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BBepgeHue

Hactoawmin  ctaHgapT  sBNsieTCcA  NPsAMbIM -~ MPUMEHEeHMeM  MeXxayHapogHoro  cTaHgapTta
IEC 60601-1-1:2000 «U3penua meguumHckue anektpudeckue. Yacts 1. Obwume TpeboBaHNa 6esonacHocTu. 1.
TpeGoBaHMsa 6e30MacHOCTM K MeAMLIMHCKMM 3nekTpudeckum cuctemam» (IEC 60601-1-1:2000 Medical
electrical equipment — Part 1: General requirements for safety — Collateral standard — Safety requirements
for medical electrical systems), nogrotoBneHHoro TexHu4ecknm komutetom MK 62 «U3nenus meguumHeKkue
aneKkTpuyeckne».

Lnpokoe npumMeHeHne koMnbtoTepHeIx TexHonoruin 8 MEAVULIMHCKNX SNEKTPUYECKUX U3AENNAX
00yCnoBrnMBaeT BbICOKWA YPOBEHb CIOXHOCTM 3TUX U3AENNIA, YCTYNaIOLLWA NALLL YPOBHIO CIOXHOCTU Buonoru-
yeckol cuctemMel opraHuama NAUUMEHTA, ans onarHocTuki Wunm riedeHust KoToporo npeaHasHadvyeHo To Unn
nroe U3JENMUE. Moao6Has CNOXHOCTL 03HaYaeT, 4To npu ucnbitaHnax USAENNA HekoTopele cucTemaTiyec-
Kne 0TKasbl MOTYT OCTaTbCs HEBbISIBIIEHHbIMW. B COOTBETCTBUN C 3TUM HACTOSALWMIA CTaHAaPT BEIXOAUT 3a paMm-
KV TPaAMLIMOHHBIX METOAOB UCMBITAHMA U OLEHOK roToBbiX K Bbinycky M3AENWA u skniovaeT Tpe6osaHus k
npotieccy ux paspaboTku. McnbiTaHne roToBoro usaenus camo rno cebe He sIBNSETCA 4OCTATOMHBLIM YCIIOBUEM
onpepaenexus BESOMACHOCTU cnoxHbix MEAULIMHCKNX SNEKTPUYECKMNX MSOENUN.

IEC 60601-1-1 aBNsieTCA AONONMHUTENbHBIM CTaHAaPTOM Mo oTHoweHuto K IEC 60601-1 «M3genua megn-
LiMHCKMe anekTpuyeckue. HYactb 1. O6wwme TpeboBaHusa 6esonacHocTu» (anee — obwmii ctaHaapT). HacTos-
WWA cTandapT ycTaHasnueaeT TpeboBaHUs K npoueccy pas3paboTkM WM ero atanam ¢ TeMm, 4Tobbl WX
BbinonHeHue obecneunno BESOMACHOCTb MEOVLIMHCKNX SNEKTPUYECKNX USAENNIA, skniovaroLmx
MPOrPAMMUPYEMBIE SNEKTPUYECKUE NOACNCTEMBbI (M3r1C). Monsatua «ynpaeneHue PUCKOM» n
«UMKN PASBPABOTKW», aBnsowmnecs 0OCHOBHbIMU MOHATUSIMW HacToAWEro OOMNOMHUTENBHOrO cTaHdapTa,
MOTyT Takke MMeTb 3Ha4eHue u npu paspabotke MEAVMLIMHCKOIO 3NEKTPUYECKOIO N3OENNA, B co-
ctaB koToporo He BxoaaT NPOMPAMMUPYEMBIE SNEKTPUYECKME CUCTEMbI.

B 3aBMCMMOCTN OT KOHKpPETHOW 3adaun acppekTMBHOE NpUMeHeHWe HacTosiLwero ctaHgapTa TpebyeT co-
OTBETCTBYIOLLEN NOArOTOBKM B Criegyrowmx obnacTsx:

- npumeHeHne cneundndeckoro MEULIMHCKOIO SNEKTPUYECKOIO USAENUA ¢ akueHTOM Ha
BE3OMNACHOCTDb;

- npouecc paspaboTtku MEOULMHCKOIO 3NEKTPUYECKOIO U3OENUSA;

- MeTogbl obecneyeHns 6ezonacHoOCTH;

- TexHnkn AHAINU3A PUCKA n ynpasneHuss PUCKOM.

JononHuTtenbHble cTaHAapThl onpeaenstoT oblwme TpeboraHus K 6e30nacHOCTU rpynnbl MEAUUMHCKNX
QNEKTPUYECKUX U3OENWUN (Hanpumep, paguonoryeckoe oGopyaoBaHue), onpeaeneHHbIX XxapakTepuc-
Tk Bcero MEQULUMHCKOIO SNEKTPUYECKOIO OBOPYAOBAHUA, He nonHocTbio onpeaeneHHble B 06-
Wwem ctaHgapTe (Hanpumep, 3nNeKTpoMarHUTHasi COBMeCTUMOCTb).

Hymepauusa pa3nenos, MyHKTOB U NOANYHKTOB HACTOSALLEro AOMOMHATENILHOMO CTaHAapTa CoOTBETCTBYET
obwemy ctanaapty. MognyHKTbl, KOTOpLIE ABASAOTCSA AONONMHUTENBHBIMU K COOTBETCTBYIOLLMM U3 06LLEero cTaH-
AapTta, HaumHarTea ¢ 201; aononHUTENbHbIE NpunoxeHus 06o3HaveHsl AAA, BBB n T. a.

B HacTosiwem cTaHaapTe UCNonb3oBaHbl criedylolme WpudToBbie BblAeNeHUs:

- MpUMeYaHusa, NOAICHEHUSA, peKOMeHAaLMK, NPUMepPhI, 06LLMe YTBEPXKAEHUS — NETUT,

- MeToAbl UCMBITAHUA — KYPCUB;

- TEPMUHBI, KOTOpLIE onpeaeneHsl B pasaene 2 obLiero ctaHgapTa, HacTOosILLEro AoNOSTHUTENBHOMO CTaH-
AapTa, — nponuncHeble GykBb.

[ns nposeaeHns COOTBETCTBYOLWMX UCTIbITaHUIA TpeboBaHUS CONPOBOXAATCA cneuudukauamn.

MyHKTBI M NOANYHKTEI HACTOALLEro AONOMHUTENLHOMO cTaHAapTa, 060CHOBaHWe KOTOPbIX NpeAcTaBNeHo
B NpunoxxeHun AAA, noMmedeHbl «*».

Obs3aTenbHble NPUNOXEHUA — YacTb TEKCTa CTaHAapTa, CrpaBoYHbIe NPUNOXKEHUSA NpUBEAEHbI TOMNBKO
Ana nHdopmauun. B Hactoawem ctaHaapTte npunoxenust EEE u CCC obsizatenbHble, a npunoxeHusa AAA,
BBB, DDD, FFF n GGG cnpaBo4Hble.

TekcT mexgyHapoaHoro ctaHgapTa IEC 60601-1-1:2000 6bin ogobpeH CENELEC kak esponeiickuia
ctaHaapt 6e3 kakux-nMbo U3MeHeHUNA.
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M E XTTOGCYAUPG CTHBTETUHHUB # C TAHAAPT

U3aenna MEQULUUNHCKUE SNEKTPUYECKUE
YacTbe 11
OBLUUE TPEBOBAHUA BE3OMNMACHOCTHU

Tpe6OBaHM;| 6e30nacHOCTU K MEAULMHCKUM ANMeKTpu4eCKUM cuctemMam

Medical electrical equipment. Part 1-1. General requirements for safety.
Safety requirements for medical electrical systems

Oara sBepgenna — 2013—01—01

Paspen nepBbin. O6wme nonoxeHus

1 O6nacTb pacnpocTpaHeHus U Uenb

*1.201 O6nacTb pacnpocTpaHeHUsA

Hacrosiwnid  gononHuTenbHBIA cTaHdapT pacnpocTpaHsetca Ha 6esonacHocte MEOULIMHCKUX
ONEKTPUHECKNX CUCTEM (ganee — CUCTEMBbI), cornacHo onpeaenexuto B 2.201. B ctaHaapTe npuse-
AeHbl TpeboBaHnsa 6esonacHocTy ¢ Lenbto o6ecneunTts sawmuty MALMEHTA, OMNMEPATOPA 1 okpyXatowwux.

2 TepMuHbI 1 onpeaeneHus

B HacTosiLeM OONONHUTENBHOM CTaHAapTe TEPMUHLI, HaneyaTaHHbIe MPONUCHBIM WPUQTOM, UCTIONb3Y-
tOTCS B COOTBETCTBUM C UX onpeaeneHnem B IEC 60601-1 (aanee — obwuin ctaHaapT).

Mcnonb3ayemMble B TEKCTE NMOHATUS «HAMNPSHKEHNE» N «TOK» 0603HaYatoT cpeaHekBagpaTudeckme sHaqe-
HMA NEPEeMEHHOTO TokKa, MOCTOAHHOIO TOKa UMM KOMOMHUPOBAHHOTO HaMpPsHKEHUS UK ToKa.

B ctaHgapTe ucnonb3oBaHbl cneayolwme AonorHUTENbHbIe onpedeneHust:

*2.201 MEOULUUHCKAA SANEKTPUYECKAA CUCTEMA (MEDICAL ELECTRICAL SYSTEM): Coso-
KYMHOCTb HECKOMNbKUX W34envii, Mo KpahHeld Mepe, odHO U3 koTopbix senserca MEOWUUHCKUM
SNEKTPUYECKUM UBOENTMEM, ceasanHbIX ¢ noMouubio PYHKLUMOHANBHOMO COEQNMHEHUA nnu ¢ uc-
nonbsosaHnem MHOTOMECTHOW PO3ETKM.

MpumedaHune— TepmuH «M3OENUA» ncnonbayetcst ana o6o3HaueHnsa nagenui, otHocAwmxes k CUCTEME
(cm. Tarke npumepsl B npunoxexHun BBB u FFF).

*2.202 CPEOA, OKPYXKAIOLLAA NALUMEHTA (PATIENT ENVIRONMENT): Jlto60e npocTpaHcTBO, B
KOTOPOM MOXET BO3HUKHYTb HAMEPEHHBI UM HenpoussonbHbIN koHTakT Mexay NMALUMEHTOM un vactamm
CUCTEMBbI nnn mexay NALMEHTOM 1 apyrimu mioabmu, HaxoaawmmMncs B koHtakte ¢ CUCTEMOMW (cum. pu-
cyHok 201).

*2.203 PA3SOENUTENBbHOE YCTPOUCTBO (SEPARATION DEVICE): KOMMOHEHT Ui COBOKYMHOCTb
KOMMOHEHTOB, UMEIOLLMX BXOAHBIE 1 BBIXOAHbBIE YacTu, B Liensx 6esonacHocTi NpegoTepallatowmx nepegady
HexxernarternbHOro HanpsikeHns unu Toka mexay Yactamm CUCTEMBbI.

*2.204 MHOTOMECTHAA PO3ETKA (MULTIPLE PORTABLE SOCKET-OUTLET): KombuHauusi asyx
unn 6onee po3eTOK AMEKTPONUTAHNA, MpegHasHa4YeHHbIX AN NPUcoeauHEHNUS K HAM MBKnX kabenemn unm LwHy-
poB, KoTopasi BO Bpemsi paboTbl MOXeT BbITb Nerko nepemMelleHa oT 04HOr0 MecTa Ao ApYroro.

Mpumevyanunme—MHOMOMECTHAA PO3ETKA moxeT ObiTb Kak OTAENbHbIM U3Jenvem, Tak U BCTPOEHHON
4acTbl0 MEAVLIMHCKOTO UMW HEMEANLMHCKOrO Uagenus.

¥2.205 ®YHKUMOHAINBbHOE COEOUHEHUE (FUNCTIONAL CONNECTION): 3nekTpuyeckoe unmn
no6oe Apyroe coeauHeHWe, BKIOYas NpeaHasHadeHHoe Ans nepefayy cuUrHanos, 3Hepruv unu seLecTsa.

