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MNpegncnosne

1 NOArOTOBJ/IEH depepasnbHbIM rOCYAapCTBEHHLIM YHUTAPHLIM MpeanpusatTueM «PocCCUcKkuii Ha-
YUYHO-TEXHUYECKUIA LLeHTP MHpopMaummn nNo cTaHgapTu3auun, MeTposorun U oueHke cooTBeTcTBuA» {PryTl
«CTAHOAPTUH®OPM») n O6LLeCcTBOM C OfpaHNYEHHO 0TBETCTBEHHOCTLI0 «MeaTexcTaHaapT» (OO0 «Mep-
TexcTaHAapT») Ha OCHOBE COGCTBEHHOrO NepeBoAa Ha PYCCKWil A3bIK aHIN0A3bIYHON BEpcUM CTaHAapTa, yka-
3aHHOrO B NyHkTe 4

2 BHECEH TexHuuyeckum komMuTeToM no ctaHgaptusaumm TK 011 «MeguuvHckue npnbopsbl, annapartbl
1 obopygoBaHme»

3 YTBEPX/EH U BBEJEH B IENCTBVE Mpukasom ®eaepanLHOro areHTCTBa No TeXHNYEeCKOMy pe-
ryiMpoBaHuio u metposiorun ot 2 nona 2019 r. Ne 352-ct

4 HacTtoswuii cTaHAapT UAEHTUYEH MexAyHapogHoMy ctaHaapTy M3K 60601-2-10:2016 «W3genus
MeaunLUMHCKne anekTpuyeckme. YacTtb 2-10. YacTHble TpeboBaHuss 6€30MacHOCTY C y4EeTOM OCHOBHbIX (PYHK-
LiMOHANbHbIX XapaKkTepucTuk K CTUMynsaTopaMm HepsoB M Mbiwly» (IEC 60601-2-10:2016 «Medical electrical
equipment — Part 2-10: Particular requirements for the basic safety and essential performance of nerve and
muscle stimulators», IDT), Bkntoyas nsmeHenune: A1:2016

Mpu NpumMeHeHUN HacTosALLEro cTaHgapTa PeKOMeHAyeTCA UCMO/1b30BaTb BMECTO CCbIIOUYHbLIX MeXay-
HapoAHbIX CTaH4apTOB COOTBETCTBYIOLME UM HaLMOHasIbHbIE CTaH4apThbl, CBEAEHUSA O KOTOPbLIX NpuBeeHb! B
[OMOSTHUTE/IbHOM npuioXeHun A

5 B3AMEH I'OCT P 50267.10—93 (M3K 601-2-10-84)

MpaBuna npuMeHeHUs HaCcTOSALWEro cTaHAapTa YyCTaHOoB/eHbl B cTaTbe 26 defepasbHOro 3akoHa
oT 29 uioHAa 2015 r. W 162-9®3 «O cTaHgapTu3aunm B Poccuiickoin ®egepauun». MHdopmauns 06 uns-
MEHEeHUAX K HacTosWweMy cTaHgapTy ny6nKye TCA B eXerog>om (Mo cocTOosAHMI0 Ha 1AHBaps TeKyLwero
rofa) UHOPMaLMOHHOM yKazaTene «HaunoHaslbHble CTaHAapThi», a ohuLMabHbli TEKCT U3MEHEHWIA
M NOMpaBOK — B €XeMeCA4YHOM MH(popMaunoHHOM ykasaTene «HauuoHanbHble cTaHgapTbi». B cnyvae
nepecMoTpa (3amMeHbl) UM OTMEHbl HACTOALWEro cCTaHAapTa CooTBeTCTBYOLWEee yBeJoMIeHe bygeT
ony6/NKOBaHO B GAMKAMLLEM BbIMYCKE €XEMECSUYHOro MH(OpMaUMOHHOrO ykaszaTensa «HaunoHanbHble
cTaHgapTbi». CooTBeTCTBYyWasa nHpopmauns, yBeJoMIEHE N TEKCThl pasMeLLalnTCca Takke B UH-
chopmMaLMOHHO cucTemMe obLLero NoNb3oBaHNs — Ha oduumansiiom caiTe degepanbHOro areHTCcTBa no
T EeXHUYEeCKOMY perynMpoBaHuio 1 MeTponaorum B ceTun HTepHeT (www.Qost.ru)

o CraHgapTuHdopm. odhopmieHune. 2019

HacTosAwwit ctaHAapT He MOXeT GblTb MOSIHOCTHIO UIM YACTUYHO BOCMPOW3BEAEH, TMPAXUPOBAH U pac-
NPOCTPaHeH B KayecTBe ohMLManbHONo n3faHnsa 6e3 paspelleHuns degepasibHOr0 areHTCTBa No TEXHNYECKO-
MYy peryavpoBaHuio 1 MeTposiorimn
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BBepeHve

MuHMManbHble TpeboBaHNa 6e30MacHOCTM, yKa3aHHble B HACTOsLLEM CTaHAapTe, cuntatoTcs obecneyn-
BalOLLMMMN NPaKTUYeCcKnii ypoBeHb 6e30macHoCTu nNpu pabote CTUMYNATOPOB HEPBOB U MbILLLL,.

HacTosAwwii ctaHfapT nsmeHsieT u gononHaet MAK 60601-1 «M3penna meavuUMHCKUE anekTpuyeckue.
YacTb 1. O6uwme TpeboBaHna 6€30NacHOCTM C yY4EeTOM OCHOBHbIX (DYHKLMOHANbHbIX XapakTepucTuK», KOTo-
pbIii Aanee ynomMmnHaeTcs kak o6wuii ctaHgapT (cm. 201.1.4).

TpeboBaHusi CONPOBOXAEHbI ONMUCAHNEM COOTBETCTBYHOLLUX UCMbITAHWIA.

Pasgen «O6uwye nonoxeHns n 060CHOBaHWE», COAEPXaLLnii HEKOTOPble MOACHEHUS ANA Havwbonee
BaXKHbIX Tpe60BaHWUIi HacTOSLLEro CTaHAapTa, BKIOYEH B NpunoxeHve AA.

MMYHKTbI AKX NOANYHKTBI, 471 KOTOPbIX B MpUIoXeHnn AA npusBefeHbl COOTBETCTBYIOLLME MOSACHEHUS,
OTMeuYeHbl 3HaKoM 3Be3404ku (*).

MPUHATO cunTaTtb, Y4TO 3HaAHME MPUYKMH ANA 3TUX TpeboBaHuin ByeT He TONbKO Cnoco6CTBOBaThL Mpa-
BUIbHOMY NMPUMEHEHMIO HACTOALLEro cTaHAapTa, HO U CO BPeMeHeM YCKopATb Nt060oi nepecmoTp, 06ycnoB-
NEHHbIA N3MEHEHUAMW KAVHWYECKOW MPaKTVKW WM COBEPLUEHCTBOBAHHOM TexHosorun. OfHako npunoxe-
Hue AA He ABNSEeTCA YacTblo TpeboBaHN HACTOALLEero cTtaHjapTa.

HacTtosiwumiA ctaHaapT UAEHTUYEH MeXAyHapoAHOMY cTaHAapTy MOK 60601-2-10, noAroToBAEHHOMY
nogxomuTetTom 62D M3K «MeanumHckas anekTpoannapaTypa» TexHuueckoro komuteta TK 62 «9nekTpoo6o-
pyfoBaHue B MeULVHCKON NpakTuke».

BTopoe n3gaHue oTMEHSIeT U 3aMeHseT nepsoe n3gaHne M3IK 60601-2-10. ony6svkoBaHHoe B 1987 r.,
1 n3meHenune 1 (2001 r.) k Homy. BTopoe nsgaHve npefcrasniseT co60i TeXHNYEeCKUin NepecmMoTp B Lensx co-
oreeTcTBMA M3K 60601-1.

MpumeHsemoe o06beAMHEHHOEe u3faHue MeXayHapogHoro ctaHgapta M3K 60601-2-10 nmeeT Ho-
Mep 2.1. OHO COCTOMUT K3 BTOPOro u3gaHus (MoHb 2012 r.), OCHOBAHHOIO Ha fokymeHTax 62D/1003/FDIS wn
62D/1015/RVD. a Takke ero nameHeHuns 1 (anpenb 2016 r), oOCHOBaHHOrO Ha fokymeHTax 62D/1332/FDIS u
62D/1352/RVD. TexHuyeckoe cofepxaHume NAeHTUYHO CoepXaHutio 6a30BOro N3faHnsa U U3MEHEHUIO K HEMY.

Pefakumsa mexayHapofHoro craHgapTta noArotoeneHa B cooTseTcTBun ¢ [upektusamn NCO/M3K,
yacTb 2.

B HacTosiwem cTaHdapTe NPUHATBLI cneayloLme WpngToBble BblAEEHUS.

