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Mpeaucnosue

1 NOArOTOBJIEH ®eaepanbHbiM rocyaapCTBEHHbIM YHUTApPHbLIM npeanpusaTuem «POCCUMICKUIA Ha-
YYHO-TEXHUYECKMI LEHTP MHOPMALMM NO CTaHAapTU3auuM, METPONONMKU U OLEHKe cOOoTBeTCTBUA» (PIYTl
«CTAHOAPTUH®OPM») n O6LeCcTBOM C OFpaHMYEHHOM OTBETCTBEHHOCTLIO «MeatexcraHpapt» (OO0 «Mea-
TEXCTaHAapT») Ha OCHOBE COBCTBEHHOIO NepeBOAa Ha PYCCKUI SI3bIK aHINOA3LIMHON BEPCUM CTAaHAApPTA, yka-
32HHOrO B NYHKTE 4

2 BHECEH TexHu4yeckum komuTeTom no crangaprusauyum TK 011 «MeauuumHckue npubopbl, annaparbl
n 06opyanoBaHue»

3 YTBEP)XOEH W BBEAEH B NEMCTBWE lMpukasom deaepanbHOro areHTcTea no TEXHUYECKOMY pe-
rynupoBaHuto 1 Metponoruu ot 2 uong 2019 r. Ne 352-ct

4 HacroslwMin CTaHAAPT MAEHTMYEH mexayHapoaHomy cranaapty M3K 60601-2-10:2016 «U3penua
MEeAULUMHCKUE anekTpudeckne. Yacte 2-10. YacTHble TpeboBaHus Ge30NaCHOCTM C YYETOM OCHOBHbIX (PyHK-
LMOHAaNbHbLIX XapakTepPUCTUK K CTUMynsTopam HepBoB U Mbiwy (IEC 60601-2-10:2016 «Medical electrical
equipment — Part 2-10: Particular requirements for the basic safety and essential performance of nerve and
muscle stimulatorsy, IDT), Bknovaa nsamexHexue: A1:2016

[Mpy NpUMEHEHMN HACTOALLEro CTaHaapTa pekKOMEHAYEeTCS UCNOMb30BaTb BMECTO CChISTOYHbLIX MeXay-
HapoAHbIX CTaHAapPTOB COOTBETCTBYOLLME UM HALMOHANbHbIE CTAaHAAPTLI, CBeAEHUA 0 KOTOPbIX NpuBeAeHbl B
OOMOSNHUTENBHOM MpUnoXxeHun JA

5 BSAMEH INOCT P 50267.10—93 (M3K 601-2-10—84)

[paesuna npumeHeHuUs1 HacCMoAWEea0 cmaHd0apma ycmaHoereHbl 8 cmambe 26 ®edeparnbHo20 3aKoHa
om 29 uroHs 2015 2. Ne 162-03 «O cmanlapmu3sayuu e Poccutickoli ®edepayuuy». NHopmauyuss 06 u3-
MEHEHUSAX K HacmosweMmy cmaHdapmy nybnukyemcs e exe2o0HoM (no cocmosHuio Ha 1 sHeaps mekyuie20
200a) uHopmayuoHHOM yKkazamene «HayuoHanbHbie cmaHdapmbl», a oghuyuaribHbIll mekem uMeHeHul
U 10rpasoK — 8 EXEeMECAYHOM UHGOPMaUUOHHOM yKasamene «HayuoHanbHbie cmaHOapmebi». B cryqae
nepecMompa (3ameHbl) Uunu OmmMeHbl Hacmosiuiez2o cmaHdapma coomeemcemeyiouiee yeedomrieHue 6ydem
onybnukosaHo 6 brnuxaliluem 8bifyCKe EXeMEeCAYHO020 UHOPMayUOHHO20 yka3lamens «HauuoHanbHble
cmaHOapmbly. Coomeemcmeyrowas uHgopmayus, yeeOoMeHUe U MeKCMbl pasMewyaloncss makxe 8 UH-
¢hopmayuoHHOU cucmeme obuieao nonb3osaHuUss — Ha ochuluarnbHoOM caiime ®edeparnbHO20 azeHmemea o
MEeXHUYECKOMY peaynupoeaHuro U memponoauu e cemu UlhmepHem (www.gost.ru)

© CrangaptuHgopm, odpopmneHue, 2019

HacrosiLumii craHaapT He MOXET ObiTb NOMHOCTLIO UM YaCTUMHO BOCMPOU3BEAEH, TUPAXUPOBAH U pac-
NPOCTPaHeH B KaYecTBe ohmumanbHOro nsgaHusa 6es paspeleHns degepanbHOro areHTCTea no TeEXHUYeCKo-
MYy PeryrnmpoBaHM1IO U METPONOIMK
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BBeneHue

MuHumanbHble TpeboBaHusa 6€30NacHOCTH, YKa3aHHbIE B HACTOSALLIEM CTaHAapTe, cuuTaloTes obecnequ-
BalOLLUMM NPAKTMYECKUIA YPOBEHb 6€30MacHOCTU Npu paboTe CTUMYNATOPOB HEPBOB W MbILLILL.

Hactoswmii crangapt usmenset u gononHser MK 60601-1 «Msaenua meauumHCcKne anekTpuyeckue.
Yactb 1. Obume TpeboBaHua 6€30NaCHOCTM C YYETOM OCHOBHBIX (DYHKLIMOHASBbHBIX XapakTEPUCTUKY, KOTO-
pblii Aanee ynoMMHaeTcs Kak obwmin craHaapt (cMm. 201.1.4).

TpebGoBaHusi CONPOBOXAEHbI ONMCAHMEM COOTBETCTBYIOLLUX UCTIBITAHUA.

Pasgen «O6wme nonoxeHus u 0O60CHOBaAHMEY, COAEMKALLMIA HEKOTOPbIE NOSAACHEHMA Ana Haubonee
Ba)kHbIX TPEOOBAHWI HACTOALLETO CTAHAAPTA, BKIIOYEH B npunoxeHue AA.

MyHKTBI UMW NOANYHKTLI, ANA KOTOPLIX B MPUNOXeHUn AA npuBefeHbl COOTBETCTBYIOLLME NOSCHEHMS,
OTMEY€eHbl 3HAKOM 3Be3404kM (*).

MpUHATO CUWTaTb, YTO 3HAHWE MPUYUMH Ansa 3TuX TpebosaHuii OyaeT He TONbkO CnNOCOGCTBOBATL Npa-
BWUITbHOMY NPUMEHEHMIO HACTOALLEr0 CTaHAapTa, HO U CO BPEMEHEM YCKOPATb NioGol nepecmoTp, o6ycnos-
TNIEHHbIN U3MEHEHUAMMN KNUHUYECKON NPaKTUKU UMW COBEPLUEHCTBOBAHUEM TexHONormn. OAHaKO Npunoxe-
HUe AA He IBMSAETCA 4acTblo TPeGOoBaHMI HACTOSILLErO CTaHAapTa.

Hactoawuin ctaHaapt uaeHtTudeH mexxayHapoaHomy craHaapty M3K 60601-2-10, noarotoBneHHOMY
noakomuteTom 62D M3K «MeauuuHckas anektpoannaparypa» TexHuuyeckoro komuteta TK 62 «3nekTpoobo-
pyaoBaHne B MEQULMHCKOW NPAKTUKEY.

Bropoe usgaHue oTMeHsieT u 3ameHsieT nepoe usgadme MOK 60601-2-10, ony6nukoBaHHoe B 1987 r.,
n uameHenue 1 (2001 r.) k Hemy. Bropoe usganue npeacraBnser cO60M TEXHUYECKUI NEPECMOTP B LIENAX CO-
oTtBetcTBuA MOK 60601-1.

MpumeHsiemoe obbeaMHEHHOE u3paHue MexayHapoaHoro craHgapra MOK 60601-2-10 umeer Ho-
mep 2.1. OHO COCTOUT U3 BTOPOro usgaHusa (MioHb 2012 r.), OCHOBaHHOIO Ha AokymeHTax 62D/1003/FDIS u
62D/1015/RVD, a Takxke ero nsmeHenus 1 (anpenb 2016 r.), OCHOBaHHOrO Ha AokyMeHTax 62D/1332/FDIS u
62D/1352/RVD. TexHu4eckoe cogepxaHue UAEeHTUHHO coaepaHuio 6a30BOro M3gaHus U U3MEHEHUIO K HEMY.

