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Beenenne

Hacrosiuii crangapT sBiseTcss MpsSMbIM IMPUMEHEHHEM MexXAayHapoaHoro ctanmapra [EC
60601-1-1:2000 «M3genust wmeauuuHckue osnekTpudeckue. Yacte 1. OOmme TpeGoBaHuUs
Oe3omacHocT. 1. TpeOoBaHus 0E30MACHOCTH K MEIUIIMHCKAM JJekTpudeckuM cucremam» (IEC
60601-1-1:2000 Medical electrical equipment — Part 1: General requirements for safety — Collateral
standard — Safety requirements for medical electrical systems), moaroroBiaeHHOro TeXHHUYECKUM
komuteroM MOK 62 «3nenust MeTUIUHCKHIE SJIEKTPUUECKUE.

[Inpokoe [IPUMEHECHUE KOMIIBIOTEPHBIX TEXHOJIOTUH B MEJNINHCKUX
OJIEKTPUYECKUX U3JAEJIMAX o00ycrnoBiuBaeT BBICOKHH YPOBEHB CIOXHOCTH ATHX H3JCIUH,
YCTYMAIOLIUI JIUIIb YPOBHIO CIOXHOCTH Ouonorumueckoi cuctemsl opranusma [TAIITMEHTA, mus
JMUATHOCTHKU W/WIU JICYCHUs KOTOporo mpenaHazHadeHo To wiu uHoe W3JIEJIME. IlomoGHas
CJI0XHOCTh 03HAYAET, 4TO NpH HcnbiTaHusax U3JEJINI HekoTopble CHCTeMAaTHUECKHE OTKA3hl MOTY'T
OCTaTbCsl HEBBIABIEHHBIMU. B COOTBETCTBMM C ATHM HACTOSALIMI CTaHAAPT BBIXOAMT 32 pPaMKHU
TPaJMIMOHHBIX METOJOB HCIIBITAHMS M OLGHOK TIOTOBBIX K BhIMycky W3JIEJIMM u Brmouaer
TpeOOBaHUS K MPOLECCY UX pa3paboTKu. McmplTaHHE FOTOBOTO M3/EIHs caMo Mo cebe He SBIsSeTCs
noctatounbiM  ycnmoBueM — ompeneneHuss  BE3OINACHOCTU  cnoxueix  MEJUIIMHCKUX
SJIEKTPUYECKUX U3EJNN.

IEC 60601-1-1 sBuserca  JONOJHUTENBHBIM  CTAaHJAPTOM IO  OTHOUIEHUIO K
IEC 60601-1 «M3nenus meauuunckue sekrpudeckue. Yacts 1. O6ume tpedoBanus 0€30MacHOCTH
(mamee — oOmwmii cranmapt). Hacrosmmii cTrangapTt ycTaHaBiIMBaeT TpeOOBaHHMS K TIPOLECCY
pa3paboTKM W ero »TamaM ¢ TeM, uToObl ux BbmojgHeHue obecrneunio BE3OITACHOCTD
MEJUILIMHCKUX DJIEKTPMYECKUX W3JIEJNH, Bxmouaomux ITPOIPAMMMUPYEMBIE
DJIEKTPUYECKHUE ITOACUCTEMBI (II3I1C). Ilonstus «ynpaienue PUCKOM» n «IUKII
PA3PABOTKW», siBnsitomuecs OCHOBHBIMU MOHSTHSIMHU HACTOSIIETO JOTOJHUTEILHOTO CTaHIapTa,
MOTYT TaKke WMeTh 3HaueHue u npu pazpaborke MEJIWNIIMHCKOI'O S3JIEKTPUYECKOI'O
N3AEJINA, B cocraB kotoporo He BxomaT I[IPOIPAMMUPYEMBIE 3JIEKTPUYECKUE
CUCTEMBI.

B 3aBHCHMMOCTH OT KOHKpETHOW 3ajauu 3(PQPEeKTUBHOE MPUMEHEHHE HACTOSALIETO CTaHAapTa
TpeOyeT COOTBETCTBYIOLIEH MOATOTOBKH B CIEAYIOIIUX 00JACTSIX:

- mpumenenue crenupuyeckoro MEJJUIIUHCKOI'O 3JIEKTPUYECKOI'O U3AEJINA c
akearoM Ha BE3OITACHOCTHD;

- mportecc pazpadotkn MEJAMIINMHCKOI'O DJIEKTPUYECKOI'O U3AEJIN A,

- METOBI 0OecIIeuYeHHs 0€30ITaCHOCTH;

- rexuuku AHAJIM3A PUCKA u ynpasnenus PUCKOM.
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JIONOTTHUTENBHBIE CTAaHIAPTHl OMPEICINSAIOT 00me TpeOoBaHUS K OE30MacHOCTH TPYIIIBI
MEJULIMHCKUX DJIEKTPUYECKNX U3EJINI (nanpuMep, pagroqorndeckoe 060pyI0BaHHue),
ONpeIETICHHBIX XapaKTEPUCTUK BCETO MEJNIMNHCKOI'O OJIEKTPUYECKOI'O
OBOPYJIOBAHUS, He TMONHOCTBIO ONpEIelCHHBIE B OO0meM CcTaHaapTe (Hampumep,
AJIEKTPOMAarHUTHasi COBMECTUMOCTb ).

Hywmepanus pa3nenoB, MyHKTOB M MOJIYHKTOB HACTOSIIETO JOMOJHUTENBLHOTO CTaHAapTa
COOTBETCTBYeT oOmeMy craHgaptry. [loAmyHKTbI, KOTOpbIE SBJISIOTCS JOMOJHUTEIBHBIMH K
COOTBETCTBYIOIIUM M3 0OIIero craHgapra, HauuHaioTcss ¢ 201; AOMOJIHMUTENbHBIE HPUIOKECHUS
obo3nauensl AAA, BBB u T.11.

B HacrosiiieM cTannapTe UCIOJIb30BaHbI ClEAYoNre MPUGTOBBIC BbIICICHHUS:

- IPUMEYaHUs, IOSICHEHUS, PEKOMEHIAINH, IPUMEPHI, 00IIHMEe YTBEPHKICHUS — MIETUT;

- METO/Ibl UCTIBITAHUH — KypCHB;

- TEpMHUHBI, KOTOpbIE OIpEeAETeHbl B pasjene 2 oOlero CcraHaapra, HACTOSIIETO
JIOTIOTHUTEIBHOTO CTaHAAPTA, — MPONHUCHBIE OYKBBHI.

Jlns  mpoBeleHHs  COOTBETCTBYIOIIMX  MCIBITAHUNA  TpeOOBaHHUS  COMPOBOMKIAIOTCS
crerupuKausIMu.

[TyHKTBI W TOAIYHKTHI HACTOSIIETO JOTOJHUTEIHFHOTO CTAaHAapTa, 0OOCHOBAaHHE KOTOPBIX
MPEJCTABICHO B MPWIOKEHUN AAA, MOMEUYEHBI «+».

OOs3aTenbHbIE TPUJIIOKEHUST — YacTh TEKCTa CTaHJapTa, CIPAaBOYHBIC MPUIOKEHUS
npuBeNeHbl Tonbko s uHopmanuu. B Hactosmem cranmapre mnpunoxenus EEE u CCC
obsi3arenpHbIe, a mpuioxeHus AAA, BBB, DDD, FFF u GGG cnpaBouHsie.

Texer mexayHapomgHoro crtanaapta IEC 60601-1-1:2000 6su1 omo6pen CENELEC kak

€BPOTECHCKUIA cTaHIapT 0€3 KaKMX-TH00 N3MEHEHUH.

VI



I'OCT IEC 60601-1-1-2011
MEXTOCYAAPCTBEHHBIU CTAHJIAPT

N3AEJUA MEJJUIINHCKHUE SJIEKTPHUYECKHUE
Yacte 1-1
OBILIUE TPEBOBAHMUS BE3OIIACHOCTH

TpeﬁoBaHm{ 0€30MacHOCTH K MEINIHUHCKHUM IJICKTPUIECCKUM CUCTEMaM

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

medical electrical systems

Jlata BBegenuss — 2013—01—01

Paznen nepBbiid. O01IMe MOT0KEHMSI
1 O6saacTh pacnpocTpaHeHUs U LeJIb

*1.201 O0Js1acTh pacnpocTpaHeHust

Hacrosimuiéi ~ MOTOMHUTENBHBIA  CTAaHAAPT  PaACIpPOCTpPaHSETCS  HA  OE30MAaCHOCTH
MEJUIWHCKUX DJIEKTPUUYECKUX CUCTEM (nanee — CUCTEMBI), cornacuo onpezeneHuto
B 2.201. B cranpmapte mnpuBeneHbl TpeOOBaHUS O€30MaCHOCTH C IENbI0 00ECIEeYUTh 3allUTy

ITALIMEHTA, OIIEPATOPA u okpy>Karomux.
2 TepmuHbI u onpeae/ieHUs

B Hacrosiem A0moNHUTENBHOM CTaHAApTE TEPMHHBI, HalledaTaHHbIE MPOMUCHBIM HIpUPTOM,
UCIIONB3YIOTCS B COOTBETCTBUM ¢ ux onpenenenueM B [IEC 60601-1 (nanee — oOmuii cTanmapr).

Hcnonb3yemMple B TEKCTe  TMOHATHS  «HANPSDKEHHE» U «TOK»  0003HAYaroT
CpEIHEKBAIpaTUYECKNE 3HAUEHUs MEPEMEHHOTO TOKa, MOCTOSIHHOIO TOKAa WJIM KOMOMHMPOBAHHOIO
HaANpPSDKEHUS WIK TOKA.

B crangapre ucnonbp30BaHbl CIEIYIONINE JOTIOTHUTEIbHBIC OTIPEACTICHUS:

*2.201 MEJUHUHCKASA JIEKTPUYECKASA CUCTEMA (MEDICAL ELECTRICAL
SYSTEM): CoBOKyIHOCTbh HECKOJBKUX H3IENIUN, MO0 KpaillHeW Mepe, OJJHO M3 KOTOPBIX SIBISETCS
MEJUIWHCKUM DJIEKTPUYECKUM N3JAEJIMEM, CBSI3aHHBIX C MTOMOUIBIO
®VHKIMOHAJIBHOI'O COEAUHEHUS wmmi ¢ ucmomssoBanmem MHOI'OMECTHOM
PO3ETKU.

Mpumeuanue — Tepmun «U3JIEJINS» mcnonw3yercs st 0003HAUCHUS W3JENNN, OTHOCSIIUECS K

CUCTEME (cMm. Taxke mpumMepsl B npuiiokenut BBB u FFF).

HN3panue opunuaabHoe
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*2.202 CPEJA, OKPYXKAIOIIASA IMAIMEHTA (PATIENT ENVIRONMENT): JIro6oe

MPOCTPAHCTBO, B KOTOPOM MOKET BO3HUKHYTh HAMEPEHHBIM UM HEMPOU3BOJIbHBIN KOHTAKT MEXKIY
[NAOMEHTOM u wactamu CUCTEMbI wmun mexny I[MTAIIMEHTOM wu agpyrumu nroabMmu,
Haxomsmmucs B kourakre ¢ CUCTEMOU (cm. pucynok 201).

#2.203 PA3JEJIMTEJIBHOE YCTPOMCTBO (SEPARATION DEVICE): KommnoHeHT
WM COBOKYIMHOCTh KOMIIOHEHTOB, UMEIOLIUX BXOAHbBIE M BBIXOJHBIE YACTH, B IIENIAX OE30MACHOCTH
NPEeIOTBpAlAONINX T[epefadyy HEXKENaTeNIbHOTO HalpsDKeHHUS WIM TOKa MEXIy YacTSIMH
CHUCTEMBEI.

*2.204 MHOI'OMECTHAS PO3ETKA (MULTIPLE PORTABLE SOCKET-OUTLET):
KombOunanus nByx uinu 6osee po3eTOK 3JEKTPONUTAHUS, MpeJHA3HAYCHHBIX ISl PUCOEINHEHUS K
HUM THOKUX KaOelel WM IMIHYpPOB, KOTOpas BO BpeMsi pabOThI MOXKET OBITh JIETKO MepeMelIeHa OT
OJIHOTO M€eCTa 110 JPYyTroro.

Mpumeuanue — MHOIOMECTHAS PO3ETKA Mmoxer ObITh Kak OTHCIBHBIM H3IEIHEM, TaK H

BCTpOGHHOﬁ HaCTbO MCAUTTMHCKOI'O WM HEMCINITMHCKOT'O U3 ACTIHNA.

