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MNpegncnosne
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2 BHECEH TexHuyeckum kommuTeTOM Mo cTaHgapTusauum TK 411 «AnnapaTbl 1 o6opygoBaHue Ans
Nly4yeBoli AUarHocTuKK, Tepanun U A03MMETPUN>»

3 YTBEPXJAEH WV BBEAEH BLI,EI7ICTBVIE npvkasom ®efepasibHOrO areHTCTBa Mo TeXHUYeCKoMy pe-
rynuposaHuio n meTtposiorum ot 29 nonsa 2015 r. No 1019-ct

4 HacTtoswuii cTaHA4apT UAEHTUYEeH MexayHapogHoMmy cTtaHaapTy M3K 60601-2-49 «W3pgenvsa megm-
LMHCKMe anekTpuuyeckme. YacTb 2-49. YacTHble TpeboBaHMsA 6€30NacHOCTU C YYeTOM OCHOBHbIX (DYHKLMO-
HaNbHbIX XapakTepUCTUK K MHOTO(PYHKLMOHA/IbHBIM MOHUTOpaM nauveHTa» (IEC 60601-2-49:2011 «Medical
electrical equipment — Part 2-49: Particular requirements for the basic safety and essential performance of
multifunction patient monitoring equipment»).

Mpu NPUMEHEHNN HACTOALLEro cTaHAapTa PEKOMeHyeTCa UCN0/b30BaTb BMECTO CCbI/IOYHbIX MEXAYyHa-
POAHbIX CTaH4apPTOB COOTBETCTBYIOLLME UM HaLUMOHa/IbHble CTaHAapTbl Poccuiickoli ®epepaunm, cBefeHns o
KOTOpPbIX NpUBEAEHbI B fOMO/THUTENLHOM MpUNoxeHun JA

5 BBEJEH BIEPBbIE
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1 AHBaps TekyLwero roga) MHopMaLoHHOM yka3aTene «HaunoHanbHble CTaHAapTbl», a opuumanbHbIi
TEKCT U3MEeHeHWli 1 NoNpaBoK — B €XeMEeCAYHOM MHOPMaLNOHHOM ykasaTene «HaunoHanbHble CTaH-
JapThbi». B cnyyae nepscMornpa (3ameHbl) WM OTMeHbl HacTOoALWero cTaHgapTa cooTBeTCTBYylLee
yBefjom/ieHve 6yfeT ony6/MKoBaHo B 6nmKaliliem BbIMyCKe eXeMeCA4YHOro MH(POPMaLMOHHOIO yKasaTens
«HauuoHanbHble cTaHAaapThl». CooTBeTCTBYLWan MHhopmaLms, ysejoMNeHe N TEeKCT bl pa3/neLjanT-
CA Takxe B MH(OPMALMOHHON cucTeme 06LLEero Nonb3oBaHNa — Ha oduLmanbHOM canTe PefepanbHOro
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BBepeHve

HacTtoswwmii ctaHgapT onuceiBaetT OCHOBbI BE30MNACHOCTWU ¢ ymetom OCHOBHbIX ®YHKLWNO-
HANIbHbIX XAPAKTEPUCTUK MHOTO®YHKLIMOHANBHOIO U3JAENNA ANA HABNOAEHNA 3A COCTO-
AHVEM MAUMEHTA 1 BHoCcUT n3meHeHns B M3OK 60601-1(TpeTbsa pepakumsa 2005 r.): «/3genua megnumH-
ckne anekTpuyeckne. Yactb 1. O6wme TpeboBaHWs 6€30MacHOCT C yY4ETOM OCHOBHbIX (PYHKLMOHANbHbIX
XapakTepucTVK», UMeHyeMblil B AasibHelileM 06Wwum cTaHgapToMm.

Lienbto BTOpOI pefakuuv ABNsSieTcA NpefoCcTaBUTb YaCTHbIN CTaHAaPT Ha CEroAHSLWHNIA feHb CO CCblf-
Kamu Ha TPeTbi0 pefakLnio OCHOBHOrO cTaHAapTa nytem nepedopmaTtupoBaHisa 1 TEXHUYECKUX KOPPeKTUPOo-
BOK. TpeboBaHWs HacTOsLLEero ctaHgapTa UMetoT npevmyliecTsa nepeg obLwmum cTaHAapToM.

Pasnen «O6Lne NnonoxeHns U 060CHOBaHNA» ANA Tpe6oBaHWIA HACTOsLLEro cTaHjapTa npeacTaseH
B Npunoxenun AA. CyntaeTcs, YTO 3HaHWEe NPUYKNH 3TUX TpeboBaHuii ByaeT He TONbKO CNoco6CTBOBaTL Npa-
BU/IbHOMY MPUMEHEHUIO HACTOALLEro cTaHjapTa, HO 1 CO BpeMeHEM YCKOPATb /1l060e n3MeHeHne, 06ycnos-
NeHHOe M3MEHEHUSIMU B K/IMHWYECKOW NMpakTuKe Wan ABnsiolleecs pe3ynbTaToM pasBuTua TexHonoruu. Of-
Hako npunoxeHve AA He AIBNSETCA YyacTbio TpeboBaHWin HacToALWEero cTaHaapTa.
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HALUWOHANBbHBW CTAHOAPT POCCUMNCKOW SGEALEPALUMN

M3OLENNA MEONUNHCKUNE SNTEKTPUYECKUNE
YacTb 2-49

YacTHble Tpe6oBaHMA 6€30MaCHOCTM C y4eTOM OCHOBHbIX (PYHKLMOHANbHbBIX XapaKkTepucTuk
K MHOTO(PYHKLMOHaIbHbIM MOHMTOpPaM nauueHTa

Medical electrical equipment. Part 2-49. Particular requirements for basic safety
and essential performance of multifunction patient monitoring equipment

Nata BBegeHns — 2016—07—01

201.1 O6nacTb pacnpocTpaHeHus, uenb 1N B3aMOCBA3b
C ApyrMmu ctaHgaptamu

MpumMeHsioT pasgen 1 o6uiero ctaHgapTal), 3a UCKIUYeHUeM:

201.1.1* O6nacTb pacnpocTpaHeHus

3ameHa:

HacToswuii ctaHgapT npuMmeHsieTcs k ocHoBaM BE3OMACHOCTU C YYETOM OCHOBHbIX ®YHK-
LUNOHANBHBLIX XAPAKTEPUCTUK MHOIMO®YHKUNOHANBHOIO WM3AENMA ANA HABJKOAEHUNA 3A
COCTOAHMEM NAUVEHTA, kak onpegeneHo B 201.3.63 (nanee — ME U3AENWME). HacToswwmii ctaHzapT
pacnpoctpaHsieTcs Ha ME U3AENNE, ncnonb3yemMoe Kak B 60/IbHUYHbIX YCNOBUAX, Tak U BHE 60/bHULbI, B
MallnHax CKOpOi NOMOLLM 1 B BO3AYLUHbIX TPAHCMOPTHbIX cpefcTBax. ME U3AENNE, npeaHa3HauyeHHoe ans
MCNO/b30BaHNA B 3KCTPEMasIbHbIX UM HEKOHTPONMPYEMBbIX YCTOBUAX OKpYXatoLLeli cpefibl BHe GO/TbHUYHbIX
YCNOBWiA, Takmx Kak MallHbl CKOPOV NOMOLLY W BO3AYLUHbIE TPAHCNOPTHbIE CPEACTBA, AO0/MKHO COOTBETCTBO-
BaTb TpeboBaHWAM HacTOALWEro cTaHaapTa.

[JononHutensHsle cTaHg4apTbl MOTYT NpUMeHATbes K ME U3 AENTUIO ¢ yyeTom ux cpefbl UCMO/1b30BaHNS.

O6nacTb NPUMEHEHUA HacCTosALWero ctaHgapTa orpaHuynBaetTcs ME U3AENNEM, npegHasHauyeHHbIM
ANA NOAKMIOYEHNA K OJHOMY NauMeHTy, KOTopoe MMeeT ABe Wan 6onee NpukNagHbiX YacTeil uan BbINOJSHA-
€T HecKoNbKOo (OYHKLUMIA Ha OfHON NpuknagHoi yactu. Hactoswwmii cTaHgapT He onpefenset Tpe6GoBaHus K
oTAeNbHbIM (DYHKUMAM Habnoaerns, Takmm kak IKI, MHBa3WBHOE AaBfeHne 1 MyNbCoKCUMeTpus. YacTHble
CTaHAapTbl, CBA3aHHbIE C 3TUMM (DU3MOMIOTMYECKUMIN NapaMeTpaMu, onpeaensoT TpebosaHNsA C nepcnekTu-
BOli Ha aBTOHOMHble ME U3AE/INA. HacTosiwunii ctaHfapT paccmaTpuBaeT pasfinyuns, CBsi3aHHbIe C MHOrO-
OYHKLMOHA/BbHBIM U3AenMeM AN HaboAeHus 3a COCTOSSHMEM NauueHTa, Tak Kak Takoe usgenve nmeet 60-
NeB LWMPOKOe NpuMeHeHne, Yem aBToHoMHoe ME U3AEJIVE.

201.1.2 Uenb

Llenbto HacTosALwero ctaHgapta sAsnseTca yctaHosneHne OCHOB BE3OMNACHOCTU C YYETOM OC-
HOBHbIX ®YHKUMOHA/IbHbIX XAPAKTEPUCTUK MHOIMO®YHKUVMOHA/IBHOIO M3AENVA ONA HA-
BMOAEHNA 3A COCTOAHNEM MALIMEHTA, kak onpegeneHo B 201.3.63.

1>06wmnm ctaHgapTom ssBnsieTca M3K 60601-1:2005 «M3genvus meguunHckue anektpuyeckue. Yacte 1. O6uine
Tpe6oBaHUA 6e30MacHOCTUN C YH4eTOM OCHOBHbIX (PYHKLMOHaIbHbIX XapakTepucTuk» (IEC 60601-1:2005. Medical electrical
equipment — Part 1: General requirements for basic safety and essential performance).

N3paHne opuynanbHoe
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201.1.3 lonoNiHUTE IbHbIE CTaHA4apThl

HacToAwwnii cTaHAapT OTHOCUTCA K TEM NPUMMEHUMbIM AONONHWUTE IbHBIM CTaHAapTaM, KoTopble nepe-
yncneHbl B NyHKTe 2 o6uiero ctaHgapTa n B 201.2 HacToswero ctaHgapTa.

M3K 60601-1-2 1 M3K 60601-1-8 npuMeHAIOT Kak M3MeHeHHble B nyHKTax 202 n 208 cOOTBETCTBEHHO.
M3K 60601-1-3 He npumeHsiloT. Bce gpyrne ony6/iMKoBaHHble OOMNOMHUTENbHbIE CTaHA4apTbl B cepun MIK
NPUMEHSIOT B KayecTBe Ony6/IMKOBaHHBbIX.

201.1.4 YacTHble cTaHAapThl

3amMeHa:

B cepun MOK 60601 ctaHAapTbl MOTYT M3MEHATb, 3aMeHATb UK yaansaTe TpeboBaHus, cogepxalymecs
B obOLem cTaHfapTe U AOMNOSHUTEIbHOM CTaHAapTe, Mo Mepe HeEO6X0ANMMOCTM 419 YACTHOTO cTaHfjapTa u go-
6aBnATb Apyrne OCHOBbI BE30OMNACHOCTW c yyetom Tpe6oBaHuini Kk OCHOBHbLIM ®YHKUMOHAIbHbLIM
XAPAKTEPUCTWKAM paccmatpusaemoro ME U3AE/INA.

TpeboBaHWA HaCTOsILWEro CTaHJapTa UMEKT NpenMyLLecTsa nepeg obwum cTaHgapToM.

[ns kpatkoctn MK 60601-1 ynoMuMHaeTca B HACTOsILLEM CTaHAapTe Kak obuwuii ctaHaapT. [JonosiHu-
TeJibHble CTaHAAapPTbl UMEHYIOTCS MO UX HOMEPY [OKyMeHTa.

Hymepauus nyHKTOB 1 NOAMYHKTOB HacCTOSILLEro CTaHAapTa COOTBETCTBYeT 06LeMy cTaHgapTy C npe-
dvkcom «201» (Hanpumep. 201.1 B HacTosLLEM CTaHJapTe CCbl1IaeTCa Ha cofepxaHune nyHkta 1 obuiero craH-
fapTa) v NnpUMeHNMOoMY AOMOJSTHUTENIbHOMY CTaHAapTy € NpeduKcom «20x». rae «x» — 370 nocnegHasa(ve)
undpa(bl) Homepa AoKyMeHTa AoNOIHUTENbHOIO cTaHaapTa (Hanpumep. 202.4 B HacTosLWEeM cTaHjapTe onu-
CblBaET cofiepXaHue nyHkTa AOMNONHUTENbHOrO cTaHdapTa 4 M3OK 60601-1-2; 203.4 onuckiBaeT cofepxxaHue
NyHKTa A0NONHUTENbHOrO cTaHaapTa 4 M3K 60601-1-3 u T. 4.).

N3mMeHeHns, BHeCeHHble B TEKCT 06LLero ctaHjapTa, ykasaHbl C MOMOLLbIO C1eAyoLWwmnx C/oB:

- «3aMeHa» 03HayaeT, YTO MYHKT UK NOANYHKT obLiero ctTaHaapTa Uan NPUMEHUMOro AONOHUTENBHO-
ro cTaHfaprta 3aMeHeH NOJIHOCTLIO Ha TEKCT HACTOSILLEro CTaHAapTa,;

- «[0MNOJSIHEHVE» 03HayaeT, YTO TeKCT HaCTOSLero cTaHAaapTa ABAAeTCa AOMNONHUTE bHbIM K TpeboBa-
HVAM 06LLero ctaHgapTa uav NPMMEHMMOro AO0NONHUTENBHOTO CTaHdapTa;

- «MU3MEeHeHMe» 03HaYaeT, YTO MYHKT WY NOAMYHKT 06LLero cTaHAapTa UM NPUMEHUMBbIA ONONHUTENb-
HbI/i CTaHAAPT U3MEHAETCA, KakK yka3aHO B TEKCTe YacTHOro ctaHjapTa.

MoANYHKTbI, PUCYHKN WAW Tabnuubl, KOTOpble Ao6aBfieHbl B O6WMI CTaHAAPT, HYMEPYITCA HaumHas C
201.101. OgHako, NOCKOMbKY 3TV 0603HaUYeHNs B 06LeM cTaHAapTe HymepytoTes ¢ 3.1 fo 3.139. gononHuTenb-
Hble onpefeneHns B HacTosILLEeM CTaHAapTe HymepyloTca HadmHasa ¢ 201.3.201. JononHuTeNbHbIe NPUNOKEHUS
obo3HavatoTcsa byksamu AA, BB 1 T. 4., a foNoNHWUTEbHbIE Nepeuncnelns — 6yksamu aa). bb) n . 4.

MMoanyHKTbl, PUCYHKM ¥ Tabnuubl, SBNSAOLWMECA AONOMHEHMEM K NOAMYHKTaM, pUCyHKam u Tabnuuam
[ONONMHUTENbHBIX CTAHJAPTOB, HYMepylTca HaunHas ¢ 20X, rae «X» — HoMep AO0NOIHUTENLHOTO cTaHaapTa
(Hanpumep, 202 agna M3K 60601-1-2. 203 gns MOK 60601-1-3 n 1. 4.).

TepMUH «HaCTOALWMIA CTaHAapT» WCNOMb3yeTcs A5 COBMECTHOro 0603HauvyeHus o6Liero craHgapTa,
BCEX NPUMEHUMbIX AOMNO/THUTESbHBIX CTAHAAPTOB M HACTOSLLEro cTaHaapTa.

Ecnn B HacTosiwem cTaHjapTe OTCYTCTBYeT COOTBETCTBYIOLWMIA MyHKT WKW NOAMYHKT, TO NMPUMEHSAIOT
MYHKT WUAWM NOAMYHKT O6Lero ctaHjapta uay NpMMEHVMOro AO0MO/IHUTENbHOro cTaHjapTa 6e3 n3MeHeHui,
HECMOTPS Ha TO YTO OH MOXET He OTHOCUTLCA K flaHHOMY BONPOCY; eC/n onpefesieHHas YyacTb o6Liero ctaH-
fapTta unvM nNpUMEHUMOoro AOMoJSIHUTENIbHOTO CTaHjapTa He A0JXKHa NPUMEHATLCSA B HacToslWwem cTaHgapTe,
HECMOTPSA Ha TO YTO OHa MOXET OTHOCUTLCA K JAHHOMY BOMPOCY, TO Takue criyyan paccMarpuBaloT OTAe NbHO.

201.2 HopmaTuBHbIE CCbI/IKU

B HacToswem cTaHAapTe UCMONb30BaHbl HOPMATUBHbBIE CCbISIKU Ha cnegyowme ctaHaapTel. Ana gatu-
POBaHHbIX CCbISIOK NPUMEHSIIOT TOJIbKO yKa3aHHble usgaHusa. [ns HefaTUPOBaHHbIX CCbI/IOK MPUMEHSIOT ca-
Mble nocnegHvie nsfanua (Bkayas niobble N3MEHEHUS U MOMPaBKM).

MpuMeHseTcs NyHKT 2 06Lero ctaHgapTa, 3a UCKTI0YEeHUEM:

NCO 15223-1:2007 MeaunLMHCKME YCTPOCTBA — COKPALLEHWS, NCNO/b3YOLNecs B NPeAoCTaBNseMbIX
HaVMeHOBaHMAX, MapKMPOBKax M MHCTPYKUMAX MeauumHckoro obopygoBaHus (ISO 15223-1:2007, Medical
devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1:
General requirements)

2
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M3K 60601-1-2—2007 WV3pgenus meguuuHckme anektpuyeckme. YacTtb 1-2. Obuwwme TpeboBaHua 6es-
ONacHOCTM C YYeTOM OCHOBHbIX (PYHKLMOHA/bHbLIX XapakTepucTuk. [onoNHUTENbHbIA cTaHjapT. DneKkTpo-
MarHuTHas CoBMecTUMOCTb. Tpeb6oBaHus u onpegenenuns (IEC 60601-1-2:2007. Medical electrical equip-
ment — Part 1-2: General requirements for basic safety and essential performance — Collateral standard:
Electromagnetic compatibility — Requirements and tests)

M3K 60601-1-8— 2006 WM3genns meguuuHckue anektpuyeckne. Yactb 1-8. Obwmne TpeboBaHusa 6es-
OMNaCHOCTM C YH4ETOM OCHOBHbIX PYHKLMOHA/BbHbIX XapakTepucTuK. [onofHUTeNbHbIA cTaHaapT. O6lwme Tpe-
60BaHNA. TeCTbl U PYKOBOACTBO B MEAWLMHCKOM 3N1EKTPUYECKOM U3AENNN U B MELAULMHCKNX 3/1EKTPUYECKNX
cuctemax (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)

JonosiHeHue:

M3K 60601-2-2:2009 U3genusa meauumHckMe anekTpuyeckue. YacTtb 2-2. YacTHble TpeboBaHusa 6es-
ONacHOCTM C YY4eTOM OCHOBHbIX (DYHKLMOHaNbHbIX XapaKTePUCTMK BbICOKOYACTOTHOrO XMPYpPruyeckoro 060-
pPYyAOBaHMSA U BbICOKOYACTOTHBLIX XMpypruyecknx npuHagnexHocten (IEC 60601-2-2:2009. Medical electrical
equipment — Part 2-2: Particular requirements for the basic safety and essential performance of high frequen-
cy surgical equipment and high frequency surgical accessories)

M3K 60601 -2-27:2 WN3genus meguumHckne anekTpuyeckne. Yactb 2-27. YacTHble TpeboBaHus 6e3onac-
HOCTW C YYETOM OCHOBHbIX (PYHKLMOHAbHbIX XapakTepucTuk anekTpokapgmorpatmnyeckoro o6opyaoBaHns
ana HabnwgeHusa (IEC 60601-2-27:2. Medical electrical equipment — Part 2-27. Particular requirements for
the basic safety and essential performance of electrocardiographic monitoring equipment)

M3K 60601-2-34:3 Vi3genvua MmeagnunHckne anektpuyeckue. Yactb 2-34. YacTHble TpeboBaHua 6es-
0NacHOCTW C YYeTOM OCHOBHbIX (DYHKLUMOHAsNbHbIX XapakTepUCcTUK n3genua Ans HabnwogeHus 3a uHBa-
3MBHbIM KpoBsiHbIM gaBneHnem (IEC 60601-2-34:3. Medical electrical equipment — Part 2-34. Particular
requirements for the basic safety and essential performance of invasive blood pressure monitoring equip-
ment).

201.3 TepmMuHbI N onpegeneHns

[Ana HacTosulero ctaHgapTa NpUMEHEHbl TEPMUHBLI JOMOMHUTE NbLHLIX CTaHAapToB 1 M3K 60601-1. 3a
VCK/TIOUEHNEM:

MpumeyvaHuna
1 MepeyeHb TEPMUHOB NpuBeaeH B ANhaBUTHOM yKasaTesie TepMUHOB.