Pepakuna mexxayHapogHoOro craHgapra noarotosneHa B coorBeTctBuu ¢ [upektuBamun UCO/M3K,
yacTb 2.

B HacTosiLeM cTaHaapTe NpUHATLI cneaylowme WpUToBLIE BblAEeNeHUs:

- Tpe6oBaHuA U onpeaeneHus — npsiMoit WpudT;

- Memo0dbi ucnbimaruil — Kypcus;

- MHOPMALMOHHLIN MaTepuan, NPUBEAEHHbI BHe Tabnuy (NpuMeYaHus, NpUMEpPbl U CNPaBOYHANA UH-
dhopmauus), a Takke HOPMAaTUBHBIN TEKCT TabnuL, — LPUAT YMEHBLLUEHHOO pasmepa;

- TEPMWHbI, ONPEJENEHHBIE B PASOENE 3 OBWENO CTAHOAPTA N B HACTOAWEM CTAH-
OAPTE, — SAMABHbIE BYKBbI.

B HacToswWweM cTaHgapTe TEPMUHbI 03HAYAlOT:

- «NYHKT» — OAHa M3 17 yacTei cTaHaapTa, YKa3aHHbIX B cogepXaHun, BKNOYasa BCe NOANYHKTbI (Ha-
npuMep, NYHKT 7, BKNKOYas ero noanyHkTbl 7.1, 7.2 U T. 4.);

- «MOAMNYHKT» — NPOHYMEepOBaHHasA NocneaoBaTenbHOCTbL NOANYHKTOB NYHKTa (HanpumMep, NOANYHKTbI
7.1,7.2 1 7.2.1 9BNAOTCA NOAMNYHKTAMM MyHKTA 7).

Mepepn CCbINKOM HA NYHKT U Nepes €ro HOMEPOM B HACTOsILLEM cTaHaapTe GyaeT CTOATL CHOBO «NYHKTY,
a CCblfKa Ha NOANYHKT — OrpaHM4MBaThCs NULUb €r0 HOMEPOM.

B HacTodLeM cTaHgapTe COK3 «unmn» OyaeT UCNONb3OBaAH KaK BKNIOYAlOLWEe «ununy, T. €. yTBep)aeHue
OyaeT UCTUHHBIM NpKU NGO KOMOMHALMKU YCNOBUIA.

MmaronbHble hOpPMbI, UCNOMb3yeMble B HACTOSILLEM CTaHAapTe, COBNAaaioT nNo hopme ¢ ONUCAHHLIMU B
npunoxeHuu H Oupektus UICO/M3K (4actb 2).

BcnomMoratenbHble rnaronbl:

- «OOIHKEH» O03HAYAET, YTO COOTBETCTBME TPEOOBAHUAM UMK UCNLITAaHUAM 00A3aTenbHO ANA COOTBET-
CTBWA HacCTOSAILLEMY CTaHAapTy;

- «CrnegyeTy 03HayaeT, YTo COOTBETCTBUE TPEBOBaHUAM UM UCTILITAHUSIM PEKOMEHA0BAHO, HO He 005-
3aTenbHO A COOTBETCTBUA HACTOSALLEMY CTaHAAPTY;

- &MOXET» MCMONb3YETCA ANA ONUCaHNA AONYCTUMBIX NyTeW AOCTUKEHUA COOTBETCTBUA TpeboBaHNAM
UNU UCNbITAHUAM.

3Hak 3Be3go4ku (*) y HoMepa nyHKTa, unu NoAnNyHKTa pasaena, unu 3aronoBka Tabnuupbl ykasblBaeT, uyto
B NpunoxxeHun AA nprveeaeHbl COOTBETCTBYIOLLME MOACHEHUSA.

v
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HAUUWOHANBbHBIA CTAHOAPT POCCUUCKON GEQEPALUUMN

N3AENUA MEAULIMHCKUE SNEKTPUYECKUE

YacTtb 210

YacTHble TpeGoBaHUs 6€30MacHOCTU C YY4€TOM OCHOBHbIX (DYHKLIMOHAMbHbIX XapaKTepUcTUK
K CTUMYJIAAITOPAM HEPBOB U MbIILL

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

Dara BBegaeHna — 2019—12—01

201.1 O6nacTb pacnpocTpaHeHus, Lefb U COOTBETCTBYIOWME CTaHAAPTbI
MpumeHsitoT nyHKT 1 obLyero cranaapral), 3a ucknioueHnem cnepyioLero:
201.1.1* OGnacTb pacnpocTpaHeHUA

SameHa:

Hacroawumi ctangapt pacnpocrpaHseTcs Ha TpeboBaHus 6esonacHoctn K CTUMYNATOPAM HepsoB
1 MbiLL, Kak onpeaeneHo B 201.3.204, ncnonb3yembiM Npu NpoBeaeHun (pnu3noTepaneBTUYEeCcKoro neveHusn
U uUMeHyembIM B ganbHenwem ME U3OEJINA, Bknovasa ypeckoXHbIe anekTpoHenpocTumynaTopsl (YOHC) un
anekTpomebliedHsle CTUMYNATOPBLI (BMC).

MpumevyaHune — MbiweyHbli  CTUMYNATOP  Takke  MOXET  WMEHOBATbCsl  HEWPOMBILLEYHLIM
CTUMYINATOPOM.

Cneaytowme ME U3OEJTNA ucknioveHbl n3 obnactu pacnpocTpaHeHus HacTosLWero craHaapra:

- ME USOENME, npegHasHavyeHHOe ANs UMANaHTaumMm unm 4na noAKMOYEHna K UMNAAaHTUPOBAHHbLIM
3MeKTpoaam;

- ME USOEJIME, npeagHasHayeHHOe Ansa cTumynauum moara (HanpumMep, annapar Ans aneKkTpoLIoKOBOM
Tepanuu);

- ME U3OEJME, npeaHasHaYeHHOE AN HeBPONOrMYeCKUX UCCRea0BaHNii;

- HapyXHble kapanoctumynsaTopsl (cM. MK 60601-2-31);

- ME U3OENMNE, npeaHasHayeHHOE ANA perucTpauuy YCPeAHEHHOro Bbi3BAHHOrO noTeHuuana npu
nposeaeHun guarHoctukun (cM. MK 60601-2-40);

- ME U3AEJNWE, npeaHasHavyeHHoe A4nA anektpomuorpadumn (cm. MK 60601-2-40);

- ME N3OENNE, npeaHasHa4veHHoe ansa gecubpunnsuum cepaua (cm. MOK 60601-2-4).

201.1.2 Uens

SameHa:

Llenb HACTOSALLEro CTaHAapTa — YCTAHOBUTbL YacTHble TpeBosanna Kk OCHOBHOW BESOMACHOCTU
n OCHOBHbIM ®YHKUMOHANBHBLIM XAPAKTEPUCTUKAM CTUMYITATOPOB HepBOB 1 MbiLLL, Kak Onpe-
AeneHo B 201.3.204.

1) OBuwpmit cranaapT MOK 60601-1 «Manenns meanuLmHckue anekTpudeckue. Yacte 1. Obume TpebosaHus Ge3-
ONacHOCTU C Y4ETOM OCHOBHBIX (hyHKLMOHANBHBIX XapaKTepUCTUK».

U3paHue oduuymansHoe
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201.1.3 OononHuTtesibHbleé CTaHAAPTbI

LononHeHue:

HacTtoAwmin ctangapt UCMoSib3yeT CCbINKM HA MPUMEHSEMbIE JOMONMHUTENbHLIE CTaHAAPTLI, KOTOPbIE
nepeyncneHsl B NyHkTe 2 obLiero ctaHaapra u nyHkte 201.2 HaCTOALLEro cTaHaapTa.

MO3K 60601-1-2 NpUMEHSAIOT C U3MEHEHUAMW, BHECEHHBIMU B NYHKT 202. MOK 60601-1-3 HE NPUMEHSIIOT.
Bce octanbHble f4ONONHUTENbHbLIE CTAHAAPTHI, ONyGnukoBaHHble B cepun M3IK 60601-1, NnpUMEHSIOT B TOM
BMA€E, B KAKOM OHM OMny6nuKoBaHsl.