*2.205 ®YHKIUOHAJIIBHOE COEJMHEHHME (FUNCTIONAL CONNECTION):
OnekTpuyeckoe WIN JII000e Ipyroe COeAMHEHWe, BKIIOYas IpeJHa3sHadeHHOe JUId Iepenadn

CUTHAJIOB, SHEPTHH WM BEIIIECTBA.
3 Oo0mue TpeGoOBaHUS

*3.201 Oomue TpedoBanuss Kk CUCTEME

[Tocne ycranoBku wiu mnocnenyromet moaudukammun CUCTEMA He nomkHa BBI3BIBATH
OITACHOCTHb.

CUCTEMA nomxHa o0ecieunBaTh:

- B CPEJIE, OKPY)KAIOH.[EPI I[MAIIMEHTA, Ttakoii e ypOoBEHb O€30MacHOCTH, KaK W
MEJNIMHCKOE SJIEKTPUYECKOE U3AEJIUE, cooTBeTcTBYIOIIEE 001LIEMY CTaHAApPTY, U

- 3a mpememamu CPEJIbL, OKPVYKAIOIIEM IIALIMEHTA, HOCTAaTOYHBIH ypOBEHb
0e30MacHOCTH HEMEIUIIMHCKUX DIEKTPUUYECKUX U3JENHN, COOTBETCTBYIOIIMX HOPMATHBHBIM
JOKyMEHTaM B 00sacTu 6e30macHOCTH (yKas3aHsl B mpuioxxeHnu DDD).

Coomeemcmeue umeem mecmo npu evinoanenuu mpeodosanuu 3.201.1, 3.201.2, 3.201.3 u
3.201.4. CHUCTEMA, exnouaowas o000pyoosanue uiy 4acmu, 6 KOMOPbLIX UCHONb3YIOMCA
Mamepuanvl UlU KOmopvie UMeom KOHCMPYKYUIo, OMAUYHYI0 OM ONUCAHHBIX 8 CMAHOApmax,
ynomsnymoix ¢ 3.201.1 u 3.201.2, mooicem npumeHamscs, eciu obecneuusaemcs: IK8UBAIEHMHbIU
VposeHb be30nacHocmu.

3.201.1 MeauuuHCKOe JIEKTpHYeCKoe u3aejime
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MEJUIHWHCKOE 2JIEKTPUYECKOE U3AEJIME nomkHO COOTBETCTBOBATH TPEOOBAHUSIM
0e30macHOCTH OOIIETO M YaCTHBIX CTAHAApTOB B 00J1acTH O€30MTaCHOCTH.

Coomeemcmaue npogepsarom npocmompom 0OKYMEHMO8 Ul CEpMUPUKAmos.

3.201.2 HeMeaMIUHCKOE 3JIeKTPUYECKOE U3Ae/Ie

HemenuuuHckoe SIEKTPUYECKOE M3ICIHE JOJKHO COOTBETCTBOBATH HOPMATHBHBIM
JIOKyMEHTaM B 00J1acTH 0€3011acCHOCTH, OTHOCSIIUMCS K paccMaTpuBaeMol ammaparype (CM. Takke
npunoxxkenue DDD).

B CHUCTEME He pnomyckaeTcss WCHOJB30BaTh OOOpPYJOBaHWE, B KOTOPOM 3allUTa OT
TOpaXKEHHs HTEKTPHUECKAM TOKOM obecneunBaercs Tonbko OCHOBHOM N3OJISLAEN.

Coomeemcmaue npogepsom npocmompom OOKYMEeHmMO8 Ul CEpMUpUKamos.

*3.201.3 DnexkTponuTanue

VYcranaBnuBaemoe anekTpornutranue corjacHo 10.2.2.201 10MKHO  COOTBETCTBOBATH
TpeOOBaHUSAM O€30MaCHOCTH OOINEro craHAapTa WM JODKHO 00€CIeYrBaTh SKBHBAICHTHYO

CTENEeHb 0E30IIaCHOCTH.

IMpumeuanue - Ilpu w3menenun wnu wmomaudpukarun CHUCTEMBI HeoO0X0AMMO BBIYHUCIUTH
notpebisiemyto  momHOCTh CUCTEMbBI u  ybOeauThesi, 4YTO OHA COBMECTHMA C MOIIHOCTBIO, KOTOPYIO

noanepxxusaeT MHOI'OMECTHAS PO3ETKA.

Coomeemcmaue npogepsaom npocmompom 0OKYMeHMO8 Ul CepmupuUKamos.

*3.201.4 CUCTEMA

[Tocne ycranoBku mnu nocnenyromeid moaudpukaruu CUCTEMA nomkHa COOTBETCTBOBATH
TpeOOBaHUSAM HACTOSIIETO TOTIOTHUTEILHOTO CTaHAAPTA.

Coomeemcmeue npogepsiom 0CMOMpOM, UCHLIMAHUAMU UTU AHATUZOM, KAK ONpeoeseHo 6
coomeemcmayouem nyHKme.

Cnedyem paccmampuéams moJibKO me ONACHOCMU, KOMOpble 03HUKAIOM HpU COeOUHeHUU
paznuunsix uzoeau CUCTEMABI.

Hcneimanus, omnocawuecs k npogeepke mpebosanuii 6€30nacHoCmu 0moenibH020 U30enus
CUCTEMMBI, ysice noogepeHymozo maxkum UCHbIMAHUAM NO COOMBEMCMBYIOWUM CIMAHOAPMAM, He
cedyem nosmopsime.

Hcnvimanus cnedyem npogooums.:

- 6 HOPMAJIBHOM COCTOAHHUU, echu 6 nacmoswem cmanoapme Hem Opy2ux YKa3auui,

- 8 DKCNILYaMAayUOHHBIX PEHCUMAX, ONPeOesIeHHbIX U320MOBUMENIEM CUCTEMDL.
6 UnenTudukanusi, MAPKUPOBKA U TOKYMEHTALMSA

*6.8.201 DKCINIYATAIIMOHHBIE JTOKYMEHTbBI CUCTEMbI
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CUCTEMA (Bxmouas wmomuduimpoBannyro CHUCTEMY) nmomkHa CONMPOBOXAATHCS
JOKyMEHTaleH, copeprkalieil Bce HeoOOXOAUMBbIE JaHHbIE Ul €€ 0€30IacHOr0 MCIOJIb30BaHUs IO
Ha3HAUCHHUIO.

OTH TOKYMEHTHI IOJI’KHBI BKJIIOYATh B CEO:

a) OKCIUIVATAIMOHHBIE  JOKYMEHTBI na  kaxnmoe  MEJUIMHCKOE
DJIEKTPUYECKOE U3AEJIME (cM. myHKT 6.8 0011ero cranmapTa);

b) SKBUBaJEHTHBIE JOKYMEHTHI Ha KaX/10€ HEMEAULIMHCKOE AIIEKTPUYECKOE U3/ETIHE;

C) Clenyromyo nHMHOPMAIUIO:

- WHCTPYKIMH TIO OYMCTKE M, €CIIM MPUMEHHMO, 10 CTEPIIIN3ALUN U AC3HH(DEKINN KaXKI0TO
n3nenus, spisromerocs yacteio CUCTEMBI,

- JIOTIOJIHUTENbHBIE MeEphl MO oOecreueHuto Oe30MacHOCTH, KOTOpbIe JOJDKHBI OBbITh
npuMeHeHbl Bo Bpems ycraHoBku CUCTEMBI;

- ykasanme, kakme uacth CHCTEMbI wucnonmesyiorcs B CPEJIE, OKPYXAIOIIEN
I[TALIMEHTA;

- JIOTIOJIHUTENbHBIE MeEphl MO oOecreueHuto Oe30MacHOCTH, KOTOpbIe JOJDKHBI OBITH
IPUMEHEHBI BO BpeMs IPOPHIAKTHUECKOT0 00CTy)KUBaHUS;

- npenynpexnaenue o ToM, yTo MHOT'OMECTHAS PO3ETKA He nosmkHa ObITH TOMEIIEHA
Ha I10J1;

- TOpeAynpexkIeHHWe O TOM, 4YTO C CUCTEMOM He MOKHBI OBITH COEIMHEHBI
nononaurenbHas MHOI'OMECTHAS PO3ETKA winn y IMHUTENbHBIN LIHYD;

- MpEeayNpexJeHUE O HENONYCTUMOCTH IOACOSAMHEHHUS H3JEIHMM, KOTOpBbIE HE SBISIOTCS
gacTteio CUCTEMBI;

- MaKCHMalbHbIe pa3pCLICHHbIC TOKOBbIE Harpysku mis mo6oii MHOTI'OMECTHOM
PO3ETKMU, ucnonszyemoii B CUCTEME;

- uHCTpYKIMHK 0 ToM, uto MHOT'OMECTHBIE PO3ETKMU, ucnonssyemsie ¢ CUCTEMOMU,
CJIeyeT UCIOJIH30BATh TOJIBKO JIJISl TOIaYr SHEPTUHU K u3aenusiM, BxoasamuuM B coctaB CUCTEMBI;

- 00BSICHEHHE PUCKOB, BOSHUKAIOLINX MPH MOJICOCMHEHNHN HANPSMYIO K HACTEHHON pO3ETKe
IUTAIOLIEH CeTH HEMEIUIUHCKOIO 3JIEKTPUYECKOro H3AEHs, KOTOpOE IOCTaBISETCS KakK 4acTb
CUCTEMBI, korma ono momkHO ObITh moakmoueHo yepes MHOT'OMECTHYHO PO3ETKY c¢
pa3aenuTeIbHBIM TpaHchopMaTopoM;

- OOBSCHEHHWE PHCKOB, BO3HHKAIOIIHUX TMPH TMOACOCIUHECHUH K MHOI'OMECTHOM
PO3ETKE anexrpuueckux usnenuii, koropslie He ABisitoTcs yactbio CUCTEMBI;

- mo0ble OTPaHMYCHHS YCIOBUI OKpY’KaIOMIeH Cpelibl, rapaHTHPYIOIUX 0€30MacHOCTh (CM.

pasznen 10 obmiero cranmapTa).
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- u"ctpykiun OIIEPATOPY He kacaTbCsi OJHOBPEMEHHO 4acTel, YIMOMSHYTHIX B ITyHKTE
16.201, u ITAITUEHTA.

d) pexomenmammu:

- MOHT&XHUKY — O ToM, Kak ycranaBnmuBate CHCTEMY, 4ro0sl o00ecneuuTh
[TOJIb3OBATEJIIO onTumalbHble yCIOBUS UCIIOIb30BaHUS;

- TIOJIB3OBATEJIKO — Kkak BBINOJIHATh OYHUCTKY, PETYJUPOBKY, CTEPWIM3ALMIO U
npoueayps! aesuHdekuuu, onpeneneHusie B OKCIUIYATAMOHHBIX JOKYMEHTAX.

Coomeemcmeue npoeepsarom OCMOmpOom.
Pa3zaen BTOpoii. Yca0BuUs OKpY KaOUIel cpeabl
10 YcaoBus okpy:xamomei cpeabl

*10.2.2.201 DuekTponuTaHuE
DneKTponuTaHne oT Apyroro obopymosanms mis M3JEJIUM CUCTEMbI nomkHO GBHITH

OmnpeacI€HO U3rOTOBUTCIICM.
Pa3nen Tperumii. 3aluTa oT ONAaCHOCTEH MOPAKEHUA IEKTPUIECKMM TOKOM

16 KOPITYCA u BAIIIMTHBIE KPBIIIIKHU

16.201 KOPIIYCA

B CPEJIE, OKPY}KAIOHlEI?'I [TAIIMEHTA, Te yacTu HEMEIUIMHCKHX 3JIEKTPUUYECKUX
U3JIENHA, C KOTOPHIMH TIOCIE CHSATHUS KOXYXOB, COCOUHHTENEH u T.M. 0€3 HCIOIb30BaHUS
NHCTPYMEHTA wmoxer xontaktupoBaTh OIIEPATOP Bo Bpemsi OOBIYHOIO TEXHHUYECKOTO
00CITy )XKHBaHUs, KaTUOPOBKH T.II., TOJDKHBI pa0d0TaTh IPH HANPSHKEHUW HE BbIIe 25 B mepemeHHoro
Toka Wi 60 B MOCTOSTHHOTO TOKAa MM HAKMOOJBIIIETO 3HAYCHUS TOKA OT UCTOYHHMKA, OTACIICHHOTO OT
CETEBOI'O IIMTAHUS omauMm u3 cmoco0OoB, ommcaHHbIX B myHKTe 17 g)l) — g)5) obmero
CTaHJapTa.