- TpeboBaHWA 1 onpefeneHns — nNpPAMon LWpUPT:

- MeTOfAbl UCMbITaHUN — KypcuB:

- MHOPMAaLMOHHbI/ MaTepuan, NpuBeAeHHbI BHe Tabnuy, (NpMMeyYaHuns, NnpuMepbl 1 ClpaBoYHas UH-
dopmauus), a Takke HOPMaTUBHBIV TEKCT Tabnny, — WPNRT yMEeHbLLIEHHOTO pasMepa;

- TEPMWHbI. OMPEJENEHHbBIE B PA3AE/E 3 OBWErO0 CTAHOAPTA N B HACTOAWEM CTAH-
OAPTE, — 3AMNABHbIE BYKBbI.

B HacTosiLlem cTaHAapTe TePMUHbLI O3HaYaloT:

- «MYHKT» — oAHa u3 17 yacTeil cTaHAapTa, ykasaHHbIX B COfepXaHun, BkIoYasa Bce NOANYHKTbI (Ha-
npumep. NyHKT 7, BKIOYasA ero noAnyHkTel 7.1, 7.2 U T. 4.);

- «MOAMYHKT» — MPOHyMepoBaHHasa nocriefoBaTesIbHOCTb NOAMNYHKTOB NyHKTa (Hanpumep, noAnyHKTbl
7.1, 7.2 7.2.1 ABAAIOTCA NOANYHKTAMMN NyHKTA 7).

Mepes, CCbINKO Ha MYHKT U nepej ero HOMEpPOM B HACTOALLEM CTaHAapTe 6yAeT CTOATb C/IOBO «MYHKT»,
a CCblfIKa Ha MoANyHKT — OrpaHnYnBaTbLCS /UL Or0 HOMEPOM.

B HacTosLWwem cTaHfapTe colo3 «uan» bygeT UCNOob30BaH Kak BKOYalolee «uin», T. e. yTBepxaeHne
6yAeT NCTUHHBIM NpY NGO KOMOBUHALMKN YCIOBUIA.

naronbHble YOpPMbI, UCMO/b3yeMble B HACTOSILLIEM CTaHAapTe, coBnagatoT no hopmMe € OnncaHHbIMU B
npunoxeHun H Aupektus MCO/M3K (4acTb 2).

BcnomorartesibHble riarosibi:

- «f0/MKeH» 03HayaeT, YTO COOTBETCTBME TPe6GOBaHMAM WM UCMbITAHWAM 0653aTeflbHO 418 COOTBET-
CTBUA HaCToALEeMY CTaH4apTy:

- «CnepfyeT» 03HayaeT, YTo COOTBETCTBME TpebOoBaHUAM UM UCMbITAHUAM PEKOMEHA0BaHO, HO He 061-
3aTe/IbHO /11 COOTBETCTBUA HaCTOSALEeMy cTaHAapTy:

- «MOXeT» UCNOJb3yeTcs 4719 ONUCaHWA AONYCTUMbIX NyTel JOCTMXEHUSA COOTBETCTBUA TPeboBaHWAM
UAN UCNbITAHUAM.

3Hak 3Be3704kM (*) y HOMepa MyHKTa, Wan NOAMYHKTa pasfena, Wamv 3aronoska Tabnmubl ykasbiBaeT, 4To
B npunoxeHun AA nprisefieHbl COOTBETCTBYIOLME MOACHEHUS.

v
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HAUVWOHA/NNTbHBIA CTAHOLAPT POCCUMWCKOWM OSGEALEPALUMN

M3AENNA MEOAVUNHCKNE STEKTPUYECKUNE

YacTtb 2-10

YacTHble Tp86OBaHl/I9-I 6e30MacHoOCTM C y4€TOM OCHOBHbIX (*)yHKLI,I/IOHafIbeIX XapaKTepuctTuk
K CTUMYNATOpaM HEepBOB U MblLL

Medical electrical equipment. Part 2-10. Particular requirements for the basic safety and essential performance of nerve
and muscle stimulators

[ata eBegeHns — 2019—12—01

201.1 O6nacTb pacnpocTpaHeHWsa, LeNb N COOTBETCTBYO W MUE CTAHAAPTHI
MprMeHSaI0T NYHKT 1 06uwero ctaHgapTa’), 3a UCKTI0YEHNEM CneaytoLero:
201.1.1* O6nacTb pacnpocTpaHeHunsn

3ameHa:

HacToswmii ctaHgapT pacnpocTpaHseTca Ha TpeboBaHus 6e3onacHocTn K CTUMYNATOPAM HepBoB
1 MbiWwL, Kak onpegeneHo B 201.3.204. ucnonb3yembiM NpU NpoBefeHnn husnotTepaneBTUYeCcKoro eyeHms
1N UMeHyeMbIM B AanbHeliwem ME U3LAE/NNA, Bkoyas YpeckoxkHble 3nekTpoHelipoctumynsaTtopbl (UOHC) n
anekTpombiweyHble CTUMYNATOPLI (BGMC).

MpumeuyaHue — MbllWeyHbI CTUMYNIATOP Takxe MOXeT MMeHoBaTbCcs HEPOMBbILLIEYHbIM
CTUMYNATOPOM.

Cnepywouwume ME N3AENNA ncknoyveHbl N3 06n1acT pacnpocTpaHeHus HacTosiwero craHaapra:

- ME U3AENWE, npefHasHavyeHHoe AJ18 UMMAAHTaLMn Uav NS NOAKIYEHUA K UMNIAHTUPOBAHHbLIM
3M1eKTpoaam:

- ME U3AENWE, npefHa3HauyeHHoe A1 CTUMYNSAUMM Mo3ra (Hanpumep, annapart A5 3/1eKTPOLLOKOBOA
Tepanuu);

- ME U3LE/IVE, npefHa3HauyeHHOe A1 HEBPOJIOTMYECKUX UCCe0BaHNI;

- HapyXHble kapanocTumynatopsl (cMm. M3K 60601-2-31);

- ME W3AEJ/IVE, npegHasHavyeHHoe ONA perucrpauun ycpefHEeHHOro BbI3BAHHOIO NoTeHuuana npu
nposefeHnn gnarHoctukm (cm. MK 60601-2-40):

- ME U3AENWNE, npegHa3HayeHHoe Ansa anektpomuorpadum (cm. M3K 60601-2-40);

- ME U3JE/INE, npegHasHavyeHHoe ans gedumbpunnaunm cepgua (cm. M3K 60601-2-4).

201.1.2 Uensb
3ameHa:
Llenb HacToAWLEro cTaHgapTa — YCTAaHOBUTbL YacTHble Tpe6osaHus kK OCHOBHOWM BE30MACHOCTU

n OCHOBHbIM ®YHKUNOHAIbHBIM XAPAKTEPUCTUKAM CTUMYNTATOPOB HepBOB ¥ MbILL, Kak onpe-
nenexo B 201.3.204.

1* O6wwmii ctaHgapt M3K 60601-1 «W/3penusi meanuuHcKkme anekTpuyeckne. Yactb 1. O6wume Tpe6oBaHusa 6e3-
0MNacHOCTM C Y4ETOM OCHOBHbIX PYHKLMOHA/IbHbIX XapaKTepUCTUK».

M3paHue oduymansHoe
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201.1.3 lononHuTebHble cTaHAapThl

JlononHeHue:

HacTosAwwmii cTaHAapT MCNob3yeT CCbIIKM Ha NPUMEHSEeMble AOMNOIHUTENbHbIE CTaHAAPTbI, KOTOpble
nepeyncrieHbl B NyHKTe 2 obuiero ctaHgapta u nyHkTe 201.2 HacTosLero ctaHgapTa.

M3K 60601 -1-2 NpUMEHSAIT C U3MEHEHUSAMU, BHECEHHbIMU B NYHKT 202. MOK 60601-1 -3 He NPYMEHSIIOT.
Bce ocTasibHble fONOMHUTE bHbIE CTaHAapTbl, ony6ankoBaHHble B cepun M3K 60601-1. NpUMEHSIOT B TOM
BUAE, B KAKOM OHV ONy6/IMKOBaHBI.

201.1.4 YacTHble cTaHgapThl

3ameHa:

YacTHble cTaHaapTbl cepun MOK 60601 MOryT U3MEHATb, 3aMeHATb UM OTMEHATb TpeboBaHus, coaep-
Xalyvecs B 06Lem cTaHAapTe v AONONHUTENbHbIX CTaHJapTax, UMeoLWmnX NpsAMoe OTHOLLEHNE K KOHKPETHOMY
ME N3AENUNIO, a Takke MOryT 4o6aBnsATh Apyrue TpeboBaHus K OCHOBHOW BEE30MACHOCTW n OCHOB-
HbIM ®YHKLUMVNOHANbHbIM XAPAKTEPUCTUKAM.