3ameHa:

201.3.63 MHOro@yHKUMOHaNbHOEe n3genve gna HabawaeHnsa 3a coctosHmem nauueHta {MULTI-
FUNCTION PATIENT MONITORING EQUIPMENT. ME EQUIPMENT): MoaynbHoe wnu npefsBapuTenibHoO
CKOHpMryprvpoBaHHOE yCTPOCTBO, OCHOBHbLIM NpefjHa3HauYeHeM KOToporo saenseTcs HabnogeHne 3a cocTo-
sHMeM nauneHTa, obecnevyeHHoe He 6oiee YemM O4HUM MOLKAHUYEHNEM K YACTHOW NUTatoLWwein cetun, BKItovato-
et 6onee oAHOro YM3NOIOTMYECKOTO 610Ka ANA HabMaeHUs, pa3paboTaHHOro ANs NOosyYeHUs (U3nono-
TMYECKNX CUrHaNoB nauueHTa n 06paboTkn aTUX CUrHANI0B A1 0TOGPaXeHUs pe3ynbTaToB U DOPMUPOBAHNS
CWrHanoB ONacHOCTY.

JononHutensHble onpeaeneHns:

201.3.201 mHOrOyHKLMOHANbHbIA: N3mepsatowmii 60nee ofHON hU3MONOTMUYECKON DYHKLMN Ha 0f-
HOI NpUKNagHoN YacTu.

201.3.202: cousnonorudeckuii 610k HabnwaeHnsa: Yacte obopynosaHusa ME U3LEJNA, uenbio Ko-
TOpPOro ABMseTcs c60p MHpopmaunm o hU3MoNorMYeckoM COCTOSHUM 1 ero obpaboTka Ania HabnwaeHns u,
BO3MOXHO, ANArHoCTUYECKNX Lenei.

201.3.203 MOHOMYHKLMOHANbHbIK: V3Mmepsiowumii ofgHy n3MoNornyeckyro YHKLMI0 Ha OAHOW npu-
KnagHow yacTu.

MpumevyaHne — >dusnonornyeckuMn MyHKLUUAMU cunTatoTca Temnepatypa tena. OKI. KpoBaHOe gaBneHue.

201.4 OcHoOBHbIe TpeboBaHMs

MpumeHsaoT pasgen 4 06U.|,er0 CTaHOapTa, 3a UCK/KYeHneM cnegyrLulero:
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201.4.3 OCHOBHble (DYHKLUNOHANbHbIE XapakTepucTuku

201.4.3.101 [ononHutenbHble TpeboBaHNS K OCHOBHbIM XapakTepucTukam
[ononHutensHble Tpe6oBaHns kK OCHOBHbIM ®YHKLUMOHANIbHLIM XAPAKTEPUCTUKAM un3noxe-
Hbl B NOANYHKTaX, yKa3aHHbIX B Tabnuue 201.101.

Ta6nuya 201.101 — AononHutenbHblii nepedyeHb OCHOBHbBIX XAPAKTEPUCTUK

TpebosaHve MoanyHkT
3awmnTa gechubpunnatopa 201.8.5.5.1
ONeKTpoOXnpypruyeckue BmellaTesibcTea 202.6.2.101
3a/epxkn oT/k cucteme 6e3onacHocTn 208.6.4.2

201.4.5 3kBUBaNeHTHbI ypoBeHb 6e3onacHocTn ME U3LENA nnn ME CUCTEMbI

JononHeHuve:

Korga Heckoibko YacTHbIX CTaHAApTOB OAHOBPEMeHHO npumeHstotca K MHOIMO®YHKUWMOHAIBHO-
MY N3LENNKO HABNMOAEHNA 3A MAUMNEHTOM, BCe cooTBETCTBYHOLWME TPebOBaHUSA, N3NTOXEHHbIE B 3TUX
cTaHAapTax, f0/DKHbI ObiTb CO6M0AEHbI. ECcnn TpeboBaHUsA YacTHbIX CTaHAAPTOB MpoTWBOpeYaTt ApYr Apyry,
[OMKeH 6bITb NMPUMEHEH NPOLEeCC yNpaBieHns puckamu 48 onpeaeneHus Tpe6oBaHuii ctaHgapTa, KOTopbIM
Heob6xoAMMO cnefosaTb. py 3TOM NPOU3BOAUTENSAM HACTOATE/IbHO PEKOMEHAYETCA N0 Mepe BO3MOXHOCTU
yunTbIBaTb TPE6OBAHNSA YaCTHbIX CTaHAAPTOB.

Ecnn TpeboBaHMA K curHanam TPeBOru, ykasaHHble B APYrnx YacTHbiX cTaHgapTax no MHOIMO®YHK-
LUMOHANBHOMY W3AENNKO HABTKOAEHNA 3A MAUMEHTOM, oT/iM4aloTCa OT TeX. YTO ONucaHbl B HACTO-
AlWem ctaHgapTe, To TpeboBaHMA K CUrHanam TPeBOru, YCTaHOB/IEHHbIe B HACTOALWEM CTaHgapTe, AO0/DKHbI
UMeTb NMPUOPUTET NO OTHOLLEHWIO K Tpe6oBaHNAaM ApYrnx CTaH4apToB.

201.5 O6wme TpeboBaHMA K TecTupoBaHuio ME N3OE/TNA
MpumMeHsoT pa3aen 5 obuero ctaHAapTa, 3a UCK/THUYEHHOM ClieAYOLLENO.

201.5.4 [Apyrue ycnosus

[lononHeHwne:

Ecnu He yka3aHO MHOe, TO OCYLLECTBASIOT UCNbITAHNSA NPUHALNEXHOCTEN, NePeUnCceHHbIX B MHCTPYKLMK
no npumeHeHuo. Ana ME N3OE/IVA ¢ BHYTPEHHUM UCTOYHUKOM 3/1IEKTPONUTaHNSA, eCnv pesynbTar Tecta 3a-
BMCUT OT HanNpshXeHWsi BHyTPEHHEro NCTOYHMKA NMUTaHNS, UCMbITaHWE JO0/THKHO ObITb BbIMO/IHEHO C MPUMEHEHVEM
HanmeHee 6/1aronpUATHOTO BHYTPEHHETO 3/1IEKTPUYECKOTrO HaMNpPsXXeHUs, ykasaHHOro nponssoautesniem.

Ecnn Heobxoaumo, TO B LieNsX NpoBefeHns Tecta MOXeT OblTb UCNOMb30BaH AN obecneyeHns Heob-
XOAVMMOrO MUCMbITATENbHOIO HAMPSXXEHUS BHELHWI akKyMYIaTOP WAV UCTOYHWUK MUTAHUS NMOCTOSAHHOrO ToKa
(cm. 201.11.8.101).

MapameTpbl UICTOYHMKOB NUTAHUA NOCTOAHHOTO Toka ME N3AE/INA f0/XHBI COOTBETCTBOBATL NapamMe-
Tpam c fonyckamu. ykasaHHbIMU HUXeE:

- conpoTtusneHua: = 1 %;

- emkocTtu: * 10 %;

- MHAYKTOPbI: = 10 %;

- TECTOBbIX HanpshxeHuii: + 1 %.

201.6 Knaccudpmkauma ME U3OENNN n ME CUCTEM
MpuMeHsoT pasgen 6 obLero ctaHgapTa, 3a UCKNYEHNEM CreaytoLLero.

201.6.2 3auuTa OT NMOpaxeHUs 3/1eEKTPUYECKUM TOKOM

3ameHa nocnegHero naparpada:
MpukNagHble YacTn AOMKHBI BbITh KnaccuuumpoBaHbl kak Tun BF unm CF npuknagHbix yactei (cm. 7.2.10
n 8.3 ob6uiero ctaHgapTa). MpuknagHble YacTn AOMKHbI 6bITh KnaccuduumnpoBaHbl kak YCTOVNYMBBIE

4
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K AEOUNBPUNNALNU npuknagHble yacTtu (cM. 8.5.5 obuiero ctaHaapTa), €C/v MHOW cTaHAapT He fonyckaeT
ncnonb3oBaHnss HEYCTONUMBBLIX K AEOUBPUNNALINK npuknagHbix YacTeid niam TEXHUYECKME orpaHuye-
HMA NPensATCTBYIOT pa3paboTke YCTOWMUMBBIX K AEOUBPUMALINN npVKNagHbIX YacTei.

201.6.6 Pexum paboThbl

3ameHa:
ME N3OENNE pomkHo 6bITb knaccuduumnposaHo kak HEMPEPBLIBHO PABOTAILLEE (cm. 7.2.11).

201.7 NpaeHTudmMKaumMs, Mapknuposka 1 AokymeHTauma ME U3OENNN
MprMeHSAIOT pasgen 7 o6Lero ctaHgapTa, 3a UCK/TIUYEHNEM CneaytoLLero.

201.7.2 Mapkuposka Ha BHOWHKUX YacTax ME U3OENMNA nnn ME CUCTEMBbI

201.7.2.2 NpeHTudukaums

JonosiHeHue:

Ona kaxporo PN3NONOTMYECKOIO B/IOKA HABTIOAEHWA fomkHbl 6bITh onpefeneHbl cnepyto-
e MapKkMpoBKa 1 MHhopmaums:

a) HaMMeHoBaHWe N3roTOBUTENA WV TOBAPHbIWA 3HaK:

b) 0603HayYeHne mogenu, NM6o UM ANs aHHO Mogenu, GO Ccblfika Ha HoMep, 60 cebifika Ha fo-
KyMeHTaumio;

C) cepuiiHbIi HOMep:

d) ans gononHutenbHbix yacteit PU3NONOTMYECKOIO BNIOKA HAB/IKOAEHNA: Kog, cumBosbl Co-
rnacHo 5.14. 5.15 n 5.16 CO 15223-1 B c/yyae ero npuMeHeHus.

201.7.2.10 NpuknagHble Yactu

[ononHexve:

[ns coeAvHEHWA N [ONOMHUTENbHBLIX YacTell MHOrOOYHKUMOHANbHOTO M3aenus Ana HabnogeHus 3a
COCTOSIHMEM NauyeHTa NPUMEHSIIOT cneayloLme AoNoNHNUTE NbHbIe Tpeb0oBaHNa K MapKupoBKe:

a) KaxAblii pasbem MOAKNIOYEHUS MauneHTa OT NPUIOKEHHOr0 MMeeT NOMETKY AN1A BbISB/IEHUS COOT-
BeTCTBYHOLEl hyHKLMN.

NMpumeuyaHnune — Hanpumep, PyHKUUM MOryT 6biTb IKI. AbIXxaHUe UIKn nokasaTenu TemnepaTypbl;

b) gonosiHuTeNnbHble yactu ME U3OENNA (Hanpumep, kabenu nauneHTta, CeHCopbl UAu gaTyuku), onpe-
[eneHHble KaK Hesall L eHHble 0T BO34elcTBNA Aemnbpunnauum, Ao/mMkHbl 6biTb MapKVpoBaHbl CleAyoLLnMm
o6pasom: cumson 10 Tabnuupl A.1 npunoxenus [, obuero ctaHgapta (cm. Takke 201.7.9.2.9.101).

201.7.9.2.9 NHCTPYKUUN NO NPUMEHEHUNIO

JononHeHwne:

201.7.9.2.9.101 [ononHUTeNbHblE UHCTPYKLMK MO UCMNONb30BaHUIO

WIHCTPYKLMKN NO NPUMEHEHUIO AO/KHbI BKIOYATb crefytoLlee.

a) cBefeHus 0 NpegnonaraeMom mucnosb3osaHun ME U3AE/INA, Bkoyas ycnoBusi ero UCrnosib30BaHus;

b) ynomMuHaHvue o ToMm. 4To o6opygoBaHne ME U3OE/INA moxeT 6bITb MCNONb30BaHO 418 06CAyXMBa-
HVA OAHOrO NauuneHTa,;

C) MHCTPYKLMK ANSA NOAKTHOYEHNA NPOBOAHWKA, BblpaBHMUBAIOLLEro NOTeHUMasn, ecnv 3To NPUMEHNMO:

d) o6ocHoBaHHasA MHopmauna (M HOMep Tuna, ecnu 3To Heo6XoAMMO) ANSA onpeneneHns AoMOJHU-
TeNbHbIX YacTen, Taknx Kak kabenn uny npeobpasoBarenn, KOTOpble AO/MKHbI ObITb MCMOMb30BaHbI AN 06e-
crneyeHns 3almnTbl OT YAapoB TOKOM U OXOroB NauneHTa;

€) Mepbl NPefoCTOPOXHOCTN NpY NCcnonb3oBaHun aecdnbpunnatopa Ha nayuveHTe, onnucaHue Toro,
Kakoi paspsg gedubpunnaropa npumeHeH B ME U3AENINN; ana obecneyeHns 3awuTbl OT yaapoB TO-
KoM TpebyeTcs MCMNO/b30BaHVe Yka3aHHbIX U3rOTOBUTENIEM akceccyapoB, BKo4Yasa kabenu, npukpenns-
eMble K nauueHTy, n npeobpasosatenu. [lonxHa 6bITb NpegocTaBneHa cneyndukaymsa (Mam Tun-Homep)
3TUX JONONHUTENBHbIX YacTell. Heo6XxoAnMMO NpeAnpuUHATL Mepbl MPegoCTOPOXHOCTMN, eCv akceccyapbl
0603HayeHbl B cooTBeTCTBMM € 201.7.2.10 (yKa3aHHble Kak HesalyuleHHble OT Bo3aeicTBua genbpun-
naunn);

f) pekomeHAaLMN OTHOCUTEsIbLHO KIMHMYECKUX onepauuii, npoBoammMbix ¢ ME U3AE/IMEM, BknovakT
B cebsa cpepacTBa, Heob6XoAMMble 4M1A 3alMTbl NaUyeHTa OT 0XOroB NPW MCMO/b30BaHUN BbICOKOYACTOTHOIO
XMpypruyeckoro o6opygosaHus. KoHcynbTauum npegocTaBnsaioTcs OTHOCMTENbHO PACNONIOXKEHNS 3N1EKTPOL0B

5
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1 npeobpasoBaTtesieii U T. [. C Lie/bio yMEHbLUEHNA ONACHOCTY OXora B cyyae fedekTa 31ekTpoaa, Nogk/to-
YEHHOrO0 K XUpypruyeckomy o60pyaoBaHuto.

[) BbIOOP 1 NPUMEHEHWEe yKa3aHHOI AOMOMHUTENbHOW YacTu;

h) pykoBoacTBa 1 mpoueaypbl, Kacawlmecs NpoBOAUMbIX €XEeAHEBHO W MO pacnucaHuio UCnbiTaHuii
ucnosnbsyembix ME U3LE/INA 1 AONONHUTENbHBIX YacTeid. AKLEHT AO/DKEH ObITh cAenaH Ha TOM. Kak Bpad
MOXeT MPOBEPUTL 3pUTESIbHBIE U CITYXOBbIE CUTHASbI TPEBOTHU;

i) naeHTudrkauns gpyrux usmonormnyeckmx 6710KoB AN HabnogeHus, npegHasHavyeHHbIX 415 UCNoslb-
30BaHus;

j) HacTpoVikn no ymonyanuio (Hanpumep, ycTaHOBKa CUTHAN0B TPEBOTU, PEXVMbl U HACTPONKN hunsb-
Pa);

k) npocTble meToAbl ANArHOCTUKM, C MOMOLLbI0 KOTOPbIX MEAULMHCKMIA paboTHUK MOXET HaliTu npo6ne-
My. ecnn ME N3AENTNE doyHKUNMOHUPYET HENCNPaBHO.

MpnmeyaHne — 3OTO OTHOCUTCS K C/IOXHOCTSIM B 3KCryaTtauum, HO He K TEXHUYECKUM Henonagkam;

) 4aHHble o pabote ME N3AE/INA nocne c6os anekTpocHabxeHnus 6onee 30 ¢ (cm. 201.11.8);

T) pekomeHgauuy no NpeanoyYTUTENbHbIM HacTpolikam curHana TpeBOru, Korga 3To OTHOCUTCA K Ha-
61104eHUI0 3a NaLMeHTaMn HEMOCPeACTBEHHO ONepaTopoM.

n) npoueaypa, koTopas MO3BONSET MHAKTMBUpPOBaTb curHan tpesBorn (ALARM — nprocTaHOB/EHO,
AUDIO — nay3a. ALARM OFF — oTkntoueHue 3Byka), 1 pyHKLma cbpoca TpeBoru, 4151 TOro 4Tobbl ynpaBisitbh
ONCTaHUMOHHO (cm. 208.6.11.101). ecnu 370 NpeayCMOTPEHO;

0) onucaHue Toro, Kak OTK/TI0UNTb CUTHa bl TPEBOTMW, €C/IN AaTYMKW, 30HAbI U MOAyNW Oblny OTKOYe-
Hbl HAMEPEHHO.

201.8 3awuTta OT ONacHOCTU NMOPAKEHUA 3MTEKTPUNYECKNM TOKOM
oT ME OBOPYJOBAHWA

MpuMeHsIOT pasaen 8 o6LUero cTaH4apTa, 3a UCK/THUYEHNEM CrIefyIoLLEro.

201.8.3 Knaccudukaumns npuknagHbix yactei

MpuknagHasa yacTb Ao/HkHa 6bITe TNa BF npuknagHoli yactu wam Tuna CF.

201.8.5 OTpensemble yactu

201.8.5.2.3 YacTtu, npoBoALiMe CcuUrHasbl yepes Teno naumeHra

JononHeHue:

NMo6oe anekTpuyeckoe coeguHerne Ha MAUVEHTE gomxHO 6bITb CKOHCTPYMPOBAHO TakMM obpasom,
YTOObI He 6bITb MOAKMNIOYEHHBIM K 3€M/1e WU YTOObI He co3faBaTb BO3MOXHOE onacHoe HanpskeHve. [ns
npuKnagHbIX YacTeid, MMeKL X HeCKoNbko coeaunHennii MALUMEHTA k nto60My CBMHLOBOMY pasbemy C
3aneKkTpuyeckum nogknoveHnem. ME U3AE/IVE gomKHO cOOTBETCTBOBATbL OAHOMY U3 creAyrowumx Tpebo-
BaHWiA;

- BO3AYLWHbIA 3a30p MeXAy KOHTakTamy pasbema W M/I0CKON NMOBEePXHOCTbIO AO0/KEH ObiTb He MeHee
0.5 MM. v

- ME U3AE/IVE umeeT npegens! o6wweli yteukn Toka MALMEHTA, Bbi3BaHHbIe BHELLUHUM HaMNpshkeHUeMm,
B COOTBETCTBUM C Tabnumueii 4 obuiero ctaHaapTa (cMm. pucyHok CC.3).

201.8.5.5 MpuknagHbie yacTu, ycToliumBbie K Aechnbpunnaumm

201.8.5.5.1 3awuTa oT gecnbpunnaymmn

[lononHeHne B NyHKT a);

- Apyrne MHOrothyHKUMOHa/bHbIE HENCNOb3yeMble COeAUHEHUS K NauMeHTy Ha TOi Xe NpuknagHoi
yacTu.

3ameHa nyHkTa b)

Mocne Bo3aeiicTBMA HanpsxeHus gecdmbpunnaumm ME N3LENIVE Bo306HOBNSET HOPMasibHY0 paboTy
yepes NPOMEeXyTOK BPEMEHN BOCCTaHOB/MeHUA He 6onee 15 ¢ 6e3 AelicTBMS onepaTtopa, ecnv gpyroe spe-
Msi BOCCTaHOBJ/IEHNS HE NpeaycMOTpeHo usrotosutenem. ME OBOPYOBAHWE Bo306HOBASET HOPMasbHYIO
paboTy B npeablgyleM pexume 6e3 notepu onepaTtopom napaMmeTpoB UM COXPaHEHHbIX AaHHbIX 1 COOTBET-
cTByeT TpeboBaHMAM 6e30NacHOCTU U PYHKLMOHAIbHBIM TpeboBaHNAM.

6
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[ononHexuve:
aa) ME VU3OE/IVE f0/MKHO 6bITb CHAGXEHO 3/1ieKTponuTaHmeM 415 TeCTOB B CUH(Da3HOM 1 AndpchepeH-
LuanbHOM pexumve.

201.8.7 HauanbHble 1 4O06aBOYHbIE TOKM

201.8.7.1 OcHoBHble TpeboBaHus

JonosiHeHue:

201.8.7.1.101 HauasnbHble TOKM NPUKIaLHbIX YacTel

HauanbHble TOKM NPUKNaAHbIX YacTel Ao/MKHbI COOTBETCTBOBATL C/eAyoLMM Tpe6oBaHNAM:

a) HavanbHble TOkv NpuknagHbix YacTel Tuna BF

B HopManbHOM COCTOAHMU TOK YTEUKN He Jo/hKeH npesBbliwartb 3HadeHua MALUVEHT AUXILIARY, yka-
3aHHble B Tabnuue 3 obLiero ctaHAapTa Ans pabounx yacteit Tuna BF. EfUHWYHBIE HEMCMIPABHOCTY, YKa3aH-
Hble B 8.7.2 06LLero ctaHgapTa, He NMPUMEHSAIOT A1 3TOro TecTa.

ToK yTeuku npuknagHoi yactu Tuna BF cnefyeT namepatb Mexay No0bIMU OAVUHOYHBIMU (DYHKLUSAMUN 1
OCTasIbHbIMU OTAENMbHBLIMU (DYHKLMSIMM TOI Xe YacTu. Bce naumeHT COEQVHEHWSA fomxkHbl 6bITb coeanHe-
Hbl BMECTE.