Coomeemcmeue npoeepﬂiom OCMOI’npOM.
17 Pa3nesienue yacrei v neneu

*17.201 DaekTpuuyeckoe pa3jaejieHue

Ecnu Bo3moxxkHo mpesbiienue gomyctuMbix 3HaueHuit TOKOB VYTEUKMU, Bwi3biBaeMoe
OYHKIMOHAJIBHBIM COEJIUHEHUEM wmexny pazmuuabiMu usaenusimu CUCTEMBI u
OPYTHMH CHCTEMaMH, HallpUMep, CUCTEMOIN aBapHITHOTO BBI30Ba WJIM CHCTEMOMN 00pabOTKU JaHHBIX,
TO JIOJDKHBI OBITH MIPEIyCMOTPEHBI cpeacTBa Oe3omacHocTu co BcTpoeHHbIM PA3JIEJIMTEJIBHBIM

VCTPOMCTBOM.
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Takme cpencTBa 0e30MacHOCTH JIOJDKHBI  00ECIEYMBATH JIOCTATOYHOE DIEKTPUYECKOE
pazmenenue Mexay usgenusamu n/win CUCTEMOM u ipyriMu CHCTEMAMH W HMETb SIEKTPHICSCKYIO
npounocts m3onsamuy, JJTMHBI ITYTEN YTEUKU u BO3JIVIIHBIE 3A30PbI, paccunTtanHble Ha
camoe BBICOKOE HampsbkeHue, Bcrpeuaromeecs B PA3JIEJIMTEJIBHOM YCTPOMCTBE Bo Bpems
HapyIICHHS.

Coomeemcmaue mpeb08aHUAM IMO20 NYHKMA NPOBEPAION CAe0VIOUWUM 00PAZOM:

PA3JEJIMTEJIBHOE ~ YCTPOHCTBO  OondicHo  6bidepoicuéams — UCHLIMAHUA — HA
anexmpuueckyto npounocms ons OCHOBHOH M3OJIALIHH mexncoy 6xXoOHbiMU U 6bIXOOHBIMIUL
yacmamu 8 coomeemcmeuu ¢ nyukmom 20 ooweco cmanoapma. Knemmul kasxicoou u3 smux yacmeti
0071iCHbL OBINMb COCOUHEHBI BMeCTme 80 8PeMsl UCHbIMAHUIL.

Hcnvimamenvnoe nanpsscenue evibuparom 6 coomeemcmeuu c¢ maoauyeu V nynkma 20
0bweeo cmanoapma.

Pabouee mnanpsiocenue (U) Oonoicno oOwvimv pasno uauborvuwemy HOMUHAJIBHOMY
HAIIPADPKEHHUIO numatowed cemu unu, 011 MHO20(A3H020 000pY008aHUA, — HAUOONbULEMY
Hanpsjicenuo mexncoy asuvim nposooom u 3zemneun. Jna H3JEJINA ¢ BHYTPEHHUM
HCTOYHUKOM ITUTAHUA U cocmaensem 250 B.

19 Juureasnsie TOKW YTEYKH u JOINTOJIHUTEJIBHBIE TOKH B LHEITH
INAIIMEHTA

*¥19.201 TOKH YTEUYKHA

19.201.1 TOK YTEYKH HA KOPIIYC

B HOPMAJIbBHOM COCTOSHUU nonyctumseiii TOK YTEYUKU na KOPITYC CUCTEMBI
WM MeXIy ee yacTsamu, Haxonsummucs B CPEJIE, OKPY}KAIOH_[EI\/'I I[TAIIMEHTA, He moipkeH

npesbimats 0,1 MA.

[Ipumeuanue — B nacrosmem gonomaurensHoM crangapre TOK YTEUKU oT mocTymHBIX BHEIIHUX

noBepxHoctel obopynoBanus cuntaercas TOKOM YTEUKM HA KOPITYC.

B cayusae oOpwiBa mroboro HemoctossiHHO ycraHoBiernHoro [TPOBOJIA 3AIUTHOI'O
3A3EMIJIEHUSA nonyctumelik TOK YTEUKM HA KOPIIYC or wacteid WM MEXIy 4YacTAMH
CUCTEMBI, naxogsmumucs 8 CPEJIE, OKPY}KAIOH_[EI?'I [TAIIMEHTA, He noMKeH NpeBhILATh
0,5 MA.

Ecin CUCTEMA wmn yacte CUCTEMBI 3armranst or MHOTOMECTHOM PO3ETKH, To
tok B SAILIMTHOM 3A3EMJIEHUM MHOI'OMECTHOM PO3ETKM He momken npessimats 0,5
MA.

19.201.2 TOK YTEYKHU HA TALIUEHTA
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B HOPMAJIbBHOM COCTOAHUMU TOK VYTEUKUM HA ITAHMEHTA He pomxeH
npesbimiath 0,1 MA mis PABOUYUX YACTEM TUIIOB B u BF u 0,01 MA mms PABOUYUX
YACTEM TUIIA CF.

Coomeemcmeue 19.201.1 u 19.201.2 cnedyem nposepsimv ocmompom u uzmepernuem TOKOB
YTEYKHU ¢ nomowwro ycmpoiicmea, omeeuaoue2o mpebosanuam 19.4e) oobweco cmanoapma.

19.201.3 Coennnenue CUTHAJIBHBIX BXO OB uiu CUT'HAJIBHBIX BBIXO10OB

Ecmu coorBerctBue ME/IUIITMHCKOI'O DJIEKTPUYECKOI'O U3JIEJIMA 19.2b), BTOpOIt
a63an u (um) 19.2¢) obiero cranaapTa JOCTUTHYTO YKa3aHUEM TOTO, YTO CUTHAJILHBIN BXO/
u (1) CUT'HAJIBHBIN BbBIXO/l cmyxaT HCKIIOYUTENBHO JJISI COCAMHEHHS OINpPEIeNICHHBIX
maemnii B CUCTEME, kak ykazano B OKCIUIYATAIIMOHHBIX JOKYMEHTAX, toraa
CUTHAJIbHBIN BXOA wu (mmm) CUD HAJIbHBIN BBIXOJI nmomkHBI OBITH COCOUHEHBI C
ykazanHbiM u3nenueMm. Opnako s U3JIEJIMA KJIIACCA 1, ecnim OHO HE OMKHO OBITH
nojcoenuneHo k obmemy 3ALLIUTHOMY 3A3EMJIEHUIO CUCTEMBI, Heo0XxoaumMo MpUMEHSThH
PA3JIEJIUTEJIBHOE YCTPOMCTBO (cM. ciyuaii 3 B Tabmuie BBB.201).

Coomeemcmsue npoeepAarom OCMompOom.
Pa3znes yeTBepThIil. 3aIUTA OT MEXAaHUYECKMX OMACHOCTEH

22 JIBmkynipecst 4aCTH

22.7.201 CpencrBa 321U THI

Ecim B CHUCTEME nepenBukeHue wu3Ienus WIA €ro 4acTell MOXKET IPHUBECTH K
OITACHOCTH, CUCTEMA noskHa ObITh OO€CrieueHa CpeICTBAMU 3alUThI, HAIIPUMEDP aBapUHHBIM
BBIKJTIOYAIOIINM YCTPOMCTBOM B COOTBETCTBHH € 22.7 0011eT0 CTaHapTa.

Coomeemcmsue npoeepAarom OCMompOom.

Pa3znen nAThIA. 3a1IMTA OT OMACHOCTEH HEXKeJIATEJILHOI0 UM YPe3MEPHOIro
U3JIyYeHHsI

[IpumeHsrOT pasznen oobIero cTanaapTa.

Paznesn mecToi. 3ammrTa 0T OMACHOCTEH BOCIIJIAMEHEHHUS TOPIOYUX CMecei
aHECTEeTHKOB

[Ipumeuanue —cm. 44.7.201.

Pa3nen ceabmoii. 3amura 0T 4pe3MepHBIX TeMmmepaTryp M JAPYrux

onacHocrTeu

44 IlepenuB, pacnjieCKUBaHUE, YTe4YKAa, BJAKHOCTb, IPOHUKAHUE KUIKOCTEH, 0YMCTKA
U Je3uH(peKruus
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*44.7.201 O4ucrka, cTepuwiIn3anus 1 Ae3uHeKus
Cwm. npunoxenne AAA.
49 IMpepbiBaHuE FJIEKTPONUTAHUS

*49.201 IIpepbiBaHue 3JIeKTPONUTAHUS

CUCTEMA nomxHa OBITh CKOHCTPYHMpPOBaHa TaK, 4TOObI IpPEpPHIBAHME U BO30OHOBJICHHE
CETEBOI'O IIMTAHUA B mob6om MEIMIMHCKOM OSJIEKTPUUECKOM W3AEJINMU wunu
HeMeauuuHcKoM 3nektpudeckoM uzaenuun CUCTEMbI ve mpuBoawio x OITACHOCTU, ecnu
TOJIBKO ATO IIPEPBIBAHUE HE SBISETCS PEAHAMEPEHHBIM.

Coomeemcmaue npogepsawm nymem NpepvleaHus U 80300HOGNEHUs pabOmbvl UCMOYHUKOS

numaxus.

Pasgesn BocbMoii. ToyHOCTL pado4YMX XapaKTepUCTHK M 3allMTa OT
MPeICTABIAIOIIMX ONIACHOCTH BBIXOAHBIX XaPAKTEPUCTHK

[IpumeHsroT pasnen odIero cTaHaapTa.

Pasznen pneBsithiil. HeHopmajbHasi pabdora W YCJI0OBUS HAPYUIEHW;
HCIBITAHUA HA BO3/IeCTBHE BHEIIHUX (PAKTOPOB

52 HenopmanbHasi padoTa v yCJ10BUSI HApYIIEHU I

52.1.201

Ipumeuanue — TpeGoBaHus s OpeAoTBpalleHUs (YHKIUOHAIBHBIX OMACHOCTEH, SBISIOMIUXCS
pe3yABTaTOM ACUCTBUS MPOTPAMMHUPYEMBIX JIEKTPUIECCKUX MEAUIMHCKUX cucteM, onpenenensl B IEC 60601-1-4.
JomkHO OBITh yAETIeHO BHMMaHHE BO3MOXKHOMY BO3JEHCTBHIO, HampUMep, CpPeAcTB 00pabOTKH W mepenayu

uH(pOpManuu.
Paspnes gecsarbiil. TpeGoBaHusl K KOHCTPYKIUH

56 KoMnoHeHTHI M 00111as KOMIIOHOBKA

56.3.201 Coequnenust

DnexTpuyeckue, TuApaBiIniecKre, MHEBMAaTHYECKHE U Ta30BbIe COCAUHUTENbHBIE YCTPOICTBA
U COCIUHUTENIN IOJDKHBI UMETh TAaKyK KOHCTPYKIIUIO, YTOOBI WX HENb3s ObLIO HEMpPaBUIBLHO
COeMMHUTh ¢ JApyrumu coeauHutenssmu B d3toi ke CHUCTEME 6e3 wucnonb3oBaHus
MHCTPYMEHTA, eciu 310 MmoxkeT Bb3BaTh OITACHOCTD.

CoeanHUTEIN TOMKHBI COOTBETCTBOBATH MyHKTY 17g) o011ero cranaapTa.

[rencensubie Bunku ans coeguHeHuss ¢ LEIIBIO TTAIIUEHTA nomxHbl MUMETh TaKylO
KOHCTPYKIIMIO, YTOOBI UX HENb3s OBbUIO COEAMHHTH ¢ JIpyrumu po3erkamu B 310l k¢ CUCTEME,
KOTOpEle MoOryT HaxomuThess B CPEJIE, OKPYJKAIOILIEM IIALIMEHTA, moka He Oyxer
ycranoBiieHo, uTo HeT OITACHOCTHN.
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Coomeemcmeue npogepsionm OCMOMPOM, eClu BO3MOJICHO, 4epedosanuem pazbemos O

yemanosnenus omcymemeus OIIACHOCTH (TOK YTEYKMU, 3nauenue komopozo npegviuiaem e2o
snauenus 8 HOPMAJIBHOM COCTOAHHUU, nepemewenue, memnepamypa, usiyyeHue u m.o.).

57 CETEBBIE YACTMU, KOMNOHEHThI 1 MOHTAXK

57.2 HIPUBOPHBIE PO3ETKMU, IIPUBOPHBIE BUJIKH n nogodHbIe ycTpoiicTBa

[pumeuanue — [IPUBOPHBIE PO3ETKH He 006s3aTenbHO TOMKHBI OBITh 3a(MKCUPOBAHBI, TaK KaK
HEOOXOJUMO TOJBKO MPENOTBPATUTh HEYMBIIUICHHOE MOJKIIOUYEHUE APYroro oO0OPYAOBaHUS, KOTOPOE MOXKET
HeOIaronpHATHO TTOBIUATH Ha 0€30MaCHOCTh CUCTEMBI. I3MEeHEHNe CHCTEMBI 3JIEKTPOIPOBOIKA OUYEHb OMACHO, HO
HAXOJUTCS BHE KOMIIETEHIIUHN HACTOSILETr0 AONOJHUTEIBHOTO cTanaapTa. IlpeaynpexaeHus yxe OblUId NPUBEACHBI

B 6.8.201.