TpeboBaHus HacTosLLEro cTaHgapTa SABAATCA MPUOPUTETHLIMU MO OTHOLIEHWIO K COOTBETCTBYHOLNM
TpeboBaHMAM 06LLero ctaHjapTa.

[nsa KpaTKkoCcTn U3N0XEHNS B HACTOALLLEM CTaHAapTe B kayecTBe 06Luero ctaHgapTa ykazaH MOK 60601-1.
JlononHuTtenbHble cTaHAapTbl 0603HAYEHbI MO UX HOMEpaM.

Hymepauus nyHKTOB 1 NOAMYHKTOB HACTOSILLEro CTaHAapTa COOTBETCTBYET 0bLeMy cTaHAapTy ¢ npu-
cTaBkoli «201»(Hanpumep, NyHKT 201.1 HacTosLLEro CTaHAapTa COOTBETCTBYET COZepXaHuio NyHkTa 1 o6Liero
cTaHgapTa) Win foNoIHUTENIbHOMY CTaHA4ApPTY C NpPUCTaBKol «20x», rae «x» — 310 nocnegHsas(ne) undpa(bl)
HoMepa [O0NONHUTENBHOTO cTaHgapTa (Hanpumep, nyHKT 202.4 HacTosILLero craHgapTa COOTBETCTBYET CO-
LepXaHuio NyHKTa 4 fonosiHuTesibHoro ctaHgapta M3K 60601-1-2, nyHKT 203.4 HacToswero ctaHgapra co-
OTBETCTBYET COAEpXaHMIo NyHKTa 4 4ON0HUTeNbHOro cTaHgapTa M3OK 60601-1-3 n T. 4.). MI3meHeHus TekcTa
obuiero ctaHgapTa 0603HaueHbl ciefyowWwmnMm crnosamm:

- «3aMeHa» O3HayaeT, YTo MYHKT WAW NOANYHKT 06Llero ctaHgapta Uiy CooTBETCTBYIOLWErO A0MOJTHU-
Te/IbHOTO CTaHapTa MoJIHOCTbI0 3aMEeHEeH TEKCTOM HACcToALWEero ctaHjapra:

- «[lONOSIHEHNE» — TEeKCT HacTosLWero craHjapta ABMASETCA JONOSIHEHNEM K TpeboBaHUsAM 06Liero
cTaHfjapTa Wi COOTBETCTBYIOLLLETO [OMNO/IHUTE/IbHOIO cTaHAapTa.

- «M3MEeHeHne» — MYHKT WK NOANYHKT 06Liero ctaHgapTa uam COOTBETCTBYIOLLEro AONOTHUTENIbHOIO
cTaHgapTa U3MeHeH B COOTBETCTBMM C TEKCTOM HacCTOSALLero ctaHjapTra.

MoanyHKTbI, PUCYHKN UK TabnuLpl, KOTOPble ABNSAITCA AOMNONHUTENbHLIMU K 3/1eMEHTam 06LLero cTaH-
JapTta. npoHymepoBaHbl HaunHas ¢ 201.101. OgHako BCleAcTBME TOro, YTO OnpefesnieHns B OOLeM CTaH-
faprte npoHymepoBaHbl HauuMHasa ¢ 3.1 no 3.139. gonosiHUTE bHbIE OnpefeneHns B HacToslWeM cTaHgapTe
NpoHyMepoBaHbl HaunHas ¢ 201.3.201. lononHUTe bHbIE NPUIOXEeHUA 0603HayYeHbl 6yksamu AA. BB T. 4.,
[ONONHWTENbHbIE NepeyncneHdns — aa). bb) n 1. a.

MoanyHKTbI, PUCYHKU UK TabnuLpbl, KOTOPbIE ABAAIOTCA AOMOSTHUTENbHLIMU K 3/1IeMEHTaM A0MOSTHUTE b-
HOro cTaHgapTa, MPOHyMepoBaHbl HaunHas ¢ «20X», rae «X» — HOMep AO0MOSIHUTENBHOro cTaHjapTa, Hanpu-
mep 202 gna M3K 60601-1-2, 203 — ana M3K 60601-1-3 u T. 4.

TepMUH «HacTosLMe CTaHAapTbl» UCMOMb30BaH A1 COBMECTHON CCbIIKM Ha 06LWMiA cTaHaapT, No6ble
NPUMeHNMble AOMONHUTENbHbIE CTAHAAPTL! U HACTOALWMIA CTaHAapT, BMecTe B3ATble.

B cnyyae oTCyTCTBMA COOTBETCTBYIOLLErO MyHKTa WX MOAMYHKTA B HACTOSALWEM CTaHJapTe NMpUMEHSoT
6e3 U3MEHEeHWn COOTBETCTBYIOLLMIA MYHKT UM NOANYHKT 06LLero ctaHgapTa uan NPUMEHUMOro LOMNONHATENb-
HO cTaHfapTa, flaxe ecnu OH He pefieBaHTeH, B HACTOALWEM CTaHapTe yka3aHbl YC/I0BUS HENPUMEHUMOCTHN
No60ro NyHKTa Uam NognyHkTa obLwero craHjapta win NnpUMeEHNMOoro AONOSTHATENIbHOTO cTaHjapTa.

201.2 HopMaTuBHbIE CCbIIKN

MpMMeEHAIT NYHKT 2 06Lero ctaHgapTa, 3a UCKIIYEHNEM CeayoLero:

3ameHa:

IEC 60601-1-2. Medical electrical equipment — Part 1—2: General requirements for basic safety and
essential performance — Collateral standard: Electromagnetic compatibility — Requirements and tests (13ge-
s MeanumHckme anekTpuyeckme. Yactb 1-2. O6wme TpeboBaHMsA 6€30MacHOCTM C YYETOM OCHOBHbIX (DYHK-
LMOHAaIbHbIX XapakTepucTuk. [onoNHUTE bHBIA CTaHAapT. 31eKTpoMarHuTHast COBMecTUMOCTb. TpeboBaHus
N UCMbITAHNSA)
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[ononHeHwne:

IEC 60601-1. Medical electrical equipment — Part 1: General requirements for basic safety and essential
performance {/13genvsa MmeguumHckue anekTpmyeckme. Yacte 1. Obuwme TpeboBaHusa 6€30NacHOCTU C y4eToM
OCHOBHbIX (PYHKLMOHANbHbIX XapakTepucTuk)

201.3 TepMmuHbl 1 onpeaeneHns

3ameHa:
B HacToslleM cTaHAapTe MCMOo/b30BaHbl TEPMUHBI U onpeaeneHus, npusegeHHsle 8 MOK 60601-1, 3a
UCK/TIOYEHUEM CleayoLWwmX:

MpumeyaHnne 1 — Korga B HactoslWweM cTaHAapTe UCNO/b30BaHbl YNC/IEHHbIE 3HAYEHUS NapameTpoB «Ha-
NpsHKeHNEe» N «TOK», OHN O3Ha4YalT cpegHeKBaapaTUYHblie BETMYUHBI NEPEeMEeHHOro, NOCTOAHHOTO UNA pe3ynibTupyrwero
HanpsXeHnsa Uan Toka, ycpeaHeHHble 3a 1 C. ecnin He OroBOPEHO MHOoe.

201.3.8 PABOYAA YACTb (APPLIED PART)

JlononHeHue:

Anektpoabl CTUMYTATOPA v BCe yacTu, rajibBaHMyeckn coefiMHeHHbIe C HAMMW.

JlononHeHwve:

201.3.201 NMPOBO[, (LEAD): MpoBopg ¢ usonsunein, nverowmii cpeacteo coeguHerns co CTUMYNA-
TOPOM Ha 0AHOM KOHLIe, CPefCTBO COEMHEHNA C NEKTPOAOM Ha APYroM KOHLe M npegHasHayveHHbIV Ans
nepefayn BbIXoAHbIX curHanos oT CTUMY/TATOPA Kk anektpogy.

201.3.202 MMNYNbC (PULSE): Yuactok KONEBATE/IbHOIO CUTHANA mMexay ABYMS YPOBHSIMW C
HyNEBbIM HanpsXeHneM.

201.3.203 ANNTENBHOCTb UMNY/NbCA (PULSE DURATION): AinutenbHocTb BbixogHoro AMMYNb-
CA. n3amepeHHas Ha ypoBHe 50 % ero makcumMasibHOl aMnanTyAbl.

201.3.204 CTUMYNATOP (STIMULATOR): ME U3AENVE, npeaHa3HayeHHOe AN BO3AENCTBUSA 3/1eK-
TPUYECKUMM TOKAMM C NOMOLLbIO 3N1EKTPOA0B, HAXOAALMNXCA B HENOCPEeACTBEHHOM KOHTakTe ¢ MALUVEHTOM,
C LefIbio ANarHoCTKN WM neYeHns nelipoMbiLLeYHbIX NATONOrNA.

