.2 n 7.2.1 aBNs0TCA NOANYHKTAMWU NyHKTa 7).

lMepea cCbINKOM Ha MyHKT M Neped ero HoOMepoM B HacTosweM cTaHgapTte Oyaet
CTOSITb CNOBO «MYHKT», @ CCblIfIKa Ha NOAMNYHKT — OrpaHUyYMBaTbLCS ML €ro0 HOMEPOM.

B HacTosiwem ctaHgapTe coto3 «unuy» ByaeT Ucnonb3oBaH Kak BKOYaloLWwee «Unmny,
T. €. yTBEPXAEHNE ByaeT UCTUHHBIM Npu Nobon KoMOUHaL MK YCIOBUIA.

maronbHble OpMbI, MCMNOMNb3yeMble B HacTosWeM CcTaHgapTe, COBMagakT no
dopme ¢ onncaHHbIMK B npunoxeHun H Oupektus MCO/MBK (4acTb 2).

3Ha4veHne BcnomMoraTtesbHbIX rfarofos:

- «JOIfmKeH» — cooTBeTCcTBME TpeboBaHWAM WM UCMbITAHMAM o00si3aTenbHO Ans
COOTBETCTBUA HAaCTOALLEMY CTaHOAPTY;

- «cnepyet» — cooTBeTCTBME TpeboBaHMSAM UNKN UCNbITAHUAM PEKOMEHO0BAaHO, HO
He o6a3aTenbHO ANsi COOTBETCTBUA HACTOALLEMY CTaHOAPTY;

- KMOXeT» — onucaHue [JOonyCTUMbIX NyTEW  OOCTMXKEHUS COOTBETCTBUSA
TpeboBaHUAM UK UCMbITAHUAM.

3Hak 3Be3goukM (*) y HOMepa nyHKTa, unv NoAanyHKTa pasgena, unm 3arosioBka

Tabnuubl YKa3bIBa€T, YTO B NMPUITOXEHUN AA npueeneHbl COOTBETCTBYHOLLNE NMOACHEHUA.
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HAUMWOHANBbHbLIA CTAHOAPT POCCUNCKOWU ®EOEPALUMU

N3O0ENnA MEAUUUNHCKUE SNTEKTPUYECKUE

YacTtb 2-23
YacTHble TpeboBaHMA 6€30MacHOCTU C Y4eTOM OCHOBHbIX
(PyHKLMOHaNbHbIX XapaKTepUCTUK K Nnpubopam Ansi Ype3KOXHOro

MOHUTOPUHIa napunasiibHOro gaBrneHus

Medical electrical equipment. Part 2-23. Particular requirements for the basic
safety and essential performance of transcutaneous partial pressure

monitoring equipment

Oarta BBepeHnsas — 20 - -

201.1 O6nactb pacnpocTpaHeHus,, LUeNnb W COOTBETCTBYHLMNE

CTaHAapTbl

MpumeHsioT nyHKT 1 obuiero ctaHaapTal), 3a UCKMOYeHNeM CreayroLLero:

201.1.1* O6nacTtb pacnpocTpaHeHus

3ameHa:

Hactoawwmn craHgapT pacrnpocTpaHsetca Ha TpebosaHms k OCHOBHOW
BE3OMNACHOCTN n OCHOBHbLIM ®YHKUNOHAJIbHbIM  XAPAKTEPUCTWKAM
NMPUBOPOB OJ1A YPE3KOXHOIO MOHUTOPUHIA TTAPLUMAJIBHOIO OABJIEHNA,
kak onpegeneHo B 201.3.63, umeHyembix B gansHenwem ME U3OENNA He 3aBucumo ot
Toro siensetcs nu 3to ME USOEJTME aBTOHOMHbLIM U YacTbi0 CUCTEMBI.

CtaHgapT pacnpoCTpaHseTCa Ha KOXHble MOHUTOPbI, UCMOMb3yeMble Npu nevYeHnm
B3pOCNbIX, [OEeTeh W HOBOPOXAEHHbIX, BKMAoYas paboTy STUX YCTPOWUCTB NpU

3MOpPMOHaNbHOM MOHUTOPUHIE NPU POXKAEHUN

DO6wwuin ctaHgapt MOK 60601-1 «Magenua meauuuHckne anekTpudeckne. Yacte 1. Obuwme
TpeboBaHNs 6e30NacHOCTM C Y4ETOM OCHOBHbIX (DYHKLIMOHASBHBIX XapakTepUCTUKY.

lMpoekm, dopabomaHHasi pedakyus
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CtaHgapT He pacnpoCTpaHsieTCss Ha OKCMMeTpbl HacblweHuss remornobuHa u
YCTPOMWCTBA, yCTaHaBNMBaeMble HA NOBEPXHOCTU Terna BHE KOXHOro NOKpoBa (Hanpumep,
Ha COeaANHUTESNbHbIE TKAHN N CAN3UCTYI0 0BOMOUKY).

Ecnn TpeboBaHusa NyHKTa unv nognyHKTa npeaHasHavyeHbl 4515 TpUMEHEeHUS TOSbKO
no otHoweHuto Kk ME USOEJNTNIO, unn tonbko Kk ME CUCTEMAM, 3To ykasbiBaeTcs B
Ha3BaHUM N COAEpPXXaHUN MyHKTa uUnu nognyHkta. Ecnu 310 He ykasaHo, TO TpeboBaHusA
NyHKTa unu noanyHkra npumeHsitotea k ME USOEJNNKO n k ME CUCTEMAM.

B Hactoswem crtaHpapte He paccmatpuatotca OIMNACHOCTW, cBs3aHHble C
dmsnonorndyeckumn acpdektamn, BbidBaHHbIMKU Bo3genctemem ME U3OENMNA vwnn ME

CUCTEM, 3a uckntodeHmem 7.2.13 n 8.4.1 obwiero ctaHgapTa.

MpnmevaHume — Cm. Takke n. 4.2 obuiero ctaHgapTa.

201.1.2 Uenb

3ameHa:

Llenb HacTosLLero ctaHgapta — YCTaHOBUTL YacTHble TpebosaHus k OCHOBHOW
BE3OMACHOCTM un OCHOBHbLIM ®YHKUMOHAIIbHBIM  XAPAKTEPUCTUKAM
NMPUBEOPOB AJ1A YPE3KOXHOIO MOHUTOPUHIA TTIAPUMAJIBHOIO OABJIEHNA,

kak onpeaeneHo B 201.3.63.

201.1.3 AdononHuTernbHble CTaHAAPTbI

HononHeHue:

Hactosawmin craHgapT MCNoMb3yeT CCbUKM Ha MNpUMEHSeMble OOMNOMHUTENbHbIE
cTaHOapTbl, KOTOpble nepeyvncreHbl B nyHKTe 2 obLero ctaHgapTa u B nyHkTe 201.2.

M3K 60601-1-2:2007 n M3K 60601-1-8:2006 NpnUMEHSAOT C USMEHEHUSMU B MyHKTaX
202 n 208 cootBetctBeHHO. MOK 60601-1-3 1 M3K 60601-1-10 He npumeHsioT. Bce
ocTanbHble AOMOMHUTENbHbIE CTaHAapThbl, onybnukoBaHHble B cepun MOK 60601-1,

NPUMEHAIOT B TOM BUae, B KaKOM OHU OI'Iy61'II/IKOBaHbI.

201.1.4 YacTtHble cTaHOapTbl

3ameHa:

YacTHble ctaHgapTtbl cepumn M3IK 60601 MOryT MaMeHaTb, 3aMEHATb UM OTMEHATb
TpeboBaHusA, copepxawmecs B oOWEM cTaHgapTe M AOMNOMHUTENbHbLIX CTaHgapTax,

MMELLMX NPpsIMOe OTHoLLeHue K KoHkpeTHomy ME U3OEJINIO, a Takke moryT gobasnsatb
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opyrme  TpebosaHms k  OCHOBHOW  BE3OMACHOCTM u  OCHOBHbLIM
OYHKUMOHAITbHBIM XAPAKTEPUCTUKAM.

TpeboBaHMs HacTosILEero ctaHaapTa sIBASKOTCA MPUOPUTETHBIMM MO OTHOLLEHUIO K
COOTBETCTBYHOLWMUM TpeboBaHUAM obLero ctaHgapTa.

[ns KpaTKOCTM M3NOXEHUs1 B HAcCTOSILLEM CTaHAapTe B kayecTtBe obLiero craHgapTta
ykaszaH MOK 60601-1. [lononHuTenbHble CTaHA4apTbl 0003HAYeHbI N0 X HOMEpPaM.

Hymepauus nyHKTOB M NOAMYHKTOB HACTOSILLEro cTaHaapTa COOTBETCTBYET obuiemy
ctaHgapty ¢ npuctaskon «201» (Hanpumep, nyHKT 201.1 HacTosiwero craHgapTta
COOTBETCTBYET coAepxaHuto nyHkta 1 obwero craHgapta) wunv  LOMNONHUTENbHOMY
CcTaHOapTy c npuctaBkon «20x», roe «x» — 3TO nocnegHss(ne) umdpa(bl) Homepa
AOMNOSNHUTENBbHOrO  cTaHgapTa (Hanpumep, nNyHKT 202.4 HacToswero craHgapTa
COOTBETCTBYET coAepxaHuo MyHkTa 4 pononHutensHoro crtaHgapta MOK 60601-1-2,
nyHKT 203.4 HacToswero craHgapTa COOTBETCTBYEeT COAepXaHu nyHkta 4
pononHutenbHoro crtaHgapta MOK 60601-1-3 wmT.4.). W3meHeHusa Tekcta obuiero
ctaHgapTta 0603Ha4eHbl CreayrLwmmmn crnoBamu:

- «3aMeHa» O03Ha4yaeT, 4TO TMyHKT WM NOANYHKT obwero craHgapta unm
COOTBETCTBYIOLLErO  OOMNOMHUTENBHOMO CTaHgapTa MOfIHOCTbI  3aMEHEeH TEeKCTOM
HaCTOSILLEro CTaHa4apTa;

- «OOMNOSfIHEHME» — TEKCT HacCTosWero craHgapTa sBnAsSeTcss OOMOfIHEHMEM K
TpeboBaHuaM obLLEro cTaHAapTa UM COOTBETCTBYHOLLIErO AOMNONTHUTENBHOMO CTaHAapTa;

- «U3MEHEeHMe» — MYHKT U1 NOAMYHKT obLuiero ctaHgapTa unm CoOoTBETCTBYHOLLErNO
OOMNOSTHUTENBLHOrO CTaHgapTa W3MEHEH B COOTBETCTBUM C TEKCTOM HACTOSLLEro
cTaHgapTa.

MoAanyHKTbI, PUCYHKM WK Tabnuupbl, KOTOpble SBNATCA AOMNOMHUTENbHbIMU K
anemeHTam obuwero craHgapTa, npoHymepoBaHbl HauvMHasa ¢ 201.101. OpgHako
BCNeACTBME TOro, YTo onpeneneHuns B obuwem ctaHgapTe NpoHyMepoBaHbl HaumHas ¢ 3.1
no 3.139, ponosnHuTenbHble OnNpedeneHus B HacTosWeM cTaHgapTe MpOHYMepOBaHbl
HaunHaa ¢ 201.3.201. [dononHuTenbHble NpunoxeHust obosHayeHbl BykBamu AA, BB
W T. 4., DONONHUTENbHbIE NepeyvncrneHns — aa), bb) n 1. 4.

MoanyHKTbI, PUCYHKM wnu Tabnuubl, KOTOpble ABMATCA OOMOMHUTENbHBIMU K
anemMeHTaM OMONHUTENbHOro CTaHAapTa, NPOHYMepPOoBaHbl HaunHasa ¢ «20x», rae «x» —
HOMEep AONOMHUTENbHOro cTaHgapTa, Hanpumep 202 ana M3K 60601-1-2, 203 ans
M3K 60601-1-3un T. A.
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TepMWH «HacTosiLMe cTaHaapTbl» UCMOMb30BaH ANA COBMECTHOW CCbINKN Ha obLuni
cTaHgapT, Nobble NpUMEHMMbIE AOMOMHUTENbHbLIE CTaHAAPTbl M HACTOALWMIKA CTaHAapT,
BMecCTe B3dThble.

B cnyyae oTCyTCTBMSI COOTBETCTBYIOLLErO MyHKTA WAW MNOAMNYHKTA B HACTOSALLEM
cTaHgapTe NPUMEHSOT 6e3 M3MEHEHUI COOTBETCTBYHOLLMIA NMYHKT UMM NOAMNYHKT o6Luero
cTaHgapTa UM NPUMEHMUMOro AOMOSTHUTESNBbHO CTaHaapTa, AaXKe eCinii OH HE pefeBaHTEH;
B HaCTOdAWEM CTaHOapTe yKkasaHbl YCMOBUS HENPUMEHUMOCTM mMboro nyHKTa unm

noanyHkTa obwero ctaHaapTa Unm NPUMEeHNMOro AOMONTHUTENBHOMO cTaHaapTa.

201.2 HopmaTuBHbIe CCbINKU

MpuMeHSAT NYHKT 2 o6Lero ctaHgapTa, 3a UCKIMIOYEHNEM CrieyHLLEro:

3ameHa:

IEC 60601-1-2:2007, Medical electrical equipment — Part 1-2: General requirements
for basic safety and essential performance — Collateral standard: Electromagnetic
compatibility — Requirements and tests? (3nektpoannapaTypa meauumHckas. Yacts 1-2.
Obwume TpeboBaHua Kk 6GasoBoM 6Ge30MaCHOCTM M OCHOBHOW  3KCMfyaTauWOHHOW
xapaktepuctuke. [onomnHsowmn  ctaHgapT. JnekTpoMarHuTHasi  COBMECTMMOCTb.
TpeboBaHus 1 ncnbITaHUA)

IEC 60601-1-8:2006, Medical electrical equipment — Part 1-8: General requirements
for basic safety and essential performance — Collateral standard: General requirements,
tests and guidance for alarm systems in medical electrical equipment and medical
electrical systems (A3genua meguumHckue anektTpuyeckne. Yactb 1-8. O6wwme
TpeboBaHMA 6e30NacHOCTM C YYETOM OCHOBHbIX (YHKLMOHANbHBIX XapaKTePUCTUK.
HononHutenbHbin ctaHgapT. O6wme TpeboBaHMsA, UCMbITAHUA N PYKOBOASLLME yKa3aHuUs
N0 MNPUMEHEHUID CUCTEM CUrHaNM3auum MEOULUHCKUX SNEKTPUYECKUX W3genun wu
MEeLMLMHCKUX 3NEKTPUYECKUX CUCTEM)

LononHeHue:

IEC 60601-2-49:2011, Medical electrical equipment — Part 2-49: Particular

requirements for the basic safety and essential performance of multifunction patient

D 3amereH Ha MOK 60601-1-2:2014 «N3penus meguumHckme anekTpudeckne. Yactb 1-2. Obwune TpeboBaHus
6€e30nacHOCTA C y4ETOM OCHOBHbIX (DYHKLIMOHANbHLIX XapakTepucTuK. [JononHMTenbHbIA cTaHaapT. OnekTpoMarHuTHast
COBMECTUMOCTb. TpebGoBaHus u ucnbiTaHusiy. OpHako Ans O4HO3HAYHOro cobnioaeHust TpeGoBaHUI HacTOALLEro
CTaHOapTa, BbIPAXEHHOro B AATUPOBAHHOW CCbISIKe, PEKOMEHAYETCS UCMOSb30BaTh TOMbKO YKa3aHHOE B 3TOW CCbISKE
n3gaHue.
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monitoring equipment? (M3genusa meauuuHckue anekTpudeckue. Yactb 2-49. YacTHble
TpeboBaHuA ©e30MacHOCTM C YYETOM OCHOBHbIX (DYHKLMOHAmNbHbBIX XapaKTePUCTUK K

MHOropyHKUMOHaIbHbIM MOHUTOPaM MauneHTa)

201.3 TepmMuHbI 1 onpeaeneHns

B HacTosiLeM cTaHgapTe UCNonb3oBaHbl TEPMUHLI U ONpeaeneHus, NpuBeaeHHbIe B
M3K 60601-1:2005, 3a ncknio4eHMeM crieayLmnX:

201.3.8 PABOYAA YACTb (APPLIED PART)

JononHeHue:

NMPEOBPA3OBATEIb n ero coeanHUTENbHbBIN NPOBOA.

3ameHa:

201.3.63 NPUBOP AONA YPE3KOXHOIMO MOHWUTOPUHIA NAPUUAIIBHOIO
OABJIEHUA; ME WU3OEJIME (TRANSCUTANEOUS PARTIAL PRESSURE
MONITORING EQUIPMENT; ME EQUIPMENT): YcTpoNCTBO W COOTBETCTBYHLLNE
NMPEOBPA3OBATEJIN ans MOHMTOpWMHra napuuvanbHOro AaBfeHusl Kucrnopoga w/wvnm
YrNEeKNCroro raza Ha NOBEPXHOCTU KOXMW.

HononHumernbHbie onpedenieHus:

201.3.201 KOHTAKTUPYIOLLASA MOBEPXHOCTb PABOYEN YACTU (APPLIED
PART INTERFACE): Yacte [MOBEPXHOCTWU PABOYEW YACTW, «koTopas
npegHa3HayeHa ONs KOHTaKTa C KOXeln naumeHTa.

201.3.202 KABEJIb NAUUEHTA (PATIENT CABLE): WN3onupoBaHHbIM npoBoa(a)
mexay NMPEOBPA3OBATEJIEM n ME U3OENVEM.

201.3.203 YCTAHOBIJIEHHAA TEMIMEPATYPA (SET  TEMPERATURE):
enatenbHas TemnepaTypa KOHTAKTUPYIOLIEN TMOBEPXHOCTU PABOYEN
YACTW.

201.3.204 OrPAHUYUTEIIb TEMIMEPATYPbl (TEMPERATURE LIMITER):
Cpenctea orpaHuyeHnss  Temnepatypbl  KOHTAKTUPYIOWEW MOBEPXHOCTU
PABOYEN YACTW.

201.3.205 NMPEOBPA3OBATEIJb (TRANSDUSER): YcTpouncTtso Ans
npeobpa3oBaHnsa NapuManbHOro [OAaBNEHUA rasa B CUrHam And MOHUTOPMHIa unu

3anuncu.

1) 3ameHeH Ha MOK 80601-2-49:2018 «AnnapaTypa anekTpudeckas MeavumHckas. Yactb 2-49. YacTHeie
TpeGoBaHUs 6e30MacHOCTM C YYETOM OCHOBHbIX (PYHKLMOHASbHbIX XapakTepUCTUK K MHOFOMYHKLMOHANbHLIM
MOHMTOpPaM [Nl KOHTPOMsi 3a COCTOsiHMEM nauueHTa». OgHako Ans oAHO3Ha4yHoro cobntofeHunss TpeGoBaHWN
HacTosILLEro cTaHAapTa, BbIPaXeHHOro B AaTMPOBAHHOW CChISIKE, PEKOMEHAYETCS1 MCMOMb30BaTb TOMbKO yKasaHHoe B
3TOW CCbINKe U3gaHue.
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201.4 O6bwme TpebGoBaHUA

MpuMmeHsOT NYHKT 4 06LLero ctaHaapTa, 3a UCKIMoYEHMEM CrieayoLLEero:

201.4.7 YCNOBUE EAMHNYHOIO HAPYLWUEHUA ona ME U3OENUA
LononHeHue:
YCJNOBVME EOMHUYHOIO HAPYLWIEHWA skniouaet nioboe eamHuyHoe HapylleHue B

ME U3OENNN, npusoasiee k nepeaade k PABOYEN YACTU aHeprum Gonbluen, 4em Heobxoammo
Ana nopaepxanus senuunHel YCTAHOBIEHHOWM TEMIMEPATYPbI.

LononHumernbHbIU nodnyHKmM:

201.4.101 dononHutenbHble TpeboBaHna k OCHOBHbIM ®YHKUWMOHAJIBHbLIM
XAPAKTEPUCTUKAM

[ononHutenbHble TpeboBaHus K OCHOBHbIM OYHKUMOHAITbHBIM
XAPAKTEPUCTUKAM npenctasneHbl B Tabnuue 201.101.

Tabnunua 201.101 - PacnpegeneHne TtpeboBaHnn k OCHOBHbIM ®YHKUMOHAINBHbLIM
XAPAKTEPUCTUKAM

TpeboBaHue MognyHkT
HennHenHocTb U ructepesnc 201.12.1.101.1
Bpema cpabatbiBaHus curHana gna  pO2 u pCO2 208.6.6.1.103
TPEBOXHbIX CUTYALINIA

201.5 O6wume TpeboBaHUA K ucnbiTaHnam ME U3OEJTNA

MpuMeHsOT NyHKT 5 obLiero ctaHaapTa, 3a UCKMYEeHMEM CIeayHLEro:

201.5.4 Mpouue ycnoBusi UCNbITaHUN

HononHeHue:

Ecnm He vykasaHO WHOE, TO MWCMbITAHUA OOMMKHbI ObiTb  NPOBEAEHbI C
NMPUHALJIE>XKHOCTAMW v 3anucbiBalWwMMKW  MaTepuanamu,  onpeaeneHHbIMu
N3rOTOBUTEJIEM.

Ona ME U3OEJNTNMA ¢ BHYTPEHHUM UCTOYHWUKOM MNTAHUA, B cnyyae, ecnu
pesynbTaTt WUCNbITaHUA 3aBuUcuUT OT HanpsxkeHuns BHYTPEHHEIO WCTOYHUKA

MATAHNA, wucnbiTaHMe [OOMKHO ObiTb  BBIMNOMIHEHO C  MPUMEHEHWMEM HaUMeHee
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6naronpuatHoro HanpsbkeHna BHYTPEHHEMO UCTOYHUKA TMUTAHUA, ykaszaHHOro
N3FrOTOBUTEJNEM. TMpn HeobGxogumocTu, Ans NpoBeAEHUA WUCMbITaHUMKA MOryT ObiTb
MCMOMb30BaHbl BHELUHUN aKKyMyMsiTOP WM UCTOYMHUK MUTaAHUS MOCTOSIHHOrO TOKa Ansi
obecnevyeHnss HeobxoaMMOro UCMbITAaTENBHOrO HANPSXXEHUS.

