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MNpepgnucnoBne

Llenn, OCHOBHble MPUHUUNLI M 06LiMe NpaBuia npoBefeHus paboT MO MeXrocyaapcTBeHHOI cTaHgap-
Tusauum yctaHoBsieHbl TOCT 1.0 «MexrocygapcTBeHHasi cucteMa ctaHgapTu3auum. OCHOBHbIE NOJIOXEHUS»
n FOCT 1.2 «MexrocygapcTBeHHas cuctemMa ctaHgapTusayuun. CtaHaapTbl MeXrocyaapcTBeHHble, NpaBuaa
M peKkoMeHauunm No MexXrocysapcTBEHHOW cTaHaapTusauuu. MpaBuna paspaboTku, NPUHATUS, O6HOBIEHUS
N OTMEHbI»

CBefeHnAa o ctaHpgapTe

1 NMOATOTOBJ/IEH O6wWwecTBOM C OrpaHUYEeHHOW OTBETCTBEHHOCTbI «MepgTexctaHgapT» (OO0 «Meg-
TexcTaHfapT») Ha OCHOBE COBCTBEHHOrO NMepeBoda Ha PYCCKUIA A3blK aHIN0A3bIYHON Bepcuu cTaHgapTta, yka-
3aHHOro B NyHKTe 5

2 BHECEH depgepasnbHbiM areHTCTBOM MO TEXHUYECKOMY pPeryiupoBaHuio U MeTpoaiorunm

3 NMPUHAT MexrocygapcTBeHHbIM COBETOM MO cTaHgapTusauuu, MeTposiornm u ceptudukaummn (npo-
TOKOM OT 22 HOA6GpsA 2022 1. Ne 156-1)

3a NpuHATUE nporosiocoBanu:

KpaTKoe HanMmeHoBaHue CTpaHbl Kog CTpaHbl Nno MK Coxpau.LeHHoe HanMmeHoBaHMe HaluMOoHa/IbHOro opraHa
no MK (MCO 3166) 004—97 (NCO 3166) 004—97 no ctaHgapTunsaymm
ApmeHns AM 3A0 «HaumoHanbHbIN opraH No ctaHgapTM3auum
n meTposiornm» Pecnybnukn ApmeHns
Benapycb BY locctaHpgapT Pecny6nvkun bBenapycb
Poccus RU PocctaHgapTt
Y3bekucTtaH uz Y3ctangapT

4 Mpukasom degepanbHOro areHTCTBa N0 TEXHUYECKOMY PerysiMpoBaHuil0 M MeTponorMm oT 22 Hoa6psa
2022 1. Ne 1346-CT MeXrocyfapcTBeHHblt ctaHaapT FTOCT IEC 80601-2-26— 2022 BBefleH B AeiCTBUE B Kaye-
CTBe HauumoHanbHOro ctaHgapta Poccuitckon degepaynn ¢ 1 nwona 2023 r.

5 HacToawwuii cTaHgapT uAeHTUYeH MexAyHapoAHomy cTaHgapTty IEC 80601-2-26:2019 «W3pge-
nMa mMeguuunHckne anekTpuyeckme. Yactb 2-26. YacTHble Tpeb6oBaHusas 6e30NacHOCTUM C yYeTOM OCHOB-
HbIX (YHKLMOHANbHbIX XapakTepucTuK K 3fnekTposHuedanorpacgam» (IEC 80601-2-26:2019 «Medical
electrical equipment — Part 2-26: Particular requirements for the basic safety and essential performance of
electroencephalograph», IDT).

MexayHapoAHblli cTaHfapT paspabotaH nogkomutetom 62D IEC «2DnekTpoMmeguLmHcKkas annapatypa»
TexHnyeckoro komuteta TC 62 «dnekTpoobopyaoBaHue B MeAWLMHCKON npakTuke» uM nogkomuTetom SC3
ISO «AnnapaTbl UCKYCCTBEHHON BEHTUNALUN NErKNX N CBA3aHHble C HUMMW YCTpOMNCTBa» TEeXHUYECKOro KOMU-
Teta TC 121 «O6opyaoBaHuMe ANS aHECTe3MM U UCKYCCTBEHHOW BEHTUAALNUN NErKUX».

Mpyv NpMMEHeHUN HacToALWero cTaHgapTa pekoMeHAyeTCAa UCNO0/b30BaTb BMECTO CCbIJIOYHBIX MeEXAy-
HapoAHbIX CTaHAapTOB COOTBETCTBYKOLWME MM MEXroCyAapCTBEHHble CTaHAapThbl, CBEAEHUA O KOTOPbIX NpU-
BefleHbl B JONONHUTENBHOM npuaoxenun JA.

[JlononHWTenbHble CHOCKM B TeKcTe cTaHjapTa, BblgeNleHHble KypCUBOM, NpuUBeAEeHbl AN NOSCHEHUA
TekcTa opuruHana

6 B3AMEH IOCT 30324.26—95
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WHdopmaunsi o BBefeHUn B AelicTBMe (NpekpalieHun AeldcTBuUS) HACTOSWEero cradgapTa 1 nsme-
HEHWI K HEMY Ha TeppuTOpUM YKa3aHHbIX Bbllle rocyfapcTB NybanKyeTCs B yKazaTenax HalMoHabHbIX
cTaHapToB, N3jaBaeMbiX B 3TUX rocygapcTBax, a Takke B ceTu VIHTepHeT Ha caiiTax coOOTBeTCTBY-
HOLLUX HAUVOHA/IbHbIX OPraHoB No cTaHAapTu3auuu.

B cnyyae nepecmoTpa, U3MEHEHUS UM OTMEHbl HACTOSLLEero cTaHgapTa CoOOTBeTCTBYLWAan UH-
dopmaunsa 6yaeT onybsvMkoBaHa Ha ochuunanbHOM UHTEpPHeT-caliTe MexrocygapcTBEHHOIO coBeTa no
cTaHjapTu3auum, MeTponorum u cepTudukauum B kKaTanore «MexrocygapcTBeHHble CTaH4apTbi»

© IEC, 2019
© OdopmneHne. PrbyY «MHCTUTYT cTaHgapTnlaummn», 2022

B Poccuiickoit depepaumm HacToAWMA cTaHAAPT He MOXET 6biTb MOMHOCTLIO WK
YyacTUYHO BOCMPOM3BEAEH, TUPAXMPOBAH U pacnpocTpaHeH B KayecTBe ouLManbHOro
n3gaHus 6e3 paspelwleHns denepasibHOrO areHTCTBa N0 TEXHUYECKOMY PETy/IMPOBaHMI0
M MeTposioruu
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BBegeHune

HacTtoawwuii ctaHgapT 3aTparuBaet TpeboBaHUs K OCHOBHOW BE30OMACHOCTU u OCHOBHbIM
PYHKUNOHANBbHBIM XAPAKTEPUCTUKAM 3/IEKTPOSHUE®ANOINPA®OB. OH n3MeHAeT U AONOSHAET
IEC 60601-1:2005 n IEC 60601-1:2005/AMD1:2012 «3pennsa meaunuuHckme anektpuyeckume. Yactb 1. O6-
wne TpeboBaHNa 6e30MNaCHOCTM C YYeTOM OCHOBHbIX (PYHKLMOHaNbHbIX XapakTepucTuk» (ganee — ob6wui
cTaHaapr).

Llenbio HacTofAlwero craHpapTa fiBNfeTcsa akTyanusauuna TpeboBaHWl CO CCbiNkol Ha pepgakuyuio 3.1
obuiero ctaHgapTa M HOBble BEPCUW AOMNOMHUTENbHbLIX CTAH4APTOB U U3MEHEHUS K HAM MYTEM TEXHWUYECKUX
KOPPEeKTUPOBOK.

TpeboBaHMA HacToAWero craHgapTa SABAAKTCA MNPUOPUTETHBIMW MO OTHOLWEHUID K COOTBETCTBYHLL UM
TpeboBaHuaAM obuwiero ctaHgapTa.

O6uwumne nonoxeHna n obocHoBaHne Ansa Hanbonee cywecTBEeHHbIX Tpeb6OBaHNn HacToALWero ctaHgapTa
npuBefeHbl B npunoxeHun AA. NpUHATO cyuTaTb, UTO 3HAHME NPUUYMH ANSA 3TUX TpeboBaHuii 6yaeTt cnocob-
CTBOBAaTb He TO/IbKO NPaBWbHOMY NPUMEHEHWI0O HACTOALWEro ctaHfapTa, HO U B AalbHeliwemM 6onee onepa-
TUBHOMY NepecmMoTpy, 06yCNOBMEHHOMY M3MEHEHUAMWU KNAWHUYECKOW NpPaKTUKM WM COBEepLIeHCTBOBaAHUEM
TexHonorun. OgHako npunoxeHme AA He ABAAeTCA YacTblo TpeboBaHWl HacTosAWero ctaHgapTa.

HacTtoawuii ctaHgapT UMAEHTMYEH MexAyHapoAHomy cTaHgapTty IEC 80601-2-26, noaroToB/A€HHOMY
COBMECTHOII pab6oueli rpynnoli noakomuteta 62D IEC «DnekTpoMmeauuMHcKas annapaTtypa» TeXHWYeckoro
komuteta TC 62 «DnektpoobopyaoBaHne B MeAULUHCKON npakTuke» u nogkomuteta SC3 ISO «Annapartsl
MCKYCCTBEHHOI BEHTUMSALNN NETKNX U CBA3aHHble C HUMKN yCcTpoicTBa» TexHuyeckoro komuteta TC 121 «O60-
pygsoBaHue ANS aHecCTe3UuW M UCKYCCTBEHHOW BEHTUMSALWUKU NErkux»

IEC 80601-2-26 ony6nnkoBaH nog AByMs siorotmnamu.

IEC 80601-2-26 oTmMeHsAeT U 3aMeHseT TpeTbe u3gaHue IEC 60601-2-26, ony6nmkoBaHHoe B 2012 T
IEC 80601-2-26 npeacTtaBnsieT co60i TexHWYecKuii mepecMoTp B COOTBETCTBMM C M3meHeHumem 1 2012 r.
IEC 60601-1:2005, HOBbIMY BepCUAMM AOMNONHUTE/IbHbIX CTAHAAPTOB U U3BMEHEHUAMU K HUM.

Tekct IEC 80601-2-26 ocHOBaH Ha C/eAylLWNX 4OKYMEeHTax:

OKoHYaTe/bHbIA MPOEKT MEX/AYHAPOAHOIO CTaHAapTa OTYET 0 ro10CoBaHMMN

62D/1666/FDIS 62D/1681/RVD

MonHas mnHopmauna o rosnocoBaHum no yteepxaeHuto IEC 80601-2-26 npuBegeHa B oT4yeTe O rono-
COBaHMK, yKa3aHHOM B NMPMBEAEHHON Bbiwe Tabauue. B ISO cTaHgapT 6bin1 0406peH XXX P-uneHoB u3 yyy
nporonocoBasLUKX.

Pepakuns mexagyHapogHOro ctaHgapTa NnoAroToBneHa B cooTBeTcTBuMMU ¢ AupektnBamu ISO/IEC, yacTb 2.

B HacToAweM cTaHgapTe NPUHATHI creAyloline WpUpToBbLIE BblAENEHUSA:

- TpeboBaHuA M onpefeneHnas — NpAMONn WpudT;

- MeTOfbl UCMbITAaHUN — KYpCUB;

- MHOPMaLUMNOHHbLIN MaTepuan, NpuBeLEeHHbIN BHe Tabnuy (MpMmMeyvyaHus, NpUMepbl U CNpaBOYHas WH-
opmaymns), a Takke HOPMATUBHbIA TEKCT Tabnny — WPUAT YMEHbLW EHHOTO pa3Mepa,;

- TEPMWHbI, ONPEAENEHHbBIE B PA3AE/E 3 OBWEro CTAHOAPTA N B HACTOAWEM CTAH-
OAPTE, — 3ATJTABHbIE BYKBbI.