201.1.4 YacTtHble cTaHAApThbI

Samena:

YacTtHbele cTraHgapTel cepun MOK 60601 MOryT U3MEHsITb, 3aMeHATL U OTMEHATL TpeboBaHus, coaep-
)almecs B 00Luem cTaHgapTe U JOMONHUTENbHBIX CTAHAAPTaX, UMEIOLLUX MPSIMOE OTHOLLEHWUE K KOHKPETHOMY
ME U3OENWIO, a Takxe moryT aobasnsth Apyrie TpeGosaHns kK OCHOBHOW BEE3OMACHOCTM n OCHOB-
HbIM $YHKUNOHATbHBLIM XAPAKTEPUCTUKAM.

TpeGoBaHWNA HaCTOSALLEro craHgapTa ABNSAIOTCA NPUOPUTETHLIMW MO OTHOLLUEHMIO K COOTBETCTBYIOLLMUM
TpeboBaHuam obLuero craHgapra.

[ns kpaTKOCTM U3NOXEHUS B HACTOSILLEM CTaHAapTe B kadecTee obLero craHaapra ykasadH MOK 60601-1.
JononHutensHble cTaHaapTbl 0603Ha4YeHbl N0 X HOMEepaM.

Hymepaumsa nyHKTOB U NOANYHKTOB HACTOSAILLEr0 CTaHAapTa COOTBETCTBYET 0oOLieMy CTaHAAPTY C Npu-
craskou «201» (Hanpumep, NyHKT 201.1 HACTOALLEro CTaHAAPTA COOTBETCTBYET COAEPXKAHUIO NyHKTA 1 06Lero
cTaHaapTa) unu AonorHUTENbHOMY CTaHAapTy C MPUCTaBKON «20x», rae «x» — 310 nocneaHaa(ue) uudpa(bl)
HOMepa AOMOMHUTENLHOrO cTaHaapta (Hanpumep, NyHKT 202.4 HacTosiLero craHgapra COOTBETCTBYET CO-
JepxaHuio nyHkTa 4 gononHutenebHoro ctaHaapta M3K 60601-1-2, nyHkT 203.4 HacTosLLEro cTaHaapTa Cco-
OTBETCTBYET COAEPXKaHUIO NyHKTa 4 A0NONHUTENBHOrO ctaHaapta MAK 60601-1-3 u T. 4.). U3ameHeHus Tekcta
obLiero ctaHaapTa 0603HaYeHbl CNEAYIOLLMMM CIIOBAMMU:

- «3aMeHay» 03HAYaeT, YTO MYHKT WU NOAMYHKT OOLWEro ctaHaapra unum COOTBETCTBYIOLLETO [1OMONHM-
TENLHOrO CTaHAapTa NOMHOCTLIO 3aMEHEH TEKCTOM HACTOALLEro CTaHAapTa;

- «AOMOJNIHEHUE» — TEKCT HACTOALLEro ctaHaapra sBnSeTcs AOMNONHeHWeM Kk TpeboBaHusiM obLyero
cTaHgapTta unu COOTBETCTBYIOLLEro AOMNOMHUTENBHOIO CTaHAApTa;

- «U3MEHEeHUe» — MYHKT UNU NOANYHKT OOLIero craHaapra unum COOTBETCTBYIOLLETO AOMOMHUTENbHOIO
cTaHAapTa U3MEHEH B COOTBETCTBMM C TEKCTOM HACTOSAILLETO CTaHAapra.

MoanyHKTbI, PUCYHKM UnK TaBnuLel, KOTOPbIE ABNSAIOTCA AONOMHUTENLHBIMK K 31€MEHTaM 00LLero crTaH-
Japra, npoHymepoBaHbl HadyuHasa ¢ 201.101. OgHako BCneacTBUE TOrO, YTO onpegeneHus B obLLEM CTaH-
Japte npoHymepoBaHbl HaduHas ¢ 3.1 no 3.139, gononHuTenbHbie ONPeAeneHns B HACTOSILLEM CTaHAapTe
npoHymepoBaHbl Ha4yMHas ¢ 201.3.201. [lononHuTenbHbIE NpUNoXeHusa 06o3HayeHbl Oyksammu AA, BBu . 4.,
OOMNONHUTENbHbIE NepeYyncneHna — aa), bb) n t. a.

MognyHKTbI, PUCYHKU UK TaBnuubl, KOTOPbIE SBMSIOTCS AONMOMHUTENbLHBIMU K ANIEMEHTaM AOMONHUTENb-
HOro cTaHgapTa, NPOHYMEpPOBaHbl Ha4YMHaA ¢ «20x», rae «x» — HOMep AOMOMHUTENBLHOIO CTaHAapTa, HanNpu-
mep 202 ana M3K 60601-1-2, 203 — ans MOK 60601-1-3 u T. A.

TepMUH «HacToOALLME CTaHAaPThI» UCNONbL30BaH ANS COBMECTHOW CCbINKM HA 00LWWMI cTaHaapT, mobble
NPUMEHUMbIE JOMNOSHUTENbHbIE CTAHAAPTLI U HACTOALLMIA CTAaHAAPT, BMECTE B3AThIE.

B cnyyae oTCyTCTBMA COOTBETCTBYIOLLETO NYHKTA UMW NOAMYHKTA B HACTOSALLEM CTaHAapTe NPUMEHSIOT
6e3 U3MEHEHUI COOTBETCTBYIOLUMIA NMYHKT UMK NOANYHKT 0OLUero craHaapTta unv npuMeHMMOro AoNOSHUTENb-
HO CTaHZapTa, Ja)ke eCnu OH He PenieBaHTeH; B HACTOsLLEM CTaHAApTe yKasaHbl YCOBUS HEMPUMEHUMOCTH
noBoro nyHKTa unu noanyHkTa obLiero craHgapta unu NPUMEHUMOTO JOMNOSIHUTENBHOMO CTaHAapTa.

201.2 HopMaTuBHbIe CChINKKN

MpuMeHAT NYHKT 2 06LLero ctaHaapTa, 3a UCKIKYEHUEM CrEeAYOLLETO:

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 (Usae-
nua meauumuHCKue anekTpuyeckue. Yacte 1-2. Obwue TpeboBaHmsa 6€30NacHOCTU C YY4ETOM OCHOBHbIX PYHK-
LMOHAanbHbIX XapakTepucTuk. JONONHMTErNbHbIA CTaHAapT. SNeKTpoOMarHuTHasi COBMECTUMOCTb. TpeBGoBaHus
W UCnbITaHNA)
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HononHeHue:

IEC 60601-1, Medical electrical equipment — Part 1: General requirements for basic safety and essential
performance (U3nenus meauumHckue anekrpuyeckue. Yactb 1. O6ume TpeGoBaHua 6€30nacHOCTH C y4ETOM
OCHOBHbIX (DYHKLIMOHASbHbIX XapaKkTEePUCTHUK)

201.3 TepmuHbl u onpeaeneHus

3ameHa:
B Hacrosilem cTaHaapTe Mcnonb30BaHbl TEPMUHLI U ONpeaeneHus, npuseaeHHole B MOK 60601-1, 3a
MCKIIOYEHUEM CreYIOLLUX:

MpumevyaHune 1 — Korga B HacTosILLEM CTaHAapTe UCNONb3OBaHLI YNCNEHHbIE 3HAYEHUSA NApaMETPOB «Ha-
NPSDKEHUE» N «TOK», OHU O3HAYalOT CpefiHEKBa|paTUYHbIe BENUYUHBI NEPEMEHHOMO, NOCTOSIHHOMO UK Pe3ynsTUPYIOLLEro
HanpsHKeHUs1 UNU Toka, yepefiHeHHbIe 3a 1 ¢, eCrn He OrOBOPEHO UHOe.

201.3.8 PABOYAA YACTb (APPLIED PART)

HononHeHue:

anektpoabl CTUMYJTATOPA u BCe YacTu, ranbBaHM4eCkn COEANHEHHbIE C HUMU.