MpoBOAAT NPOBEPKY TOr0O, YTO M3MEPEeHHble TOKU HWXe Mpefenos, yka3aHHblXx B Tabnuue 3 obuiero
ctaHgapTa gna AUXILIARY, TokoB paboumx yacteit Tuna BF B HOpMasibHOM COCTOSIHUW. EAMHUYHbIE Hewnc-
NpaBHOCTU. yKa3aHHble B 8.7.2 obLero ctaHgapTa, He NPUMEHSIOT A1 3TOro TecTa.

b) HauanbHble TOkM NpukNagHbix Yactein Tuna CF

B HOpMasibHOM COCTOSIHMM TOK YTEUKM He AO/DKEH NPeBbIWAaTh 3HAYEHWS TOKOB, YKa3aHHbIX B Tabnnue 3
o6luero ctaHgapTa Ans paboumx yacteid Tuna CF.

B npuknagHoi yactn Tuna CF TOKM yTeukn AO/MKHbI Takke N3MepaTb Mexay kaxabim nauveHt COEAN-
HEHWEM kak ogHy hyHKUMIO, & oCcTasbHble OTAe bHble DYHKLMN AOMKHbI 6bITb COEANHEHBI BMECTE.

MpoBOAAT NMPOBEPKY TOro, YTO M3MEPEHHbIE TOKU HWXE Mpefenos, ykasaHHbiX B Tabnuue 3 obLiero
cTaHgapTa A9 AONOSHUTENbHBIX TOKOB pabounx yacTteld Tuna CF B HOpMaslbHOM COCTOSIHUW. EAWHWYHbIE He-
MCMPaBHOCTW. yKa3aHHble B 8.7.2 o6Lwero craHjapTa, He NPYMEeHSIoT 418 3TOro TecTa.

201.9 3awmTa OT MexaHuyecknx nospexgeHunii ME U3AENVNA n ME CUCTEMbI

MpuMeHsOT pasaen 9 obuiero cTaHgapTa.

201.10 3awuTa OT HeXenaTeslbHOM N Ype3MepHO paanauyioHHOM onacHOCTH

MpumeHstoT pasgen 10 obuwiero ctaHgapTa.

201.11 3awmTa OT BbICOKMX TEMMEPATYP M APYIMX OMacHocCTel

MpumMeHstoT pasgen 11 obuiero ctaHAapTa, 3a UCKTIOYEHNEM CNefyoLero.

[ononHexuve:

MOPTATVBHbBLIE/MEPEHOCHbLIE ME N3LE/IVNA nnn nx 4actu fo/mMKHbI 6bITb CKOHCTPYMPOBaHbI Taknum
06pa3om, UTOObI B Clyvae yTeukn XUAKOCTU (CnydyaiiHble CMaynMBaHWsl) He BO3HMKAIO ONacHbIX CUTyaumin ot
ee nonagauma. ME OBOPYAOBAHUWE fomxHO COOTBETCTBOBaTL TPEOOBAHNAM 3/1EKTPUYECKO NPOYHOCTMH,
ykasaHHbIM B 8.8.3 06Lero ctaHgapTa, v TpeboBaHVAM HacTOALLEero ctaHgapTa.

CooTBeTcTBME TPEOOBAHNIO NPOBEPSAIOT CNEAYIOLMM UCTIbITAHNEM.

Momewaot PORTABLE/MEPEHOCHbLIE ME o6opyfnoBaHue unu yactn ME o6opyaoBaHus B Haume-
Hee BbIrOJHOE NOJIOXEHWEe B OT/MuMe OT HOPMasbHOro ucnosb3oBaHuA. MogsepraioT ME obopyaoBaHue B
TeyeHne 30 C UCKYCCTBEHHOMY MonajaHuio 0cagkoB 3 MM/MVH. NagatoLmnx BepTUKasibHO € BbiCOTbl 0.5 M Hag,
BepxHeli yacTeto ME 060pyaoBaHus.

WcnbiTatensHoe ycTpocTBO NokasaHo Ha pucyHke 3 M3K 60529.

YcTpoiicTBO MOXeT 6biTb MCNOMb30BAHO A4/15 TOro, YTO6bI ONpeaenuTb NPOAO/MKUTENBHOCTb MCMbITa-
Hua. Cpasy nocne akcno3uuuy B TeyeHne 30 ¢ HeobxoauMMO yaanuTb BUAMMYIO Bnary Ha kopnyce. Heno-
CpeACTBEHHO Noc/e NosBMEHUS ONNCAHHbIX TECTOB CnefyeT NpoBepuTb (MyTeM ocMOTpa), YTo tobasa Boaa,
koTopas nonana B ME U3AEJINE, He MOXeT oTpuLaTeNbHO BANATL HA OCHOBHbIe Tpeb6oBaHusA 6e3onacHoCTu
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ME W3OENNA. Heobxoaumo ybeantbca B ToM. yto ME U3AEJ/IME oTBeYaeT COOTBETCTBYIOLNM UCNbITA-
HUAM 3/1EeKTPUYECKOI NMpoYHOCTU m3onaumn (8.8.3 obuiero ctaHgapta) U He MPUBOAMT K BO3HUKHOBEHUIO
onacHbIX cUTyauui.

Mocne npoBegeHust ncnbiTaHns cnepyet nposeputs ME U3LAE/IME Ha cooTBeTCTBME TPEOOBaHWUSAM
obulero ctaHgapTa.

201.11.8 ME N3OENNA, paboTatolme oT ceTu NnepeMeHHOro Toka

[lononHeHwne:

Ecnun anektponuTtaHune, nogknoveHHoe k ME o6opygosaHuio, 66110 npepsaHo B TeyeHne 30 ¢ uin MeHee, TO
6e3 U3MEHEHUIA HACTPOIKM O/MKEH BK/IOUATLCA PEXUM paboTbl 1 Bee faHHble MALUVEHTA fo/mKHBI COXPaHATLCS.

Mocne npepbiBaHMA CETEBOTO 3N1EKTpONUTaHnsa B TedeHne 25-30 ¢ NpoBepsoT COOTBETCTBUE coboae-
HWS ycnoBuii akcnayaTauuy ME 060pyfoBaHus B pexume HacTpoek onepaTopa.

Ecnu nutaHue cetu 6bis10 NnpepBaHo 6onee yem Ha 30 c. nocneayrowas akcnnyataums ME OBOPYO-
BAHWA fomkHa 6blTb OQHON U3 Cleayowmx:

- BO3BpaT N0 yMON4YaHWIo B COOTBETCTBUN C 3aBOACKUMU YCTAHOBKaMW,

- BO3BPAT K HACTpoOikam no npeablAywemMy YMOMYaHuo nuim

- BO3BparT K HacTpoiikam Nno nocnegHemy yMos4aHuio.

MpumeuyaHue — MOryT 6bITb NPEAYCMOTPEHbI CPEACTBA, UCMO/Ib3yEMble ONepaTopoM A/t BbIGOPa OAHOTO UK
60/1ee 4eM O[HOrO U3 BbillenepeyncieHHbIX BApUaHTOB.

CooTBeTcTBUE TPe6OBaHMIO NPOBEPSIOT (PYHKLMOHA/bHbIE TECTHI.

Ecnn ME OBOPYAOBAHWE cofepXuT BHYTPEHHWIA UCTOYHMK 3N1EKTPONUTAHMA U NUTaHUe CeTu npe-
psaHo, To ME OBOPYAOBAHWE npogomkaeT paboTy B 06bIMHOM pexume nyTemM aBTOMaTtuyeckoro nepe-
K/IOYEHUSI OT €r0 BHYTPEHHEro WCTOYHMKA 3MEKTPOIHEPTUN, Npu 3TOM pexumM paboTbl, BCe HACTPOWKMN M CO-
XpaHeHHble faHHble He ByAyT U3MeHeHbl. DHeprocbeperaLme mepbl MOryT ObITb MPUHATLI NPW YCNOBUK, YTO
ME OBOPYOBAHWME npofosixaeT COOTBETCTBOBATL 3TOMY KOHKPETHOMY CTaHAapTy.

ME AMMNAPAT gomkeH BU3yaslbHO 0TO6pa3uTb, korga oH paboTaeT OT BHYTPEHHETO UCTOYHMKA MUTaHUS.

CooTBETCTBME NPOBEPSAIOT NYTEM NMPEpPbIBAHWA CETU N HAbII0AeHNS 3TOro onepaTopa HacTpoiikv 3a TeMm,
4YTO HOopMasibHasA paboTa NPOAO/HKAETCS, COXPaHEeHHble AaHHble He U3MEHWINCh W BU3yasbHas MHAMKaLUS
curHanmsunpyet o ToM. yTo ME OBOPYOBAHUVE pa6oTaeT oT BHyTpeHHero ICTOYHUNKA DNEKTPOMUTA-
HWNA. «ON-OFFH-nepekntoyaresib JO/HKEH OCTaBATLCA B NOMIOXEHUN «BKHOYEHO».

JononHeHwue:

201.11.8.101 3awmTa OT pa3psga barapeu

ME W3OENVE, koTopoe nosiyyaeT nuTaHne OT BHYTPEHHEro MCTOYHMKA 3IEKTPONUTAHUA, HE AO/HKHO
co3faBaTb OMNacHbIX CUTyauuin Ansa nauueHTa, Korga cCocTosiHue paspsga 60/blie He MOXeT nogdepxvBaThb
pa6oty ME N3OENNA B 06blyHOM pexmnme (cm. 201.15.4.4.101). MNpwu coctosHun ME OBOPYLOBAHUA B
pexvume ALARM, KIMHMYECKOM COCTOAHMM pa3psa onepaTop A0/HKEH OCYLLEeCTBUTb BbIK/HOYEHNE KOHTPOIN-
pyeMbiM 06pa3oM B C/ieAyIOLNX Cnyvasx:

a) ME ob6opyaoBaHve [0/HKHO OCYLecTBNATb TeXHMYeckoe cocTosiHne ALARM He meHee 5 MuH, 3To
03HauaeT, YTo ME o60opyaoBaHue 60/iblie He CMOXET DYHKLMOHMPOBATL B COOTBETCTBMU CO cneLumdmkaLmei
Npou3BoAUTENS NPY NUTAHUW OT BHYTPEHHEr0 UCTOYHMKA 3NEKTPO3HEPrnn. MNpoBepky NPOBOAAT nyTem hyHK-
LiMOHasIbHbIX TECTOB.

*b) Mpy M3MEHEHNN COCTOSHUA cbpoca N60ro BHYTPEHHEr0 UCTOYHMKA anekTponutaHus ME 060-
pyfoBaHue 60/blue He MOXeT (PYHKLMOHMPOBAaTbL B COOTBETCTBUM CO cneuudmkauvein npoussogutens. Mpu
atom ME obopypoBaHue OTK0HaT OT NUTaHUA Takum obpas3om, 4Tobbl He co3faBaTb ONACHbLIX CUTyaL it
Ansa naumenTa. Nposepky paboTbl npooasaT ¢ ME N3AENVEM, noAknloYeHHbIM K BHYTPEHHEMY UCTOYHUKY
nMTaHus.

201.12 TO4YHOCTb ynpaB/AKOLWMX YacTel 1 NpubopoB 1 3awmTa OT PUCKOB

MpuMeHAIoT pasaen 12 o6uiero cTaHAapTa, 3a UCKII0UYEHNEM CiefytoLLero.

201.12.3 CwucTtembl 6€30n0acHOCTM

JononHeHwue:
ME W3LE/IVE gomxHO 6bITb 060pyA0BaHO CUCTEMOIA 6e3onacHOCTH, Kak ykasaHo B 208.
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201.13 OnacHble cuTyauum n HemcnpaBHOCTU

MpumeHstoT pasgen 13 o6uiero ctaHgapTa.

201.14 MporpammMmnpyemble ME CUCTEMbI

MpumeHstoT pasgen 14 obuiero ctaHgapra.

201.15 Crpyktypa ME U3SAEJINA

MpumeHstoT pasgen 15 obuiero ctaHgapTa.

201.15.4.4 VingnkaTtopbl

[ononHexuve:

201.15.4.4.101 WHavkaTop onepauumn Haf 6atapeeiil n cocTosiHue 3apsaa 6atapeun

WNHaukaTop foMmkeH BU3yasbHO 0To6pa3utb paboty ME U3AE/INSA kak oT BHyTpeHHero S/IEKTPOMU-
TAHUA UCTOYHWKA, Tak 1 He TONIbKO OT BHYTPEHHEro UCTOYHWUKA NUTaHuA. BusyanbHas UHAMKAUUA BHY-
TpeHHero nutauus ME U3AE/INA gomkHa paboTaTb OT CBOEr0 BHYTPEHHEro0 MCTOYHMKA 3NEKTPO3HEPTUN 3a
cyeT ocTaBLUerocs 3apsfa barapeil.

CooTBeTcTBME NPOBEPAIOT MyTEM OCMOTPA U U3MEPEHUS.

201.16 ME CUCTEMbDI

Pa3gen 16 o6Liero ctaHgapTa He NPUMEeHUM.

201.17 SnektpomarHutHaa coemectumocts ME U3OE/INA n ME CUCTEM

MpuMeHstoT pasgen 17 obujero ctaHjapTa, 3a UCKNI0YEHWEM CeAyioLLero:
cm. pasgen 202.

202 2nekTpoMarHMTHasi COBMeCTUMOCTb — TpeboBaHUA N UCMbITaHUS

MpumeHaoT MOK 60601-1-2, 3a UCKIKOYEHNEM CleayloLero:

202.5.2.2.2 Tpeb6oBaHus, npegbsasnsemsle kK ME USAENKO n ME CUCTEMAM, OT/IMYHbIE OT TEX. KO-
TOpble NpefHasHayeHbl 415 UCMONb30BaHUSA TOMbKO B 9KPAHNMPOBAHHOM MOMELLEHUN.
JononHeHue:

MHOIO®YHKUMOHANBHOE U3AENVE ANA HABIKOAEHUA 3A COCTOAHMEM MALUMVEHTA v ero
[ONONHUTENbHbIE YacTU He AO/MKHbI cunTaThes XunsHeobecneunsawowmm ME N3AENTNEM.

202.6 SnekTpomMarHMTHas COBMeCTUMOCTb

202.6.1 muccusa

202.6.1.1.1 TpebosaHus

JononHeHwne:

MogynbHoe u nepekoHdurypuposaHHoe ME W3LE/IME gomkHbl NPOBEPSTH C YH4ETOM MaKCUMasibHO-
ro yncna n3noNorMyecknux yCTPonCcTB KOHTPONs. Bce ykaszaHHble yCTpoiicTBa MoHUTOpuHra ®U3MONOTN-
YECKWE pomkHbl 6bITb ucnbiTaHbl. O6paslbl 13 Kaxaoro cemeiicTsa kabenei nauuveHta wu/vnu gatyuvkv ¢
aHanorMyHo KOHCTPYKUMEeR, nepeuncnerHole B npunaraemolx kK ME U3QETNKO gokymeHTax, A0/KHbI ObITh
NpoBepeHbl B COOTBETCTBUM C MHCTPYKLWER 610ka KOHTpoNs.

202.6.1.1.2 TecTbl

a) Kabenu, kpenswmecs K Teny naumeHta

3ameHa:

Mpeobpaszosateny v Kabenn Ha nauveHTe JO/MKHbI ObiTb NPOTECTUPOBaHbI, Kak ykazaHo MPOWV3BO-
ONTENEM co Bcemmn SIP/SOP-kabensmu k ME o6opygosaHuto (cMm. pucyHku 202.101 1 202.102). Mpu aToM
pacctosiHns SIP/SOP-kabeneii Mexay OTKPbITbIM KOHLLOM 1 MofiaM (M/I0CKOCTbH) IO/MKHO 6bITb 60bLue 40 cMm.
Ecnu npoussogutens ykasbiBaeT kabenu nauweHta unn kabenu Ana npeobpasosartenieil ¢ pasnnyHon Anu-
HOlA. Torga ofjHa penpe3eHTaTMBHaA BbIGOpKa A0/MKHA GbiTh NPOBEpeHa.

9
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Cxema ucnbiTaHuii RC-cetn (Cp. Rp) v mMeTannmyeckoin nnactuHbl (6) npeactaBneHa Ha pUCYyHKe
202.102

1 — rnaBHble kabenu, ecNu UCNONb3YKTCA; 2 — CUTHANbHbI BbIXOAHOI kaGenb, ecnu ucCnonb3yetcs.
3 — cTON U3 n3onupywuero matepuana; 4 — ucneityemoe ME U3AEJNTUNE;

5 — MHOKTUNO0ObIE CUTHANbHbIE BXOAHbIE kaGenun, ucnonb3yemble ANS NOAKAOYEHNA AaTYNKOB,
CEHCOPOB WU 30HA0B, 6 — AATUYMK, CEHCOP; 7— TPeHaxep, ecniv 3To NPUMEHUMO
(3KpaHNpOBaHHbI N NPU HEOGXOAMMOCTN HU3KOYACTOTHLIN hunbTpyeTcs,
ecnu feiicTBUS pajguonomex 4actorte)

PrcyHok 202.101 — MakeT ANsa UCNbITaHUi n3nyvyaemblX Nnomex
1 n3nyyaemble UCNbITAHUA Ha YCTOWYMBOCTb C HenpoBoaswen YACTU

Yy S f— 0= 1= 0. -/

1— ceTeBoii kabenb; 2 — SIPi"SOP-Ka6enn; 3 — Ta6auua U3 M30A5LMOHHOTO MaTepuana.
4 — ME wucnbiTyemoro o6opyaoBaHus; 6 — HECKONbKO coeUHeHWi i 60nbHOrO, kabenun nayueHTa;
6 — meTannunueckas nnactuHa; Cp 220 pF; Rp 510 Om

PucyHok 202.102 — MakeT AN8 UCNbITaHWA 1 U3NyYaeMblX UCNbITAHUA Ha BbIGPOCHI
1 N3ny4aemMble UCMNbITAHUSA Ha YCTONUYMBOCTL C MOAK/IOYEHMEM NauneHTa

10
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202.6.2 HeNpUKOCHOBEHHOCTb

202.6.2.1.1 YpOBHW/ TeCTUPOBAHUA HEMNPUKOCHOBEHHOCTU

[ononHexve:

MogynbHble ME W3OE/NINA [o/MKHBI NPOBEPATL C YY4ETOM MaKCUMasibHOro psaga r3nonornyeckmx
YCTPOICTB KOHTpONsi. Bce ykasaHHble ycTpolicTBa MoHuTOpuHra ®U3NONOTMYECKUNE [omxHbI GbITh UC-
nbiTaHbl. O6pasubl N3 KaXkA0ro cemeincTea kabenein nauveHTa Wunm gaTuymkm ¢ aHas0rMYHOW KOHCTPYKLMEN,
nepeyncrieHHble B npuaaraeMblixX JOKyMeHTaxX, f0/KHbI O6biTb MPOBEPEHbI ¢ cooTBETCTBYOWMM PU3NONOTN-
YECKWM 6/10KOM KOHTPONS.

202.6.2.1.10 Kputepuu cooTBeTCTBUSA

[ononHexuve:

ME N3OAENVE ponxHo cooTBeTCcTBOBaTh TpeboBaHuaM M3IK 60601-1-2. ecnv B UHbIX CTaHAapTax He
yKa3aHbl KOHKPETHbIE KpUTEPUN COOTBETCTBUSA A/18 AaHHOro nogpasgena. PucyHok 202.101 npumeHsaeTcs.

202.6.2.2 OnekTpocTarnyeckune paspsifbl

202.6.2.2.1 TpebosaHus

JononHeHne:

ME V3OE/INE MoXeT nokasaTb BpeMeHHOe yxyAlleHWe B npouecce paspsga, npu 3Tom B TeveHne 10 ¢
ME AMMAPAT fomkeH BO306HOBUTL HOpMasibHYH paboTy B npeblaylieM pexume. HacTpoilku unu coxpa-
HEeHHble faHHble 6yayT HEU3MEHHBI.

202.6.2.3 O6nacTtu, nanyyarwlLune 371eKTPOMarHiTHbIe BOJTHbI

202.6.2.3.2 UcnbiTaHns

JononHeHwne:

NMo6oii curHan Bxoga/Beixoga n YACTb WWHYPA SNTEKTPOMUTAHWUSA pacnosoxeHbl, kak Noka3aHo Ha
pucyHke 202.101. PacctosiHne mexay SIP/SOP kabensmu n ataxom (3asemneHue) £ 40 cm.

202.6.2.4 SnekTpuyeckne BCNAECKN N NafeHNA HanNpsXXeHus

202.6.2.4.1 TpeboBaHus

[ononHexve:

Mpu BO34ENCTBMN 3NEKTPUYECKUX BCNIECKOB U NageHun Hanpskenuii (EFT/B) ME OBOPYLOBAHWE ¢
NMOMOLLbIO LUHYpa NUTaHUSA LOHKHO NPOAO/IXATb BbINOMHATL CBOU (PYHKLNW, Kak ONMcaHo B CONPOBOAUTE b-
HbIX JOKyMEHTax.