*57.2.201 MHOI'OMECTHASA PO3ETKA

ToaKIIOUYeH)e M3/IeIHs, HCIIOIb3YEMOr0 B MEAMIMHCKOM npaktuke, Kk MHOTOMECTHOM
PO3ETKE nomkHO OBITH BO3MOXKHO TOJNBKO ¢ ucnonb3oBanueM HMHCTPYMEHTA, wunn
MHOT'OMECTHAS PO3ETKA nomxHa paboTaTh 4epe3 pa3aeauTeabHbIA TpaHchopmaTop.

Coomeemcmaue npogepsirom oCMOmMpPOM.

Paznenurensubiit  Tpanchopmatop u MHOI'OMECTHASI  PO3ETKA  momkHBI

YAOBIIETBOPATH TpeboBanusM npuioxeHus: EEE.
57.10 IlyT yTe4KkH ¥ BO3AyUIHbIE 3230PbI

57.10.201 PA3JIEJIUTEJBHOE YCTPOHUCTBO

PA3JIEJINTEJILHOE YCTPOMCTBO pomxzo uMers ITYTU YTEUKU u BO3YIIHBIE
3A30PbI cornacuo tabnuue 201.

Pabouee wnanpspkenne (U) momwkHo ObITh paBHO Hambombmemy HOMMWHAJIBHOMY
HAIIPSDKEHUIO nwuratomeid cetw winM, Uis MHOrodasHoro oOopyloBaHHs, — HauOOJbIIEMY
HamnpsDKeHUI0 Mexay (asabpiM  mpoBogom U 3emneid. [na U3AEJIMA ¢ BHYTPEHHUM
NCTOYHMKOM ITMTAHUA U cocraBaser 250 B.

Tabnuuga 201 — IIVTH YTEYKU n BO3AVIIHBIE 3A30PbI mus PA3JIEJIUTEJIBHBIX
YCTPOUCTB

ITocTosiHHOE
HarpsbkeHue, B 15 36 75 150 | 300 | 450 | 600 | 800 | 900 | 1200

[Tepemennoe
HanpsbkeHue, B

12 30 60 | 125 | 250 | 400 | 500 | 660 | 750 | 1000

BO3AVYILIHBIE

3A30PbI, MM 08| 1 | 12| 1,66 |25 35|45 | 6 |65 9

ITYTU YTEYKHU, mm 1,7 2 2,3 3 4 6 8 10,5 | 12 16
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[Ipumedvanue — JlanHble dTOW TaOMUIIBI B3ATHI U3 Ta0bmuIpl X VI obmiero cranaapra Juist OCHOBHOU
u JIOIIOJTHUTEJIbHOM U30JIALUM u nonpasoxk 1 u 2.

Coomeemcmaue npogepsitom oCMOMpPOM.
58 3amuTHOE 323eMJICHHE — 325KMMbI U COeTUHEHU S

*58.201 SAIIIUTHOE 3A3EMJIEHUE CUCTEMbI

Coemunenue ¢ [TPOBOJIOM 3AILIWMTHOI'O 3A3EMJIEHUS nomkHO OBITH BBIIOJIHEHO
TakuM o00pa3oM, 4ToObl cHATHE Kakoro-nub6o yszna B CHUCTEME He mnpepbiBajio COEIUHEHHS
I[TPOBOJIA 3AIIMTHOI'O 3A3EMJIEHUS ¢ mro6oit wacteto CUCTEMBI 6e3 npepsiBanms mopauu
MUTaHUA Ha 3Ty YacTb.

IMPOBOJA 3AIIUTHOI'O 3A3EMJIEHUS npomkHbl OBITH MPOJOXKEHBI BMECTE C
IIPOBOJIAMH ITUTAOIIECH CETH.

Jroboit  pomomnutensHbd [IPOBOJ] 3AIIUTHOI'O 3A3EMIJIEHUS npomxeH OBbITH
IOCTOSSHHO coeauHeH ¢ HenoasrkHo# yacthio CHUCTEMBI, a cHaTHe NOMKHO OBITH BO3MOIKHO
TOJIBKO C UCTOJIB30BAHUEM MHCTPYMEHTA.

Coomeemcmeue nposepsitom 0cmMompoMm.
59 KoHcTpyKIIUSI 1 MOHTAXK

59.201 3amuTa npoBOAKH
[IpoBoga, coemaunstomue paznuunbie y3nel uzaenuss BHyTpu CUCTEMDI, nomkHbl OBITH
3al[MIIEHB] OT MEXaHUYECKUX TTOBPEKICHUMN.

Coomeemcmaue npoeepAarom oCMompom.

- =~
o
/ N\
S\
/ 5 \
| ‘.
=
l\ J
\ /
N 4
\\ _________ - /

[Ipumeuanue — YkazaHHbIE pa3MepHl SABISIOTCA PEKOMEHAATEIBHBIMU.

Pucynok 201 — ITpumep CPEJIbI, OKPYKATIOIIE!N TALIMEHTA

10
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Ipunoxenue AAA

(cmpaBoYHOe)

OO0mue mos10:keHUsA 1 000CHOBAHMS MMYHKTOB M MOJANYHKTOB HACTOSIIIET0 CTAHAAPTA

1.201 O6aacTh pacnpocTpaHeHus!

Hacrosiuii 1omomHUTENbHBIN CTaHAAPT PeIHA3HAYEH AT UCTIOIB30BaHUS U3TOTOBUTEIISIMU
KOMOWHAIIMK 3JIEKTPUYECKOr0 000pyNOBaHMS, KOTOpPbIE BKIIOYAIOT B ce0s OAHO wiu Oonee
MEJIUIIMHCKOE OJIEKTPUYECKOE WU3AEJIME. O6opyaoBaHne MOXET OBITh  Kak
Hepas3JeIbHBIM H3/EIHEM, TaK U B BUJIE OT/ICIBHBIX W3ICIUN WM KOMOMHAIIMEH ATUX CITydaeB.

Hacrosiuii  JOMONHUTENBHBIA  CTaHAAPT TaKKe MpeAHAa3HA4YeH [UIsl  HCIOJIb30BaHUS
NEPCOHATIOM MEAMIMHCKUX YUPEXKJICHH, KOTOPBIA OyeT coOupaTh Takue CUCTeMBl. B aToMm ciydae
TEXHUYECKas SKCIEepTH3a MPUMEHEHHUs HACTOAIIEro CTaHaapTa o0s3aHa TapaHTUPOBATh, YTO
CUCTEMA coOTBETCTBYET BCEM TPEOOBAHMIM 3TOTO CTaHIApTa.

BricTpoe pa3BuTHE U MPUMEHEHHE B MEIUIMHCKON MPAKTHKE COBPEMEHHOM AJIEKTPOHUKH U
OMOMEIUIIMHCKUX TEXHOJOTUH YK€ TpPHUBEIM K TaKOMY TIOJIOKEHUIO, MPH KOTOPOM BMECTO
ornensHoro MEJIMIIMHCKOI'O 3JJIEKTPUYECKOI'O W3JAEJIMA npumeHsitoT JOBOJIBHO
cinoxapie CHUCTEMDI »snexktpuueckux W3ACNMA ISl JUArHOCTUKHM, TEpanmud WIH KOHTPOJIS
cocrosinus [TAIIMEHTOB.

Bce vame B takue CUCTEMBI BxitowaroT u3aenus, mepBOHAYAIbHO W3TOTOBIICHHBIE IS
AKCIUTyaTallM B Pa3IUYHBIX O0nacTax (He o0sA3aTeabHO B MEOUIMHE). OTH M3IENUs NPSMO WIH
KOCBEHHO COEIMHEHBI OJTHO C IPYTHUM.

Takum o6pazom, MEJIUIITMHCKOE SJIEKTPUYECKOE W3JEJIME, coorBercTBYylOIICE
o0mIeMy cTaHIapTy, MOXKET ObITh COSTMHEHO ¢ HEMEAUIIMHCKUM DJIEKTPUIECKUM U3JEIIEM, KOTOPOE
B CBOIO OYEpEeIb IOJTHOCTBIO OTBEYaeT TpeOOBaHUSIM CTaHAAPTOB B 00JacTH OE€30IMacCHOCTH,
WCITOJIB3yEMBIX B OIPECICHHOW 00JacTH MpUMeHeHUsl. YacTo OHM HE COBMAAAIOT ¢ TPEOOBAHHUSAMU
o6e3onacHoct k MEJIMIITUHCKUM DJIEKTPUYECKUM U3JAEJIMAM, d4To MOXET MOBIUATH Ha
6e3omacuocth Bceit CUCTEMBI.

DIEKTPUYECKOE U3JIETTNUE MOXKET OBITh PACIIOIO0KEHO JIMOO B MOMEIIEHUH, TPeTHa3HAYCHHOM
JUTSL TUATHOCTUKH, JieueHUs ¥ KOHTpoJisi coctosiHus [TAIIMEHTOB (MeaumuHCckuii kabuHeT), 1100 B
MOMEIIEHUHU, TJAe He MPOBOAIT MEAWIMHCKHE MpoleAyphl (KOMHATa, HE HCIONb3yeMas B
MEAWIIMHCKUX TIeNAX). B MeIuIuHCKOM KaOWHEeTe »JJICKTPUYECKOEe U3JIENHEe MOXKET OBITh
pacroyio’)keHo B mpejenax ydactka, onpeaenennoro kak CPEJIA, OKPYXAIOIIAS ITALIUEHTA,
WJIH 32 €T0 TIpe/IeIIaMH.

CYIJ_ICCTBYIOT ABC CUTYyallun, BO3MOXHBIC B MEIUIIUHCKOM IIPAaKTUKCE:

11
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a) Cwutyamusi, KoOrJa HE TPUMEHSETCS HACTOSIIUN  JIOTIOJIHUTENIbHBIA  CTaHAApT:
omaoBpemenHo pabotatomme MEJIMIWMHCKUE OJSJIEKTPUYECKUE W3AEJINA, nanpumep
pa3iInyuHbIe U3AENus, IPUCOSAUHEHHBIE K MAIIMeHTY, HO HE CBA3aHHbIE MEX Iy co0oil. Takue uznenus
MOI'YT OKa3bIBaTh BIUAHUE APYr Ha Apyra, HallpUMeEP BBICOKOYACTOTHBIE XUPYPIUYECKUE U3AEIUI B

OTIEPAIIMOHHON MOTYT BIUATH Ha KOHTPOJb cocTostHus [IALITUEHTA.

11 pUMCUYAaHUC — Taxkas CUTyallusd MOXKCT OLITH pacCMOTpPCHA B MHCTPYKIHUH IO SKCIUTyaTalluW KaXaA0Iro

MEJUITUHCKOI'O SJIEKTPUUYECKOI'O U3AEJIA.

b) Curyanus, korma nmpuMeHsieTcsl Hactosuuid aononHuTenbHbI cTtangapt: CUCTEMBI,
cocrosmue w3 MEJUIMHCKUX DJIEKTPUUYECKUX M3JEIUN wu, BOo3MOXHO, u3
HEMEJIUIMHCKUX 3JIEKTPUUECKUX H3IENHM, B3aMMOCBSI3aHHBIX B OIPEACIICHHBIX LENSIX, TAKUX KaK
muarHoctuka wuinu  jedeHue ITAIIMEHTA. Hanpumep: CUCTEMbI ans  auarHocTudeckoro
pEHTTeHOBCKOTo oOcienoBanusi, KOHTpois cocrosHus [TAIIMEHTA, xommbiorepHass Tomorpadus
WM BH3yalIHM3allds HM300paXeHUs IIyTEeM MarHUTHOTO pe30HaHca. PasnuyHble dYacThm Takou
CUCTEMBI moryt naxoautscst B CPEJIE, OKPYXKAIOIIEN IMALIMEHTA, u 3a ee npeaesaMu, HO
B MEIUIMHCKOM T[OMEIICHWH, MO0 pacmojiaratbcsi B TIOMEIICHHSIX, HE WCIOJIb3yeMbIX B
MEIUIIMHCKUX IIeJISIX, TaKUX KaK TEXHUYECKHUE TIIOMEIICHUs, TAC€ HaXOJATCA, Hampumep,

AJIEKTPUIECKOE 00eCIIeueHNE UITH U3IEIHS U1 00paOOTKH JaHHBIX.
2.201 MEJUIIUHCKAS SJEKTPUYECKASI CUCTEMA

OcHoBHas pUYHHA Hcnonb3oBanns MHOI'OMECTHOM PO3ETKH 8 CUCTEME.

UroObl MUHUMH3UPOBATH YXYAIIEHHWE YPOBHS Oe30macHOCTH OOWIero CcraHjapra,
MOIKJIIOUEHHE MHOTOMECTHOM PO3ETKH k ceru MOJYMHEHO HEKOTOphIM IpaBwiam. B
57.2.201 wsnoxensl TpeGoBaHms Kk koHCTpykumn MHOTOMECTHOM PO3ETKU, uro6sl
BBIMIOJTHUTH  TpeOoBaHus oOmero cranmapra k MEJUIIMHCKUM OSJIEKTPUYECKUM
N3EJIVAM.