WU3paHvne ochmumnansHoe
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3 O6wue TpeboBaHus

*3.201 O6wme TpeboBaHusa k CUCTEME

Mocne ycraHosku unu nocneaytowen mogupukauum CUCTEMA He gomkHa BeiseiBaTe ONMACHOCTD.

CUCTEMA pomkHa obecneunsars:

- B CPEJE, OKPYXXAILIEW NALIMEHTA, Takoit xe yposeHs 6esonacHocTy, kak u MEAWLIMHCKOE
ONEKTPUYECKOE U3OENUE, cooTreTCTBYtOLWEE 0bLleMy cTaHaapTy, U

- 3a npegenamun CPEObI, OKPY)KAPOLLLEI?I MAUMEHTA, goctaTtouHelin ypoBeHb 6esonacHoCcT Hemean-
LUMHCKNX 3MeKTPUYEeCKMX M3LENniA, COOTBETCTBYIOLLUMX HOPMAaTUBHBEIM AOKYMeHTaM B obnacti 6esonacHocTu
(ykasaHbl B npunoxeHun DDD).

Coomeemcmeue umeem mMecmo ripu ebifnofiHeHuu mpebosarul 3.201.1, 3.201.2, 3.201.3 u 3.201.4.
CUCTEMA, skmovaioujasi obopydosaHue unu 4acmu, 8 KomophbiX UCMOb3YIomcesi Mamepuarsi Uil Komopble
UumMerom KOHCMPYKUUI0, OMITUYHYI0 Om OfNUCaHHkIX 8 cmaHOapmax, yrnoMsiHymeix 6 3.201.1 u 3.201.2, moxem
pUMeHAMbCS, ecriu obecrieyusaemcs aKeueaneHmMHsbIl yposeHs be3onacHocmu.

3.201.1 MeauuMHCKOe aneKkTpu4eckoe usgenuve

MEAWUUNHCKOE SNEKTPUYECKOE U3OENUE gonxHo cooTBeTCTBOBaTL TpeboBaHWUAM GesonacHoc-
T obLero 1 YacTHbIX cTaHaAapToB B obriacTv 6esonacHocTy.

Coomeemcmasue riposepsitom rpocMompom GOKyMEHmMoe Unu cepmugbukamos.

3.201.2 HemeauuuMHcKoe anekTpu4veckoe nusgenuve

HemeanumMHckoe anekTpuyeckoe Usgenue OOMKHO COOTBETCTBOBATb HOPMATUBHBIM AOKYMEHTaM B 06-
nactu 6esonacHOCTW, OTHOCALLMMCS K paccMmaTpuBaemMoi annapatype (CM. Takke npunoxerHue DDD).

B CUCTEME He gonyckaeTcs ncnonb3osaTb 060pyaoBaHune, B KOTOPOM 3aLLuTa OT MOpaXKeHWUs 3NekTpu-
yeckuMm TokoM obecneunsaeTca Tonbko OCHOBHOW U3ONALIMEN.

Coomeemcmaeue riposepsitom ripocMomponm OOKyMEHmMoe Unu cepmugbukamos.

*3.201.3 AnekTponutaHue

YcTaHaBnvMeaemoe anekTponuntaHue cornacHo 10.2.2.201 gormrkHo cooTBeTCTBOBaThL TpeboBaHnaM 6e30-
nacHocTy obLero cTaHgapTa unu AormkHo obecneunsaTb 3KBUBANEHTHYO cTeneHb 6esonacHoCTy.

MpumeyaHwne—TIpu nameHennn unu mogudmkaumm CUCTEMbIl Heobxoaumo BelMMcnnMTL noTpebnsemyio
mowHocTe CUCTEMbI u y6egnTbes, |YTO OHa COBMECTMMa C MOLLHOCTLIO, kKoTopyto noaaepxueaeT MHOTOMECTHASA
PO3ETKA.

Coomeemcmaeue nposepsiiom fpocMompom OOKyMEHMos Uuilu cepmugbukamos.

*3.201.4 CUCTEMA

Mocne yctaHoBKkW 1nu nocneaytowen moancdukaunn CUCTEMA gormkHa cooTBeTCTBOBaThb TpeboBaHU-
AIM HaCTOsILLIero AOMNONHUTENLHOro cTaHaapTa.

Coomeemcmeue rposepstom oCMOMPOM, UCTbLIMaHUSIMU UTU aHailu30M, Kak orpede/leHO 8 coomee-
mcmeyroweM ryHKme.

Cnedyem paccmMampugame mMoJibKO me 0racHOCMU, KOmopble 803HUKaM Mpu COeOUHEHUU PasiudHbIX
usdenuii CUCTEMBI.

Ucnbimarusi, omHocsiwueca K riposepke mpebosaHuli 6e3onacHocmu omoefibHo20 U3denust
CUCTEMBI, yxe nodsepaHymoz20 makum UCMbIMaHUAM 10 coomeemcemeyiouwuM cmaHoapmam, He crnedyem
noemopsime.

Hcrnibimanusi criedyem riposodums:

- 8 HOPMAJIbHOM COCTOSIHUU, ecnu 8 Hacmosuwem cmaHdapme Hem Opyaux yka3aHul, u

- 8 IKCIITyamayUOHHbIX pexxumax, ornpedeneHHbIX U320mosumesnem Cucmemsi.

6 UpeHTUMKaLMA, MapKUPOBKA U [OKYMEHTauus

*6.8.201 IKCNNYATALIMOHHBLIE AOKYMEHTbI CUCTEMbI

CUCTEMA (Brnioyas moguduumposarHyto CUCTEMY) gomkHa conpoBoxaaTbcsl AOKYMeHTauuein, co-
JOepxallei Bce HeobxoaMMble AaHHble ANs ee 6e30NacHOro UCMONL30BaHUS MO HA3HAYEHWIO.

OTn OOKYMEHThI AOIDKHBI BKIOYaTh B cebs:

a) SKCMNNYATALUMOHHBIE JOKYMEHTLI Ha kaxgoe MEAUMLMHCKOE 3NEKTPUYECKOE U3AE-
JINE (cM. nyHKT 6.8 obLero ctanaapta);

b) aKBMBaneHTHble JOKYMEHTbI Ha KaXAoe HEMEAULMHCKOE 3NEKTpUYEecKkoe U3aenue;

c) cneaytowyto nHgpopmauunio:

- UHCTPYKLMN NO OYUCTKE U, ECAN NPUMEHNMO, MO CTepUnM3aLmMmn 1 AesnHdeKuumn Kaxaoro nsgenus, as-
nswoueroca vacteto CUCTEMbBI;

2
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- AononHUTenbHbIE Mepbl Mo obecneveHnto 6e30nacHOCTU, KOTOpbIe A0MKHBI BbITh MPUMEHEHbI BO Bpe-
ms yctaHoskM CUCTEMb;

- yKasaHue, kakue yact CUCTEMBI ucnonbayiotca B CPELE, OKPY>XAIOLWEWN NALMEHTA,;

- AoNonHUTENbHBIE Mepbl Mo obecneveHnto 6e30nacHOCTK, KOTopble A0MMKHBI BbITh MPUMEHEHbI BO Bpe-
Ms npodunakTmyeckoro obcnyxmsaHus;

- npeaynpexaeHne o Tom, ytTo MHOFOMECTHAA PO3ETKA He gomkHa 6biTb NOMeLLeHa Ha nort;

- npeaynpexaeHne o ToM, 4To ¢ CUCTEMOMW He nomkHbI 6bITb coeauHeHbl gononHutensHas MHOIMO-
MECTHAA PO3ETKA nnu yanuHUTENbHbIA WHYP;

- NpegynpexaeHne o HeaonyCTUMOCTU NOACOEAUHEHUA W3AENUA, KOTopble He SIBASIIOTCS 4YacTbio
CUCTEMbI;

- MaKcUManbHble paspeLueHHble ToKoBble Harpyski ang nio6oit MHOFOMECTHOW PO3ETKW, ucnons-
syemoint B8 CUCTEME;

- VHCTPYKUMK © ToMm, 4To MHOFOMECTHbIE PO3ETKW, ncnonbayemble ¢ CUCTEMOW, creayer unc-
nonb30BaTh TOMbKO ANA nogaqn 3Hepruum K usgenusam, sxogawmm s coctas CUCTEMBb;

- 06bsiCHEHME PUCKOB, BO3HUKAOLWMX NPU MOACOEAUHEHNN HANPAMYIO K HACTEHHOW po3eTke NUTaloLlein
CeTN HeMeaMULMHCKOro 3nNeKTPUYeCcKoro u3aenusl, Kotopoe noctaensietcs kak yactb CUCTEMbI, korgaa oHo
[0MkHO BbITb noakntoveHo yepes MHOFOMECTHYIO PO3ETKY c¢ paszaenuTenbHbiM TpaHctopMmaTtopom;

- 0BbACHEHWE PUCKOB, BO3HUKatOWMX Npy noacoeauHeHnn Kk MHOTOMECTHOW PO3ETKE anekTpuyec-
KUX M34ennin, KoTopble He aenaTca YacTblo CUCTEMDI;

- NtoBble orpaHnYeHns YCnoBUin oKpyKatoLLie cpeabl, rapaHTupylowmnx 6esonacHocTb (cM. pasgen 10 06-
wiero ctaHgapTa).

- nHeTpyKumun OMNEPATOPY He kacaTbCa 0AHOBPEMEHHO YacTen, yNoMaHyThIX B nyHKTe 16.201, n NALIU-
EHTA;

d) pekomeHOaLuK:

- MOHTa)XHUKY — 0 TOM, Kak ycTaHaBnueatb CUCTEMY, uto6bl o6ecneunts MONB3OBATENIO ontu-
MalbHble YCNOBUA UCMOMNL30BaHNS;

- NMOJNTIb3OBATEIIO — Kak BbINOMAHATL OYUCTKY, PeryfiupoBky, cTepunusauuio 1 npoueaypbl AesnHdek-
uun, onpeaeneHHble B QKCIITYATAUMOHHBLIX AOKYMEHTAX.

Coomseemcmeue Mposepsitom 0CMOMPOM.

Pazpgen BTOpoun. YcnoBus OKpyXarLuen cpeabl

10 YcnoBusa okpyxatoLien cpeqbl

*10.2.2.201 3nekTponutaHue 3
OnekTponuTaHue ot gpyroro o6opygosaHua ans U3AENNN CUCTEMbI gomkHo 6biTe onpeaeneHo nsro-
ToBUTENEM.

Paspgen tpetuin. 3awmTa oT ONacHOCTEN NOPAXKEHUS INEKTPUUYECKUM
TOKOM

16 KOPMYCA v 3ALUNTHbLIE KPbILLUKWN

16.201 KOPMNYCA

B CPEAE, OKPY>KA+OUJ,EI7I MALMEHTA, Te YacTn HeMeQULIMHCKNX 3IIEKTPUYECKUX U3AENNIA, C KOTOpPbI-
MW MOCIIe CHATUSI KOXKYXOB, CoeanHuTenen u T. n. 6es ncnonsbsosaHns MHCTPYMEHTA MoXeT KOHTakTUpoBaTh
OMEPATOP B0 BpeMsi 0BbIYHOTO TEXHUYECKOro 0BCNyXMBaHMS, KannBpoBKX T. M., AOKHbI paboTaTth Npu Ha-
npskeHun He Bhilwe 25 B nepeMeHHoro Toka nnu 60 B nocTosiHHOro Toka MM HanbonbLuero 3Ha4eHus Toka oT
nctoyHuka, otaeneHHoro ot CETEBOIO NMUTAHUA ogHum ns cnocobos, onucarHblX B NyHKTe 17 g9)1)—g)5)
obLero ctaHgapTa.

Coomeemcmesue rposepsiom 0CMOMPOM.