TecTupoBaHve kabeneii nauneHTa, kabenei 4aTynkoB 1 coeanHUTENbHbIX kabenelt 6onee 3 M B AINHY
MOXeT rnokasaTb BPEMEHHOe yXyZLleHne Npu BO3AENCTBMN KPaTKOBPEMEHHbIX NepexofoB U BCMJIECKOB.
B TeueHne 10 c ME OBOPYAOBAHWE fomxHO BO306HOBNTL HOpMasibHY0 paboTy B MpeablayLieM pexume
paboTbl 6e3 noTepu N60Oro onepaTopa HACTPONKU UIM COXPAHEHHBIX AAHHbIX, U BbIMOMHATL CBOU (PYHKLMUN,
Kak onnucaHo B JOKYMEHTAX.

202.6.2.4.2 VicnbiTaHns

[lononHeHwue:

aa) ME OBOPYAOBAHWE fomkHO 6bITb pacnosioxeHo (0.8 + 0.08) M Haj NOBEPXHOCTbIO 3eM/N;

bb) WwWHyp nutaHusa, noctaBnsemslii c ME OBOPYAOBAHWEM, 6ygeT ucnonb3oBatbCcs 415 NOAKIOYE-
Hns ME OBOPYLOBAHWA k Bbixogy EFT/B reHepatopa.

202.6.2.6 MpoBefeHHbIe NoMexu, HaBeAeHHble BY noneii

202.6.2.6.1 TpeboBaHus

JononHeHwne:

aa) npv BO3AECTBUMN PaaModacToTHbIX HanpskeHuii ME OBOPYAOBAHWE ¢ nomMolybio WHypa nuta-
HWUS [O/HKHO NPOAOS/IKATb BbINOMHATL CBOM (DYHKUUKN U1 nogaepxuBatb Heooxoaumyto JEATENBHOCTb.

bb) Ha kabenu nauneHTa n kabenu AaTumkoB 3TO TpeboBaHWe He pacnpocTpaHseTcs.

202.6.2.6.2 TecTbl

JononHeHwne:

aa) He npumeHsAlT M3K 60601-1-2. noanyHKT 6.2, nepeuncneHne c) n 6.2 nepeyncrieHue e).

[lononHuTenbHo;

202.6.2.101 3SneKTpoXMpypruyeckue BMmeLlarenbCcTea

[ns MHOroyHKUMOHaNBHOTO MOHWTOPWHIA MauneHToB 060pyAOBaHWA, MpefHasHavyeHHoro A1s co-
BMECTHOrO 1CNo/b30BaHnA ¢ BY xupypruyeckum obopyoBaHueM, [O/MKHbI ObiTb NpefycMOTpeHbl CpeAcTea
ANSA 3aWWTbl OT HEUCNPAaBHOCTEW, BbI3BaHHbIX 3/1EKTPUHECKUMI XPYpPriuyeckumm npubopamu. TecT no3sonsiet
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ncnonb3oBaTb Ntobble kabenu nauyeHTa, Nposoaa, NpeobpasoBarenn, akceccyapbl UM HACTPOKN, PEKOMEH-
fyemble 3aBOJOM-U3rOTOBUTENIEM.

Korpa ME OBOPYAOBAHWE wvcnonb3yloT coBMecTHO ¢ BY xupypruyeckum o6opypoBaHuMEM, OHO
OO/MHKHO BO3BPATUTLCA B NpeablAyLLMiA pexxMm paboTel B TeueHne 10 ¢ nmocsie Bo3AeicTBUS nonsi, cos3gaBae-
Moro BY xupypruyeckum obopyoBaHuem, 6e3 notepu COXpaHeHHbIX JaHHbIX.

CooTBeTcTBME MNPOBEPSAIOT Mo uudpbl 202.103, 202.104 u/mnun 202.105. faHHble 202.103 u 292.104
npeAcTaBNsAlT TECTOBbIE HACTPOIiKM, KOTOpble ByayT ncnosb3oBaHbl Ana nposoaawmx COEANHEHNIW, B To
Bpems kak Ha pucyHke 202.105 npoAeMOHCTPUPOBaHbI UCNbITaTe lbHble YCTAHOBKWN, KOTOPble ByAyT UCMO/b-
30BaHbl /15 HENPOBOAALLMX pabounx yacTeli B 3aBucuMocT ot KJTACCA | unu KNACCA Il ME OBOPY[O-
BAHUA.

Mcnonb3yloT xupypruyeckoe obopyaosanme tuna HF. kotopoe cootBeTcTtByeT M3K 60601-2-2, nmeet
MUH/MasIbHYH0 MOLLHOCTb, BO3MOXHOCTb COKPaTUTb Pexum Hanpsbkeuusa fo 300 Br. obecneuvsaeT MuHK-
MasibHYI0 BO3MOXHOCTb pexuma koarynauum 100 BT n paboTaeT Ha yacTtoTe 400 kl'y + 10%.

a) McnblTaHna B YACTOM pexume nofasBneHus

YcTaHaBnMBaloT BbIXOAHYIO MOLLHOCTb XMpypruyeckoro o6opyaosanHus tmna HF 300 W. 3atem npuka-
calTCca K MeTas/l/IM4yeckol nacTuHe B UCMbITaTeIbHOW ycTaHoBKe (CM. pucyHku 202.103. 202.104 n 202.105)
C aKTUBHOrO 3N1eKTpoAa U MeAsIeHHO yAansawT 3NeKTpos, 4To6bl nonyunTb Ayrn. Mocne yero npoBepsioT
ME OBOPYAOBAHWVE Ha npeameT ero Bo3BpalleHus B TedeHne 10 ¢ K npeabiayliemy pexumy paboTbl 6e3
noTepu COXpaHEeHHbIX JaHHbIX.

Mpoueaypy crneayeT NOBTOPUTL MATL pas.

b) VicnblTaHusa B pexume Koarynsaumm

Heo6x04MMO NOBTOPUTL TECT B MYHKTE a), HO C BbIXOAHOW MOLHOCTbH 100 Br.

EUT

1— xupypruueckoe o6opysoBaHune Tuna HF; 2 — mMeTannuuyeckas nnacTuka;
3 — pa6ounit anekTpo xupypruyeckoro o6opyaosanusa tuna HF. 4 — MeTtannuyeckas nnactuHa |
HeliTpanbHblil anekTpoa (N) BY xupypruuyeckoro o6opyaoBaHus:
5 — ycTtpoiicTBo cBA3n; 6 — MALWEHT COEAVUHEHWA, kabenu nauuenTa;

7 — ME OBOPYAOBAHMWE: Rp 500 OM. 200 BT (MM3KOMHAYKTUBHAA. < 5 MKIM. UMUTUPYeT UMNefaHc nayneHTa);
Cp 47 n® (ans Toro UTO6bLI MUHUMWU3UPOBATL BAUSHUE Pa3/IMyHbIX TUNOB HF Xupypruyeckoro o6opyaoBaHus).
Rs 61 KOM RSWCs umutauum umnegaHca Koxu;

CB 47 Mtp. R. L. F.C. N MAUMNEHTA COEAVMHEHNA

PrcyHok 202.103 — WcnbiTaTenbHas Uenb 4158 M3MepPeHU BY 3awmTbl XMpypruyeckoro o6opyaosaHust
B cooTBeTCcTBUM € 202.6.2.101 ¢ naumeHtom COEANHEHWA
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T— xupypruyeckoe o6opyposaHue tuna HF; 2 — meTannuyeckas nnactuHa: 3 — pabouunii anexkTpos
Xupypruyeckoro o6opyaosaHna tuna UP; 4 — HeliTpanbHblii 3neKTpoj Xxupypruyeckoro o6opyaosanus tuna UP;
5 — yCcTpoiiCTBO CBA3M — UCMbITaTeNbHAA yCTaHOBKA a COOTBETCTBUM C 5 pucyHka 202.103; 6 — kabenb nayuneHTa:
7 — ME ucnbeiTyemoro o6opyaoBaHuns: 6 — nutaHne ot ceTu. 9 — CTON U3 U3ONALUOHHOI MaTepuana;

10 — coefnHeHMe C 3alUTHLIM NPOBOAOM ANA 3a3eMIEHUN

PucyHok 202.104 — WcnbiTaTeNbHaa ycTaHOBKa ANA n3mMmepeHus BY 3alunTbl Xxmpyprmuyeckoro o6opyaosaHus
B cooTBeTCcTBUM € 202.6.2.101

BT

Xxupypruieckoe o6opyaosaHue tuna MF; 2 — meTannuyeckas nnactuHa. 3 — paboumnii anekTpoa XUpyprunyeckoro o6opyfoBaHus
Tuna HF; 4 — meTannuyeckas nnactumal'meiiTpansHbin anektpos (N) BU xupypruueckoro o60pyaoBaHus.
5 — MepfHas ponbra NOAKMOYEHA K MeTannuyeckoi nnactnie; 6 — Henposogswune YACTU;
AaTyuK UM npeo6pasoBaTesib CCOeANHUTENbHBIM kKabenem. 7 — ME OBOPYOOBAHUE;
B — ANna OBOPYAOBAHUA KTACCA |; meTannuyeckasa nnactuHal'veitpansublit anektpos (N) BY

XUpyprunyeckoro o6opyaoBaHns cesisaHa ¢ kopnycom ME oGopygoBaHus; 9 — ana o6opygoBanus knacca Il

MeTannuyecxas nnactuHa/meiTpanbmelii anektpos (N) BY xupypruuyeckoto o6opysoBaHuns
c MefHO conbroii, okpyxatuieit o6ono4ky ME o6opyaosaHusa; Rp 500 Om. 200 Bt
(HUaKouHAyKTMaHas. < 5 MK[M. UMUTUpPYeT uMnegaHc nayneHta): Cg 47 HO (4NA TOro 4To6bl MMHUMU3NPOBATL BAUSHUE
pasnnuHbix TMNos HF xupypruyeckoro o6opyosaHuns)

PucyHok 202.105 — WcnbiTaTenbHasa wenb ANs namepeHuii BY 3awmtbl XMpypruyeckoro o6opyaoBaHuns
B cooTBeTCTBMM € 202.6.2.101 ¢ HenpoBoaawmx YACTEN
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208 O6Lme TpeboBaHUsA, UCMbITaHUS U PYKOBOASLWME YKa3aHUS
AN CUCTeM cUrHamsauum B MeILUMHCKOM 3/1eKTPO0Oopyn0BaHNM
VN MEANLMHCKUX 3M1EKTPUYECKUX CUCTEM

MpumeHaT M3K 60601-1-8. 3a UCKNHOYEHUEM:

208.6 CuctemMbl 6e30nmacHOCTU

208.6.1 ABapwuiiHoe cocTosiHMe

208.6.1.2 TpuoputeT aBapuintHOrO COCTOSIHUSA

[lononHeHue:

ME o6opyfoBaHue, KOTOpoe Bk/o4aeT B ce65 MCMOMNb30BaHNE MOHWTOPUHIA NauyveHToB, Npu KOTOPOM
He TpebyeTca HenpepbiBHOE NPUCYTCTBME KIVHUYECKOro oneparopa, B HOPMaslbHOM COCTOSIHUWM paccmatpu-
BaeT YC/IOBUS ABAPWI, koTopble MOryT NPUBECTM K IETKAM TpaBMaM 1 0TCPOUKe NOTEeHLNaIbHOro Bpeaa B
aBapuiiHbIx ycnoBusax (cm. Tabnuuy 208.101).

MpuNoXeHHble [OKYMEHTbl OMUCLIBAIOT, Kak OTBETCTBEHHAs opraHu3aumsa MoxeT AelicTBoBaTb Npu oT-
KMYeHnn 3BYKOBbIX curHanos ALARM B ycnosusax Huskoro ALARM npuoputeTa. MNMpumeHsaoT TpeboBaHns
6.7 MOK 60601-1-8.

MpumeuvuaHne — Heobxognma aganTtauus AONOMHUTENbHbIX BO3MOXHOCTel KoHdurypaumm ans ME o60-
pyAoBaHua. OTO HE06X0AUMO, eC/IN OpraHn3auuns HyXX4aeTca B Ha/IM4M 3BYKOBbIX CUTHaNI0OB TPEBOIM B YC/IOBUAX HU3-
koro MPNOPUTETA TPEBOIW, Hanpumep OTAeNleHUS WHTEHCUMBHOU Tepanuu, Korga LeHTpasibHbii MOHUTOPUHT He
MCNONb30BaH.

Tab6nvua 208.101 n3meHsieT npuvoputeTbl Tabnuubl 1 aBapuitHoro coctosHua ans ME o6opyfoBaHus,

KOTOpOe€e BKIK4YaeT prHKLI,VIOHI/IpOBaHI/Ie no HasHa4yeHUK MOHUTOPUHra nauyueHToB, NPU NPUCYTCTBUN KNNHU-
4YeCKOoro onepartopa B 06bIYHbIX pa6otw1x yCnoBuAx:

Ta6nuuya 208.101 — ABapuitHoe cocTosiHMe npuopuTeToB ME 060pyaoBaHus, Bkovatolee 8 cebsi npsiMoe UCNO/b30-
BaHWe MOHMUTOPUHIa NauneHToB, NPY KOTOPOM He GblsI0 MOCTOSAHHOMO NPUCYTCTBUS KNUHUYeckoro ONMEPATOPA

BO3HWKHOBEHME NOTEHLMA/IBHOTO B
MoTeHuyabHble pesysbTaTbl anapum, peak- H pesa

LM Ha MPUHMHBLI TPEBOXHON CUTyaLmn HemeneHHbI BbICTPbIi 3a1epxvBalOLLMIiCS
CmepTb Unu HeobpaTtumble o o o
P P Bbicokuii Bbicokuit CpefHwii
noBpexaeHus
PeBepcuBHble TpaBMbl Bbicokuii CpepHuii Hun3kuii
Nerkme TpaBMmbl UAn guckomdopT CpepHwii Hwn3kuii Hwn3kuii

- BO3HMKHOBEHME NOTEHLMaNbHOrO Bpea NPoMCXoanT Npy BO3MOXHOCTY MOBPEXAEHUS, a HE B MOMEHT ero nposiee-
HYSA.

- Vimes noTeHuman AnA pasBUTUA COGbITUA B TEHEHWE onpefenieHHOro nepnoaa BpemMeHun, 06bIYHO HeAO0CTaTOUHbI 415
PYUHbIX KOPPEKTUPYIOLWUX AeACTBUNA.

- Vimes noteHuman gns pasBuTUSA cobbITUA B TeUeHWe nepruoaa BpeMeHU, 06bIYHO JOCTATOUYHO A PYUHbIX KOPPEKTU-
pyrowmx AeicTBUi.

- Vimerowmx noTeHunan Ana pasBUTUs cobbITUSI B TeUeHWe Heonpe/enieHHoro BpemMeHu, 6osee ykasaHHOro B pasgerne
«Mopgckaska».

- Fpe aTo BO3MOXHO. ME o6GopyfoBaHue ¢ TepaneBTUYeCKOW yHKUMel BKIOYaeT aBToMaTU4eckne MexaHu3mbl 6es-
onacHOCTWU. NpejoTBpallalolne HeMeA/IEHHY0 CMePTb UM Heo6paTUMble MOBPEXAEHUS, Bbl3BaHHble HapylleHneM
pa6oTbl ME o6opyaoBaHusA (CM. TakKe COOTBETCTBYHOLLME YACTHOCTM CTaHAApPTOB).

208.6.3.3 3BYKOBble CUTHaNbl TPEBOA

208.6.3.3.1 XapaKkTepuCTUKN 3BYKOBbLIX CUTHasI0B TPEBOMU

JononHeHuve:

[Ona ME o6opyaoBaHus, KOTOpoe BK/IOYaeT B ce6s1 Mo CBOEMY NMPSIMOMY MOHUTOPUHTY Habn4eHve na-
LIMEHTOB, NPU HENOCTOSAHHOM MPUCYTCTBUU KNMHUYECKOTO onepatopa B 06bIYHbIX paboynx ycrnoBusx:

- 3BYKOBblE CUrHasbl TPEBOTM AO/KHbI ONOBeLaTb B yc/oBusax nioxoro ALARM MPUOPUTETA (ypa-
nnTb cHocky «D» n3 Tabnmupl 3 M3K 60601-1-8);
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- 3aMeHuTb «> 15 ¢ unm He NOBTOPSATL» Ha «2.5 ¢ A0 30.0 c» B «aBapwitHbIl curHan Huskuii MPUOPU-
TET» KkonoHke Ta6nunupl 3 M3K 60601-1-8;

- 3BYKOBbI€ CUrHas1bl TPEBOIX A0/MKHbLI onoBewars Ha TY ALARM.

Tabnuua 208.102 nsmeHset Tabnuuy 3.

Tab6nuuya 208.102 — XapakTepUCTUKN B3pbiBa 3BYKOBbIX curHasioB ALARM ana ME o6opyaoBaHus, KOTOpoe BKtoYaeT
B ce6a MOHUTOPUHT Ha6ngeHna BOJIbHbIX, npu KOTOPbIX HET HEMNPEPbLIBHOIO NPUCYTCTBUA KNuHuyeckoro ONMEPATOPA

BbICOKMIA NpropuTeT CpepgHuii npuoputet Hu3kuii npropuTeT
XapakrepucTuka
curHana Tpeeoru CUTHSATa TPEBOTU curHana TpeBoru
KonnuectBo nMnynbCoB B NakeTe*)* 10 3 1vm2
WHTepBan mexay nMmnynbcamun
Mexay 1-Mm 1 2-M UMNYJSIbCOM X y y
Mexay 2-mM 1 3-M UMMNy/1bCOM X y He ncnonb3yetcsa
Mexay 3-M 1 4-Mm NMMy/IbCOM 2x + td He ucnone3yetcsa He ucnonesyercsa
Mexay 4-M 1 5-M NMMysibCoM X He ucnonebsyetca He uncnonb3yertca
Mexay 5-M 1 6-M UMnynbLcom 0.35cpo 1.30c He ncnonbayetca He ncnonb3yetcsa
Mexay 6-mM 1 7-M UMMy/ibCOM X He ucnone3yetcs He ncnonbsyetcsa
Mexay 7-m 1 8-M nMnysiLcom X He ucnonebsyetca He ucnonb3yetca
Mexay 8-mM 1 9-M nmnynbLcom 2X + He ucnonbsyetca He ucnonbsyetcs
Mexay 9-m 1 10-mM nmnysibCom X He ucnone3yetcs He ncnonbsyetcsa
WHTepBan ic (U,) 25cpo15.0c¢ 25cp0300c OT125¢c0030.0cC
PasHuua B aMnauTy e Mexay niobeimu Makcumym 10 ob Makcumym 10 ab Makcmumym 10 ab

ABYMs1 UMNy/IbCaMu

Foe X A4OMKHO 6bITb Mexay 50 mc 1 125 mc.

Ecnu y onxHO 6bITb BAnanasoHe oT 125 mc o 250 mc.

MN3MeHeHNs X Ny B NOpbiBe A0/HKHA COCTaBNATb + 5%.

CpeaHuii NpuopuTeT td + y A0MXEH 6biTb 60Mblie Un paseH BbICOKUN MPUOPUTET t + X.

a>CmMm. Takxke Tabnvuy 4 M3K 60601-1-8 ana xapakTepucTUKn Umnysbca.

b>ECNN He yKa3aHO MHOe, B 4aCTHOCTU CTaHgapTa A1 KOHKPeTHOro obopyaosaHus ME.

c) MpousBoanTensM pekoMeHAyeTCs Ucnonb3oBaTb A/MHHBIA INTERBURST WHTEPBAJ1 cooTBeTCTBMM C aHanu-

30M pUCKOB. B onpepgeneHHbIX cTaHAapTax npejgsaraeTcs paccMoTpeTb Haubosiee COOTBETCTBYHOWMIA MHTepBany
INTERBURST 3BYKOBOro curHana TpeBoru 4715 KOHKPETHOro NPUMEHEHUS CUCTEMON curHanusaunun. AnutenbHble UH-
Tepsasibl INTERBURST MoryT npu onpefie/ieHHbIX YC/IOBUAX HeraTMBHO MNOBJ/IMATH Ha CMOCOBHOCTb UCTOYHMKA npa-
BU/IbHO U CBOEBPEMEHHO pasninyaTb aBapuiiHoe COCTOsHME.

d>Ecnu He MHaKTUBUpPYeTCS curHan knvHmyeckoro OMEPATOPA, Huskuiit MPUOPUTET 3BYyKOBbIX CUrHa/i0B TPeBOru
[,0/KeH BbIMONHUTL NO KpaliHel mepe oAuH B3pbIB, a BbicOkMiA MPUOPUTET 3BYKOBOro curHasna AoJ/1XKeH BbINOAHUTb
no KpaiiHeli mepe NOMIOBMHY OHOrO B3pblBa.

MpunoxeHHble JOKYMEHTbI ONUCLIBAIOT, Kak OTBETCTBEHHAA OpraHm3auus MOXeT N03BOINTb WU OTK/II0-
YNTb 3BYKOBble curHasbl ALARM B yCNnoBUAX HU3KOIO NpuopuUtTeTa u orpaHnunTb AOCTYN K OCYLLEeCTB/IEHUIO
KOHTPO/IA 3a MHTEepPBasIoM A/ BCeX 3BYKOBbIX curHanos ALARM. TpeboBaHus 6.7 M3K 60601-1-8 npumeHu-
Mbl.