3HayeHnsa BenMYMH, UCNOoSib3yeMble B WCMNbITaTEMbHbIX CXeMaX, €Cinv He yKasaHo
WMHOE, AOSMKHbI MMETb MOrpeLLHOCTb, Npeaenbl KOTOPOW NPUBEAEHbI HUXKE:

— conpoTtusneHunsa: 1 %,;

— eMKocTu: 10 %;

— WHAyKTopoB: +10 %;

— ucnbiTaTenbHbIX HaNpsXxeHnn: 1 %.

201.5.8* NocnepoBaTesibHOCTb UCNbITAHUN

UN3meHeHue:

NcnbiTaHus, ykasaHHble B 8.5.5 obuwero craHgapTa, A0MmMKHbl ObiTb NpoBedeHbl A0
ncnoitaHmn TOKA YTEYKN n ucnbiTaHMin Ha 3NEKTPUYECKYD NPOYHOCTb, OMMUCAHHbIX B
nognyHktax 8.7 u 8.8 obwero craHgapTa U A0 UCMbITAHWWA, yKa3aHHbIX B MOANYHKTE
201.12.1.101.

201.6 Knaccudmkaums ME U3OENTUA n ME CUCTEM

MpUMEHSIOT NYHKT 6 06LLEero ctaHaapTa, 3a UCKNIOYEHNEM CrieayHLLEro:

201.6.2* 3awuTta OT NOpaxXeHUs ANEeKTPUYECKUM TOKOM

3ameHa nocnedHezo napazpagha:

PABOYUNE YACTWU pomxkHbl 6b1Tb kKnaccuduumposaxbl kak PABOYUNE YACTU TUMA
BF nnn PABOYUNE YACTU TUIA CF [cm. 7.2.10 1 8.3 b) obwiero ctaHaapTal.

201.6.6 Pexum paboTbl

3ameHa:

ME WSOEJIME pomkHO 6biTb  KnaccuduumpoBaHO  Kak  uagenue  Ons
MPOOOIPKNTENIBHOIO PEXXUMA PABOTbI (cm. 7.2.11).

201.7 WpeHtudmkaums, MapKUpoBKa n AOKyMeHTauuA
ME U3OENUN
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MprMeHSIOT NyHKT 7 obLiero ctaHgapTa, 3a UCKNOYEHMEM CrieayoLLero:

201.7.9.2 WHCTpyKummn no akcnnyaTtaumm

[onoNHUTENbLHLIN NOANYHKT:

201.7.9.2.101 JononHuTernbHble NHCTPYKLMX NO 3KCMyaTaumm

MHCTpyKUMM NO aKcnnyaTaumm SOMKHbI BKNOYAaTh criegyrollee:

a) NMPEAYCMOTPEHHOE NMPUMEHEHWE, Bkntoyas ycrnosus aKkcnsiyatauuu;

b) npoueaypbl, BAusawme Ha ©Ge3onacHocTb paboTbl, B 4YacTHOCTWU, BbIGOP
TemnepaTtypbl U NPOAOITKUTENBHOCTb MOHUTOPWHIA Ha onpedeneHHoOM MecTe U npu
AaHHOM TemnepaTtype, OCHOBaHHble Ha KnunHuyeckon oueHke MALUMEHTA, Hanpumep,
BO3pacTe, Mmacce, P13nosiorm4eckoM COCTOAHUN;

C) uHCTpyKumm no nogkntoveHmnto NPOBOOA BbIPABHMBAHUA NMOTEHLNATIOB,
€CNnn OH NPUMEHSIETCS;

d) BbIbop n npUMeHeHne yKa3aHHbIX NMPEOBPA3OBATEJIEN "
NPUHAONEXXHOCTEWN;

e)* ucnono3oaHne ME W3OE/IMA c BbicokoyacTOTHbIM  xupyprudeckum ME
VU3LOEJTMEM Bo unsbtexanune oxoros NALUMNEHTA n nospexaerHna NMPEOBPA30OBATEJSIA.
YkasaHue, ecnn npumeHumo, 4to [MPEOBPA3OBATEJIb pomkeH ObiTb yganeH oT
MALUMEHTA BO BpeMsi BbICOKOMACTOTHbLIX XMPYpPruyeckmx npoueayp

f) mMepbl NPeaoCTOpPOXHOCTU NpK Ucnonb3oBaHun gedudbpunnatopa Ha NMALUMNEHTE;
onucaHue TOro, Kak paspsg gedubpunnatopa Bnvsetr Ha ME WUBOEJTME w
NMPEOBPASOBATE/b; npepynpexageHne o ToM, 4TO Ana obecnevyeHnsa 3awuTbl OT
paspsaga gedpubpunnsatopa HeobxoguMmo mcnosnb3oBaTb ykasdaHHble N3TOTOBUTENEM
cneunanbHble TMNMPUHAONEXXHOCTW, Bknovaa [MPEOBPA3OBATENIM u KABEJA
MAUMEHTA. OomkHbl 6bITb NpegocTaBneHbl cneundukaumm (Mnn Homep Tuna) Takux
NPUHAONEXXHOCTEW;

g) ytBepxaeHue: «[aHHoe u3genue He ABNAETCA YCTPOWUCTBOM AN U3MeEpeHUs
rasa B KpoBu»

h)* pna MPEOBPA3OBATENEN u kabenen, ocobeHHo MPEOBPA3OBATENEN
OAHOPA30BOr0 UCMNOMb30BaHUSA U3rOTOBUTENb AOSMKEH 3asBUTb PEKOMEHAOBaHHbIN CPOK
CNyX6bil;

i) npaBunbHoOE obpalieHune 3a NMPEOBPA3OBATEJIAMA n 7
NMPUHAONEXHOCTAMW ¢ uenbio nsbexatb NOBPEXAEHUSA UX XPYMKUX KOMMNOHEHTOB U
TakuMm o6pa3omM NpoAnUTb UX CPOK CryxObl. Kpome TOro, TakMe WHCTPYKUUU AOSDKHbI

OoTHocuTbes, B YacTtHocTu, kK NMPEOBPA3OBATEJIAM ans kabenbHbIX COEOUHEHUA W
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coaepxaTb MHQoOpmMauuld o mMmepax, KoTopble AomkeH npuHumatb OIMNEPATOP gns
npegoTBpaLLeHnsa NoBpexXaeHUs 3TOro COeANHEHUS;

}) Bpems nporpesa ans NMPEOBPA3OBATENA n ME U3OEJINA;

k) opend B yac ana Oz n CO2 n pekomeHgauumn no NOBTOPHOWN KannbpoBke;

[) niobble Mewarowme rasbl MAM nNapbl, KOTOpble, KakK W3BECTHO, BbI3bIBAOT
OTKINOHEeHWe 3a npeaenbl ykasaHHOro AManasoHa;

m) makcumanbHoe Bpemsi, Heobxoanmoe ME USLOEJIMIO ons otobpaxeHunsa ot 10 %
00 90 % oTKnMKa Ha U3MeHeHue Lara Mexay ucnbltaTenbHbiMK razamm 1 n 2 B niobom
HanpaBneHuu;

n)* pekomeHgauum OTHOCUTENbHO TECTUPOBaHUS ME N3OENNA n
MPUHAONEXXHOCTEWM Ha exenHeBHon ocHoBe (knuHudeckum OMEPATOPOM) u no
pacnvcaHuio (kak crnykebHas gestenoHocTb). CneayeT yaenuts ocoboe BHUMaHWE TOMY,
KaK KNMMHUUUCT MOXEeT TecTupoBaTb BusyarnbeHble 1 cnyxosble CUMHAJIbI ONMACHOCTMW;

0) NpoCTble MeToAbl pelleHuss npobnem, C MNOMOLUB KOTOPbIX KIMHUYECKUN
OMNEPATOP MoxeT HautM npuumnHy, uns-za kotopon ME WSLOEJIME dyHKUunoHupyeT

HenpaBUIbHO,

I'IpmmeanMe — OTO OTHOCUTCH K CITOXHOCTSIM B aKcnnyataunn, HoO He K TeXHUYEeCKUM

Hernonaakam.

p) aanbHenwasn akcnnyatauma ME WU3OEJIMA nocne nponaganns HAMNPAXEHNA
MATAIOLWEWN CETWU 6onee yem Ha 30 ¢ (cm. 201.11.8);

g)* onucanune Toro, kak otknounte CUMHAJIbI ONMACHOCTW n3-3a BO3HMKHOBEHUS
TEXHUYECKMX TPEBOXHbLIX CUTYALIMA, ecnn NMPEOBPA3OBATESIN unn moaynu
ObINn HamepeHHo oTKMNYeHb! knnHndyeckum ONMEPATOPOM (cm. 208.6.8.101);

) npoueaypa HacTporiku, kotopas no3sonset nepesogmnte CUMHAIT ONACHOCTU B
nHakTuempoBaHHble coctosHus (CUTHATTM3ALUMNA MPUOCTAHOBIIEHA, 3BYKOBAA
CUrHANM3ALNA NMPNOCTAHOBIEHA, CUTHANTU3ALMA OTKITKOYMEHA, 3BYKOBAA
CUrHANM3ALNA OTKIMKOYEHA) n dyHkuma CBPOCA CUTHAJIM3AUMN B pexum
AncTaHUnoHHo ynpasneHus (cm. 208.6.11.101), ecnun aTo NpegyCMOTPEHO;

S) pekomeHgaumm no npegnoytuteneHeiM YCTAHOBKAM CUTHAJIM3AUMNA wn
koHdurypaumam  CUCTEMbI  CUTHAIMM3ALUWMWN, korgpa TMPEOYCMOTPEHHOE
MPUMEHEHWE nopgpasymeBaeT mMoHuTOpuHr coctosHna MALMEHTA 6e3 noctosiHHOro

npucytcTeus knmHmnyeckoro ONMEPATOPA.
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201.8 3awmTa ot OMTACHOCTEMWN nopaxeHns 3neKTpUY4eCKUM TOKOM
ot ME U3OEJINA

MpumeHsoT NyHKT 8 obLiero ctaHgapTa, 3a UCKNIOYEHUEM CreayoLLEro:

LononHumernbHbIlU nodnyHKmM:

201.8.101* NPEOBPA30OBATEIJIN u kabenu

MHoropasoBble npeobpasoBaTenn N kabenu OOMKHbI ObiTb CHabXeHbI cpeacTBaMU
3aWnTbl OT HaTskeHus Ha coeaunHeHun kabenb/[MPEOBPA3OBATESb, cnocoGHbiMM
BbIJEpPXMBATL  pacTarMsalole  ycunus, BosHukaowwme npu  HOPMAJIbHOW
OKCIMYATALUNN.

lMocne ucnblTaHUA HU M3onNsauMs kabens, HU cpeacTBa 3alWnUTbl OT HATSXKEHUS He
AomkHbl aeMoHcTpuposaTh YXYAWEHWA, n NMPEOBPA3OBATEJIb fomkeH HopmanbHO
PYHKUNOHNPOBATb.

Coomeemcmeue mpebogaHuro nposepsitom criedyruuM UcrbimaHUueM:

BresanHo npuknadbiearom Hazpy3kKy 5 H k kabeno e nobom HarnpaseneHuUu e
rpedesniax KOHU4YeCKO20 CeYeHUsi, uMerouweao yaor npu eepwuHe 90°, npuyem yka3aHHasi
gepwuHa cosrnadaem ¢ mo4ykol ebixoda kabens us [MTIPEOBPA3OBATEJIA u oepaHu4yeHa
M710CKoU  rosepxHocmsbto,  cosrnadaoweld ¢  npedyCMOmMpPeHHOU  108epXHOCMbHO
npunoxerusi MTPEOBPA3OBATEJIA k MAUMEHTY.

lMoemopstom  ucnbimaHue 5 pa3 npu  pasnuyHbix yanax Kabens K
[TPEOBPA3OBATEIJIIO; yenbl ebibuparom rpou3eosibHO 8 rpedesiax KOHUYECKO20

ceyeHus (Cm. pucyHok 201.101).
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PucyHok 201.101 — VcnbiTaHne 3awmTbl OT HaTskeHust kabena NMPEOBPA3OBATENNA

201.9 3awmta ot MEXAHUYECKUX OMACHOCTEMN, co3paBaeMblix
ME USOEJTUAMU u ME CUCTEMAMU

MpumeHstoT NyHKT 9 obLero ctaHgapTa.

201.10 3awmTta ot OMACHOCTEWN BoO3gencTBUMSI HexenaTenbHOro

Unn Ype3MepHoro u3ny4vyeHus
MpumeHstoT nyHKT 10 obLwiero ctaHgapTa.

201.11 3awmTta OT Ype3MepHbIX Temnepatyp W  ApPYrux
OMACHOCTEM

MpumeHstoT nyHKT 11 obwero ctaHgapTa, 3a UCKNIYEHNEM CreayHLLEero:

201.11.1.2 Temnepatypa PABOYEN YACTU

201.11.1.2.2* PABOYME YACTW, He npegHasHayeHHble AN nepegayn Tenna
MALMEHTY

lNepsoe npednoxeHue:

11
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B HOPMAJIbHOM COCTOAHUN makcumansHas Temnepatypa PABOYEN YACTU
NMPEOBPASOBATENA He pomkHa npesbiwate 45°C. MakcumanbHaa TemnepaTypa He
AormkHa npeBblwath 45,6°C B TedeHue 6Gonee 20 c B nobon nepuog BpPeEMEHMU

AnnTenbHocTbio 30 MUH.

MpumeyvyaHue — 45,6°C ato Temnepatypa PABOYEN YACTU (45°C) nntoc gonycTumoe

npesbiweHne 0,6°C.

201.11.1.2.2.101 Harpesatens 8 PABOYEN YACTW

ME W3OENME c¢ HarpeBatenem B PABOYEW YACTU pgomkHO 6biTb
YKOMMMEKTOBAHO cpeAcTBaMu KOHTpons Temnepatypsl PABOYEN YACTW.

Coomeemcmeue rpoeepsitom 0CMOMPOM.

201.11.1.2.2.102 Wnaukaums YCTAHOBJIEHHOW TEMMEPATYPhI

JomkHbl 6bITb NpeaycMOTpeHbl cpeacTBa AN UHOUKAUMM B YUCIIOBOM  BuAe
YCTAHOBJIEHHOW TEMIMEPATYPbI (Bo Bpemsi yCTaHOBKM TemmnepaTypbl U MO 3anpocy
knuHudeckoro ONMEPATOPA).

Coomeemcmeue rpoeepsitom 0CMOMPOM.

201.11.1.2.2.103 YCTAHOBJIEHHAA TEMMNEPATYPA

YCTAHOBJIEHHAA TEMIMEPATYPA He pgormkHa npeBbiwaTh 45°C.

Coomeemcmeue nposepsiemcsi OCMOMPOM.

201.11.1.2.2.104 TlpeBbleHMe TemnepaTypbl

B HOPMAJIbHOM COCTOAHNN Temneparypa KOHTAKTUPYIOLLEEN
MOBEPXHOCTW PABOYEW YACTW He pomkHa npesbiwats YCTAHOBJIIEHHYIO
TEMIEPATYPY 6onee yem Ha 0,6°C B TeueHune 6onee 20 ¢ B ntobon nepnoa BpeEMEHU
AanuTenbHocTbio 30 MUH NOcne YyCTaHOBKN BPEMEHW, peKOMEHA0BAHHOIO N3roToBUTENEM
(cm. Takke 201.11.1.2.2).

Coomeemcmeue nposepsiemcs usmepeHuem memnepamypsi KOHTAKTUPYIOLLIEN
[MOBEPXHOCTU PABOYEN YACTM.

lNpouedypa:

lNodknovyarom NPEOGLPA3OBATE/Ib; ycmaHasnusatom NPEOLPASOBATE/Ib Hao
mepmonapol Ha ucrblimamesibHoU rnowadke Kak rnoka3aHo Ha pucyHke 201.102;
npuknadeieatom cuny Heobxodumyro Onis cxamus neHoobpasHo20 Mamepuarna Ha
M0/108UHY MOJSIWUHbI; CHUMaKom riokasaHusi mepmonapabi.

Koeda NPEOBEPA30OBATEJIb ycmaHo8rieH 8 rosioxeHuu, rnokadaHHOM Ha pUcCyHKe
201.102, memnepamypa KOHTAKTUPYIOLIEN NMOBEPXHOCTW PABOYEW YACTU
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MOCMOSIHHO u3Mepsitom 8 medeHue 1bo20 uHmMepsana spemeHu onumesisHocmsio 30
MUH 3a nepuod 4 4 nocne skodyeHuss ME USLOEJINA, npuHumas 60 eHUMaHue epemsi
cmaburnu3ayuu.

Paboma OomkHa npou3eodumbCsS 8 coomeemcmeuu C UHCMPYKUUsSMU 1o

aKcnnyamauyuu ¢ mobol pekomMeHO08aHHOU KOHMakKmHou cpedod.

o
7222252777

@— NMPEOBPA3OBATEJIb npuknagbiBatoT kK neHoobpasHoMy maTtepuany npm

NnoMoLLM Kakoro-nmbo yCTpOIZCTBa, 4YTOObI CXXaTb I'IeHOO6pa3HbII7I mMaTtepuasn Ha noyliloBUHY

nepBoHavyanbHOW TONWMHBI; @ — NMPEOBPA3OBATEI/b; @ — TepMonapa anameTpom

npnbnmantensHo 0,076 mm, Tna K xpomenb-antoMens (M30n8uMs) Unn 3KBUBANEHT,

NOAKITYEHHAs K 3NIEKTPOHHOMY TEPMOMETPY UNK UMpoOBOMY MyNbTUMETPY; @ — 6nok
13 NeHoobpasHoro Matepuana nroTHOCTbI0 NPMGNU3NTensHO 30 Kr/M3, CLUMTBIN

nonnypeTaH C OTKPbITbIMA sSYEeKamMun NN 3KBUBAMEHT.

PucyHok 201.101 — UcnbiTaHne B neHoobpasHom maTtepuane (cm. 201.11.1.2.2.104 n
201.11.1.2.2.105)

OT0 penpes3eHTaTUBHbIN TECT, MOryT ObITb UCMNOb30BaHbl SKBUBANEHTHbLIE METOAbI.

MaTtepuanbl, Heobxoanmble ANS UCMbITAHUS:

a) ONEeKTPOHHbLIN TEPMOMETP;

b) Tepmonapa Tuna K xpomenb-aniomenb, C BOCMPOM3BOAUMOCTLIO B npeaenax
0,1°C (HeonpeneneHHOCb U3MeEpPEHNA O0SMKHA ObITb YCTAHOBIIEHA M YKa3aHa Mpu Kaxxaom
ceptudpukauum ME U3SOEJTNA);

c) cpeactBa gna npunoxeHuns cunol K MPEOBPA30OBATEJHO;

d) neHoobpasHbIn n3onunpyLLMn MaTepuan.
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201.11.1.2.2.105 OrpaHnunTenb TemnepaTypbl

ME WSOEJIME c¢ HarpeBaTenem B PABOYEM YACTWU pomkHO O6biTb
YKOMMNIEKTOBAHO OrPAHUYUTEJIEM TEMMEPATYPbI KOHTAKTUPYIOLLEEN
MOBEPXHOCTU PABOYEN YACTW, HepocTynHbIM Ans knuHudeckoro OMEPATOPA u
paboTaloLwmmMm He3aBUCUMO OT OBbIYHbBIX CPEACTB yNpaBrieHus TeMnepaTypomn.

B VYCnoBnAaAx EOUHUMYHOIO HAPYWEHWA (kak ykasaHo B 4.7)
OrPAHUYNTESIb TEMIEPATYPbI pgomkeH npenatcTBylOT PpOCTYy TemnepaTtypbl
PABOYEN YACTW Bbiwe 45,6°C B TeueHne Gonee 20 ¢ B nobol nepuos BpPemMeHu
AnuTenbHocTbio 30 MUH, HO HUKOrAa He npeBbiwaTtb 46°C

Coomeemcmeue nposepsitom ocmMompoMm Ha Hanudyue OIFPAHUYUTETIA
TEMIEPATYPbI u esedeHuem YCJIOBUA EANHNYHOIMO HAPYLLUEHWA, onucaHHO20
8 201.4.7, 3amem uamepeHuem memnepamypbl PABOYEW YACTU, cmoHmuposaHHoU,
Kak roka3aHo Ha pucyHke 201.102. [locrne  nepuoda  cmabunu3sayuu
npodomkumensHocmbero 20 muH eeoldssim YCJIIOBUA EOVHUYHOIMO HAPYLLUEHWA u
nocmosiHHo  uamepsiom  memnepamypy KOHTAKTUPYIOWEN [MOBEPXHOCTU
PABOYEN YACTU & meyeHue 30 MuH.

Ona ME W3OENMA ¢ BHYTPEHHVMM WCTOYHUKOM Q3NEKTPUYECKOWN
OHEPI'M TpeboBanua 201.11.1.2.2 n 201.11.1.2.2.105 [OMKHbI BbINOMHATLCA AN
nobonn ctenenn paspsgkm  BHYTPEHHEMO WCTOYHUMKA  SJIEKTPUYECKOWU
OHEPTUW.

Coomeemcmeaue rposepsitom 0CMOMPOM.

201.11.1.2.2.106* NHgukaums OTKINOHEHUS TemnepaTtypbl B YCJTOBAN
EONHUYHOIO HAPYLLEHNA

Korpa TemnepaTtypa KOHTAKTUPYIOWEW MOBEPXHOCTU PABOYEN YACTU
npeebiwaer YCTAHOBJIEHHYKO TEMIEPATYPY 6onee 4em Ha 0,6°C B
HOPMAJIbHOM COCTOAHUWN pomxkHa ObiTb  3admkcupoBaHa TEXHUYECKAA
TPEBOXXHAA CUTYALIUA.

Coomeemcmeue  rnposepsitom  nymemM  [PEBbILEHUS YCTAHOBJIEHHOM
TEMIEPATYPblI KOHTAKTUPYIOLLEN MOBEPXHOCTW PABEOYEN YACTU 6onbwe
yem 0,6 °C u npoesepsiom ymo TEXHUYECKASA TPEBO>XHAA CUTYALINA umeem
mMecmo.