17 PaspeneHue yacTtey U Lenen

*17.201 dnekTpudeckoe pasgeneHue

Ecnn Bo3MOXHO npeBbllleHWe AonycTUMblX 3HadeHun TOKOB YTEUYKW, Brisbiaemoe PYHKLIMO-
HAJIMbHbIM COEOUHEHWEM mexay pasnuyHeimu nsgenusamn CUCTEMbI n apyrummn cucreMamu, Hanpumep,
CUCTEMOW aBapUIHOTO BbI30Ba UK cnucTemon 06paboTku AaHHbIX, TO AOMKHEI ObITb MPEAYCMOTPEHbI CPeacTBa
6esonacHocTn co BcTpoeHHbIM PASAENUTENBHbLIM YCTPOUCTBOM.
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Takune cpeacTea 6e30NacHOCTU AOIDKHBI 06ecnevmMBaTb AOCTAaTOUHOE 3MeKTpUYeckoe pasgeneHve Mex-
ay usgenuamu nmvnn CUCTEMOM n OPYrMMU CUCTEMaMU U UMETb 3JIEKTPUYECKYIO NMPOYHOCTL U30NALMMU,
ANNHBLI NYTEW YTEYKU u BO3AYWHLIE 3A30PhI, paccuntaHHble Ha camoe BLICOKOE HanpshkeHue, BCTpe-
yaroweecs 8 PASAENUTENBbHOM YCTPOMUCTBE Bo Bpems HapylleHus.

Coomeemcmeue mpebosaHusM 3moeo riyHKma rposepsirom criedyroujum obpasom:

PA3OENMNTENBHOE YCTPOMCTBO Q0mKHO ebidepXusame UCHBIMAaHUsS Ha TeKMPUYECKYIO MPO-
yHocmb Anss OCHOBHOM U3OJIALINM Mexdy eX00HBIMU U 8LIXOOHBIMU YacmIsSIMU 6 COOMEemcmeuU ¢ MyH-
kmom 20 obwezo cmaHlapma. KnemMmbi kaxo0od u3 amux Yyacmel OOmkHbI bbimb COeOUHEHbI eMecme 80
8peMs ucrnbimaHudl.

HcnbimamenbHoe HanpsixxeHue ebibupaiom e coomeememeuu ¢ mabnuued V nyHkma 20 obuje2o cmaH-
Oapma.

Paboyee HanpsixeHue (U) domkHo 6eimb pasHo Haubornsuwemy HOMUHATIBHOMY HATPSPKEHUIO nu-
marowjel cemu unu, 0151 MHo20ghasHo20 0bopydoeaHusi, — HaubobLeMy HarpsIKeHUIo Mex0y ¢hasHbIM rpo-
godom u semnetll. Ans N3LETNA ¢ BHYTPEHHWM MCTOYHUKOM MNMUTAHUS U cocmasnsem 250 B.

19 AnutenbHble TOKU YTEYKU v AONOJIHUTENBbHBLIE TOKWU B LIEMNA
NALUUEHTA

*19.201 TOKWU YTEUKHU

19.201.1 TOK YTEYKMU HA KOPNyC

B HOPMAJIIbHOM COCTOAHNA nonycmmuﬁv TOK YTEYKWN Ha KOPITYC CUCTEMbI unu mexay ee
yacTamn, Haxogdawmmucea 8 CPEAE, OKPY>KAIOLLEW MNALUMEHTA, He aorkeH npesbiwath 0,1 MA.

Mpwumeyanne—B HacToawem pgononuutensHom ctangapte TOK YTEYKU oT AoCTynHbIX BHELHMX MOBEp-
xHocTel obopyaoBanusi cumtaetcss TOKOM YTEYKU HA KOPMYC.

B cnyvae o6peiBa ntoboro HenoctosiHHO ycTaHoBneHHoro MPOBOAA 3ALWWWTHOMO 3A3EMNEHUA po-
nyctumblii TOK YTEYKU HA KOPTTYC ot vacTtei unu mexay vYactamm CUCTEMBbI, Haxoaswmumnca 8 CPEJE,
OKPY>KAIOLLEM NALUMEHTA, He aomxeH npesbiwats 0,5 MA.

Ecnm CUCTEMA wnu yacte CUCTEMbI 3anutanbl ot MHOTOMECTHOWM PO3ETKW, To Tok B
3ALLUMTHOM 3A3EMINEHNN MHOMOMECTHOW PO3ETKU He aorpkeH npesbiwath 0,5 MA.

19.201.2 TOK YTEYKU HA NALMUEHTA

B HOPMANBbHOM COCTOAHMN TOK YTEYKN HA NALUMEHTA He gomkeH npeBbiwatk 0,1 MA ana
PABOYMX YACTEM TUMOB B 1 BF 1 0,01 MA ans PABOYMX YACTEM TUMNA CF.

Coomeemcmeue 19.201.1 u 19.201.2 cnedyem rnposepsimb ocmMompom u usmepeHuem TOKOB YTEYKU
¢ rnoMmousio ycmpoticmea, omeedaiolie2o mpebosaHusim 19.4e) obujezo cmaHOapma.

19.201.3 CoepguHeHune CUIHAJIbHbLIX BXOOOB unu CUTHAJNBbHbIX BbIXOO40B

Ecnu cooTeetcTBre MEANLIMHCKOIO SNEKTPUYECKOIO N3OENNA 19.2b), BTopoi absal u(nnm)
19.2c) obluero cTaHgapTa AOCTUIHYTO yKasaHuem Toro, uto CUFHATIBHBLIM BXO4 u (unu) CUrHANBHGIN
BbIXO[ cnyxaT UCKMOYUTENbHO ANs CoeauHeHusl onpeaeneHHbix nagenuin 8 CUCTEME, kak ykasaHo B
SKCMIYATALMOHHBLIX AOKYMEHTAX, Toraa CUIHATbHbLIV BXOA u (unn) CUTHANBHbLIV BbIXO[, aon-
XHbl 6bITb COBAMHEHBI C YKasaHHbIM nagenunem. OaHako ansa U3OENNA KINACCA |, ecnv oHo He A0mMKHO BbITb
nogcoeanHeHo k obwemy SALLUNTHOMY 3A3EMITEHUKO CUCTEMbI, Heobxoammo npumeraTs PASOENN-
TENLHOE YCTPOMCTBO (cm. cryyait 3 B Tabnuue BBB.201).

Coomeemcmaue 1posepsitom O0CMOMpPOM.

Pa3gen yetBepThbin. 3awWmTa OT MEXaHUYECKUX ONacHOCTeNn

22 [OBuvxyuwmecs 4actu

22.7.201 CpepacTtBa 3aliuUThbl

Ecnu 8 CUCTEME nepegswxeHune nsgenus unu ero yactei moxet npusect kK ONACHOCTU, CUCTE-
MA gomxkHa 6biTe 0becneyeHa cpedcTBaMU 3aLUUThI, HANPUMEP aBapUHBIM BbIKMHOYAOLLMM YCTPOUCTBOM B
COOTBETCTBUM C 22.7 obLero ctaHgapTa.

Coomeemcmeue rposepsiom 0CMOMPOM.
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Pasgen naTbin. 3awmuTa OT ONacHOCTEN HeXenaterbHOro
Unn 4ypesmMmepHoro n3ny4vyeHuns

MpumeHsitoT pasgen obLuero ctaHaapTa.

Pasgen wecTton. 3awura oT ONacHOCTEN BOCMNNaMeHEeHUs roproYmx
cMecen aHeCTeTUKOB

MpnmevyaHune—cwm 44.7.201.

Pasgen ceabMoi. 3awmTa OT Ype3MepHbIX TeMnepartyp u Apyrux
onacHocteun

44 TlepenuB, pacnrneckMBaHue, yTeuKa, BNaXHOCTb, NPOHUKaHWE XXUAKOCTEH,
ouYncTKa U ge3nHdekuus

*44.,7.201 O4uUcTKa, cTepunusauua U aesauHdeekuma
CM. npunoxeHune AAA.

49 lMpepbiBaHUe 3NeKTpoNnUTaHuA

*49.201 lMpepbiBaHUe 3neKTpoONUTaHUA

CUCTEMA pomxkHa 6GblTb CKOHCTPYyMpOBaHa Tak, 4YTobbl npepbiBaHue 1 Bo3obHoBneHne CETEBOIO
MATAHNA 8 nto6om MEONLUMHCKOM SNEKTPUYECKOM U3OENNN nnu HemeanLMHCKOM 3eKTpUYecKkoM
nagenun CUCTEMbI He npusoguno k ONMACHOCTW, ecnu Tonbko 3TO NpepbiBaHUE He sIBNseTcs npegHame-
PEHHBIM.

Coomeemcmaue rnposepsiiom rnymem rpepbieaHusi U 80306HO8MEHUST pabombl UCMOYHUKO8 MUMaHUSs.

Pazgen BocbMoW. TOYHOCTb pabovunx XxapakTepuUCTUK U 3alumTa
OT NpeAcTaBNALWMX ONACHOCTb BbIXOAHbIX XapaKTepUCTUK

MpumeHstoT pasgen obuero ctaHgapTa.

Paspgen peBATbin. HeHopManbHas paboTta n ycnoBusi HapyLIeHUI;
MCNbITaHUA Ha BO34eACTBME BHELWHUX hakTopoB

52 HeHopmanbHas pa6oTta 1 ycnoBusi HapyLeHUM
52.1.201

MpumeyaHwne— TpeGoranus Ans NpeaoTBpaLLEeHNs PYHKLMOHANbHBIX ONacHOCTEN, ABNAIOWMXCA pe3ynbTa-
TOM AeNCTBUSI NPOrpamMmmMmpyemblX SMEeKTPUHECKUX MeaULMHCKUX cucTeMm, onpeaenenrsl B IEC 60601-1-4. flomkHo 6Tk
yaeneHo BHMMaHne BO3MOXHOMY BO3AEMCTBUIO, Hanpumep, cpeacts 06paboTku u nepeaaum nHdopmaumn.

Paznen gecatbin. TpeboBaHUA K KOHCTPYKLUK

56 KOoMNOHeHTbI 1 obL,asts KOMNOHOBKA

56.3.201 CoeauHeHus

OneKTpuyeckre, rugpasnuyeckne, NHEBMaTUYECKUE 1 ra3oBble coeguHUTeNbHbIe YCTPOUCTBa U coeau-
HUTENN OOMKHBI UMETb TaKyH KOHCTPYKLMIO, YTOObLI X HEMb3s 610 HenpasuibHO COeAMHNUTL € ApYriMuy coe-
anHutensamm B 3To e CUCTEME 6e3 wmcnonbsosanma MHCTPYMEHTA, ecnu 3TO MOXeT Bbi3BaTb
OMACHOCTD.

CoeamnHnTenu JormkHbl COOTBETCTBOBATL NyHKTY 17g) obluero ctaHaapTa.
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LUtencensHele Bunku ans coeguHeHmns ¢ LIEMBbHO MALIMEHTA AomkHBI UMETb Takyto KOHCTPYKUMIO, YTO-
6bl UX HeMnb3sa BbINo CoeanHNUTL C apyrumn posetkamm B aTor xxe CUCTEME, KoTopble MOryT HaxogauTbCs B
CPE[E, OKPY>KAIOLLEEN MALIMEHTA, noka He 6yaeT yctaHoBneHo, 4to HeT OMACHOCTW.

Coomeemcmesue riposepsitom 0CMOMPOM, eC/iU 803MOXHO, YepedosaHueM pa3dbemMoeg 071 ycmaHoersie-
Husg omcymcmeusi OFNNTACHOCTU (TOK YTEYKY, 3HayeHue Komopozo fpesbiuiaem €20 3Ha4yeHUs 8
HOPMAJIbHOM COCTOSAHUN, nepemewieHue, memrepamypa, usnydeHue u m. d.).