MpumeyaHne — OTO HEO6XOAMMOCTbL afanTauumn AOMNOSTHUTENbHbIX BO3MOXHOCTEW KoHurypaunun ana ME
o60pyaoBaH/A. ITO HEO6XOAMMO, KOrfa OTBETCTBEHHAS OpraHu3aLusa HyX/AaeTcsl B 3ByKOBbIX CUTHasiax TPeEBOMY B yC/io-
BUAX HU3koro MPUOPUTETA TpeBoru, Hanpumep Ans oTAeNeHUin MHTEHCUBHOW Tepanuu, Korga LeHTpanbHbI MOHUTO-
PWHT He ncnosnb3yeTcs.

YNPAB/TEHVNE PUCKAMW npuMeHA0T 417 onpefeneHmsa MmakCMmasibHOro nHTepBeasia 3BYKOBbIX CUTHA-
10B TPEBOTW, CBA3AHHbIX C BbICOKUM, CPEAHUM U HU3KUM MPUOPUTETOM B aBapUitHbIX YCOBUSIX.

CooTBeTCTBME MPOBEPSIOT NOCPELCTBOM KOHTPONS haiina MeHeLXMeHTa pucka.

208.6.6.6.2 T'POMKOCTb 3BYKOB TPEBOIM U UHPOPMALMOHHbIX CUTHANI0B

JonosiHeHue:

208.6.3.3.2.101 [poMKOCTb 3BYKOB TPEBOIM U MH(DOPMALMOHHBIX CUTHA/IOB 613Kasn K Hy/H0

Ecnu knuHnyeckme OMNEPATOPDI cBogAT 06beM 3BYKOBbIX cUrHanoB ALARM K Hy/o (HeT 3Byka 1 faB-
neHus). TO ANA MHaKTMBaLMK curHana Tpesoru npu coctosHmm AUDIO OFF B ME o60pyfoBaHun OOMKHO
6bITb yKa3aHo, rae UMEHHO NOBTOPSAIOTCSA CUrHanbl TPEBOTY (415 yAANEHHbIX KOMNOHEHTOB pacnpeaeneHHoinl
CUCTEeMbI CUrHann3auum).
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MpoBepky NPOBOAAT C MOMOLLLIO (PYHKLMOHA/IbHbIX TECTOB.

208.6.4.2 3afepxku, BO3HUKaWLLME B pacnpenesieHHon cuctemMe 6e30nacHOCTU Unm oT ee paboTsl

JononHeHuve:

[eHepauus curHana TPeBOrM 3afepXkn hmanosiornyecknx ycnosuini ALARM U TEXHUYECKMX YCNOBUIA
ALARM Ha yganeHHoe obopyaoBaHue fAo/kHa 6bITb OrpaHuyeHa, Tak 4tobbl cTalMoHapHoe nevyeHne He f0-
nyckano 3sagepxkun. YNMPABJIEHVE PVCKAMW npumeHsieTcsa A5 onpefesieHnss MakcumasbHoro CurHana
TPEBOTY MPY BPEMEHUN 33[EPXKN, KOTOPOE SAB/IAETCA NPUEMSIEMbIM L0 NPeACTaB/IEHUA CUTHANIOB TPEBOIN Ha
yAaneHHble KOMNOHEHTbI pacnpefeneHHoN CMCTEMbI CUTHaNn3aumn.

CooTBeTCTBME NPOBEPSAIOT NyTEM KOHTPOAA halina MeHeXMeHTa pucka.

208.6.6 NMpoaenbHoOe 3Ha4YeHe 3BYKOB TPEBOTU

208.6.6.1 O6Lwwue TpeboBaHUsA

JononHeHwve:

208.6.6.1.101 dun3monornyeckme ycnoBusi, CUrHaa TPEBOru, Npeaesnbl 1 Bpemsl 3a4epxku dpusunonorunye-
CKUX CUTHa/I0B TPEBOTYN

[eHepauusa curHana TpeBorv Npu 3agepxke rU3nonornyecknx CUrHaroB TPEeBOrY MOXET ObiTb HacTpa-
nBaeMoi.

HacTpoiika reHepauum curHana TpeBoru 3aepxkv rm3nonornyecknx CUrHanoB Ao/MKeHa ObiTb orpaHu-
YeHa OTBETCTBEHHOI opraHusauueii (cm. 6.7 MK 60601-1-8).

CooTBeTCTBME NPOBEPSAIOT NMyTEM OCMOTPA.

[nanasoHbl perysimpoBkM NpefenoB TPEBOMM W pas3pelleHne HacTpoiku GyaunsHuka LIMIT goskHbl
ObITb yKa3aHbl B CONPOBOAUTESNbHbIX OKYMEHTOB [cM. 201.7.9.2.9.101. nepeyncneHue j)].

CooTBeTCTBME NPOBEPSAIOT NMyTEM OCMOTPA.

208.6.8 CoCTOAHUA MHAKTUBALMWN CUTHANOB TPEBOTU

208.6.8.3.101 Mnob6anbHble BpeMEHHbIE COCTOSIHUA CUTHA/I0B TPEBOMM MHaKTUBAaLMUM — YacToTa CUrHa-
JI0B TpeBoru

MpopomknTensHOCTb MakcuManbHas. Obllas Tpesora octaHoBunachk, n nHTpesan AUDIO PAUSED mo-
XeT HacTpauMBaTbCA. YKaszaHHble CpefcTBa He [O/IKHbI ObiTb perynmpyeMbiMn KIMHUYECKUM OMNepaTtopoM B
06bIYHOM pexume (cM. 6.7 M3K 60601-1-8). CpeacTBO orpaHNYeHns 4OCTyna K OTBETCTBEHHOI opraHm3anum,
4YTO6bI M3MeHeHUs gnuTtenbHocTM ALARM npekpatunucek, mAUDIO PAUSED Ao/ Hbl 6bITb ONMcaHbl B CONpPo-
BOAUTE/IbHbIX fOoKyMeHTax. TpeboBaHus M3K 60601-1-8. 6.8.5 npumMeHsoT.

MpoJo/mKnTeNLHOCTL

O6uwan Tpesora npekpatunacb, n AUDIO PAUSED uHTepBana [0/HKHO OblTb O4MHAKOBbIM A1 BCEX
CUIHANIOB ABAPUI MHOro(yHKLMOHANLHOTO 060pY40BaHNA A1 MOHUTOPUHIA NaLueHTa.

MpoBepky NPoBOAAT NOCPEACTBOM OCMOTpa 1 paboTocnocobHOCTH.

[lononHuNTe NbHbIE MYHKTHI:

208.6.8.101 TEXHWYECKWE YCNOBUA TPEBOI

WHakTuBaumsa curHasnos Tpesoru (naysa Wan BbIK/lOYeHne):

a) He VMHaKTMBUPYIOT CBETOBble CUrHasbl NpeaynpeXxaeHns TeXHUYECKUX YCNOBUIA TPeBOrun, KOTopble
NOEHTUULMPYIOT KOHKPETHbIX YCNI0BUS aBapun U ee NpuopuTeT Ha pacctosHun 1 m ot ME OBOPYLOBA-
HNA:

b) MOryT UHaKTMBMPOBATb BU3yasibHble CUrHaMbl TPEBOIK, Yka3aHHble B MOK 60601-1-8. 6.3.2.2. nepe-
yuncrieHune b.

Ana dusmonornyecknx naMepeHuii, A4na KOTOPbIX KOHKPETHbIX YaCTHbIX CTAHAAPTOB He CyLLecTByeT,
KOHTPOJ1b PUCKOB NPVMEHAIOT 4151 OnpefeieHns nHakTusauum (onoseLLeHne yepes npuocTaHoBIEHO U/N Bbl-
K/I0YEHO), TakKe A0/MKHbI MHAKTUBMPOBATLCSA CBETOBbIE CUTHASbI NMPeAynpexaeHns 0 TEXHUYECKUX YCIOBUSAX
Tpesoru.

B cnyyae TexHuyeckoro coctosHua ALARM ntobble nsmepsieMble BE/IMUKHLI NapameTpoB A0/KHbI 0TO-
6paxaTbcsa TakMM 06pa3oM, YTOObI U3MepPeEHbIe 3HAYeHUss MOrn 6bITb onpegeneHsl knnHuyeckum ONEPATO-
POM.

MpumeyaHne — BoO BpemMs TEXHNYECKOTO COCTOSIHUSI TPeBOMM (PU3n0IorMYeckme napaMmeTpbl He MOTYT 6bITb
CNOCOGHbI K BbISIB/IEHMIO B yC/10BUAX husmnonornyeckoro ALARM.
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Ecnv npeo6pasosaTenu, kabenu naumeHTa, gaTymku, 30HA4bl WU MOAYNN HAMEPEHHO OTKOYEHb! Ku-
Huyeckum OMNEPATOPOM, kak yka3aHo, B aBapuiiHblii c6poc, 3roTOBUTE b MOXET OTK/THUYNUTL BU3YyaslbHble
CUrHasbl TpeBorn TexHuyeckux ycnosuii ALARM. Takue cpeAcTea AO/MKHbI ObITb NpUBEAEHbI B UHCTPYKLUM NO
npvMeHexuto (cm. 201.7.9.2.9.101, nepeuncneHue o).

CooTBeTCTBME NPOBEPSAIOT OCMOTPOM.

208.6.9 NosTOpHasa Tpesora

3ameHa:

[onxHbl 6bITb NPeAyCMOTPEeHbl cpeacTBa AN KIMHUYeCKMX onepaTtopos no aktnsaumm ALARM RESET
CUTrHaNoB TPEBOTHU.

Mocne akTuBauuu OyHKLMKM cb6poca aBapuinHOro curHana:

a) 3BykoBble CUTHAJIbI ABAPWIA chnsmnonormyecknx coctosHnii ALARM npekpaijaiTcs, 4To No3sons-
eT cucteme ALARM pearvpoBaTb Ha nocreayloliee aBapuiiHoe COCTOSHNE:

b) CBETOBbIE CUTHa/bI MpeaynpexaeHns Ansa 3alenkmsanus ycnosuit ALARM, koTopble 60/iblie He cy-
wecTsytoT (cM. 201.7.9.2.9.101, o) n 208.6.8.101);

C) CBETOBbIE CUrHasIbl NpeaynpexaeHns Ans Moobix CYLEeCTBYIOWMX YCNOBUN, CUTHaM3auna fomxHa
npoAo/MmKaTbCs Kak Ans ycnosuini ALARM:

d) cuctembl OXpPaHHOW cUrHanM3auuy AOMKHbI ObiTb BKIOYEHbI HEMEA/IEHHO, A5 TOr0 YTOObI OHW MOT-
M pearvpoBartb Ha nocfejyllliee aBapuiiHoe COCTOsIHWE;

€) CBeTOBble CUrHasbl NpeaynpexaeHust TexHuyeckux ycnosuii ALARM He npekpalialoT A0 MOMeHTa
TEXHUYECKOE COCTOAHWUE aBapuiiHOro curHana.

CpegctBa koHTpons ALARM RESET gomxHbl 6biTb MapkupoBaHbl cumBonioMm M3K 60417-5309 (2002-
10) (cm. M3K 60601-1. cumson 2 Tabnuubl C.1 n/vnu TekctoBas cTpoka Mapkmposku 5 Tabnuubl C.2).

CooTBeTCTBME NPOBEPAIOT NyTEM OCMOTPA.

208.6.10 BE3 ®VKCALMN n C dUKCALMEN CUTHANTIOB ABAPUN

[lononHeHune B nepBbiii naparpad:

Ona ME o6opynoBaHus, nogaepxusatollero cuctemy curHanusauum LATCHING 6e3 cukcaunn Tpe-
BOXHbIX CUTHaN0B, JO/MKHbI 6bITb NPeAYCMOTPEHbI CPeACTBa, KOTOPbIe NO3BO/IAT OTBETCTBEHHON OpraHu3a-
unm HacTpoutb ME o6opysnoBaHue Tak, 4Tobbl Bce aBapuiiHble curHanbl LATCHING wnm Bce 6e3 dmkcaumm
curHansl ALARM ansa chnsnmonornyecknx yCnoBuii CUrHana orpaHnynBanmn focTyn K aToi KoHurypaumm Tonb-
KO /11 OTBETCTBEHHOW OpraHusauuu.

NMpumevaHne — IT0 TpeboBaHMe f06aBNSET BO3SMOXHOCTb KOHUIypauum 418 NCNONb30BaHUA B OTAENEHNAX
VHTEHCUBHO Tepanuu, rae oTBETCTBeHHas opraHu3auus fosxHa ukcrposaTs CUTHAbI ABAPUM ans Bcex cocTosaHMi
TpeBorn.

CooTBeTCTBME NPOBEPAIOT NpoBeAeHNeM IYHKLMOHAIbHOTO UCNbITAHUS.

JononHeHwne:

208.6.10.101 BE3 ®UKCALIMU n C dUKCALMEN CUTHANOB ABAPUN fnsi TEXHUYECKMX ycnoswuii
Tpesoru

Be3 ¢hukcauun aBapuiiHble CUTHasIbl He A0/KHbl ObiTb OTHeceHbl Kk TEXHWYECKUM YC/TOBUAM
ALARM, ecnu ykasaHbl gpyrve aBapuiiHble CUrHas bl KOHKPETHbIX CTaHAapToB.

208.6.11 PacnpegeneHHas cuctema 6e3onacHoCcT

208.6.11.2.2 OTKa3 yfaneHHoli CBA3M aBapUnHbIX CUTYyaL it

3ameHa nyHkTa b):

b) TEXHMYECKOE COCTOSIHNE TPEBOIMU B /I0ObLIX MOPAXEHHbIX YACTAX pacnpefeneHHoin cnctems! 6esonac-
HOCTU. KOTOpas MOXET reHepupoBaTb CUTHasIbI TPEBOTW.

JonosHeHune:

Ecnn ME o6opyfoBaHune HaxoguTcs B BblkNioueHHOM cocTossHun AUDIO, ME o6opyfoBaHue o6Hapyxu-
BaeT c60il CBA3N C pacnpefeneHHol CUCTEMON CMrHann3aummn, oTMEHSAET OTK/IIOYeHNe 3ByKa U MOXET BK/ItO-
YNTb TEXHWUYECKOE aBapuiiHOe COCTOSIHME.

JlononHuTtenebHble NOAMYHKTbI:

208.6.11.101 VHakTMBaumaYakT“BaLma cUrHana TPEBOIM Ha yasieHHbIX KOMMNOHEHTax pacnpenesieHHo
cucTemMbl 6e30nacHoOCTH
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Ecnun npusHaH npuemnembiM KOHTPO/b PUCKOB MO NpsAMOMY npuMeHeHunto. ME o6opyaoBaHne MoXeT
6bITb CHAbXeHO cpeficTBaMu /151 KIIMHUYECKMX OMepaTopoB, NMO3BONSAIOWMUMUY U aKTUBUPOBATb, U MHAKTUBMPOBAaTb
CUTHA/bI ABAPUI ME U3AENINS unm u3aMeHATb HacTpoiiku ALARM LIMIT ¢ yaaneHHbIX KOMNOHEHTOB pac-
npeseneHHon cUCTEMbl OXPaHHO! CUrHaM3aLmun, a UMeHHO:

- WHaKTMBMPOBaHWE ANSA rocyaapcTs, B KOTOPbIX NpuMeHsaloT ME o6opyaoBaHue (nay3sy ALARM, naysy
AUDIO. ALARM OFF unwu oTk/lo4eHne 3ByKa) U akTuBaums pyHKUNM «ABapuiiHbili cOpPOC»; 1

- MNpekpaLlieHne NHaKTUBaLMONHOIO COCTOSHUA.

ME o6opypaosaHve obecneumBaeT yAa/leHHYI0 akTuBauuio n nHaktusaumio. MNpu aTom negynpeautenbs-
Hble CUrHasbl AO/KHbI Takke NpefoCcTaBNATb CPefcTBa ANA HACTPOKM (BK/IOUEHWE AW OTKIYeHne) yaa-
NIEHHON aKkTMBaLMW/MHaKTUBALMN AN KaXA0ro rocygapctea. Mpu ycnoBuM MHakTMBauuu, A8 TOTO YTOObI
npefoTBPaTUTb U3MEHEeHWe 3TOol KOHMrypaLum KIMHUYECKUM onepaTopoM, AelicTBME Taknx CPeAcTB AOJK-
HO 6bITb OFrpaHNYeHO OTBETCTBEHHOI opraHu3auueii (cm. 6.7 M3K 60601-1-8).

CooTBeTCTBME NPOBEPSAIOT NMyTEM OCMOTpa.
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Mpunoxenne AA
(cnpaBo4YHOE)

O6lee pyKoBOACTBO

B HacTosAlwemM NpuIoXeHU NpUBOANTCA KpaTKkoe 060CHOBaHWE BaxHbIX TpeboBaHWUi HacToswero ctaHgapTa. OHO
npegHasHayeHo A1 TeX. KTO 3HaKOM € npeAMeToM CTaHAapTa, HO He yyacTBOBas B ero passutun. OCHOBHble Tpe6oBa-
HUSA CUMTAlOTCA HEO6XOAUMBIMU AN HaA/exalero NnpMMeHeHUs HacToswero ctaHgapta. Kpome Toro, B KJMHUYECKOW
NpakTKe cYMTaEeTCs, YTO 060CHOBaHNE COBPEMEHHbLIX TpeboBaHWUii GyaeT cnocob6CcTBOBaThL /IIOGOMY MEpPecMoTpy 3TOro
KOHKpPeTHOro ctaHgapTa.

MoanyHkT 201.1.1 O6nactb

HacTtoAwunii ctaHgapT ycTaHaBnMBaeT OCHOBHble Tpe6oBaHUA 6e30MacHOCTV M OCHOBHble Tpe6oBaHMA NPOU3BO-
putenbHocTn ong MHOTO®YHKLUMOHAJIbHOIO o6opyaoBaHa MoHuTOopuHra MALMEHTA, kak onpegeneHo B 201.3.63.
OCHOBHbIMU KPUTEPUAMMK ONpeaeneHuns, Korga cneayeT NPUMEHATb AaHHbI cTaHAapT, ABNAIOTCA: «CylecTBOBaHue 60-
nee ogHoro ®U3NOJNTOTMYECKOIO 610Ka KOHTPOAS U yCNoBWUiA Ansi co3gaHusi curHanos ALARM (Hanpumep, 4151 Bbl-
NOMIHEHVNA MOHUTOPUHIa CUTHaNn3auum).

B 10 Xe Bpemsa gpyroe ME o6opyAoBaHue, Takoe Kak kateTep nabopaTtopum CUCTEM UK CMeTeM CTpecc-TecTos, obe-
cneynsatouiee 6os1ee 04HOro 1M3M0I0TMUYECKOro YCTPOMCTBA KOHTPOSISA, HO NPV 3TOM He BbINOJTHAOLEE LLleHTPa/IM30BaHHbI
MOHUTOPWHI, He nognagaeT noj onpeaeneHne MHOroyHKLMOHaIbHOro 060pyA0BaHNA AN MOHUTOPUHIA NaymeHTa.

MoanyHKT 201.4.5 3kBUBaNEeHTHbI ypoBeHb 6e3onacHocTu ana ME OBOPYAOBAHWA nnn ME CUCTEMBbI

Ocobble cTaHAapTbl hU3NONOrNYecKUX n3mepeHnin, otHocawmeca K K. NHBa3MBHOMY AaBNEHUIO, NYSIbCY U OKCU-
MeTpuW. onpeaensatoT TpeboBaHMA C TOUKM 3peHns aBTOHOMHOro ME cpegcTBa v MHOTO(YHKLMOHaIbHOIro 060pyA0BaHuS.
3T pasnunuuna cnepyet paccMmaTpyuBaTb COOTBETCTBEHHO MO PYHKLUMUAM.

MOHWUTOPWUHI MALVNEHTA

MHorodyHKUMOHanbHOe o6opyaoBaHve, UCNOMb3yeMoe A/19 MOHUTOPWUHra NauueHTOB, WHTErpupyeT pas/nyHble
unsnonornyeckne namepeHus (Hanpumep. 9Kr. MHBa3NBHbIe N HEMHBA3VBHble METOAbI N3MEPEHUNS KPOBSIHOTO AaBIEHNS,
Sp02. TemnepaTtypa nT. 4.) BeanHoe ME o6opyposaHue. nsa o6ecneveHnsa nHterpaumm ME o6opyaoBaHune AOKHO ObIThb
6e3onacHoO npu ncnonb3osaHun. B cootBetcTBum ¢ MOK 60601-1-6 1 M3K 62366 TpebyeTcs, UTOObI KOHKPETHbIE Xapak-
TEPUCTUKN 3TON cuCTeMbI (HanpuMmep, NpepbiBaHVe IHEProCHaBXeHUA, 3alWnTa OT paspsaakm akkyMynatTopa uim cuctemsl
CUrHanM3aunm) NOCTOSIHHO COGTAANNCH ANS1 BCEX [OCTYMHbIX (OU3MONOrNYECcKMX n3MepeHnin. O6ecneyeHmne yctoinumsoii
paboTbl KPUTUHECKM BaXHO AN1S nogaepxaHvusa 6e30MacHOCTU NauMeHTOB B MHTETPMPOBAHHON cucteme. Hens6exHo BO3-
HUKHOBEHWe Npobsiem, ecnin pasNuyHble TpeboBaHNA K NapameTpam nutaHus, Hanpumep M3K 60601-2-27 (3KI), M3K
60601-2-34 (MHBa3UBHbLI MeToA n3MepeHusn gasneHns) n MCO 80601-2-56 (TemnepaTtypa), 6yayT NPUMeHeHbl OAHOBpe-
MeHHO. TO e caMOoe MOXHO cka3aTb M MO0 MOBOAY TPeX pas/INyHbIX Nay3 nNpu curHanusayun, T. e. NPOAOSIKUTENBHOCTU
CUTHaNOB, MEKLWMNX Pa3INYHYIO0 A/INTENIBHOCTb B yKa3aHHbIX Tpex cTaHgapTtax. Peannsaumm pasniMyHbiX KOHUenuuii ot
3TUX CTaHAapTOB AN OTAENbHbIX (PU3NONOrNYECKUX N3MEPEHNI Heyao6HbI ANA KIMHUYECKMX ONepaTtopoB, UTO MOXeT
co3aaTtb OnacHble cUTyauuun ansa nayueHToB.