201.11.1.2.2.107 Tawnmep, nokasbiBaoLWMA nNpollealee Bpems

ME WM3OENVE pomkHO 6biTb OCHALLEHO perynupyemMbiM TauMepoM KIMHUYECKOro
OMNEPATOPA, kotopbin nHnuyumnpyet TEXHUYECKYKO TPEBOXXHYIO CUTYALUIKO no
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MCTEYEHUN YCTAHOBIIEHHOTO BpPEMEHW. JTOT TalMmep MOXeT Takke 06ecTounTb

NMPEOBPASOBATEI/b. MNpowealuee BpemMs JOMKHO ObiTb BU3yanbHO OTOBpaXKeHO.

MpumevyaHne — 3agaya aToro Tammepa coobwmuTb KnMHudeckomy OFMEPATOPY uto
MPEOBPASOBATEJIb gonxeH 6biTb nepemetueH unu yto Harpee NMPEOBPA3OBATEJIA 6bin

npeKpalleH, Ans Toro YTobbl NpeaoTBpPaTUTb OXKOrW.

201.11.6.5* NMpoHukaHne Boabl unu TBepabix 4actuy B ME U3OENMNA n ME
CUCTEMBbI

JononHeHue:

NMEPEHOCHbBIE/TPAHCIOPTUPYEMbBIE ME U3OEJTMA wnu yactu ME U3OEJNNA,
KOTOpble  MpodoSKalT  (PyHKUMOHMpOBATb  NoOcrne  OTAEeNeHwus, OOMMKHbl  OblTb
CKOHCTPYMpPOBaHbl Takum o06pa3om, 4YTO B Criydyae YTeYKM XKMOKOCTU (Cry4vaurHble
cMaumBaHusl) He BosHuMkano OIMACHbLIX CUTYALMWM oOT NPOHWKHOBEHWSI >XWMOKOCTU
BHYTPb.

ME W3OEJIME pomkHO cooTBeTCTBOBATb TPEOOBAHUAM 3MEKTPUYECKOM MPOYHOCTU
n3onaumn, ykasaHHeim B 8.8.3 obwero crtaHgapTta, M TpeboBaHMSM HaCTOSALWEro
cTaHpapTa.

Coomeemcmeue mpebosaHur rposepsirom credyrouuM UCbiMaHUeM:

MNomewarom NEPEHOCHOE/TPAHCIIOPTUPYEMOE ME U3OEJIME unu 4yacmb
ME UW3OENNS 8 HaumeHee 8bi2odHoe ronoxeHue HOPMAJIbHOW 3KCIIIYATALIMUN.
lModsepaarom ME W3OEJIME uckyccmeeHHbIM ocadkaM C pacxodom 3 MM/MUH,
nadarowum eepmukanbHo ¢ ebicombl 0,5 M Ha eepxHwow 4dacmb ME UILOEJINA, 6
meyeHue 0,5 MUH.

UcnbimamernbHoe ycmpoulcmeo roka3aHo Ha pucyHke 3 MOK 60529.

Moxem 6bimb ucrnonb3o8aHo 3azpaxoaruwee ycmpolcmeo O0Ons obecrnedyeHus
rpodomKUMesIbHOCMU UCbIMaHUs.

Cpasy nocne mpuduamuceKkyHOHo20 8o3d0elicmeusi ydansom eudumyro eriagy Ha
KOPITYCE.

HernocpedcmeeHHO nocrie onucaHHbIX 8blwe UucrbimaHul nposepsitom (nymem
ocmMompa), 4ymo smwobasi eoda, komopasi nonana 8 ME WSOEJIME, He wmoxem
ompuuamenbHo enusmb Ha OCHOBHYKO BE3OIMNACHOCTbL ME USOEJINAL
lMposepsrom, umo ME WSOEJIME ebidepxueaem coomeemcmeyrowue ucrbimaHusi
ariekmpuyeckou npoyHocmu uzonsayuu (8.8.3 obwezao cmaHOapma) u He 803HUKaem
OlMACHBIX CUTYALIMA.

15
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lNocne npoesedeHuss 3moeo ucrbimaHusi ydocmosepsitom, 4ymo ME WIOEJINE
coomeemcmeyem mpebogaHUsIM Hacmosiu,e2o cmaHlapma.

NMPEOGBPABOBATEJIMN pomkHbl ObiThb 3alUMLLIEHbI OT MNPOHUKHOBEHUSI XMAOKOCTU
BHYTpb. lNMocne cneaytowero ucnoitanna ME U3OEJTME aomkHO (OyHKUMOHMPOBATL Kak
970 ykasaHo B OKCITJTYATAUMOHHbBIX JOKYMEHTAX.

Coomeemcmeue nposepsirtom riymem roepyxeHuss [MPEOBPA3SOBATEIJIA eo spemsi
HopmMarbHoU 3Kcrinyamayuu Ha 1 4ac. He meHee 10 cm ea2o0 rnodeodsiwiezo npogoda
nozpyxatom Ha 21y6uHy 5 cm 8 800y YCTAHOBIIEHHOW TEMIMEPATYPbI +0,6°C.

201.11.8* NpepbiBaHne nutaHna/MATAIOLLEN CETU ME U3OENUA

JononHeHue:

Ecrm  HanpsbkeHne T[MATAIOWENM CETUM ME W3OENIUAA, B KOTOpPOM HeT
BHYTPEHHEIO MCTOYHUKA 3NEKTPUYECKOWM SHEPTUW, 6bino npepsaHo Ha 30 ¢
nnn meHee n NPEOBPA3OBATEJIb 3apsxaeTcs, To

a) pexum paboTbl 1 Bce HacTporkn ONMEPATOPA He O0mMKHbI UIBMEHATHCA UK

b) MPEOBEPABOBATEJIb pomkeH O6biTb ob6ectoueH, a nwbon nokasartenb
napumanbHOro AaBneHnsa ormkeH ObiTb OTMEHEH. OTO 06eCTOYEeHHOE COCTOSIHNE AOSMKHO
6bITb 0603Ha4eHo kak TEXHUYECKAA TPEBOXHAA CUTYALNA. 3ta TEXHUYECKAA
TPEBOXHAA CUTYAUUMA gomkHa 6biTb 0603HaveHa PUUKCUPOBAHHBIM CUTHATTOM
OMNACHOCTMW.

MpumevaHne — ME WUBOENMNE moxeT He pabotaTtb Npu MNpepbiBaHUM HanpshKeHUs
MATAIOLLEN CETW.

Coomeemcmeue rnpoeepstom rposepkol pexuma pabomsr ME USLOEJINA npu
npepbisaHuu HarnpsxeHuss MUTAIOLIEN CETW Ha epems om 10 do 30 ¢, mobbie
nepeknodyamernu  «on-offy  (8kmoyeHo/ebiknodyeHo) Ha ME  WUSOEJIMN  QomkHbI
ocmaeambCsl 8 MOJIOXKEeHUU «O0N» (8KITHOYEHO).

Ecrm Hanpsbkenne TUTAIOUWIEMN CETW, B «kotopom HeT BHYTPEHHEIO
NCTOYHUKA SNEKTPUYECKOWM SHEPIUWU, npepbiBaeTca Gonee yem Ha 30 ¢ u
NMPEOBPASOBATEIJIb 3apsikaetcs, MTPEOBPA3OBATEJIb gomkeH ObiTb o6ecToyeH, a
nobon nokasaTtenb NapumanbHOro JaBneHus JomkeH 6biTb OTMEHEH.

Ecrm Hanpsbkenne TUTAIOWEN CETW npepbiBaetcs 6onee yem Ha 30 ¢
nocnegytoulee PyHKLUMOHMPOBaAHUE AOMKHO OblTb OOHUM U3 CrieayHoLLNX:

- Bo3Bpart k HacTporkam N3FOTOBUTEJTA no ymonyaHuto,
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- BO3BpPAT K NPEXHUM HaCTPOMKaM no ymonyaHuio, caenaHHbiM OTBETCTBEHHOWN
OPrAHU3ALMEN, nnu

- BO3BparT K nocnegHnm UcnoJjib3oBaHHbIM HaCTDOV’IKaM.

MpumevyaHnune — OAna knuHnyeckoro ONMEPATOPA moryT 6bITb NpegycMOTpeHbl CpeacTBa

and Bbl60pa OQHOro nnn oonee n3 BblLLIEeNnepevncrieHHbIX BapnaHTOB.

Coomeemcmeue rposgepsitom yHKYUOHaIbHbIMU UCMbIMaHUsIMU.

Ecrm ME WBOENME copepxmt BHYTPEHHUA WCTOYHMK TMUTAHUA u
Hanpskenve TMUTAIOWEWM CETW npepsaHo, 201.11.8 b) He npumeHsieTcs. B aTom
cnyyae ME WUBOEJIME pomkHo npogormkaTb (PYHKUMOHMPOBATb B OObIMHOM pexume
nyTeM aBTOMaTM4eckoro nepekntodeHna Ha paboty ot BHYTPEHHEIO UCTOYHUKA
MATAHUNA, npn atom pexum paboTbl, Bce HacTponkn OINEPATOPA n coxpaHeHHble
AaHHble He JOMKHbI UIBMEHSTLCS.

ME W3OEJIME pomkHO Bu3yanbHO wuHAuumMpoBaTb paboty ot BHYTPEHHEIO
NCTOYHUKA NMUTAHUA.

Coomeemcmeue nposepsom nymem fpepbieaHusi HanpsxeHus MUTAIOLEN CETU
U HabndeHuss moeo, ymo Hacmpoltku OFEPATOPA u coxpaHeHHble OaHHble He
U3MEeHUUCb, Ymo HopMmarsnbHas paboma npodormkaemcss U 4mo umeemcsi eu3yasibHasi
UHOukayusi pabombi ME W3LOEJIMA om BHYTPEHHEIO UCTOYHUKA TMUTAHUA.
[Nepeknoyamernb «on-offy (8KOYEHO/8bIKIIIOYEHO) OO/MKEeH ocmasambCsi 8 MOJSIOKeHUe
«ony (8KITIOYEHO).

201.11.8.101* 3awmTta oT pa3psaakm 6atapen

ME W3OEJIME, npn nutanmm ot BHYTPEHHEIO UCTOYHUKA TMUTAHUA, He
gomkHo cosgasatb OMACHbBLIX CUTYAUWMW ans MAUMEHTA, korga ypoBeHb 3apsaa
bonbwe He moxeT nogaepxmBaTte HOPMAJIBHYIO 3KCINYATAUNKO ME WUSOENNA
(cm. 201.15.4.4.101). ME W3OENUWE pomkHo dopmupoBate TEXHUYECKYHO
TPEBOXHYIO CUTYALUUIKO, wuHdopmupytowyto  knnHudeckoro OMNEPATOPA o
COCTOSAAHUM Pa3psaLKu, 1 BbIKNKOYATbCS KOHTpONMpyemMbiM 06pa3om, Kak OnnMcaHo ganee:

a)ME WBOENUWE pomkHo dopmupoBate TEXHUYECKYKO TPEBOXXHYIO
CUTYALINKO He meHee yem 3a 5 muH go Toro kak ME U3OEJIME Gonbwe He cMmoxeT
dyHKUMOHUpOBaTbL B cooTBeTcTBUM cO cneundumkaumen U3rOTOBUTENA npu nutaHum
ot BHYTPEHHEIO NCTOYHUKA MUTAHNA.

Coomeemcmeaue nposepsitom hyHKUUOHAbHbIM UCTbIMaHUeM.
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b)* Korga yposeHb 3apsiga nwoboro BHYTPEHHEITO NCTOYHUKA NMMNTAHUA Takos,

yto ME W3OEJIME 6Gonbwe He MOXeT ¢yHKUMOHMPOBATb B COOTBETCTBMM CO
cneundukaunen N3rOTOBUTESIA, ME U3OEJIME gomkHO BbIKNIOYNTLCA Tak, YTOObI He
cosnasaTb OMACHBLIX CUTYALUUW ans MALMEHTA.

Coomeemcmeue nposepsom npu pabome ME UILEJINA om BHYTPEHHEIO
NCTOYHUKA TTMTAHUA u ¢byHKUUOHAMBHBIM UCTbIMaHUEM.

201.12 ToyHOCTb OpraHoB YynpaBJfieHUA U  U3MepPUTESIbHbIX

I1pM60pOB M 3awWmTa OT ONaCHbIX 3HAYEeHUN BbIXOAHbIX XapaKTepuctuk

MpumeHstoT NyHKT 12 obLuero ctaHgapTa, 3a UCKNIYEHNEM CrieayHoLLero:
201.12.1 To4YHOCTb OpPraHoB ynpaBJieHUA U U3MepPUTENbHbIX NPpUbopoB

HononHeHue:

201.12.1.101 OCHOBHbIE OYHUMOHAJIbHBIE ~ XAPAKTEPUCTUKA ME
N3OENTNA

201.12.1.101.1* HENMHENHOCTb U rMCTepes3nc

Ona pO2 B gnana3oHe oT He meHee 40 mm pT. cT. go 100 mm pt. cT. (o1 5,3 kla go
13,3 klMa) cymmapHbIn 3dEKT HENMHEMHOCTU N rucTepeauca ana kannbposaHHoro ME
N3OEJTNA pormkHbl ObITh B Nnpegenax = 6 mm pT. cT. (0,8 kl1a).

Ona pCO2 B ananasoHe oT He MeHee 30 MM pT. cT. o 60 mm pT. cT. (oT 4 klNa go 8
KlMa) cymmapHbin 3dEKT HENMHEMHOCTM W ructepesnca and kanubposaHHoro ME

U3LOENNA pomxHbl 6b1Tb B npegenax + 6 mm pT. cT. (£0,8 kla).

Tabnwnuya 201.102 — Heobxoanmble nokaszaHus 1 AOMYCKU

N3amepenuns | KoHueHTpaums lMokaszaHue pO: KoHueHTpauusa MokasaHue pO-
0. CO;
1 (tectoBbin | 12+ 0,1 % X 5+0,1% y
ras 1)
2 (tecToBbIi | 60,1 % 6 % 10+0,1% 10 %
X + 6 MM pT. CT. y: + 6 MM pT. CT.
12 % 5%
ras 2)
3 (tectoBbin | 12 +0,1 % X £ 6 MM pT. CT. 50,1 % y £ 6 MM pPT. CT.
ras 3)

MpumeyaHue — B npuBeaeHHON Bbille Tabnuue, X Ny — pakTUyeckme 3Ha4eHUss 0ToGpaxeHHOro

napunanbHOro aasneHnAa BblpaKeHHble B MM PT. CT.
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CymMmmapHble addekTbl HENMMHEMHOCTU W rucTepesuca ang kanumbposaHHoro ME
W3LOEJNNA BHe ananasoHoB, npuBeneHHbix B Tabnuue 201.102, gomkHbl 6bITb ONMCaHbI B
SKCIMNYATAUNOHHbBIX JOKYMEHTAX.

Coomeemcmeue rnposepsirom 8 08yX moykax 6 Haubosiee pacrpocmpaHeHHOM

OuanasoHe, co cpedHel ycmaHoerieHHou memrepamypou 43°C.

anIMe‘-IaHI/Ie - ,D,J'Iﬂ UCMbITAHUS Ha IMHEWHOCTb o006a 3Ha4veHus OOJDKHbI ObITb

PaBHOMEPHO pacnpeneneHbl C NCNosib3oOBaHNEM HyJ'IeBOIZ TOYKU LUKarbl B KA4ecTBe pecbepeHTHoﬁl

Mpumep Habopa onst kKannbpoBKK:

- KanubpoBOYHbIE rasbl;

- Kamepa rasoBon cmecu (cMm. pucyHok 201.104) — copepXut Bce pasMmepsbl,
HeobxoauMble NS U3roTOBSIEHUSI KaMepbl ra3oBOM CMeCU, TakMe Kak OfMHbI, OTBEPCTUS
(i) n paguycsl (R1/R2);

- Kamepa rasoBon cmecu (cm. pucyHok 201.103) co cpeactBamu Ons CoeauMHEHUS
ncnbiTatenbHbiX rasosbix 6GannoHoB n [MPEOBPA3OBATENA (pO2, pCO2 wnn ux
kKomOuHauun); pucyHkn A, B n C pucyHka 201.103 nnnocTpupyoT, Kak KannbpoBaHHbIN
SNEeKTPOA NPUKPEeNnnAeTcsa K KaMmepe ra3oBon CMecy;

- paamepbl wnaHroBoro coeamHutensa (cm. PucyHok 201.105) — comepxuT Bce
pasmepbl, Heobxoaumble A U3rOTOBMEHWS LUNAHTOBOro coeanHuTens; (OnvHbl ©
anameTpsl);

- Tpybka.

Ta6nuuya 201.102 — KannbpoBOYHbIE rasbl

TecToBbI€ rasbl 02 COz Ocratok
a3oBbIn GanmoH 1 (12£01)% 5+01)% N>
a3oBbIii 6anmoH 2 (6+01)% (10£0,1) % N>

MpnmevyaHune — AbcontoTHas NOrPELIHOCTb TECTOBLIX ra3oB — +0,1 %

lNpouedypa:
Kanubpytom ME W3OEJIME e coomeemcmeuu c¢ SKCIITYATALUNOHHBLIMU
JOKYMEHTAMMU.

Ycemanaesnusarom pacxo0 2asa e duarnazoHe om 10 o 20 Mr/MUH.
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Ansa kax0oeo ucrbimamersibHo20 2a3a 1, 2 u 1 mpebyemcs 10-MUHymMHbIU rnepuod

cmabunu3ayuu.
Ha kax0om amane rnoka3aHusi OO/KHbI Haxodumbcs 6 rnpedenax 3HavyeHud,

npusedeHHbIx 8 mabnuuye 201.102.

Moemopsirom my xe npouyedypy ¢ 0am4yuxkom pCOx.

M pnmMmeydyaHne — B TeyeHune KOPOTKOro nepunoga B noji4aca /:l,pe|7|(b He3Ha4ynTeneH n MM

MOXXHO npeHebpeyb.

A
-
B
=
c
L=

@— aaresnBHbIV PE3VHOBbLIV KOHTAKT, MpUMEpPHbI pa3mep 10 MM X 5 MM; @ -

Kamepa rasoBow cmecu, @ — HennoHoBas Tpybka; @ — noaknyeHue (knen,
LumaHakpunaTHbIn nokTant 496); A — oTkannbpoBaHHbIN anekTpoa; B — npucoegmHeHne

cukcupytowero konbua; C — LWNAaHroBOE COEAMHEHME 3NeKTpoaa K kKaMepa ra3oBoi cMecH

PucyHok 201.103 — YcTaHoBKa AN UCMbITAHUA HA NIMHENHOCTb U rMCTEPe3nC —

Kamepa ra3oBov CMecu B c6ope
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PucyHok 201.104 — YcTtaHoBKa AN UCNbITAHUA HA JIMHEWHOCTb U rMcTepesnc —

o

KaMepa ra3oBon cMecu, npon3BoaCcTtBeHHbIe pa3Mepbl
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PucyHok 201.105 — YcTaHoBKa AN UCMbITAHUA HA NIMHENHOCTb U rMCTEpPe3ncC —

Kamepa rasoBoyi CMecu, pasmMepbl LUIaHrOBOro COeaAVHEHUS!

201.12.1.101.2* Opend

N3rOTOBUTEJIb pomkeH ykaszaTb 4acoBon gpend gna Oz m CO2 nubo no
pesynbratam nabopaTopHbIX MCMbITAHUA C WUCMONb30BAHUEM YBIIAXXHEHHbIX TECTOBbIX
rasoB, NM6o NO pesynbTatam CTaTUCTUYECKM [OOCTOBEPHbIX [aHHbIX, MOMYYEHHbIX B
pesynbTate N3MepeHun in vivo.

Coomeemcmeue  nposepsitom  ocmompom  omyema MU3FOTOBUTEJSIA o

Js1abopamopHbIX UCMbIMAaHUSIX Uunu UcrbIiMaHusx in Vivo.

201.12.3 CucrteMbl cCUrHanM3auum
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LononHeHue:
ME W3OENWE ponxHo 6biTb o6opyaoBaHo CUCTEMOW CUMHANMU3ALIMWU, kak

yKkasaHo B nyHkTe 208 HacToswero ctaHgapTa.

201.13 OMNACHbIE CATYALIUN n ycnoBusa HapyLieHUs

MpumeHsaoT nyHKT 13 obLwero ctangapTa.

201.14 NMPOrPAMMMUPYEMbIE 3NEKTPUYECKUE MEOULIMHCKUE
CUCTEMBI (N3MC)

MpumeHstoT NyHKT 14 obwero ctaHaapTa.

201.15 KoncTtpykuusa ME U3SOEJIUA

MpumeHstoT NyHKT 15 obuwero ctaHgapTa, 3a UCKNIYEHNEM CreayHoLLEero:

201.15.3.4 UcnbiTaHne Ha nageHue

201.15.3.4.1* PY4YHOE ME U3OEJTME

3ameHa:

MPEOBPA3OBATEJIb He pomkeH npuBoautb k OMACHOWM CUTYAUUW ans
MAUMEHTA nocne cBoboaHoOro nageHusi ¢ BblCOTbl 1 M Ha TBEPAYH MOBEPXHOCTb.

Mocne ucnbiTaHus Bce Tpebosanus k OCHOBHOW BE3OMACHOCTW HacTosiumx
CTaHAapTOB AOMKHbI BbiTb COGMOAEHDI.

Coomeemcmeue nposepsirom criedyrouum UcrbimaHUeMm:

[Noseornsrom HernodKMYEHHOMY K numaHuo obpa3suy c8ob600HO ynacmb 1o 00HOMY
pasy u3 mpex pasHbIX HaydallbHbIX no3uyul ¢ ebicombl 1 M Ha nnaumy u3 meepdol
OpesecuHbl monwuHot 50 mm (Harnpumep, meepdol OpesecuHbl ¢ rnriomHocmsto 6ornee
unu pasHoli 600 ka2/M3) nexxawiyto Ha XXeCcmKoM OCHo8aHUU (Harpumep, 6eMoHHbIU Mos).

201.15.4.2 YcTpouncTBa yrnpasrieHUs TemnepaTtypon u 3almra oT neperpysku

Cwm. Tarke 201.11.1.2.2 HacTosLEero ctaHaapTa

201.15.4.4 NngukaTopsbl

JlononHeHue:

201.15.4.4.101 WNHgukaTop paboTbl baTapen n cocTosiHus 3apsaaa 6atapen
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ME W3OEJIME pomkHO Bu3yanbHO oTobpaxaTb cBOe YHKLUMOHUPOBAHNE OT
BHYTPEHHEIO WCTOYHUKA TIMTAHWUA, 3a wucknwoyeHvem cnydas, Korga OHO
dyHKunoHupyet uckrountensHo ot BHYTPEHHEIO NCTOYHUKA NMATAHNA.