201.3.205 KONEBATE/IbHbIA CUTHA/T (WAVEFORM): M3MeHeHVe B 3aBUCMMOCTH OT BPeMeH) aMm-
NAUTYAbI 371EKTPUYECKOrO CUrHaNa, KOTopblii BbiBOoAUTCA M3 PABOYEW YACTW (B BuAE HanpspKeHwus umu
TOKa).

201.4 O6wwne TpeboBaHuA
MPUMEHSIIOT NYHKT 4 06LLero cTaHaapTa, 3a UCKI0YEHNEM CrefyroLLero:

201.4.1 YcnoBusi npumeHeHus Tpeb6osaHnii k ME U3QENNKO nan ME CUCTEMAM

[ononHNTenbHbIN NOAMYHKT.

201.4.1.101 [ononHuTesNbHble YCNOBUSA NpUMeHeHus TpebosaHuii k ME U3AENNKO wunn ME CUCTE-
MAM

Korpga paccmatpusatoT kom6uHuposaHHoe ME U3AENVE (Hanpumep. CTUMYNATOP ¢ dhyHkuueid nnm
PABOYEW YACTbIO [ANs yNbTPa3BYKOBOW Tepanum), 4OMNOMHUTE IbHAA YacTb A0/HKHA OTBEYATb TPe6GOBaHMAM
n60oro NpMMeHseMoro 4acTHOro cTaHgapra.

201.4.2 NPOLIECC MEHEOXXMEHTA PUCKA gna ME U3AENNA nnn ME CUCTEM

[ononHeHwne:

N3rOTOBUTEJIN B npouecce nposefeHna AHAJIM3A PVUCKOB pfonXHbl BKIYaTb B 3TOT aHaun3
PYCK, CBSA3aHHbI C BO3MOXHbIM 1cnonb3oBaHnem nx CTUMY/IATOPOB u akceccyapoB B Tex Ciyvasix, Korga
nogasaemblil TOK npeBbiwaeT 10 MA uan NAOTHOCTL TOKa A5 1I060ro anekTposa npesbiaeT 2 MA'CM2.

201.4.11 MoTpebnseMas MOLHOCTb

JlononHeHuve:
N3OENVE pomkHO paboTatb B pexumMe BbIBOAA, UCMOJb3Ys Harpysky, KOTopas co3gaeT MakCMasibHYo
aMnAnTyay Toka yCTaHOBUBLLEroCa pexuma.

201.5 O6wwme TpeboBaHns Kk ncnoeiTaHnam ME U3LENNA

MpUMEHSIIOT NYHKT 5 06Lero cTaHaapTa.
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201.6 Knaccudhukauns ME U3LENUNA n ME CUCTEM
MprMeHAT NYHKT 6 obLiero ctaHaapTa, 3a UCKTIYEeHNEM CreaytoLero:

201.6.2* 3awiuTta OT NOpaKeHuUs 3N1eKTPUYECKUM TOKOM

N3meHeHune:
Ypanute PABOYYHO YACTb TUMA B.

201.6.6° Pexum paboTbl

M3MeHeHune:
Ypanutb Bce. 3a ucknoveHnem NMPOAO/DKNTENBHOIO PEXXUMA PABOTDI.

201.7 NpeHTudmkaunsa, mapkmposka n gokymeHtauma ME WU3AENNI
MpUMeHSAT NYHKT 7 06LLero ctaHAapTa, 3a UCK/IIYEHNEM CleayoLLero:

201.7.2 MapkupoBKa Ha Hapy>XHbIx noBepxHoctax ME U3AENNA nnu vactax ME N3OENNA

201.7.2.7 MoTpebnsemas ot MATAIOLWEN CETW MOLHOCTb

3ameHa yeTBepTOro absaua:

HOMWHANBHASA notpebnsaemas mowHocTb CTUMY/IATOPA ¢ nuTaHueM OT ceTu LO/HKHa npeacras-
NATb CO60 MakCMMasibHYI0 NoTPe6AsieMyto MOLLHOCTb, YCPeAHEHHYI0 No lo6oMy nepvogy, pasHomy 5 ¢ npu
onpefeneHHbIX YCNOBUAX 3KCNyaTaunn, yCTaHOB/IEHHbIX U3rOTOBUTENEM.

JonoNHNT eNbHbIA NOANYHKT:

201.7.2.101* BbIXofHble XapaKTepucTuku

ME W3OENVE, koTopoe MOXeT (hopMUpOBaTb BbIXOAHOW CUTHaM CO 3HAYEHWAMW, NPEBbILLAIOLLMM
10 MmA unu 10 B. ycpeaHeHHbIMU 3a N0601 Nnepunoj, pasHblil 1 ¢, O/IHKHO NMETb MapknpoBKy cumaosiom No 10
Tabnuuel D.2 obujero ctaHgapTa 86113 MecTa NoAKYEHNS 3/1eKTPOAOB.

201.7.9 3kcnnyatauuMoOHHbIE LOKYMEHTHI

201.7.9.2 NHCTpyKUmMA no sKkcnayartauum

JonoNHNT eNbHbIA NOANYHKT :

201.7.9.2.101 [onosHuTEeNbHblIE UHCTPYKLMK NO 3KCnayaTaunm

WHCTpyKUMK No aKkcnyaTaumum AOMKHbI AOMNONHUTENBHO cofepxXaTb.

a) * nHpopmanmio o popme(ax) BoixogHoro KONNEBATE/NIbBHOIO CUTHATA, Bkntoyas niobblie NOCTOSH-
Hble cocTasnsowme, A/IMTENBbHOCTWN NMMY/IbCOB, yactoTtax nosTopexHus MMMNY/NIbCOB, makcumanbHo
amnAnTye BbIXOAHOr0 HanpshkeHus U/MNM Toka 1 BANSHWM MOSIHOTO CONPOTUB/IEHUA Harpys3ku Ha 3Tu napa-

METpbI:

b) * pekomeHAauuio 0 pasMepax ¥ Tunax ucnonb3yeMmbiX 3N1EeKTPOAOB U cnocobax NPUMEHEHNs 418 Kax-
[,0r0 KOHKPETHOro TUNa JievyeHust, 41s KOTOPOro npeAHasHauveH aaHHbli CTUMYNATOP;

C) peKkoMeHAaLmio 0 /16bIX HEOO6XOANMBIX Mepax NPefoCTOPOXHOCTH, KOTOpble crieAyeT NPUHATb, Kor-

[a Ha BbIXOAEe UMeeTCs CUrHaa C NOCTOSIHHOW CoCTaBASIOWEN TOKa;

d) * pekomeHAaLmio o0 ToM. uTo MALMEHTA ¢ nMniaHTMpOBaHHbIM 3/1IEKTPOHHbIM YCTPONCTBOM (Hanpu-
Mep, KapAuoCTUMYNATOPOM) He cnefyeT nogseprarb CTUMYNSAUMW, 3a UCKIOYEHMEM Tex ciydyaes, Korga y
MALMEHTA ecTb nosyyeHHoe paHee 3ak/itoyeHne MeanLMHCKUX CneLmancToB:

e) npegynpexgaeHue o criefyolwmx noTeHuanbHbIX ONacHOCTAX:

- ofHoBpemeHHoe nogknoyveHne NMALIMEHTA K BbICOKOYACTOTHOMY aniekTpoxupypruyeckomy ME N3-
OENNHO MOXeT NpUBECTU K OXoram B MecTax pacnosiokeHus anektpogos CTUMYIATOPA n K BO3MOXHOMY
nospexaeHnio CTUMYTATOPA,

- pabota B6nm3u (Hampumep, Ha paccTosHum 1 m) ot ME U3AE/INA Ans KOpOTKOBOSIHOBOM MM MUKPO-
BOJTHOBOV Tepanuu MOXeT NPUBECTU K HeCTabuabHOCTU curHana Ha Bbixoge CTUMYTATOPA.

- pacnosioXeHue 3/1eKTPOA0B BOAM3W rPYAHON KNEeTKN MOXET yBENNYUTb puck nbpunnaummn cepaua;

0* nna ME N3OENWNA, cnocobHoro co3gasaTh Ha BbIXofe 3HavyeHus. npesbiwawwmetO MA unmn 10 B.