2.202 CPEJA, OKPYXAIOIIAA NTAIHIMEHTA

OueHb TPYIHO YCTAaHOBUTH KaKHe-TO €AMHCTBEHHBIE pa3Mephl yuacTKa, B MPEAeIax KOTOPOro
MPOBOJIAT MEIULIUHCKYIO IUArHOCTUKY, KOHTPOJIb U JICUCHHUE.

B MenuimHCKOH mpakTHKe ompaBmamd ceGs pasmepst CPEJIBI, OKPYXKAIOIIEHN
ITAIIMEHTA, npuBenennsie Ha pucyHke 201.

2.203 PA3IEJIMTEJIBHOE YCTPOMCTBO

IIpu cbopke obopynoBanuss B CUCTEMY Moryt Mcnosib30BaThCsl COCTUHEHHUS, KOTOPBIE
nepefaroT JHepruto W (wim) curHaibl. B Takom ciydae nHeoOxomumbl PA3JIEJIMTEJIBHBIE
YCTPOVICTBA.
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2.204 MHOT'OMECTHAS PO3ETKA

Onpenenenne 3aumctBoBaHO u3 IEC 60884-1.

MHOI'OMECTHBIE PO3ETKW wuHorma HeOOXOAMMBI W HMEIOT MpPEUMYIIECTBA U
HEOCTaTKH, KOTOPHIE TOJDKHBI OBITh UCCIICIOBAHBI.

MHOI'OMECTHBIE PO3ETKH MoryT ObITh HEOOXOAUMBI B CIEAYIOIIUX LIEAX:

- MUHUMU3AIMHN YHUCIIa ITHYPOB AJICKTPOIUTAHUS, JISKAIINX Ha TOJTY;

- HUCTOJB30BAaHUS BCETO O0OpYNOBaHUS, HEOOXOAMMOTO IJsi HAIJIeKAIETO JICYCHHS WU
JUAarHOCTUKHU, HECMOTPS Ha HEIOCTATOYHOE KOJIMUECTBO PO3ETOK CETH 3JICKTPONUTAHUS;

- YIIydIIeHUus MOOMIBHOCTH TIEPEIBHKHOTO 000PYI0BAHNS;

- YMEHBIIICHUS Pa3HOCTH MOTEHIIMAJIOB B MPOBOAAX 3alIUTHOTO 3a3€MJICHHsI HIDKE 3HAYEHUH,
KOTOpBIE MOTYT BCTPEYATHCSA B HEKOTOPBIX CTAIIMOHAPHBIX YCTAHOBKAX.

UcnonszoBanus MHOI'OMECTHBIX PO3ETOK HyXHO 1O BO3MOXXHOCTH H30erarb Io
CJIEIYIOIIUM MPUYUHAM:

- cymMmapubie TOKHW YTEUKU HA 3EMJIIO MoryT BbI3BaTh:

Ype3MEPHBIM TOK YTEYKH Ha 3€MITI0 B HOPMAJIbHOM COCTOSIHUU,

Ype3MEpHBIM TOK YTEUKH Ha KOPIYC MPU €IUHUYHOM HAPYLICHUU 3AlIUTHOTO 3a3€MJICHUS
MHOI'OMECTHOM PO3ETKU;

- Hanuuue CETEBOI'O IIMTAHHMSA 3aBUCUT OT HAJAEKHOCTA €IMHCTBEHHOW CTAallMOHAPHOU
PO3ETKH JICKTPOITUTAHUS;

- BO3MOJKHO TOJHOE MpPEpBhIBAHUE SJICKTPOMUTAHMS, KOTOpOE MOTpeOyeT OJIroro BpeMeHU
nepesanycka CUCTEMBI;

- MpeayCMaTPUBACTCS TOJBKO OJHO 3aIUTHOE 3a3€MJICHHE JUISl SJIEKTPUYECKON YCTAaHOBKH;
ATO MEHEE HaJICKHBIN crioco0, yem 3azemiienne kaxaoi yactu CUCTEMBbI HenocpeacTBeHHO;

- YBEIIMUMBAETCS COTMPOTUBIICHUE 3AIUTHOTO 3a3€MJIICHUSI.

OnTuManbHOE pelIeHHe COCTOUT B TOM, 4YTOOBI yCTaHABIUBATh AaJE€KBATHOE KOJIHYECTBO

CTallMOHAPHBIX PO3ETOK CETH JJIEKTPONUTAHUS COTJIACHO COOTBETCTBYIOIINM ITPABUIIAM.
2.205 PYHKIIMOHAJIBHOE COEIMHEHUE

ITo OTIPEIETIEHNIO MEJUIIUMHCKON DJIEKTPUYECKON CHUCTEMBI
OVYHKIMOHAJIBHOE COEJJMHEHUE no3BonsieT HEMEIUIUHCKOMY 3JIEKTPUUYECKOMY H3IEIHIO
nepenaBath sHepruto Ha MEJIUIIUHCKOE DSJIEKTPUYECKOE U3AEJIME. 3Orta mnepenaua
JEKTPUYECKON IHEPTUU OIpaHUYEHA B COOTBETCTBUH C TPeOOBaHHUSIMH HACTOSILErO CTaHaapTa (CMm.
3.201.3 1 10.2.2.201).

O®paza «unu AI000€ Ipyroe COSAMHEHHE» MOKET O3HadyaTh, HAMPUMEP MEXaHUYECKHE,

OIITUYCCKUEC NI 6CCHp0BOI[HI)Ie COCAMHCHUS.

13



I'OCT IEC 60601-1-1-2011
3.201 O6mme TpedoBanusas k CUCTEME

[Mogxonsamum JOKYMEHTOM, IOATBEPKIAIOIINM COOTBETCTBHE CTaHAAPTY, MOXET OBITh

JeKJIapalus COOTBETCTBUS U3TOTOBUTENSI MIIH CBUETENIHCTBO OT UCTIBITATEILHOTO IICHTPA.
3.201.3 DaekTponuTaHue

be3onacHOCTh TOCIE COCOUHEHHWS OOECIeYMBAETCs, HampuMep, OJHUM WiIH Oonee
CIIEIYIOIIMMH yCTPONCTBAMMU:

- BctpoeHHbiMu B U3/IEJIME cpenctBamu, Harpumep, pa3ieacHUEM LETIEH;

- PA3JAEJIMTEJIbBHBIMU VCTPOMCTBAMU Kak MIPUHAJIEKHOCTAMU
MEJUIMHCKOI'O 2JIEKTPUYEKCKOI'O U3JAEJIVA (em. 17.201);

- PA3JIEJIUTEJIbHBIMU YCTPOMCTBAMM kak npunamiexsoctsmu CUCTEMBI,

- pa3AenIuTeNbHBIM TPaHC(HOPMATOPOM;

- nonosautenbHbIiMU [TIPOBOJJAMU 3AIIIMTHOI'O 3A3EMIJIEHM .

HemenuuuHckoe 3JIEKTpUYECKOE HU3JEINE MOMKET O0ECNEeUUTh YKa3aHHOE 3JIEKTPOIHUTaHUE
s MEJJUITMHCKOI'O 2JIEKTPUYECKOI'O U3JIEJIMA B cootBercTBUM ¢ 4.7g), 6.8.2h), 19.1¢)
U pucyHkoM 17 oOmero crangapra. DJIEKTPONHMTAHUE JIOJDKHO COOTBETCTBOBATh TPEOOBaHMIM
o0rmiero craHgapra Wid o0ecreynBaTh SKBUBAJICHTHYIO CTENEHb 0€30MacCHOCTH, COOTBETCTBYIOUIYIO

3.4 obmrero crangapra. Cm. Takxe [EC 60513.
3.201.4 CUCTEMA

CUCTEMBI, no cBoemy XxapakTepy, MOTYT 4YacTO HM3MEHSTHCS; HACTOSIIMN CTaHAAPT HE

paccMaTpuBaeT MOAU(UKAILIUIO OTAEIbHBIX U3/IENUIl B CUCTEME.
6.8.201 DSKCIINIYATAIIMOHHBIE TOKYMEHTbBI CHCTEMBbI

B DOKCIUIYATAIIMOHHBLIX JOKYMEHTAX CHUCTEMBbI, npeannaznadyeHHOW ist
[MPAMOI'O TIPUMEHEHUA HA CEPIIE, nomkna ObITh TpeacTaBieHa HHPOpManus IO
CIEYIOIIUM ITyHKTaM:

- UCTIOJIb30BaHUE PE3MHOBBIX NIEPUATOK;

- HCTIOJIb30BAHME 3allOPHBIX KPaHOB U3 U30JIMPYIOILIEro MaTepuara;

- MuHUManbHble pacctosiHua mexay [TAIIMEHTOM wu u3nenuem, SBISIIOIIUMCS 4YacThbiO
CUCTEMBI (CPEA, OKPYXXAIOIIASA I[TAITMEHTA);

- uHceTpykuuu no npumerHenntro MEJIMIIMHCKOI'O SJIEKTPUYECKOI'O U3AEJINA B
TUMUYHON MEJUUIMHCKOW CUTYAIMU, HAIIPUMEP HCIOJIb30BAHUE KATETEPA.

[Ipu ouenke Oe3omacHOCTH 0c000€ BHUMAHHUE JOJDKHO OBITh yNEJICHO Pa3iNuHbIM YPOBHIM

OITACHOCTHU B Tex cayuasx, xorga B npenenax CPEJIBI, OKPYXKAIOIIEN TTALIMEHTA,
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ucnoab3ytoT natuuku Ha Ttene [TAIIMEHTA wnu BHyTpu Hero, BKJIOYas MPSIMOE COEAUHEHUE C
CepILEM.

Bosmoxwnsie coequnenus ¢ cepaueM [TAITUEHTA nomxHbI ObITH U30IUPOBAHBI OT U3CIHS.

[Ipenynpexaenue, He pasmemate MHOI'OMECTHBIE PO3ETKHM na momy, HEoO6Xxoaumo
JUTISL TOTO, YTOOBI TIPEIOTBPATUTh MPOHUKAHUE KUIKOCTEH U MEXaHUYECKOE TTOBPEXKICHHE.

Kpome Toro, AomxHBI OBITH TPEANPUHATHI MEPBI, YTOOBI TpHU COOpPKE WM H3MECHCHHUH
CUCTEMBI, sxmrouaromeir MHOI'OMECTHBIE PO3ETKU, onHu ObTM yCTAaHOBIIEHBI TaKUM
Croco60M, 4TOOBI MPENOTBPATUTH MPOHUKAHHE KUIKOCTEH U MEXaHUYECKOE MOBPEKICHIE BO BPEMS
HOPMAJIBHOM DKCIIYATAILMH 1 TpaHCTIOPTHPOBAHHSL.

TpeOoBanusi B cTaHgapTax O€30MACHOCTH HEMEIUIIMHCKUX DJICKTPUUYECKHX H3ACIUA MOTYT
collepkaTh 0Oojiee y3KHe IMana3oHbl yCIOBUH OKpy)Kawolled cpenbl, 4yem orpeneiacHHbie B 10.2
obmiero crangapra. Eciu Takoe HEMETUIIMHCKOE SJICKTPUUYECKOE H3ZCIUe B CUCTeME (DaKTHUeCKH
pabotaeT B Oojiee IIMPOKOM Juama3oHe, 4em ompeaencHo 10.2 obmiero craHgapra, MOXKET
BO3HUKHYTh OMacHOCTh. OrpaHuyeHus ycinoBuil okpykaronied cpeasl 1t CUCTEMBI wnmn vactu
CUCTEMBI, otnuynble OT TpeOOBaHUI OOIIET0 CTaHIAPTa, NOJKHBI OBITH OMUCAHBI B TOKYMEHTAX,

koTopsle conpoBoxaatoT CUCTEMY.
10.2.2.201 DaexkTponuTanue

D10 TpeOOBaHKWE TapaHTUPYET YPOBEHb OE30MaCHOCTH, COOTBETCTBYIOIIHMK OOIIeMy

cranaapry, Ha ypoBHe CUCTEMBIL.
17.201 DaekTpuyeckoe pa3aejieHue

Besomacuocts ornensubpix MEJUITMHCKUX DJIEKTPUUYECKUX U3JIEJIUN 3aBucur ot
n3HadanbHoro yciosus, uro CUTHAJIBHBIM BXOJ] win CUTHAJIBHBIA BBIXOJ[ 6ymer
COEIMHEH TOJIBKO C TEM H3ZEIHEM, KOTOpOE€ MPEJHA3HAYEHO NI 3THX IIeJIed, MHAYe BO3MOYKHO
Boszpactranne TOKOB VYTEYKH wu3-3a HexkenareabHbIX TOKOB, MPOTEKAIOUIMX YEPE3 CUTHAJIBHBIC
Ka0eu.