ME W3OEJIME ¢ BHYTPEHHUM NCTOYHWKOM MATAHUA pomkHO BM3yansbHO
oTobpaxaTb OcCTaBwMhACA 3apsg  npu  yHKUunoHuposaHum o1 BHYTPEHHEIO
NCTOYHUKA NMNTAHNA.

Coomeemcmeue rpoeepsitom 0CMOMPOM U USMEPEHUEM.
201.16 ME CUCTEMbI
MpumeHstoT NyHKT 16 obLiero ctaHaapTa.

201.17 3NEKTPOMArHUTHAA COBMECTUMOCTb ME U3AENUNA u
ME CUCTEM

MpumeHstoT NyHKT 17 obLiero ctaHgapTa, 3a UCKNIYEHNEM CreayHLLEero:
[ononHeHue:

MpumeHstoT nyHKT 202 HacTosLWwero ctaHgapTa.

202 ANEKTPOMAITHUTHAA COBMECTUMOCTb - TpeboBaHusa wu

ncnbiTaHuA

MpumeHstoT MAK 60601-1-2:2007, 3a UCKMOYEHMEM CEeaYOLEro:

202.5.2.2.2 Tpebosanunsa k ME U3OEJIMAM n ME CUCTEMAM, OTNMYHBLIM OT TeEX,
KOTOpble NpegHa3HayYeHbl A5 UCNOSTb30BaHUSA TOMBbKO B 9KPaHUPOBaHHOM NMOMeELLEeHNN

LononHeHue:

ME WU3OEJIME w ero NMPUHALJIEXXHOCTW He pomxkHbl cuntatecs ME USOENTMEM
XN3HEOBECIMNEYEHUA.

202.6 ANEKTPOMAITHUTHAA COBMECTUMOCTb
202.6.1 ANEKTPOMAIHUTHAA SMUCCUA

202.6.1.1.2 NcnbiTaHus
a)* Kabenu NMALMEHTA
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3ameHa:

ME USLOETJINE oomkHo 6bimb ucribimaHo ¢ [NPEOBPA30OBATEJIEM ¢ kabenem kak
ykazaHo USFOTOBUTEJIEM c ucnonb3osaHuem scex kabenel SIP/SOP, nooKnto4YeHHbIX
k ME U3LEJTINKO (cm. pucyHok 202.101). PaccmosiHue mex0y SIP/SOP-kabensamu mexoy

OMKPbIMbIM KOHUOM U 0510M (M71I0CKOCMbIO 3a3eMieHUs]) O0MKHO bbimb = 40 cm.

o 1 )

@— ceTeBoMn kabenb (ecnv NPMMEHUMO); @ — kabenb cMrHanbHOro BbiIXo4a; @ -

I/"\
CTOJ N3 U3ONALMOHHOIo Matepmana; @ — ucnbiTbiBaemoe ME U3OEJTNE; CO kabenb

N
NMPEOBPASOBATEINA; ) _ NMPEOBPASOBATE/b.

PucyHok 202.101 — YcTaHoBKa N1 UCNbITAHUSA HA HABOAMMYHO N pagnuoyacTOTHYH
OMUNCCUIO B cooteeTcTBUM € 202.6.1.1.2 Q)

202.6.2* MTOMEXOYCTOW4YUBOCTb

202.6.2.1.10 Kputepumn cooTBeTCTBUSA

HonornHeHue:

ME W3OEJMME He [OmMKHO M3MEHATb paboyee COCTosiHME, TepsATb UMK U3MEHSATb
nobble coxpaHeHHble AaHHble n ana pO:2 B gnanasoHe ot 40 mm pT. cT. (5,3 klMa) go 100

MM pT. cT. (13,3 klMa) n ana pCO2 B aManasoHe ot 30 MM pT. cT. (4 klMa) go 60 mm pT. CT.
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(8 kMa) namereHne touHoctn (OCHOBHbLIX ®YHKLUNOHAJIbHBIX XAPAKTEPUCTWK)

NnokasaHun napumnanbHOro AasrieHns He JOIDKHO npesbiwaTb = 6 MM pT. cT. (20,8 kla).

Coomeemcmeue nposepsitom criedyrouwumMm mecmom:

- ycmaHasnusatom ME WSAEJIME u TNIPEOBPA3OBATEJIb, kak nokasaHO Ha
pucyHke 202.101.

- Kanubpyrom lMTPEOBPA3OBATEIJIb 8 coomeemcmeuu c
OKCIITYATALNOHHBIMU JOKYMEHTAMMU.

- nodsepzaarom ME UIOEJIME yka3zaHHbIM romexam  (paduo4yacmomHsble,
rnepexooHble npoueccsl, MazHUMmHsbIe) npu nrobou HOMMUHAITIbHOU
yyecmeumesibHocmu.

202.6.2.2 JNEKTPOCTATUYECKNE PA3PALbLI (ESD)

202.6.2.2.1 TpeboBaHus

HononHeHue:

ME W3OEJIME wmoxeT nokasatb BpemeHHoe YXYOAWEHUWE (KAYECTBA
OYHKLUNOHUPOBAHWA) B npouecce paspsaga. B tedenne 60 ¢ ME U3OEJIME pgormkHo
BOCCTAHOBUTb HOpMarnbHy0 paboTy B npeabigywiem pabodem pexunme ©6e3 notepu
HacTpoek ONMEPATOPA wunu coxpaHeHHbIX AaHHbIX U NpoAosfkKaTb BbIMOMHATL CBOK
npegycMoTpeHHyto  dyHkumio  un  coxpaHate OCHOBHBIE ©®YHKUMOHAJIBHbBIE
XAPAKTEPUCTUKU (cm. 202.6.2.1.10).

202.6.2.3 Wsnyyaemble pagnovacTOTHbIe 3NEeKTPOMarHUTHbIE NOSIS

202.6.2.3.1 TpeboBaHus

LononHeHue K nepevucrieHuro a):

YPOBEHb UCIMbITAHAM MOMEXOYCTONYMBOCTW 3 B/m.

202.6.2.3.2 UcnbiTaHua

LononHeHue:

UcnbimamernbHas ycmaHoseka ons usny4yaembix paduo4yacmomHbIx
3/71IeKMpOoMagHUMHbIX rosied

aa) lobon «kabens YACTb BXOOHONoO CUTHAJIA/MACTb BbIXOAHOIO
CUr'HANA v WWHYP NMUTAHWUA pacnonaratoT kak nokasaHo Ha pucyHke 202.102. Mexay
kabenamun SIP/SOP n nonom (3a3eMreHHOW MOBEPXHOCTbO) COBNIOAAT pPacCTOAHUSA

= 40 cm.
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@— ceTeBom Kabenb (ecrnv NPUMEHMUMO); @ — SIP/SOP kabens; @ — cTOn ”3

I/"“\
N30MSIUMOHHOrO Matepmana; @ — ucnbiTbiBaemoe ME U3OEJTNE; S kabenb

N N
{ 6 {

MPEOBPA30BATENS: \2) — MPEOBPA3OBATESb; ./ — kamepa rasosoit cmech.

PucyHok 202.102 — YcTaHOBKa gns UCMbITaHUA Ha MOMEX0YCTONYNBOCTb B

cootBeTcTBUM ¢ 202.6.2.3.2

202.6.2.4 OnekTpuyeckne bbICTpble NepexoaHble NPOLECChl U BCMECKN

202.6.2.4.1 TpeboBaHus

HononHeHue:

[Mpn BO3AENCTBUN INEKTPUYECKUX BbICTPbIX NEPEXOAHbIX NPOLECCOB M BCMECKOB MO
WHYPY TMATAHUA, ME W3OEJIME pomkHO npoaormkaTb  BbIMOMHATL — CBOK
npenycMoTpeHHyto  dyHkumio u  coxpaHate OCHOBHbBIE ©®YHKUMOHAJIBHBIE
XAPAKTEPUCTUKU (cm. 202.6.2.1.10).

Ncnbitanne NPEOBPA3OBATEJIA n coeanHnTenbHbix kKabenen anuHom donee 3 m
MOXeT nokasatb BpemeHHoe YXYAUWEHWE (KAYECTBA ®YHKUMOHWNPOBAHWA) npun
BO3OENCTBMMN ObICTPbIX MEepexodHbiX npoueccoB u BcnneckoB. B teueHne 60 ¢ ME

W3LOEJIME pomkHO BOoCCTaHOBUTBL HOpMaribHyto paboTy B npeablayliem paboyem pexnme
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6e3 notepun HacTpoek ONMEPATOPA nnn coxpaHeHHbIX AaHHbIX U NPOAOSKAaTh BbINOSHATb
CBOK  MpPeayCcMOTPeHHy  yHKuuio, Kak ykazaHo B IKCIUTYATAUMOHHbIX
OOKYMEHTAX.

202.6.2.4.2 WcnbiTaHns

HononHeHue:

aa) ME U3OENWE pomkHO 6bITb pacnonoxeHo Ha Bbicote (0,8 + 0,08) m Hag
OMNOPHOW 3a3eMIIEHHOWN NMOBEPXHOCTLIO;

bb) WHyp nutaHmna, noctasnsembin ¢ ME USOEJIMEM, pomkeH 6bITb Mcnonb3oBaH
ansa nogkntoveHns ME USOENNA k soixogy EFT/B reHepaTopa.

202.6.2.6 KoHOYKTUBHbIE MOMEXU, HaBeAEHHble pagnNo4acTOTHLIMU MONAMU

202.6.2.6.1 TpeboBaHus

HononHeHue:

aa) lMpn BO3OENCTBMM KOHOYKTUBHbBIX MOMEX, HaBeOEeHHbIX pPaanoyacTOTHbIMM
3MeKTpoMarHUTHbiMK  nonamu, depes LWHYP TMUTAHUA, ME W3OENMNE pomkHo
npoaosrkaTb BbIMNOMHATL CBOK MPeayCMOTPeHHY dyHKumio n coxpaHate OCHOBHBIE
OYHKUMOHAIIbHBIE XAPAKTEPUCTUKMU (cm. 202.6.2.1.10).

bb)* Kabenn MPEOBPA3OBATEJIEN, ocBoboxaeHb! 0T aToro TpeboBaHus.

202.6.2.6.2 UcnbiTaHua

JononHeHue:

aa) nepeudncrneHuns c) n e) nognyHkra 6.2.6.2 MOK 60601-1-2:2007 He NPUMEHSIOT.

208 O6wme Tpeb6oBaHUA, UCMIbITAHUA U PYKOBOASALLME YKAa3aHMA NO
NPUMEHEHUIO CUCTEM CUrHanus3auMuM MeOULMHCKUX 3JIeKTPUYECKUX

n3nenuu u MeaULUHCKNX ANeKTpn4eCKnx cuctem

MpumeHsior MOK 60601-1-8:2006, 3a wuCKAYeHMEM crefylowero (CM. Takke

anarpamMmmbl CUrHanmn3aumn B npuiioxxeHmnm BB)I

208.6 CUCTEMbI CUTHANTN3ALNA

208.6.1 TPEBOXHAA CUTYALUA
208.6.1.2* MpuoputeT TPEBOXHbBIX CUTYALIN

JlononHeHue:
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ME WU3OEJTME, MPEAYCMOTPEHHOE NMPUMEHEHWE koToporo Bknto4vaeT B cebs
mMoHuTopuHr MALMEHTOB, npu kotopom B ycrnosusx HOPMAJTbBHOW 3KCMNYATALMN
He Tpebyetca HenpepbiBHoe npucytcteue OFNEPATOPA, [omkHO  OTHOCUTb
TPEBOXXHYIKO CUTYAUMUIKO, pesynbtatom KOTOpPOW MOryT ObiTb He3HaunTenbHble
TpaBMbl W 3amefnieHHoe HactynneHus Bo3moxHoro BPEOA, k TPEBOXHbIM
CUTYAUUAM HU3KOI O NMPUOPUTETA (cm. Tabnimuy 208.101).

SKCIMINYATALNOHHBIE AJOKYMEHTbI JOJTKHbI onucbiBaTb, Kak
OTBETCTBEHHAA OPIrAHU3ALUUMA mMoxeT BKMOYMTL WU OTKIMIOYUTL  3BYKOBbIE
CUTHAJTbI OMNACHOCTW B TPEBOXXHbIX CUTYAUUAX HU3KOIO MPUOPUTETA.
MpumeHstoT TpeboBaHna 6.7 MOK 60601-1-8:2006.

MpumevyaHne — Takaa apgantauma TpebyeT OONONHUTENbHBIX BO3MOXHOCTEMN
KoHGurypauun ana  ganHHoro ME WBOENWA. 3ta Bo3MOXHOCTb HeobxoguMma, Korga B
OTBETCTBEHHOWM OPrAHU3ALIMMA  HyxHbl  3BykoBble CUIMHANBI  OMACHOCTU B
TPEBOXXHbIX CUTYAUNAX HN3KOIO NMPUNOPUTETA, Hanpumep Ansa oTaeneHuin MHTEHCUBHOMN

Tepanun B OTCYTCTBUM LLeHTParibHOro MOHUTOPUHIa.

Tabnuua 208.101 namensiet Tabnuuy 1 — Mproputetsl TPEBOXXHbBIX CUTYALIUA
ona ME U3OENWA, NPEQYCMOTPEHHOE MPUMEHEHWE koTopbix BkntoyaeT B cebs
MoHuTOopuHr MALIMEHTOB, npu kotopom B ycnosusax HOPMAJTIbHOW SKCMNTYATALMN
He TpebyeTcsa HenpepbiBHOe npucyTcTere OMNEPATOPA:
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Tabnwnua

knuHn4veckum ONEPATOPOM

208.101 — [Mpuoputetsl TPEBOXHbIX CUTYALUUW ans ME WSOENWN,

npegHasHaveHHblx and HabnwogeHma 3A [MAUMEHTAMW, nocTosiHHO He nocewaemMbiMn

MoTeHunanbHbIM pesynsTaTt

HEeBEPHOI peakuun B criy4ae

Bo3HMKHOBEHME NOTEHUMANbLHOro BPEOA?

- HemepneHHoP BbicTpo® 3ameaneHHo!
TPEBO>XHOWV CUTYAUNN
CMepTb Unu HeobpaTuMble BbICOKNI BbICOKNI CPEOHMW
TpaBMbl NMPUOPUTET® NMPUOPUTET NMPUOPUTET
BbICOKNI CPEOHUN HN3KNI
O6paTuMble TpaBMbI
NMPUNOPUTET NMPUNOPUTET MPUNOPUTET
Nerkne TpaBMbI MK CPEOHMW HN3KNA HU3KNA
anckomdopT NMPUOPUTET NMPUOPUTET NMPUOPUTET

UM HeobpaTUMbIX

noBpexgeHnn,

TpaBMa, a He Koraga oHa nposABAETCA.

BpeMeHu, 6onbLnin, Yem ykasaHo B rpade «bbicTpo.

COOTBETCTBYIOLLME YaCTHblE CTaHOAPTbI )

BbI3BAHHbIX

He4OoCTaTOYHbIN ANt TOro, YToobI BPY4YHYHO NMPOBECTU KOPPEKLUIO.

AOCTaTOYHbIN ANns TOro, YToObl BPYYHYH NPOBOAUTL KOPPEKLIMIO.

a MMosiBneHnem noTeHumanoHoro BPELA cuuTaetcs MOMEHT, Korda npoucxoaut
b CyulecTByeT BO3MOXHOCTb PasBUTUSA COOLITUS B NEpUO[ BPEMEHU, OBbIYHO
¢ CywecTtByeT BO3MOXHOCTb pasBUTUA COObITUS B MNepuos BpeMeHU, OBbIYHO
d CyuiecTByeT BO3MOXHOCTb pPasBUTUS COObLITUS B HeonpedeneHHbI nepuoa
¢ Mpun BoamoxHoctn, ME WSOEJIME c TepaneBTMYeckon yHKLMEN BKIHOYaeT

aBTOMaTMYeCcKne 3alUUTHble MeXaHW3Mbl AN NpeaoTBpalleHns HeMearneHHON cMepTu
ME W3OENMEM (cwm.

TakKkxe

208.6.3.3 3BykoBble CUTHAJIbI ONMACHOCTU
208.6.3.3.1* XapaktepucTtukm 3BykoBbix CUTHAJIOB ONMACHOCTU

JlononHeHue:

Ona ME U3OENWA, NMPEQYCMOTPEHHOE MNMPUMEHEHWE koToporo Bknto4vaeT B

cebss  MOHUTOPUHT

NALUVEHTOB, npu

KOTOPOM

B ycnoBuax

HOPMATbHOMN

OKCIMYATAUMWN He TpebyeTca HenpepbiBHoe npucytctene ONEPATOPA:

- 3BykoBble CUIHAIJbI

OMACHOCTWU pormxHbl

onoBewaTt o TPEBOXXHbIX

CUTYAUUAX HN3KOIO MNMPUOPUTETA (yoanutb cHocky «d» Tabnuubl 3 MOK 60601-1-

8:2006);
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- 3aMeHuUTb «> 15 Cc unn Het nosTopeHus» Ha «oT 2,5 go 30,0 c» B KOMOHKe
«CUTHAIT ONACHOCTW HN3KOIO NMPNOPUTETA» Tabnuubl 3 MOK 60601-1-8:2006;

- 3BykoBble CUIHAJbI OMACHOCTW pomxHbl onosewats o TEXHUYECKOWN
TPEBOXXHOW CUTYALINW.

Tabnuya 208.102 usameHsem mabnuuy 3, xapakmepucmuku CEPUN UMITYTIbCOB
38ykoebix CUIHAJIOB OIMACHOCTU dns ME W3AENWN, TPEQYCMOTPEHHOE
lNMPUMEHEHWE komopsbix ekritodaem 6 cebsi MoHumopuHe NALIMEHTOB, npu komopoMm 8
ycriogusix ~ HOPMAJIbHOW  SKCIITYATALINU
npucymcmeue ONEPATOPA:

He mpebyemcs  Henpepbi8HOEe

Tabnunuya 208.102 Xapaktepuctukn CEPUN UMITYJIbCOB 3BykoBbix CUIMTHAIOB
OMACHOCTU ans ME W3OENWN, npepHasHaveHHbix Ans Habniogerns 3A MALUMEHTAMW,

NOCTOSIHHO He nocellaembiMu kKnnHndecknm ONEPATOPOM

nateim MMIMYINbCOM

CUTHAN CUIHAN CUIHAT
XapaKTepUCTHKa OMNMACHOCTU OMNMACHOCTU ONMACHOCTH
BbICOKOIo CPEOHEIO HN3KOIo
MPNOPUTETA MPNOPUTETA NMPNOPUTETA
Konuyectso UMIMYJIbCOB
B CEPUW 2. d 10 3 1 unm 2
Nutepsan mexay UMIYJIBCAMMU ts (cm. Tabnuyy 208.101)
Mexay nepBbiM 1 BTOPbIM | X y y
MMMYJNbCOM
Mexxay BTOpbIM U TPETbUM | X y He ncnonbsyetcs
MIMYJNIbCOM
Mexay TpeTbum u 2X + td He ncnonesyetca | He ucnonbsyetcs
yeTBepTbiM UMITYJIbCOM
Mexay 4eTBepTbiM U X He ncnonesyetca | He ucnonbsyercs

Mexay nNAaTbiM 1 LWECTbIM
NMMYJIbCOM

010,35001,30 C

He ncnon b3yeTCA

He ncnon b3yeTCA

Mexay LecTbiM U
cegbMbim UMIMTYTIBCOM

X

He ncnonesyetcs

He ncnonbsyetcs

Mexay cegbMbIM U
BocbMbiM IMITYJIbCOM

He ncnonbayetcs

He ucnonbayeTtcs
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OkonyaHue mabnuusi 208.102

pesatbim UMIMYJIbCOM

CUrHAN CUrHAN CUrHAN
OMACHOCTH OMACHOCTU ONMACHOCTU
XapakrepucTuka
BbICOKOIO CPEOHEIO HN3KOIo
MPUOPUTETA NMPUOPUTETA NMPUOPUTETA
Me>xay BOCbMbIM U 2X + td He ncnonbsyeTcs He ncnonbsyeTcs

Mexay oeBATbIM U

He ucnoneayeTtcsa

He ncnonesyeTtcsa

pecateim UMIMYJTIbCOM

WHTEPBAJT MEXOY
CEPUAMW

MMMOYNbCOBP®: ¢ tp O125p00150c |O12,50030,0cC >25n00300c

PasHuua amnnutyg
Mexay nobbiMu ABYMS

NMIMYINbCAMA Makcumym 10 ob | Makcnmym 10 ob Makcnumym 10 ob

X B gnanasoHe ot 50 go 125 mc.

y B ananasoHe ot 125 no 250 mc.

N3meHeHuns x n y B cepum JOIMKHbI ObITh B Npeaenax + 5 %.