- MHAOPMAaLMI0 0 MaKCMMasbHbIX 3HAYEHUAX BbIXOAHbLIX VMMY/IbCOB Ha 3/1eKTPoAax, PeKOMeHA0BaH-

HbIX U3roToBUTENEM ANA UCNOJIb30BaHUA caaHHbIM CTUMYTATOPOM,

1) pekoMeHAaumlo 0 TOM, YTO Nto6ble 31eKTPoAbl, NIOTHOCTb TOKA Ha KOTOPbIX NpesbiwaeT 2 MA/CM2,
MoryT TpeboBaTb 0c060ro BHMMaHns ONEPATOPA:

h) pekomeHpauuio o TOM, 4TO CTUMYNIALMIO He CriefyeT NPoBOAUTL TakuM 06pasoMm, YTOObI UMMNYbChI
NMPOXOAW/N CKBO3b FOJIOBY, WM 3M1EKTPOAbI pacnonaraimcb HeNoCpeACcTBEHHO B 061acTv a3, 3akpbiBasim

4
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poT, pasMellasinck Ha nepeaHei yactu wen (0COBEHHO B 30HE CMHYCa COHHOW apTepuu), WK UMNYbCbl OT
3M1EKTPOA0B, PACMNOIOXEHHbIX Ha TPYAN U BEpXHEl YacTu CNUHBI, NMPOXOANIN Yepes cepaLe.

201.7.9.3 TexHuyeckoe onuncaHue

201.7.9.3.1 O6uwue NonoxeHus

JlononHeHwne:

- B TexHuyeckoM onucaHum [O/DKHbl ObiTb YyKasaHbl NapameTpbl, ONWCaHHble B MNEpPeynucsieHnn a)
201.7.9.2.101, a Takke JO/MKEH GbITb YKa3aH AMana3oH NoJIHbIX CONPOTUB/EHWI Harpy3ku, 47151 KOTOPbIX crpa-
Be/1MBbl 3TN NapameTpbl.

201.8 3awmta oT ONMACHOCTEW nopaxeHus afekTpuyeckum Tokom oT ME U3OENNSA
MpYMeHsAI0T NYHKT 8 06LLero ctaHfapTa, 3a UCKII0YEHNeM CreayoLero:

201.8.3* Knaccudmkauma PABOUNX UACTEN

I3meHeHue:
PABOYNE YACTU CTUMYNATOPA fomkHbl 661Tb PABOUNMUN YACTAMU TUMA BF nnu TUMA CF.

201.9 3awmuta oT MEXAHUUYECKUX OMACHOCTEW, co3gasaembix ME U3LENNAMU u ME CU-
CTEMAMW

MprMeHSIOT NyHKT 9 obLero ctaHgapTa.

201.10 3awwmTa oT ONMACHOCTEW B03aeiicTBUA HexenaTeNlbHOro AU YpesMepHOro U3nyYeHns
MprmeHsoT NyHKT 10 obLiero cTaHaapTa.

201.11 3awmTa OT YpesMepHbIX TemnepaTyp 1 Apyrux ONMACHOCTEN

MpyMeHsaIOT NyHKT 11 06Lero ctaHgapTa.

201.12 TOYHOCTb OpPraHoB ynpaBfeHUs n n3mepuTenbHbiX NPUOOPOB U 3aLlmTa OT ONaCHbIX 3Ha-
YEeHW BbIXOAHbIX XapakTepucTuk

MPUMEHSIIOT NYHKT 12 06LLero cTaHaapTa, 3a UCK/TIUYeHUeM CrefyioLero:

201.12.1 ToOYHOCTb CPeACTB YyNpaB/eHUs U N3MepuUTebHbIX NPU60POB

[ononHnTenbHble NOANYHKTbI:

201.12.1.101* AmMnauTyga BbIXOA4HOTO CUrHana

[omkHbl 6bITb NPefyCMOTPEHbI CpeACcTBa perympoBaHus BbixogHoro curHana CTUMYNATOPA ¢ mu-
HVMa/IbHOrO 10 MaKCUMasibHOTO YPOBHS, IM60 HenpepbIBHO, NGO NOLWAaroBo € ANCKPETHLIMW NpUpaLLeHnAaMn
He 6onee 1 MA unu 1B 3a 04uH war. Mpy yCTaHOBKE HA MUHMMAaSbHbI YPOBEHb BbIXOAHOW CUrHAN He JO/MKEH
npesbiWath 2 % OT YPOBHA CUrHas1a, Nony4yaemMoro npy yCTaHOBKe CpPefCcTBa peryimpoBaHus Ha Makcumalb-
HbIl YPOBEHb.

CooTBeTCTBVE NPOBEPAIDT MyTemM 0CMOTpPa U U3MEPEHUS, BbINOSHAEMOro C UCNOIb30BaHNEM MoJl-
HOro COMPOTUB/IEHNA HArpy3Kn, KOTOpOoe ABNSAeTCA HavMeHee 6naronpuaTHbLIM, HO HaxXoAUTCA B Anana-
30He. ykazaHHoM B AKCIMNIYATAUMOHHbLIX AOKYMEHTAX.

201.12.1.102* Mapametpbl MMMYJIbCA

3HayeHns OJINTENIBHOCTUN WMMYJIbCA, vactoT nostopeHus NMIMYJIbCOB n amnautya, Bkawo4as
No6ble NOCTOSAAHHbIE COCTaBAALME TOKA, KOTOPble 006YC/0B/IEHbI /MO0 CMELLLeHNeM curHana, Nnbo Hecum-
MeTPUYHbLIM curHasnom, kak onncaHo B SKCIM/IYATALUNOHHBLIX JOKYMEHTAX nnn ykasaHo Ha ME U3 [E-
NN (cm. 201.7.9.2), He [JO/MKHbI OTKIOHATLCA 6osiee yeM Ha +20 % npu U3MepeHun ¢ ConpoTuB/IEHNEM
Harpysku, HaxogAwuMMcs B npegenax guanasoHa, ykasaHHoro B OKCIM/TYATAUNOHHBLIX JOKYMEHTAX
(cm. 201.7.9.3).

CooTBeTCTBME NPOBEPSAIT NyTEM N3MEPEeHUs C NOrpeLlHoCTbIo, He NpeBblatoLeli +10%.

201.12.2 3kcnnyaTtaumoHHas npurogHocte ME U3OENNA

[ononHNTenbHbIN NOAMYHKT .

201.12.2.101* 3neKTpoAbl

CTUMYNATOP pomkeH cCOOTBETCTBOBATb HACTOSLEMY CTaHAApPTy Mpu paboTe Kak C Ppa3oMKHYTbIMU,
TakK 1 C KOPOTKO3aMKHYTbIMU 3/1EKTPOAAMN.

CooTBeTCTBYE NPOBEPAIDT NPOBEAEHNEM ClefyoLero UcnblTaHus.
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BkntovatoT CTUMYNATOP npu 3TOM BCe OpraHbl ynpas/ieHUs BbIXOAHbIM CUTHANOM O/DKHbI OblITh
YCTAaHOB/IEHbI B MaKCMMaslbHOE MOMOXEHME U KaxAas rnapa BbIXO[HbIX KOHTaKTO0B [l0/hKHa ocTaBaTbCA
pa3oMKHyTOli B TeyeHne 10 MUH. a 3aTeM KOPOTKO3aMKHYy TOV/ B TeueHue ele 5 muH. Mocne aToro uc-
neiTaHne ME U3OEJINA fo/mKHO COOTBETCTBOBATbL BCeM TpeboBaHNsM HACTOsILLLEro cTaHjapTa.

201.12.4 3awuTa OT ONACHbIX 3HAYEHUI BbIXO4HbIX XapaKkTepucTuK

JononHuTenbHble NOAMNYHKTbI:

201.12.4.101* KonebaHus Hanps>KeHUs nuTaHus

KonebaHus HanpskeHus nutaHus B npegenax £10 % He f0/MKHbI NPUBOANTL K U3MEHEHUI0 aMNAnTy bl
BbIXxoAHOro curHana CTUMYNATOPA. AINTENBHOCTU VMMNYJ/IbCA wunu yactoTbl nostopexHusa VIMIMY/b-
COB 6onee yem Ha +10 %.

CooTBeTCTBUWE NPOBEPSAIT NYyTEM U3MEPEHUS.

201.12.4.102* BbnokupoBKa BbIXoga

CTUMynaTop, CNocobHbIVi co3gaBaTth Ha BbIXOAe 3HaueHus, npesbiwatowme 10 mA nnm 10 B. He gonxeH
aKTMBMPOBATLCA A0 TEX NOp. NoKa CpefcTBo(a) perynnpoBaHns amnianTyAbl BbIXO4HOMO curHana He 6yaeT(yT)
ycTaHoB/eH(bl) HA MUHVMa/bHBIA YPOBEHb.

OT0 TpeboBaHve Takke AO/HKHO NPYMEHSATLCS K BOCCTAHOB/IEHUIO 3/1EKTPOCHAOXEeHUS OT MUTAIOLLEN
CETW nocne BpeMeHHOro oTkntoueHnsa unm 3sameHsl BHYTPEHHEIO MCTOYHUKA MUTAHUA.