57 CETEBbIE YACTU, KOMNOHEHTbI U MOHTaX
57.2 MPUBOPHbLIE PO3ETKW, MPUBOPHBLIE BUITKU 1 nogo6Hble yeTponcTBa

MpumedyaHune—TPUBOPHBLIE PO3ETKN He o6sidaTenbHO A0MKHbI ObiTh 3apMKCMpOBaHbl, Tak Kak Heo6xo-
OVIMO TOMNbKO NPEAoTBPaTUTE HeYMbILLNEHHOE NOAKNIoHYeHNe ApYroro 060pyaoBaHus, KOTOPOE MOXET HEGNaronNpUSATHO No-
BMUSITb Ha 6esonacHoCTb cucTeMbl. M3MeHeHWe CUCTEMbl 3MEKTPOMPOBOAKM OYeHb OMACHO, HO HaXoAWUTCH BHE
KOMMETEHLMN HaCTOSILLEro AONONHUTENBHOMO CTaHaapTa. MNpeagynpexaeHus yxe 6binu npueeaeHsl B 6.8.201.

*57.2.201 MHOIOMECTHASA PO3ETKA

MoakntodeHne U3fenusi, NCMonNb3yemMoro B MeAWLMHCKOW MpakTuke, K MHOIOMECTHOW PO3ETKE
[OMKHO BbITb BO3MOXHO TOMbKO ¢ ucnons3osannem MHCTPYMEHTA, nnu MHOFOMECTHAA PO3ETKA agon-
XHa paboTaTb Yepes pasgenuTenbHbli TpaHchopmaTtop.

Coomeemcmeue rposepsitom 0CMOMPOM.

PasgenutensHblid TpaHcopmaTop  MHOFTOMECTHAA PO3ETKA gomkHbl yaoBneTBopaTb Tpebosa-
HUsIM npunoxeHns EEE.

57.10 MyTuK yTeuku U Bo3gyLUHble 3a30pbl

57.10.201 PA3OENUTENBHOE YCTPONCTBO

PA3JENUTENBLHOE YCTPOMCTBO aomkHo umeTs NMYTU YTEYKU 1 BO3AYLUHbLIE 3A30PbI cornac-
Ho Tabnuue 201.

Pabouvee Hanpskerune (U) aomkHo 6biTb pasHo Hanbonsbwemy HOMUHATNIBHOMY HAMPAXKEHUIO nu-
TaroLwen ceti unu, Ans MuorocasHoro 060pyaoBaHUA, — HaubonbLIEMy HarpspKeHUo Mexay dasHbIM NPoBo-
aom u semnen. Ana U3OAENUA ¢ BHYTPEHHUM UCTOYHUKOM NMMTAHUA U coctasnsaet 250 B.

Ta6nuuya 201 —TMYTU YTEYKU U BO3OYLIHBIE 3A30PLI ans PA3AENNTENBHLIX YCTPONCTB

MocTosiHHoEe

HanpsbkeHue, B 15 36 75 150 300 450 600 800 900 1200
MepemenHoe

HanpsixeHue, B 12 30 60 125 250 400 500 660 750 1000
BO3AYLHLIE

3A30PbI, Mm 0,8 1 1,2 1,6 2,5 3,5 4,5 6 6,5 9
MYTU YTEYKHU, mm 1,7 2 2,3 3 4 6 8 10,5 12 16

MpumedaHne—[aHHble aTon Tabnuubl B3sAThl M3 Tabnuusl XVI obwero craHaapta ans OCHOBHOW u
AONONHUTEJIbHOW N30NALWA v nonpaeok 1 m 2.

Coomeemcmeue rpoeepsitom OCMOMPOM.

58 3awmTHOE 3a3eMneHne — 3aXNMbl U COeaUHEHUA

*58.201 3ALLUTHOE 3A3EMJIEHUE CUCTEMbDI

CoeauHenue ¢ MPOBOJOM 3ALLUTHOIO 3A3EMINEHUA gonkHo GbiTb BHINOMHEHO TaknuM obpasom,
4yTobbl cHATME Kakoro-nnbo ysna B CUCTEME He npepbiBano coeavHeHus MPOBOAA 3ALWMTHOIO
3A3EMINEHUA ¢ nioboir yactbio CUCTEMbI 6e3 npepbiBaHWA nogaqn NUTaHUsS Ha 3Ty 4acTb.

MPOBOJA 3ALLMNTHOIO 3A3EMNEHUA aomkHbl 6bITh NPONOXEHbLI BMECTE C NPOBOAaMU NuTatoLLei
ceTu.

Mo6oii gononHutensHbid NMPOBO[ SALLUTHOIO 3A3EMNEHNA aonxeH 6bITb NOCTOAHHO COEAUHEH
¢ HenoaBwxkHow YacTbio CUCTEMBbI, a cHsiTUe AOmMKHO BbiTb BO3MOXHO TOSIbKO C UCMOSb30BaHNEM UHCTPY-
MeHTa.

Coomeemcmaue rposepsitom 0CMOMPOM.
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59 KoHCTpyKUMA M MOHTaX

59.201 3awuTa NPpoBOOKU

MpoBoaa, coegnHstowme pasnuyHble yanbl nagenust BHyTpu CUCTEMbI, gomkHbl 6biTh 3awumLeHbl OT
MEXaHNYeCKMX NOBPEXASHWNA.

Coomeemcmeaue rpoeepsitom OCMOMPOM.
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MpumMedaHue— YkazaHHble pa3mepbl ABMSTCH PEKOMEHAATENBHbBIMU.

Pucyrok 201 — Mpumep CPE[bI, OKPYXKAIOLLENM NALIMEHTA
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Mpunoxenne AAA
(cnpaBoyHoe)

O6wue nonoxeHusi U 060CHOBaHUA NYHKTOB U NOANYHKTOB HacToALlero ctaHgapra

1.201 O6nacTb pacnpocTpaHeHUA

HacTosiwmin gononHUTenbHbIN CTaHZapT NpeaHasHaueH Ans UCnosib30BaHUS U3rOTOBUTENSIMU KOMOMHALMK Srek-
Tpu4eckoro o60pyoBaHNs, KOTOpbIe BKIoYatoT B ce6s ogHo nnu 6onee MEAVLIMHCKOE 3NEKTPUYECKOE U3AENKME.
O6opyaoBaHve moxeT ObiTb Kak HepasgenbHbIM U34enueM, Tak U B BUAE OTAEMbHbIX N3Zenui nnu komormHauuen atmx
cnydaes.

HacTosilwmin AononHUTEnNbHbIM CTaH4APT TakKke MNpegHasHadeH Ansi UCMOoNb30BaHUS NMEepcoHanoM MeULMHCKUX
yupexaeHun, koTopbiin byaeT cobupaTtb Takue cucTeMbl. B 9ToM crnyyae TexHuyeckas akcnepT3a NpUMeHeHust HacToswe-
ro ctaHgapra obssaHa rapaHtuposatk, 4To CUCTEMA cooTBeTCcTBYET BCeM TpeboBaHUsIM 3TOro CTaHgapTa.

BbicTpoe pasenTUe 1 NpYMEHEHUE B MEAWLIMHCKOWM NPaKTUKe COBPEMEHHON 3ITEKTPOHUKM M BUOMEAUUMHCKUX TEXHO-
NOrMA yXXe NMPUBENU K TaKoMy MOMOXEHWUIo, NPy KOTopoM BMecTo oTtaensHoro MEJVLIMHCKOIO SJNIEKTPUYECKOIO
WBOEJINA npumensiioT goBonbHo cnoxHble CUCTEMbI anektpuyeckux nagenum ansi AMarHoCTUKY, Tepanum Unmu KOHTPo-
ns coctosHus NMAUVEHTOB.

Bce vawe B Takmne CUCTEMbI BrniovatoT usgenusi, NnepBoHaqanbHO 3roTOBIEHHbIE 4TS 3KCNNyaTtaumm B pasnuy-
HbIX obnacTsx (He ob6si3aTenbHO B MeauumHe). OTU U3genusi NPsMO MU KOCBEHHO COeAMHEHbI OQHO C ApYrUM.

Takum o6pasom, MEOANUMHCKOE 3MNEKTPUYECKOE U3AEJTME, cootBeTCcTBYIOWEE 0BLLEMY CTaHAAPTY, MOXET
6bITb COEAMHEHO C HEMEAULIMHCKMM SMEKTPUHECKUM U3Zennem, KOTOpoe B CBOIO ovepeb MNOJTHOCTbIO oTBevaeT TpeGoBa-
HUSIM CTaHaapTOB B 06nacTy 6e30nacHOCTM, UCMONb3yeMbIX B onpeaeneHHon obnactu npumeHeHuns. Yacto oHu He coena-
paT ¢ TpeboBaHusmmn GesonacHoctm Kk MEOAVUMHCKUM SNEKTPUYECKUM UBAENUAM, 4To MOXeT NoBnuaTb Ha
6e30nacHOCTb BCe CUCTEMBI.

OnekTpuyeckoe usgenue MoxeT GbiTb pacnonoxeHo NMGo B noMeweHum, NpegHasHa4ueHHOM ansi AWarHoCTUKK, ne-
yeHus n konTpons coctosHna NMALUVEHTOB (meguunHckui kabuHeT), nb0 B nomeLeHnn, rae He NPOBOAAT MEANLMHCKNE
npouedypsbl (KOMHaTa, He UCMonb3yemas B MEAULMHCKUX Uuensax). B MeanumHckom kabuHeTe anekTpuyeckoe usgenme mo-
xeT BbITb pacnonoxeHo B nNpegenax y4acTka, onpegeneHHoro kak CPEAA, OKPY>KAIOWAA NAUMEHTA, vnu 3a ero
npegenamu.

CywecTBYIOT ABE CUTyaLMK, BOSMOXHbIE B MEAULIMHCKON MPaKTUKE:

a) Cutyauus, korga He MPUMEHSIETCA HACTOSIWMIA AONONHUTENBHLIM CTaHAapT: OgHOBpEMeHHO paboTtaiowme
MEAVWUMHCKUE 3NEKTPUYECKUE N3OEJINA, Hanpumep pasnuuHblie u3genuvs, NPUCOEAVNHEHHbIE K NaUUeHTY, HO He
CBsi3aHHble Mexay cobol. Takvme uagenvs MoryT okasbiBaTb BNMsSIHWE APYT Ha ApYra, Hanpyumep BbICOKOYaCTOTHLIE XMPYp-
rM4eckue n3genvs B ornepannoHHON MOTYT BIUSITb HA KOHTpoIb coctosiHus MALIMEHTA.

MpumevaHune—Takas cuTyaumss MOXeT ObITb paccMOTpeHa B MHCTPYKUMM MO SKCMryartaumy Kakaoro
MEOWNUMHCKOIC 3NEKTPUYECKOIO U3OENUA.

b) Cutyaums, korga npUMEHSIETCS HACTOSILMIA AOMONHUTENbHBLIM cTangapt: CUCTEMbI, coctosiume u3
MEOWLIMHCKNX SNEKTPUYECKUX USOENNM 1, BO3MOXHO, M3 HEMEANLIMHCKNX 3NEeKTPUYECKUX U3AeNUiA, B3aUMOCBS-
3aHHbIX B ONpefeneHHbIX Lensx, TakMx kak anarHoctuka unu nedvenve NMNALUUEHTA. Hanpumep: CUCTEMBbI ansi guarHoc-
TUYECKOro peHTreHoBckoro obcnenoBaHus, koHTponsi coctosiHua [MAUMEHTA, komnbloTepHasi Tomorpadusi vnu
BU3yanuaaumsi N306paxeHns nyTem MarHMTHOTO pesoHaHca. PaannuHble Yactn tako CUCTEMbI MoryT HaxoguTtecs B
CPEJE, OKPY>KAIOLLEA MALIMEHTA, u 3a ee npeaenamu, HO B MEAWMLIMHCKOM MOMELL,eHWM, MBo pacnonaratbCs B no-
MELLEHWAX, HE UCMONb3yeMbIX B MEOULMHCKMX LEnsiX, TakMx Kak TEXHUYEeCKUe NoMeLlLeHns, rae HaxodsiTcsl, Hanpumep,
anekTpudeckoe obecneyeHne nnu nagenus ans o6paboTky AaHHbIX.