WHtepan ta + y CUTHAINA OINMACHOCTW CPEOHEIO NMPUOPUTETA pomkeH 6biTb
bonee wnu paBeH wuHTepBany t« + Xx CUTHAJIA OIMNACHOCTU BbICOKOIO
NMPNOPUTETA.

a Cm. Takke Tabnmuy 4 M3OK 60601-1-8:2006 ons xapaktepuctnk MMITYJIbCOB.

b Ecnv nHoe He ykasaHo B 4aCTHOM cTaHaapTe Ans koHkpeTHoro ME U3OENNA.
cU3FOTOBUTENSAM pekomeHaytoT wmcnonb3oBaTb cambii anutenbHbin MHTEPBAIJI
MEXLOY CEPUAMUN MMIYJIbCOB B cootBetctBum ¢ AHAITM3OM PUCKOB. AsTopam
YaCTHbIX CTaHOApPTOB PEKOMeHAYHT paccMatpmBaTb cambl anutenbHbin MHTEPBAJI
MEXOY CEPUAMUN NMIMYJIbCOB 3sykosoro CUIMHAJIA OMNACHOCTW pgns 4acTHoro
npumeHeHna CUCTEMbl CUTHAJIM3AUWW. [OnutenbHole WHTEPBAJIbBI MEXOY
CEPNAMU MMIMYJIbCOB moryT npu onpegeneHHbIX YCOBUsSIX BNATb HA BO3MOXHOCTb
NPaBUMbHO N CBOEBPEMEHHO pacno3HaTh ctouHnk TPEBOXKHOW CUTYALIMN.

dEcnm He wuHakTuBupoBaHo OFMEPATOPOM, npu TPEBOXHbIX CUTYALNAX
CPEOHEIO wvnu HN3KOIO NMPUNOPUTETA pomkHa 3aBepLUMTbCA MO KpanmHen mepe
ogHa CEPUA NMIMYIIbCOB 3sykosoro CUIMHAJIA OMNACHOCTW, a npn TPEBOXXHbIX
CUTYAUUAX BbICOKOIO NMPNOPUTETA — no kpawnHen mepe nonosuHa CEPUU
MMIMYJbCOB.
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SKCIMINYATALNOHHBIE AJOKYMEHTbI JOJTKHbI onucbiBaTb, Kak
OTBETCTBEHHAA OPrAHU3ALMNA MoxeT BKMAOYUTL UAU  OTKNKOYUTL  3BYKOBbIE
CUMHAJTblI OMACHOCTW npu TPEBOXXHOW CUTYALNN HN3KOIO MPUOPUTETA 1
MOXeT orpaHnuntb goctyn Kk ynpasneHmioo CEPUAMU UMMYJIIbCOB Bcex 3BYKOBbIX
CUITHAIIOB OIMNACHOCTMW. MNpumeHstoT TpeboBaHusa 6.7 MOK 60601-1-8:2006.

MpumevyaHne — Takaa agantauma TpebyeT [ONONHUTENbBHBIX BO3MOXHOCTEMN
KoHGurypauun ana  ganHHoro ME WUBOENWA. 3ta Bo3MOXHOCTb HeobxoguMma, Korga B
OTBETCTBEHHOWM OPFrAHM3ALIMMA  HyxHbl  3BykoBble CUIHANBLI  OMACHOCTU B
TPEBOXXHbIX CUTYAUNAX HN3KOIO NMPUNOPUTETA, Hanpumep Ang otaeneHnin MIHTEHCUBHOM

Tepanun B OTCYTCTBUM LLeHTParbHOro MOHUTOPUHIa.

[na onpegenenuns makcumanoHoro MHTEPBATNA MEXXOY CEPUAMU MMIYTIbCOB
3BykoBbix CUMHAJTIOB OIMNACHOCTW, csasaHHbix ¢ BbICOKUM, CPEOHNM 1 HASKNM
MPUOPUTETOM TPEBOXXHOW CUTYALMWN pomkeH 6biTb npumereHn MEHEDKMEHT
PUCKA.

Coomeemcmeue nposepsitom paccmompeHuem ®ANITIA MEHEIDKMEHTA PUCKA.

208.6.3.3.2 'pomKOCTb 3BYKOBbIX CUIT'HAIIOB OMNACHOCTH n
NMHOOPMALUMOHHBLIX CUTHAJTIOB

JononHeHue:

208.6.3.3.2.101* N'pomkocTb 3ByKoBbIX CUTHAINIOB ONMACHOCTW, ymeHblwaemas 0o
Hyns

Ecnn OINEPATOP ymeHbwaeTt ypoBeHb 3BykoBbix CUMHAJIIOB OIMNMACHOCTU po
Hyns (3BYK OTCYTCTBYET), [OOSDKHO ObiTb wuHAMUMpoBaHO cocTosiHne 3BYKOBAA
CUTHANMM3AUMA OTKIMNKOYEHA, 3a wuckntodeHnem cnydvasa, koraa ME  USOEJIME
asnseTca yvactblo PACMPEOENIEHHOW CWUCTEMbI CUTHANU3ALWW, B koTOpOIA
CUr'HANDbI OMNACHOCTHU NOBTOPAOTCH yOaneHHbIMU KOMMOHEeHTaMun
PACMPEOENEHHOWM CUCTEMbI CUTHATTM3ALINIA.

Coomeemcmaue rposepsitom yHKYUOHaIbHbIMU UCMbIMaHUsIMU.

208.6.4.2* 3agepxkn B3aMMoOdencTBus B obounx HanpasneHnsx B
PACMPEOENEHHOW CUCTEMOW CUTHANN3ALIMA
JlononHeHue:

SALEPYKA ®OPMUPOBAHUSA CUrHATA OMACHOCTU npm
OUSMONIOMMYECKON  TPEBOXHOW CUTYAUMWM wn  npn  TEXHWYECKOW
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TPEBOXHOW CUTYAUWMW Ha ypaneHHom o6opyaoBaHMM AOMKHA ObiTb OrpaHnYeHa
Takum obpasom, ytobbl B npouecce neveHus NMALUMEHTA He BO3HMKano HeaonycTUMOMN
3agepxkn. [Ana onpegeneHns makcumarnbHoro BpemeHn 3AOEPXKNA CUTHATIA
ONMACHOCTW, koTtopoe gaBndetca npuemnemsbiMm go nogaym CUITHAJIOB OMACHOCTU
ydaneHHbiMM  KomnoHeHtamn PACMPEOENEHHOW CUCTEMbI  CUTHANU3ALNN
pormkeH 6biTb npumeHeH MEHEDKMEHT PUCKA.

Coomeemcmeue riposepstom paccmompeHuem PAUIA MEHEI)KMEHTA PUCKA.

208.6.6 NMPEOEN CUTHAJTM3ALNMN

208.6.6.1 O6wue TpeboBaHus

208.6.6.1.101* Perynuposka NMPEOAENOB CUMHAJTUSALNN anga pO2 n pCO2

ME W3OEJIME pomkHO GbITb 060opynoBaHO cpeAcTBaMu PeryrimpoBKU BEPXHETO U
HwxkHero NMPEOENOB CUTHATTM3AUNMN ans pO2 n pCOa.

[unanasoH perynupoBkn BepxHero un HwxkHero MNPEOEJTOB CUTHAIM3AUUU ans
pO2 pomkeH coctaBnATb He MeHee 40 mm pT. cT. (5,3 klMa) n 600 mm pt. cT. (80 KkMa).
[AnanasoH perynuposBkn BepxHero u HwxkHero NMPEOEJTIOB CUTHANIM3AUUU ana pCO:2
AOJDKEH cocTaBnATb He meHee 20 mm pT. cT. (2,6 klMa) n 80 mm pT. cT. (10,6 kla).

Coomeemcmeue rposepsitom 0CMOMPOM.

208.6.6.1.102 PaspeweHue yctaHosok NPEOENA CUTHATTMSALNA

YcraHoskn T[MPEOEJIA CUTHANM3AUUW perynupytotcs ¢ warom He 6onee
2 MM pT. CT. HMWXKe 100 mm pT. CT. U 5 MM pT. CT. Bbiwe 100 MM pT. CT.

Coomeemcmeue rposepsitom 0CMOMPOM.

208.6.6.1.103 Bpemsa cpabatbiBaHua curHana ana pO2 u pCO2 TPEBOXHbIX
CUTYALWNW

3AOEPXKA TEHEPALMU CUTHATJIA OMNMACHOCTU ana pO2 n pCO2 CUTHANOB
OMNACHOCTW He pormkHa npesblwaTb 15 C.

Coomeemcmeue rpogepsitom Ccredyrouumu UCrbIMaHUsIMU € UCI0/1b308aHUeM
ucrnbimamersibHol ycmaHoeKku rnodpasdena 201.12.1.101.1:

- Kanubpytom ME W3OEJIME e coomeemcmeuu c¢ OSKCIITYATALMNOHHbLIMU
LAOKYMEHTAMU;

- lNpumeHsitom mecmosnbil 2a3 1 u darom rokazaHusim cmabunu3uposamscsi;

- Ycmanaenuearom eepxnuu NPELAEJT CUTHATINSALUNN dna pO2 Ha 3HadeHue,
npesbiwarwwee 3HadyeHue pO> mecmoeoeo 2asza 1, u HuxHuu TIPELET]
CUTHATIN3ALUNUN Ons pO, Ha 3HadyeHue Mex0y 3HadyeHuem pO mecmogozo 2a3a 1 u

mecmoegozo 2a3sa 2.
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- lNpumeHsitom mecmosbll 2a3 2 u usmepsitom spemsi 00 mex rop, roka rnokasaHue
pO2 He npuHuszsm HuxHut TNPELOEJT CUTHATINSAUMWN u cpabamesieaHusi CUITHAJIOB
OlrMACHOCTW.

- Ycmanaesnuearom HuxHut MNPELETT CUTHATIN3ALINUN ons pO2 Ha 3Ha4YeHUe HuXe
3Ha4yeHusi pO2 mecmoeozo 2asa 2 u eepxHuli NMPELAEST CUTHATIN3ALNN dns pO, Ha
3Ha4YeHue mexoy 3HadyeHuem pO, mecmosoeo 2a3a 1 u mecmosozo 2a3a 2.

- lpumeHsitom mecmoenbll 2a3 1 u usmepsitom gpemsi 0 mex fop, rnokKa rokasaHusi
pO2 He npesbicsim sepxHul NMPEAEST CUTHATINSALIMU u cpabambieaHuss CUTHAJIOB
OrACHOCTW.

- Ycmanaenuearom HuxHuu TPELAEJT CUTHAJTIMSALUNN ona pCO. Ha 3Ha4YeHue
Huxe 3Ha4YeHuss pCO2 mecmoegoeo 2a3a 1 u eepxHut MNPELOEST CUTHATINSALINW ons
pCO2 Ha 3HadeHue mexdy 3HadyeHueMm pCO2 mecmosozo 2a3a 1 u mecmosgoe2o 2a3a 2.

- lMpumeHsirom mecmosbili 2a3 2 u usamepsrom epemsi 00 mex rop, rnoka rnokalaHusi
pCO:2 He npesbicsam sepxHul MNPELAEST CUTHATIN3ALUNU u cpabambieaHuss CUTHAJIOB
OrACHOCTW.

- Ycmanaesnuearom eepxHul NPELAEST CUTHATINSALUNN dna pCO. Ha 3Ha4YeHue
ebiwe 3HadyeHusi pCO2 mecmoeoeo 2a3a 2 u HuxHul TMNPEAEST CUTHATINSALINN ons
pCO: Ha 3HayeHue mexQdy 3HadyeHuem pCO2 mecmoesozo 2a3a 1 U mecmogozo 2asa 2.

- lpumeHsirom mecmoseblil 2a3 1 u usmepsirom gpemsi 00 mex fop, roka rnokasaHusi
pCO2 He npuHussm HuxHut MNPELAE]T CUTHATIN3ALUNU u cpabambsisaHusi CUTHAJIOB
OrACHOCTW.

UsmepeHHbIU uHmepeas spemeHu He 0osmKeH rpesbiwame 15 c.

208.6.6.1.104* TEXHUHECKME TPEBOXHbLIE CUTYAUWMWN  oTobGpaxatowme
HepaboTocnocobHocTe ME U3AEJTNA

Coomeemcmeue nposepsitom credyruwum UCMbIMaHUEM:

CUIMHAJT OMACHOCTU atonn TEXHUYECKOW TPEBOXXHOW CUTYALWN gonxeH
OblTb OTOOpaxeH He no3gHee, 4em 4yeped 10 ¢ nocne OTCOoeAMHEHUS
MPEOBPASBOBATENA.

208.6.6.1.105 MMpuceoeHune npuoputeta TPEBOXHOW CUTYALIMN

CUIHAJTblI OMACHOCTU ®U3NONOTMYECKOWM TPEBOXHOW CUTYALIMWN, kak
ykasaHo B 208.6.6.1.101, gorxHbl uMeTs CPEJHWN MPUOPUTET.

208.6.8 CocTtosaHusa nHaktmsauum CUMMHAIIOB OMNMACHOCTHU

LornonHumensHbIU noonyHKm:

208.6.8.101* TEXHUNYECKWME TPEBOXHbLIE CUTYALINA

35



36

FOCT P M3K 60601-2-23—2020

WHaktneauns CUMHAINOB OINMACHOCTW (CUTHAJTM3AUUA NMPUOCTAHOBJIEHA
n CUTHAJIM3AUWA OTKIMHOYEHA):

a) suayanbHole CUMHAJITbBI  OMACHOCTW TEXHUMYECKOW TPEBOXHOW
CUTYALUWW, c nomoLLbto KOTOpbIX MAEHTUMUUMPYIOT ¢ pacctoaHuna 1 m ot ME U3OEJTNA
KOHkpeTHyto TPEBOXHYIO CUTYAUWNKO wn ee npuoputeT He [OMKHbI ObiTb
NHAKTMBUPOBAaHbI;

b) mMoryT 6bITb MHakTUBMpoBaHbI Bu3yansHble CUMHAJTbI ONACHOCTW, ykasaHHble
B 6.3.2.2 b) MOK 60601-1-8.

B cnyyae TEXHUYECKOW TPEBOXXHOW CUTYALIUU nio6oe(bie) namepeHHoe(bie)
3HayeHue(s) napameTtpa(oB) OOMKHO(bI) OblTb OTOOpPaXeHo(bl) TakuMm obpasom, YTObbI
AOCTOBEPHOCTb M3MepPEHHOro(biX) 3Ha4YeHus() Morna ObiTb onpedeneHa KaMHUYEeCKUM
OMNEPATOPOM.

MpumeuvaHue — Bo Bpems TEXHWYECKOM TPEBOXHOW  CUTYALIUU
dunsmonornyeckmin(ne) napametp(bl) Moxet(MoryT) He nposiButbcsa kak PUBNONOIMMYECKNE
TPEBOXHbBIE CUTYALMN.

Ecnn MNMPEOBPASOBATEJIb unu mogoynu HaMepeHHO OTKIYEHbl KITMHUYECKUM
OMNEPATOPOM, kak ykaszaHo W3FOTOBUTENEM, npun CBPOCE CUIHAJIM3ALNU
BO3MOXHO oOTknoveHme BuayanbHoro CUIMHANA  OMACHOCTU TEXHUYECKNX
TPEBOXXHbIX CUTYAUWWN. Takne BO3MOXHOCTU AOMKHbI BbiTb 3a40KyMEHTUPOBaHb! B
WMHCTPYKUUKU NO npuMeHeHuto [cMm. 201.7.9.2.101 q)].

Coomeemcmeue rposepsitom OCMOMPOM.

208.6.9* CBPOC CUITHAITU3ALIUUN

3ameHa:

Ona OIFNEPATOPA pomkHbl 6bITb NpeaycMoOTpeHbl CpeactBa, Mo3Bonstowme
aktusuposaTb CBPOC CUTHAITM3ALUMUN CUTHAJIOB OMNACHOCTW.

Mocne aktnsaumm CBPOCA CUTTHAJTN3AUNN:

a) 3sykoBble CUIMHAJIIbI OINMACHOCTU o®U3NONOIMMHYECKNX TPEBOXHbIX
CUTYALUMW  pomxHbl  npekpawartbcs, nossonss CUCTEME  CUTHANU3ALIMU
pearmpoBaTb Ha nocnegyowme TPEBOXHbLIE CUTYALINN;

b) BusyaneHble CUIMHAJIbI OMNACHOCTUN ®UKCUPOBAHHbBLIX TPEBOXHbIX
CUTYALIMN, koTopble Gonblue He CyLECTBYIOT [OMKHbl NPeKpaTuTbcs  (CM.
201.7.9.2.9.101 0) n 208.6.8.101);
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c) BudyanbHole  CUTMHAJIbI  OMNACHOCTW  pgns  nobblX  CYLLECTBYHOLLNX
TPEBOXHbIX CUTYAUMW pgomkHbl npogjomkatbcs [0 Tex Mop, Moka Takue
TPEBOXHbIE CUTYAUWW cywecTtBytoT;

d) cuctema curHanusauumn gomkHa 6bITb HEMEANEHHO BKMOYeHa, YTobbl OHa Morna
pearnpoBaTb Ha nocnegyowee TPEBOXHbIE CUTYALNW,

e) BusyanbHble CUMHAJIbBI  OMNMACHOCTWN TEXHUYECKUX  TPEBOXHbIX
CUTYAUMW He pormkHbl npekpawartbca Ao Tex nop, noka Ttakve TEXHWYECKUE
TPEBOX>XHbIE CUTYAUWW cywiecTBytoT.

Cpegctea ynpasnenms CBPOCOM CUTMHAJIM3ALUMNN fomkHbl BbiTb MapKUpoOBaHbI
cumeonom M3K 60417-5309 (2002-10) (cm. MOK 60601-1-8:2006, cumeon 2 Tabnuupsl C.1
n/unn TekctoBon ctpokon 5 Tabnuubl C.2).

Coomeemcmeue rposepsitom OCMOMPOM.

208.6.10* HE®PUKCUPOBAHHbIE ] PUKCUPOBAHHBIE CUIrHANbI
OMNACHOCTHU

HononHeHue K nepsomy absauy:

Ona ME U3OENWIA, couetatowmx PUKCUPOBAHHBLIE CUMHANBI OMACHOCTU u
HEPUKCUNPOBAHHBIE CUIMHAJIbI OMNACHOCTW, p[omkHbl ObiTb  NpegyCcMOTPEHb!
cpenctea, nossonstowme OTBETCTBEHHOWM OPIFAHU3ALMWN HactpouTts ME U3OENUE
Takum obpasom, 4tobbl nonyunts Bce PUKCUPOBAHHbBIE CUTHATTbI OTNTACHOCTW nnu
Bce HEPMKCUPOBAHHBLIE CUITHAJIIBI OMACHOCTWU ana ©OU3NOJTIOMMYECKUX
TPEBOXHbIX CUTYALMWN N 4ToBbl orpaHnmunTb AOCTYN K 3TOM KOHGUrypauum TOMbKO
ana OTBETCTBEHHOWM OPTAHUSALINA.

MpumevyaHne — 370 TpeboBaHme [o0GaBNAET BO3MOXHOCTb KOH(UIypupoBaHUS npwu
MCMONbL30BaHUN B OTAENEHUAX UHTeHCMBHOM Tepanuu, rae OTBETCTBEHHOW OPIAHU3ALIMA
HyxHbl PUKCUPOBAHHbLIE CUIHATBI ONMACHOCTW ans Bcex TPEBOXHbLIX CUTYALIIA.

Coomeemcmeue rnposepsitom hyHKUUOHaIbHbIMU UCbIMaHUsIMU.

HonornHeHue:

208.6.10.101* HEOMKCNPOBAHHbIE CUrHANDbI OMNACHOCTHU ans
TEXHUYECKNX TPEBOXHbIX CUTYALINA

HEOPUKCUNPOBAHHBLIE CUWIHAJIbI OIMNACHOCTW pomkHbl ObiTb  NMPUCBOEHbI
TEXHUYECKNM TPEBOXXHbIM CUTYALUAM.

208.6.11 PACNPEQOENEHHAA CUCTEMA CUTHANTN3ALIMA

208.6.11.2.2* Otka3 gnctaHumoHHon ceasu npu TPEBOXHbLIX CUTYAUUAX
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3ameHa rnepeyucneHus b):

b) pomkHa dopmmpoBateca TEXHUYECKAA TPEBOXHAA CUTYAUUA B ntobbix
nospexaeHHbIx Yactax PACMPEOENEHHOWM CUCTEMblI CUMHAJTUM3ALMWN, koTopble
moryT reHepupoBaTb CUMHAJIbI ONMACHOCTW.

HononHeHue:

Ecnn B 1O Bpewms, korga ME W3OEJIME Haxogutca B coctodaHun 3BYKOBAA
CUTHANMM3ALUNA OTKINKOYEHA, ME W3OEJIME obHapyxuBaet cbon cBA3N C
PACMPEOENEHHOWM CUCTEMOW CUTHANNSALNW, 3TO AOMKHO OTMEHUTbL COCTOSIHMUE
3BYKOBAA CUITHAJTIM3ALUNA OTKIMKOYEHA n pgomkHa HaumHatbcs TEXHUYECKAA
TPEBOXXHAA CUTYALUA.

HononHumernbHble nodnyHKMabI:

208.6.11.101* NnaktnBaums/aktnsauns CUMHAJIOB OIMNMACHOCTW Ha ypaneHHbIx
komnoHeHTax PACMPEOENEHHOWM CUCTEMbI CUTHANU3ALNNA

Ecnn cuutaetca ponyctumbim YIPABJIEHMEM PUCKOM npu npenycCMOTpeHHOM
npumeHeHnn, ME U3LOEJIME moxeT 6biTb cHabxeHo cpeactBamu gna OIMNEPATOPA,
no3sonsWUMN  aktmempoBatb W uHaktmemposate CUIMHAJIbI OIMNMACHOCTU ME
N3OENMA wnn mnamenats YCTAHOBKW TMPEOENOB CUMTHAJIMSALMN ¢ nomouybio
yOaneHHbIX KOMMNOHEHTOB PACNPEOENEHHOW CWCTEMBbI CUTHATIM3AUMN, a
WMEHHO:

- BO3MOXHOCTb I0B0ro MHaAKTMBUPOBAHHOIO COCTOSIHUSA, KOTOpble HacTpoeHbl B ME
N3OeENnN (CUrTHANM3ALUMNA TMPUOCTAHOBIIEHA, 3BYKOBAA CUITHAJIM3ALUA
MPUOCTAHOBIJIEHA, CUrHANN3ALNA OTKNMHOYEHA nnm 3BYKOBAA
CUTHANMM3AUMA OTKIMKOYEHA) n aktneauma gpyHkumm CBPOC CUTTHATTM3AUNN;

- MNpekKpalleHne NHaKTUBUPOBAHHOIO COCTOSIHUS.

ME WSOEJIME, npepoctaBnsawowee cpeactea AUCTAHUMOHHOM —akTMBauum u
nHaktneauum CUMHAJIOB OINMACHOCTW, gomkHO Takke npegocTtaBnATb cpeactBa ans
HaCTPOWMKK (paspeLLeHre unu 3anpeT) yaaneHHoMW akTuBauuu/uHakTuBauum st Kaxkgoro
COCTOSAAHUSA. NS Toro 4ToObl NpeaoTBpaTUTb n3meHeHne aton HacTporikn ONMEPATOPOM,
OencTBMe  TakMx  CPeacTs  OOMKHO  6biTb  orpaHudeHo  OTBETCTBEHHOW
OPIrAHU3ALMEMN (cm. 6.7 MAK 60601-1-8:2006).