370 TpeboBaHmne He JO/MKHO NPUMEHATLCS, Korga CTUMYNATOP BbIBOAWUTCA U3 pexuma naysbl, nepeg Ha-
4yasioM KOTOpPOro OH paboTas A0 Tex /op. Noka He Gbla1 OCTAHOB/EH.

CooTBeTCTBUE NPOBEPSIOT C NOMOLLLIO PYHKLMOHANIbHLIX TECTOB.

201.12.4.103* WNHaukaTop BbIxoga

B HOPMA/IbHOM COCTOAHUN un npn YCNOBUN EANHNYHOIO HAPYLWWEHWNA ME U3AENMNE npu
NOMOLLM MHAMKALMU OO/HKHO OMoBellaTh, Korja OHO MOXET C03faTb Ha BbIXOAe 3HauyeHus, npesbillaoLme
10 MA unu 10 B. unu reHepuposate UMMY/bChI ¢ 3Heprueid, npesbiwatoweii 10 mAx Ha UMMNYNbC, npu
COMpOTUBAEHNM Harpy3kn 1000 OM. Ecnun nHAMkaumsa ocylecTsieHa ¢ NOMOLLbIO CUTHA/IbHON NaMmnoyku, ee
LBET AO/DKEH ObITb XENTbIM.

CooTBeTCTBUE NPOBEPSIOT C NOMOLLLIO PYHKLNOHAIBHOTO UCTIbITaHus.

201.12.4.104* OrpaHunyeHue BbIXOAHbIX NapamMeTpoB

a) ME U3OENVE, npefHa3HayeHHoe ANSA Tepanum

Mpu conpoTtuBnernn Harpyskn 500 OM BbIXOAHOW TOK He [O/DKEH MpeBblaTh NpeAesbHbIX 3HaUYEHWiA,
yKasaHHbIX B Tabnumue 201.101.

Ta6nuya 201.101 — YacToTa MMNYIbLCOB B 3aBUCUMOCTY OT NMPUMEHSIEMbIX NPefesbHbIX TOKOB

YacTtoTa nmnynbcos. Iy MpepgenbHblii TOK. MA
[MOCTOSIHHBIN TOK 80
s 400 50
OT > 400 go S 1500 80
> 1500 100

Ecnun BbIXOAHOW CUrHa/N UMEET Kak NMOCTOSIHHYI0, Tak 1 NepeMeHHY0 COCTaBMAoLLNe, 3TW COCTaB/IsA0-
LMe AO/MKHbI 6bITb U3MEPEHbI OTAE/bHO U CPABHEHbI C AONYCTUMbIMU NpeAe/ibHbIMU 3HAYEHUAMMN.

Ana AMNTENBHOCTU NMNY/NBCA meHee 0.1 ¢ aHeprua UMIMYJ/IBCA npu cOnpoTUBIEHUN Harpy3Kku
500 OM He pomxHa npesbiwatb 300 mOx Ha UMMY/bC. Ans 6onee BbiCOKMX 3HauyeHuii ASINTENBHOCTN
MMIMYJIbCA npuUMeHAT Bbllleyka3aHHOe npefesibHoe 3HayeHune A9 NoCTOAHHOro ToKa.

Kpome TOro, BbIXOf4HOE HanpsKeHne He [0JIKHO MNpeBbllaTb MUKOBOIO 3HaveHus, pasHoro 500 B npwu
N3MepeHnn B YC/IOBUAX PA3OMKHYTOrO KOHTypa.

B Tom cnyyae, korga PABOYAA(ME) YACTb(/) ogHoBpeMeHHOo nuTaeTcsA(toTcsa) 601ee yem oT 04HOro
KOHTYpa nauveHTa (Hanpumep, annapar Ans nHTepdepeHLMoHHON Tepanuun), NpuBeeHHble Bbille npeaesib-
Hble 3HaYeHNS O0/KHbI 6bITb MPUMEHEHBI K K&XA0MY U3 3TUX KOHTYPOB naumeHTa.

b) U3AE/INA, npegHa3HayeHHble 415 AMarHOCTUKK

Ona ME U3OE/INA, npegHasHa4YeHHOro A8 NPMMEHeHUs B CTOMAaTo10rMm n odTaibMo10rMm, NOCTOSAH-
HbIi TOK MpY conpoTUBAEHUN Harpy3kn 2000 OM He fonxeH npesbiwate 10 MA.
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CooTBeTCTBUE NPOBEPAT NyTEM UIMEPEHNS.

201.13 ONACHBbIE CUTYAUWMW n ycnoBua HapyweHna ana ME N3OENNA
MpruMeHsaoT NyHKT 13 obLero ctaHgapTa.

201.14 MporpammupyemMble afieKTpuyeckme meauumHckme cuctemol (PEMS)
MprMeHsaT NyHKT 14 oblero ctaHgapTa.

201.15 KoHcTtpykuua ME U3OENNA

MpumMeHsaoT NyHKT 15 obLero ctaHgapTa.

201.16 ME CNCTEMbI

MprMeHsaI0T NyHKT 16 o6uero ctaHgapTa.

201.17 3nekTpoMarHnTHas coeMecTumocTs ME U3AENVA n ME CUCTEM
MpumeHsT NYHKT 17 obuiero ctaHgapTa.

202 3nekTpoMarHMTHble noMexu — TpeboBaHWa U UCNbITaHUA

MpumeHsoT M3K 60601-1-2. 3a UCKIOYEHUEM CriefyIoLero:

202.7.1.11 Kabenu gnsa nogkntoyveHns ME U3AENNA k MALUVNEHTY

JononHeHwue:

MopcoeAVHAOT BCe COOTBETCTBYIOLLUME 3/1EKTPOAbI K (DAHTOMY YacTu Tesia eMKOCTbio 1 /1, HamnosIHeH-
HOMY 9 %-HbIM COMSAHBIM pPacTBOPOM. [lomellatloT 3TOT haHTOM Ha paccTosiHUKM He 6osiee yem 0.4 m oT ME
N3AENNA, kak noka3aHo Ha pucyHke 202.101.

202.8.3 TepmuHuposaHue yacteii ME USOE/NINA, npegHa3HayvyeHHbIX 4NA nogknwoydennsa k NALIN-
EHTY

[ononHeHwue:

MopcoeAnHAT BCe COOTBETCTBYIOLME INEKTPOALI U NPUKNaAbIBAIOT UX K (DaHTOMY 4acTu Tena emKo-
CTbio 1 1. HAaNoAHEHHOMY 9 %-HbIM COMITHbIM PacTBOPOM. MNMomeLalT haHTOM Ha paccTosHUM He 6oslee yem
0.4 m ot ME U3JAE/NA, Kak noka3aHo Ha pucyHke 202.101.
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MpunoxexHna

MpUMEHSIOT NPUIoXeHUs 06LLero cTaHAapTa, 3a UCKIUYeHeM Crefylowmnx:

Mpunoxexnne C
(cnpaBouHoe)

PykoBOACTBO No Tpe6oBaHuaM k Mapkuposke ME U3LENVA n ME CUCTEM

201.C.1 MapkmMpoBKa Ha HapyXxHblix nosepxHocTax ME U3AENNA. ME CUCTEM unun nx vacrtax

JononHenwue:

[flononHutenbHble Tpe6oBaHWA K MapkMpoBKe Ha HapyXHbix noBepxHocTax CTUMYNATOPOB HepBOB W MbiLUL,
npegcrtaseHsbl B Tabnuue 201.C.101.

Ta6nunya 201.C.101 — MapkupoBKa Ha HapyXHbix NoBepxHoCcTAX CTUMYNATOPOB nnu nx yactax

OnvicaHne MapK1poBKu MoanyHkT
HOMWHA/IbHAA notpebnsemas MOLWHOCTb 201.7.2
CwumBon Ne 10 Tabnumupl D.2 B 06wem ctaHgapTe 201.7.2.101



FOCT P M3K 60601-2-10—2019

MpunoxexHne AA
(cnpaBo4HoOe€)

O6uwwne nonoxeHnss n 060cHoOBaHue

AA.1 O6bLwee

B 3TOM NpUNOXEHUN N3N0XEHbI KpaTkne 06BbSCHEHNS BaXHbIX TpeboBaHWii HacTosilwero ctaHagapTa. OHo npegHa-
3HAYeHO A5 TeX. KTO 3HAKOM C 06BEKTOM HAacTOALero ctaHjapTa, HO He MPUHMMan yyacTua B ero paspaboTke. MoHK-
MaH1e OCHOBHbIX Tpe6GoBaHuii cuMTaeTca BaXHbIM AN NPaBWILHOTO NMPUMEHEHUSI HACTOSLWLero ctaHaapTa. Kpome Toro,
TakK Kak KMHu4yeckas npakTuka u TeXHONOTUM MEHSAIOTCSH, CUMTAETCS, YTO 06 BACHEHMSA TeKyl X TpeboBaHuii obneryaT
no6oii nocneaywLWMin NnepecmMoTp HACTOSALLEro cTaHAapTa, Bbi3BaHHbI 3TUM pasBUTUEM.