MoanyHKT 201.6.2 3awmnta OT NOpPaxXeHUA 3/1IeKTPUYECKUM TOKOM

MHOTO®YHKLMOHANTbHOE OBOPYNOBAHWE MOHUTOPUHIa NaLmMeHTOB YacToO UCNO/b3yeTcs B cpefax, B KOTO-
pbIX ApYyroe MeAuUMHCKOe o6opyaoBaHMe MOAKMNOYEHO K TOMY Xe nauueHTy. CO CCbINKOM Ha Tun B aTn yacTu yaansiorT,
Tak Kak 3TO BaXHO AN 6e30nMacHOCTU naumneHTa. Bce aTn ycTpoiicTBa Ao/mKkHbI MMeTb TMN BF nnn tun CF pa6oumnx yacTeid,
UYTO MO3BONSAET M36eXaTb HeXenaTeslbHbIX 3aMblkaHU Toka Ha 3emnto. CTpontensctBo MHOTOMAPAMETPUYECKOTIO
OBOPYAOBAHWA MoHMUTOpMHra nauneHToB 13 tuna BF 1 Tuna CF pabounx yacTeil He npeacTaBiseT TEXHUYECKUX Tpya-
HocTeli. KpomMe Toro, aToT cTaHAapT 6bin aganTupoBaH K A.3.5 MOK 60513. CyuiecTByeT 3HauMTeslbHas pasHuua Mexay
Tunom F 1 TMNom B yacTeit, 4To He cnoco6cTByeT 6e3onacHocTn MALIMEHTA npu cny4vaiiHbiX KOHTakTax ceTeBOro Hanps-
xeHusa. MpuknagHas yactb TUMA F orpaHuunBaeT npoTekatolee Yepes HEro HanpsXxeHwe Ha focTaToyHO 6e3onacHoOMm
YPOBHe, B TO BpPeMs Kak TOK. MpoTekalowmii B yactn TUTMA B. orpaHnyeH TO/IbKO BHYTPEHHMM CONPOTUB/IEHNEM MauneHTa
1N MOXeT NpeAcTaBNATb CEPbE3HYH ONACHOCTb MOPaXKeHNA 3NEKTPUYECKMM TOKOM.

MoanyHkT 201.7.2.10. nepeuncrieHue b) NpuknagHblie 4actn

He Bce akceccyapbl, yka3aHHble n3rotoButenem (T. e. onpeaenieHHble Nnpeo6pasoBaTeNiMN UM AATHUKKN), 3alUnULEeHbl
NN MOTYT GbITh 3alMLieHbl OT BO3AeiCcTBUA AednGpunnaymm. 3To o3HavaeT, YTO Takme akceccyapbl MOTYT GbITb YHUUTOXeE-
Hbl BO Bpems aedunbpunnaymn. Micnonb3oBaHne Taknx akceccyapoB TpebyeT, UTo6bl KIMHUYEeCKMe onepaTtopbl OTKalo4anu
He yyacTBymoLlme B Aethnbpnnnaymm akceccyapbl oT nauneHTa 4o MomeHTa Aechunbpunnauun. Mapkmposka Takux AKCEC-
CYAPOB posixHa o6paliaTb BHUMaHWE KIMHUYECKOro onepaTtopa A/151 NPUHATUS Heo6X04MMbIX Mep NPesoCTOPOXHOCTH.

MoanyHkT 201.7.9.2.9.101. nepeuncneHune a) JONoAHUTENbHbIE UHCTPYKUUM AN UCNOMNb30BaHNSA

37O Tpe6oBaHMe pacnpoCcTpaHAEeTCs Kak Ha YacTble (exeAHEeBHble) MPOBEPKU, MPOBOANMbIE KTMHUYECKUM onepa-
TOPOM. Tak U Nepnoanyeckmne, Ho BkItoYaeT 60s1ee NOMHbIA TEXHUYECKU OCMOTP A5 BbIAB/EHUSA MEXaHUYECKNX NOBPEeX-
LeHVI 1 noBpexaeHns kabeneii n T. 4.
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NoanyHKT 201.7.9.2.9.101. nepeyncneHune o) JONoNHUTE IbHbIE MHCTPYKLMW 47151 NCNOMb30BaHUsA

CUTHANbI ABAPUW TexHuueckux ycnosuii ALARM Takxe BO3HUKAIOT, eCnv Npeo6pas3oBaTenu, AaTUnKu, 30HAbI,
WY MOAY/IN HaMepPEeHHO OTK/IH0UEHbI K/IMHUYECKM onepaTtopoM, nockonibky ME OBOPYJOBAHWE moxeT He pa3nuyatb
npegHamepeHHoOe 1 HenpeAHamepeHHoe OTKIuYeHne. B Tex cnyyasx, korga npeo6pasosaresb, AaTunK, 30HA NN MOAY b
HaMepeHHO OTKAYEH KnHnyeckum ONEPATOPOM, Heo6XxoAMMbl CpeAcTBa, NO3BOMAAOLWME OTKIOUYNUTL NOCTOAHHbIE BU-
3yanbHble CUTHAbI ABAPUIA u TEXHUYECKUE YC/IOBUSA ALARM. BO3MOXHbI CUTyaLIMK, KOT/a MHBa3WBHOE N3Mepe-
HVe apTepuasibHOro aB/ieHNA HaMepeHHo npekpaileHo, Tak Kak HeMHBA3MBHOE M3MepeHue aaBneHns asnseTca 6onee
TOYHbIM U CBSAA3aHO C 60/1e€ HU3KUM PUCKOM ANS NauneHTa.

MoanyHkT 201.8.5.2.3 PykoBOACTBO A1A nayneHTa

EcTb gBa nyTn ANa 3aWnTbi:

- BO-NepBbIX, ANA Tuna BF u Tuna CF pa6ounx vacTeil He JO/MKHO ObiTb HUKAKOW BO3MOXHOCTU K 3a3eMJIeHUI0
CNy4aliHOro nauveHTa c NOMOLLbIO TI060ro nauneHTa CBMHLA, KOTOpbIli MOXeT OTAeNATbeA 13 ME o6opyaoBaHus nnm na-
ymeHTa. OfHaKO HaCTOAWMNYA CTaHAAPT He YTOUHSAET 3awWmThl BHYTPU caMoil dhyHKUnN. TpeboBaHna ANa Kaxaolh yHKuun
yKasaHbl B UX KOHKPETHOM CTaHAapTe;

- BO-BTOPbIX, 418 BCEX TUMNOB pabounx YacTei He fONKHO ObITb HUKAKOM BO3MOXHOCTU MOAKIOYEHUS CNyYaliHbIM
ob6pasom Ha MALUMEHTA yepe3 ntobble kabenu nauneHTa, KOTOpble MOTYT HaX0AUTbLCSA OTAENbHO OT 060pyAOBaHUA Nayu-
eHTa unn ME o6opyaoBaHus.

BbinosiHeHne aTUX Tpeb6oBaHWin NpeaoTBpallaeT, HanpuMep, UCNOJIb30BaHNE OTKPbITbIX MeTasl/IMYECKNX COeuHM-
Tenei. Taknx Kkak 6aHaH, kMMl U T. 4.. Ha npoBogax JKr.

Kak ykaszaHo B npunoxeHun A.4 obuijero ctaHgaprta, 6e30nacHOCTb nayneHTa obecneymsBaeTcs TpeboBaHNEM, YTO-
6bl BCe pa3beMbl MOAK/IOYEHNA NauneHTa 6bI/IM 3alMileHbl HaJeXHOoW nsonsauyuein. Mpu aTom ANVHA NYTU TOKa YTeuku
[OMKHA 6bITb He MeHee 1.0 MM. a An3NeKTpuyeckas NPOYHOCTbL U30NAUUN — He MeHee 15 kB/cm.

[lononHeHne K AaHHOMY MOANYHKTY Tpe6oBaHWs cTaHgapTa ob6ecrneynBaeT 3awWUTy 3/1eKTPUYECKUX COeAUHEHN
Ha K/IMEHTOB, KOTOpble MOryT OTAeNATbCA OT nauueHta. CoefunHuUTeNbHble Kabenu nauyuMeHTa COefUHAIOT nauyuneHTa C
3M1eKTPOAaMMN AW APYTMMUN AaTynKamu. 3TO MOXeT MPUBECTU K BO3HWKHOBEHMIO ONACHbIX CUTYaLWid, ONMCaHHbIX Bbille.
Ansa npepoTtBpaleHns 3Toro AIR knnpeHc ymeHbleH go 0.5 MM. 4To6bl 06ecneynTb 3alunTy U NoAAEPXaHNEe HAAEXHOro
3/1eKTPUYECKOr0o COeAMHEHNSA C 3N1EKTPOAAMU WU/IN AaTymKamu.

PucyHok AA. 1 nnnoctpupyeT Tpe6oBaHua 1 o6ocHoBaHue 8.5.2.3 obuero ctaHgapTa.

PucyHok AA.2 nNnCTpUpyeT HECKO/IbKO OTAe/bHbIX (PYHKUN ogHOMecTHOW YACTW 1 HeckonbKo pabounx va-
cTei.

1— ME U3AENVE. 2 — npumeHsaemass YACTb ¢ agBymMA pyHKuusimun (bapbep nsonsauum); 3 — maructpanbHblii kabenb
(BxoANT acocTas kabenu nauueHTa): 4 — kabenb nauymeHTa c nposogamn: 5 — ogHomectHaa YACTb ¢ MHOXECTBOM (hYHKLMIA;
6 — npoBojaAllee coeanHeHne nayneHTy (8.5.2 3 o6uwero ctaHgaprta) 1500 B.'"MM. ecnu coeAnHUTENb NOAKIIOYEH
K po3eTke UMK He OTAesleH OT NayneHTOB Beek NojkioyeHunii no ogHoii MOPP. 7 — 3a3eM/ieHne nauueHTa yepes
MpumeHseMyto yacTh (201.8.5.2.3 UMeHHO 3Toro cTaHgapTa. 0.5 MM 3a30p Bo3Ayxa): 8 — nNpoBojAllee cOeUHEHNE NS NaLueHTa,
unnwcTpupyloujee 8.5.2.3 obujero ctaHaapTa (pasbembl, yaaneHHble ANA nayneHTa): 9 — nposojsliee coeUHeHNe NS NauueHTa,
nnncTpupytouwee 8.5.2.3 obujero ctaHgapTa (pasbemsl, yaaneHHole Kk ME U3LENUNIO)

PucyHox AA.1 — OpgHomecTHas YACTb ¢ MHOXecTBOM yHKUMIA 1 naumeHTom COEANHEHUA
Ka6enb naumneHta (D). Korga oH oTAeneH oT nayueHTa
MyHKTbI @)-d) UANCTPMPYIOT TOKONPOBOASILLEE COeAUHEHME OT NauneHTa 6e3 3aWmnTHbIX CPeACTB, Koraa oTKoue-

HO NpoBoJsiliee coeAMHeHMe Ha 3eM/1I0 OT ka6ens nayueHTa.
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1— ME U3AENWVE, 2 — npumeHsieMas 4acTb CO MHOXECTBOM (hyHKuuit (6apbep nsonsayuu);
3 — u3zonsuum 6apbepbl (MHM3) HeCKONbKUX pabounx yacTeit; 4 - marnctpanbHblii kabenb
(BxoAuT B cocTaB kabens nayuneHTta); 5— kabenb nayneHTta ¢ nposogamu, 6 — ogHomectHas YACTb

CO MHOX€eCTBOM (PpYHKUUIA; 7 — HEeCKoNbko pabouynx YacTei ¢ oAHOI hyHKuMel

PucyHok AA.2 — OpgHoMecTHaa YACTb (6) coO MHOXECTBOM (DYHKLUUIA, COeANHEHUAMU C MNALUEHTOM N HECKO/TIBKMMU
pa6oummu YactTamu (7) ¢ otaenbHbIMU hyHKUMAMU n COEAVNHEHWAMUW ¢ naymeHTOM

MNpoBogslee coegnHeHne ANA NauneHTa, ninoctTpupytoulee 8.5.2.3 obuwero ctaHaapTa; pasbemMbl MysbTa AUCTaH-
LMOHHOIO ynpasBieHna ANa naymeHTa.

MpoBopgsiee coeagnHeHne AN naumeHTa, naawctTpupytolee 8.5.2.3 o6uwero ctaHgapTta; padbembl u MALUUNEHT
coeAnHaeT yaaneHHbix ¢ ME o6opyaoBaHuem.

MoanyHkT 201.8.5.5.1 Aedunbpmnnnaumnm sawmntbl

Ana Toro 4tobbl onpefennTb, ABNAETCA N NONbITKA Aehpnbpunnaumn naymeHta ycnewHoi. ME obopygoBaHuio
Heo6XxoAnMO GbICTPO ONPaBUTLCA OT /IID60ro yCUNeHNa neperpys3ku npu umnynbce gecnbpunnaymn. Bpems BoccTaHoOB-
neHuns 15 c cumTtaeTcsa y40BNETBOPUTENbHBIM A1 NPOBEePKM 3D PEKTUBHOCTM Aednbpunnaummn. lpyrne KOHKpeTHble CTaH-
AapTbl MOTYT NoTpe60BaTb COKpalleHNss BpeMeHN BOCCTaHOB/IEHUS, YTO6bl 06ecneunTb afeKkBaTHbIN KIMHUYecKnii oTBeT
oneparopa.

MopnyHkT 201.8.7.1.101 Tekywan yactb YTEUKA

OnpeaeneHne LEAKAGE uacTu Toka onpeaensieT TOK yTeuku, KOTopblii MoxeT npoTekaTb B HOPMAJIbHOM 3KC-
NAYATALNN mexay oTaenbHbIMU hyHKUMaMU. YACTb He o6ecneuvnBaeT NoaaepXKy NpaBubHOW pa6oTbl NpUKNagHon
4acTK, TakK Kak TOK MOXeT YyCUANTbLCSA NpWU UCMOIb30BaHMUK 415 3amepa conpoTtusieHns. B MAUWEHT BcnomoraTenbHbIX
Liensix MOryT BO3HUKHYTb TOKWM YTEUKW, YTO BbI3bIBAETCSA Pa3HOCTbIO MOTEHLNANOB OTAEeNbHbIX (YHKUWI 1 UX aneKTpuye-
CKMX (NPOBOAALLNX) COEANHEHNIA OTHOCU/IBHO HacTu.

OrpaHnyeHUs UCNbITaHUI Ha N3MepUTebHO yCTaHOBKe NPOBOASATCA U CONOCTaBNAOTCA € U3MepeHuem MALN-
EHTA BcnomoraTtesibHbIX Lieneli (CM. Takxe npunoxeHne CC, pucyHkn CC.1 n CC.2). TokaMu yTeukn mexay oTAesbHbIMU
DYHKUMAMMN pas3InyHbIX paboumx HacTelh MOXHO npeHe6peyb No cneayowmumM NpuinHam:

- pasnuyHble NpUKNagHble YacTu 3N1EKTPUYECKM N30/IMPOBaHbl OCHOBHO nusonsauueii (ognH MOPP);

- nsmepeHne TOKA YTEUKWN Ha MALMEHTA, kak ykaszaHo B 201.8.7.1.101. BkItoYaeT U30NALMOHHbIN 6apbep OC-
HOBHOW N30NAUWNN nam ogui MOPP Mexay pabounmm 4acTaMu gaxe npu efMHCTBEHHOM ycnoBum FAULT (ceTeBoe
HanpsXeHne Ha NPUMEHSEMYIO 4acTb).
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Tekylas 4yacTb yTEUKM TOKa MOXET MpoTeKkaTb Mexay OTAeNbHbIMU (hyHKUuMsaMU Toli xe HACTU yepes nauyuneHTa
npyv HopMasbHOW akcnayaTauuun. B otnnumve ot MAUMNEHTA BcnomoraTesnibHbIX Lenei Tekylias YacTb yTeUkn Heobxoamma
ANa namepeHusa yHkumn. Tekylias yacTb yTeUKun Toka ABAsSeTCA C/eACTBUEM Pas/IMyuii, KOTOpble MOTYT CyliecTBOBaTb
MeXay OoTAesNIbHbIMU PYHKUNAMNU. S hekTbl YacTu Toka yTeukn oT MAUWNEHT coegunHeHns Takme xe. kak n'y NMALUEH-
TA BcnomoraTesnbHbIX Leneid. Takum o6pa3om, Tekyllas 4acTb yTeUKM OrpaHMYnBaeTCA 3Ha4YeHUAMU, KOTOpble ABSIOTCA
naoeHTUYHbIMK aNnsa nauneHta AUXILIARY TOKW npu HopManbHbIX yCNOBUAX (CM. Tabnuuy 3 obuiero craHgapra).

PucyHkn CC.1 nCC.2 nnmocTpupytoT npeobpasosaHna YACTW yTeuku Toka; usMeputesibHas ycTaHOBKa CpaBH/Ma
c nsmepeHuem MALUVNEHTA BcnomoraTenbHbIX Lene.

MNoanyHkT 201.11.6.5 MonagaHue Bogbl nnn yactuy, 8 ME OBOPYNOBAHUWE ME CUCTEMBbI

Manora6apuTtHble cuctembl ME o60pyAoBaHus UM MeHblmne yactn ME o6opyfoBaHua MOryT 6biTb YCTaHOBNEHbI
Ha YyeTblpex nositocax UM Ha pa6oTatolme pAAOM C NauMeHToM. Takoe MCMNo/sb30BaHWe pAAOoM C MauMeHTOM NoBblluaeT
BEPOATHOCTb TOro, 4To ME o6opyfoBaH/e MOXeT C/ly4aiHO NPOMOKHYTbL NPy HOpPMasnbHOW akcnyataumn. Nocne cmaym-
BaHMA Npu HOpMasbHbIX ycnoBusax ME OBOPYAOBAHWE f0/mMKHO BbINOHATE OCHOBHble TpeboBaHUs 6e30NacHOCTU 1
npogonxaTb HabnwAeHWe 3a NauneHToOM.

MoanyHkT 201.11.8 NMpepbiBaHue nutaHuns/cetb K ME o6opyaoBaHuto

Mepe6on B anekTpoceTn meHee 4eM 3a 30 C B OCHOBHOM BbI3BaHbl MepexoAoM Ha aBapuiiHblii UICTOYHUK NMUTaAHUS.
Takue nepebomn 3NeKTPOCHAGXKEHUA cuMTaloTCA A4ONYCTUMBbIMU ANA HOPManbHOW akcnayatauun u. cnefoBaTesibHO, He
[0/DKHBI MPUBOAUTL K BO3HUKHOBEHMWIO OMAacCHbIX CUTyauuii Ans nauyueHTa. MNpu BoccTaHOBMeHUMM nutaHna ME OBO-
PYOOBAHWE pfonkHO BO306HOBUTHL TOT Xe pexum paboTbl U BOCCTaHOBUTb Bce HacTpoikum OMEPATOPA u gaHHble
naynmeHToB, KOTOPbIe NCMOIb30Ba/IUCL 40 TOFO MOMEHTA, KOrga nutaHne ceTu 66110 NpepBaHo. B TUNWYHBIX cUTyaLnsax
COXPaHATCA AaHHble, KOTOpPble BAUSAIOT Ha 6€30MacHOCTb NauueHTa nNpu paboTe B pexume TpeBorn (rPOMKOCTb 3BYKO-
BOrO CUrHasa TpeBOru, nNpegenbl TPEBOMM, BbIK/OYEHME TPeBOrM U T. A4.). [laHHble 0 mapamMeTpax KapauocTumynstopa
npu pa6boTe Ha OTKa3 BblbupaeT onepaTop. B oTinume oT 3TUX NapameTpoB, faHHble MrHoBeHHoi YCC wunu 3Kl He
CcoXpaHsTCS.

MoanyHkT 201.11.8.101. nepeuncneHve b) — 3awurta oT UcTowweHNsa 6aTapeun

Pa3psikeHHbIi akkyMy/IATOP MOXeT 6bITb NOA3aPsKEH C MOMOLLbIO NMepeMeHHOro Toka asiekTponuTaHus naéoparto-
pUY B YCNIOBUAX HU3KOTO HaNPsXXeHWSA NpU YCTAHOB/IEHUM ONTUMa/IbHOTO MMMeaHca B 3TUX YCNOBUAX. 3HavYeHne cepumn
vMneaHca Ao/HKHO 6bITb HalileHO aKCnepuMeHTaNbHO.