Coomeemcmeue nposepsitom oCMOMmMpPOoM.

MpunoxeHus

MpuMeHsT NpUnoXeHus obLiero ctaHgapTa.
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MpunoxexHne AA

(cnpaBo4HoOe)

OO6OLme nonoxeHus U obocHoBaHue

PykoBoacTBO 1 060CHOBaHWe Ans oTAEeNbHbIX MYHKTOB

MoanyHkT 201.1.1 — O6nacTb NpUMeHeHus

OcHOBHOE nMpPMMEHEHME 3TMX YCTPOWCTB 3akio4vaeTcd B OTOOpaXeHun TpeHaoB
napumnanbHOro OaBfieHUsT KUCIopoda W YIiekMcnoro rasa, a He B obecnedeHnn abCcoOmOTHBLIX
N3MEPEHUN.

HacTtodwmn ctaHgapT MPUMEHSIIOT KO BCEM YCTPOWCTBAM, MCMONb3yeMbiM AJI1 KOHTPOIS
napuunanbHOro JaBfieHMs1 ra3a Ha NOBEPXHOCTU KOXW, He3aBMCUMO OT MeToda, WUCMOMb3yemoro
Ons NpoBedeHUst U3MEPEHWN, XOTS OCHOBHOW TUM MOHUTOPA, WCMNOSIb3YyEMOr0 Ha MOMEHT
HanMcaHust HacToslLLlero ctaHaapTta, BknodaeT B cebs kpenneHne [NPEOBPA3OBATENA c
HarpeBaTenem, NpuknagbiBaemMbiM K MOBEPXHOCTU KOXM.

OcHoBHbIMKM npobnemamu, KOTOpble CTUMYyNMpoBanu pas3paboTKy HacTosiwero crtaHgapTa,
Obl  BO3MOXHOCTb Tepmudeckon TpaBmbl [MTALMEHTOB ot TMPEOBPA3OBATEJIA wu
Heob6X0ANMOCTb TOYHOCTM U BOCMPOU3BOAUMOCTU U3MEPEHUI, BbINOMNHeHHbIXx ME W3OENUVEM.
M3BecTHO, 4YTO, HECMOTpPSI Ha KOMMeHTapun Bbllwe, 3To ME U3OEJIME nHoraa ocHoBbiBaeTcs Ha
obecnevyeHnn TOYHON UHOMKALMM OKCUreHaumm TKaHen.

TpeboBaHus, KacalLMecs KOHTPONS N N3MEPEHUSA 3IEKTPUYECKON MOLLHOCTMW, NogaBaeMou
Ha [MPEOBPA3OBATE/Ib, Obinn BkNOYEeHbl AN CBEOEHUS K MUHUMMYMY BEPOSITHOCTU
TepMUYeCKOM TpaBMbl. BbINo pelleHo, YTO HEBO3MOXHO NPeAoTBPaTUTL TEPMUYECKYIO TpaBMy Npu
nobbix obctoaTenbctBax y Bcex MNAUMEHTOB wu3-3a akcTpemManbHbIX U3MEHEHUN COCTOSIHUSA
KOXn 1 nepdysmm TKaHen, KOTopble HabniogalTca npu LWMPOKOM MpuMeHeHun 3aTtoro ME
N3OENUNA.

BkntoyeHne nepuHaTanbHOro MOHUTOPUHra B 06nacTb MPUMEHEHMST YYMTbIBAaeT MeToAbl,
KOTOpble ObliM  3KCNEepUMMEHTanbHbIMM B TO BpeMmsl, Korga HacTtoAawwmn ctaHgapT  Obin
nepBOHaYasnbHO HanNMcaH, HO KOTOPble MOTYT CTaTb NPUHATLIMWU METOAaMN MOHUTOPUHIA, NoKa OH
OCTaeTcs B cune.

MoanyHkT 201.5.8 — NMocnepaoBaTeNnbHOCTb UCTNILITAHUNA

MpoBoagss wucnbiTaHua 8.5.5 cHavana, 6Gonee no3gHuMe wucnbiTaHua TOKA YTEYKUA n
OV3NEKTPUYECKOM NPOYHOCTU HagexHo nokasbiatoT YXYALWEHWE B 3awWwuTHbIX CpeacTeax.

MoanyHkT 201.6.2 — 3awmTta OT NopaKeHUst ANEKTPUYECKMM TOKOM

Ccbinka Ha ME U3OENMMNE ¢ PABOYEN YACTBIO TUMA B wuckntoueHa, NMOCKOSbKY
PABOYAA YACTb pomkHa ObiTb M30nMpoBaHa OT 3eMiM BO M3bexaHue nosiBNeHus

HeXenaTtellbHbIX nyTe|7| 054 TOKa Ha 3eMJ10, KOTOPbl€ MOTYT Bbi3BaTb NMPOTEKaAHNE HYEPEI
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MALMEHTA onacHbix aBapuiHbIX TOKOB, €Cnv elle oaumH npudop, noacoeanHEHHbIN K
naumeHty, HeucnpaseH. OcobeHHOCTb npumeHeHna Hactoswero ME W3OEJINA
3aKkrn4yaeTca B TOM, YTO CYLLECTBYyeT BEPOATHOCTb OQHOBPEMEHHOIO NOACOEANHEHUS K
MALUMEHTY pgpyrmx anekTpoMeamuuMHCKMX YCTpoMCTB. [Ona 6GesonacHoOCTM nauueHTa
BaXkHO, 4ToObI 3T0 ME U3OEJIME numeno PABOYUNE YACTW Ttuna F.

MoanyHkT 201.7.9.2.101 e)

Monaporpadunyeckme NMPEOBPA3OBATENM (Tuna Knapka) vHorga MMeKT OYeHb TOHKUe
mMemMOpaHbl, KOTOpble He BbigepxmBaoT BY xupyprnyeckux npoueayp, MNpPOBOAUMbBIX Ha
MAUMEHTE B TO e Bpems. BY ToK, npoTekatowmnn vyepes NMALUMEHTA n NMPEOBPA3OBATE/Db,
MoxeT nepdopupoBatb MemOpaHy, 4To He BygeT odeBuaHo Ans knuHudeckoro OMNEPATOPA.
BnunsHne atom nepcdopaumm  onbrm  MOXET BeCcTM K ApaMaTU4ecKOMy CMeELLEHUIO
NMPEOBPA3OBATENNA.

MoanyHkT 201.7.9.2.101 h)

BaxHO 3HaTb pekomeHayembln cpok cnyxbbl mmetoweroca NPEOBPA3OBATENA, 4ToObI
obecrneuntb Hanmuume poctaTouHoro konmmyectsa NMPEOBPA3OBATEJIEM ans HenpepbiBHOMO
MCNONb30BaHWS MOHUTOPA.

MoanyHkT 201.7.9.2.101 i)

NMPEOBPA3OBATEJIN — yyBcTBUTENbHBIE KOMMNOHEHTHI ME WU3OEJINA n yacto 6biBatoT
noBpeXaeHbl MO MpuUYMHAM, KoTopble MHOrMM  knvHudeckum  OMNEPATOPAM  kaxyTtcs
HOPMAJNbHOW 3KCMNYATALUMEWN unu obenyxusanmem.

MoanyHkT 201.7.9.2.101 q)

CUMHAIbI TEXHUYECKWUX TPEBOXHbLIX CUTYALUWUW Takke yKasblBalOT, 4YTO Korga
NMPEOBPA3OBATEIWN, ceHcopbl, 30HObI WNXU MOOYMAW HAMEPEHHO OTKMHYEHbl KIUHUYECKNM
OMNEPATOPOM, notomy uto ME W3OEJIME He wMoOXeT pasnuyaTb npegHaMepeHHoe WU
HenpegHamMepeHHoe OTKIYeHne. B Tex cnyvasx, koraa ceHcop, 30HA4 MMM Moayfb HaMepeHHO
OTKMOYeHbl  knuHmdeckum  ONEPATOPOM, Tpebyetca cpedcTtBo, KOTOpoe  MO3BOMsET
OMNEPATOPY otkntodate BudyanbHble CUIMHAIBI atnx TEXHUYECKUX TPEBOXHbIX
CUTYALIN.

MoanyHkT 201.8.101 NMPEOBPAS3OBATEJIN 1 kabenu

BHe3anHO npunoXeHHas MexaHu4yeckasi Harpyska XOpoLWlO MOHATHAas KoHUenuusi B
MaLLUMHOCTPOEHUN; OMnpeaerieHo, YTO B WCMbITAHUM MMUTUPYIOT HaTSHKEHMS KOTOpbiM Kabenb
nogseprHetca npu HOPMAJIBHOW 3KCMITYATALUMW. CnegyeT OTMETWTb, YTO BHE3arHo
NPUNOXEHHasA Harpyska He ABNAETCS KMHETUYECKOW Harpy3Kom.

MpocTon cnocob NpUNoXeHUsa Harpyskn B ONUCAaHHOM KOHUYECKOM CEYEHUW COCTOUT B TOM,
4YTOObI NPUKPENUTL Yally BECOB Unn nogobHoe yCTPONCTBO K kabernto, BUcsALWweMy BepTUKarnbHO BO
BCEX CNny4asix, U W3MEHATb Yrosi, MNOA4 KOTOPbIM Harpy3ka npunoXeHa Mo OTHOLUEHWU K

NMPEOBPA3OBATEISKO (B npegenax OnucaHHOro ceyeHus), npwxumas cam
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NMPEOBPA3OBATESIb noag pasHbiMu yrmamu. Harpyska MoxeT ObiTb MpuUnoXxeHa wnu nytem
NOMeLLEHNA ee B Yally BECOB, WM NyTeM YCTaHOBKM YallM BECOB Ha MOBEPXHOCTU Tak, YTOObI
WHYpbl MpoBUCanNuW, TO €CTb NpUKNagbiBas HYMeBYK Harpysky, W Mocne 3Toro nogHumaTtb
NMPEOBPA3OBATEIb Tak, 4tobbl WHYpbl HaTAaArMBanucb, M Takum o6pa3oM npuknagbiBaTbh
Harpysky.

OnucaHHOe  KOHMYeCKoe  CevYeHMe  OrpaHU4eHO  MMOCKOCTbH,  COOTBETCTBYHOLLEWN
npegnonaraemon nnockoctn npunoxenus NMPEOBPA3OBATENA k MALMEHTY, Tak kak cuna,
npunoXxeHHas K kabeno 3a npegenamm 3TOM MNIOCKOCTW, Obina Obl ManoBeposiTHA npwu
HOPMAJNbHOW 3KCMNYATALMNW us-3a npucytctams MALIMEHTA.

201.11.1.2.2 PABOYME HYACTMW, He npeaHasHa4vyeHHble Ans nepegaydn tenna NMNAUNEHTY

OencteutensHas TemnepaTtypa KOHTAKTUPYHOLLEM MOBEPXHOCTU PABOYEN YACTU
He OorkHa npesbliwaTtb 45°C nnu abcontoTHoe MakcumanbHoe 3HavyeHne 46°C 6onblle Yem Ha
20 ¢ npn YCnosnMn EAMHNYHOIO HAPYLWEHWA (cm. 201.11.1.2.2.105) ana ymeHbLleHUs
BEPOSATHOCTM TEMMOBbLIX OXOroB. OTa TemnepaTypa npuknagbiBaeTcs K nNaumeHTy ¢ ObblYHbIM
NOAKOXHbBIM KPOBOTOKOM. [1pyM M3MEHEHUN NPOHMLLIAEMOCTM KOXMW, Koraa MOXeT Habnopgatbes
HeJoCTaTo4YHOe paccesHue Tenna, No COBETY Bpaya MOXHO pewnTb, cneayeT Ny UCnonb3oBathb
YCTPOMCTBO, HECMOTPS Ha MOBbILLEHHYO ONACHOCTb TEMN0BOro 0Xora.

MoanyHkt 201.11.1.2.2.106 WHaukauua OTKNOHeHMs Temnepatypsl B YCJIOBUU
EOVMHNYHOIO HAPYLLEHUA

Ona ymeHblweHna pucka Tepmudeckon Tpasmbl ME W3OEJIME pormkHO npedynpexaatb
OMNEPATOPA, ecnn  daktndeckas  Temnepatypa  npesbiwaetr  YCTAHOBJIEHHYHO
TEMMNEPATYPY 6onee 4yem Ha 0,6°C. [Honyck 0,6°C saBndetcs KOMMPOMUCCOM Mexay
nosblweHHbIM PYUCKOM Tepmunyeckon TpaBmbl 1 HEO6XOOUMOCTBLIO yYeTa JONYCKOB KOMMOHEHTOB
W TemnepaTypHbIX BbIOPOCOB, BbI3BAHHbIX BHELWHMM BO3MYLUEHMEM W COOTBETCTBYOLLEN
peakuuen perynatopa Temnepartypbl.

MognyHkt 201.11.6.5 lMpoHukaHme Bogbl wvnu TBepabix Yactuy B ME WM3OETMA n ME
CNCTEMBI.

ManorabaputHele ME W3OEJIMA wnn Hebonbwue yvacty ME WU3OEJINA moryt 6biTh
yctaHoBneHol Ha [V nontocax wnn wucnone3oBatbca psagom ¢ MAUMEHTOM. Takoe
ucnonb3oBaHne psggom ¢ MNAUMEHTOM noBblwaetr BepodATHOCTb Toro, uto ME WU3OEJTUE
crnyvanHo 6yaet 3abpbisraHo npu HOPMAJIbHOW SKCMITYATALIMW. Mocne cmaumsaHus npu
HOPMAINBHOW 3KCMNYATALUUN ME U3OEJIVE pomkHo npogomkats obecneyerne OBLLEN
BE3OMNACHOCTU n OCHOBHbIX ®YHKLUNOHAJIbHbLIX XAPAKTEPUCTUK n HabntogeHne 3a
coctosaHnem NMNALUMEHTA.

MPEOBPA3OBATEIb: CywectByeT BbiCOKasi BEPOATHOCTb pPachfieCKMBaHWA B YCNOBUAX
HOPMATBHOW 3KCMNYATALMWN. HencnpaBHOCTb HarpeBaTens nocne pacneckuBaHns MOXeT
npusect k ONMACHOW CUTYALMEN, noatomy NMPEOBPA3OBATEJIb pomkeH ObiTh 3awyuieH

NPOHUKaHUA XUOKOCTEN.
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MoanyHkt 201.11.8 T[lpepbiBaHue 3neKTpocHabxeHuss/MaTepuanbHO-TeXHUYECKOro
obecneyeHusa ana ME U3OENUNA

Mepe6ou B MUTAIOLWEN CETW MeHee yem Ha 30 C B OCHOBHOM BbI3BaHbl NEPEXoaoM Ha
aBapuWiiHbIi UCTOMHMK NuTaHuA. Takne nepeBon anekTpocHabxenus cumtaioT HOPMATBHOWN
OKCMNYATAUMEW, un, cnepoBaTenbHO, OHW HE [AOMKHbI MNPUBOAWUTL K BO3HUKHOBEHWIO
ONACHbIX CUTYALIUA ans NALUMEHTA. Mpu BoccTaHoBnerun nutanmns ME U3OENVE gomkHo
BO30OHOBUTL TOT Xe pexum paboTbl M BoccTaHOBUTL Bce HacTporiku OMEPATOPA u gaHHble
MALIMEHTA, koTopbie 6bInM A0 TOro MOMeHTa, koraa HanpskeHue MUTAIOWEN CETU 6bino
npepBaHo. [lpMMepamMu TUNUYHBIX COXPaHSAEMbIX [OaHHbIX, KOTOpble MOryT MOBMAUATbL Ha
6esonacHocte TMALUMEHTA, sasnawTtcs pexum pabotbl, YCTAHOBKN CUTHAITM3ALNA
(rpomKoCTb 3BYKOBOIO CUIHAJA OIMNACHOCTWH, MPEOEDI CUTHATTM3ALNN,
CUTHATTIMBAUMA OTKIMHOYEHA wn T.4.), TpeHabl OaHHbIX. B oTnvume oT 3Tux napameTpoB
MrHoBeHHble pO2 n pCO2 nnn otobpaxaemble dOpMbl CUrHana He nognagatoT nog onpeaeneHune
COXpaHseMbIX JaHHbIX.

ME W3OEJMME 6e3 BHYTPEHHEIO WMCTOYHWKA TMANTAHUA moxeT He nopaepxaTb
YCTAHOBJIEHHYIO TEMIMEPATYPY TMPEOBPA3OBATENA npu npepbisannn MUATAKOLLEN
CETU meHee uyem Ha 30 C. TexHM4ecKoe aBapuUMHOE COCTOSIHUE YBEOOMMSAET KIMHUYECKOro
OIMNEPATOPA o Tom, yto NMPEOBPA3OBATEJIb obecTo4eH.

MoanyHkT 201.11.8.101 b) — 3awwuTta ot pa3psiaa batapen

Pa3psikeHHasa 6aTapes MOXeT ObiTb CMOAENMPOBaHA C NMOMOLLbIO NTabopaTOPHOro MCTOYHUKA
NUTaHWSA, YCTAHOBIIEHHONO Ha HW3KOE BbIXOLHOE HanpsbkeHme C  nocnegoBaTeflbHbIM
COMpPOTUBIEHNEM, 4YTOObI MMUTUPOBATbL MOBLILWEHHOE BbIXOQHOE CONPOTUBNEHUE ©GaTtapew,
HOpMarbHOEe B 3TUX YCMOBMAX. 3HadeHWe nocrneaoBaTenibHOro COMPOTUMBIEHUSA OMNpeaensioT
3KCnepuMeHTankeHo.

MoanyHkT 201.12.1.101.1 HenuHenHOCTb 1 ructepesnc

JInHenHOCTb M rUcTepesnc U3MepeHusi, Kak NpaBuIio, OYeHb CIIOXHble 3aayn Ons Takoro
poga ME W3OENUA n MPEOBPA3OBATENEN. WUcnbitaTenbHble nabopatopun 3aBbllLaloT
CTOMMOCTb 3TUX CIIOXHbIX W AOPOrocTosWMX npouenyp, noatomy 6bina onucaHa OTHOCUMTENbHO
npocTtas npoueaypa.

PekomeHgoBaHbl MeTannudeckne Tpyoku. Ecnu goctynHo, MOXHO ucnonb3oBaTtb [1BX
TPpyOKM KOPOTKOM [OnvHbI HeBONbLOro AnameTpa, BbICOKOrO COMPOTUBMAEHUS AnddY3nn.
Mpepnaraemble pasmMepbl: BHYTPEHHUA AnameTp — 3 MM, HapyXHbld guametp — 5 MM, gnvHa —
20 cM. He uvcnonb3yloT CUnNmnkKoHOBYKO TpyOKy, KOTOpas mpoHuuaema angd rasa u kotopas byger
UMETb 3HaAYUTENbHOE BIIMUSHUE HA KOHLUEeHTpauuio rasa.

KoHueHTpauun rasosoro 6GannoHa 1 WMPOKO MUCNomnb3yeTcsi, HO Heobxoaumo o0b6paTuUTb
BHMUMaHWe Ha pJonyck. [Mpn 3TUX KOHUEHTpauuax rasa cpefHuve napuuanbHble [aBneHus
kucriopoga 90 mm pT. CT. n 45 MM pT. CT. gocTuratoTcs Ha BbicoTe 100 M Hag ypoBHEM MopSA 1 A0

yBnaxHeHusi. 310 B npefenax 10 % oT xenaembix 3Ha4YeHU.
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Mpn Tex xe ycrnoBusiXx MNOMy4valT cpefHMe napumanbHble OaBreHUs YrneKkUcnoro rasa
37,5MM pT.CT. 1 75 MM pT. CT., onATb Xe B npegenax okono 10 % ot Tpebyembix 3HAYEHWN.
PesynbTupyowme KOMOBUHMPOBaHHbIE [OMYCKU KOHLEHTpauun rasa Kak no codepXKaHuio
Kncnopoga (Tak u no cogepXxaHuo AByokucu yrnepoga) 6yayt coctaBnsitb 2,8 % No OTHOLLEHUIO K
KOMMOHEHTY Ans kucnopoda n 3 % Ans ABYOKMCHU yriepoaa.

Mpn OTKNOHEHUAX NapumanbHOro AaBfeHus, NpUBEAEeHHbIX Bbille, Ananas3oH Aornycka Ans
ME U3OENWNA coctaenset £3,8 % ansa pO2 n £5 % ansa pCO..

MapumnanbHble gaBneHus, NofyYeHHble 3TUMU MeTo4amMu, 3aBUCAT OT BbICOTbl HaZ YPOBHEM
MOPSI U CBsI3aHHbl C MOroAHbIMU U3MEHEHUsMK B cpegHem oT = 20 mm pT. cT. go 30 mMm pT. CT.
MoaTomy GapomeTpuyeckoe AaBreHue OOSMKHO M3MEPSTbLCA B abOCOMOTHbLIX 3HAYEHUSX, a HE B
3aBMCUMOCTU OT AaBMEHUSA Ha YPOBHE MOpSI.

pO2 Mn3MepsoT 4Ype3koXHO npu 43°C OTHOCUTENbHO YPOBHA AaTyMka W COOTBETCTBYET
aHanormyHoMy [AuanasoHy apTtepuanbHblix 3HadeHun npu 37°C. O6GpaTtute BHUMaHue, 41O
MakcumanbHoe 3HaveHne pO,, OObIMHO paspelleHHOe ANs feYeHWss HEeLOHOLIEHHbIX OeTen,
coctasnseT 90 mm pT. CT.

pCO2 n3MepstoT Ypes3KoXkHO B AuanasoHe oT 40 mm pT.cT. o 80 mm pT. cT. npu 43°C,
OTHOCUTENbHO YPOBHKO [aTyMka, W COOTBETCTBYET Auanas3oHy apTepuarnbHbiX 3Ha4YeHWn OT
30 mm pT. cT. Ao 60 mm pT. cT. npu 37°C.