AA.2 O6DBbACHEHNE YaCTHbIX MYHKTOB M NOANYHKTOB

[Janee npuBefieHbl 06BACHEHNSA YACTHbIX MYHKTOB W MOANYHKTOB HACTOSLLEr0 CTaHAapTa, npu 3TOM HOMepa MyH-
KTOB M NOAMYHKTOB aHANOMMYHbl TEM. KOTOPbIE UCNOMb30BaHbl B HACTOALLEM CTaHAapTe.

MopanyHkT 201.1.1 O6nacTb pacnpocTpaHeHus

Tunsl ME U3JENNIA, koTopble UCKMKUYeHbl U3 061acT pacnpoCTpaHeH!s HacTosLLEro cTaHaapTa, CylecTBeHHO
oTnuyarTcs oT ME U3LENNN, KOTOpble, Kak MpasBuio, NPUMEHAITCS B ousnoTepanum. 3TN OTANYNS KacatlTcsa anna-
PaTHOro MCMOMTHEHUS UMK Chepbl UCMONb30BaHNA. Mo3ToMy ANA Takux TMnos ME U3LE/INA TpebytoTca apyrue mepbl
6e3onacHoCTy.

MoanyHkT 201.6.2 3awwmuTta OT NOPaXEHUA INEKTPUYECKUM TOKOM

PABOYAA YACTb gosmkHa 6biTb U30/IMPOBaHa, ANS TOro 4Tobbl M36exaTb HexenaTeslbHbIX TOKOB, MPOXOAALLMX
yepes MALMEHTA 1 BO3HUKalOLWMX BCNEACTBUE €MKOCTHOW YTEUYKU HA 3eMJII0 UMW LPYroro BO3MOXHOIO COefUHEeHUs C
3emnei.

MoanyHKT 201.6.6 Pexum paboThl

ME W3OENWNE, kak npasuno, ucnonb3yetca ns ogHoro NMALWNEHTA B TedeHne NpoAo/IKUTENLHOTO nepuoja spe-
MeHU. Annapart MOXeT 6bITb cpasy Xe UCNOoNb30BaH A8 NpoBeAeHUs npoueaypbl co cnegywowmm MALVMEHTOM. MoaTto-
My annapar fo/keH 6biTb npurogHbiM ans NMPOAO/IKUTENBHOIO PEXXUMA PABOTbI.

MopnyHkT 201.7.2.101 BbIXoAHble faHHbIe

MapknpoBoyHble cuMBObI yBegoMasoT ONEPATOPA 0 He06Xx04MMOCTM 06paTUTLCA K MHCTPYKLUUAM MO aKcnaya-
Tauuun n3-3a BblCOKNX YPOBHE BbIXOAHbIX CUTHAN0B.

MopnyHkT 201.7.9.2.101 a) JononHMTENbHbIE MHCTPYKLMW NO 3KChayaTaumm

V13-3a NpUCYTCTBUA 3/1€KTPONINTUUECKUX 3D EKTOB AO/IKHbI ObITb YKa3aHbl BCe COCTaB/ALINE NMOCTOAHHOIO TOKa
BbIXOAHbIX UMMY/TbCOB.

MoanyHkT 201.7.9.2.101 b) lononHUTENbHbIE MHCTPYKLMUW NO 3KCnayaTaumm

OneKkTpofbl HEeCcOOTBETCTBYIOLWErO pasMmepa WM HEBEPHO NPYMEHSAEMble MOTYT Bbi3BaTb KOXHblE peakuun win
0XOru.

MopnyHkT 201.7.9.2.101 d) JonosnHUTENIbHbIE UHCTPYKLUW MO 3KCnyaTauum

BnusiHne cTUMYNALMOHHOIO TOKa Ha UMNIAHTUPOBaHHbIe YCTpolicTBa MoxeT co3gaBate OMACHOCTbD.

MoanyHkT 201.7.9.2.101 f) JlonoNHUTENbHbIE UHCTPYKLMM MO 3KCnayaTaummn

WHopmaymsa 0 MakCMMasbHbIX BbIXOAHbIX 3HauyeHusax Tpebyetca ONMEPATOPAM u MALVEHTAM gns npuHatus
060CHOBaHHbIX pelleHunii. Korga B CTUMYNUPYOLWMX UMAY/IbCax NPUCYTCTBYIOT Ype3MepHble NAI0THOCTM TOKa, MOXET Cy-
wecTtsoBatb OMACHOCTDb.

MoanyHKT 201.8.3 Knaccudukauyms PABOUYNX UACTEN

CwM. o60cHOBaHve Kk noanyHkTy 201.6.2.

MopnyHkT 201.12.1.101 AMNAMTyAa BbIXOAHOTO CUrHana

Heb6onblioe yBennyeHme amnanmTybl BbIXOAHOIO CUTHaMa MOXeT NMPUBOAUTL K HENPONOPLMOHAIbHOMY U3MEHEHWIO
cTuMynupyiouiero Bosgeiictensa Ha MALUVEHTA. Perynatop, koTopeblii nossonseT ONMEPATOPY usMeHATb aMnanTyay Bbl-
XO[HOrO CUrHana naaBHO UAN HEGOMbLIMMU Liaramu, SIBASETCA BaXHON yHKuynel 6e3onacHocTn. OrpaHnuyeHne 3Have-
HWI1 Ha BbIXoAe, AOCTYMHOE NPU MUHUMasIbHOM MOMOXEHUN PerynaTopa BbIXOAHOrO curHana, nossonset ONEPATOPY
HayaTb CTUMY/IALMIO C HAYa/IbHOTO HM3KOrOo (U, cnefoBaTesibHO, 6€30MacHOro) ypoBHS, a 3aTeM BbINOMIHATL NOCTENeHHoe
yBeninyeHne aMnaunTyabl BbIXOAHOTO curHana. Kak ykasaHo B npuMeydaHnn 1 K nyHkTy 201.3. BCe 3Ha4YeHusa ANA Hanpsxe-
HMA 1 TOKa ABMAOTCA CPefHEeKBaAPaTUUYHbLIMU 3HAYEHUAMUW, €C/IN HE OTOBOPEHO MHOE.
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MoanyHkT 201.12.1.102 Mapametpbl UMIMYIbCA

Pasbpoc 3HaueHwuli napameTpoB B npegenax +20 % focTaToyHo 6e3onaceH AN NPUMEHeHUs B TepaneBTUYecKnx
uenax, Tak kak napameTpbl MMMAybca ycTaHaBMBAKOTCA HA OCHOBe Cy6bekTuBHON peakuun MALUVEHTA. ina gnarHoctu-
Yyeckux ueneit MoxeT noTpe6oBaTbCA 3Ha4YMTENIbHO 6olee BbICOKas TOYHOCTb.

MoanyHkT 201.12.2.101 9nekTpoAbl

CTUMYNATOP He fo/mkeH cTaTb YCTPOWCTBOM, NPeACTaB/ALWMM ONaCHOCTb, €C/IN ero BbiXog 6yaeT cnyyaiiHo
BK/IIOYEH NPU Pa3OMKHYTbIX W/IM KOPOTKO3aMKHYTbIX 3/1EKTPOJax, fjaxe ecnu Takoe ero Ucrnosib3oBaHne ykasaHo Kak He-
npasuibHOE 1 HapyllawLee npasuna aKcnayaraymm.

MopnyHkT 201.12.4.101 KonebaHus HanpskeHUs nuTaHus

KonebaHus HanpskeHus NUTaHna B npefenax, ykasaHHbix B 06LieM cTaHAapTe, He [O/DKHbI BANATL Ha BbIXOAHbIE
napameTpsbl.

MoanyHkT 201.12.4.102 BokMpoBKa Bbixoga

[ns Toro 4To6bl HEe AONYCTUTbL YPE3MEPHOro CTUMYMpYoLero so3geiictena Ha MALVEHTA, Heo6xoAnMo Mckto-
UNTb BHE3AMHOE yBE/IMYEHNE BIXOAHOTO Toka npu HOPMAJIBHOWM SKCMIYATALMN 1 B ciiyyae npepbiBaHus U BOCCTa-
HOBNeHUs nogaun nutanus oT MATAKOWEN CETW vunn nocne 3ameHbl BHYTPEHHEIO UWCTOYHUKA MUTAHUS.