2,201 MEOUUWUHCKASA SNEKTPUYECKASA CUCTEMA

OcHoBHas NpuynHa uernonb3soearus MHOTOMECTHOW PO3ETKW B CUCTEME.

UT0Bbl MUHMMM3MPOBATL yXylleHne YPoBHs GesonacHocTh oblero ctaHgapTa, nopknioderne MHOTOMECTHOW
PO3ETKM k ceTv noguMHeHo HekoTopbiM npaeunam. B 57.2.201 uanoxeHs! TpeboBanust K koHcTpykumn MHOTOMECTHOW
POBETKW, 4to6bl BEINONHUTL TpeboBaHmst obwero ctangapta k MEOQWUMHCKAM SNEKTPUYECKAM N3OENNAM.

2,202 CPEOA, OKPYXAKLIAA NALUMUEHTA

O4eHb TPYAHO YCTAHOBUTL KakMe-TO 6IMHCTBEHHbIE pa3Mephbl y4acTka, B npeaenax KoToporo NpoBoAsT MeanunH-
CKYI0 OVarHOCTUKY, KOHTPOIb U NieYeHue.

B mMeanumMHcKoii npakTvke onpasganu cebs paamepsl CPE[bl, OKPYXKAIOLLEEA MALUMEHTA, npuBeeHHble Ha pu-
cyHke 201.

2.203 PA3AENUTENBHOE YCTPONCTBO

Mpu cbopke o6opyaoBaHns B CUCTEMY MOTYyT UCMONb30BaTLCA COeAMHEHWS!, KOTOPbIE NepeaaroT SHEPIUIO U (Unu)
curHansl. B Takom cnyuae Heo6xopumel PA3ENTUTENbHBIE YCTPOWCTBA.
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2.204 MHOMTOMECTHASA PO3ETKA

Onpegenenue 3anmcteoBaHo n3 IEC 60884-1.

MHOIOMECTHbBIE PO3ETKWM wnHorpa HeobxoauMbl M UMEIOT NPEUMYLLECTBA U HEAOCTAaTKU, KOTOpble AOIKHbI
6bITb UCCNeAoBaHbI.

MHOIOMECTHbBIE PO3ETKW moryT 661Tb He06X0AMMBI B Cnegyiowmx Lensax:

- MMHUMM33LMM YUCNa WHYPOB 3MEKTPONUTaHus, Nexalwmx Ha nony;

- UCMOIb30BaHUs BCEro 060pyaoBaHnsi, HO6XOAMMOrO Ar1si HAANEXKALLErO NeYeHnsl UNN AUarHoCTUKW, HECMOTPST Ha
HeAO0CTaTO4YHOE KONMMYECTBO PO3ETOK CETU AMEKTPONUTAaHUS;

- ynyuweHusi MOGUNLHOCTU NepeaBIKHOIO 060pyA0BaHus;

- YMEHbLLEHUS] Pa3HOCTU NOTEHLMANOB B NPOBOAAX 3aLLMTHOIO 3a3eMNEHUs HUXKe 3HaYeHWUI, KOTOopble MOTyT BCTpe-
YaTbCs B HEKOTOPbIX CTALMOHAPHBLIX YCTAHOBKAX.

Wcnonb3oBanns MHOIT OMECTHbIX PO3ETOK Hy>KHO Mo BO3MOXHOCTU u3beratb NO Cneayowmm NpuYMHam:

- cymmapHble TOKN YTEUKU HA 3EMITIO moryT Bbi3BaTh:

Ype3MepHbIN TOK YTEUKU Ha 3eMITI0 B HOPMarbHOM COCTOSIHUM,

Upe3MepHbIli TOK YTEYKM Ha KOPMYC NPU €AVHUYHOM HapylleHWW 3awmtHoro 3asemnenmss MHOTOMECTHOW
POSETKW;

- Hannune CETEBOIO NMMUTAHUSA 3aBucKT OT HAAEKHOCTU €AUHCTBEHHOW CTAUWOHAPHON PO3ETKN 3NEKTpPonuTa-
HUS;

- BO3MOXHO TOMHOE MpepbiBaHME 3MeKTponuTaHusl, KoTopoe noTpebyeT Aonroro BpemeHW nepesarnycka
CHNCTEMBI;

- NpegycMaTprBaeTcsl TONbKO OAHO 3aLMTHOE 3a3eMIeHne ANsl 3NEeKTPUYECKON YCTaHOBKU; 3TO MeHee HafeXHbIN
cnocob, Yem 3asemnenune kaxagon yactm CUCTEMbI HenocpeacTBeHHO;

- YBENUYMBAETCS COMPOTUBIIEHNE 3ALLUTHOTO 3a3EMITEHUSI.

OnTvmMarnbHOe pelleHne COCTOMT B TOM, YTOGbl yCTaHaBNMBaTL afeKBaTHOE KOMMYECTBO CTAUMOHAPHBLIX PO3ETOK
CeTU 3MNeKTpoNUTaHUs COrNacHO COOTBETCTBYIOLMM rNpaBuam.

2,205 ®YHKUNOHANBbHOE COEOUHEHUE

Mo onpepenennio MEAVLMHCKOW SNEKTPUYECKON CUCTEMbI @YHKLIMOHAIIbHOE COEAUHEHWE noseo-
NnAeT HeMeauUUHCKOMY 3MeKTpu4ecKkomy usgenuio nepegasatb aHeprmio Ha MEQWUMHCKOE 3NEKTPUYECKOE U3-
OENWE. 3Ta nepegaya anekTpvyeckon 3HEPru orpaHuyeHa B COOTBETCTBUM C TpeGoBaHusAIMM HACTOSALWEro ctaHaapTa
(cm. 3.201.3 n 10.2.2.201).

®pasa «unu nboe gpyroe coeagMHeHne» MOXeT 03Ha4aTh, HaNpPUMep MexaHUYeckue, ONTUYECKMe Unu Gecnpoeoa-
Hble COEUHEHMUSI.

3.201 O6wme Tpe6oBanna k CUCTEME

MopxogAwmm AOKYMEHTOM, NOATBEPXKAAOWUM COOTBETCTBUE CTAHAAPTY, MOXET BbiTb AeKnapauusi COOTBETCTBUSA
M3roTOBUTESS UMW CBUAETENBCTBO OT UCTBITAaTENBHOMO LeHTpa.

3.201.3 JnekTponuTtaHue

BesonacHocTb nocne coeamHeHust obecnevvBaeTcs], Hanpumep, ogHUM Unu Gornee cneayrWwyMy YyCTPOUCTBaMK:

- BCTpoeHHbiMn B USOEJIUE cpeactBamm, Hanpumep, pasgeneHnemM Lenew;

- PABOENNTENbHLIMA YCTPOWCTBAMU kak npuHagnexHoctsimu MEOULIMHCKOIO SMEKTPUYECKOIO
W3OENTVA (cm. 17.201);

- PA3OENNTENbHbLIMA YCTPOWCTBAMM kak npuHaanexHoctsimn CUCTEMBI;

- pasgenuTenbHbIM TPaHCHOPMaTopPOM;

- gononHuTeneHbivMn NMPOBOOAMU 3ALLMTHOMO 3A3EMJTIEHUA.

HemeauumHckoe anekTpuyeckoe usgenme moxet obecneunTts ykazaHHoe anekTponuTaHune ansa MEOQUMLIMHCKOr O
ONEKTPUYECKOIO N3OEJINA B cooTBeTcTBUM € 4.7g), 6.8.2h), 19.1¢) n pucyHkom 17 obero ctangapra. dnekrponuTa-
HVe JOIMKHO COOTBETCTBOBaTh TpeboBaHWsAM obLiero cTaHgapTa unu obecneuvBaTth SKBUBAIEHTHYIO cTeneHb Gesonac-
HocTu, cooTBeTcTBYloWwyto 3.4 obwero ctaHgapra. Cum. Takke IEC 60513,

3.201.4 CUCTEMA

CUCTEMBbI, no ceoemy xapakrepy, MOIyT YacTo M3MEHSITbCS; HACTOSILLMIA CTaHAapT He paccmaTtprBaeT MogndmKa-
LUMIC OTAENBHbIX U3Oenuii B cucTeme.

6.8.201 3KCMNYATAUMNOHHBIE AOKYMEHTbI CUCTEMbI

B SKCMTYATAUNOHHBIX AOKYMEHTAX CUCTEMBbI, npeaHasHavenHon gans NMPAMOIO NMPUMEHEHWA HA
CEPJILE, pomxHa 6bITb NpeacTaBneHa nHpopmauusi no creayowmm nyHKTam:

- UCMOJb30BaHNE Pe3NHOBLIX NepHaTok;

- NCMONb30BaHKe 3anopHbIX KPAHOB M3 M30NUPYIOLLEro MaTepuana;

- MMHUManbHble paccTtosHua mexay NMALUMEHTOM w usgenuem, siensiowmmcs Yacteto CMCTEMbI (CPEJA,
OKPYKAIOWAA NAUMEHTA);

- nHCTPYKUum no npmmerHennio MEANLIMHCKOI O SJIEKTPUYECKOIO U3AENTNA B TUIMHYHON MEQULIMHCKON CUTY-
auun, HanpyYMep UCNoNb3oOBaHUe KaTeTepa.
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Mpu oueHke Ge3onacHocTn ocoboe BHUMaHWE AOMKHO ObITh yAaeneHo pasnuyHbiM ypoBHsm OMACHOCTU B Tex
cnyuasix, koraa s npeaenax CPE[bl, OKPY>KAIOLLEW MALIMEHTA, ucrionbayioT aatunku Ha Tene NALUUEHTA unu BHyT-
pW HEro, BKIoYasi NpsiMoe coeiMHEHVE ¢ cepaLeM.

Bo3moxHble coeguHenusi ¢ cepguem MNMALIMEHTA porkHbl 6biTb M30NMpPOBaHbI OT U3genusi.

Mpeaynpexaexue, He pasmewats MHOTOMECTHbIE PO3ETKW Ha nony, Heo6xoaumo gnsa Toro, |4tobbl npeaoT-
BpaTUTb MPOHUKAHWE XUAKOCTEN M MEXAHUYECKOE MOBPEXAESHUE.

Kpome TOro, AomnxHol 661Tb NpeaAnpuHATLI Mepbl, YTo6bl Npyu c6opke unu nameHeHnn CUCTEMbI, Bkniovatowen
MHOIOMECTHbIE PO3ETKW, oHu 66y ycTaHOBMEHBI Takmm cnocobom, 4Tobbl npegoTBpaTuTh NPOHUKAHWE XUAKOCTEN
M MexaHuueckoe rnoepexzeHue Bo Bpemsi HOPMATbHOW SKCMITYATALMM n TpaHcnopTupoBaHus.

TpeboBaHus B cTaHgapTax 6e30nacHOCTY HEMEOULIMHCKUX 3NIEKTPUYECKMX M3genui MoryT coaepxatb 6onee yskue
JAnanasoHbl YCIOBUI OKpYXXaloLlen cpeabl, YeM onpegeneHHole B 10.2 obuwero ctaHgapra. Ecnv Takoe HemeauumHckoe
areKTpuyeckoe usgenue B cucteme cakrtmueckm paboraet B 6ornee WMPOKOM ananasoHe, Yem onpeaenero 10.2 o6wero
cTaHgapTa, MOXeT BO3HWMKHYTb onacHocTb. OrpaHunyeHusi ycrnoBun okpyxatowen cpeagbl ana CUCTEMbI nnn vactu
CUCTEMBbI, otnuuHele oT TpeboBaHuii oblero ctaHAapTa, OMKHbI 6biTb ONMUCaHbI B OKYMEHTaX, KOTOPbIe CONPOBOXAa-
0T CUCTEMY.