HononHeHue:

201.3.201 NPOBOQ (LEAD): MNMpoBoa ¢ usonsuumen, UMeOWMn cpeacTso coeauHeHuns co CTUMYNA-
TOPOM Ha 0gHOM KOHUE, CPEACTBO COEAMHEHMSA C INEKTPOAOM Ha APYrOM KOHLUE U NpeaHasHaJYeHHbIW AnA
nepegayu BbixogHbix curdHanos ot CTUMYIIATOPA k anektpoay.

201.3.202 UMMNYNbC (PULSE): Yuacrok KOJNIEBATENIbHOIO CUMHATNA mexay AByMA YPOBHSIMM C
HyneBbIM HANPSA>XeHUeM.

201.3.203 ANUTENBbHOCTL UMIMYIbCA (PULSE DURATION): AnutenbHOCTb BbixoagHOro MMM YIb-
CA, nsmepeHHasi Ha yposHe 50 % ero MakcumasnibHON amnnAuTyAbl.

201.3.204 CTUMYNATOP (STIMULATOR): ME U3OEJINE, npeaHasHa4eHHOe ANSA BO3AENCTBUA aNeK-
TPUYECKMMU TOKaMM1 C MOMOLLbIO 9NEKTPOAOB, HAXOAALWMUXCA B HENOCPEACTBEHHOM koHTakTe ¢ MALIMEHTOM,
C LENbIO ANarHOCTUKN U/UNKN NEYEHNA HENPOMBILLIEYHbIX NATONOMMMN.

201.3.205 KONEBATESbHbIN CUMHAN (WAVEFORM): M3MeHeHue B 3aBUCUMOCTH OT BPEMEHN aM-
NAUTYAbl SNEKTPUYECKOTO CUrHamna, KoTopbllii BbiBoAMTCA U3 PABOYEM YACTU (B BuAE HanpsKeHUs vnm
TOKa).

201.4 O6wue Tpe6oBaHUA
MpuMeHsioT NHKT 4 obLuero ctaHaapta, 3a UCKIIOYEHUEM CrieayoLLero:

201.4.1 YcnoBus npumMmeHeHus TpedbosaHui k ME USOENUIO unu ME CUCTEMAM

HononHumenbHbili nodnyHKm:

201.4.1.101 OononHuTenbHblEe ycnoBusa npuMeHeHus Tpedosanun k ME N3OEJIMIO nnn ME CUCTE-
MAM

Korga paccmaTpuearot KombuHuposaHHoe ME USOEJMME (Hanpumep, CTUMYIATOP ¢ cbyHKumei unm
PABOYEW HYACTbBIO ans ynbTpasByKkoBO Tepanuu), AONONMHUTENbHAs YacTb A0IDKHA OTBeYaTb TpeboBaHNAM
no6oro NPUMEHAEMOro YacTHOro cTaHaapTa.

201.4.2 NPOLIECC MEHEIRXXMEHTA PUCKA ana ME U3AENUA wnu ME CUCTEM

Hononxerue:

MU3rOTOBUTENWU B npouecce npoeaenus AHATIN3A PUCKOB pgormkHbl BKAKO4ATL B 9TOT aHanu3
PUCK, CBA3AHHbLIN C BO3SMOXHBIM Ucnonb3oBaHuem ux CTUMYIATOPOB u akceccyapoB B Tex criyyasix, koraa
nogasaemMblit TOK npesbiwaeT 10 MA unu NNOTHOCTL TOKa ANA MOOOro anekTpoaa npesbiwaet 2 MA/CM2.

201.4.11 NoTpebnsiemasa MOWHOCTb

LononHeHue:
M3OENVE pomkHO paboTaTh B pexxmme BbIBOAA, UCNONb3ys HArpy3Ky, KOTOpas co34aeT MakCUMarbHYIO
amnnuTyay Toka yCTaHOBUBLLETOCS pexuma.

201.5 O6wue Tpe6oBaHusA kK ucnbitanuam ME U3AENUA

MpuMeHsoT NyHKT 5 obLuero craHaapra.
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201.6 Knaccudukaumua ME VI3JJ.EJ1VIV1 n ME CUCTEM
MpumMeHsoT NYHKT 6 06LUero ctaHaapTa, 3a UCKIKYEHUEM ClEAYIOLLETO:

201.6.2* 3awunTa OT NOpaAXEHUA ANEKTPUYECKMM TOKOM

HN3ameHeHue:
Yaanute PABOYYIO YACTb TUMA B.

201.6.6* Pexxum pabothl

VismeHeHue:
YpanuTb BCe, 3a ucknoveHnem NMPOJOIMKUTENBHOIO PEXKXUMA PABOTDI.

201.7 VipeHTudMKaLms, MapKMpoBKa n AokymMeHTaums ME USAEANA
MpumeHsAT NYHKT 7 00LLEero craHaaprta, 3a UCKIIOUYEHUEM CreayoLwero:

201.7.2 MapkupoBKa Ha Hapy>HbIx noBepxHocTax ME U3OAENUA wnu yactax ME USOAENUA

201.7.2.7 Motpebnaemas ot MATAIOLLEN CETW mowHOCTb

3amera yemeepmozo absaya:

HOMWHATBHASA notpebnsaemas mowHocTs CTUMYNATOPA ¢ nuTaHuem OT CETU AOIKHA NpeacTaB-
naTb co60N MakCUMarnbHyo NoTpebrnsemMyto MOLLHOCTb, YCPEAHEHHYIO NO NIOOOMY nepuoay, paBHOMY 5 C npu
onpeaeneHHbIX YyCNOBUSAX 3KCNyaTauum, yCTaHOBNEHHbIX U3rOTOBUTENEM.

HononHumeneHbili nodnyHKkmM:

201.7.2.101* BbIX0of4HblE XapakTepUCTUKN

ME WN3OEJIME, koTopoe MOXEeT hOpMUPOBATL BbLIXOAHOW CUrHam CO 3HAYEHUSAMU, MPEBLILLIAIOLLUMU
10 mA unu 10 B, ycpeaHeHHbIMK 3a noboi nepuoa, paBHbin 1 ¢, AOMHKHO UMETb MapKMPOBKY cMMBONOomM Ne 10
Tabnuubl D.2 o6uwero craHaapTa BGNu3n Mecta noakniodeHusi aneKTpoaoB.

201.7.9 OkcnnyaTauWMOHHbIE AOKYMEHTbI

201.7.9.2 NHCTpyKumMs no akcnnyarauum

HononHumenbHbili NOOMYHKM:

201.7.9.2.101 [ononHuTesnbHbIE MHCTPYKLMK NO 3KCnnyaTaumm

MHCTpyKLMM NO SKCnyaTtaumum JOMKHEl ONONHUTENBHO COAEPXaTh:

a)* uHdopmauuto o hbopme(ax) seixogHoro KONEBATENIBHOIO CUMHATA, Bkntoqas nobble NOCTOSH-
Hble coctaensowme, ANNTENTbHOCTU MMMYIBCOB, yactotax nosropeHua MMIMYIIbCOB, makcumanbHOM
amnnuTyae BbIXOAHOTO HaNPSXXKEHUS W/UMK TOKa U BAWUAHUM MOMHOIO COMPOTUBIIEHUA HArpy3ku Ha 9Tu napa-
METpbI;

b)* pekomeHaaLMIO 0 pa3Mepax U Tunax UCMonb3yeMbiX SNIEKTPOAOB U cnocobax NPUMEHEHUs ANns Kax-
[0ro KOHKPETHOro TUNa nevYeHus, Ans KOToporo npeaHasHayeH aaHHeli CTUMYITATOP;

C) pexomeHgaumio o nobbix HEOBX0AUMBIX MEpax NPEAOCTOPOXKHOCTH, KOTOPbIE CNEAYET NPUHATB, KOT-
[1a Ha BbIXOAE UMEETCH CUrHan C NOCTOSIHHOW COCTaBMAIOLLEH TOKa;

d)* pekomengaumto o ToM, 4to MALUMNEHTA ¢ uMnnaHTUPOBaHHbLIM 3MEKTPOHHbIM YCTPOUCTBOM (Hanpu-
Mep, KapauoCTUMYNATOPOM) HE crefyeT noasepratb CTUMYNALUUK, 3@ UCKMIOYEHUEM TEX Cnyyaes, Korga y
MALIMEHTA ecTb Nony4eHHOE paHee 3akniodeHue MeaUUMHCKUX CreLmManmncTos;