B HacToAweM cTaHgapTe TEPMUHbI O3HAYAKOT:

- «NYHKT» — ofHa u3 17 yacTel cTaHgapTa, yka3aHHbIX B cOAepXaHuu, BKIoYas BCe NOAMNYHKTbl (Ha-
npumep, NYHKT 7, BKAKYaa ero noagnyHktel 7.1,7.2 n 1. 4.);

- «NOANYHKT» — MNPOHYMepoBaHHaa nocnegoBaTe/lbHOCTb NMOANYHKTOB MNyHKTa (Hanpumep, NOAMNYHKTbI
7.1, 7.2 n 7.2.1 ABnaTCA NOANYHKTaAMW NyHKTa 7).

Mpw ccbiNke Ha NYHKT nNepej ero HOMepoM B HACTOSALWEM CTaHAapTe CTOUT C/IOBO «MYHKT», & Npu CCbl/iKe
Ha NOANYHKT — ero Homep.

B HacToAwem cTaHgapTe CO3 «Unu» 6yaeT UCNOMb30BaH KakK BKAKYawLWee «uin», T. €. yTBepXAeHune
6yAeT UCTUHHBLIM NpK 1160 KOMOGUHALNK YCNOBUIA.

FnaronbHble QOpMbl, UCNOMb3YEMbIE B HACTOSALWEM cTaHhapTe, coBnajgalT no popMe ¢ oNUCaHHbIMU B
nyHkte 7 Aupektus ISO/IEC, yacTb 2.
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3HayeHue BcnomoraTesibHbIX rNarosioB:
- «O0J1XXeH» — COO0TBeTCTBue Tp86OBaHVIF|M WAN NCNbiTaHUAM 0653aTesibHO Ansa CoOTBEeTCTBUA HaCTO-

AlWeMy cTaHgapTy;
- «cneayet» — COOTBETCTBMe Tpe60OBaHWSAM MAU UCNbITAHUAM PEKOMEHAO0BAHO, HO He 0653aTesibHO

LN COOTBETCTBUA HACTOALWEMY CTaHAapTy;
- «MOXeT» — OnucaHue 4ONyCTUMbIX NyTel fOCTVKEHUS COOTBETCTBUS TPEOOBAHUAM UM UCTBITAHUAM.

3Hak 3Be3f04kn (*) y HOMepa NyHKTa wuau noAnyHKTa pasgena, uau 3aronoska tabnuubl ykasbiBaeT, 4To
B NpunoxeHun AA npueefeHbl COOTBETCTBYIOLWNE NOACHEHUS.
MepeueHb Bcex yacTei cepun IEC 80601 nog o6W MM HaMMeHOBaHMEM «M3aennss meauuUHCKUE 3MekK-

Tpunyeckne» npueepeH Ha Beb-calite IEC.

Vi
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M E X T O C Yy o A P C T OB E H H bl W C T AH 4O A P T

N3AENNA MEOWUWNHCKWE 9NEKTPUYECKUE
HacTb 2-26

YacTHble Tpeb6oBaHUA 6€30MacHOCTN C Y4HETOM OCHOBHbIX (PYHKUMOHANbHbIX XapaKkTepucTukK
K a/1eKTpoaHuyedanorpadam

Medical electrical equipment. Part 2-26. Particular requirements for the basic safety
and essential performance of electroencephalographs

Jata BBegeHuna — 2023—07—01

201.1 O6nacTb NPUMEHEHUA, Leflb U COOTBETCTBYIOWME CTaHAAPTbI
MpumeHAKT NYHKT 1 o6wero ctaHgapTal), 3a UCKIKOYEHMEM creaylowero:

201.1.1 *O6nacTb NpuMeHeHunA

3ameHa:

HacTtoawuii cTaHgapT pacnpocTpaHsaeTcsa Ha TpebGoBaHMA K OCHOBHOW BE3OMACHOCTU u OC-
HOBHbIM ®YHKUWOHANNIbHBIM XAPAKTEPUCTUKAM SNEKTPOSHUE®ANOIPA®POB, Kak onpeaeseHo
B 201.3.204, B ganbHeiwem Takke umeHyembix M3 UBLENNA* 1 MO CUCTEMBbI*. HacTtoAwunn ctangapTt
npumeHnm K SJTIEKTPOSHLEPA/IOTPADPAM, npegHasHauyeHHbIM 415 UCNOIb30BaHNA B NpoddecCcuoHabHbIX
MeAULUMNHCKUX opraHusauusax, Ana okasaHus IKCTPEHHOW MEAWLMHCKOM NMOMOWMW van MEAULINH-
CKOM NMOMOLUW B OBbIAEHHOW OBCTAHOBKE (nnaHoBoli MeWLMHCKON nomMoLyn).

HacToawwnin ctaHaapT He pacnpocTpaHsAeTcsa Ha Apyrve usgenus, npumeHsemble B 3n1eKTpoaHuedano-
rpadoun (33r), Takme Kak:

- (hoHOohoTOCTUMYNATOPDI;

- ycTpolicTBa XpaHeHuUs u npeacTaBieHus fgaHHbix 93T

- M3 U3[ENNA, cneunanbHo npegHa3HavyeHHble AN MOHUTOPUHIA BO BPEMS 3/1EKTPOCYAOPOXHON Te-
panuu.

Ecnv nyHKT unM nognyHKT HacToAWero craHgapra pacnpoctpaHaeTtcsa Tosibko Ha M3 WU3AENVA wnnn
ToNbko HAa M3 CUCTEMbI, To 3T0 6yaeT yka3aHO B 3aro/10BKe M TeKCTe faHHOro NyHKTa uan nognyHkra. Ecnn
He ykasaHO o6paTHOoe, TO NyHKT WKW NOANYHKT pacnpocTpaHseTcsa n Ha M3 U3AENNA, n Ha M3 CACTEMBbI.

IMYHKT Wan noAnyHKT npumeHum Kk M3 U3AENVNAM no ymonuaHuto. na M3 U3LENNA c cooTBeTCTBY-
louen mepoii 6e3onacHoOCTM uUnn PyHKLMe, He NOSTHOCTbO MHTerpupoBaHHol B M3 U3AENNE, HO BMecToO
3TOro peanunsoBaHHoin B M3 CUCTEME, UBTOTOBUTE/NTb M3 U3AENNA ykasbiBaeT B SKCMNYATALNOH-
HbIX JOKYMEHTAX, Kakne hyHKLUMOHaNbHble BO3MOXHOCTM U TpeboBaHMs 6e30nacHOCTU NpeaycMOTpPeHbl
M3 CUCTEMOW pans cooTBeTCTBMA HacTosiLeMy cTaHaapty. M3 CUCTEMY npoBepsiloT COOTBETCTBYIOL UM
obpasom.

1) O6bwwmin ctaHgapT IEC 60601-1:2005 n IEC 60601-1:2005/AMD1:2012 «M/3genus meauUMHCKME 3/1eKTpUYeckne.
Yactb 1. O6wume TpeboBaHMsA 6€30NacHOCTU C YYETOM OCHOBHbIX OYHKLMOHA/IbHbIX XapakTepPUCTUK.

* Bpsige cTaHgapToB cepun IEC 60601 n IEC 80601 ncnonb3ytoTcea TepMuHbl «ME USOE/IVE» n «ME CUCTEMA»
COOTBETCTBEHHO.

M3pgaHne odpuymnanbHoe
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OMACHOCTW, npucywmne npeaycMoTpeHHOW dnanonornyeckon pyHkynein M3 N3LENNA nnn M3 CU-
CTEMbI B pamkax o6nactu npUMeHeHUs HacTOoALWero ctaHgapTa, He OXBaTbiBAlOTCHA YaCTHbIMKM TpeboBaHuA-
MW HacTofALlero ctaHgapra.

MpumevyaHne — Cm. Takke 4.2 obuiero craHgapTa.

201.1.2 Uensb

3ameHa:

Llenb HacTOALLEro cTaHgapTa — YCTaHOBWUTbL YacTHble Tpe6osaHna k OCHOBHOW BE3OMACHOCTMU
n OCHOBHbIM ®YHKUMNOHANBHbBIM XAPAKTEPUCTUKAM 3NTEKTPOSHUE®ANOIPA®OB, kak onpege-
nedo B 201.3.204.

201.1.3 Jono/siIHUTEeNIbHbIE CTaHA4apThbl

JononHeHwne:

HacTtoawwnin ctaHgapT MCNob3yeT CCbIIKM Ha MPUMEHseMble OOMNOSHUTEsNbHbIe CTaHAapTbl, KOTOpble
nepeyncsieHbl B MyHKTe 2 obwero crtaHgaprta v B nyHkTe 201.2.

IEC 60601-1-2:2014 n IEC 60601-1-6:2013 npuMeHSOT C U3AMeHeHNnAMN B nyHktax 202 n 206 cooTBeT-
cTBeHHo. |IEC 60601-1-3, IEC 60601-1-9 n IEC 60601-1-10 He npumMmeHAOT. Bce ocTasibHble [OMNONHUTE bHbIE
cTaHgapTbl, onyb6nukoBaHHble B cepun IEC 60601-1, npuMeHAOT B TOM BuAe, B KAKOM OHW ONy6/IMKOBaHbI.

201.1.4 YacTHble cTaHAapThbl

3ameHa:

YacTHble cTaHgapTel cepun IEC 60601 mMoryT mameHsATb, 3aMeHATb WM OTMEeHATbL TpeboBaHusa, copep-
Xawwnecs Bobwem cTaHgapTe U A0NONHUTENbHbIX CTaHAapTax, UMerLWnxX NpsMoe OTHOWEHNE K KOHKPETHOMY
M3 U3LAENNIO, a Takxe MOryT f06aBnATb gpyrne tpeb6osaHus K OCHOBHOW BE3OMACHOCTW n OCHOB-
HbIM ®YHKLUWVMOHA/NBbHbBIM XAPAKTEPUCTUKAM.

Tpe6oBaHMA HacToAWero craHgapta ABAAKTCA NPUOPUTETHBIMU NO OTHOLWEHWUK K COOTBETCTBYHOLWUM
TpeboBaHMAM obuWero ctaHgapTa U 4ONOJIHNTENbHbIX CTaH4apPTOB.

Onsa KkpaTKoCcTW M3/10XeHUA B HacTosdlWeM cTaHgapTe B KayecTBe ob6uero crtaHgapta ykasaH |EC
60601-1:2005 n IEC 60601-1:2005/AMD1:2012. jJonoiHUTENbHbIE CTaH4apPTbl 0603HAYEeHbl MO UX HOMeEpaM.