10.2.2.201 3neKkTponuTaHue

OT1o TpeboBaHwe rapaHTMpyeT ypoBeHb Oe3onacHocTW, cooTBeTCTBylOWMA oO6WeMmy cTaHAaapTy, Ha YpoBHe
CNCTEMbI.

17.201 dneKTpuyeckoe pasgeneHue

BeaonacHocTb oTaenbHbix MEJULIMHCKUX 3NEKTPUYECKUX U3OEMUN 3aBucUT OT U3HA4ansHOMo yCcnoeus,
y10 CUTHANBHBIV BXOA unu CUrHAIBbHbBLIA BbIXOA 6yneT coeMHEH TOMNbKO C TEM U3Aenuem, KoTopoe NpeaHasHaqe-
HO ANs 3TWX uenew, nHade Bo3MOXHO BodpactaHme TOKOB YTEUKU u3-3a HexxenatenbHbIX TOKOB, NPOTEKAOWMX Yepes
cUrHanbHble kabenu.

OnacHble CUTyalUun MOoryT BO3HUKHYTb, ecriv CUTHATBHBIM BXO[ wnn CUITHANBHBLIA BbIXOA MEAULINH-
CKOI'O 3NEKTPUYECKOIO USOEJINA coeanHeH ¢ annapaTtypou, Haxogsilwencs 3a npegenamm MeauunHCKoro KabuHe-
Ta, BO3MOXHO B IPYTOM 30aHWK, Y NMO3TOMY NOACOEAUHEH K IPYION LIENW CETEBOro NMUTaHuS.

PA3JENNTENBHOE YCTPOMCTBO npeporepauaeT yrposy OMTACHOCTU ana NAUMEHTA u ONMEPATOPA.
OHo JOMKHO GbITh pacnonoxeHo kak moxxHo 6nmxe k MEAVLIMHCKOMY SNEKTPUYECKOMY USAENUIKO. Kpome Toro,
yctanoeka PASOENNTENBHOMO YCTPOWUCTBA nomoraeT usbexars ONMTACHOCTW, Bo3HUKAIOWEN U3-3a HENPaBUMb-
HOMN paboTkl M3genusi BCreacTBUE HeXxenaTeNbHbIX TOKOB, MAYLWMX Yepes3 curHanbHble kabenm.

Heo6xoanmocTs B PASOENUTENBHOM YCTPOWCTBE 3asucut Taike ot koHdurypaumm CUCTEMBI.

19.201 TOKU YTEYKHU

Onsa HeKOTOPbIX HEMEAWULIMHCKMX 3MEKTPUHECKMX W3ZEeNWi COOTBETCTBYIOWME CTaHOApTbl AONycKaloT npeaerbl
TOKOB YTEYKU HA KOPIYC Bbliwe yka3aHHbIX B HACTOALWEM 4ONOMHUTENBHOM CTaHAapTe. ITO pa3peluaeTcsl TONbKO 3a
npegenamn CPE[bl, OKPY>KAIOLWEW MALMEHTA. Ecnu Takoe wsgenue wcnone3yloT B npepgenax CPE[BI,
OKPY>KAIOLWEW MALIMEHTA, HeobxoaMmMo NpUHSTHE COOTBETCTBYIOWMX Mep ANst yMeHbluehns TOKOB YTEYKN HA
KOPMYC. Takumun mepamn MoryT 6biTb:

- gononHutenbHble Yactu ¢ SALLMTHBIM 3A3EMJTIEHMEM;

- pasgenuTenbHbIN TpaHcdopMaTop;

- pononHuTenbHbIN Henpoeoasawwmn KOPIYC.

CoeguHuTeneHble kabenn n nx cooTeeTCTBYIOWME rHe3aa sensTes Jactamm KOPTYCA, 1 nostomy npumeHsiioT
npeaensl Toka yteukn 8 CPEJ]E, OKPYXKAIOWEW MALMEHTA, B cooTeeTcTBuM ¢ TpebosaHusimu 19.201.1.

Ecnu ncnone3yiot MHOTOMECTHYIKO PO3ETKY 6e3 pasgenvutensHoro TpaHcdopmaTopa, To HapyLleHue ero 3a-
WMTHOrO 3a3eMneHns moxet npusectn k TOKAM YTEUKWU HA KOPIMYC, paeHbim cymme TOKOB YTEUKNA HA 3EMIIO.

44.7.201 OuncTtka, ctepununsaumns n gesnHdekumna

CUCTEMBbI gomxkHel 6bITb yCTaHOBNEHBLI TAKMM cnNocobom, utobel NMOJIb3OBATESb mor BbINONHUTE HeEo6XxoaUMYIO
OYUCTKY W, FAe 3TO NPUMEHUMO, CTEPUNU3ALMIO U Ae3nHAEKUMIO, Kak onpegeneHo B conposoxaatowmx CUCTEMY poky-
MeHTax. HaunoHanbHble opraHbl MOryT NpeabsaBNAaTL TpeGoBaHUs MO NCNONB3OBAHUIO ONPeAEreHHbIX METO0B CTEPUIU-
3auun unu aes3mHdekuMmn n Mep 3almTbl OT ONACHOCTEN BOCINITAMEHEHUS FOPIOYNX aHECTETUKOB.

49.201 MMpepobiBaHne INEeKTPONUTAHUA

CnegyeT 06patnTs BHUMaHWE Ha NOCNEACTBUSI NPEPbLIBAHUS ANEKTPONUTaHUS, CBA3aHHbIE C HeXenaTernbHbIMU Ne-
PEABWXEHUSMU, CHATUEM CRUMAIOLLMX yeunui n Ha 6esonacHoe yaanexnve NALMEHTA 13 onacHor 30HbI.

5§7.2.201 MHOIOMECTHASA PO3ETKA

MoryT Bo3HUKHYTb upe3amepHble TOKN YTEUYK HA KOPTTYC, ecnn He npensaTCTBOBaTh Uy Npeaynpexaarb criy-
YanHbIN OCTYN K AONONHUTENBHBIM COeAMHEHNAM 060pyI0BaHuS.

58.201 MpoBopa 3awmnTHOro 3azemnenna CUCTEMbI

B npegenax CPE[lbl, OKPY>KAIOWEW NALIMEHTA, BaXHO YMEHBLIMTL PasHOCTb MOTEHLMATIOB MEXMY YacTAMM
CUCTEMbI, a cooTBeTCTBYIOLEE COSAMHEHNE C CUCTEMON 3aLLUMTHOIO 3a3€MITEHUS UTPAET BaXKHYIO pPOJib B YMEHbLLIEHUN
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pasHoCTM noTeHumarnoB. [loaToMmy crnefdyeT nNpefoTBpallaTh pa3pbiB TAKMX 3alUMTHLIX CpeAcTB C nboi yvacTblo
CWCTEMBbI:

- QONycKaeTcs NCNonb30BaTh AONOMNHUTENBHOE 3aWwmTHOE 3a3emnenmne, korga TOK YTEYUKUM HA KOPTTYC B ycno-
BUSIX €AMHUYHOTO HapyLWeHUs NPeBbIWaeT AOMYCTUMbIE Npeaerbl;

- OOMONMHWTENbHOE 3aWUTHOE 3a3eMieHue He siBrsieTcss Heobxogmmbim anst MEAWUWMHCKOIO OSNEKTPK-
YECKOIO UBAENNA, cootBeTcTBytowero IEC 60601-1. Ho B cnyyae HeMeguUUWHCKOro SMeKTPUYEcKOro usgenvsi 31o
npeaoTBpaTUT NpeBblleHne gonyctumeix npegenos TOKA YTEYK HA KOPIYC;

- ncnone3osanme MHCTPYMEHTA He o6s3aTenbHo, YToObl OTCOEAUHWTDL LLITENCENBbHYH0 BUNTKY CETU 3MEeKTponmTa-
HUSI, NOTOMY YTO LUTENCENbHAS BUITKa OTCOEAUHUT M SNEKTPONUTaHne, U 3almUTHOE 3a3eMITeHNe.

11
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MpunoxeHne BBB
(cnpaBoyHoe)

an/IMepbl KOMOUHaUUn MegULMHCKUX ANeKTpnuiecKnx usgenun
N HeMeOULNHCKUX 3NTeKTpnv4eCcKnx usgenun

BBB.1 Bcrtynnenne

HaHo kpaTkoe onvcaHue cUTyauui, KOTOpbIe MOTYT BO3HWKHYTh, KOTa pa3Hble KOMOMHaLMKN M34ernuin NPUMEHSIIOT B
pasanuyHbIX MEAUUMHCKUX yCnoBusix. UToGbl He HapylaTbk KpaTKOCTW ONUCaHUs, ANs1 KaXKAoW cuTyaumm B3siTO He Gonee
ABYX BUAOB uagenvn (A n B).

BBB.2 MeanuunHckne cpeabl

PaccMoTpeHb! cnegytowye yqacTky (CM. Takke pucyHok BBB.201):

- CPEJA, OKPYXAKOWAA MALUMEHTA, kak YyacTb MEQULMHCKOro KabuHera;

- ocTarnbHas YacTb MeaMUUHCKOro kabuHeTa, He Bkniovast CPELY, OKPY>KAIKOLWYIO MAUMEHTA;

- HEMeAMLMHCKOe NnomeLleHre (NoMeLleHne, He NpegHa3HaYeHHoe A4Sl MEOULIMHCKOTO NEYeHus], Takoe Kak cnyxeot-

HOe NnoMelLeHne unu cknag).
Ons kaxgoro yyacTtka gornxkHo 6biTe ykasaHo SALLMTHOE 3A3EMIIEHUE.

Mpumeyanune—B pasHboix nomewennsax mexagy SAXKUMAMU SALLIMTHOIO 3A3EMIIEHUA moxeT GbiTb
pasHocTb noteHuuanos (U). B cnyvae pasomkHytoro COEJJUHEHWA 3AWMTHOIO 3A3EMIIEHUA (ycnoewe Hapywe-
Hus) ans USOENNA s CPEAE, OKPY>KAIOWEW MALIMEHTA, ata pasHOCTb NOTEHLMAIOB MOXeT BO3HUKHYTb Ha
KOPMYCE U3OEJNINA, cospasas ONACHOCTDL ans OMNEPATOPA wnv MALMEHTA, ecnn ONEPATOP ogHoBpemeHHO
potparmBaetcs go N3OENNA v NMAUMNEHTA, n ecnn nagenne otHocuTes K Tuny B.

BBB.3 WcxoaHble 3HaYeHuA

MAUMEHTBI gonxHbl 661Te NogcoeanHeHbl Tonbko k MEQULIMHCKOMY 3JIEKTPUYECKOMY USOENUIO, coort-
BeTCTBYlOLWeMY obwemy cTaHaapTy. [lpyras annapaTypa AomkHa oTBeuaTb Tpe6oBaHMsIM COOTBETCTBYIOWMX CTaHAAPTOB.

B ycnoBusix Hapywenus gonyctumbin TOK YTEUKU HA KOPITYC cocraensiet 0,5 MA.

Bce o6opynoBaHue, cooTBeTCTBYOWEe TpeboBaHusM 6e30nacHOCTU ANsi HEMEAVLMHCKOTO UCMONb30BAHNA U NOME-
weHHoe B CPE[lY, OKPYXAIOLLYIO MAUMEHTA, nyxaaetcsa B mepax, orpaHnyneaiowmx TOK YTEUKNA HA KOPI1YC,
€CINV OH NpeBbIWaeT 3Ha4YeHus, ykasaHHbie B 19.201.1.

BBB.4 Mpumepkl

NBa napenwns pacnonoxersl B CPENE, OKPY>KAIOLWE NALUMEHTA (cm. eutyaumio Ne 1 8 Tabnmue BBB.201).

BoamoxHbl Tpu BapuaHTa: 1a, 1b, 1c.

1a: o6a mn3genus A n B cootBeTcTBylOT TpeboBaHnAM obuwero ctaHaapTa — npo6nem Her.