OmnacHsle CHTYalH: MOTYT BO3HHKHYTh, eci CUTHAJIBHBIN BXO/I nan CUTHAJIBHBIN
BbIXOJlI MEIMIIMHCKOI'O 3JIEKTPUYECKOI'O WM3JAEJIMS coenuHeH ¢ amnmapaTypow,
HaXOJsIIENcs 3a TpelenaMu MEIUIIUHCKOTO KaOWHEeTa, BO3MOXKHO B JPYrOM 3/IaHUHU, U TMOITOMY
MOJICOEIMHEH K APYTOH LIETIH CETEBOTO MUTAHUSI.

PA3JIEJIUTEJIBHOE YCTPOMCTBO mpemotBpamaer yrposy OITACHOCTH  mus
[TAIHIMEHTA u OIIPEPATOPA. OnHOo n0mxkHO OBITH PACTHOJOXKEHO KaK MOXKHO OJmKe K
MEJUIINHCKOMY OJIEKTPUYECKOMY  U3JEJINIO. Kpome  Toro, ycraHoBka
PA3EJIMTEJIBHOI'O YCTPOMCTBA nomoraer usbesxxars OIIACHOCTH, Bo3HuKarowmeil 13-3a
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HETIPaBWJIbHOW pabOTHl M3IENUS BCIEICTBHE HEKENIATENbHBIX TOKOB, WAYIIMX 4Yepe3 CUTHAIbHBIC
Kabenu.

Heo6xomumocts B PA3JIEJIUTEJIBHOM YCTPOMCTBE 3aBUCHT Takxke OT KOHGUTypaIuy
CUCTEMBIL.

19.201 TOKHM YTEYKH

JlJis HEKOTOPBbIX HEMEIUIIMHCKUX S3JCKTPUUECKUX HU3JEIUNA COOTBETCTBYIOUINE CTaHIAPTHI
nonyckator mpeaenst TOKOB VYTEUKM HA KOPIIYC Beime yka3aHHbIX B HAacTOSLIEM
JIOTIONTHUTENEHOM CTAaHAapTe. JTO paspemaercs Tonpko 3a npeaenamu CPEJBI, OKPYXAIOIIEN
IIAILIMEHTA. Ecmu Takoe wm3menne wucmons3yior B mpemenax CPEJIbI, OKPYXXAIOIIEM
[TAITMEHTA, HeoO6XxoaumMo MpUHATHE COOTBETCTBYIOMMX Mep st ymeHnbinennss TOKOB YTEUKU
HA KOPITYC. Takumu MepaMu MOTYT OBITb:

- nonojuutenbHbie yactu ¢ SAIIITUTHBIM 3A3EMJIEHUEM;

- pa3feNuTeNbHbIN TpaHchopMaTop;

- nonoaHutenbHbld Henpooasmi KOPITYC.

CoenuHuTenbHBIE KAOETU U UX COOTBETCTBYIOIIME THe3a sABisitoTcs yacTsamMu KOPITYCA, u
MO3TOMY NpHUMEHSIOT mnpenensl Toka yrteuku B CPEJIE, OKPYXXAIOIIEN TIALIMEHTA, B
COOTBETCTBUU C TpeOoBanusmu 19.201.1.

Ecmu ucnonezyror MHOITOMECTHVYIO PO3ETKY 6e3 paznenutensHoro Tpanchopmaropa,
TO HapylLIE€HHE ero 3amuTHOro 3azemieHus MoxeT npuBectd K TOKAM YTEUKU HA KOPITYC,
paBHeiM cymme TOKOB YTEUKHW HA 3EMJIIO.

44.7.201 OyucrTka, crepuinu3anus 1 ae3nHpexuus

CUCTEMBI nomxubl OBITH ycTaHOBIEHBI TakuM criocoOoM, uTo0sr [IOJIB3OBATEJIb mor
BBITIOJIHUTh HEOOXOJMMYIO OYHCTKY H, TJI€ 9TO NPUMEHUMO, CTEPUIU3AIMIO U JE3MH(PEKIHUIO KaK
onpeneneHo B conpoBoxaammux CUCTEMY nokymentax. HanumoHnanbHble oOpraHbl MOTYT
NPEIbSIBIAT TPEOOBAaHUS TO WCIOJIH30BAHUIO OIMPEACICHHBIX METONOB CTEePIIIM3AINHA WIIH

I[GSPIH(i)eKHI/II/I 1 MCP 3alIUThI OT OMacHOCTEH BOCIIIIAMEHEHHUS roproymux aHCCTCTHKOB.
49.201 IIpepbiBaHMe JIEKTPONUTAHUSA

Cnez[yeT O6paTI/ITb BHUMAHHC HaA MNOCICACTBUSA NPCPBIBAHUA DJICKTPOIIMTAHUS, CBA3AHHBIC C
HCIKCJIATCIIbHBIMUA TICPCABMIKCHUAMA, CHATHUCM CXKUMAOUIUX yCI/IJII/Iﬁ 1 Ha Oe3omacHoe YAaJICHUC

ITAIIMEHTA u3 onacHO# 30HBI.
57.2.201 MHOI'OMECTHAS PO3ETKA

Moryt Bo3HuKHYTh upe3mepHble TOKHM YTEUKHN HA KOPIIYC, ecnu He npensaTCcTBOBATbH

WIN TIPeAyNpexIaTh CIyJalHbIi JOCTYI K JOTOJTHUTEIBHBIM COSMHEHUSIM 000PY0BaHMS.
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58.201 IIposoa 3amuTtHOro 3a3emijienuss CUCTEMBbBI

B npemenax CPEJIbI, OKPYXKAIOIIEN ITAIIMEHTA, BaXKHO yMEHBIIMTb PA3HOCTb
noteHuanoB wmexay uactamu CUCTEMBI, a cooTBercTByIOIIEE COEIMHEHHE C CHUCTEMOM
3alIMTHOTIO 3a3€MJICHUSI UIPAECT BaXXHYIO POJIb B YMEHBIIEHUM PA3HOCTH NMOTeHUHaNOB. [loaTomy
CIIeTyeT MPeIOTBPANIATh Pa3phIB TAKUX 3aMTUTHBIX cpeacTB ¢ 000# yacTeio CUCTEMBI:

- TOIyCKAETCsl UCIOJIb30BaTh JOMOJIHUTEIBHOE 3alMTHOE 3a3eMiieHne, korqa TOK YTEUKU
HA KOPIIYC B ycnoBusiX €IMHUYHOTO HAPYILIEHUs MPEBBIIIAET JOMYCTUMbIE MIPEIEIbI;

- JIONOJHUTCIHLHOEC  3alllMTHOC  3a3¢MJICHUE HE  SBJIACTCS  HEOOXOOUMBIM IS
MEJUIUHCKOI'O SJIEKTPUYECKOI'O U3JEJIMA, coorBerctBytomero IEC 60601-1. Ho B
Cllydyae HEMEAMIIMHCKOTO 3JIEKTPUYECKOTO H3AEIHUS 3TO MPEIOTBPATUT MPEBBILICHUE TOMYCTUMBIX
npeaenoB TOKA YTEUKHM HA KOPIIYC;

- ucnonb3oBanue MHCTPYMEHTA He o0s3aTenbHO, YTOOBI OTCOEAMHUTH HITENCENBHYIO
BHJIKY CETH 3JICKTPONMMUTAHUS, IOTOMY YTO IITEICENbHAS BUJIKA OTCOCIWHHUT WU BJIEKTPOIUTAHUE, U

3alIMTHOC 3a3CMJICHHUC.
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Hpuaoxenue BBB

(cmpaBo4Hoe)

IIpumepbl KOMOMHALMI MeTMIMHCKHX YIEKTPUYECKUX U31eJINid M HeMeIUIMHCKHUX

JIEKTPUYECKUX U3eJnil
BBB.1 Berymuiienne

JlaHO KpaTKoe ONMMCaHue CUTYallUi, KOTOPhIE MOTYT BOSHUKHYTh, KOT'/Ia pa3Hble KOMOWHAIIUN
U3JIENUA TPUMEHSIOT B Pa3lUYHBIX MEIUIMHCKUX YCIOBUAX. UTOOB HE HapyllaTh KpPaTKOCTH

OTIMCAHMS, IS KaXKJJOU CUTYyalluu B3ATO He OoJiee IBYX BUAOB u3aenuii (A u B).
BBB.2 MeanunHcKue cpeabl

Paccmotpensr cnenyronue yuactku (cM. Takke pucyHok BBB.201):

- CPEJIA, OKPYXAIOIIAA ITALHIMEHTA, kak yacTh MEIUITMHCKOTO KAOWHETA;

- OoCTallbHas 4acTh MeAUIMHCKOro kaOwmuera, He Bkaouas CPEJIY, OKPVYIXAIOIIYIO
[MAILIMEHTA;

- HEMEAWIIMHCKOE TOMENICHHE (ITOMEeIIeHrne, HEe NpeIHa3HAYeHHOE Uil MEIUIIMHCKOTO
JICUYCHUs, TAKOE KaK CITy>)KeOHOE IMOMEIIEHNE WIIH CKIIa).

Jnist Kaxaoro yyacTtka JoibkHO ObITh Ykazano SAILIMTHOE 3A3EMJIEHUE.

[Ipumeuanue — B pasupix momemenusx mexay 3AXKNUMAMU 3AUIUTHOI'O 3A3EMJIEHUA
MoOxeT ObITh pasHocTh moteHuuanoB (U). B cmywae pazomknyroro COEIUHEHMA 3AILIMTHOI'O
3A3EMIJIEHUS (ycnosue Hapymrenns) ans M3JEJINS B CPEJIE, OKPYXXAIOIIEN ITALIMEHTA, 5ta pasHOCTh
noteHnuanoB MoxkeT Bo3HWKHYTh Ha KOPITYCE U3JIEJINA, cozmaBas OIIACHOCTD mns OIIEPATOPA wmu
ITAITMEHTA, ecau OIIEPATOP onnoBpemenHo potparusaercs no M3AEJINSA u ITAIIMEHTA, u ecnu uspenue

OTHOCHUTCH K THITY B.
BBB.3 UcxoaHble 3HAYECHHUS

ITAIUIMEHTBI  momkuel  OBITh  mojcoemuHeHsl  Tobko k  MEJUITMHCKOMY
DJIEKTPUHECKOMY U3AEJINIO, cooTBeTcTBYyIOMEMY 00IIeMy cTaHmaprty. [pyras ammaparypa
JOJI’KHA OTBEYATh TPEOOBAHMSIM COOTBETCTBYIOLIUX CTAaHAAPTOB.

B ycnoBusx napymenus gonyctuMbiii TOK YTEUKM HA KOPITYC cocrasnser 0,5 MA.

Bce o6opynoBanue, COOTBETCTBYIOIIEE TPEOOBAHMSIM O€30MACHOCTH MJIsi HEMEAUIIMHCKOTO
ucnoas3oBanus U nomemenHoe B CPE/IY, OKPYXAIOIIVYIO I[TAIIMEHTA, nyxnaercsa B Mepax,
orpannunBaromux TOK YTEYUKU HA KOPIIYC, ecnu oH mpeBblIIacT 3HAYEHUS, YKa3aHHBIE B
19.201.1.

BBB.4 IIpumepsi
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JlBa u3nenus pacrnonoxers B CPEJIE, OKPYKAIOILEN ITALIMEHTA (cM. cutyarmio Ne 1
B Tabnuiie BBB.201).

BosmoxHs! Tpu Bapuanra: la, 1b, lc.

la: 00a u3nenust A 1 B cooTBEeTCTBYIOT TpeOOBaHUAM OOIIETO CTaHapTa — MPOOJIEM HeT.

1b: uznmenue A cOOTBETCTBYET TpeOOBaHUAM 0OIIEero cTaHaapTa, a m3nenrne B — [IEC XXXXX,
Ho TOK YTEUKHM na KOPITYC wuznenuss B HE0OX0AMMO OTpaHUYUTH NPH JIOOOM €IMHHUYHOM
Hapymenun [TPOBOJJA 3AHIMTHOI'O 3A3EMJIEHUS unu mo60ro Ipyroro 3KBHBaJ€HTHOIO
NpoBOJa M3ACHHs, €CIM HEOOXOAUMO, NPUMEHssI B U3JeIUU B  JIOMOJHUTENIbHOE 3alMTHOE
3a3eMJICHUE WJIN pa3ieNIuTEIbHbIN TpaHnchopmMaTop.