Hymepauna NyHKTOB U MOANYHKTOB HAcCTOALWEro ctaHgapTa COOTBETCTBYeT o6Wemy ctaHgapTy C npu-
cTaBKoOl «201» (Hanpumep, NyHKT 201.1 HacTosAWero ctaHgapTa COOTBETCTBYET coAepXaHuto nyHkTa 1 obuwero
cTaHgapTa) Uam 4ONOSITHUTENbHOMY CTaHAapTy C NPUCTaBKoOl «20x», rae «x» — 3To nocnegHasa(ne) undpa(bl)
HOMepa [ONONHUTEeNbHOIo cTaHgaprta (Hanpumep, NyHKT 202.4 HacToslWero craHgapta COOTBETCTBYeT CO-
OepXaHuo NyHKTa 4 4OoNONHUTeNbHOro ctaHgapta IEC 60601-1-2). VI3ameHeHnA TekcTa obw,ero ctaHgapTa u
NPUMEHSAEeMbIX AONONHUTENbHbIX CTAHAAPTOB 0603HAUYEHbl C/IeAYWMMN CAO0BaAMMK:

- «3aMeHa» 03HayaeT, YTO MYHKT WAM MOAMNYHKT o6Wero craHgapTa uUam COOTBETCTBYHOLWEro LOMOHU-
Te/IbHOro cTaHjapTa MOJIHOCTbIO 3aMEHEH TEKCTOM HacToAlWero craHgapTa;

- «[0MNO/IHEHME» — TEKCT HacTosAllero craHgapTa sIBNASieTCS [AOMNOSHeHMeM K Tpe6oBaHusiM o6LLero
cTaHfapTa UM COOTBETCTBYHOLW,Ero AONO/IHUTENNBHOTO CTAHAAPTA;
- «M3MEeHeHMe» — MYHKT WAW NOANYHKT 06l ero ctaHgapTa WM COOTBETCTBYIOLWENO AONO/THATENBHOTO

cTaHgapTa M3MEHEH B COOTBETCTBMM C TEKCTOM HacTOSLWero craHgapTa.

MoANyHKTbI, PUCYHKN MAN Tabnuubl, KOTOpPble ABNATCA AOMNOMHNTENbHBIMU K 31eMeHTam o6 ero cTaH-
hapTta, npoHymepoBaHbl HauuHas ¢ 201.101. OpgHako BcneacTBMe TOro, YTO onpefeneHus B obwem cTaH-
JapTe nNpoHyMmepoBaHbl HaunHaa c¢ 3.1 no 3.147, fonNosHUTE NIbHbIE ONpefAeneHNsa B HacTosAlWeM cTaHpapTte
npoHymepoBaHbl HaunHaa ¢ 201.3.201. flononHUTEeNbHbIE NPUIOXeEHNS 0603HavYeHbl 6ykBamu AA, BB n T 4.,
OOnoNHUTeNbHbIE NepeyncneHna — aa), bb) n 1. 4.

MoANYHKTbI, PUCYHKWN MAKN Tabnuubl, KOTOPble ABNSAIOTCA AOMNOMHUTENIbHBIMUW K 3/1eMeHTaM AONO/THUTENb-
HOrO cTaHgapTa, NMPOHYMepoBaHbl HauyMHas c «20X», r4e «X» — HOMEep AOMNONHMTE/IbHOro cTaHAapTa, Hanpu-
mep 202 gna IEC 60601-1-2 n 1. 4.

TepMUH «HacTOAWMA cTaH4apT» UCNONb30BaH AN COBMECTHON CCbIIKM Ha 06Wui cTtaHgapT, Ntob6blie
npUMeHNMble JONOMIHUTEeNbHbIE CTaHAapTbl U HACTOALWMI cTaHA4AapPT B COBOKYMHOCTHU.

B cnyyae oTCYyTCTBMA COOTBETCTBYIOLWEro NMyHKTa WAM NOAMYHKTA B HACTOAWEM cTaHfapTe NMPUMEHSAT
6e3 U3MEHEHUN COOTBETCTBYHOLWMA NYHKT UAN NOANYHKT obuwiero ctaHgapta wam NpUMeHWMOro 4ONO/IHUTENb-
HOro cTaHjapTa, faxe ec/ii OH He pefieBaHTeH; B HACTOALWEM cTaHfapTe yKa3aHbl YCN10BUSA HENMPUMEHUMOCTH
N 60ro NyHKTa Uan nofnyHKTa obwero craHjaprTa Win NPUMEHUMOro AOMNONHUTEIbHOrO cTaHjapTa.
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201.2 HopmaTuBHbIE CCbI/IKU

MpumeyaHne — VMHdOpPMaALNOHHbIE CCbIIKA NpUBEAEHbI B GBubnorpadun.

MpUMEHSAT NYHKT 2 06Wero ctaHgapTa, 3a UCKIKYEHNEM CnefyloLLero:

3ameHa:

IEC 60601-1-2:2014, Medical electrical equipment — Part 1-2: General requirements for basic safety
and essential performance — Collateral Standard: Electromagnetic disturbances — Requirements and tests
(U3penna meaunumHckue anekTpuyeckne. Yacto 1-2. O6wmne TpeboBaHnsa 6e30nacHOCTU C y4eTOM OCHOBHbIX
PYHKUMOHANbHbIX XapakTepucTuk. JOonoNHUTENbHbIA cTaHAapT. S/eKkTpoMarHuTHas COBMeCTUMOCTb. Tpebo-
BaHWSA N UCNbITAHNA)

IEC 60601-1-6:2013, Medical electrical equipment— Part 1-6: General requirements for basic safety and
essential performance — Collateral standard: Usability (M3genusa meaunyunHckne anekTtpuyeckne. Yactb 1-6.
O6uwumne Tpeb6oBaHNAa 6€30NaCHOCTU C Y4€TOM OCHOBHbIX (DYHKLMOHANbHbLIX XapakTepucTuK. JoONONHUTENbHbIN
cTaHfapT. kcnnayataynoHHas NpPUrogHOCTb)

JononHeHune:

IEC 60601-1:2005, Medical electrical equipment — Part 1. General requirements for basic safety and
essential performance (M3genus meguunHckue anektpuyeckne. Yactb 1. O6uime Tpeb6oBaHUsa 6e30nacHOCTH
C YYE€TOM OCHOBHbIX (PYHKLMNOHANbHbIX XapakTepucTuk)

IEC 60601-1:2005/AMD1:2012

IEC 60601-1-11:2015, Medical electrical equipment — Part 1-11: General requirements for basic
safety and essential performance — Collateral Standard: Requirements for medical electrical equipment and
medical electrical systems used in the home healthcare environment (U3genua meguunHcKkue afnekTpuyeckue.
YacTb 1-11. O6wune TpeboBaHNA 6e30MaCHOCTM C Y4ETOM OCHOBHbIX (DYHKLMOHANbHbLIX XapakTepucTuk. [o-
NOMHUTENbHbIA cTaHfapT. TpeboBaHUA K MEAUUUHCKUM 3/1eKTPUYeckumMm u3genuam um cucrtemam, uMcnosb3lye-
MbIM AN MEeLULWHCKOW noMoLlM B 06blAEeHHO 06CTaHOBKe)

IEC 60601-1-12:2014, Medical electrical equipment— Part 1-12: General requirements for basic safety
and essential performance — Collateral standard: Requirements for medical electrical equipment and medical
electrical systems intended for use in the emergency medical services environment (U3genua meguumnHckue
anekTpuyeckne. Yactb 1-12. O6wume Tpeb6oBaHMA 6€30MaACHOCTM C YY4ETOM OCHOBHbIX (DYHKLMOHaNbHbIX Xa-
pakTepucTuk. JONONHUTENbHbIA cTaHAapT. Tpeb6oBaHUA K MeAULUHCKAM 3N1eKTPUYECKUM U3LENNAM N CUCTe-
MaMm, UCNO/Ib3yeMbIM AN OKa3aHWa 3KCTPEHHON MeAULMHCKON nomMoLyn)

IEC 60601-2-2:2017, Medical electrical equipment— Part2-2: Particular requirements for the basic safety
and essential performance of high frequency surgical equipment and high frequency surgical accessories (/13-
aenus megununHckme anektpuyeckme. Yactb 2-2. YacTHble TpeboBaHMA 6e30MacCHOCTM C Y4€TOM OCHOBHbIX
PYHKUMOHANbHbIX XapaKTepUCTUK K BbICOKOYACTOTHbIM 3/1€KTPOXUPYPIrUYECKUM annapartaMm U BbICOKOYACTOT-
HbIM 3/1EKTPOXUPYPIMYECKUM NPUHALNEXHOCTAM)

201.3 TepMUHbI 1 onpeneneHns

B HacTofAwem cTaHpapTe NpPUMeEHEeHbl TepMUHbl K onpegeneHuna no IEC 60601-1:2005 n IEC 60601-
1:2005/AMD1:2012, IEC 60601-1-2:2014, IEC 60601-1-6:2013, IEC 60601-1-11:2015, IEC 60601-1-12:2014
n IEC 60601-2-2:2017, a Takxe cnegylouyue TEPMUHbI C COOTBETCTBYOLWNUMMN OonpefeieHnsAMn:

ISO u IEC nogpepxuBaloT TeEpMUHONOTnyeckne 6asbl faHHbIX 418 NPUMEHEHUS B chepe cTaHfapTusa-
UMM no cregywowmm ajgpecam:

- dnektponegusa IEC goctynHa no ccbinke: http://www.electropedia.org/.

- nnatdopma oHnanH-npocmoTpa ISO goctynHa no cceinke: https://www.iso.org/obp;

MpumeuaHue — AndaBuTHbI ykasaTeslb TEPMUHOB NMPUBEAEH B KOHLE HACTOSILLEro cTaHaapTa.

JononHeHune:

201.3.201 KAHAN (CHANNEL): 3nekTpoaHuyedanorpaguyeckoe otsegeHne, Boibupaemoe annapatHo
n/vnn nporpaMMHO ANA Uenein otobpaxeHns, perucTtpaumm unum nepegayun curHana.

201.3.202 SNEKTPO/A (ELECTRODE): AaTuuk, KOTOpPbIi KPENUTCHA Ha KOXY FOSI0Bbl, KOPY rO/I0BHOTO
Mo3ra unm cybaypanbHble o6nactn AN onpefenieHns 371eKTpUYeckolh akTUBHOCTM FOJIOBHOTO MoO3ra.

201.3.203 3NEKTPO3HUE®PANTONrPAMMA; 23I (ELECTROENCEPHALOGRAM; EEG): MpepcTas-
neHne (Ha aKkpaHe mau ymare) M3MEHEHUS BO BPEMEHU HaNpsAXeHui, cHuMmaemblx ¢ SJIEKTPOAOB, nonoxe-
HUA KOTOPbIX yKa3aHbl.


https://files.stroyinf.ru#  
https://www.mosexp.ru# 
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201.3.204 SNEKTPO3HUE®ANNIOrPA® (ELECTROENCEPHALOGRAPH): M3 U3LENVWE unn M3
CNCTEMA gna nonydyenna QNEKTPO3SHUE®ANTOITPAMMEBI.

201.3.205 NMPOBO4 OTBEAEHWNA (LEAD WIRE): MpoBog, noaknto4eHHbln mexagy QNEKTPOAOM nu
KABENEM MAUWMEHTA nnn 9NTEKTPO3HUE®ANTOTPADPOM.

201.3.206 HEMTPA/IbHbIN 3MEKTPO/J (NEUTRAL ELECTRODE): OnopHas Touka auddhepeHum-
anbHbIX ycunutenein n/vnn ueneii nogaBneHnss Nomex.

201.3.207 KABENb NAUMNEHTA (PATIENT CABLE): MHoronpoBogHO kabenb mnum pacnpegenntesnb-
Has Kopob6ka, ucnonb3lyemble gnsa npucoeguHeHns NMPOBOAOB OTBEAEHUA k SNEKTPOSHUE®PANO-
FrPA®Y.