€) npeagynpexxaeHue o CrneayrLwyx NoTeHuManbHbIX ONacHOCTAX:

- ogHoBpeMeHHoe noaknodeHne NMALMEHTA K BbICOKOYACTOTHOMY anekTpoxupypruydeckomy ME U3-
OENNIO MOXeET NpuBeCTU K 0Xxoram B MecTtax pacnonoxeHus anekrpogos CTUMYNATOPA u K BOSMOXXHOMY
nospexxaeHnio CTUMYIATOPA,

- pa6oTta B6nm3u (Hanpumep, Ha paccTosHumn 1 M) ot ME USOENUA anst KOPOTKOBONMHOBOW UMM MUKPO-
BOIHOBOW Teparnuu MOXeT NPUBECTU K HECTABWNBLHOCTK curHana Ha Bbixoge CTUMYNATOPA,

- pacnonoxeHue anekTpoaos BOGNU3N rpyaHON KIETKM MOXET yBENUYNUTL puck dombpunnauuu cepaua;

f* ana ME N3OENNA, cnocobHoro co3aasartb Ha BbIXOAE 3HA4YeHUMsA, npesbiwaowwme10 MA nnm 10 B:

- MH(bOpMaLMIO 0 MaKCUMarbHbIX 3HAYEHUAX BbIXOAHLIX UMNYNLCOB Ha SMEKTpoAax, PEKOMEHAOBAH-
HbIX U3rOTOBUTENEM AN UCNONbL30BaHUA C AaHHbIM CTUMYITATOPOM,;

g) pPeKoMeHZaLMIo 0 TOM, YTO MioBble INEeKTPO/AbI, MIOTHOCTb TOKA HAa KOTOPbIX NpeBbILLaeT 2 MA/CM2,
moryT Tpe6oBaTtb 0c060ro BHuMaHus OINEPATOPA;

h) pekoMeHaaumio 0 TOM, YTO CTUMYNALMIO HE CneayeT NPOBOAUTL TakuM 06pas3om, YToBbl MMNYNbChI
NPOXoAWUnN CKBO3b FOMOBY, UMW 3MNEKTPOALI pacnonaranucb HEMNOCPEACTBEHHO B oBnacty rnas, 3akpbiBanm
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poOT, pasMeLLannce Ha nepegHeit Yyactu wen (0COGEHHO B 30HE CMHYCa COHHOW apTepuu), UMM UMNYNbChl OT
3MeKTPOAOB, PACMONOXKEHHBLIX HA FPYAN U BEPXHEN YaCTU CMUHbI, NPOXOAWNU Yepes cepaLe.

201.7.9.3 TexHuyeckoe onucaHue

201.7.9.3.1 OGme nonoxeHus

[JononHeHue:

- B TexHnyeckoM onucaHuu AOMKHbI ObITb yKa3aHbl MapameTpbl, OMUCAHHbIE B MEPEYUCreHun a)
201.7.9.2.101, a Takke OMKEH ObITb YKa3aH AnanasoH NOMNHbLIX CONPOTUBINEHWUIA HATPY3KK, ANS KOTOPLIX Cripa-
BEAJIMBLI 3T NapamMeTpsl.

201.8 3awuta ot ONMTACHOCTEW nopaxeHus anekTpuueckum Tokom ot ME USAENUA
MpumeHsioT NyHKT 8 obLUero ctaHaapra, 3a UCKINIOYEHUEM CrneyIoLLEero:

201.8.3* Knaccudmkauus PABOYMX YACTEN

U3ameHeHue:!
PABOYME YACTU CTUMYNATOPA aomxHbl 66iTe PABOYYMMU YACTAMU TUMA BF unu TUMA CF.

201.9 3awuTta ot MEXAHUYECKUX OMNACHOCTEW, cosgaBaembix ME U3OENMUAMU u ME CU-
CTEMAMU

MpumeHsIoT NyHKT 9 obLuero craHaapra.

201.10 3awurta ot OMTACHOCTEW Bo3AeiiCTBUA HeXenaTenbHOro Urm Yype3mMepHOro U3nyvyeHus
MpumensioT NyHKT 10 obuiero craHaapra.

201.11 3awuTa OT Ype3mMepHbIX TemnepaTtyp 1 apyrux ONMACHOCTEN

MpumeHsioT NyHKT 11 obwero ctaHaapra.

201.12 ToyHOCTbL OPraHoOB ynpaBfieHUA U U3MEePUTESIbHbIX NPUOOPOB U 3alWUTa OT ONACHbIX 3Ha-
YeHUI BbIXOAHbIX XapaKTepUcTuk

MpUMEHSIIOT MYHKT 12 00LWEro craHaapra, 3a UCKMIOYEHNEM CEAYIOLLETO:

201.12.1 To4yHOCTb CPeAcCTB YNpaBieHUA U U3MEPUTENbHLIX NPUGOPOB

HAononHumenbHbie NodnyHKMbI;

201.12.1.101* AMnauTyaa BbIXOAHOrO CUMrHana

[omxiHbl 6bITb NPeayCMOTPEHbI CPeaCTBa pPerynupoBaHus BbixogHoro curiana CTUMYNATOPA ¢ mu-
HUMaNbLHOro A0 MAKCMMAanbHOro YPOBHA, NMOO0 HENPEPBLIBHO, NMMGO NOLLArOBO C AUCKPETHLIMU NPUPALLEHUAMU
He 6onee 1 MA unu 1 B 3a oauH war. Npu ycTaHOBKE HA MUHUMASBHBIN YPOBEHb BLIXOAHON CUTHAN HE AOIMKEH
npesbiWwartb 2 % OT yPOBHA CUrHana, nosly4aemMoro Npy yCTaHoBKe CpeacTBa perynupoBaHus Ha MakcuMarb-
HbIl YPOBEHb.

Coomeemcmeue npoeepsIom fymem 0CMompa U U3MePeHUsi, 8bIOJIHIEMO20 C UCIOfb308aHUEM f1011-
HO20 COnpomMueneHus Hazpy3ku, Komopoe sensemcsi HaumeHee 6raz2onpusmHbiM, HO Haxodumcs e duarna-
30He, ykazaHHom e SKCITTYATALIMOHHbBIX JOKYMEHTAX.

201.12.1.102* Mapametpbl UMIMYNbCA

3SHavenua QNIUTENBbHOCTU UMNYIIbCA, yactot noeropeHus UMMYNIbCOB u amnnutya, Bkmovas
no6ble NOCTOSIHHbIE COCTaBNAIOLUME TOKA, KOTOpPbIe 00yCnoBneHbl NMMGO cMeLeHneM curHana, nubo Hecum-
METPUYHBIM CUrHANOM, kak onucaHo B SKCIIYATALIMOHHBIX JOKYMEHTAX unu ykazaHo Ha ME U3[JE-
JIMN (cMm. 201.7.9.2), He AOMKHBbI OTKNOHATLCA Oonee yem Ha +20 % npu U3MEpPEeHUn C CONPOTUBIEHUEM
Harpysku, Haxoasawumca B npegenax auanasoHa, ykasaHHoro B SKCMNNYATAUMOHHDBLIX AOKYMEHTAX
(cm. 201.7.9.3).

Coomeemcemeue nposepsIom rymem U3MepPeHUsi C NoepeHOCMbIo, He npesbiuatowieli £10 %.

201.12.2 3kcnnyaTtaunoHHas npurogHocts ME U3OENUA

HononnumenbHbili nOdnyHKM:

201.12.2.101* 3nekTpoabl

CTUMYINATOP paomkeH COOTBETCTBOBATL HACTOSALLEMY CTaHAAPTY Npu pabote Kak ¢ Pa3OMKHYTLIMM,
Tak U C KOPOTKO3aMKHYTbIMW 3NEKTPOAAMM.