Ic: u3genue A WCHoONb3yeT MCTOYHMK mUTaHus B u3fenuu B. M3genne B wnyxpaercsa B
OPUHATUA Mep I yKa3aHHOTO OJJIEKTPONHUTAHUSA, KaK OIMUCAHO M3TOTOBUTENEM, U JIOJKHO
cooTBercTBOBaTh TpeboBanusiM 3.201.3. B cimyuyae HEoOXOaMMOCTH, B u3Jeauu B MoxeT OBbITH

IPUMEHEHO JIOTIOJIHUTENbHOE 3a3€MJICHHUE I Pa3ielIuTeNbHbIN TpaHC(hOopMaTop.

[Ipumeuanune — Curyanuu 2 u 3 paccmotpens! B Tabnuiie BBB.201.
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Tab6nunma BBB.201 — KomOmnamun MEJIULITMHCKOI'O SJIEKTPUYECKOI'O U3JEJIUA u
HEMEAMLMHCKOTO MIEKTPUYECKOTO U3/1EIIHs

Howmep curyanuu

MenummHCcKui KaOuHET

B CPEJIE, _
OKPYAIOLIEN
MMALIMEHTA

Biie CPEJIBI, _
OKPYKAIOIIIEN
MTALIMEHTA

ITomemenue,
HCIOJB3yEMOE B
HEMCIUILIMHCKUX

LeJIsIxX

Pemenne
(cm. myHKT 19 BO Beex
CUTYAaIHSIX)

la U3penus A u B
B CPEJIE,
OKPYKAIOIIEN
MALIMEHTA

A B
MDBK 60601

MO3K 60601 1

1b U3penuss A u B
B CPEJIE,
OKPYXKAIOILEN
MAIIMEHTA

MBK ||
60601

MDBK
XXXXX

Hnst B: nononHuTensHoe
3aIUTHOE 3a3EMIICHUE
WIH Pa3JeIATeIbHBINA

TpaHchopMaTop

1 1c U3nenne A
MUTAETCS OT
HCTOYHHKA
MMUTaHUS,
BCTPOCHHOTO B
n3nenue B,
HaxOoJsIIIeecs B
CPEJIE,
OKPYKAIOIEN
IMAIIMEHTA

A
MOK 60601

B
MOK XXXXX

Jns B: momonHuTEeIbHOE
3aIIUTHOE 3a3eMJICHHE
WJTU pa3JeIUTENbHBIN

Tpanchopmarop

2a U3nenne A B
CPEJIE,
OKPYXKAIOILEN
IMTAIIMEHTA,
u3geinue B B
MEIUIIMHCKOM
KabuHeTe

MDBK

MDBK

60601

60601

2b Uspenue A B
CPEJIE,
OKPYKAIOILEN
[MALIMEHTA,
u3genve B B
MEIUIIMHCKOM
KabuHere

MOBK

MOBK

60601

XXXXX

Jnsa B: cm. 19.201 u
npunoxenne AAA

3a Usnenue A B
CPEJIE,
OKPYXAIOLEN
ITAITUEHTA,
u3geinue B B
IIOMEIIEHNH,
UCIIOJIb3yEMOM B
HEMEIULIMHCKUX
LEx

MO3K
60601

OO1ee 3anMTHOE 3a3eMIICHHE

Jst B: em. 19.201 u
npuwioxenne AAA

3b Uspenue A B
CPEJIE,
OKPYKAIOIIENA
ITALIMEHTA,
n3nenue B B
IIOMELLEHNH,
HCIIOJIb3yEMOM B
HEMEIULIMHCKUX
LEJIX

A
MOBK

60601

3&HII/ITHOC 3a3€MJICHUEC |

Jna B:
JOIIOJIHUTCJIIBHOEC
3alIUTHOC 3a3€MJICHUC
Nnin
PA3JIEJIMTEJIBHOE
VCTPOMCTBO
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Tlosicaenus k Tabmuie:
JIOTIOJTHATEIPHOE  3allfUTHOE 3a3eMJICHUE: €CIIM  HEOOXOIMMO, ClIeIyeT O00ecreYrBaTh

JOIMMOJIHUTCJIIBHOC 3alllUTHOC 3a3€MJICHUC, KOTOPOC 6y,[[eT INOCTOAHHO ITOAKJIIFOYCHO (CM. TaK¥XKC

58.201).

[Ipumeuanue — Moxer morpeOOBaThCS MOTUDUKAIIHS U3IEITHS.

PaznenureneHblit TpaHchopmarop: eciu Heobxoxumo orpannunBate TOK YTEUKM HA

KOPITYC, ucnonb3ys TOMONTHUTENBHBIN pa3euTeNbHbINA TpaHchopmartop, cM. npuiioxenue EEE.

[Ipumeuanue 1— Hukakas momudukanus u3nenus He Tpedyercs.

[Ipumeuanue 2 — Pa3aenurensHblil TpaHCPOpMATOp — TpaHCHOPMATOP C OAHOM WK OoJiee BXOAHBIMU

00MOTKaMH, OTAEIEHHBIME OT BBIXOJHBIX OOMOTOK, 10 KpaitHel mepe, ocHOBHOM n3omsnueit (cM. [EC 60989).

PA3JAEJIMTEJIbBHOE VCTPOMCTBO: €CIIu HEOOXOINMO, MIPUMEHSIOT
PA3JIEJINTEJILHOE YCTPOMCTBO.

[EC 60601 — MeguIMHCKOE OJIIEKTPUYECKOE W3/EIHe COOTBETCTBYET TpeOOBaHUSIM
crangaptoB I[EC 60601.

IEC XXXXX — HEMEeIWIIMHCKOE H3JIeJINe, COOTBETCTBYIOIIEEC TPEOOBAHHUSIM CTaHIAPTOB

6e3onmacHocTH MexayHapoaHoi DnekTpoTexHuueckoir Komuccuu.

21



I'OCT IEC 60601-1-1-2011
IHpuaoxenune CCC

(00s13aTEILHOE)

HopmaTuBHBIE CCBIIKH

Huxe nepeuncrieHsl craHAapThl, HA KOTOpPbIE MMEIOTCS CChbUIKM B Hactosuiedl wactu IEC
60601. Jlns naTUpPOBAHHBIX CCBHUJIOK IMOCJIEAYIOIIME MOMPaBKU WIA HNEPECMOTPbl HE MPUMEHSIOTCA.
OnHako MOOMIpSETCs] NMPUMEHEHHE HOBEHIMX HW3JaHWW CTaHAApTOB, O0O3HAYCHHBIX HIDKe. Jlis
HEATUPOBAHHBIX CCHUIOK MPUMEHSETCS MOCNeIHEee N3/IlaHue HOPMAaTUBHOTO JokyMeHTa. Ynensl [EC
U MexayHnapoaHoilt Opranu3anuyu 1Mo CTaHJapTH3AMK MOANEPKUBAIOT PETUCTPHI JIEHCTBYIOMIUX B
HACTOSIIEE BPEeMSI MEXKIYHAPOIHBIX CTAaHIAPTOB.

IEC/TR 60083:1997 Plugs and socket-outlets for domestic and similar general use
standardized in the member countries of IEC (Illtencenu u po3eTku OBITOBOrO M aHAJIOIMYHOIO
Ha3HAa4YeHMsI, CTAaHAAPTU30BaHHbIE B CTpaHax — wieHax MOK)

IEC 60529:1989 Degrees of protection provided by enclosures (IP code) (Crenenu 3ammrsl,
obecnieunBaembie ooosoukamu (IP - kox))

IEC 60601-1:1988 Medical electrical equipment — Part 1: General requirements for safety
(M3penus menuuHCcKue dnekTpudeckue. Yacts 1. O6mue TpeboBanus 6e3onacHoctu. M3menenue 1
(1991) u u3menenue 2 (1995))

IEC 60884-1:1994 Plugs and socket-outlets for household and similar general purposes - Part
1: General requirements (CoeIMHUTENH SIEKTPUUYECKUE IITEINCENbHBIE OBITOBOIO U aHAIOTUYHOTO
HazHadyeHus. Yacte 1. O6mue tpedoBanwus. [Tonpaska 1(1994) u monpaska 2 (1995))

IEC 60989:1991 Separating transformers, autotransformers, variable transformers and
reactors  (TpanchopmaTopbl  pazmenuTenbHBIE,  ABTOTPAHC(HOPMATOPHI,  PETYJIMPOBOYHBIC

TpaHcGOpMaTOpbl U PEaKTUBHBIE KATYIIKA WHAYKTUBHOCTH)
IMpumeuanue 1 — {1 ”HPOPMATUBHBIX CCBUIOK cM. npuiioxenue DDD.
IMpumeuanne 2 — [nsg m3nenuiit u CUCTEM BaXHBIM acrieKTOM SIBIISIETCSI YCTAHOBKA AJIEKTPOTTUTAHUS

B MCIUIIMHCKOM YUYPCKIACHUH. B HEKOTOPBIX CTpaHaxX MPUMCHAIOT CIICIIUAaIbHbIC Tpe6OBaHI/I$I.
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Hpuaoxenue DDD

(cmpaBoYHOe)

bubauorpadus

IEC 60065:1998 Audio, video and similar electronic apparatus - Safety requirements (Aymmo-,
BHUJICOAIITapaTypa U aHAIOTHYHAS 3JIEKTPOHHAsI anmaparypa. TpeGoBaHHs TEXHUKH
0e30MIacHOCTH)

IEC 60335-1:1991 Safety of household and similar electrical appliances; part 1: general requirements
(ITpuGopsI 31eKTpUYEeCKIe OBITOBOTO M aHAJOTHYHOTO Ha3HaYeHHs. be30macHoCTb.

Yacts 1. O6une TpedoBanms)

IEC 60601-1-4:1996  Medical electrical equipment - Part 1: General requirements for safety - 4. Collateral
standard: Programmable electrical medical systems (DnekTpoanmaparypa
meauiuHckas. Yacte 1. O6ume tpeGoBanust kK Ge3omacHOCTH. 4. J[OMOTHSAOMIMI

craaapt. [IporpaMMUpyeMbie METHIIHHCKHIE IEKTPUIECKAEC CHCTEMBI)

IEC 60825-1:1993 Safety of laser products; part 1: equipment classification, requirements and user's
guide (be3zomacHoCTh 1a3zepHBIX yeTpoicTB. YacTs 1. Kimaccudukarms anmapartypsl,
TpeOOBaHMS B PYKOBOJCTBO ITOJIE30BATEIS)

IEC 60950:1999 Safety of information technology equipment (O6opymoBanue st HHHOPMATUOHHBIX
TEXHOJIOTHUH. be30ImacHOCTh)

IEC 61010-1:1990 Safety requirements for electrical equipment for measurement, control, and laboratory

use; part 1: general requirements (DnexTpooOopynoBaHUe s TNPOBEACHUS
U3MEPCHHI, yMpaBICHHs ©  Ja0OpaTOpHOrO  HWCHONB30BaHUs.  TpeGoBaHUs
6e3onacHocty. Yactp 1. O0mmue TpeGoBaHus)

ISO 7767:1997 Oxygen monitors for monitoring patient breathing mixtures - Safety requirements
(MoHHTOpBI /Il KOHTPOJISL CONEPXKAHWsI KHCIOpPOJAA B BIXATENBHOW CMECH IS
naruenTa. TpebGoBanwms 6€301MacCHOCTH )

ISO 8185:1997 Humidifiers for medical use. General requirements for humidification systems

(YBIaXHUTEM MEAUIMHCKOTO HazHaueHust. OOIre TpeOOBaHUS K CHCTEMAaM YBIKHCHHS)

ISO 8359:1996 Oxygen concentrators for medical use - Safety requirements (KonmeunTpaTopst

KHCIIOpoaa MenuiuHckue. TpeboBaHus TEXHUKH 0€30MTACHOCTH)

ISO 9918:1993 Capnometers for use with humans. Requirements (KamHomMeTpbl, TpetHa3HaUCHHBIE

st moneit. TpeboBammMs)

ISO 10079-1:1991 Medical suction equipment; part 1: electrically powered suction equipment; safety

requirements  (OOopyJoBaHne —acnupandoHHOe MeaumuHCcKoe. Yacte 1.

OJexTpuyecKoe acnupanoHHoe o0opynoBanue. TpeGoBaHus 6€301MaCHOCTN)
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Hpuinoxenue EEE

(00s13aTEILHOE)

Tpedosannss k MHOI'OMECTHBIM PO3ETKAM

EEE.1 MHOI'OMECTHBIE PO3ETKMU c pa3geaurebHbIMA TPaHCHOPMATOPAMH

MHOI'OMECTHAS PO3ETKA moxeT ObITh OTACIBbHBIM HU3ACIUEM WIH OBITh BCTPOSHHOM
yactbto  MEJIMIMUHCKOI'O  DJIEKTPUYECKOI'O U3JAEJIUA wunmu  HEMEIUIIMHCKOTO
AIIEKTPUYECKOTO U3/IETHSL.