201.4 O6uwwue TpeboBaHus

MpuMeHAIT NYHKT 4 obwero ctaHgaprta, 3a UCK/OYEHNEM ClefyoLLero:

201.4.3* OCHOBHbIE ®YHKUWNOHAJIbHBIE XAPAKTEPNCTUWKW

[ononHNTenbHbIli NOANYHKT:

201.4.3.101* [fononHutenbHble TpeboBaHna k OCHOBHbIM ®YHKUWMOHANbHbBIM XAPAKTEPWU-
CTUKAM

LononHutenbHble TpeboBaHna K OCHOBHbIM ®YHKLUWOHANBbHBIM XAPAKTEPUCTUKAM wnsnoxe-
Hbl B MOANYHKTaX, NnepeyncneHHblx B Tabnuuye 201.101.

Tabnuuya 201.101 — TpebosaHusa k OCHOBHbIM ®YHKLMNOHATbHbIM XAPAKTEPVUCTUKAM

TpebosaHune MopanyHKT
TOYHOCTb U3MepeHUs aMIUTyAbl U CKOPOCTU U3MEHEHUSA 201.12.1.102
BxoAHON guHamMuyeckunii gmanasoH u anddepeHymanbHoe HanpshXeHne CMeLLeHus 201.12.1.103
BxoaHoi wym 201.12.1.104
YacTtoTHaa xapakrepuctuka 201.12.1.105
MopasneHvne cnHdasHoro curHana 201.12.1.106
nnm 201.12.4.101

NHAMKaumua HeBepHbIX AaHHbIX

Ona QNEKTPO3SHLUE®ANOINPA®OB, umetownx 6onee 10 naeHtnyHbix KAHATOB 23rI, gnsa npoBepkn
OCHOBHbIX ®YHKUNOHANBbHBIX XAPAKTEPUCTWK pgoctatoyHo mncnbiTaHna 10 n3 atux KAHAJTIOB.

201.5 O6uwmne TpeboBaHUsA K ucnblTannam M3 NSAENNA

MpuMeHAT NYHKT 5 o6wero ctaHgaprta, 3a UCKIIOYEHNEM ClefyoLero:

201.5.4 Tpouyne ycnoBusa UCNbITaHUM

JonosHeHue:

aa) Mpu Heo6X0AMMOCTM ANA NpoBejeHus ucnbiTaHna BHYTPEHHW UCTOUHWUK MUTAHUS moxeT
OblTb 3aMEHEH BHELWHelW H6aTtapeeli NAM UCTOYHUKOM NOCTOSHHOIO HanpshXeHus ans obecneyeHns Heobxoau-
MOF0 MCNbITATE/IbBHOIO HaNpsXeHus.

bb) HoMuHanbl snemMeHTOB McnbITaTeNbHbIX Lenei, ecan He yka3aHo UHOe, AO0/DKHbI UMeTb TOYHOCTb He
XYyXe NpuBeAeHHON Huxe:

- pe3ucTopbl: £1 %,;

- KoHAeHcaTtopsbl: + 10 %;

- UHOYKTUBHOCTU: £10 %;

- ucnbiTaTtenbHble HanpsxeHua: + 1 %.

201.5.8* NMocnepoBaTesiIbHOCTb UCMAbITAHUN

3ameHa:

McnbiTanna, npegycmoTpeHHble B 201.8.5.5.1 HacTosAwero ctaHgapta u B 8.5.5 obwero craHgapTa,
NPoOBOAAT A0 MUchbITaHWn Ha TOK YTEYKW 1 3nekTprMyeckyo NPOYHOCTb, ONNCaHHbIX B 8.7 1 8.8 06L,Eero ctaH-
papTa, U A0 UcnbiTaHui, yka3aHHbix B 201.12.1.102—201.12.1.106 HacTosLLero ctaHgapTa.
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201.6 Knaccudmkaums M3 U3OENA n M3 CUCTEM

MpuMEHAT NYHKT 6 06LWero ctaHgapTa, 3a UCKIKYEHNEM CneayloLLero:

201.6.6 Pexum paboThbl

3ameHa:

ONNEKTPOSHUE®PANOIPA®BI go/mkHbl 6bITb kKnaccuduunpoBaHbl kak nsgenumsa ¢ MPOAO/IKUNTENDL-
HbIM PEXXVNMOM PABOTHhI.

201.7 WaeHTudmKaums, MapKMpoBKa 1 AokyMeHTaums M3 U3OE/NN

MpUMEHSAT NYHKT 7 06LWero ctaHgapTta, 3a UCKIKYEHNEM CneayoLLero:

201.7.2.1* MnHnManbHble TpeboBaHMA K MapkupoBke M3 N3AE/NNA un ero B3aumosaMeHsaeMbIX YacTei

JononHeHune:

Ecnn 2NTEKTPOSHUE®ANOINPA® ykasaH Kak 3aliMlUeHHbI OT pa3paga gecdmnbpunnartopa:

Yactn DQNTIEKTPOSHUE®DPANOINPA®A (Hanpumep, KABE/N NMALWNEHTA), KoTopble yka3aHbl Kak 3alu-
LWeHHble OT pa3psaga gedubpunnatopa, AO/DKHbI 6bITb MapkupoBaHbl CMMBOSIOM 26 uam 27 Tabnuubl D.1
obuiero crtaHgapTa B COOTBeTCTBUM C knaccudpukaumein kak PABOYUYAA YACTb TUMA BF wnn PABOYAHA
YACTb TUNA CF.

201.7.9.2 VIHCTpyKLKNA no aKkcnayartauumn

201.7.9.2.2 MNpeaynpexgeHnsa n ykasaHusa no 6e3onacHocCTu

JononHeHne:

Ecnu npegycMmoTpeHa 3awuta oT paspaga gedpubpunnartopa (cm. 201.8.5.5.1), MHCTPYKLMKN MO aKcnnya-
Tauum AOMKHbI coaepxXaTb npeAynpexaeHune o ToM, UTO ANa ob6ecnevyeHns 3aWnTbl OT paspsaga gedunbpunnsa-
Topa Heobxogumo ucnonbsosatb NMPUHALNEXHOCTW, ykazaHHble W3TOTOBUTENEM, Bkntoyaa KABEN
MALWEHTA n NPOBOAA OTBEAEHWN.

JOnONHNTEeNbHbIA NOANYHKT:

201.7.9.2.101 [onoNnHUTEsIbHbIe WHCTPYKLMUM NO 3KcnayaTtaunu

WHCTpyKUMKN no akcnayartaunmmy Takxe LOJIKHbI BKIOYaTb crejyouiee:

a) NTPEAYCMOTPEHHOE NPUMEHEHWE, BkAtoyas ycnoBusa akcnayaTtayuu.

BeposATHOe HenpaBu/ibHOE MPUMEHEeHMe AO0/KHO ObiTb BbIABIEHO C ucnonb3osaHvnem AHAJTN3A PU-
CKA un ykasaHo, ecnu 370 Heo6xo4MMo [Hanpumep, «He MOAXOAUT ANA onpefeneHns anekTpouepebpanbHoOi
nHaktnsHocTtn (ECI)»].

b) Mpoueaypbl, Heob6xoanumble ans 6e3onacHoOl akcnayaTayum.

c) MpepynpexaeHne o ToM, 4To npoBoaswme yactm STEKTPOLOB un cooTBeTCcTBYlOWME padbeMbl PA-
BOUYNX YACTEWN, Bknouyaas HEWTPA/IbHbIA 3MIEKTPO/], He AO/KHbI CONPUKAcATbLCA C APYTMMU NPOBOAA-
WMUMM YyacTaMK, BKIOYaA 3a3em/ieHune.

d) WHdopmayuto o Tom, cogepxut nu SNEKTPOIHUEPANOITPA® cpepctBa 3awntel MALNEHTA ot
oxoros npu ncnonb3osaHun ¢ BLICOKOYACTOTHbLIM 3NEKTPOXUPYPITMYECKUM AMMAPATOM, u peko-
MeHAaLuu OTHOCUTENIbHO nonoxenns SNEKTPOJOB n MPOBOAOB OTBEAEHUN u T. 4. ANA yMeHbWeHUs
OMACHOCTMW nonyyeHus oxoros B ciyuyae gedekta B coegnHeHun HEMTPAIBHOTO SNEKTPOA BbICO-
KOYACTOTHOIO 3NEKTPOXUPYPITMUYECKOIO AMMAPATA.

e) * NHpopmayuo o HeobxogumocTu perynsapHoi nposepkn QNEKTPOIHLUE®PANOINPA®A v ero NPU-
HALNEXHOCTEW.

f) Mepbl NpefoOCTOPOXHOCTU, KOTOPbLIE cneayeT cobnaaTh Npu NpUMeHeHUn gedunbpunnatopa Ha MA-
LWNEHTE, ecnu ucnonb3zosaHbl PABOUYNE YACTW, He 3awuuieHHble OT pa3paga gedubpunnatopa; onuca-
HWe Toro, Kak paspag gedubpunnatopa snmsaet Ha DNIEKTPO3SHUE®ANOTPA®.

n) NHdopmauunio o ganbHelwel akcnnyatauun QJIEKTPOSHUEDANTONPA®A nocne npepbiBaHUA Ha-
npsxenus MUTAIOWEW CETU 6onee uyem Ha 30 ¢ (cm. 201.11.8).

h) NHdopmaynio o nw6oii OMACHOCTW, koTopas MmoxeT 6biTb Bbl3BaHa COBMECTHOW akchnayaTtauu-
e c gpyrum M3 N3LENVEM, nogkntoyeHHbiMm K MALWNEHTY, HanpuMmep KapAnoCTUMYNATOPOM WUAN APYTUM
3/1IeKTPUYECKUX CTUMYATOPOM.

i) TexHnueckne xapaktepuctukn ATEKTPOOHUE®PANOINPA®A c gocTaTOUHON geTanusaumeir, 4Tobsl
OMEPATOP MoOr noHsTb, 4TO namepsertcs, U nwbble orpaHnyeHnsa. Kak MUHUMYM AO/DKHbI O6blTb BKAKOYEHbI:

- TOYHOCTb BOCNPOM3BEAEHUA CUTHANA;

- BXOAHOI AMHaMMW4YeCcKWin gnanasoH N MakCMManbHOE HanpsXeHue cMeleHns;
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- wym;

- YacCTOTHbIW AMana3oH ¥ Nosoca NPonycKaHus;

- nojas/jieHne CUMHMa3Horo curHana;

- onucaHune Bcex PYHKLNIA;

- onucaHue otob6paxaemoi hopMbl curHana (ecnv NPUMEHNMO).

j) * WHdopmauno o no6oii N3BECTHON BOCIPUUMUNBOCTM K 3/IEKTPOMATHUTHBIM Mpoueccam.

k) Ecnu npumMeHMMO, orpaHunyeHmns Ansa MHorodyHkynmoHanbHbix KAHATOB (Hanpumep, 4yTo 3atn KA-
HANbl He nogxoasaT Ansa MoHuTopuHra un KM mnm 3MI) n Ha Kakue MNOMOXEHUA MPUMEHUMbIX CTaHLapTOoB
(Hanpumep, IEC 80601-2-xx) OHM 6blIM NPOBEpPEHbI, €CNN TAKOBble UMEKTCA.

201.8 3awmuTta oT ONMACHOCTEWN nopaxeHus anekTpUYecknum Tokom oT M3 U3AENNSA

MpUMeHAT NYHKT 8 06l ero cTaHgapTa, 3a UCK/IIOYEHWEM CNeayioWero;

201.8.1 OCHOBHbIe MPUHLUMbI 3aWNTbl OT MOPaAXEHUA 3NEKTPUUECKUM TOKOM

JononHNTenbHbI NOANYHKT:

201.8.1.101* MHoroyHKuMOHanbHbin(e) KAHAN(bI)

Ecnin SNNEKTPOSHUE®ANNOINPA® nossonder ucnonb3osarb KAHAJIbl gnsa curHanos, OT/AIMYHbIX OT
33l, TO 3aTa BO3MOXHOCTb OO0/MKHa ObITb MCMblTaHa Ha COOTBEeTCTBUE NMPUMEHNMbIM NMONOXEHUAM COOTBET-
CTBYHOLWNX cTaHAapTOB, YkadaHHbiM UBTOTOBUTENEM B SKCMNNYATAUNOHHbBIX JOKYMEHTAX.