MoanyHKT 202.6.1.1.1 Tpe6oBaHNA NOAMNyHKTa

202.6.2.1.1 WcnbiTaTeNbHble YPOBHU MOMEXOYCTONYNBOCTMN

MoaynbHble 1 MHOTOYHKUNOHaIbHOEe 060pyAOBaHNE MOHUTOPUHIA NaLNEHTOB, KOTOPOe NCNOMb3yeTcs B oTAene-
HUAX MHTEHCUBHOI Tepanuu van onepauyoHHbIX, MO3BOJAET B HacTOsLee BPeMs BbINOMHATbL pa3/iMyHble KOMGUHALUN
DU3NONOTMUYECKUNX ycTpONCTB KOHTPONS. Tpe6oBaHMe 3TUX NOANYHKTOB OCHOBAHO Ha npeanonoxeHuun, yto ME OBO-
PYOOBAHWE HacTpoeHo Bce yka3zaHHble D N3NO/TOTMYECKWE ycTpolicTBa KOHTPONA 1 NpeAcTaBNseT Hanxyawmnii cny-
yali gna TecTUpOBaHWS COBMECTUMOCTU. TecTMpoBaHMe BCeX BO3MOXHbIX KOMGUHaLMA (h1M3M0N0TrM4eckoro yctpoiictea
MOHUTOPUHIa CO BCEMU aKkceccyapamMu He NpeacTaB/AeTCAa BO3MOXHbIM.

NoanyHKT 202.6.1.1.2, nepeuncnenmne a) UcnbiTaHmsa. Kabenu, kpensawmecs K nayneHTy

Kabenb nauneHTa, AaTynk U COOTBETCTBYOLWMe Kabenn, Hapagy c uenamu BHyTpn ME o6opyaoBaHus, MOryT Bbl-
CTynaTb B Ka4eCTBE aHTeHHbl U3/y4aloLeil 31eKTPOMarHuTHble NMOMexXW.

MoanyHKT 202.6.2.101. SNneKTpoxXmpyprmyeckoe BmMeLllaTes1bCTBO

CyliecTByeT He COBCEM TOYHbI MeTOZ A/1 reHepauumn TeCTOB 3/1eKTPOXMPYPrnuyeckoro BMellaTtebCcTBa B UCMbI-
TatenbHoOW nabopatopuun, HO Te TecTbl, KOTOpble NpuBeAeHbl Ha pucyHkax 201.101 n 201.102 nokasblBalOT BOCNPON3BO-
AVMble pe3ynbTaTbl, aHA/IOTNYHbIE TEM. KOTOpPble Ha6/10A4aTCA B XMPYPruveckoil npakTuke. TecT fosmkeH 6biITb BOCMpO-
M3BOAMMBIM U cAenaH B HopmanbHOM paboyem gnanasoHe HF xupypruyeckoe o6opygoBaHue (Harpyska okoso 500 Om).
Momexun, co3pgaBaemble 84 XMpypruyeckoro o60pyAoBaHUsA, CHUTAOTCA HOPMaslbHOWM aKcnyaTauueii U. cnegoBaTesibHO,
He AO/MKHbI NPUBECTU K Yrpo3e 340poBbA A4NA nauneHTa. Takum o6pas3om, nocsie COOTBETCTBYHOLErO BPeMEHN BOCCTaHOB-
neHna ME OGOPYOBAHWE f0/1XHO BO306HOBUTE HOPMasibHY0 paboTy 6e3 noTepu COXpaHeHHbIX AaHHbIX.

MprMmepbl TUNNYHBIX faHHbIX XPaHATCA, KOTOpPble MOryT NOBAUATL Ha 6€30NacHOCTb NayneHTa paboTalT pexume
Tpesorn (rPOMKOCTb 3BYKOBOIO CUrHasia TpeBoru, npefesnbl TPEBOIU, BbIK/IHOYEHUS TPEBOMN U T. A4.). B oTAMumne oT aTnx Ha-
CTPOEK. MTHOBEHHble 3HaYeHus, Takne kak YCC nnm otobpaxeHune IKI. He nognazalT Noj COXpaHeHHble AaHHbIe.

Hanb6onee KpUTUYECKUM UCMbITAHNEM ABMAETCA NPUMeHeHne oblero pexuma BY HanpsaxeHWs, Kak NokasaHo Ha
pucyHke 202.103. EMKOCTHOI cBaA3u Tuna HF dyHKUMOHanbHOe 3a3emsieHune rnoxet npusectmn ME OBOPYOOBAHWE
6bITb HE B COCTOSSHUWN BOCCTaHOBUTLCA B TeYeHWe yKa3aHHOro BpeMeHu. Mo aToi npuynHe HeT Heo6XoAMMOCTU ANSA Bbl-
MOSIHEHUA 3TOro TecTa B AndpepeHUnanbHOM pexnume BY HanpskeHus.

MoanyHKT 208.6.1.2 NMpuopuTeT aBapninHOro COCTOSHUA

MepeceyeHne KONOHKN «lMo3aHero» n «Manoro Bpega» Btabnuue 1 MK 60601-1-8 cofaepXuT «HU3KUI npuopuTeT
WU HET CUrHana TPpeBoru». BblI6Op «HET cUrHana TPeBOrM» MOXeT 6biTb Henoaxoaswmum ana atux ALARM ycrnosuit B
amM6ynaTopHbIX YCNOBUAX, rae knnHudeckuin ONMEPATOP HenpepbiBHO HabnoAaeT 3a NauneHToOM BO BPeMs HOPMasibHOM
akcnayaraymu.

Takoi BbI6Op He noaxoauT Ansi ME o6opypoBaHWsA, MOCKOMbKY HenpeaocTaB/ieHWe 3BYKOBOTO CUrHasa TpeBoru
hakTMUYeCKn 03HavaeT, YTO aBapuiiHaa cucTema OTK/IlO4eHa B COCTOSAHUM TPEBOIW.

22



FOCT P M3K 60601-2-49—2015

MoanyHkKT 208.6.3.3.1 XapaKTepucTUKN 3BYKOBbIX CUTHA/I0B TPEBOTM

3BYKOBOW CUTHa TPEBOTM, KOTOPbIA NPONCXOAUT TObKO OAWH pa3 (MM He npoucxoauT, cMm. Tabnuuy 1 IEC 60601-
1-8). MmoxeT 6bITb HenoaxoaAwmum aAns LOW aBapuniiHOro cCOCTOAHUS B NO/Ib30BaTe/IbCKNX cpeAax, rae npu nayveHTe no-
CTOSIHHO NpucyTcTBOBan KnnHnyeckme OMEPATOPbDI ana HopmManbHOro UCNosb30BaHus.

Takoii BbI6op He noaxoaunTt ansi ME o6opyAoBaHNsi, MOCKO/IbKY HEMOBTOPEHNE 3BYKOBbIX CUTHA/I0B TPEBOMM O3Hava-
€T, YTO COCTOSAHNE TPeBOrn, CKopee BCero, He 6b110 NPU3HAHHbBIM.

MoanyHKT 208.6.3.2.101 O6bem 3BYKOBbIX CUTHaNI0B TPEBOMM, CBOAALNXCA K HY IO

OCHOBHbIM WHAWKATOPOM TPEBOMX, Ha KOTOPbIl o6palaloT BHUMaHWE KINHUYECKMe onepaTtopbl, — 3BYKOBOW CUT-
Ha/1 TPeBOTrY, YTO ABNsAeTCs ocobeHHbIM ANnsa ME o6opypoBaHus n BkItovaeT B ceba npegycmoTpeHHyto LLE/Tb — Ha6nto-
AeHue 3a naumMeHTaMmn nNpu HeNnOCTOSAHHOM NPUCYTCTBUM K/IMHMYeckoro OMEPATOPA.

TUNNYHBIMM MECTaMN HEMOCTOSHHOIO NPUCYTCTBUA KnnHuveckoro OMEPATOPA saBnaoTCA OTAENEHUS UHTEHCUB-
Hoii Tepanun (OUT). Kak npaBusno, Tam knnHudeckuii ONMEPATOP cneguT 3a HECKO/IbKMMU NauneHTamu. 3To He No3BONS-
eT Ha6naTh 32 BCEMU MOHMTOPaMU NauMeHTOB 1 B TO Xe BPeMs 6biTb B KypCe BCEX CBETOBbIX CUTHA/I0B 1aMi, KOTopble
He CBA3aHbl C 3BYKOBbIMW CUTHaNamMmu TpeBoru.

B Takoii cpefie, B KOTOPOiI1 yMeHblUaeTCcs 06beM aBapuitHOro 3ByKOBOrO CUrHana A0 Hy/s, o3HadvaeT, YTO cuctema
CUrHanm3saynmn BXoAUT B COCTOSIHME MHAKTUBaLWK, KOTopas A0/KHa 6bITb yKasaHa.

B Takumx cpefax peKkoOMeHAyeTCsA OrpaHuynUTb perynmpyemblii 06bemM 3BYKOBOrO CuUrHana TpesBorn A0 MUHUMyMa
3BYKOBOTO flaB/IEHNSA.

B pacnpegeneHHol cucteme, rae ALARM nocpefcTBOM yaaneHHbIX KOMNOHEHTOB pacnpegeneHHoii CUTHATN3A-
LMW nopaeT curHanbl TpeBOrn, o6 bemM aBapuitHOro 3ByKOBOTO CUrHasia MoXeT 6biTb YMeHbLUeH A0 HynsA (6e3 3ByKOBOro
[aBneHNs) B 3aBMCUMOCTM OT UCMOIb30BaHUA Moaenn (CM. BTopoi ab3al, o6ocHoBaHne 208.6.4.2).

MoanyHkT 208.6.4.2 3apepXxku B UM U3 pacnpegeneHHon cuctembl ALARM

CurHanusaums reHepauun ME O6OPYAOBAHUE o3HauaeT TPeBOXHBIV curHan oTeeTa Ha YC/IOBUSI ABAPUI, uTto
OH Oo6HapyxmBaeT. Ecnu gaHHoe ME o6opyaoBaHue SiIBNISETCA YacTblo pacnpefeneHHon curHanmsauyum, pacnpeaeneHHomn
CuCTeMbl OXpPaHHOW CUTHaIn3aunmn, To OHO MOXEeT noAaBaTb CUTHasIbl TPEBOMN ANA aBaPUIHOTO COCTOSAAHWS, B TOM Yucne u
ANA yAaneHHbIX KOMNOHEHTOB pacnpefeneHHon cucTembl curHanusaunn. Heo6xoaumoe Bpems Ana nHopmauum, CBsA3aH-
HOe C aBapuiiHbIM COCTOSIHUEM, AO/IKHO ObITb AOCTATOYHbLIM, YTOGbI OXBATUTL BCE KOMMOHEHTLI pacnpegeneHHon CUTHA-
NN3ALNN. Bo MHOrMX cny4vasix 3TOro BpeMeHU O4eHb Masio, OAHaKO KOHKpPeTHbIe XapakTepUCTUKN CUCTEMbl 6e30MacHOCTU
MOryT 3Ha4YUTeNIbHO 3a4epXxaTb CUTHaN TPEBOrN B yAasieHHbIX KOMMOHEHTax pacnpefeneHHol CUCTeMbl CUrHanM3auun.

B OUT mMoxeT okasaTbCs, YTO yAaneHHoe ob6opyaoBaHne paboTaeT Mo CUrHany TPeBorn (Hanpumep, Npu reHepauunmn
Tpesorn ME o6opypoBaHMe HAaCTPOEHO TaK. YTO 3BYKOBOI CUTHas TPeBOru CBEAEH K Hy/ll0 — HEe3BYKOBOB AaBrieHue). B
Takux cryvyasax Ucnosib3oBaHvie O6Lero BpeMeHu 3afiepXku nepes yaaneHHbIMU KOMMNOHeHTaMu pacnpegeneHHol cur-
Hanusauum B Buge CUTHANblI TPEBOTI f0MXHO 6bITb OrpaHNYeHO A0 TakMX MUHUMalbHbIX 3HAYEHWIA, YTO NO3BONAET
Bpauy pearnposaTb Ha (OU3NONOTMYECKNE YC/IOBUSA TPEBOrM (Hanpumep, ocTaHOBKa cepgua, hnbprunnauma xenyno4ukos,
BbICOKOE flaB/iIeHMe CUCTO/INYEeCKoe U T. A4.).

Henopxopasuee Bpema 3a4epXKn CUrHaN0B TPEBOMN B pacnpefeneHHol cucTtemMe OXpaHHOM curHanusaumm Moxet
3afepxaTb nevyeHne 60bHbIX. HacToATEeNbHO peKoMeHAyeTCs, YTOObI ynpaB/ieHne PUCKOM 6bINI0 afeKBaTHbIM U He npe-
BbIlWaNo BpeMs 3a4epPXKN CUTHANIOB TPEBOMX Ha yAaneHHbIX KoMnoHeHTax CUTHANTU3ALUUNN.

MoanyHkT 208.6.8.3.101 Mo6anbHble BPeMEHHbIe CUTHa/Ibl TPEBOTU MHAKTUBALMOHHOTO COCTOSIHUA — MPOAOIKU-
TeNbHOCTb rNo6anbHON Nay3bl TPEBOMU 1 3BYKOBOU naysbl

Fno6anbHasi UHaAKTUBaLWUS COCTOSIHWIA 3BYKOBOW TPEBOTM OCYLECTBAAETCA MPU OTKIOYEHUN 3BYKOBbIX WM 3BYKO-
BbIX 1 CBETOBbIX CUTAN0B NpeaynpexaeHuns Bcex nsnosiormyeckmnx ycnosuii curdanmnsauymn. TEXHUHYECKUE YCNOBUA
TPEBOrN B TeYeHMe 3afaHHOr0 BPEMEHW MHaKTMBAaLMN COCTOSIHWI TPeBOrY OCTaHaBMMBAIOT U MO3BONAAIOT KIUHUYECKUM
oneparopam nNpefoTBpalaTh N0XHbIE TPEBOTM B KNIMHUYECKUX YCNOBUAX NPU NevyeHnn 6onbHoro n T. 4. B OUT. B ngeane
NPOAO/IKUTENBHOCTb 3TUX KIVHUYECKUX Npoleayp onpeaenseTcs NpoAo/HKUTENIbHOCTBIO 3BYKOBOIA ruly3bl. Moatomy ME
obopygoBaHue AO/KHO obecneunBatb cpefcTBa ajantaunm NPoAo/HKUTENBLHOCTN COCTOSSHUA 3BYyKOoBOW MAY3bl, 4To6bI
KNMHMYecKne NoTpe6HOCTN BpeMeHn Gbiin oAMHaKoBbIMK Ans Bcex CUTHANIOB ABAPWIA MHOroyHKLMOHaIbHOTO 060-
pyAoBaHUA NpyY MOHUTOPMHIE NauueHTa. YKasaHue pas/InyHoin AUTEeNIbHOCTM BPEMSA ANA PasINYHbIX (OU3N0I0TNUYECKUX
M3MepPEHUA FOXET HEraTMBHO NOBAUATL Ha YA06CTBO pa6oTbl ¢ ME OBOPYLOBAHUEM.

MoanyHKT 208.6.8.101 TexHU4Yeckune ycrioBuUsi TpeBOIn

CurHanusauusi B COCTOSAHUM MHakTuBauunm OFF un aBapuiiHoro PAUSED nogaepxuBaeT (yHKLMOHa/IbHbIE BO3-
MOXHOCTU. Heo6xoanMble ANA 060pyA0BaHMA NPU MOHUTOPUHTE: B 060MX COCTOSAHUAX TpeBorn nHaktusauun (ALARM
OFF n ALARM naysa), 4TO Heo6xoAuMO Ans paboTbl 3nekTpokapauorpadmnyeckoro ob6opyaoBaHUsa AN MOHUTOPUH-
ra. Npy sToM BusyanbHble CUTHAbI ABAPWIA TexHWuecknx ycnoswii aBapum otobpaxatoTca. Llenb aTux BU3yanbHbIX
ALARM-curHanoB — nHdopmMmupoBaHue knmHndeckoro ONMEPATOPA paxe npu cOCTOSIHUM TpeBorn uHaktnsaunum ALARM
PAUSED. MNpu atom ME o6opyaoBaHue (unu 4acTb ME 060pyfoBaHus) He 3KCNyaTupyeTcsi, NOCKO/IbKY TEXHUYECKOe COo-
ctosiHne ALARM npepbiBaeT IKM-op o 3K MOHMTOPUHT NaumneHTa.

TexHunyeckoe cocTosiHue ALARM MOXeT BAUSITb Ha AeNCTBUTENIbHOCTb U3MEPEeHHOro 3HayeHusi. Tak. Hanpumep,
OKlFrod TexHuueckoe coctosiHne ALARM okasbiBaeT BnAvsHWe Ha YCC npu Mx O0TOGpaxeHUn, Nnpoaosmkas nposiBASATh
paccuuTaHHbIi paHee pUTM CepAeYHbIX COKpaLLeHNi, YTO MOXeT NPUBECTU K HENPaBUIbHOMY TO/TKOBAHUIO K/TMHUYECKUMUN
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ONEPATOPAMMW, Tak Kak aTn 3Ha4yeHusi nckaxatotcs Bo spemss TEXHUYECKOIO COCTOAHUNA ALARM. CooTBeTCTBY!IO-
umne cpeacTBa, ykasbiBatouwume Ha T0. 4To HCC MoxeT 6bITb MCKaXEHHOW, 0To6paxarT oTCyTCcTBMe 3HavyeHuii HCC.

B Apyrmx cnyyasx TOYHOCTb U3MEPEHHbIX 3HAYEHUIN MOXeT 6biTb HEHaJeXHOW. B aTux cnyvyasax KMHUYeckuii one-
paTop Ao/MKeH 6biTb NPONH(OPMMPOBAH O TOM. YTO OTOGPaXeHUSA AaHHbIX Ha AUCnaee MOryT 6blTb COMHUTENbHbLIMU.
OTo6paxaemble 3HAYEHNSA A0/MKHbI 6bITb OTMEYEeHbl COOTBETCTBEHHO.

MoanyHKT 208.6.9 MepekstoyeHne TpeBorun

KnuHuyeckunii onepatop ALARM RESET BbINOMHAET crnegytolne AelicTBMUA: BO-NePBbIX, OH OCTaHaB/MBaeT 3BYy-
koBble CUTHA/Ibl ALARM: BO-BTOpbIX, BU3yanbHblii LATCHING CUTHAbI ABAPU aBapuilHbix cuTyaumii, KOTopbiii
60nblue He CyLecTBYeT: B-TPETbUX, OH He B/IMSET Ha CBETOBble CUTHa/Ibl MpeAynpexaeHns AN8 TPeBOXHbIX YCNOBWIA,
KOTOpPble COXPaHATCA {3TN CUTHA/IbI NPOAO/IKAOTCA A0 TEX NOP. NOKA COCTOSAHWE TPEBOTrN HE MPEKPATUTCSA); B-HeTBEPTLIX,
no3BO/ISAET CUCTEME OXPaHHOW CUrHanM3auun HeMe/IeHHO pearmpoBaTtb Ha Nocrefytoliee aBapuiiHoe COCTOsIHMe.

MocnepHee gelicTBue NO3BOJISET CMCTEME OXPaHHOW CUrHanusauuum HeMensIeHHO OTAnUUTbL PYHKUMo cbpoca
ALARM oT curHanusauum vHaktnsauum rocygapcts ALARM nay3sy. AUDIO nay3y. ALARM OFF wn oTkntoyeHne 3Byka. B
oT/IMYMe OT CUrHaNn3auum nHakTeauum rocygapcts AUDIO nay3sy. ALARM nay3y, oTk/toueHne 3ByKa 1 6yannbHMKa, KOTo-
pbIii BDEMEHHO UM NOCTOSAHHO OTK/toYaeT curHanusaumio ME o6opyaoBaHus, pyHKUUSA (KNMHUYECKNe AeiicTBMA onepa-
Topa) ALARM RESET nogaepxuBaeTt NoXapHyto curHanmsaumio B 'ON' COCTOAHUM NpU NPUMEHEHUN (DYHKLUMNIA, YKasaHHbIX
B noAnyHkte 208.6.9)-e). 3Ta hpyHKUMA ocTaHaBNMBaET 3BYKOBble CUTHa/Ibl TPEBOMN, KOHTPONMPYET CBETOBbIE CUTHaNbI
npeaynpexaeHns B 3aBUCMMOCTU OT CYLLECTBYIOLWEro UAN NpekpaweHHOro COCTOSSHUS TPEBOTU U AEePXUT CUCTEMY OX-
paHHOW curHanunsauun BKAOYEHHOWN. B pesynbTate CurHanmsaumsa MoxeT HeMeA/NleHHO pearMpoBaTb Ha nocnegyouiee
aBapuiiHoe cocTosiHne 6e3 TPebyLWnXCA AO0NONHUTENbHBLIX KTMHUYECKNX AeiCTBMIA onepaTopa A1 akTUBauum CUCTeMbI
OXpPaHHOW curHanmsaymn. 3To Takxke 06bscHseT, noyemy AUDIO PAUSED He nmeeT COOTBETCTBYIOLLENO YyNpaBfeHns ans
BbINONIHeHUs PyHKumnii ALARM RESET.

C nomolLbio PyHKLMK cHpoca TPEBOrN KIMHUYECKUI onepaTop NoATBEPXAAeT akTUBHOE aBapuitHOe COCTOsIHUE U
He fo/KeH 6bITb 06eCNOKOEH BK/IHOYEHNEM CUTHann3aLy CHOBa, MOTOMY YTO CMCTeMa OXPaHHOW curHanusauuy octaeTcsa
B 'ON'-rocyfapcTtBo. B pesynbTate yHKuma ALARM RESET uckntoyaeT BO3MOXHOCTb, NPU KOTOPOW knnHuyeckuii OME-
PATOP rnoxet 3abbiTb akKTUBMPOBaTb CUTHANN3aLMI0 CHOBA.