PaznenurensHbil TpaHcpopMaTop TOKEH cOOTBeTCTBOBaTh TpeboBaHmsiM IEC 60989, 3a

HCKIIIOYCHHEM MaKCUMaJIbHOW BBIXOIHOM MomHOCTH (1 kBA) u ctenenu 3amutel (IPX4).

Hpumeuanue — JBOMHAS uwm YCUJIEHHAS U3OJISALIMS, npuMensemas B TpaHchopMaTopax
(mampumep, IEC 60742), ve Tpebyercs, moromy uro TOK YTEUKU HA KOPITYC CUCTEMBI — mensbiie uem 0,5

MA B YCHIOBUAX CAUHUYHOT'O HAPYIICHUSA, IOOTOMY pa3I[CJ'II/ITeJ'II>HBII71 Tpchq)opMaTop JOCTAaTOYCH.
Tpanchopmarop nomxeH uMeTs kiacc I.

HpI/IM edyanue — OTO Tpe6OBaHI/I€ HCO6XO,Z[I/IMO JJIs obecrieyeHus CBsI3U O60py,HOBaHI/I}I W 3alllTUTHOT'O

3a3CMJICHUA.

Ecmu 310 HEoOX0ImMMO, KOHCTPYKLHUS TpaHchopMmaropa IODKHA HMETh OCOOYIO CTEleHb
3aIUThI OT MPOHUKHOBEHHMS BOJbI, Kak ykazaHo B IEC 60529.
IIpenen Bbixoanoi momuoctu 1 kBA st Tpancdopmaropos, ykazanusiit B IEC 60989, e

IIPUMEHSETCA.

[Ipumeuanue — OrpanndyeHue MomHOCTH He oOwscHsercs B IEC 60989, m HOMUHAJIBHAS
MOIIHOCTh ~ OMpEJENsAeTCs]  YCTAHOBIEHHBIM IUIABKUM  NpPEIOXpaHHUTEIEM U  HCIOJB3yeMbIM  Kaberem
anekTpornuTanusa. OJHAKO XapaKTePUCTUKU TpaHc(opMaTopa JOJDKHBI OBITH TIATENBHO MOI0O0PAHbI, IPUHUMAS BO
BHUMaHHE U3MEHEHHs B TOKE HArpy3KH CHUCTEMBbI, YTOOBI TapaHTUPOBATh, YTO HANpPsDKEHUE MUTAHUS K M3ACTHIM,

BxogsmuM B CUCTEMY, octaHeTcs B mpenenax, ykazaaHbix B 10.2.2 obmiero cranmapra.

B nomonnenne k  TpeboBanusmM IEC 60989  TpanchopmaTtopbl  TOMKHBI - OBITH
IPOMapKUPOBAHBI COrNIaCHO TpeboBaHusM 6.1 1 6.2 obuiero cranmapra.

MHOI'OMECTHASA PO3ETKA pomkHa MMeTh MapKMpPOBKY MAaKCHUMAaJIbHOM BBIXOJHOM
MOII[HOCTH.

MHOI'OMECTHAS PO3ETKA nomkHa OBITh TOCTOSTHHO COEIUHEHA ¢ TpaHC(hOpMaTOpOM,
WIN HITENCeNb A MOACOSANHEHHs TpaHCc(hopMaTopa He JOJKEH COCTHIKOBBIBATHCS CO LITETICENIEM

anekrporutanus corinacHo IEC/TR3 60083 (cm. mpunoxxenue FFF).
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[Mpumeganume — KoOHTPOIb H30ISINH pa3IeNuTENLHOTO TPAHC(HOPMATOPA HE SBISIETCS HEOOXOIMMBIM.
Eaunuynoe HapylieHHe MOXKeT ObITh OOHapy>KeHO BO BpeMs TEKyIIEro OOCIyKMBaHHS, a YCJIOBHE IBOWHOTO
HapymieHus HempuMeHnMo. Jlomyctuma, HO He TpebyeTcsi, KOHCTPYKLHUS TpaHchopMmaropa € 3a3eMICHHBIM

HCHTPAJIBbHBIM BBIBOAOM BTOpH‘-IHOfI OOMOTKH.

MHOI'OMECTHAS PO3ETKA nomxkHa ObITh TpoMapKupoBaHa cuMBoJIoM 14 tabmutst DI,
npwioxenus D obmiero cranmapra.
Coomeemcmeue npogepsiom OCMOMPOM U KAK YKA3AHO 6 COOMBEmCMEYIOWUX NYHKMAX

obwezo cmanoapma.
EEE.2 MHOI'OMECTHBIE PO3ETKH

MHOI'OMECTHBIE PO3ETKM npomkuel coorBercrBoBath IEC 60884-1, a Taxke
CIICAYIOIHUM TPEOOBAHUSIM:

- IYTU YTEUKU u BO3AYIIHBIE 3A30PhbI momxubl cooTBeTcTBOBaTH 57.10 00IIETO
CTaH/apTa;

- MHOI'OMECTHBIE PO3ETKM noikHBI UMETH Ki1ace 1, U 3alIMTHOE 3a3eMIIEHHE JOJIKHO
OBITH CBSI3aHO C KOHTAKTaMM 3aI[UTHOTO 3a3€MJICHHSI B IITETICENIbHBIX pa3beMax U3CIINA;

- 3aXHMbl 3alIUTHOTO 3a3€MJICHMS M TPOBOJA 3ALIUTHOTO 3a3€MJICHUS JOJIKHBI
COOTBETCTBOBATH IMMyHKTY 58 00IIIero CTaHnapTa;

- KOPITYCA noimKHBI COOTBETCTBOBATH MYHKTY 16 00IIero CTaHaapTa;

- YCTpPOMCTBa 3JICKTPOMMUTAHUSI W DIECKTPOMPOBOJKH, KOrJa 3TO MPUMEHUMO, JIOJKHBI
COOTBETCTBOBATh MMyHKTY 57.5 00111ero cranaapTa;

- CBOICTBa KOMIIOHEHTOB HE€ JIOJKHBI IPOTUBOPEUYUTH YCIOBUAMH HCIOJb30BaHus (cM. 56.1
b) obmero cranmapra);

- COCIMHUTENH JI0JDKHBI COOTBETCTBOBATH TpeOoBaHMsIM 56.3 00111ero cTanaapra;

- IIHYPHI SJEKTPOMUTAHUSI TOJKHBI COOTBETCTBOBATh 57.3 1 57.4 obmiero cranaapra;

- 3alUTHOE 3a3eMJICHHE JOJDKHO COOTBETCTBOBaTH TpeOoBaHUSM MyHKTa 18 o0Iero

CTaHJapTa.

IIpumeuanune — I[lomHsni nmmenanc 3amutHOTO 3a3emiieHus 11t CUCTEMBI moxet 661t 10 0,4 OM

WUTH BBIIIIE, €CITH BBITIOJIHEHHI yciIoBus 18 g) obrmmero crangapra;

- MHOI'OMECTHAS PO3ETKA nomkHa OBITh TPOMAapKHUpPOBaHA CHUMBOJIOM 14 TaOIHIIBI
D.1, npunoxenue D obuiero crannapra.
Coomeemcmaue nposepsitom OCMOMPOM U KAK VKA3AHO 6 COOMBEmCMmEVIOWUX NYHKmMAax

0bweeo cmanoapma.
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Hpunoxenune FFF

(cmpaBo4Hoe)

Ipumepsl npumenennss MHOI'OMECTHBIX PO3ETOK

Mpumepbl npumeHeHna MHOMOMECTHbLIX PO3ETOK

I I LTencenb gns nagenus
o Kpbiwwka
IR k 0N
(LQ) ~F
oY, AN l
~— PacnopHble getanu \
\‘ Y : §
PO
o Q) MnacTtuHa, 3akpenseHHas
<~/ Ha MHOrOMECTHOM
PO3ETKE
PN MHOrOMECTHASA PO3ETKA
Q)
o>
I/S\ \ Bug A
o Q) (Npv noaKmnoveHHOM WTencene
</ ans nagenus)
MHOIMOMECTHAA PO3ETKA,

NOAKIIOHEHNE K KOTOPOW OCYLLECTBIIAETCA
TONbKO € UCTIOMNbB30BAHUEM UHCTPYMEHTa

(@ ® ——F=[13f

MHOIOMECTHASA PO3ETKA

KoHcTpyKums TpaHcgopmartopa
CO crneumansHON po3eTKon
AneKTponuTaHns

@ @ ® @] 3

MHOIOMECTHAA PO3ETKA

KoHcTpykuus TpaHcdopmaropa
C MOCTOSIHHLIM COEANHEHUEM
MHOIOMECTHOW
PO3ETKU

Pucynok FFF.1, muct 1
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0
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KoHcTpykums TpaHccopmaropa,
Bkovatowwas MHOMTOMECTHYIO
PO3ETKY MpuHUMNKMansHas cxema

Pucynok FFF.1, nuct 2
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Ipuioxenue JJA

(cpaBo4HOe)

CBEI[eHI/IH 0 COOTBETCTBHM MCKTOCYTAPCTBCHHBIX CTAHAAPTOB CCHLJIOYHBIM

MEKAYHAPOAHBIM CTAHJAAPTAM

Tab6numa JIA.1

O0o03HaYeHUE CCHIJIOYHOTO CreneHb OO0o3HaUYcHNE 1 HAMMECHOBAHUE
MEXIyHApOIHOTO CTaHAapTa COOTBET- COOTBETCTBYIOIIETO MEKTOCYAaPCTBEHHOTO
CTBHS CTaHaapTa
IEC/TR3 60083:1997 IllTencenu u
pO3eTKH OBITOBOTO M aHAJIOTUYHOTO - *
Ha3HA4YeHMUsI, CTAHAApTU30BAaHHBIC B
ctpa”ax — uaeHax MOK
IEC 60529:1989 Crenenu 3ammThl, I'OCT 14254-96 (MDK 529-89) Crenenu
obecnieunBaembie 00ooukamu (IP - MOD 3aIlMThI, o0ecrieunBaeMble 00o10ukamu (Ko
KOJT) IP)
IEC 60601-1:1988 Uznenus I'OCT 30324.0-92 (M3K 601-1-88) Uznenus
MEAUIMHCKHE SJIEKTPUUECKHUE. MEIUIMHCKHE dNeKTpuueckue. YacTs 1.
MOD

Yacte 1. O6mume TpedboBaHMs Oo6mme TpeboBaHus 6€30MaCHOCTH
0e30IMacHOCTH
IEC 60884-1:1994 Coeaunurenu I'OCT 30988.1-2002 (M3K 60884-1-94)
JJIEKTPUUYECKHUE IITEICEIIbHBIE COGIII/IHI/ITCHI/I SJICKTPHUYCCKUC IITCIICCIIbHBIC
OBITOBOTO U aHAJIOTUYHOTO MOD OBITOBOI'O U aHAJOTMYHOI'0 Ha3HaueHusA. YacTh
HasHayenus. Yacte 1. OOmue 1. OOmue Tp€6OBaHI/ISI W METOJIbI UCTIBITAHUMN
TpeOOBaHMS
IEC 60989:1991 Tpancdopmaropsl
pasnenuTeabHbIC,
aBTOTpaHC(HOPMATOPHI, - *
peryJIMpOBOYHBIE TPAHCPOPMATOPHI
U pEeaKTUBHBIE KaTYIIKU
WHJYKTUBHOCTHU

* COOTBETCTBYIOIIUNA MEXIOCYIapCTBEHHBIN CTaHAApPT OTCYTCTBYeT. [lo ero yTBepKaeHus

PEKOMEHIyEeTCSl MCIOJIb30BaTh MEPEBOJ] Ha PYCCKUHM SI3bIK JAHHOTO MEXIYHApOAHOTO CTaHIapTa.
[lepeBol AaHHOTO MEXIYHAPOIHOTO cTaHAapTa Haxoautcsa B DenepalbHOM HHPOPMAIMOHHOM
boHIe TEXHUYECKUX PETIAMEHTOB U CTaHAapTOB.

[Ipumeuyanue - B HacTosmeM cTaHAapTe WCIOJIB30BAHO CJEAYIOUIEe YCIOBHOE
0003HaUYE€HHE CTETIEHH COOTBETCTBUS CTaHIapTa:

- MOD — moanduimpoBaHHble CTaHAAPTHI.

28




I'OCT IEC 60601-1-1-2011

YK 615.47:006.354 MKC 11.040 P09 IDT

KroueBklie CJIOBaA: MCIULIMHCKAaA QJICKTpUYICCKas CHUCTCMaA, MCIHMITMHCKOC
QJICKTPUICCKOC M3ACIUC, PA3ACIUTCIIBHOC YCTPOfICTBO, MHOTOMCCTHAas pPO3CTKaA,

COCIMHEHUE; cpejia, OKPYIKAroIas MalueHTa
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