CooTBeTCTBME yCTaHaBNnBalT OCMOTPOM.

201.8.5.2.3* OtBegerHusa NMALVMEHTA nnn kabenn NMALUVEHTA

JononHeHue:

No60it cbeMHblll SNEKTPOAHbBIN pasvem MPOBOJAA OTBEAEHWSA, npn oTaenexnn ot SNEKTPO-
LA, [oNXeH uMeTb BO3AYLWHbIA 3a30p MeXAy KOHTakTaMu COeAUHUTENS U NJI0CKON NOBEPXHOCTbI He MeHee
0,5 mm.

201.8.5.5 PABOYAA YACTb C 3ALU,I/ITOI7I OT PASPALOA AEOUNBPUNNATOPA

201.8.5.5.1* 3awuTta oT paspaga gepubpunnaropa

JononHeHue:

Ecnn npegycmoTpeHa 3awuTta oT paspsaga gecdunbpunnatopa, QEKTPOSHUEPANOINPA® 3a Bpems,
He npeBbiwatouwee 30 c nocsie BO34ENCTBUS HaNpsXXeHna gedmbpunnatopa, fO/MKEH BO30O6HOBUTL HOpMasb-
Hyl paboTy B npeabigyuieM paboyem pexume 6e3 notepu kaknx-nmb6o Hactpoek ONMEPATOPA nnn coxpaHeH-
HbIX AAaHHbIX U A0/DKEH NPOAO/MKAaTb BbINOMHATL CBOK NPeAyCMOTPEHHYI (PYHKLMI0, YKa3aHHY B HacToAlwem
cTaHpapre.

Mpu ucnbiTaHun gedubpunnauvein INEKTPOIHUE®PANOIPA® pgosxeH paboTaTb C MCNONb30BaAHUEM
KABENIEW MAUMEHTA n MPOBOJOB OTBEAEHWIN, onpeaenerHbix U3TOTOBUTENEM.

- CuH(a3Hoe ucnbiTaHme

JononHeHue:

CooTBeTCTBUWE yCcTaHaBNMBalOT COrsiacHo pucyHky 201.101.

Ana NNIEKTPOSHUE®PANNOINPA®OB K/NIACCA | npyknafblBaloT UCMbITaTENbHOE HaNpsXXeHne mexay
Bcemn MPOBOJAMU OTBEAEHWI (ET..EX, Bknouas HENTPASIbHbIA 3IEKTPO/, EN, coeaMHEHHbIMU
BmecTe, U SAXKNMOM 3AWLNTHOIO 3A3EMJIEHNA. B xone gaHHoro ncnelTannsa SJIEKFTPO3SHLUE®AJIO-
TPA® pno/mkeH 6bIThb BK/OYEH.

Ona SNEKTPO3HUE®AJTIONPA®OB K/IACCA Il u SIEKTPO3HUE®ANIONPA®OB ¢ BHYTPEHHUM
MCTOYUYHUKOM TMUTAHUA, ucnbiTaTenbHoe HanpsxeHue npuknagbisaloT mexay scemu NMPOBOJAMU
OTBEZEHUW (EL1..EX, Bkntovas HENTPA/IbHBIN 3MIEKTPO/, EN, coeanHeHHbIMK BMecTe, 1 SAXXMMOM
PABOYEIO 3A3EMJIEHUA vnn meTannnyeckoit oonbroit, Haxogsuwienca B TeCHOM KoHTakTe ¢ KOPIY-
COM. B xoge gaHHOro ucnbiTanna S/IEKFTPO3HLEPANTONPA® fommKeH 6bITb BK/IOYEH.

SNEKITPO3HLE®ANOIPA®LI, umetowme BHYTPEHHUIA UCTOYHUK NUTAHWA, 3apsaxaemblii 0T
MATAIOWEN CETW, ucnbiThiBalOT C nogknodennem K MUTAIOLWEN CETWU n 6e3 Hero, ecnn NIEKIPO-
SHUE®AIONPA® MoxeT paboTaTb nNpu nogkaoyeHnn k MATAIOLWEW CETW.

YcTaHasnmeaw T wkany IEKTPOIHLE®DPAJIOTPA®A Takum 06pas3oM, 4TO06bl CUFHA C pa3smaxoMm
0,5 MB mMor oTob6paxaThbcs 6e3 orpaHuyeHus. MNpu 3amKHY TOM nepekiyaTene S2 u pa3oMKHY TOM nepe-
KnoyaTene S3 peryavpyloT amMnanTyay reHepaTopa CUHYCcOMAanbHOro curHana ¢ yacrtoTol 10 'y Ta-
KUM 06pa3om, 4TO06Obl OH AaBas BbIXOAHOWN curHan ¢ pasmaxom 0,25 mB. Pa3smbikaloT nepeknwyaTens S2u
3aMblKalT nepeknyaTesns S3.
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YcTaHaBnmBawT nepeknoyaTens S1B no3vymio A 1 3apsxatioT emkocTb C. MNMpumepHo yepes 10 ¢
ycTaHasnmealwT nepeknwoyaTens S1s no3uuynio B. OcTasnawT ero B no3uumm B Ha 200 mc + 50 %. Pas-
MblKalT nepeknoyaTens S1An9 cHATUA ocTaTo4vyHoro HanpsxeHusa ¢ JIEKTPOSHUEPASIOTPAPA.

OOHOBPEMEHHO 3aMblKalT nepeknwyaTeNb S2 u pasmblikatoT nepekayaTens S3. YoexgalTcs,
4yTO yepe3 30 C pasmax 3anncbiBaeMOro MCMNblTaTeNbLHOro CUrHasia HaxoamTca B npegenax oTt 0,2 go
0,3 MB 1 yTO0 SJIEKTPOSHUE®PA/TOINPAD® BO306HOBUN HOpMasibHYO paboTy B npeablaywem paboyem pe-
Xume 6e3 norepn Kakux-nmbo HacTpoek ONMEPATOPA unn cCoOXpaHeHHbIX AaHHbIX.

MoBTOpPAT MpUBEAEHHOE Bbille WCMblTaHne ¢ 06paTHOW NONAPHOCT b0 UCTOYHMKA BbICOKOTO Ha-
npsbxkeHus. MoBTOPAIT MUCMbITaHWA C NONOXKNTENbHON Y 0T pULATEbHOM NOAAPHOCTAMU NATb pas.

G — reHepaTop CUHycOoMganbHOro curHana c¢ 4vactotoin 10 My, V1 — MCTOYHWMK BbICOKOTO HamnpshkeHuss 5 KB MOCTOSIHHOTO TOKa;
(? ) — donbra, mogenuvpyowasa emkoctb ana JIEKTPOSHLE®PA/NIOITPA®OB K/TACCA Il wm C BHYTPEHHVM NCTOYHUKOM

NMUTAHWNA; S1— nepeknoyatens; MakcumanbHas Harpyska 60 A, 5 kB; S2 — nepekntoyatesb, NOAKIYAKLWMNI UCTOYHUK CUTHANA;

S3— nepeknoyaTens, coeguHawmii MPOBOJ, OTBEAEHWA Elc octanbHeiMun NMPOBOJAMUW OTBEAEHWW; I7L— 100 Om * 10 %,

aneKTpuyeckas MPOYHOCTL 5 KB, BO3MOXHOCTb paccensaHnst sHepruy umnynbca 400 [k, manas MHAykTusHocT; R2— 50 Om % 10 %,

anexkTpuyeckas NpoYHOCTb 5 KB, BO3MOXHOCTb paccemBaHust aHeprun umnynsca 400 Ik, manas ungyktnsHocts; RL— conpotusnenne

no MOCTOSIHHOMY TOKY KaTywku L; Rv— conpoTuBnexue, orpaHuuymBatowiee Ttok; P1, P2 — Toukm coeanHeHna EUT (Bkntouvass KABE/b
MALVEHTA n MPOBOJA OTBEAEHUIA)

PucyHok 201.101 — VcnbiTaHve 3awWnThl OT pa3psaga geunbpunnatopa (CMHMAa3HbIA pexnm)

- AnddepeHymanbHoe ucnbiTaHme

JononHeHue:

Co0TBeTCTBME yCTaHaB/NMBalT NPOBEAEHVEM C/IefyOLWero UCnblTaHns:

QNIEKFTPO3HUE®AJIOTPA® nogcoeavHAT K WUCNbITaTeNIbHOW CXemMe, MOKasaHHOl Ha pUCyHke
201.102. WNcnblTaTeNbHOE HanpsxeHue npuknagbiBaloT K Kaxgomy NMPOBOAY OTBEAEHWA no ouepe-
an, npu aTom Bce gpyrve NMNPOBOJA OTBEp,EHI/IVI 3aMKHYTbl Ha 3emn10. B Hayane ucnblTaHue nNpoBo-
OAT NPUIoXKeHNeM NcnblTaTeNbHOro HanpsXxeHua mexay NMNPOBOAOM OTBEAEHWA E1vn Bcemn apyrumu

MPOBOOAMU OTBEAEHUW (E2...EXu EN), 3aMKHYTbIMM Ha 3eMt0. B xoAe NpoBefeHns 3TUX UcnbITaHwuii
SNEKIFPO3HUE®AJTIOITPA® fomkeH 6biTb BK/OYEH.
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YcTaHasnmealoT wkany SJIEKTPOSHUE®PANTONPA®A Takum 06pa3om, 4TO06bl CMrHaA ¢ pa3Maxom
0,5 MB mor oTob6paxaTbcs 6e3 orpaHuyeHus. NMpu 3aMKHY TOM nepekntyaTesne S2peryivmpyloT aMnanTy-
[ly reHepaTopa CMHYCOMAanbHOro curHana ¢ yactToToli 10 Ny Takum 06pa3om, YT 06bl OH JaBan BbIXOLHOW
curHan c pasmaxom 0,25 mMB. Pa3mbIKaloT nepeknwyaTens S2.

YcTaHaBnvBalT nepeknoyaTens S18 no3vyunio A v 3apsxatoT emkocTb C. MNpumepHo yepes 10 ¢
ycTaHasnNuealwT nepeknyaTens S1s no3uymio B. OcTasnaoT ero B nosnuymm B Ha 200 mc + 50 %. Pas-
MbIKalOT nepeknoydaTenb S14na CHATUA ocTaTo4vyHoro HanpshkeHnsa ¢ AJIEKFPOSHLUEDA/IONPADA.

OJHOBpPEMEHHO 3aMblKalT nepeknvaTenb S2. YoexaaoTcs, 4To yepes 30 ¢ pa3max 3anmcbiBaeMo-
ro ucnblTaTeNbLHOro curHana HaxoanTcsa B npegenax ot 0,2 go 0,3 MmB n yTo IJIEKTPOSHUE®DANOIPAP
BO306HOBW HOpMasibHYH0 paboTy B npefblayuiem paboyem pexume 6e3 noTepu Kakux-mbo HacTpoek
OMNEPATOPA nnu coxpaHeHHbIX JaHHbIX.

MoBTOpAT ucnblTaHne ana noboro gpyroro NPOBOAA OTBEAEHUA co Bcemu gpyrumu MPOBO-
OAMU OTBELI,EHI/II7I, 3aMKHYTbIMU Ha 3eM/I0.