Coomeemcmeue nposepsiiom riposedeHuem credyrouwez0 ucnbimaHus:
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Bxmogaiom CTUMYIIATOR, npu 3mom ece opaaHbl yrpaeneHus ebix00HbIM CU2HanoMm 00smkHbl 6bimb
YCmMaHoereHbl 8 MakCUMAaITbHOE NOJIoKeHUe U Kax0as napa ebix0OHbIX KOHMakmos G0/mkHa ocmaeambes
pa3omMkHymoli @ medeHue 10 MuUH, a 3amem KOpomko3amMkHymoli 6 medeHue euie 5 muH. locne amoeo uc-
neimaHue ME N3ETINS domkHO coomeemcmeosamb 6ceM mpebosaHuam Hacmosweeo cmaHdapma.

201.12.4 3awmTa OT ONACHbIX 3HAYEHUMN BbIXOAHbLIX XapPaKTe PUCTUK

HononHumernbHbie noonyHKMbI:

201.12.4.101* KonebaHusa HanpsbkeHUs NUTaHus

KonebaHus HanpshxeHusi nutadus B npeaenax £10 % He A0MKHbI NPUBOAUTL K UBMEHEHUIO aMNINUTYAbI
BbIxoiHOro curHana CTUMYNATOPA, WUATEJIbHOCTU MMMYNbCA unu yactotel nosropennsa MMM YIb-
COB 6onee yem Ha +10 %.

Coomeemcmeue rpoesepsiom rymem U3MepeHusl.

201.12.4.102* bnokupoBKa BbIxoga

CTuMynaTop, cnoco6HbIi Co3aaBaTh Ha BbIXoAe 3Ha4YeHus1, npesbiwaowme 10 MA unu 10 B, He AomkeH
aKTUBUPOBATLCA A0 TEX NMOP, NOKa CPeACTBO(A) perynupoBaHusl aMmnnuTyabl BbIXOAHOTO curHana He éyaer(yr)
yCTaHOBIIEH(bl) HA MUHMMATbHBINA YPOBEHb.

3710 TpeboBaHMEe TAKKE [JOIMKHO NPUMEHSITECS K BOCCTAHOBMEHMIO anekTpocHabkenmns ot MUTAIOLLIEA
CETW nocne BpeMeHHOro oTknioyeHusa unu samedsl BHYTPEHHEIO MCTOYHUKA NMUTAHUA.

3710 TpeboBaHue He AOMKHO NPUMEHSITLCS, KOrAa CTUMYNATOP BbIBOAMTCS U3 pexxuma nay3bl, nepej Ha-
Yyarnom KOToporo oH pabotan 40 Tex nop, Noka He Obin OCTAHOBIEH.

Coomeemcmeue rpoeepsiiom ¢ noMouwbio (OyHKYUOHaIbHbIX Mecmos.

201.12.4.103* NuaukaTop BbiIxoaa

B HOPMATNbHOM COCTOAHUA u npu YCINOBUN EQUHNYHOTIO HAPYLLEHUA ME U3OENUE npu
NOMOLLM UHAUKALMKU JOIDKHO OMOBELLATbL, KOIAA OHO MOXET CO3/1aTh HA BbIXOAE 3HAYEHUSA, NpeBbilalowme
10 MA nnu 10 B, unu renepuposatb UMIMYJIbCbI ¢ aHepruei, npesbiwaowwen 10 mx Ha UMNYIbC, npu
conpoTtusrneHnun Harpysku 1000 OM. Ecnu nnaukaums oCyLLECTBINEHa C NOMOLLBIO CUTHANbHON NAaMNOYKK, ee
LBET AOIDKEH ObITb XENTbIM.

Coomeemcmeue rpoeepsom ¢ NOMOUWbIO QYHKUUOHAIIbHO20 UCTIbIMAHUS.

201.12.4.104* OrpaHudeHne BbIXOAHbIX NApamMeTPOB

a) ME USOEJIME, npegHasHayeHHOe ansa Tepanum

Mpu conpoTtusneHumn Harpysku 500 OM BbIXOAHOMW TOK HE AOMKEH NPEBLILLATL NPEAENbHbIX 3HAYEHUN,
yKasaHHbIx B Tabnuue 201.101.

Tabnuya 201.101 — YacToTa MMMynNbLCOB B 3aBUCUMOCTY OT NPUMEHSEMBIX MPefebHbIX TOKOB

YacToTa umnynscos, My MpenenbHbliA TOK, MA
MocToAHHbIA ToK 80
<400 50
Ot > 400 go < 1500 80
> 1500 100

Ecnu BbIXOOHOW CUrHaN UMeET Kak MOCTOAHHYIO, TaK U NEPEMEHHYI0 COCTaBnsIOLLME, 9TW COCTaBNSA0-
LUMe AOSHKHbI ObITh U3MEPEHbI OTAENLHO U CPaBHEHbI C AONYCTUMbIMU NPefenbHbIMU 3HAYEHUSIMMU.

Ona ANUTENBHOCTU UMIMYNBCA meHee 0,1 ¢ aHeprua UMMYINBbCA npu cONpOTUBNEHMU HArpy3Ku
500 Om He gomkHa npesbiwatb 300 Mk Ha UMMYNbC. Ona 6onee BbiCOknx 3HavyeHnn QJIMTENIBHOCTU
MMMNYNbCA npyMeHsIoT BblLLeyKka3aHHOe NPeAenbHOE 3HaYeHUe AnsA NOCTOAHHOMO TOKa.

Kpome TOro, BbIXOAHOE HaMNpPs>KEHWE HE JOIDKHO NPEBbLILLATh NMMKOBOrO 3Ha4YeHus, pasHoro 500 B npu
M3MEpPEHNM B YCNOBUAX PA3OMKHYTOIO KOHTYpa.

B Tom cny4ae, koraa PABOYAAME) YACTb() oaHoBpeMeHHO nuTaeTca(toTcs) Bonee YeM OT 0AHOTO
KOHTYpa nauueHTa (HanpuMep, annapar Ans UHTepEPEHLUNOHHON Tepanum), NPUBEAEHHbIE BbILLIE NPEAEb-
Hbl€ 3HAYEHUS JOSKHbI ObITb MPUMEHEHBI K KaXA0MY M3 STUX KOHTYPOB nauueHTa.

b) USOENWUA, npegHasHauyeHHble AnNS ANArHOCTUKK

Ona ME USOENWA, npegHasHauyeHHOro Ans NPUMEHEHUA B CTOMAaTONoruu u obTanbMomnoruu, noCTosH-
HbIN TOK MPU COMPOTMBIEHUM Harpy3km 2000 Om He fomkeH npesbiwatb 10 MA.
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CooTBeTCTBUE NPOBEPSAIT Ny TEM U3MEPEHUSI.

201.13 OMACHbIE CUTYAUWWN n ycnosus Hapywenus ana ME U3OENTNA
MpumeHsaT NyHKT 13 obLero ctaHgapTa.

201.14 MporpaMmupyeMble anekTpuyeckne meguunHckme cuctemol (PEMS)
MpyMeHSIT NYHKT 14 obLiero ctaHgapTa.

201.15 KoHcTpykuua ME N3OENUVA

MpumeHsoT nyHKT 15 obuiero ctaHgapTa.

201.16 ME CUCTEMBbI

MpumeHsaT NyHKT 16 obLiero cTaHgapTa.

201.17 SnekTpoMarHuTHasi coeMecTuMocTb ME U3AENVA n ME CUCTEM
MpyMeHSIT NYHKT 17 obLiero ctaHaapTa.

202 SneKkTpoOMarHUTHble NomMexm — TpeboBaHUA 1 UCMbITaHUA

MpumeHsioT M3K 60601-1-2, 3a UCKKOYEHNEM CenyoLero:

202.7.1.11 Kab6enu gna nogknoyedmna ME U3LENTNA k NALMEHTY

JononHeHwue:

MoAcoeAnHAIT BCE COOTBETCTBYIOLME 3M1EKTPOAbI K haHTOMYy 4acTu Tena emMKOCTbio 1 71, HamnosHeH-
HOMY 9 %-HbIM CONSIHBIM PaCcTBOPOM. loMeLlaloT 3TOT (haHTOM Ha paccTosHuM He 6onee yem 0,4 m oT ME
N3OENNSA, kak nokasaHo Ha pucyHke 202.101.