WckntoyeHne gna ncnonb3oBaHWs pexuma nay3sbl 06bACHAETCS TEM. YTO Y MHOTMX YCTPOWCTB B HacToswee BpeMs
MMeeTCs 3TOT PEXUM, U OH JloNyCcKaeT N3MEHEHME MOTOXEHNSA 3NEKTPOL0B.

MoanyHkT 201.12.4.103 VIHAKKATOP BbIXOAa

Mpn YCNOBUN EANHNYHOIO HAPYLLIEHWA TpebyeTca nHAMKaumsa curHana Ha Bbixofe, Tak Kak HeMcrnpaBHOCTb
B CTUMYNIATOPE mMoXeT HenpegHaMepeHHOo cAenaTb BO3MOXHONM nojavy HanpskeHus Ha an1ekTpoAbl. 970 TpeboBaHve
MOXeT 6bITb YJ0OBNETBOPEHO NPU HAJIMUUN MHAMKATOPA BKIIOYEHNA NMUTAHUS C UHAUKaUnei «Bbixog 0» Ans AelicTBUTENb-
HOrO BbIXOAHOTO CUTrHaMa Uan NpU Ha/IMYMN UHAMKATopa, aKTUBMPYEMOro cUrHanom Ha Beixoge CTUMYNATOPA.

MoanyHkT 201.12.4.104 OrpaHu4eHune BbIXOAHbLIX NapamMeTpoB

B HacTosilem cTaHAapTe YacToTa WMMY/IbCOB AB/SIETCA BE/MYMHON, 06paTHOI nepuogy BpeMeHU, No NCTeYeHun
KOToporo chopma UMMY/IbCHOTO CUrHana NoBTOPAETCA. YKaszaHHble npejesibHble TOKU NOAAEePXKNBalOT BCe N3BECTHbIe Te-
paneBTMYeckme n/unm guaTtoctTuyeckme NpMMeHeHns 6e3 3HaUNTEIbHOTO NPEBbILLEHNSA TPeByeMbIX 3HAUYEHWNA.

MopanyHKT 202.6.2 MNMomexoycToR4nBOCTb

McnbiTaHna ¢ ncnonb3oBaHmem haHToOMa YyacTu Tena, 3anosIHEHHOTO CO/AHbIM PacTBOPOM (CM. pucyHok 202.101).
BOCNPOM3BOANT ycnosus HOPMAJSIbHOW SKCMYATALMN.

CTUMYNATOP mMoxeT 6bITb UCMONb30BaH B HeMocpeAcTBeHHOl 6nm3octn oT ME U3OE/INA, koTopoe uLeneHa-
npaBfeHHO U3nyyaeT paanovacToTHy0 aHepruo. Y CTUMY/IATOPOB, koTopble HE MMEKT COOTBETCTBYIOWEN 3alyuThl,
BO3MOXHbI 3HAUNTE/IbHbIE U3MEHEHNSA BbIXOAHOrO CUrHasia, KoTopble MOryT npeAcTasBiAaTh onacHocTb Ana NMALVEHTA.

McnbiTaHne nossonset y6eantbcs B ToM. 4To CTUMYNIATOP 3awuueH Hagnexawy».» 06pa3oM oT BO3AelNCTBMA
CU/IbHbIX PaJMoYacTOTHbIX TOKOB, noctynawwux 8 CTUMYNATOP, yepes MPOBOJAA MALIMEHTA n/vnu kabenb nuTaHus.
MoaTBepxaeHa ahPeKTUBHOCTb MCNOIb30BaHNA NPOCTbIX (PUILTPYIOLWMX CXEM B BbIXOAHbIX KOHTYpax MALUVEHTA v B
uenu exoga nuTaHus.
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MpunoxeHune JA
(cnpaBo4HoOe€)

CBefleHnsi 0 COOTBETCTBUMN CCbIJTOYHbIX MeXayHapoaHbIX CTaHAapTOB HauMOHas/IbHbIM CTaHAapTam

Tabnuuya JA.1

O603HaueHe CCbIIOUHOro CreneHb O603HaueHe N HaMMeHOBaHE COOTBETCTBYHOLLErO HaLWIOHaUIbHOTO
MeX/IyHapOoAHOro cTaHaapTa COOTBETCTBUA CTaHgapTa
IEC 60601-1-2 oT FOCT P M3K 60601-1-2—2014 «W3penusa mepuuuHCKUE 3Nek-

Tpuyeckne. Yactb 1-2. O6wme Tpe6oBaHUs 6e30MacHOCTU C yye-
TOM OCHOBHbIX (DYHKLMOHA/bHbIX XapakTepucTuk. MapannenbHblii

cTaHgapTt. S/eKTpoMarHuTHas CoBMeCcTUMOCTb. TpeﬁOBaHMH n unc-
NblTaHUA»

IEC 60601-1 oT FOCT P M3K 60601-1—2010 «M3genusa MefuLMHCKNE 3nekTpuye-
ckue. YacTtb 1. Obuwme Tpeb6oBaHMa 6€30nacHOCTU C Y4eTOM OCHOB-
HbIX (PYHKLMOHA/bHBIX XapakTepucTuk»

MpumeuaHne - B HacTosueli Tabnuue MCNoNb30BaHO Crefyloliee ycnoBHoe 0603Ha4YeHNe CTEeNeHn cooT-
BETCTBUS CTaHAApPTOB:

- IOT — naeHTU4YHbIe cTaHdapThbI.

1n
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Aﬂd)aBI/ITHbII7I yKa3aTe/lb TEPMUHOB Ha PYCCKOM A3blKe

AHANTN3 PUCKA M3K 60601-1.3.103
BEESOMNACHOCTb OCHOBHAA. .M3K 60601-1. 3.10
LOKYMEHT SKCTNIYATALMOHHBIM oot M3K 60601-1. 3.4

ONNTENBHOCTb UMMNYNbCA... 201.3.203
N3TOTOBUTENDb M3K 60601-1, 3.55
N3AENVNE MEAWLUWNHCKOE S3NEKTPUYECKOE (ME USAENTUE) oo M3K 60601-1.3.63
mnMmnynbc 201.3.202
WCTOYHUK MUTAHUA BHYTPEHHUN ... M3K 60601-1.3.45

KONEBATENbHbBIA CUTHA oo 201.3.205
HOPMWPOBAHHOE (3HaueHue).... M3K 60601-1, 3.97
OMNMACHOCTD ceoieieeeieesieeeeee e s M3K 60601-1. 3.39

LI R M3K 60601-1.3.73
NALUVEHT. M3K 60601-1.3.76
npoBog.. 201.3.201

(O = = I 1 O 1T O M3K 60601-1.3.120

CANCTEMA MEAWUWNHCKAA 3NEKTPUYECKAA (MECUCTEMA) M3K 60601-1.3.64
COCTOAHVME HOPMANBHOE M3K 60601-1.3.70
(O 0 1 15 I RPN 201.3.204
TOK B LEMW MALVEHTA JOMONHUTE/NIbHbI M3K 60601-1.3.77
TOK YTEUKWN M3K 60601-1,3.47
YCNOBUE EAVUHUYHOTO HAPY LW EHWM A oot M3K 60601-1.3.116
XAPAKTEPUCTUKN OCHOBHbLIE ®YHKLUMWOHA/TbHbBIE M3K 60601-1.3.27
YACTb PABOYAA ..M3K 60601-1. 3.8
YACTD TUTTA B PABOUA A oo e M3K 60601-1. 3.132
YACTb TUNA BF PABOYAA M3K 60601-1. 3.133
YACTb TUNA CF PABOYAA M3K 60601-1. 3.134

YK 615.47:006.354 OKC 11.040.60

KnioueBble C/10Ba: CTUMY/ISITOP HEPBOB U MbILLL, CTUMY/ISITOP, OCHOBHbIE (DYHKLMOHA/IbHbIE XapakKTepucTu-
K1. Tpe6oBaHnsi 6e30MacHOCTW, UCTbITaHUs, oneparTop, nauneHT

B3 8—2019/5

Pepaxrtop J1.C. 3umunosa
TexHuyecknit pegaktop W.E. Yepenkosa
Koppektop J1.C. JIbiceHko
KomnbtoTepHas BepcTka A.H. 3onoTapesoi

Yen.neu.n 1.86. Yy.-u3g n. 1.58
MoAroTOBNEHO Na OCHOBE 3/1IEKTPOHHO Bepcun, NpeAocTaB/eHHO pa3paboTynkom cTaHgapTa

Co3faHo B eJMHNUYHOM ucnonHeHun so ®ryrn «CTAHAGAPTUH®OPM»
ANA KOMNNeKToBaHWA ®efepanbHO MHMOPMALNOHHOTO (POHAA CTAHAAPTOB.
117418 MockBa, HaxumoBckuit np-T. . 31. k 2.
ww-* gostinfo.ru info@ goslinfo.ru
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