[na nokasaHun 3a npegenamy OManasoOHOB, yKa3aHHbIX B TpeboBaHusax, GyaoyT yMecCTHbI
crnegyroLmne 3aMeyaHuns:

- Tpebyembli OuanasoH apTtepuanbHbiXx 3HadeHun pO, npu 37°C coctaBnsieT OT
20 Mm pT.cT. go 200 mm pT. cT., 4TtO cooTBeTcTBYeT 50 %-HOMY 3HA4YeHUI0 HacbIWeHUs
KMCNOPOAOM HOBOPOXAEHHbIX npn 22 mm pT. cT. Ao 30 % Bblwe 3HayeHus pO, B BO3adyxe Ha
YPOBHE MOpS Ansl pecnMpaTtopHo 06paboTkm KMCnopoaom.

- Tpebyembli Ouanas3oH 4Ype3KokHo wuamepeHHoro pCO. npu 43°C cocTtaBnser oOT
30MMpT.cT. go 110 MM PT.CT. Ha YpOBHe [aTyuka, COOTBETCTBYIOLLEM [JManasoHy
apTepuanbHbix 3HaveHun pCO, npu 37°C ot 20 mm pT. cT. 40 80 Mm pT. CT. DTO CBHA3AHO C
0ObIYHbIM MUHUMarnbHbIM 3HavyeHnem pCO, BO Bpemsi pecnMpaToOpHOro NeyYeHmst U C BbICOKMMU
3Ha4yeHuaAMKN, obHapyXeHHbIMM Yy MnageHueB OO cmepTu. Bapocnble ¢ 3aboneBaHWeM nerkux
MOryT MHOrga nokasblBaTb apTepuarnbHble 3HadeHust pCO, Gonbwe 4vem 100 mm pT. cT. Oes
aKyTOBbIX CUMMTOMOB.

MoanyHkT 201.12.1.101.2 Opend

HacToawwmin ctaHgapT He onpeaenseTt npegen gpenda, nockonbky 6onee BbICOKMI Apend
MOXeT ObITb KOMMEeHcMpoBaH ©oree 4acTon MOBTOPHOM kanubpoBkon [cMm. TpeboBaHue
201.7.9.2.101 k)] knnHnyeckum OMNEPATOPOM. Kpome Toro, daktuyeckui gpendd 3aBuCUT OT
MHOrMx akTtopoB, Takux kak Temnepatypa NPEOBPA3OBATEJIA, konuyecTBO 3nekTponuTa,
HaHeCeHHOro Ha MeMOpaHy, BpeMs C MOMEHTa nocregHero Mcnonb3oBaHus u T. 4. [Moatomy

HEBO3MOXHO onpenenntb npoctoe ucnbiTaHne AnA BCeX BO3MOXHbIX TEXHUYECKUX peanmaau,vlﬁ
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MPEOBPA3OBATENEN 1 membpaHHbix cuctem. TpeGosanue 201.7.9.2.101 k) B coyeTaHun ¢
nposepkon nabopatopmen mnu npoTokonom ucnbitaHmi in vivo M3FOTOBUTESIA saensetcs
AOCTaTOYHbIM.

MognyHkT 201.15.3.4.1 PYYHOE ME VU3OEJTME

XoTg HekoTopble cyuwlecTtsylowme B Hactoduwee spems NMPEOBPA3OBATEJSIN kncnopoga m
Yrnekncnoro rasa MoryT OblTb CNOCOGHbI paboTaTb NOCMe Takoro TMna UCMbITaHUS, OHO SBMSIETCA
Cepbe3HbIM UCMbITAHMEM AN TaKUX AENUKaTHbIX YCTPONCTB U He ABMseTCa pa3yMHbIM TpeboBaTb,
4YTOObl OHW OCTaBaNMCb (PYHKLMOHANbHLIMU BNOCNEACTBUN.

B cBA3n ¢ atum 6bINO peweHO B uHTepecax 6e3onacHocTn notpebosaTb, 4TObObI Mocne
ucnbiTaHma Ha nageHve [1PEOBPA3OBATEJIb He co3pgaBan HMKakoM TEMNfOBOW UMK
anektpuyeckon OMACHOWM CUTYALIMW, Ho uToBbl OH He 06s3aTenbHO (OYHKLIMOHMPOBAr
HOpMarnbHO.

B nepBoM wu3gaHuM HacTosWero craHgapTa ykasblBanacb MMAOTHOCTb APEBECUHBI,
npesbiwatoLias unu pasHaa 700 kr/m3. MNMonuTuka, KacawLwasaca CoXpaHeHUs NMUCTBEHHbIX nopoa,
caenana 9Ty NIOTHOCTb APEBECUHbl HEOOCTWKMMOW. [103TOMY B HacToAWEM M34aHUKM yKasaHa
6onee HM3Kasa NNOTHOCTb, KOTOPAsi NOSIHOCTBIO YAOBMETBOPSET UCTMbITAHWUIO.

MoanyHkT 202.6.1.1.2 a) Kabenb MALMEHTA

MPEOBPA3OBATEIIb 1 cBa3aHHbIV ¢ HUM Kabenb, Hapsay ¢ uensmn BHyTpn ME U3OENNA,
MOTyT BbICTYNaTb B KAYECTBE aHTEHH, N3MyYaloLLUMX NEKTPOMarHUTHbIE MOMEXM.

MoanyHkT 202.6.2 — MOMEXOYCTOUYMBOCTb

Ecnin ME U3LOEJIME He MOXeT BbINOMHUTL CBOK (PYHKUMIO YOOBNETBOPUTENBHO, NOTeps
nHcbopmaLmmn moxeT npusectn k ONACHOW CUTYALUW ans MALIMEHTA.

MoanyHkT 202.6.2.6.1 bb)

N3-3a 04YeHb ManbiX CUrHanoB BXOO4HOW yCUIMTENb HE MOXET pasnuyaTb CcurHan
NMPEOBPA3OBATENA n nngyumnpoBaHHbie pagnonoMexu.

MoanyHkT 208.6.1.2 — Mpuoputetr TPEBOXHbLIX CUTYALUN

lNepeceyeHne KOMOHKM «3amMenrieHHO» W CTPOKU «Jlerkme TpaBMbl UNM OUCKOMAOPT» B
Tabrmue 1 MOK 60601-1-8:2006 cogepxut 3HadeHne «HU3KUNA MPUOPUTET wnu HeT
CUTHAJTA OMACHOCTW». Bblbop cutyaumm «Het CUIMHAJIA OMNACHOCTW» moxeT 6biTb
noaxogawmm ans TPEBOXXHOW CUTYALIMM B Tex ycrnosusx, roe OMEPATOP HenpepbiBHO
Habnogaet 3a MALIMEHTOM npn HOPMATNBHOW SKCMNYATALIMN.

Ho Takown BbiGop He noaxoaut ana ME U3OEJINA, 3a koTopbiM OTCYTCTBYET HENpPepbIBHOE
HabrogeHne npu HOPMAJIbHOW 3KCMNMYATALWMW, Tak kak oTcytcTeme 3sykosoro CUMHAJIA
OMNACHOCTW daktuyeckn osHavaet, 4to CUCTEMA CUTHATIM3ALUUNU oTknioveHa ana Ttakux
TPEBOXHbIX CUTYALNW.

MognyHkT 208.6.3.3.1 — Xapaktepuctuku 3sykoBbix CUTHAJIOB OMNMACHOCTU

3sykoBor CUTHAIT ONMACHOCTW, koTopbii BO3HMKAET TONbKO OAMH pa3 (Mnv He BO3HMKaET,
B Tabrnmue 1 MAK 60601-1-8:2006) moxeT 6biTb nogxoaawmm ana TPEBOXXHOW CUTYALIMA
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HN3KOIoO MPUOPUTETA B Tex ycnosusix, korga knuHudeckmi OIMEPATOP HenpepbiBHO
Habnoaaet 3a MALIMEHTOM npn HOPMATNBHOW SKCMNYATALIMN.

Takon Bbibop He nogxoaut ana ME WSOEJINA, 3a KOTOpbIM OTCYTCTBYET HENpepbiBHOE
HabnogeHne npu HOPMAINBHOW 3KCMNYATALUMW, Tak Kak HEnoBTOPEHME 3BYKOBbIX
CUIT'HAJTIOB OIMIACHOCTW o3Havaetr, uto TPEBOXXHAA CUTYALINA ckopee Bcero He
pacnosHaHa.

Moanynkt 208.6.3.3.2.101 - T[pomkocTtb 3BykoBbix CUIMHAJIOB OIMNACHOCTW,
yMeHbLUaemas 4o Hyns

OcCHOBHOM MHAOMKATOP OMAaCHOCTW, KOTopbiM npuBnekaetr BHumaHue OFEPATOPA, -
s3gykoBon CUIMHAJT OMACHOCTW ocobenHo ans ME WSOEJNA, TNMPEOYCMOTPEHHOE
NMPUMEHEHUWE/MPEOYCMOTPEHHOE HA3HAYEHWE kotoporo Bknioyaet HabniwogeHue 3a
NMAUMEHTAMU  npu  HenoctosiHHbIM — npucytctBun  OMNEPATOPA.  TunuyHbiMKM  MecTamu
HenocTosHHoro npucytcteua OMNEPATOPA asnsatoTca otaeneHns nHteHcusHon Ttepanum (OUT).
Kak npasuno, OIEPATOP cnegut 3a HeckonbkuMu nauueHtamn. [losTomy oTcyTCcTBYeT
BO3MOXHOCTb HabnoaaTb 3a BCEMY MOHUTOPaMU NauUeHTOB OOHOBPEMEHHO, YTOObI BbiThb B Kypce
Bcex BusyasnbHblx CUTHAJIOB OINMACHOCTMW, koTopble He cBsa3aHbl co 3BykoBbiMu CUTHATTAMU
OMACHOCTW. B Takmx obCcTosiTENbCTBAaX YMeHblleHue rpomkocTn 3BykoBbix CUITHAJIOB
ONMACHOCTU po Hynsa osHadvaet, uto CUCTEMA CUTHANU3ALIMN BxoguT B coOCTOSHME
3BYKOBAA CUTHATTM3AUNA OTKITKOYEHA, koTopoe gomkHO 6bITb 0603HauYeHO.

B Takmx ycnoBusX peKOMEHOYIT OrpaHnyMBaTbh PEryriMpoBKYy TFPOMKOCTM  3BYKOBbIX
CUIHAJTIOB ONMACHOCTWU MnHMMyMOM 3BYKOBOTO AaBreHus.

B PACMPEJENEHHOM CUCTEME CWIHANM3ALIMWN, raoe yoaneHHble KOMMOHEHTbI
PACMPEOENEHHOW CUCTEMbl CUIrHANMU3ALUMW nopgaot CUMHANBI  OMACHOCTW,
rpomkocTb 3BykoBbix CUTHAJIOB ONMACHOCTW moxeT 6biTb YMeHblUueHa o Hynsa (6e3 3Byka) B
3aBMCUMOCTU OT Ucnonb3yemon mogenu (cM. BTopon ab3auy o6ocHoBaHna 208.6.11.101).

MognyHukt 208.6.4.2 - 3agepkkn B3aMMOLEWCTBMA B 00OMX HaMpaBfeHWsax B
PACMPEOENEHHOW CUCTEME CUTHANU3ALINW

ME U3OEJIME onosewaeT, co3gasas CUMHAJT ONMACHOCTW B otBeT Ha TPEBOXHYHO
CUTYAUUNIO, kotopas o6HapyxeHa. Ecnu panHHoe ME W3OEJIME gaBnseTtca 4yacTblo
PACMPELENEHHON CWCTEMblI CUMHANU3ALWMKW, PACMNPEOENEHHAA CWUCTEMA
CUrHANMU3AUMN moxeT onosewats CUTHANAMU OMACHOCTU o Takon TPEBOXXHOW
CUTYALUMUMN c nomowblo yaaneHHbIX KOMMOHEHTOB PACNPEOENEHHOW CWUCTEMBI
CUrHANMU3ALUMW. [na pacnpocTpaHeHus uHdopmaumn o TPEBOXXHOW CUTYALUW ko Bcem
komnoHeHTam PACMPEOENEHHOM CUCTEMblI CUTHANM3ALIMMA Heobxoanmo HekoTopoe
BpeMs. BOo MHOrmx cnydasix 310 BpeMsi O4YeHb Mand, OAHaKO KOHKPETHble XapaKTepUCTUKK
PACMNPEOENEHHOWN CUCTEMbl CUTHANMU3ALMW  moryT  3HauuTenbHO  3agepxatb
BocnpoussegeHne CUTHANIOB OMNACHOCTW yganeHHbIMM komnoHeHTamn PACMPEOENTEHHON
CUCTEMbI CUTHATTN3ALMA.
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Mcnonb3oBaHne mogenen B OUT moxeT notpebosatb, 4ToObl yaaneHHoe obopygoBaHue
paboTano Kak nepBu4HOE curHanbHoe obopyaoBaHue (Hanpumep, Npu BO3HWUKHOBEHUW TPEBOTU
ME WBOENWE HacTpoeHo Takmm obpasom, 4To rpomkocTb 3BykoBoro CUMTHAJIA OMACHOCTU
CHMXEeHa [0 Hyns, T.e. 3BYK OTCyTCTBYeT). B Takmx ycnoBusx npumeHeHus obuiee Bpemsi
3a0epXKN yaaneHHbIX KOMMOHEHTOB PACI'IPE,EI,EJ'IEHHOI?I CUCTEMbI CUTHANMM3ALUMN po
nogayun CUMTHAJIOB OMNACHOCTWM gomkHo ObiTb OrpaHMYeHo 3Ha4YeHUsIMU, KOTOpble NMO3BONSIOT
Bpady pearmpoBatb Ha OPU3NOJIOTUHECKME TPEBOXHbLIE CUTYAUUWN (Hanpumep,
OCTaHOBKa cepaua, hnbpnnnaums xxenyaoykoB, BbICOKOE CUCTONMYECKOe AaBneHne U T. 4.).

Heponyctumoe Bpems 3agepxkn CUTHANIOB OMACHOCTW B PACMPEOENEHHOWN
CUCTEME CUITHANMMN3ALMN moxeT 3agepkaTb INedyeHMe naumeHToB. HacTtoaTenbHo
pekomeHaytoT, 4tobbl MEHEDKMEHT PUCKA 6bin HanpaBneH Ha onpegeneHve agekBaTHOW
BENUYMHBbI, «He npeBbiwatoweny Bpema 3agepxkkn CUMHANOB OMNACHOCTW Ha ymaneHHbIxX
komnoHeHTax PACMNPEOENEHHOW CUCTEMbI CUTHANU3ALINN.

MoanyHkT 208.6.6.1.101 Perynuposka NMPEOENTOB CUTHAJTTMSALUW onsa pO2 n pCO:;

KucnopogHasa Tepanusi MMeeT pelualrollee 3HavyeHue AN BbbDKMBAHWS MHOMUX OeTen C
pecnupaTopHbiMn  3aboneBaHvsMu. B oTgeneHun peaHuUmMauMnM  HOBOPOXOEHHbIX, Korga
KMCNOpOAHas Tepanus UCnosib3yeTcsa OTAENbHO UNKW B JOMOSHEHME K NOAAEPXKMBAIOLLEN Tepanuu,
€CTb PUCK ObICTPOro M3MEHEeHUs napumanbHOro AaBrfieHUa naumeHTa, Tpebys HemeaneHHoro
oTBeTa OT Bpaya. [logaya kucrnopoga moxeT coctaBnatb 4o 100 % kucnopoga. Ons Toro 4To6bI
CUrHanM3auunio Ha KpUTUYECKUX YPOBHAX MapumarnbHOro AaBreHust KUCNOopoAa, BEpXHUM npegen
curHana Tpesoru caTtypaumm pO, 6bin yBenuMYeH Ans Toro 4Tobbl NOKPbLITh 3TU YPOBHU AABMEHMS.

MoanyHkt 208.6.6.1.104 TEXHUYECKME TPEBOXXHbBIE CUTYAUWUWN oTobpaxatowme
HepaboTocnocobHocTs ME N3LOEJTNA

Nuankauma HepaboTtocnocobHoro ME U3SOEJIMA pgomkHa 6bITh NpegycMoTpeHa Ha gucnnee
unn psagom ¢ HUM. OHa MoxXeT ObITb NpekpalleHa 6e3 Buaumoro cneaa.

MopnyHkT 208.6.8.101 - TEXHUYECKUNE TPEBO>XHbLIE CUTYALIA

MHaktmBauma  curHanmsaumm B coctosiHuax  CUTHAJIMBAUMA  OTKIMHOYEHA w
CUTHAITIM3AUMA TMPUOCTAHOBIIEHA nopgoepxmBaeT  yHKUMOHANbHbIE  BO3MOXHOCTH,
KOTOpble SBMAIOTCA CylecTBeHHbIMU Ans obopyaosBaHus moHutopuHra MALMEHTA: B obounx
COCTOSIHUAX  MHaKTMBaLuK (CUTHANUSALUMA  OTKJTKOYEHA CUTHANTN3ALNA
MPNOCTAHOBIJIEHA) pna pa6otel MPUBOPA [ONA YPE3KOXHOIMO MOHUTOPUHIA
MAPUMNANBHOIO OABJIEHUWA Heobxogmmo, 4to6bl BusyanbHble CUTMHAJIBI OMACHOCTU
TEXHUYECKMX TPEBOXXHbIX CUTYALIMN otoBpaxanucsk. Liens atvx BusyansbHeix CUTHAIOB
OMNMACHOCTU - wuHdopmmpoBaHme OIFMEPATOPA paxe npuv MHakTMBaAUUW  COCTOSIHUM
CUrHANIM3ALUNA OTKINMKOYEHA n CUTHAITM3AUMA NMPUOCTAHOBIJIIEHA o Tom, 4to ME
W3OENMUE (unn uyacte ME W3OENNA) He pabBotaeT us-sa TEXHUUYECKOW TPEBOXXHOW
CUTYAUUW, «kak, Hanpumep, «[NPEOBPA3OBATEJIb oTcoeauHeH», KoTopas npepbiBaeT
MoHuTopuHr QK MALUUVEHTA.



FOCT P M3K 60601-2-23—2020

TEXHUNYECKAA TPEBOXXHAA CUTYALINA MoxeT BAMATbL Ha LOCTOBEPHOCTb M3MEPEHHOIO
3HayveHus. Tak, Hanpumep, TEXHUYECKAA TPEBOXHAA CUTYAUNA «NMPEOBPA3OBATESb
OTCOedMHEH» OKa3blBaeT BNusiHMe Ha 3HaveHnsa pO. n pCO2 Npu UX BbIYUCIEHUM U OTOBPaXKEHUN.
lMpogomxeHne MHOUKaUMKM pacCYuUTaHHbIX paHee 3HadeHurn pOz n pCO2 MOXeT NpPUBOAUTL K
HenpasuinbHoMy TonkoBaHuMio OMNMEPATOPOM, Tak Kak 3TW 3Ha4YeHUs HEKOPPEKTHbl BO BPEMS
TEXHUYECKOW TPEBOXXHOW CUTYALIMW. CooTBeTCTBYIOWMMM CPEAcTBamMM MHAMKALMA TOrO,
4YTO MHANUMPYIOTCA HeBepHble 3HaveHus pO2 n pCO,, MOryT ObITb MHOMKAUMS MYCTbIX 3HAYEHUN
pO2 1 pCO; MM HEKOTOPOro CMMBOSIA B TOM MecCTe, rae otobpaxanuch 3HadeHnsa pOz un pCO,.

B gpyrux crniyyasx BnusHME MOXET CKasblBaTbCA Ha MOrpeLuHOCTU U3MEPEHHbIX 3HaYeHUN
UnNn um3mMepeHne MoxeT ObiTb HegocToBepHbiM. B Takmx cnydasx OIMEPATOP pomkeH ObiTb
NPOMHOPMUPOBAH O TOM, YTO OTOOpaxaemMas B HaCTOSLMA MOMEHT Ha Aucrnee BenuyMHa
MoOXeT OblTb comHuTenbHon. OTobpaxaemoe 3HavyeHWe [JOMKHO OblTb  0B03HaYeHOo
COOTBETCTBYHOLLUMM 06pa3om.

MNoanyHkT 208.6.9 - CBPOC CUI'HAITU3ALUU

OMNEPATOP npn CBEPOCE CUMHAJIM3AUUWN akTtmBuampyeT cnegyolime LOEWCTBUS: BO-
nepeblXx, ocTaHasnueaet 3BykoBon CUIHAIT OMNACHOCTW; BO-BTOpbIX, OCTaHaBnuBaeT
BuayansHole ®UKCUPOBAHHBLIE CUIMHAJNBI OMACHOCTW TPEBOXHbIX CUTYALUW,
KOTOpbIX BonbLue He CYyLeCTBYET; B-TPETbUX, NpekpawlaeT BnmsHMe Ha BuayanbHble CUTHATDI
OMNACHOCTU pana TPEBOXHbLIX CUTYALIMIA, koTopble NpoOonXaloT CyliecTBoBaTh (3Ty
curHanbsl npogosrkatTca oo Tex nop, noka TPEBOXXHbLIE CUTYAUWMW He npekpaTdartcs); B-
yeTBepTbix, nosponser CUCTEME CUITHAJIIM3ALUMNN HemeoneHHo pearnpoBaTb Ha
nocnegyowmne TPEBOXHBIE CUTYAUUWN. Yetseptoe pewncteue nossonsetr CUCTEME
CUTHATTM3AUNW HemeaneHHo otnnumntb oyHKumo CEPOCA CUTHAJTM3ALUNW oT nHaktnBaumm
coctosHun  CUTHAJTIM3ALUMNA  TIPUOCTAHOBIJIEHA, 3BYKOBAA  CUTHAJITM3AUNA
NMPNOCTAHOBIJIEHA, CUTHAJITIM3AUUNA OTKITKOMEHA wn 3BYKOBAA CUTHAJTTM3ALNA
OTKIMKOYEHA.