202.8.3 TepmuHupoBaHue vacteli ME U3LENINA, npefHa3HavyeHHbIX N8 nogknwyeHuna k MALN-
EHTY

JononHeHwne:

MoAcoeAVHAIOT BCE COOTBETCTBYIOLLME 3MEKTPOABLI U NMPUKNAAbIBAOT UX K (DAHTOMY YacTu Tena eMKo-
CTblo 11, HANONHEHHOMY 9 %-HbIM CONSAHbLIM PacTBOPOM. [oMellalT haHTOM Ha pPaccTosHUM He 6onee yem
0,4 m ot ME U3AE/INA, Kak nokas3aHo Ha pucyHke 202.101.
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MpunoxeHus

ﬂpVIMeHFHOT NpunoXxeHua o6u.|,ero CTaHAapTa, 3a UCKNK4YeHneM crnegyrowmnx:

MpunoxeHue C
(cnpaBouHoe)

PykoBoacTBO no Tpe6oBaHuAM K MapkupoBke ME U3OENNUA u ME CUCTEM

201.C.1 MapkupoBKa Ha HapyXHbix noBepxHocTax ME N3AENNA, ME CUCTEM unu ux yacrax

Hononnerue:

JononHuTenbHble TpeGoBaHUSA K MapKUpOBKe Ha HapyXHblX noBepxHocTax CTUMYITATOPOB HepBoB ¥ MbILLLY
npeacTtasneHsl B Tabnuye 201.C.101.

Tabnwuya 201.C.101 — MapkupoBka Ha HapyXHbIx noBepxHocTAx CTUMYNATOPOB unu ux yactsax

OnucaHne Mapk1poBKU MoAnyHKT
HOMWHAJIBHAA noTpebnsemas MOLHOCTb 201.7.2
Cumson Ne 10 Tabnuubl D.2 B 06LweM cTaHaapTe 201.7.2.101
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MpunoxeHune AA
(cnpaBoyHoe)

O6ume NoroxXeHUss U 060CHOBaHUe

AA.1 Obuwee

B 3TOM MpUnoXeHWM U3NOXeEHBI KpaTkue 0ObACHEHWS BaxHbIX TpeboBaHuii HacTosLero cTaHgapTa. OHo npefHa-
3Ha4YeHo ANs TeX, KTO 3HaKoM ¢ 0BBLEKTOM HacTOsILEero cTaHgapTa, HO He NMpUHWMan y4acTusi B ero paspabotke. MoHu-
MaHWe OCHOBHBIX TpeBOoBaHUA cUMTaeTCs BaxXHbIM AN NPaBUIBHOTO NPUMEHeHWs HacTosLero cTaHaapTa. Kpome Toro,
Tak KaKk KNMHWUYecKasi NpakTuka U TEXHOMOMMI MEHSIIOTCS, CHUTaETCs, YTO 0GbACHEHUSA TeKyLwmux TpeGoBaHuiA obrneryatot
ool nocrneaytoLuit NepecMoTp HaCTOALLEro CTaHAapTa, Bbl3BaHHbIi STUM pas3BUTUEM.

AA.2 O6GbACHeHMe YaCTHbIX MYHKTOB U NOANYHKTOB

[Janee npuBeeHbl OBBSACHEHUA YaCTHBIX MYHKTOB U MOAMYHKTOB HACTOSLLEro cTaHAapTa, Npu 3TOM HOMepa nyH-
KTOB WU NOANYHKTOB aHanorn4Hbel TeM, KOTopble NCNOoNb30BaHbl B HACTOALLEM CTaH4apTe.

NoanyHkT 201.1.1 O6nacTb pacnpocTpaHeHus

Tunel ME UBOENNN, koTopble UckodeHb! U3 0BnacTy pacnpocTpaHeHNs HacTOALLEro cTaHAapTa, CyLeCTBEHHO
otnuyatorea ot ME U3OEJINKA, KoTopele, kak npaBuio, NpUMEHSIOTCA B pUsmoTepanun. 3TU OTNMYUSA KacaroTca anna-
paTHOro UcrnofHeHWs u/unu cepbl ncnonb3oBaHuA. [osToMy ans Takux Tunos ME U3OEJINU TpebytoTca apyrue mepbl
Ge3onacHocTM.

MoanyHKT 201.6.2 3awmTa OT NOPAKEHUA SNMEKTPUYECKUM TOKOM

PABOYAA YACTb pomkHa 6blTe U3onupoBaHa, Ans Toro Ytobbl U3bexarb HexenaTenbHbIX TOKOB, NPOXOASLLMX
yepes NMALMEHTA 1 Bo3HMKaoLWUX BCrieACTBUE €MKOCTHOW YTEUKM Ha 3eMIIi0 UMK 4pyroro BO3MOXHOIO COeiUHEHUs1 C
3emMnen.

NoanyHkT 201.6.6 Pexxum pabotbl

ME U3LEJIMNE, kak npaBuno, ucnonbsyetca ana oaHoro NMALIMEHTA B TeueHUe NpogomKUTENbLHOro nepuoja spe-
MeHW. AnnapaTt MOXeT GbiTb cpa3sy >Ke Ucnonb3oBaH AnA NpoBeaeHns npoueaypbl co cnegytowmm NALIMEHTOM. Mosto-
My annapaT AomkeH 6biTb npurogHeiM ans NPOAOIMKNTENBEHOIO PEXKUMA PABOTLI.

MognyHKT 201.7.2.101 BbixoAHbIe faHHbIe

MapkupoBoYHble cumBonbl yBegomnsor ONMEPATOPA o HeobxoaMMoCTH 06paTUTECA K MHCTPYKLUSIM MO 3KCnuya-
Taluu U3-3a BBICOKWUX YPOBHEN BLIXOHLIX CUrHanNoB.

MognyHKT 201.7.9.2.101 a) JdononHuTenbHblE MHCTPYKLUMKA NO SKCTyaTauum

N3-3a NpUcyTCTBUA 3NeKTponnTUIeckux apdpekToB AONXKHEI ObITb ykasaHbl BCe COCTaBMAOLYME MOCTOSHHOIO ToKa
BbIXoaHbIX UMIMYNBCOB.

MognyHKT 201.7.9.2.101 b) JononHuTenbHble MHCTPYKLMKA NO 3KCnnyarayum

OnekTpoAbl HECOOTBETCTBYIOLLErO pa3Mepa Wi HEBEPHO MPUMEHSIEMble MOTYT BbI3BaTb KOXHbIE peakuuu unu
OXOrU.

MoanyHkT 201.7.9.2.101 d) JononHuTtensHble MHCTPYKLWMKU NO 3KcnryaTauuu

BrivsiHne cTUMYNSAUMOHHOIO TOKa Ha UMMITAHTUPOBAaHHbIE YCTPOUCTBa MOXET cosgaBaTb OMNACHOCTL.

MoanyHkT 201.7.9.2.101 f) [lononHutenbHble MHCTPYKLMUK MO 3KCMnyaTauum

NHopMaLa 0 MakcuManbHbIX BEIXOAHLIX 3Ha4eHusix Tpebyercs ONMEPATOPAM u MALMEHTAM ans npuHATUS
060CHOBaHHbIX peLleHWid. Korga B CTUMYNUPYIOLLUX UMIYIIbCax MPUCYTCTBYIOT Ype3MepHble NAOTHOCTU TOKa, MOXET Cy-
wecteoBaTe OMNMACHOCTb.

NoanyHkTt 201.8.3 Knaccudpukauns PABOUYUX YACTEMN

CM. obocHoBaHwWe k nognyHkTy 201.6.2.