G — reHepaTtop CUHyconAanbHOro curHana ¢ yactotoin 10 My, V1— MCTOYHMK BbICOKOrO HanpsxeHus 5 kB NOCTOAHHOrO TOKa;
S1— nepekntoyatenb; MakcMMmanbHaa Harpyska 60 A, 5 kB; S2 — nepekntouartenb, NOAKIYAOWNIA NCTOYHUK CUTHanNa;

71— 100 Om * 10 %, anekTpuyeckass NPOYHOCTb 5 KB, BO3MOXHOCTb paccemBaHus aHeprum umnynbca 400 [x, manas UHAYKTUBHOCTb;
R2 — 50 Om * 10 %, anekTpuyeckas NpPo4yHOCTb 5 KB, BO3MOXHOCTb paccenmBaHusa aHeprum umnynsca 400 [, manas UHOAYKTUBHOCTb;
R1— conpoTuBneHne nNo NnoCTOSSHHOMY TOKY kaTywku L; f2v— conpoTuBnexue, orpaHuumBatoliee Tok; P1, P2 — Touku coeguHeHus
EUT (skntouas KABE/Ib MALMEHTA n MPOBOJA OTBEAEHWN)

PucyHok 201.102 — WcnbiTaHne 3awmTbl OT paspsga geuopunnatopa (auddepeHumnansHblii pexmm)
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201.8.5.5.2 WcnbiTaHWE Ha YMEHbLEHWE 3Heprun
JononHeHune:
McnbiTaTenbHaa yctaHoBKa L1 UCNbITAHUA HA YMEHbLIEHMEe 3Heprum nokasaHa Ha pucyHke 201.103.

— oGopy,qosaHVle ONA N3MepeHus aHeprum; V1— UCTOYHUK BbICOKOTo HanpshkeHus 5 KB nocTosiHHOro Toka; S — nepeknoyaTesb;

MakcuMasbHasa Harpyska 60 A, 5 kB; f21— 100 Om + 10 %, anekTpuyeckas NpOYHOCTb 5 KB, BO3MOXHOCTb paccenBaHUs 3Heprum nMmnyasca

400 [xX, mManasa WHOYKTMBHOCTb; R2 — 50 Om * 10 %, anekTpuyeckas NPoOYHOCTb 5 KB, BO3MOXHOCTb pacCenBaHuUs 3Heprum umMmnynbca

400 [x, manas MHAYKTMBHOCTb; RL— conpoTuB/ieHMe No MOCTOSSHHOMY TOKY KaTywku L; f2v — conpoTuBnexve, orpaHuymBatoLlee Tok;

E, F— Toukn coegunHeHus ¢ obopygoBaHnemM ana namepenuns aveprum; C, D — Toukn coegmHeHns EUT (Bknouvasa KABE/Ib MAUMNEHTA
n MPOBOJIA OTBEJIEHUW; 060pyoBaHne 418 N3MEPEHNS 3HEPrM MOXET GbiTb TeCTEPOM Aedu6pnanaTopa)

PucyHok 201.103 — TpuUnoXeHne UCMbITATENbHOTO HanpshkeHns mexgy NMPOBOAAMY OTBEAEHW
ONS UCMbITAHMA 3HEeprun, AocTaBnsemon AedunbpunaaTopom

201.8.7 TOKN YTEYKN n AOMNONMHUTENBbHBIE TOKW B LLEMN MALUVNEHTA

201.8.7.1 O6uwwue TpeboBaHunA

M3meHeHne [fobaBneHne nocne nepBbiX TPEX NePEUNCIeHN NyHKTa b)]:

- Npu ycTaHOBKe N6bIX BXOAHbIX CENEKTOPOB WU YyCTAHOBOYHbIX CENEeKTOpPOB B Haubonee Heb6naro-
NPUsATHOE nonoxeHue; Hambonee HebGMaronpusiTHbie YCNOBUS AO/DKHbI GblTb OonpefesieHbl NyTeEM U3y4YeHus
cxembl nunn SNEKTPOSHLIEGANTIOTPADA 1 ero cootseTcTBylowux MPUHAONEXHOCTEWN.

201.9 3awmTa oT MEXAHUYECKMX ONMACHOCTEW, co3gaBaeMbIx
M3 U3AETNAMN n M3 CUCTEMAMUA

MpumeHAKT NYHKT 9 obwero ctaHgapTa.

201.10 3awyTa oT ONMACHOCTEW BO3aeicTBMSA HexenaTeibHOro
W YpPEe3MepPHOro N3nyvyeHus

MpumeHAT NyHKT 10 obwero ctaHgapTa.
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201.11 3awmTa OT Ype3MepHbIX TemnepaTtyp u apyrux ONMACHOCTEW

MpuMmeHAT NyHKT 11 o6uiero ctaHgapTa, 3a UCKNOYEHNEM CNeayLuero:

201.11.8* MpepbiBaHue nuTaHua/MUTAIOWEW CETU M3 U3LENNS

VMi3meHeHune (gobasneHne nocne npumedaHus):

Ecnu HanpsxeHwune I'II/ITArOUJ,EI7I CETVN SNEKTPOSHUE®PANOIPA®A 6bI/IO NpepBaHO MeHee 4YeM Ha
30 c, HacTpoikn OMEPATOPA, BkA4YasaA pexum paboTbl, HE AO/DKHbI M3MEHUTLCA W BCE COXPaAHEHHble AaH-
Hble MALUWVMEHTA o/mXHbl 6bITb JOCTYMHbI.

MpumevaHne 101 — SNEKTPOSHLUE®ANOIPA® moxeT He paboTaTb BO BpeMs MpepbiBaHUSA HaMpsHKeHMs
MATAIOLWEN CETW.

CooTBeTCTBUE yCTaHaBnmBalwT MNpoBepkol pexunma paboTbl I/IEKTPOIHLEDANOIPADA, Ha-
cTpoek OMEPATOPA 1 coxpaHeHHbIX faHHbIX NPy NpepbiBaHnn Hanpsxenns MUTAIOLLEN CETU Ha Bpems
oT 25 po 30 c oTkmovyeHuem WIHYPA TMIMTAHUA.

Ecnu HanpsxeHue HVITA}OLLI,EI7I CETWN npepbiBaeTcsa 6onee yem Ha 30 ¢, nocnegyouee PyHKUNOHUN-
poBaHue AO0/HKHO 6bITb OAHUM U3 CliefYLWwmnX:

- Bo3BpaT Kk HacTpoinkam M3TOTOBUTE/IA no ymonyaHuio,

- BO3BpAT K MPEXHWM HacTpoiikam no ymonuyaHutwo, cgenaHibim OTBETCTBEHHOW OPFAHWU3ALUEN;
nnu

- BO3BpaT K NOCNeAHUM MUCMNO/b30BAHHBIM HaCcTpoOkam.

OMNEPATOPY moryT 6bITb NpegocTaB/ieHbl cpegcTBa A8 Bbibopa O04HOIO0 UAN HECKONMbKUX M3 BbllemNe-
peyYuncieHHbIX BapMaHTOB.

CooTBeTCTBUE yCTaHaBNNBaOT NpoBefeHNeM (PYHKLUMOHaNbLHOIO UCMbITaHus.

Ecnn 3NEKTPO3HUE®ANOINPA® copgepxut BHYTPEHHUW UCTOUHUK MUTAHWUA u HanpsxeHue
MUTAIOLWEW CETW npepsaHo, 3NIEKTPOIHLIEGANTOTPA® gosXeH Npofo/mkaTb HOpManbHoe YHKLMOHN-
poBaHMe, aBToMaTM4yeckn nepekntyasacb Ha paboty or BHYTPEHHEIO MCTOYHWKA MNTAHWA, npu aTtom
pexum paboTbl, Bce HacTpoikn OMEPATOPA n coxpaHeHHble AaHHble He AO/DKHbl U3MeHATbCA. dHeprocbe-
peratouwme Mmepbl MOryT O6bITb MPUMEHEHbI Npu ycnosuun, 4to AJIEKTPOSHLUEDANNOINPA® npogosmkaeT cOOT-
BETCTBOBaTb HaCTOAWEMYy CTaH4apTy.

ONEKTPO3HUE®A/NNIOIPA® ponxeH BU3yanbHO uHamuuposaTb paboty ot BHYTPEHHEIO NCTOUY-
HVWKA MATAHNA.

CooTBeTCTBMWE yCTaHaBNMBalT MpepbiBaHUEM HanpsxXeHus I'II/ITAPOLIJ,EI7I CETW wn HabnwogeHnem
TOro, 4To HacTpolikn ONEPATOPA 1 cOXpaHEHHble fdaHHble HE W3MEHSANNCb, YTO HOpMasibHaa paboTa
NpPoLO/HKAETCA N YTO MMeeTCs Bu3yasbHas uHamkaunsa paboTel ANIEKFTPOSHUEPANTIOIPAP®A o1 BHY-
TPEHHETO NCTOYHUWKA MUTAHNA. MepeknwoyaTesb «BK/IHOYEHO-BbIK/TIOYEHO» [LO/MKEH OCTaBaTbCA B
MOSTOXEHUN «BK/IHOYEHO».

JononHnTenbHbIli NOANYHKT:

201.11.8.101 3awwmuTa ot paspagkm BHYTPEHHEIO MUCTOYHWKA MNTAHNA

ONEKTPO3HUE®A/NOIPA®bLI, paboTtatouwme ot BHYTPEHHEIO MCTOYHUKA MUTAHWA, He gonx-
Hbl co3gasatb OMACHOWM CUTYAUUU ans MALMEHTA, koraa ypoBeHb 3apsfa 60/iblie He MOXeT nogjep-
xumBatb HOPMANIbHYIO SKCMNNYATAUUIKO SNEKTPOSHLUE®PANOTIPAPA (cm. 201.15.4.4.101):

Korga ypoBeHb 3apsaga nto6oro BHYTPEHHEIO MCTOYHUKA MNTAHNA Takos, uto QJTEKTPO3SHLE-
PANNOTPA® 6onblue He MOXeT (PYHKLMOHMPOBATbL B COOTBETCTBUM cO cneundpukaynein M3rOTOBUTENA,
ONNEKTPO3HUE®ANNIOTPA® ponxeH oTkaw4aTbca Takmm o6pa3oM, 4Tobbl He co3gaBaTb ans MALUNEHTA
OMACHOWM CUTYALIMIN, kpome noTepu thyHKL UK.

CooTBeTCTBME ycTaHaBnnBaw T paboToin S/IEKFTPOIHUEDA/NNIONPAG®A oT BHYTPEHHEIO NC-
TOYHUKA MUTAHWNA n npoBeaeHnem YHKLMOHAIBHOIO MUCMbITaHus.

201.12 TOYHOCTb OpraHoB ynpaB/ieHUS U U3MEPUTESIbHBIX MPUOOPOB K 3alumTa
OT ONAacCHbIX 3HAYEHUI BbIXOAHbIX XapaKTepucTukK

MpumeHAT NYHKT 12 obuwero crtaHgapTa, 3a UCK/OYEHUEM cleayloLuero:

10



FOCT IEC 80601-2-26—2022

201.12.1 TOYHOCTb OpPraHoB ynpaBJ/iIeHUA U U3MepPUTENbHbIX NPU60OPOB

JononHnTesnibHble NOANYHKTbI:

201.12.1.101 Wkana n kKannbpoBOYHbI curHan

ONEKTPO3HLUE®PANOINPAMMA ponxHa oTob6paxaTbCa CO WKason UAM KaiMbpOBOYHBLIM CUTHANIOM,
0603HayYeHHbIMN B MKB nnn mB.