1b: unagenve A cootBeTcTBYyeT TpeboBaHusim obLiero ctaHgapTa, a usgenue B — IEC XXXXX, Ho TOK YTEYKN Ha
KOPIMYC wu3genuss B HeobxoguMo orpaHuymTs Mnpu nio6om eavHndHom Hapywenun MPOBOJA 3AWUTHOIO
SA3EMITEHNA vnun nioboro apyroro skBMBanNeHTHOro NPoBoAa U3aenwvs, ecnu HeobxoauMo, NPUMeHsis B uagenuu B go-
NOMNHUTENbHOE 3alWMTHOE 3a3eMeHne Unu pasgenuTenbHbi TpaHchopmMaTop.

1¢c: nsgenue A ncnonb3yeTt UCTOYHWMK NUTaHWSA B usgenuu B. Nagenvne B HyxxgaeTca B NpuHATUM Mep Ans yka-
38HHOTO 3MNEKTPONUTaHUSA, KaK ONMCaHo U3rOTOBUTENEM, 1 JOMKHO COOTBETCTBOBAaThL Tpeboranusm 3.201.3. B cnyuae
Heo6XxogMMOCTH, B M3genuu B MoxeT 6biTb NPUMEHEHO AONONHUTENBHOE 3a3eMNeHne UK pasaenutenbHbliA TpaHe-
cdhopmaTtop.

MpumeyaHwue—Curyauum 2 n 3 paccmoTpeHsl B Tabnuue BBB.201.

Ta6nwunuya BBB.201 — KomGuHaumm MEOUUMHCKOIO SNEKTPUYECKOIO M3AENTMA 1 HemMeanuMHCKOro anek-
TpW4ecKoro usgenus

MeauumnHeKkuin KabuHet

MomewieHune,
Pelwenue
ncnone3yemoe B
Homep cutyauumm B CPELE, Bre CPE/b, HeMeaLHCKYX (cm. nyHkT 19 BO Beex
OKPYXKAIOLLE OKPY>KAIOLLE uensix cnTyauusix)
NAUMEHTA MALMEHTA
1a Nagerns An B
4 |B CPEQE, . A || B :
OKPY>XAIOLWEW MaK 60601 |maK 60801) |

NALUNEHTA
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Okonyanue mabnuuysl BBB.201

MeguuunHckuit kabuHet
i MomeuleHune, PeleHme
: ucnonbayemoe B
Homep cuTyauuu B CPEﬂE, E BHe CPEﬂbL HEMEAULIMHCKNX (CM. NYHKT 19 BO Bcex
OKPY)XAIOWEA i OKPY>KAIOLLEW Lensix cuTyaumsix)
NAUUEHTA ' NAUUEHTA
1b UNspenns AnBe = = Ins B: pononuutenbHoe
CPEJE, | | : 3alMTHOE 3a3emMneHne
OKPYXXAIOLLIE/ K oo | WIN pa3aenuTenbHbIA
NAUMNEHTA 5 TpaHcdopmaTop
1c¢ Wspenue A nuta- Ons B: gononHntenbHoe
1 | etca ot uctounmka y ' 3almMTHOE 3a3emMreHne
NUTaHWsl, BCTPOEHHO- M3K 60601 : WNU pasaenuTenbHbIi
ro e usgenue B, Ha- B TpaHcdopmaTop
xopsaweecs B8 CPE- MK XOXXX | !
IE, OKPY>XAIOLLEN :
MALUMEHTA
2a Uapgerve Ae
CPEQE, :
OKPY>KAIOLLLEM A i B
MALIMEHTA, nage- M3K § M3K
nve B B MeguumH- 60601 ; 60601
’ CKOM KabuHeTe '
2b WNapenue AB : Ina B: cm. 19.201 un
CPEQE, 3 npunoxexne AAA
OKPYXKAIOLLEN A ; B
MAUMEHTA, uaae- M3K : MIK
nve B B MeauLmH- 60601 XXX
CKOM KabuHeTe i
3a Nspenve AB A B Ona B: cm. 19.201 mn
CPEQOE, 5 M3K f MSI; jt133601 npunoxeHue AAA
OKPYXAIOUWEN ;
MALUMEHTA, nage- il ; MOK XXX
nve B B nomeLeHun, i
UCMNOonb3yemMoMm B He- O6Lee salMTHOE 3a38MITEeHMe
3 MeANLMHCKUX Liensax j
3b UMspenve A B y B Ons B: gononHuTenbHoe
CPEOE, OKPY>KA- : M3K 60601 3allMTHOe 3a3eMIieHne
OLLEEM NMALIMEH- M3K ! urm Unm
TA, n3genve B e no- 80601 ! MK XXX PA3OENUTENBHOE
MeLLEeHWK, NCronb3ay- . TP pre——— YCTPOWUCTBO
eMOM B HEMeaNLUH- 3awnTHO® 3a3eMneHue | © pasHuLEeil NoTeHLManos
CKUX Lensix i

MosicHeHus Kk Tabninue:
JlononHnTeneHoe 3alWwnTHOE 3a3eMIieHune: ecnm Heobxoaumo, crnegyeT obecneurBaTth AONOMHUTENBHOE 3alWUTHOS
3asemreHune, koTopoe ByaeT NOCTOSHHO NOAKMIOYEHO (CM. Takke 58.201).

MpwumedaHue—Moxer notpeboeaTtbcs MogndUKauus U3genusi.

PasgenuteneHbIli TpaHchopmaTop: ecnn Heobxogumo orpaHnumeaTe TOK YTEYKA HA KOPTTYC, ncnonbays go-
NOMNHUTENBHBIN pa3genuTenbHbi TpaHcopmaTop, cM. npunoxerne EEE.

Mpunmevanwune 1— Hukakaa mogudukauus nagenvs He Tpebyercs.

MpumevaHnwue 2— PasgenutenbHbili TpaHchopmaTop — TpaHcdopmaTtop ¢ ogHol unu 6onee BxoaHbIMK 06-
MOTKamu, OTAeNeHHbIMU OT BbIXOAHbLIX 0OMOTOK, NO KpaWHen mepe, OCHOBHOM u3onsiumeit (cm. IEC 60989).

PA3JENUTENLHOE YCTPOWUCTBO: ecnu Heobxoaumo, npumensiior PASAEJIMTENbHOE YCTPOWUCTBO.
IEC 60601 — meaguumHcKkoe anekTpu4eckoe nagenue cooTBeTcTByeT TpeboBaHusim craHgapTtoB IEC 60601.

IEC XXXXX — HemeauumHcKoe usgenue, CooTBETCTBYIOWee TpebGoBaHusM cTaHgapToB besonacHocTn MexayHa-
pogHOW AneKkTpoTexHU4eckon Kommceun.
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Mpunoxenne CCC
(o6a3aTenbHoe)

HopmatunsHble CCbinkn

Huxe nepeuncneHsbl CTaHAAPTHI, HA KOTOPbIE UMEIOTCA CCbIUKK B HacToswen Yactu IEC 60601. [Ana gatupoeaHHbIX
CCbINOK NocneayoLme NonpaBky UM NEPECMOTPbI HE NPUMeHsNTCA. OgHaKo NOOWPAETCA NPUMEHEHNE HOBEMLLIMX n3aa-
HWUI cTaHAapToB, 0603HaYeHHbIX HUXe. [INs HeAaTUPOBaHHBIX CCLINOK NPUMEHAETCS NocnegHee u3gaHne HOPMaTUBHOIO
AokymeHTa. YUnenbl IEC n MexayHapoaHon OpraHv3aumm o cTaHgapTusaummn noaaepXuBaloT pernctpsl 4EUCTBYIOLNX B
HacTosiwee BpeMsi MeXyHapoaHbIX CTaHOapTOB.

IEC/TR 60083:1997 Plugs and socket-outlets for domestic and similar general use standardized in the member
countries of IEC (LLItencenu n po3eTkn GbITOBOro M aHanNorMYHOro HasHaveHusl, CTaHAapTU30BaHHbIE B CTPaHAX — 4neHax
MO3K)

IEC 60529:1989 Degrees of protection provided by enclosures (IP code) (Ctenenu 3awmTel, 06ecneunsaemsie obo-
noukamu (IP-kog))

IEC 60601-1:1988 Medical electrical equipment — Part 1: General requirements for safety (U3aenva megnunHckne
anekTpuyeckue. Yactb 1. Obwme TpeboBaHusi 6esonacHocTn. Mamenenne 1 (1991) n usmenenwue 2 (1995))

IEC 60884-1:1994 Plugs and socket-outlets for household and similar general purposes — Part 1: General
requirements (CoeguHuTeny anekTpuyeckue ITencernbHble ObITOBOro U aHanorM4Horo HasHaveHust. Yacts 1. Obwume Tpe-
6oBaHusi. Monpaeka 1 (1994) u Monpaeka 2 (1995))

IEC 60989:1991 Separating transformers, autotransformers, variable transformers and reactors (TpancdopmaTtope!
pasgenurteribHbie, aBTOTPaHCGOPMaTOpPbl, PENYNIMPOBOYHbIE TPAHC(OPMAaTOpbl M PEaKTUBHBIE KaTYLLKA MHAYKTUBHOCTW)

Mpumevanwue 1— [OnavHbdopMaTUBHBIX CCbINOK CM. npunoxenHne DDD.

Mpunmevanwue 2—[Onawusgenun n CUCTEM BaxHbIM acnekToMm sIBNSIETCH YCTAHOBKA SNEKTPONUTaHUA B Me-
OVLIMHCKOM yupexaeHuu. B HekoTopbix cTpaHax NpUMEHSIIOT creumarnbHble TpeboBaHus.
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IEC 60065:1998

IEC 60335-1:1991

IEC 60601-1-4:1996

IEC 60825-1:1993

IEC 60950:1999

IEC 61010-1:1990

ISO 7767:1997

ISO 8185:1997

ISO 8359:1996

ISO 9918:1993

ISO 10079-1:1991

rocCT IEC 60601-1-1—2011

Mpwunoxenne DDD
(cnpaBo4Hoe)

Bubnuorpadua

Audio, video and similar electronic apparatus — Safety requirements (Ayano-, Buaeoannapartypa u
aHarnoru4yHas anekTpoHHas annapatypa. TpeboBaHUsi TEXHUKM Ge30NacHOCTH)

Safety of household and similar electrical appliances; part 1: general requirements (IMpubopbl anek-
Tpuyeckne GbITOBOro 1M aHamNorM4YHoro HasHadeHusl. besonacHoctb. Yacte 1. O6wme TpeboBaHus)
Medical electrical equipment — Part 1: General requirements for safety — 4. Collateral standard:
Programmable electrical medical systems (3nekrtpoannapartypa meguumHckasn. Yacte 1. Obwue
TpeboBaHusi k 6esonacHocTu. 4. flononHsiiowmii cranaapT. MNporpamMmmmpyemble MEAULUHCKUE 31ekK-
TPUYECKME CUCTEMBI)

Safety of laser products; part 1: equipment classification, requirements and user’s guide (besonac-
HOCTb NasepHbIX ycTpoiicTB. Yactb 1. Knaccudukauus annapatypsl, TpeboBaHusi 1 pykoBOACTBO
nonb3oBarernsi)

Safety of information technology equipment (O6opyaoeaHue ans MHOOPMALMOHHBIX TEXHOOMMINA.
BesonacHocTb)

Safety requirements for electrical equipment for measurement, control, and laboratory use; part 1:
general requirements (OnekrpoobopyaoBaHne ansi NpoBeAeHUS N3MEPEHUIA, ynpaernenusi n nabo-
paTopHoro ucrnonb3oBanusi. TpeboBaHns 6esonacHocTu. YacTb 1. O6wme TpeGoBaHmns)

Oxygen monitors for monitoring patient breathing mixtures — Safety requirements (MoHnnTopbl A4ns
KOHTPOISA coAepXaHns Kucnopoaa B AbixatellbHoW cmecy Ans nauveHta. TpeGoeaHus Gesonac-
HOCTH)

Humidifiers for medical use. General requirements for humidification systems (YBnaxuHutenu meam-
UMHCKOro HasHaveHus. Obwme TpeboBaHWs K cUCTEMaM YBNaXKHEHUS)

Oxygen concentrators for medical use — Safety requirements (KoHueHTpaTopb! kucnopoga meau-
umHckre. TpeboBaHust TEXHUKM Be30nacHOCTH)

Capnometers for use with humans. Requirements (KanHomeTpebl, npegHasHadeHHble Ans nogen.
TpeboBaHus)

Medical suction equipment; part 1: electrically powered suction equipment; safety requirements
(O6opypoBaHve acnupaunoHHoe MmeguuuHekoe. Yactb 1. SnekTpuyeckoe acnvpaunoHHoe obopy-
posaHue. TpeboeaHus Ge3onacHoOCTH)
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Mpunoxenune EEE
(obsa3aTenHoe)

Tpe6oBanua k MHOTOMECTHbBIM PO3ETKAM

EEE.1 MHOIOMECTHbIE PO3ETKHW ¢ pasaenutensHbiMu TpaHcd)opmaTopamm

MHOIOMECTHAA PO3ETKA moxeT 6biTb OTAENbHBIM U3genMemM unum ObiTb BCTpOeHHOW ydactbio MEOMLIMH-
CKOI'o 3NEKTPUYECKOIO UBAEJINA nnn HemeauuMHCKOro aneKTpuieckoro Uagernusi.