MognyHkT 201.12.1.101 AMNNUTYAa BLIXOAHOrO CUrHana

HebonbLoe yBenuyeHne aMnmTyabl BLIXOJHOIO CUrHara MoXeT NPUBOAUTL K HENPONOPLUOHANBHOMY U3MEHEHMIO
cTUMynupytoLero sosgeiictena Ha NMALMEHTA. PerynaTop, koTopbliii nossonseT ONEPATOPY U3aMeHATbL aMnnuTyay Bbl-
XOAHOrO CUrHana rnnaBHO Unu HeGonbLUMMU LLIAraMu, SBMAETCA BaxHoW dyHkymel 6esonacHocTn. OrpaHuyeHne 3Have-
HWIA Ha BbIXofe, [OCTYMNHOE NpU MUHUMAaNbLHOM MOMOXEHUN perynaTopa BhbIXOAHOrO curHana, nossonsetr ONEPATOPY
HayaTb CTUMYMALMIO C Ha4YanbHOro HU3KOro (U1, criefjoBaTenbHO, 6€30MacHOro) ypoBHS, a 3aTeM BbINOSHATE NOCTENEHHOe
yBenu4yeHne aMnnuTyabl BLIXOAHOrO curHana. Kak ykaszaHo B npumedanun 1 k nyHkTy 201.3, Bce 3HaYeHUA AN Hanpsxe-
HUA U TOKa ABNAKTCA CpeaHeKBa[ paTUYHbIMU 3Ha4YeHUAMU, eCliv He OrOBOPEHO UHOE.



rocT P M3K 60601-2-10—2019

MognyHKT 201.12.1.102 NapameTtpsl UMIMYINBCA

Pa3bpoc 3HaueHmit napameTpoB B npegenax +20 % pgocratodHo GesonaceH AN NPUMEHeHUs B TepaneBTUHeCcKUX
Liensix, TaK Kak napamMmeTpbl MMNyfbca ycTaHaB/IMBaKOTCA Ha OCHOBE CyObekTMBHON peakuyun MALMWEHTA. Ons guarHocTu-
YecKkuX Lenei MoxeT noTpeboBaTbcA 3Ha4YMTENbHO Bornee BelCOKasi TOMHOCTb.

MognyHkT 201.12.2.101 SnekTpogbl

CTUMVYTTATOP He porkeH cTaTb yCTPOWCTBOM, MPEACTaBNSAOWMM ONacHOCTb, eCNW ero Bbixog OyaeT cnydaiiHo
BKITFOMEH MPU PasOMKHYTbIX MU KOPOTKO3aMKHYTHIX SNEKTPOAaXx, 4aKe eCni Takoe ero UCnonb3oBaHWe yKazaHo Kak He-
NpaBWUbHOE U HapyLUalolLiee NpaBua aKenyaraymu.

MoanyHkT 201.12.4.101 KonebaHus HanpskeHust nMTaHus

KonebaHua HanpskeHus NuTaHWsA B npegenax, ykasaHHbelx B 06LieM cTaHAapTe, He fOMKHbI BMSTh Ha BbIXOLHbIE
napameTpbl.

MoanyHkT 201.12.4.102 BnokupoBKa BbIxoda

Ona Toro 4Tobbl He AONYCTUTL YPE3MEPHOro CTUMYNMpYLoLero Bosgeictana Ha NMALMEHTA, HeoBxoanmo ncknto-
4NTb BHE3aMHoe yBenn4ieHne BeIXoAHoro Toka npu HOPMAMBHOWM SKCMNYATALIMM 1 B cnyyae npepbiBaHUs 1 BOCCTa-
HOBMEeHNs noaaqun nutaHus ot MATAIOLLIEA CETU unu nocne 3ameHsl BHYTPEHHEMO MCTOYHUKA MATAHWSA.

MckntoveHne Ansa Mcnonsb3oBaHWs pexnma nayssl 06bACHAETCA TEM, YTO Y MHOTMUX YCTPOMCTB B HacTosILLEe BpeMs
MMeEeTCs 3TOT PEXWUM, W OH JOMNyCKaeT U3MEHEHWe NONOXEHUS SNEKTPOA0B.

MoanyHkT 201.12.4.103 MHaukaTop BbIX0oda

Mpn YCNOBUU EOVMHNYHOIO HAPYLLEHUA TpebyeTes MHAMKALMSA CMrHana Ha BbIXO4e, Tak Kak HeucnpaBHOCTb
B CTUMYITATOPE MoxeT HenpegHaMepeHHO CAenaTh BO3MOXHON nogavy HanpsbkeHus Ha anekTpogbl. 3To TpeboBaHue
MOXeT BbITb Y 0BMNETBOPEHO NpU HAMUYUM MHAUKATOPA BKITHOYEHWUSA NUTaAHWUA ¢ UHAUKaUuelh «Beixog O» ANs AeACTBUTENb-
HOro BBIXO4HOMO CUrHana unu npu Hanuydnum MHAMKaTopa, akTuBMpyemoro curHanom Ha Beixoge CTUMYNATOPA.

MognyHKT 201.12.4.104 OrpaHu4eHne BbIXOAHLIX NapameTpoB

B HacToseM cTaHAapTe YacToTa UMMYNbLCOB ABMNAETCH BENMYMHON, 0BpaTHOW nepuoay BpEMeHU, No UcTe4eHUu
KoToporo gpopMa UMMYNbCHOrO cUrHarna noBTOPAETCA. YKasaHHble npefenbHble TOKW NoAAepXUBalOT BCE U3BECTHLIE Te-
panesTUYeckue W/unu guarHocTudeckne npuMeHeHns 6e3 3Ha4YUTENbHOMO NPeBLILIEHUA TPebyeMbIX 3Ha4YEHUNA.

MognyHKT 202.6.2 MoMexoycToONYUBOCTb

McenbiTaHua ¢ ucnonb3oBaHueM aHToMa YacTu Tena, 3anofIHEHHOro CONsHbLIM pacTBOpPOM (CM. pucyHok 202.101),
Bocrpon3eoasT yerosns HOPMAJTIBHOWM SKCIMYATALIMN.

CTUMYINATOP moxeT BbITb Ucnonb3oBaH B HenocpeacTBeHHow 6nusoctu ot ME U3LEJINA, koTopoe ueneHa-
npaBneHHo nanydvaeT paguodactoTHyto aHepruto. Y CTUMYITATOPOB, KoTopble He UMEIOT COOTBETCTBYIOLUENA 3aLUUThI,
BO3MOXHbI 3Ha4YUTESNbHbLIE USMEHEHUS BBIXOAHOIO CUrHarna, Kotopble MOryT NpeacTaBnaTb onacHocTb Ana NMALUEHTA.

WcnbitaHne nossonseT ybeautbes B ToM, yto CTUMYIIATOP 3awmwer Hagnexawmm o6pa3om oT Bo3gencTeust
CUINbHBIX pafno4acToTHBIX TOkoB, nocTtynaowmx B CTUMYITATOP, yepes NPOBOAA MALMEHTA w/unu kabenb nutaHus.
MoaTeBepxaeHa apPEKTUBHOCTL NCMONBL3OBAHNS NPOCTLIX (PUIBTPYIOUX CXEM B BbIXOAHbIX KOHTypax MALIMEHTA n B
Lenu Bxog4a NuTaHus.
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Mpunoxexue A
(cnpaBouHoe)

CeeaeHusl 0 COOTBETCTBUM CChINTOYHbIX MeXAYHapPOAHbIX CTaHAAPTOB HaUUOHANbHLIM CTaHAAPTaAM

Ta6bnwuua JAA

O6o3Ha4YeHNe CCbINoYHOro CreneHb 06o3Ha4eHNe U HAaMMEeHOBaHWE COOTBETCTBYIOLLEro HaLMOHabHOro
MeXyHapo4HOro cTaHaapTa COOTBETCTBUA cTaHpapTa
IEC 60601-1-2 DT MOCT P M3K 60601-1-2—2014 «W3penuss MeaULUUHCKME 3MeK-

Tpudeckne. Yactb 1-2. Obwume TpeboBanua Ge3onacHoOCTH ¢ yde-
TOM OCHOBHbIX (PYHKLMOHAIbHLIX XapakTepucTuk. MNapannensbHbih
CTaHAapT. ONeKTpoMarHuTHasi CoBMeCTUMOCTb. TpeboBaHus u uc-
NbITaHNA»

IEC 60601-1 IDT FOCT P M3K 60601-1—2010 «MU3penua meauUMHCKUe aneKkTpuye-
ckne. Yactb 1. O6wme TpeboBaHmss 6€30NacHOCTU C YHETOM OCHOB-
HbIX (PYHKLMOHANBbHBIX XapakTepucTuK»

MpumevaHune - B HacTosileit Tabnuue ucnonb3osBaHo cnegyiolliee ycrioBHoe 0603HaYeHUe CTeneHn cooT-
BETCTBUA CTaHAapTOB:

- IDT — ngeHTUYHbIE CTaHAapTHI.
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