B otnuume ot wuHaktmBaumm coctoaHun  CUTHAJIMBAUMA TPUOCTAHOBIIEHA,
3BYKOBAA CUTHANTNM3AUNA TIPUOCTAHOBJIEHA, CUMHAIM3AUMA OTKINKOYEHA n
3BYKOBAA CUMHAJTTMSALMNA OTKITKOYEHA, koTopble BPEMEHHO UITM OKOHYATENbHO OTKMAYAoT
CNCTEMY CUITHANU3AUMKN ME WBOENWUA, dyHkumsa (gencteue OMNEPATOPA) CBPOCA
CUTHAJTMBAUMN coxpaHser CUCTEMY CUTHAJIM3ALMKA BO BKMAKOYEHHOM COCTOSIHUKM, HO
npumMeHseT yHKUUK, yKkasaHHble B noanyHkTe 208.6.9, nepeuncneHuns ot a) oo e). Ata pyHKuuna
octaHaBnueaeT 3BykoBble CUIHAJIbI OMNACHOCTW, perynupyet BusyanoHble CUIHAJIbI
OMNMACHOCTU B 3aBucMmocTM OT cyuwlecTBylowmx unm npekpatmewmnxcs TPEBOXXHbIX
CUTYALWMW u, kak ykasaHo Bbiwe, coxpaHsieT CUCTEMY CUMHANNSALMN Bo BKOYEHHOM
coctosiHun. B pesynbtate CUCTEMA CUTHAJIMSALMNUN moxeT HemenneHHO pearnmpoBaTtb Ha
nocnegywowyio TPEBOXHYIO CUTYAUUIO 6e3 Tpebyowen [ONOMHUTENbHBIX LENCTBUN
OMNEPATOPA aktmeauum CUCTEMbI CUTHAJIMUSALUMN. 310 Takke o0OBACHAET, novemy
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coctosiHne 3BYKOBAA CUTHANMU3AUMA TMPUOCTAHOBIJIEHA He saBnsieTcss nogobaroinm
COCTOSIHMEM, TaK KaKk OHO He MO3BONisieT COOTBETCTBYIOLWMM 06pa3oM ynpaBnATb BbINOMHEHWEM
aTux yHkumn CBPOCA CUTTHAJTTMSALUN.

C nomowbto pyHkuun CBEPOCA CUTHATTM3AUNN OMNEPATOP eanHOXabl noaTeBepoaeT
aktmBHoe coctosiHne CUCTEMbI CUTHANMU3ALMN n He gomkeH ©ecrnokouTbCs O BKITHOYEHUMU
CNCTEMbI CUTHANM3ALUUMN BHoBbL, notomy yto CUCTEMA CUTHAJIM3ALUWMU ocTtaeTca BO
BKIO4EHHOM cocToaHun. Kak pesynbtaT, dyHkuna CBPOCA CUTMHAJIMSAUWMWN wmckniovaeT
Bo3MoxHocTb anst ONEPATOPA 3a6biTe aktusmposate CUCTEMY CUTHANUSALIMA BHoBb. B
ycnosusx ucnonb3oBanus, korga NAUMEHTDBI He Haxopsatcss nog MOCTOsIHHbIM HabnogeHnem
knuHudeckoro ONMEPATOPA, Hanpumep B OTAENEHUAX WHTEHCUBHOW Tepanuu, ata yHKUMS
ABNSAETCs BaXHbIM TpeboBaHneMm anga 6esonacHocTn NMALMEHTOB.

NopnyHkr 208.6.10 - HE®UKCUPOBAHHbLIE u ®UKCUPOBAHHbLIE CWUIHAIbI
OMNMACHOCTH

Pasnuuator mMogenu npumeHennss ME W3OENUA: 1) npy NOCTOSAHHOM NpUCYTCTBUM
OlNEPATOPA (Hanpumep, B onepaumoHHbIX) 1 2) npu HenoctosiHHoM npucyTtcteum ONMEPATOPA
(Hanpumep, B OUT). B ycnosusax OUT nnn oTaeneHnsax CKOpow NMOMOLUM, rOe HEeT MOCTOSIHHOro
HabnmogeHna 3a [MAUMEHTAMW, OlNMNEPATOP, kak npaBwuno, Crneaut 3a HECKOSIbKUMMU
MALUMEHTAMW.

OMNEPATOPBbI, koTopble yxaxumatoT 3a Heckonbkumu NMALUVEHTAMW, He moryT Habnogatb
Bcex [MAUMEHTOB ogHoBpemeHHo. OIEPATOPbLI He w™oryt nerko uaeHTuduumpoBaTb
kpaTtkocpouHble TPEBOXHbLIE CUTYAUUMU ME W3OENUA, «koTopble conpoBOXaaloTCs
HEPNKCUPOBAHHBLIMW CUTHAJTTAMW OMNACHOCTW wnn cmecbto HEOUKCUPOBAHHBLIX n
PUKCUPOBAHHBIX CUIMHAJIOB OIMACHOCTW. 3Ta HecnocobHOCTb BbIBUTL U BLICTPO
pearmpoBatb Ha BaxHble kopoTkne TPEBOXHbLIE CUTYALUUWN (Hanpumep, KOpOTKue
Taxukapaun) cosgaet OMNMACHbIE CUTYALUUW gna NMALUMEHTOB.

CooTBeTcTBYIOLLAA HacTpowvika ME  W3OEJINA Ha  opMuMpoBaHMe  TOSMbKO
PNKCNPOBAHHbBIX CUITHAJIOB OIMACHOCTW 3actaBnder OINEPATOPOB oTtBeyaTb Ha
kaxgyto TPEBOXHYHKO CUTYALMKO. XoTs 3T0 KOHLEeNnTyanbHO XopoLlas naes, Yactble NoXHble
TPEBOXHbBIE CUTYAUWWN wu3-za aptedaktoB unu HenpaswunbHon yctaHosku [MPEOEJIOB
CUTHATNTN3ALMI cospatoT owwyTumyto agMUHUCTpaTuBHY0 Harpysky Ha ONEPATOPA.

PUNKCNPOBAHHbBLIE CUIHAINBI OMACHOCTWU wmoryT 6biTb npeanoyTuTenbHbIMU  NpU
PACMPEOENEHHOW CWUCTEME CWIHANMU3ALUWW, roe ypaneHHoe obopyaosaHne ME
CUCTEMbl He wumeet noctosiHHoro npucytcteus OFMEPATOPOB. HE®UKCUPOBAHHBLIE
CUrHAIBbI ONMACHOCTW moryT 6bITb NpeanodTuTenbHbiMKU B ycnosusix, korga ME U3OEJIME
NocTosIHHO HaxoauTcs noA HabnoaeHnem OMEPATOPA.

Mognyukt 208.6.10.101 - HE®PUKCUPOBAHHBIE CWIHAIBI OINACHOCTWU pns
TEXHUYECKMX TPEBOXXHbIX CUTYALNW

TEXHUYECKAA TPEBOXHAA CUTYAUUA ykasbiBaeT Ha TO, 4YTO puU3MOnNornyeckue
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U3MEepEHNs He BbINOMHEHbI UMW NpepBaHbl MO TEXHUYECKUM MNpuyYnHaM. Takme TexHu4eckue
npepbiBaHMs  u3MepeHurn  MoryT  6biTb  BbI3BaHbl  HeNpeAHaMepeHHbIM  OTKMYEeHUeM
NMPEOBPA3OBATENA wnn patyuka. Hanpumep, TEXHUYECKAA TPEBOXHAA CUTYALUWA,
nokasbiBatowlas, 4to NMPEOBPA3OBATESb oTkntoyeH, o3HavaeT, 4to 3HadeHuna pO; n pCO; He
N3MEpPSTCA N He oToOpaxarTcs. ATO 03Ha4YaeT, YTo 3HaveHust pO2 n pCO;2 He KOHTpoNMpyeTcs
W, KaKk cnegcteme, noteHumanbHble TPEBOXXHBIE CUTYAUMWM moryT He ObiTb 0GO3HAYEHbI.
TpebosaHne HEPUKCUPOBAHHbLIX CUITHAIIOB OIMNACHOCTW pgna TEXHUYECKKX
TPEBOXHbIX CUTYALNW o3HavaeT, uto CUTHATBLI ONMACHOCTW otobpaxatoTcst Tak 4OMro,
noka TPEBOXHAA CUTYAUUA npucytctByeT, n npekpawatoTca 6e3 BmewwaTenncrea
OMNEPATOPA, «korpa TEXHUMECKAA TPEBOXHAA CUTYAUUNA wmcnpaeBneHa wvnn
NMPEOBPA3OBATEIb nogknto4eH.

MoanyHkT 208.6.11.2.2 OTka3 guctaHumoHHou ceasu npu TPEBOXXKHBIX CUTYAUUAX

ME W3OENME «kak wuvactb PACMPEOENEHHOM CUCTEMbl CUTHANMU3ALMA
npegHasHavyeHo Onsi obecnedeHus GecnepebonHOM cuUrHanuM3auum B YCMNOBUSAX OTCYTCTBUSA
NocTosiIHHOro HabnwoaeHusa. Mo aton npuumHe ME WU3OEJIME, koTopoe nonagaeT B obnacTb
NPMMEHEHUSA HACTOALWEro cTtaHgapTa, OOMKHO OblTb CKOHCTPYMPOBAHO TakumM ob6pa3om, 4ToObl
oGHapyxuBaTtb cbon pabotbl cBA3n u  obosHavaTtb CUIMHAIIbI  OIMACHOCTU npum
cootBetcTBytOWnXx TEXHUHYECKUX TPEBOXHbIX CUTYAUWMAX. MapkupoBka Ttakoro ME
N3OENWA ¢ npeaynpexageHnem O TOM, 4YTO He crnedyeT nonaratbca Ha nonyyvyeHne CUMHAJIOB
OMNACHOCTW, He nogxoouT ana cHwkeHusi PUCKA, koTopomMy nogBeprawTcs KpUTUYecKue
MALUMEHTHDI.

MepecmoTpeHHble TpeboBaHua 208.6.11.2.2 b) npumenumbl Tonbko ans ME WU3OENNA,
KoTopoe nonagaeTt B 06nacTb NPMMEHEHUS HAcTosILLEro cTaHgapTta. To e camoe NPUMEHUMO KO
BCEMY  COAEpXaHuMK  HacToswero  craHgapta. [pyrme  KOMMOHEHTbl WM 4acTu
PACMNPEOENEHHOWN CUCTEMbl CUITHANU3ALWMW, Takne Kak nopTaTuMBHbIE YCTPOWCTBA,
CUCTEMbl Bbi30Ba (MEMDKEpPbl) UM daxe COTOBble TenedoHbl, He nognagalT noa AencTeve
HacTosLWEero cTaHaapTa; Ans AaHHbIX yCcTponcTs npumeHnm M3IK 60601-1-8.

MopnyHkr 208.6.11.101 WHaktuBaumus/aktmaums CUITHANIOB OIMNACHOCTWA Ha
yOaneHHbIX KOMNOHEHTax PACNPEOENEHHOM CUCTEMbI CUT'HAJTM3ALMN

PACMNPEOENEHHAA CUCTEMA CUTHANTM3AUNWN nybnupyetr CUTHAJT ONACHOCTW Ha
yOaneHHbIX KOMMOHEeHTax PACNPEOENEHHOM CWCTEMbI CUTHATIM3ALUMN, Takmx kak
LeHTpanbHas cTaHuusa. B 3aBucMMOCTM OT Moaenu nNpUMEHEHMS,, B KOTOPOW YyAarneHHble
komnoHeHTsl PACMNPEOENEHHOW CUCTEMbI CUMHAN3ALMN akTMBHO MCMONb3yTCsA Kak
yactb PACMPEOENEHHOW CWCTEMbI CUTHAN3ALIW, umMeeT CMbICR aKkTVBMPOBaTb
(Mpekpawatb mHakTuBauuio) coctosHue CUMTHATTIM3AUUA TMPUOCTAHOBIIEHA, 3BYKOBAA
CUrHANTIM3AUNA TPUNOCTAHOBJIEHA, CUTHANMMU3AUMA OTKIMKOYEHA wnu 3BYKOBAA
CUTHAITIM3ALUNA OTKITKOYEHA (B 3aBucuMOCTU OT KOHcpurypaumm) un aktmsmposate CBEPOC
CUTHATTIN3ALNN Ha  yganeHHblX  KomnoHeHTax  PACMPEJENEHHOM  CUCTEMbI
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CUTHAJTMBAUMWN. Kak ykasaHO paHee, Takme BO3MOXHOCTU LUCTAHLMOHHOIO YNpaBreHus
3aBUCAT OT MOAEeNn NPUMEHEHUSA B KOHKPETHbIX YCMOBUAX UCMOMb3oBaHUA, Takux kak OUT. Mo
aton npudynHe Tonbko OTBETCTBEHHAA OPrAHU3AUUMA pomkHa wumeTb Joctyn K
COOTBETCTBYIOLEMY KOHurypuposaHuio. KoHdurypaums, kotopas nmeet yHKUMIO yaoaneHHOn
akTMBauunm U npekpaweHuns rnobanbHoro coctosiHus  uHaktuBaumm  (CUTHAJTU3ALNA
NMPUOCTAHOBIJIEHA, 3BYKOBAA CUTHAJIM3AUUA TTPNUNOCTAHOBJIEHA, CUTHAITU3ALNA
OTKNMKOYEHA wnn 3BYKOBAA CUTHAJIM3AUUNA OTKIKOYEHA) n ypaneHHon aktuBauumu
CBPOCA CUIHAJIMBALUMW, pomkHa ObiTb 3awmuieHa. «3alULLEeHHOCTbY O03Ha4vaeT, 4To
ONEPATOP ME WU3OENNSA He pomkeH umeTs goctyna npu HOPMAJIbHOW SKCMNYATALIAMN
BbIOOPY BO3MOXHOCTM aKTMBMPOBaTb M MNpekpaTuTb rnobanbHyld WHAKTUBALMIO COCTOSIHWUIA
(CUTHANN3AUMA TPNOCTAHOBJIEHA, 3BYKOBAA CUTHAITU3ALNA MPUOCTAHOBIIEHA,
CUrHAIIM3AUNA  OTKIMKOYEHA wnun  3BYKOBAA CUTHAJIIM3AUMA OTKITKOYEHA) un
AUCTaHUMOHHON akTmBaumm CBPOCA CUTHANMM3ALIMU Ha komnoHeHTsl PACMPEOENEHHOW
CUCTEMbI CUTHAIN3ALMWN. MexaHm3ambl agekBaTHOWM — 3awuTbl  onucaHbl B 6.7
M3K 60601-1-8:2006.
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MpunoxeHne BB

(cnpaBo4HoOe)

Ouarpammbl curHanusaumm no nyHkty 208 MK 60601-1-8:2006

Crniegyowme gmarpaMmmbl UNTKOCTPUPYIOT 3BYyKOBbIE 1 BM3yanbHble CUTTHATIBI ONMACHOCTN
ana  ®MKCUMPOBAHHbLIX wunun HE®PUKCUPOBAHHbLIX CUITHAIIOB OINACHOCTWU, kak
onpegeneHo B 6.10 MOK 60601-1-8:2006 n 208.6.9 HacTosdwero craHgapTa.

TPEBOXHAS H —|
CUTYALINA |

OMNACHOCTU

3eykogoii CUTHAN H —| I

BuayanbHblit H

CUrHATN I
OMACHOCTH L

CBPOC H —I

CUMHANUSALIK L

H- aKTMBMPOBAHHOE COCTOAHUE; L — MHAKTUBMPOBAHHOE COCTOSAHME

PucyHok BB.1 — HEOMIKCUPOBAHHbBIE CUTHATIbI ONTACHOCTW 6e3 CBPOCA
CUTHANUBALINA

Wnnioctpauns HEGPUNKCUNPOBAHHbBIX CUTHANIOB OMNMACHOCTW (cm. pucyHok BB.1), kak
ykazaHo B 6.10 MO3K 60601-1-8:2006: 6e3 BmewaTensctBa OFEPATOPA 3BykoBble W
BusyanbHble CUIMHAJIbI OMNACHOCTW o6osHadvatotess, noka TPEBOXHAA CUTYAUUA
cywectsyeT. Kak Tonbko TPEBOXHAA CUTYAUUA wucyesHeT, 3BYKOBble W BU3yaribHble
CUIHAJIbI OINMACHOCTW npekpawatoTca asTomaTndeckn 6e3 smewwatensctsa ONEPATOPA.
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TPEBOXXHARA H —I
CUTYALMA L

3eykoeoit CUIHAN H
OMACHOCTHU

ONACHOCTH L

CEPOC H
CUMHAMU3ALUU

BuayaneHbii H
CUIHATN

H- aKTUBNPOBAHHOE COCTOAHUE; L— MHaKTUBMPOBaAHHOE COCTOAHNE

PucyHok BB.2 — HEGMIKCUMPOBAHHbBLIE CUTHAJTbI ONTACHOCTW n CBPOC
CUTHANN3ALNA

Unnmoctpauna HEPUKCUPOBAHHbLIX CUITHANOB OIMNACHOCTWU wn curHana CBPOC
CUTHAITM3ALUNW (cm. pucyHok BB.2), kak ykasaHo B 6.10 MOK 60601-1-8:2006 n B 208.6.9
HacTosiwero crtaHgapTta: aktuBaumss CBPOCA CUIMHATTM3AUUMW ocTtaHaBnuBaeT 3BYKOBOMW
CUIHAJT ONMACHOCTW. Kak Tonbko TPEBO»XHAA CUTYAUMUMA npekpawaetcd, Bu3yanbHbIn
CUI'HAJT ONACHOCTW npekpallaeTcs Toxe.

TPEBOYHAS H = |

CUTYALUS

3BykoBoit CUTHAN H —

OMACHOCTH . I

BusyanbHbilii H -

CUIHAN |

OMACHOCTH L

CBPOC H = I
CUFHANN3ALIUU L

H — akTnBupoBaHHOE COCTOAHUE; L — MHAaKTUBNPOBaAHHOE COCTOSAHNE

PucyHok BB.3 — PUKCUPOBAHHbBLIE CUTHATTbI ONACHOCTW n CBPOC
CUTHATNTUSAL N
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Wnnioctpauna PUKCUPOBAHHbLIX  CUITHAJTIOB  ONMACHOCTU n  CBPOCA
CUTHATTMBAUMN (cm. pucyHok BB.3), kak ykasaHo B 6.10 MOK 60601-1-8:2006 n B 208.6.9
HacTosilwero ctangapTa: 6e3 Bmewarensctea OMNEPATOPA 3BykoBble u Bu3yanbHbele CUTHAJTbI
OMNACHOCTW aktmBHbl HeorpaHudeHHoe Bpems. OMNEPATOP BbiHyxgeH copocute CUTHATDI
OMACHOCTU ®U3NONOTMYECKOM TPEBOXHOW CUTYALWUW, aktvBuavpyst yHKLMIO
CBPOCA CUIHAIMM3AUUMWN. NMocne aktuBaumm CBPOCA CUTHAJIM3AUMU curnanusaumio
MOXHO cpaBHuTb ¢ HEGPMKCUPOBAHHBLIMW CUTHANTAMW OMNACHOCTN.

TPEBOXHAA H —
CUTYAUWA 1 L
TPEBOXHAA H =
CUTYALNA 2 L

3BykoBoit CUTHAN H —
OMACHOCTU I

BuayanbHbiii H —

CUIrHAN

ONACHOCTH

CBPOC H — I l
CUTHANTU3AUKMK i

H — akTBMpOBaHHOE COCTOsIHME; L — MHAKTUBUPOBAHHOE COCTOSAHWNE
PucyHok BB.4 — [1se TPEBOXHbIX CUTYALUNN n CBPOC CUTHAJTU3ALINNA

Mnnioctpaums asyx TPEBOXHbLIX CUTYALIUN n CBPOCA CUTHANU3ALN (cm. pucyHOK
BB.4), kak ykaszaHo B 6.10 MO3K 60601-1-8:2006 u B 208.6.9 HactodAwero craHgapTa:
nocneaytowaa OUINOJTIOMTMYECKAA TPEBOXXHAA CUTYAUWUA ppyroro dursmonornyeckoro
napameTpa aktusmsmpyet 3sykoson CUMHAJT ONMACHOCTW.
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Mpunoxexnune OA

(cnpaBo4HoOe)

CBegeHMsA 0 COOTBETCTBUN CCbINOYHbIX MeXAyHapoAHbIX CTaHA4apTOoB

HauMOHalIbHbIM CTaHAapTam

Tabnuua OAA

O603Ha4eHme CCbiNOYHOro CreneHb O603HavyeHVe 1 HauMeHoBaHMe COOTBETCTBYIOLLErO
MeXAyHapoaHOro craHaapTa | COOTBETCTBUS HaLMoHarnbHOro cTaHgapTa
IEC 60601-1-2:2007 IDT rMCT P MOK 60601-1-2-2014 «WN3genus

MeaULUHCKue anekTpudeckne. Yactb 1-2. ObLune
TpeboBaHMsi 6Ge30NacHOCTN C y4ETOM OCHOBHbIX
YHKUMOHaNbHbIX XapaKkTepUCTUK.
lMapannenbHblh  CcTaHOaApT. JnNekTpoMarHUTHas
COBMECTUMOCTb. TpeboBaHNA 1 UCMIbITAHUSA»

IEC 60601-1-8:2006 *

IEC 60601-2-49:2011 IDT FTOCT P MOK 60601-2-49-2018 «W3genusa
MeauUMHCKMEe — anekTpuyeckme. Yactb  2-49.
YactHble TpeboBaHMsi ©e30MacHOCTU C y4eToM
OCHOBHbIX (PYHKUMOHAmNbHbIX XapaKTEPUCTUK K
MHOrOOYHKUMOHANbHbIM MOHUTOPAM NaumMeHTay

*COOTBETCTBYHOLMMA HaAUMOHANbHbLIN CTaHgapT OTcyTCcTBYeT. [O ero npuHATUA
pekoMeHayeTCs UCNosib3oBaTb NEPeBO] Ha PYCCKUIN A3bIK AAHHOMO MeXOyHapoOHOro
ctaHgapta. OdwmumanbHbld  NepeBo [AaHHOro  MeXAyHapOAHOro  craHgapTa
HaxoguTcsa B PefepanbHOM MHpOPMALMOHHOM (POHAE CTaH4apTOB.

MpumeyaHue — B HacToswen Tabnuvue UCNonNb30BaHO crefyloliee ycrnoBHoe 0003HavYeHne

CTeneHn cooTBeTCTBNA CTaHOaAPTOB:

- IDT — ngeHTnYHble cTaHgapThl.
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YK 615.84:006.354 OKC 11.040.55
KnioyeBble crnosa: n3genust MeguuMHCKMe anekTpudeckue, npnbopam Ans YpesKoXXHOro

MOHWTOPUWHIa napumanbHoro AaBneHusi, TpeboBaHns 6e3onacHoOCTU, onepaTop, NauneHT,
NCNbITaHUSA
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