CooTBeTCTBUE yCTaHaBMBaloT OCMOTPOM.

201.12.1.102 TOYHOCTb U3MEpPEHUSa aMNANTYAbl U CKOPOCTU N3MEHEHUSA

BxogHble HanpsXeHusa B Anana3oHax M CO CKOPOCTAMMU M3MeHeHUsa (HapacTaHus/cnaga), BblopaHHble w3
nosnunin «Koxa ronosbl» n/mnm «Kopa roNoBHOro mosra unam cybaypasbHoe pacnosioXeHne» B COOTBETCTBUM
c Tabnuuen 201.102, fO/MKHbI BOCNPOU3BOAUTHLCA C MOrpeWwHOCTbo < = 20 % OT HOMWHANBHOTO BbIXOA4HOTO
3HayeHusa unn £10 mMKB, B 3aBUCMMOCTM OT TOrO, YTO GONbLIeE.

Tabnuya 201.102 — [nana3oHbl BXOAHOrO HaNpshXXeHUs 1 CKOPOCTU U3MEHEeHUs
MonyueHne 33T ot [vana3oH BXOA4HOIO HanpsXxeHus CKOpoCTb U3MEHeHUs
Koxa ronosbl Pa3max 1,0 mB 12 mB/c

Kopa ronoBHoro mosra wnu cybaypanbHoe Pasmax 20,0 MB 240 MB/c
pacnosioxeHune

CooTBeTCTBME yCTaHaBAMBAOT C UCMO/b30BaHNEM WUCMbITATE/bHOW CXeMbl, MPUBEAEHHOW Ha pu-
CyHke 201.104.

YcTaHasnmeaT wkany SJIEKTPOSHUE®D®ANTOTPA®A Takum o6pa3om, 4TO0O6bl BXOAHOW CUrHan B
cooTBeTCTBMUU C Tabnuueli 201.102 mor oTobpaxaThbcs 6e3 orpaHnyeHusl. YcTaHaBIuBaloT Nepeksoya-
Tenb S1B no3uumio B. YcTaHasNnBalT reHepaTop curHasna TakuMm o6pa3omM, 4TO06bl OH nofjasan curHan
TpeyronbHoii hopMbl € pa3amaxom B COOTBETCTBMM ¢ Tabnuuei 201.102 n yacToTOW 6 'y Mmexay No6bim
MPOBOJIOM OTBEAEHWNA KAHANA 1 Bcemu gpyrummn NMPOBOJAMM OTBEAEHWI, coegmHeHHbIMU ¢ P2.
YMeHbLlalT BbIX0f4 reHepaTopa curHana B 2, 5 n 10 pa3. OTob6paxaemMble 3HAYEHUA pazMaxa AOJ/DKHbI
HaxoaMTbca B npegenax = 20 % 0T HOMUHaNbHbIX 3HAYeHWA. [py HEOO6XOAMMOCTHU LLKana MOXeT OblThb
COOTBETCTBYHLWMM 06pa3oM CKOpPpPeKTMpOBaHa.

MoBTOpAT ucnblTaHne gnsa kaxgoro NMNPOBOOA OTBEAEHWA pocTynHbix KAHAMOB, noka He 6y-
LyT ucnblTaHbl Bce KoMmbuHauun NMPOBOLOB OTBE,EI,EHI/II7I.

201.12.1.103* BXxogHON AMHaAMUYeCKUA Ananas3oH n gnddepeHynanbHoe HanpsHkeHne cMeleHmns

Mpn NOCTOAHHOM HanpsAXeHuWn cMmelieHnsa B AumanaszoHe + 150 mMB n gudpdepeHumnanbHoM BXOAHOM
HanpshkeHnun B gmanasoHe = 0,5 MB, KOTOpOe MeHSieTCs CO CKOPOCTbI0, He npeBblwaruenn 12 mB/e, npu npu-
noxeHunn k n6omy NMPOBOAY OTBELEHWA, amnautyga BbIXO4HOTO CUrHana, 3aBucswas OoT BpEMEHMU, He
JO/KHA n3MeHATbCA 6osee yem Ha = 10 % oT pa3maxa 6e3 NOCTOSAHHOIO HaNPAXeHUs cMeleHns.

CooTBeTCTBME ycTaHaBNMBaT C MOMOLLbI UCMLITATENbHOW CXeMbl, NPUBEAEHHOW Ha PUCYHKe
201.104.

YcTanasnuBaloT wWwkany 3/IEKTPOSHLUE®AIONPA®A TakuMm 06pa3om, 4TOObl pasMax curHana
1 mB mor oTobpaxaTbca 6e3 orpaHMyeHms. YcTaHaBnuBalwT nepeknyaTens S1B nosuvymio B. YcTa-
HaBMUBAIT reHepaTop CuMrHana Takum obpas3oMm, YT06bl OH NojaBan CUrHan TPeyrosibHoN hopMbl € Ya-
cTOoTON 6 'y 1 pasmaxom 1 MB mexay nobsim 13 NMPOBOAOB OTBELEHNA KAHAJIA n BceMu apyrumm
MPOBOJAMW OTBELEHWIN, coeauHeHHbiMM ¢ P2. YcTaHaBnuBalT nepeknouaTens S1B nosvuuio A,
YT O6bl MPUNOXKNTb NOCTOAHHOE HanpsxeHne cMmeleHna nawc 150 mB. MepeknovaloT S2, 4TO6LI NpUNO-
XUTb NOCTOSAHHOE HamnpsXeHue cmeleHna MruHyc 150 mB. Y6expatoTcsa, 4TOo pa3max BbIXOLHOIO curHana
C MOCTOSHHbIM HanpskeHnem cmeweHns = 150 MB HaxognTcA B npegenax + 10 % oT pasmaxa BbIXO4HOTO
curHana 6e3 NoCTOAHHOIO HanNpPsHXKEHUA CMeLLEHNUS.

MosTopsAlT Ana kaxgoro NPOBOAA OTBEAEHWA go Tex nop, noka He 6yayT ucnblTaHbl Bce KA-
HANbI.
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© — KABE/Ib MALUMEHTA; ( ~ ) — reHepaTop curHana; MMHUMasbHbIli AuanasoH BbIXOAHOTO HanpsbkeHusi oT 0 go 10 B, BbixogHOe

conpoTtusneHune <1 KOM W nUHeWlHocTb *1 %; — WCTOYHUK MNOCTOAHHOIO Hanps>XXeHusa CMelweHua; fenntenb HanpsaXxeHud,

COCTOSILNIA M3 [BYX Pe3UCTOpPOB, WUCMOMb3yeMblii ANSi PEryiMpoBkM MNOCTOSIHHOTO BbIXOAHOTO HanpsikeHuss Ao 150 mMB = 5 %;
(M") — akpaH; S1 — nepeknyatenb, NOAKIYAKWMIA UCTOYHUK MOCTOSHHOTO HamnpshKeHUs cMelleHusi; S2 — nepeknwyartensb,

N3MeHsLWni NOSIAPHOCTb NCTOYHUKA MOCTOAHHOIO Hanps>KeHna cMmelleHnsa

3KpaH BOKPYr BCeW MCnblTaTelbHOM CXEMbl MMHUMU3VPYET HABOAKMN CETEBOTO HanpsKeHUs.
Ha pucyHke nokasaHa obLasa ucneltatesibHaa cxema As:
- 201.12.1.102 (TOYHOCTW U3MEPEHUA aMNINTYAbl U CKOPOCTWN U3MEHEHUSR);

- 201.12.1.103 (BXO4HOrO AMHAMMUYECKUIA AManasoH u andepeHLmanbHOro HanpsXXeHns CMeLLeHns);
- 201.12.1.105 (4acTOTHOW XapakTepucThKN).

PucyHok 201.104 — O6was ncneiTatesibHas cxema

201.12.1.104 BxopgHoOIt wym

HanpsaxeHne wWymMoB, NPpUBEAEHHbIX KO BXOA4Y, HE AO/HKHO NpesblilWaThk B pasmaxe 6 MKB B 4acToTHOM
Ouana3oHe, ykazaHHoMm B 201.12.1.105.

CooTBeTCTBME yCTaHaBIMBalT C NOMOLWbIO UCMbITAaTEeNbHOW CXeMbl, NPUBEAEHHO HAa PUCYHKe
201.105. YcTaHaBnuBawT 0bble nepeknovaembie UAbTPbl TakMM 06pa3om, 4TO6blI Oblna nonyyeHa
yacTOTHas XxapakTepucTuka, ykasaHHasa B 201.12.1.105. BkioyaloT peXeKTOpHbIN uibTp 4acTOThbl
CeTu, ecnn OH NpesycMOTPEH.

PasmbikatloT nepeknwoyaTens SO, 3aMblkaloT nepeknwyaTenm ¢ S1no Sn v ycTaHasnMsalT nepe-
knovaTens SDCB nosnyuio B. Korga KABE/Ib NMALUMNEHTA HenogBuXeH, HanpsXXxeHue WymMoB, NpUBEAEHHbIX
KO BXOfy, He [0/1XHO NnpeBbilWwaTb B pa3maxe 6 MKB.

201.12.1.105 YacToTHaa xapaktepucTtumka

ONEKTPOSHUE®ANOINPA®bl AOMXHBI MMETb YAaCTOTHYK XapakTepUCTUKy (4acTOTHbIA AuManas3oH) He
MeHee 0,5—50 'y npu McCNbITAHUU C NCMOSIb30BAHUEM CUHYCOUAaNbHbIX BXOAHbLIX CUTHA/MO0B. AMNANTYAa Bbl-
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XOA4HOro curHana npu vactotax ot 0,5 go 50 'y gonxHa 6bITb B npegenax ot 71 % go 110 % oT amMnanTyAbl
BbIXOAHOTO CUrHasa, NOJIYYEHHOrO AN CMHYCOMAANIbHOTO BXOA4HOTO CUrHana 4yactoToi 5 .

CooTBeTCTBME YCTaHaBnMBalT MPOBEPKO [AOKYMEHTAaLMM MO0 4acTOTHON XapakTepucTuke
unbTpa 1 ¢ NCNosib30BaHNEM UCMNbITATENbHON CXeMbl, NpUBEAEHHONM Ha pucyHke 201.104. na aTOro uc-
NblTaHUsA peXeKTOpPHbIA (hunbTp YacTOoThl ceTU 1 N060IN Apyroi unbTp, €cinm OHW NPeayCcMOT pPeHbl,
[LO/IKHbI 6bITb OTK/IHYEHDI.

YcTaHasnmeaT wkany SJIEKTPOSHUE®PANTOTPA®A Takum 06pa3om, 4T O06bl CMrHaS ¢ pa3Maxom
100 mkB mor oTobpaxaTbca 6e3 orpaHudyeHus. YcTaHasnMBalT nepeknwdaTens S1s nosuyuio B. Uc-
nonb3ylT reHepaTop CMrHana Ans nogayn CMHYCOMAanbHOro curHana c pasmaxom 50 MkB n yacToTOl
5 Iy, Mexay nobbim MPOBOJOM OTBEAEHUA KAHAJIA v Bcemu apyrumm MPOBOOAMU OTBELAEHUN,
COefVHEHHbIMM € P2. Y6exgaloTcs, YTO0 aMmnanTyha BbIXOAHOMO cMrHana YacToToi 0,5 'y n 50 Ny ocTa-
eTcd B npegenax or 71 % go 110 % no cpaBHEHWUI0 C aMNIMTYAOW BbIXOAHOIO curHana gna 5 ru.