MoanyHKT 208.6.10 — CurHanel Tpesoru 6e3 pukcauum n c dukcaumen

Pa3nunyaloT Mofenn MCnosb30BaHUSA CUCTEMbl TpeBoru Ansa ME o6opyaoBaHusa: 1) Nnpy NOCTOAHHOM NPUCYTCTBUM
KIMHNYECKNX ONepaTopoB (Hanpumep, B onepauyoHHbIX 60Kcax) 1 2) Npu HEMOCTOAHHOM NPUCYTCTBUN KINHNYECKNX One-
paTopoB. B nocnegHem cnyyas, re HeT NOCTOSIHHOrO NMPUCYTCTBUS NaUWEHTOB, KnHUvecknin OMEPATOP 06bl4HO 3a60-
TUTCHA O HECKOJIbKUX NaumeHTax.

KnuHnyeckne onepartopbl, KOTOPble YXaXWBAalOT 3a HECKO/IbKMMU nauueHTaMmun, He MOryT Habnoaate 3a Bcemu na-
UMeHTamMun oAHOBPEMEHHO. KNMHMYeckne onepaTopbl He MOTYT cpa3y OonpeAesinTb KPaTKOCPOUHbIe YCNOBUA aBapuii, KOTo-
pble nponcxoaaT ¢ ME ob6opynoBaHuem 6e3 domkcaumm aBapuiiHbix curHanos nnmn 6es dounkcaumm LATCHING n curHanos
TpeBOrn. 3ta HeCNoco6HOCTb BbISABUTbL U GbICTPO pearnpoBaTth Ha BaXHble KOpoTkne ALARM ycnosusi (Hanpumep, KOpoT-
Kue Taxukapauun) cosgaet yrpo3y A5 340p0OBbSA NauMeHToB.

CooTeeTcTByloOWas HacTpoiika ME o6opyaosaHua o6ecneunsaet LATCHING CUTHA/bI ABAPUI 1 3acTtaBnseT
KnuHnyecknx ONMEPATOPOB oTBeTUTb Ha kaxaoe aBapuiiHoe cocTosiHue. OgHaKo YyacTble NoxHble ALARM ycnoBsus uns-
3a apTedakrta UM HenpaBW/IbHON YCTaHOBKM NpeaesioB TPeBOrYM CO34aloT OWYTUMYH Harpy3ky Ha knanHudeckux OME-
PATOPOB. LATCHING ALARM curHanbl MoOryT 6biTb XenaTefbHbIMW B npegenax pacnpegeneHHon CUTHANNIALUN
CUCTEMBbI, rge npu yganeHHom o6opyposaHu ME CUCTEMbI HeT NOCTOSAHHOTO NPUCYTCTBUA KNHUYeckux OMEPATO-
POB. CurHanbl NON-LATCHING TPEBOTIW mMoryT 6bITb XenatesibHbl B MOMELLEHUAX, Koraa npu yHKUMOHMpoBaHun ME
o6opyAoBaHNA MOCTOAHHO MPUCYTCTBYIOT KNMHUYeckne ONMEPATOPbI.

MoanyHKT 208.6.10.101 — CurHanbl TpeBorn 6e3 ukcaunmn n ¢ ukcaumein Ana TEXHNYECKUX YCNOBUI TpeBorn

TEXHWYECKOE COCTOAHWE curHanos TpeBOru ykasblBaeT, YTO hU3NONOrNYecKme n3MepeHns He rotosbl Uau
6bINN NpepBaHbl MO TEXHUYECKUM NpuyMHaMm. Takume TeXHUYeCcKue nepepbiBbl NPU U3MEPEHUN MOryT 6biTb Bbl3BaHbl He-
npegHamMepeHHbIM OTK/I0YeHMeM npeo6pa3oBaTtens UM NpekpaleHeM 3/1eKTPUYecKoro nuTaHns. Tak. Hanpumep. TEX-
HWYECKOE COCTOAHWE curHanusatopa OTK/IHOYEHUA AaTyumka npegnosaraeT, YTo huanonornyeckme napameTpbl He
N3MepATCA U He oTo6paxatTcsa. ITo 03HavaeT, YTo UCC He KOHTPONMpPYeTCA U. Kak criefcTBue, B NOTEHUNANIbHbIX aBa-
pUliHbIX YCNOBUAX HE MOXET ObITb yKkasaHa. Tpe6oBaHue 6e3 chukcaumm aBapuitHbIx curHanos Ha TY ALARM o3Hauaer,
4YTO CUTHa/Ibl TPEBOTM OTOGPaxatoTCa A0 Tex Nop. Noka aBapuiiHoe COCTOSIHWE CyLeCcTBYeT, U MOryT 6biTb MpekpalieHbl
6e3 KIMHNYECKOro onepatopa B Tex cryvasx, Korga TexHuyeckoe coctosiHme ALARM koppekTupyeTcs unu fatumnk nog-
K/THOYEH.

MoanyHkT 208.6.11.2.2 — OTKa3 yaaneHHo CBSA3M aBapuiiHbIX CUTyaLnii

ME o6opyaoBaHvne B pamkax pacnpefesieHHoOW CMCTEMbl OXPaHHOM curHanusaunum Heob6xoammo Ansa obecneyeHuns
6ecnepeboliHoit paboTbl aBTOMaTU4YeCKOM pexume. Mo aToii npuunHe ME o6opyaoBaHue, KOTopoe nognagaeT nog aen-
CTBME 3TOr0 KOHKPETHOro cTaHAapTa, 40/IKHO OblTb CKOHCTPYMPOBAHO TakMM 06pa3om, 4To6bl 06HapyxmnBaTb c60i pabo-
Tbl CBA3W W YKa3blBaTb CUTHa/Ibl TPEBOMM MPU COOTBETCTBYIOLWNX TEXHUYECKNX YC/IOBUSIX aBapun. MapkmpoBka Takoro ME
OBOPYNOBAHWA BbINONHAETCA C NpegynpexaeHnemM o TOM. YTO OHO He A0J/DKHO nonaratbca Ha nonyyeHune CUTrHANOB
ABAPU v He noaxoanT Ansa 6e30MacHOCTU NaLMEHTOB MPY BO3HUKHOBEHUN KPUTUYECKMX COCTOSHMIA. MepecMoTpeHHbIe
Tpe6oBaHusa 208.6.11.2.2, nepeuncrieHne b) 6yayT npuMeHeHbl ToNbko Ans ME o6opyaoBaHus, KOTOpoe noanazaeTt noj,
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YyC/IOBUSI HACTOSALEero ctaHgapTa. [lpyrne KOMNOHEHTbl WX YacTu pacnpefesieHHOn curHanunsanmm, Takme Kak noprarme-
Hble YCTPOWCTBA, CUCTEMbI BbI30Ba UK flaXe COTOBble TesietPOoHbI, He noanagatoT noj, AeAcTBUE HacTosALWero cTaHaapTa;
ONS 3TUX ycTpolicTB cyuwecTByeT M3K 60601-1-8.

MoanyHkT 208.6.11.101 — WHakTuBauusi/akTMBaLusa curHana TpPeBOLW Ha yaaneHHble KOMMOHEHTbI pacnpeneneH-
Holi CUTHATU3AL NN

DISTRIBUTED CUTHANU3ALUWNA: CUCTEMbI moryT ay6nupoBaTb CUrHan TPeBOrM B yAasleHHbIX KOMMOHeHTax
pacnpepgeneHHoit ALARM cucTembl, Takmx Kak LieHTpanbHbIi )ene3HoA0pOoXHbI BOK3as1. B 3aBMCMMOCTU OT UCMO/b30-
BaHWA MoAenun, B KOTOPOW yaaneHHble KOMNOHEHTbI pacnpegenieHHo cuctembl ALARM B HacTosllee BpeMs akTUBHO UC-
nosib3yoTcs Kak yacTb DISTRIBUTED, curHanusaums MOXeT BKIKOUYNTL/NPeKpaTUTb COCTOAHMA nHaktusaumm: ALARM na-
y3y.AUDIO nay3y. ALARM OFF unu oTknto4veHne 3ByKa (B 3aBMCUMOCTM OT KOHUrypaumn), 4tobbl aktTuBnposate ALARM
RESET Ha yAaneHHbIX KOMMOHeHTax pacnpeeneHHoli CUTHAN3AUNMWN. Kak ykazaHO paHee, (DYHKLUUN y[aneHHOro
ynpaB/ieHUs 3aBUCAT OT MOAENIN UCMNOMIb30BaHUA U MOTYT NPUMEHATLCA B ONpefenieHHon cpese, Takoit kak OUT. Mo aToit
npuyMHe TONIbKO OTBETCTBEHHAA OpraHu3aumsa [o/kKHa UMeTb AOCTYN K COOTBETCTBYtOW el KOHburypaymm curHanusaumm
ME CUCTEMbI. KoHdurypaums, kotopass no3sonseT PyHKUUN yaaneHHoW akTuBaum u npekpaweHus rnobanbHoro co-
cTosiHMA uHakTMBauum (ALARM nay3sy. AYANO nay3y, ALARM OFF unn oTkAlovyeHue 3ByKa) U yAasleHHYH akTuBauuto
ALARM RESET, gonxHa 6bITb 3aliMileHa. 3awmeHHOCTb 03Ha4yaeT, YTo KnHudecknii onepatop ME OBOPYAOBAHUSA
HEe [0/KEH MUMETb [OCTYN B 0ObIYHbLIX YC/I0BUAX 3KCMyaTauun A/ BO3MOXHOCTU akTUBUPOBATb WIN NMPeKpaTUTb UHaK-
TnBaumu rocygapcte (ALARM nay3sy. AUDIO nay3y. ALARM OFF unu oTknto4eHune 3Byka) U aktuBaumio ALARM RESET
Ha KOMMNOHeHTbI pacnpegeneHHon CUTHANTN3ALNN. MexaHn3mbl afekBaTHOM 3awmuTbl onucaHbl B 6.7 MK 60601-1-8.
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MpunoxeHune BB
(cnpaBou4HOe)

CurHanusauus guarpamm nyHkra 208 M3K 60601-1-8
Cnepywowune guarpammbl UINHOCTPUPYOT COCTOAAHME TPEBOTM (3BYKOBbIE U CBETOBbIE CUTHA/IbI NPeaynpexaeHuns)
onsa ukcnpyemblx nnm 6es gpukcaunn ALARM curHanos, kak onpegesneHo B 6.10 MOK 60601-1-8 n 208.6.9.

YcronT

TpMOT : d [

3ByxoBoii  H
CurHanrpenXm
L
BroyTbHbIl
onnnTp—oT

H — akTuBHOe cocTosiHWe; L — HeakTMBHOe cocTosiHue

PucyHok BB.1 — HedukcupoBaHHble CUrHabl TPEBOTM 6e3 nepeksitoyeHnss TpeBorn

Mnnioctpauymns 6e3 dukcaumm ALARM curHanoB {cMm. pucyHok BB.1). kak ykazaHo B6.10 M3K 60601-1-8; 6e3 B3au-
MOAENCTBUSI C ONepaTopoOM 3BYKOBbIE U BU3yasibHble CUTHA/IbI TPEBOTY yKasblBalOT, YTO aBapuiiHOe COCTOSIHNE CYLLeCcTBY-
eT. Kak ToNbKO CUrHan ucyesHeT, 3BYKOBble CUTHasNbl W BU3yasibHasi CUrHanM3auus npekpawjalTca aBToMatuyeckn 6e3
yyacTusi onepaTtopa B3aumogeiicTeus.

YoewerT H
Tpaavm

I+
[EnN

Qapsud H
CUrHaNITPHE T
BMBebi H

CUrHan TpBBUT d

PucyHok BB.2 — HedmkcupoBaHHble CUrHasibl TPEBOIM 6e3 nepeksitoyeHnss TpeBorn

-

N — akTuBHOE cocTosiHue. L — HeakTUBHOE cocTosiHue

Mnnioctpaums 6e3 dwukcaumm curHanos ¢ ALARM ALARM RESET (cm. pucyHok BB.2). kak ykasaHo B 6.10
M3K 60601-1-8 n B208.6.9; aktuBaums ALARM RESET octaHaBnuBaeT 3BykoBoli CUTHA/T ALARM. Kak TonbKo aBapuii-
HOe COCTOSIHMEe 3aKaHUYMBaeTCs, BU3YyasibHbI CUTHaN TPeBOrM NpekpaujaeTcs.
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afoBoW H 1
OBHWLIPBMTV
L

anyusLu i M
CUHBATPMCIO
H — akTuBHOe cocTosiHue; L — HeakTUBHOe cOCTOosiHUE

PucyHok BB.3 — ®uKCUpOBaHHbIe CUTHa/Ibl TPEBOrM 6e3 nepektoYeHna TpeBorn

nnnioctpaumna LATCHING ALARM curHanos cALARM RESET (cm. pucyHok BB.3). kak ykazaHo B6.10 M3OK 60601-
1-6 n B208.6.9; 6e3 B3anMoAelicTB/S C OMepaToOPOM 3BYKOBbIE U BU3ya/lbHble CUTHa/Ibl TPEBOTY aKTUBUPYOTCS HEOTPaHU-
YeHHoe Bpemsi. OnepaTop BblHYX/JeH C6POCUTb CUTHasIbl TPEBOrM (PU3NOI0rMYECKOro COCTOSHWUA TPEBOrU, akTUBU3MPYS
dyHkumio cbpoca TpeBoru. Mocne akTMBauMm c6poca TPEBOTN CUTHANN3aLMI0 MOXHO CPaBHUTL C NoBejeHneM 6e3 duk-
cauun aBapuiiHbIX CUTHAIOB.

Anoeva  H
Tpesore NH - .
L U | [

NNAM H

e
Tpesore . d

3pyloBoa H
1o Tun Tpesore M 2 d - . : .

—

3ByKoBast
0—tlI /1 TpeBore

M — akTMBHee coCTOofHUe; L — HeaKTMBHOe COCTOAHUE

r I - T

PucyHok BB.4 — [1Ba yc/ioBUsi TpeBOMU C MepeksitoyeHnem
Vnnioctpaums asyx YC/IOBUA ABAPUI c ALARM RESET (cM. pucyHok BB.4). kak ykasaHo B 6.10 M3OK 60601-1-8

1n B 208.6.9; nocnepytouwee cdusmonornyeckoe coctosHne ALARM apyroro onsmosiormyeckoro napamerpa aktuBmsnpyeTt
CUTHAN 3BykoBoii ALARM.
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MpunoxeHune CC
(cnpaBou4HOe)

Mpumepbl coeauHeHnsa n3MmepuTenbHoro yctponctea (MD)
Ans nsmepeHus Tokos yteukn MALWVEHT v nauneHT, BcnomoratenbHbIX Lenei

Ha cnepylowux pucyHkax npusefeHbl NpUMepbl NOAKIIOYEHNS pabounx YacTeil Ana namepeHus ot obuiero MALN-
EHTA Toka yTeukn n UACTb TOKa yTeuku, ykaszaHHbIX B Tabnuuax 3 n4 obuiero ctaHgaprta n 8 201.8.7.1.101.

MHOTOMAPAMETPUYECKOE o6opyaoBaHue N8 MOHUTOPUHra nauneHTos coctouT n3 tuna BF n tuna CF pa6o-
4YMX yacTeli: CO BCEMM NaUNEHT NOAKMNOYEHUAMN NOL TEM Xe TUNOM NPUMEHSAEMbIX YacTell, COeJUHEHHbIX BMeCTe.

O

J

1— kopnyc ME OBOPYJOBAHUA; 2 — npuknagHas yacTe; P4 — MALUNEHT coeguHeHUAX 04HY (yHKLUIO

PucyHok CC.1 — YACTb n3mepeHus Toka yteukn TUMA BF pabouunx yacTteli C MHOXeCTBOM (DYHKLNIA
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MHOFONAPAMETPUYECKOE OBOPYAOBAHWE Tnna BF MOHUTOPUHIa nauvMeHTOB: COeAVHEHNE MeXAY OAHOM
yHKUMelh 1 ocTanbHbIMKU OTAENbHBbIMU PYHKUNAMKU Tol xe YACTU.

— kopnyc ME OBOPYJOBAHUA: 2 — npuknagHasa 4actb:
P4 — NMAUVEHT coefnHEHUAX OAHY (DYHKLUIO

PucyHok CC.2 — UACTb unsmepeHus Toka yTeukm Tuna CF pabounx yactei
CO MHOXeCTBOM (OYHKL A
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MHOTFOMAPAMETPUYECKOE OBOPYAOBAHWE Tuna CF MOHMTOPMHra naumeHToB: Mexay /obbiMu coefunHe-

HUAMW OHOro nauuveHTa. MoAkNoYeHne O4HON (PYHKUMM U BCE OCTallbHbIE MOAK/IIOYEHNUS naymeHTa Toii xe YACTU co-
eNHEHbI BMECTE.
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1— xopnyc ME OBOPYJOBAHWA; 2 — npuknajHas yacTb CO MHOXECTBOM (DYHKLMUN,
P4 — nopknyeHne nauneHTa MOXeT COCTOATh U» Kabens nauueHTa U NPoOBO/OB;
P4, — pasbembl YACTW AnA noAgknyeHns nauueHta; P4 2 — pasbembl kabensa nayneHTta 4Na NpoBOAOB;
P43 — nposopos; Pg — nposojauian yacTb (48 npumepa NMPOBOJA LEAD) c 3azemneHuem

PucyHok CC.3 — O6uwas yteuka MALMEHTA Toka Tvna BF n CF pabouynx yacTeit CO MHOXECTBOM (PYHKLUNA,
Bbl3BaHHas BHEWWHNM HanpshkeHvem Ha naumeHta COEAVNHEHWA
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MpunoxexHue A
(cnpaBo4YHOE)

CBeieHNs 0 COOTBETCTBMM CChINTOYHbIX MEXAYHAPOAHbLIX CTaHAAPTOB
HauuoHanbHbIM cTaHgapTam Poccuiickoii depepayun

Ta6bnunua [OA1

O603HaveHVie 1 HaMMeHOBaHVe
CTeneHb COOTBETCTBUSA COOTBETCTBYHOLLETO
HaUMOHaNIbHOTO CcTaHzapTa

0O603Ha4eHne CCbUI04YHOrO
MexXyHapoAHO CTaHAapTa

NCO 15223-1 —
M3K 60601-1-2—2007 * —
M3K 60601-1-8—2006 —
M3K 60601-2-3—2009 —
M3K 60601-2-72:2 —
M3K 60601-2-34:3 —

* COOTBETCTBYHOLWMIA HaUMOHa/IbHbIA CTaHAapT OTCYTCTBYeT. [lO ero yTBEPXAEHUs PeKOMeHAYyeTCsl UCMOo/b30-
BaTb NepPeBOJ, Ha PYCCKWit A3bIK JaHHOIO MeXAyHapoaHoro ctaHgapTa. MepeBoj 4aHHOTO MeXAyHapoA4HOro ctaHaapTa
HaxoanTcsi B defepasibHOM MH(OPMALMOHHOM (POHAE TEXHUUYECKUX PerfiaMeHToB 1 CTaH4apToB.
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MpunoxexHue OB
(cnpaBou4HOe)

AndaBuTHbIN ykaszaTesb TEPMUHOB

BbIK/TIOYATE/Ib 3BYKA (AUDIO OFF)
OETANb NPUKNAOHAA (APPLIED PART)
MCMNONb30OBAHWE (USABILITY)

KABE/Ib. MOAKMOYEHHbLIN K MALUEHTY
(PATIENT CABLE)

OCHOBHbIE ®YHKUMNOHANBbHBLIE XAPAKTEPUCTUKN
(ESSENTIAL PERFORMANCE)

MALUVEHT (PATIENT)

CUCTEMA BE3OMACHOCTH
(ALARM SYSTEM)

ONEKTPO/ (ELECTRODE)
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1SO 80601-2-56 Medical electrical equipment — Part 2-56: Particular requirements for the basic safety and essential
performance of multifunction patient monitoring equipment

NCO 80601-2-56 MepguunHCKoe anekTpuyeckoe ngenne — Yactb 2-56: YacTHble Tpe6oBaHUA 6€30NacHOCTU C YMETOM
OCHOBHbIX (DYHKLMOHa/IbHbIX XapakTepucTuK MHOroyHKLMOHaNbLHOTO nsgenusa ana HabnwogeHns sa
COCTOSIHMeM nauyueHTa

IEC 62366 Medical equipment — Application applied to engineering of medical equipment
M3K 62366 MepaunumHckue ycTpoiictBa — lMpuUMeHeHne NpuKIagHoOR UHXeHepun K MegnLMHCKUM YyCTpOoicTBam
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YK 615.47:006.354 OKC 11.040.55 OKI 94 4460

KntoueBble crioBa: MHOTOYHKLMOHA/IbHBIA MOHUTOP MauMeHTa, OCHOBHbIe (DYHKLMOHA/IbHbIE XapakTepucTu-
Ku. pusmonornyecknii 610K HaGNHAEHUS, INEKTPOMArHATHasA COBMECTUMOCTb
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