PasgenutenbHbin TpaHchoOpMaTop AOMmKeH CooTBETCTBOBaTh TpeboBaHusim IEC 60989, 3a ucknioueHneM makcu-
ManbHOI BbIXOAHON MolHocTy (1 kBA) 1 ctenenn sawmtsl (IPX4).

Mpuwmeuanwue—ABONHASA unn YCUNEHHARA U30NALMS, npumensiemas B TpaHcdopmaTopax (Hanpumep,
IEC 60742), He TpebyeTcs, notomy uro TOK YTEYKU HA KOPIMYC CUCTEMbI — meHbLe yem 0,5 MA B yCIOBUSIX €4UHNY-
HOro HapyLleHusl, NO3TOMY pasfenuUTenbHbIN TpaHchopMaTop AOCTaTOYEH.

TpaHcdopmaTtop gorkeH umeTs knace 1.

MpwumeyaHun e— 310 TpeboBaHne Heobxogumo Ansi obecneveHns CBA3U 060PYAOBAHUS U 3ALLUTHOIO 3a3eM-
NeHus.

Ecnvn 310 Heo6x0aMMO, KOHCTPYKLUS TpaHchopmaTopa AormKkHa MMETb 0COBYI0 CTENEHD 3alUMUTLI OT MPOHUKHOBEHUS
BOAbI, Kak ykasaHo B IEC 60529.
Mpepen BeixogHon mowHocTH 1 KBA ana tpaHccdhopmaTopoB, ykasaHHbi B IEC 60989, He npuMeHsieTcs.

Mpwnmeyanune— OrpaHnyeHne MowHOCTU He o06bsicHsieTces B IEC 60989, u HOMUHATIbHAA mowHocTs onpe-
Aensaercsl yCTAHOBINEHHbIM MITaBKUM NpeaoxpaHnTeneM 1 ncrnornb3yembiM kabenem anekrponutaHusi. OgHako xapaktepuc-
TUKM TpaHcdopmaTtopa AOMKHbI 6biTh TWaTeNnsHO Noao6paHbl, NPUHUMAsA BO BHUMaHUE U3MEHEHUsl B TOKe Harpysku
cMcTeMbl, YTODObI rapaHTMPOBaTb, YTO HANPSXKEHWE NUTaHKS K M3genusm, Bxoaswmm B CUCTEMY, octaHeTcs B npegenax,
ykasaHHbIX B 10.2.2 obwero craHgapra.

B pgononHeHve k TpeboBanusam IEC 60989 TpaHchopmaTopbl 4OMKHBI ObITb MPOMapKMPOBaHbI CornacHo TpeGoea-
HusM 6.1 1 6.2 oblero cTaHgapTa.

MHOIOMECTHAA PO3ETKA aonxHa umeTb MapKMpOBKY MakCUManbHON BbIXOAHOW MOLHOCTW.

MHOIMOMECTHAA PO3ETKA pgonxHa 6biTb NOCTOSIHHO coeAuHeHa ¢ TpaHchopMaTopoM, UMK WTencenb Ans noja-
coeavHeHnsi TpaHcopMaTopa He AOIKEH COCTLIKOBLIBATLCA CO WTeNncenemM anekTponutanus cornacHo IEC/TR3 60083
(cm. npunoxenue FFF).

MpwumedyaHune— KoHTponb usonsiumm pasgenurenbHoro TpaHcdopmaropa He ABnsieTcsl Heobxoaumbim. Ean-
HUYHOE HapyleHne MOXeT ObiTb 0BHapyXeHO BO BpeMsi TeKyLwero obcnyxueaHus, a ycnoeue ABOWHOMO HapYLUEHUS] He-
npumeHnmo. donyctuma, Ho He TpebyeTcsi, KOHCTPYKUUSI TpaHcchopmaTopa C 3a3eMNeHHbIM LeHTPanbHbIM BbIBOAOM
BTOPUYHON OOMOTKM.

MHOIOMECTHAA PO3ETKA pormxHa 6biTb NnpomapkupoBaHa cumeonom 14 taénuuel DI, npunoxenus D obuiero
cTaHgaprTa.

Coomeemcmeaue rposepsiiom OCMOMPOM U KaK yKa3aHo & coomeemcmeyrouwux nyHkmax obuwiezo cmaxoapma.

EEE.2 MHOMOMECTHBbIE PO3ETKHU

MHOIMOMECTHbBIE PO3ETKW gonxHbl cootBeTcTBOBaThH IEC 60884-1, a Takke cneayiowmm TpeboBaHUsAM:

- NYTU YTEYKA n Bo3ayLWHLIE 3A30PbI gomxHbl cooTBeTCcTBOBaTh 57.10 06WEro ctaHaapTa;

- MHOIMOMECTHBIE PO3ETKW pgomxHbl MMeTb Knacc |, n 3awmtHoe 3asemnenne AomkHO BbiTb CBA3aHO C KOHTaK-
TaMy 3aWWTHOrO 3a3eMIEHNs! B LUTENCENbHbLIX pa3beMax U3genui;

- 32XWUMbl 3AWMTHOIO 3a3eMIeHNs1 M NPOBOAA 3aLLMTHOIO 3a3eMNEHUS AOMKHBI COOTBETCTBOBATL NYHKTY 58 06wwero
CcTaHaapTa;

- KOPMYCA pomxHbl COOTBETCTBOBATH NMYHKTY 16 obuero ctaHaapra;

- YCTPOWCTBA 3MEKTPONUTaHWS U 3MNEKTPONPOBOAKU, KOTAA 3TO NPUMEHNMO, AOMKHBI COOTBETCTBOBATL MYHKTY 57.5
obuwero craHaapTa;

- CBOMCTBA KOMMOHEHTOB He AOIKHbI NPOTMBOPEYNTL YCIIOBUSIMU UCNONb30BaHusA (M. 56.1 b) obwero ctaHgapra);

- CoeavHUTENM JOIKHbI COOTBETCTBOBaTh TpeboBaHusim 56.3 obwero ctaHaapTa;

- WHYPbI 3NEeKTPONUTaHUs! AOMXKHbLI COOTBETCTBOBaTL 57.3 n 57.4 obwero craHaapTa;

- 3aWMTHOE 3a3eMIieHne JOIKHO COOTBETCTBOBaTL TpeboBaHuam nyHkTa 18 obwero craHgapTa.

MpumedaHue—IlonHbii nMneaaHc 3awmTHoro 3asemnenus ans CUCTEMbI moxert 6biTb Ao 0,4 OM nnu
BbllWe, eCnun BbINONHeHbI ycrnosus 18 g) obuiero ctaHaapTa;

- MHOFOMECTHAA PO3ETKA ponxHa 6biTb NpoMapkupoBaHa cuMmeosom 14 taébnuubi D I, npunoxenune D o6uiero
cTanpapTa.
Coomeemcmaue rposepsiiom OCMOMPOM U KaK yKa3aHO 8 COomeemcmeyrowux myHkmax obwezo cmaxdapma.
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Mpwvnoxenne FFF
(cnpaBo4Hoe)

Mpumepbl npumeHeHa MHOMTOMECTHbIX PO3ETOK
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Mpunoxexnne DA
(cnpaBo4HoOe)

rocT IEC 60601-1-1—2011

CBefeHUs 0 COOTBETCTBUU MeXrocyaapcTtBeHHbIX CTaHA4AapPTOB
CCbINMOYHbBIM MeXAyHapoAHbIM CTaHAQapTaM

Ta6nuua QA1

Kue LTencernbHble 6bLITOBOro M aHanorM4Horo Ha-
3HauveHust. Yactb 1. O6wme TpeGoBaHus

0O603Ha4YeH1E CChINMOYHOIO MEXAYHAPOAHOro CreneHb 0603Ha4eHVe 1 HaMEHOBaHWE COOTBETCTBYIOLLErO
craHgaprta €cooTBETCTBUA MEXrocynapCTBeHHOro crtaHaapra

IEC/TR3 60083:1997 LUtencenu u po3etkun 6bi- — *
TOBOrO M aHarorMYHOro Ha3HaueHusl, cTaHaapTU-
30BaHHble B cTpaHax — uneHax MOK
IEC 60529:1989 Crenenu 3awmtbl, obecneum- MOD FOCT 14254—96 (M3K 529—389) Crenenun 3a-
Baemeble obonoukamm (IP-koa) wmThl, ob6ecneunBaemblie o6onoukamm (Kog IP)
IEC 60601-1:1988 Uapenuss  mMeguumHckue MOD FOCT 30324.0—92 (M3K 601-1—88) Uagenus
anektpudeckue. Yacte 1. O6wme TpeboBaHus MeauUUHCKMe arnekTpuyeckue. Yacte 1. O6wume
6e3onacHocTm TpeboBaHus 6e3onacHocTn
IEC 60884-1:1994 CoeguHuTenu anekrpudec- MOD FOCT 30988.1—2002 (M3K 60884-1—94) Coe-

OUHUTENN 3MeKTpuYeckne wrencerbHbie 6biTo-
BOr0 W aHanoIM4HOro HasHadenusi. Yactb 1.
O6wue TpeboBaHUsa U METOAbI UCMLITAHNNA

IEC 60989:1991 TpaHcdopmartopbl pasgenu-
TernbHble, aBTOTpaHCOPMAaTopbl, PErynMpoBoY-
Hble TpaHCHOPMAaTOPbl U PEaKTUBHbIE KaTyLLKW
WHOYKTUBHOCTM

*

BETCTBWA CTaHaapTa:
- MOD — moanthunumnpoBaHHbie cTaHaapThI.

* COOTBETCTBYIOWUI MEXIOCYAapPCTBEHHbLIN CTaHAApT oTcyTCcTBYET. [l0 ero yrBepaeHns pekoMeHayeTcst UCrnorib-
30BaTbh NepeBo Ha PYCCKUIA A3bIK JAHHOTO MeXAyHapoAHOro cTaHaapTa. [Nepesoa AaHHOro MexayHapoaHOro ctaHaap-
Ta HaxoanTcsa B PegepanbHOM MHDOPMALUNOHHOM POHAE TEXHUYECKUX PEFMAaMeHTOB N CTaHAAPTOB.

MpuMeyaHune — B HacTosWeM cTaHgapTe UCMNONb30BaHO crieayiowee YyCnoBHoe 0603HaYeHne CTeneHn cooT-
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KomnbtoTepHas Bepctka O.4. Yepenkosoli
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