201.12.1.106* MNopgaBneHne cnHgasHoOro curHana

CurHan co cpefjHekBajpaTuyeckum 3HauyeHuem HanpsaxeHua 1 B Ha uyactote cetu (50 Tu/60 I'y) ot
MCTOYHMKA C eMKOCTbio 200 n®, NOAKIIUYEHHOTO MexAay 3emneii n scemun MPOBOAAMU OTBEAEHWN, co-
eQVHEeHHbIMN BMecTe, B TeyeHue He meHee 10 c He AO/HKeH co3faBaTb BbIXOAHOW curHan, ¢ pasmaxom 60-
nee 100 mkB. MocnepoBaTtenbHO € Kaxabim DJIEKTPOAOM ponxeH 6biTb nogkntwoyveH pesuctop 10 kOm u
napasniesibHO pe3ncTopy KoHpeHcatop 47 H®. [lomkHbl ncnons3osatbca KABEJ/Ib MAUMNEHTA u MPOBOJA
OTBEAEHWW, ykasaHHble UISTOTOBUTENEM.

CooTBeTCTBME yCTaHaBNMBalOT C UCMOMNb30BAHMEM UCNbITaTeNbHON CXeMbI, NpesCcTaBNeHHON Ha
pucyHke 201.105, npu BbIK/THOYEHHOM PEXEKTOPHOM (DUbTpPe 4acTOoThl CeTU (eC/IM OH NpefyCMOTPEH).

a) PerynupyioT cymmy emkocTeir Cx n Ct go 100 nd, npu oTknoueHHom KABEJIE MAUMEHTA (SO
pPa3oOMKHYT).

b) YcTaHaBnMBalT reHepaTop curHana Ha nogadvy CMHyconaanbHOro curHana co cpefHeksagpaTu-
YeCKUM 3HauvyeHneM HanpsbkeHusa 2 B Ha yacToTe ceTu. B aTOoM cnyyae Ha OJ/IEKTPOSHLUED®ANOIPA®
nogaeTcsa CMHpasHoe HanpsxeHwe, cpefHeKBajpaTUYecKoe 3HayeHne KOToporo pasHo 1B.

c) 3ambikaloT nepekntovaTenn SOu ¢ S2no Sn, pa3mMbikaloT nepeknwyaTenb S1unycTaHaBNneawT
nepeknoyaTens SDC B no3uuuio B. VI3MepsaloT BbIXOAHYHO aMNAMTyay B TeyeHne He MeHee 10 cekyHp,.
3aTem pasMmblKaloT nepeknyaTens S2 1 3aMblkaloT nepeknoyaTens Sr [OBTOPANT M3MEpeHue am-
nnTyabl. MNpogo/mkalT [0 Tex nop, noka He 6yayT npoBefeHbl naMepeHusa ansa scex NMPOBOAOB OT-
BEJEHWN.

d) MoBTOPAT War c) ¢ NOCTOSAHHbIM HanpsXeHnem cMmelleHusa nac 150 mB 1 muHyc 150 mB, nog-
K/OYEHHbIM MociefoBaTe/IbHO C HECOr/lacOBaHHbLIM COMPOTUB/IEHNEM, YCTaHOoBMB nepeknovaTesns SDCB
nosnumio A 1 ucnbiTas nNepeknoyaTeNb Sp B K&XA0M N3 BYX €ro NOSIOXEHWA.

Vi3mMepeHHble 3HaYeHnsA He LO/DKHbI npesbiwaTb B pasmaxe 100 mkB.
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© — reHeparop curHana co cpegHekBajpaTuyeckMM 3HadeHneM HanpshkeHus 2 B Ha yacToTe ceTu; — KABEJIb MAUNEHTA,;

NCTOYHUK NOCTOAHHOIO HanpsXeHnsa cMmelleHna BHyTpeHHI/IIZ JKpaH; © - (*)Oﬂbra, mMogenunpywuwaa eMKoCcTb Ans

3NEKTPO3HLUE®ANTOTPA®OB K/TACCA Il nam ¢ BHYTPEHHUM UCTOYHWKOM MUTAHUA; A 5 A~ — BHeluHWii 3kpaH; B — Touka

CUH(A3HOro curHana; S1—Sn— nepekayaTeny aasi NOAKIIOYEHUST KOHTYpa HECOr/1acOBaHHOIO NOSIHOTO CONPOTUBIEHNS, COCTOSLLEr0
n3 Cn R\ C=47H9; R = OkOm

MpumeyaHne — C1, C{n CxmogenupytoT eMkocTb Mexay MALUMNEHTOM, HanpskeHnem cetn un 3emneir. Bry-
TPEHHUIA 3KpaH MCNOMb3YeTCs A1 CHUKEHUS HABOAKU HexXesnaTesibHbIX BHELUHUX CUTHANI0B U YCTPaHEeHUsI HecornacoBaH-
HOCTM Ha 3emt0. MOoCKoNbKY eMKOCTb CX MeXAy BHYTPEHHUM W BHELUHWM 3KpaHamun BAUSET Kak Ha eMKOCTb MCTOYHMKA,
Tak U Ha CMH(a3Hoe HanpskeHue, aTa eMKOCTb yBeNnymMBaeTcs NOACTPOEYHbIM KoHAeHcaTopoMm o 100 nd, 4yto pasBHO
eMKOCTW reHepartopa Bbixog, reHepartopa ysenunuumsaeTcA [0 CpefHEeKBafpaTU4eckoro 3HayeHus HanpsxkeHus 2 B,
yto obecneunBaeT cpefHekBagpaTtnyeckoe 3HavyeHne 1 B cuHpasHoro HanpshkeHus B To4Yke B c conpoTuMBNEHWEM uC-

TOYHUKA, 3KBMBaNEHTHbIM 200 nd, Npn He NOAKNHYEHHbIX K UcnbiTatensHoin cxeme KABENE MALUMEHTA n NMPOBOAAX
OTBEEHUIA.

PucyHok 201.105 — WcnbiTaTenbHas cxema Ansi NoJaBfeHNst YPOBHS LyMa U CUH(PA3HOro curHana
(cm. 201.12.1.104 n 201.12.1.106)
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201.12.4 3awmTa OT ONaCHbIX 3HAYEHNN BbIXOAHbIX XapakTepucTuk

LJononHNTenbHbIli NOANYHKT:

201.12.4.101* NHQUKaUNA HEBEPHbIX AaHHbIX

ONEKTPOSHLUE®ANOINPA®bI, npegHa3HauyeHHble ANs aBTOMAaTUYECKOro KOHTPONS, AOJ/DKHbI OblTb
CHabXeHbl cpefAcTBaMu ANA WHAWKALWN Meperpysku, HacblilweHns nboil YacTu ycunutTens u oTcoeAnHEeHUs
MPOBOAOB OTBEAEHUN.

201.13 OMNACHbIE CUTYALUWUW v ycnosus HapyLueHus ans M3 U3OENNNA

MpumeHAT NYHKT 13 obwero ctaHgapTa.

201.14 MPOMPAMMVPYEMBIE 3/TEKTPUUYECKVE MEQVLUMHCKUE CUCTEMBI
(M3MC)

MpumeHAT NYHKT 14 obwero ctaHgapTa.

201.15 KoHcTpyKkuymna M3 U3OENNA

MpuMeHAT NYHKT 15 oblwero ctaHgapTa, 3a UCKNIOYEHMEM cneaylolero:

201.15.4.4 NHpunkaTtopsbl

JONONHNTEeNbHbIA NOANYHKT:

201.15.4.4.101 WNupukatop pabotbl o1 BHYTPEHHEIO NCTOYHWKA MUTAHWUA wn cocToAaHus BHY-
TPEHHEIO MCTOYHUKA MNTAHNA

ONEKTPOSHUE®DANNOINPA® pgonxeH BM3yanbHO oTobGpaxaTtb, korga oH pabotaet ot BHYTPEHHEIO
MCTOYHUKA MNTAHWNA, 3a ncknoyeHnem cnydas, korga oH (OyHKLMOHUPYET NUCcKNUYnTenbHo oT BHYTPEH-
HEFro NCTOYHUKA MNTAHWA.

ONEKTPOSHUE®ANOINPA® gonxeH Bu3yanbHO oTob6paxaTb ocTaBwuiica 3apsag 6arapen npu pabote
oT BHYTPEHHEITO MCTOYHWNKA SNEKTPONMUTAHWNA.

CooTBeTCTBME yCcTaHaBMmBalT NnpoBegeHNEM beHKLI,VIOHafIbHOFO ncnblTaHua.

201.16 M3 CUCTEMBbI

MpumeHAKT NYHKT 16 obwero ctaHgapTa.

201.17 SNEKTPOMATHUTHAA COBMECTUMOCTb M3 U3AENNIA
n M3 CUCTEM

MpumeHAKT NYHKT 17 obuwero ctaHgapTa.

202 IneKTpoMarHUTHbIE NoMexn. TpeboBaHUsS U UCTIbITAHUA

MpumeHawT IEC 60601-1-2:2014, 3a uckoYeHneM craeaylowero:

202.4.3.1 KoHdurypayumn

JononHeHune:

SNIEKTPOSHUE®ANIOTPA®Ll A0MXHbI 6bITh UCAbLITAHLI C NCNOAb30BaHMeM KABEJIEW MALIMEHTA n
MPOBOJOB OTBELEHWN, ykasaHHbix UBTOTOBUTENEM. Ecnn W3rOTOBUTE/b ykasbiBaeT pasnuyHbie
KABENWN MALUVEHTA unu NMPOBOAA OTBEAEHWW, Heo6X0AMMO WUCMbLITATh TOMLKO OAMH NpeacTaBuTeNb-
HbIl o6pasel, Kaxaon AAUHBLI.

Ecnun TpebyeTcsa npoBepuTb KpUTEpUM NONOXKUTENbHOro/oTpuuatenbHOro pesynbtara ucnbiTaHna MO-
MEXOYCTOWMUYMBOCTW, onpeaeneHHsle M3TOTOBUTENIEM, MPOBOAA OTBEAEHWW moryT 6bITb noa-
KN4YeHbl K umutatopy curdanoB MALMEHTA BmecTo obuiero ysna (cM. pucyHok 202.101).

RC-uenb (Cp, Rp) Ha pucyHke 202.101 gomxHa 6bITb NMOAKAOYEHA TONbLKO B TOM Clyyae, ecnu 370 Tpe-
6yeTca B cooTBeTcTBMKM c IEC 60601-1-2:2014.
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© — WHYP NUTAHUA; (2 ) — kabenb CUTHAIbBHOTO BXOOA/BbIXOOA; © — CTON Y3 U30NALMOHHOro Matepuana;
(J ) — ncnbiTyemblit ANEKTPOSHLEDANOINPA® (EUT); (A5~ — KABE/Ib MALVMEHTA n NMPOBOAA OTBEAEHWI;

© — o6wwwii y3en, B koTopom Bce NMPOBOAA OTBEAEHUM 1 akBMBaNeHT pyku, ecnn TpebyeTcs, COeAMHEHbI BMECTE;
Cp =220 n®; f?2p =510 Om.

MpumeuyaHnune — MNocnegoBaTenbHo coefuHeHHble Cp u Rp o6pasyoT RC-aneMeHT (3KBMBANIEHT pyku) B COOT-
BeTcTBuM ¢ 4.3.2 IEC 60601-1-2:2014.

PucyHok 202.101 — YcTaHoBKa A1 UCMbITAHNA Ha U3/lydaeMyto U KOHAYKTUBHYI0O SMUCCUIO un Ha
MOMEXQOYCTOWUYMBOCTb (cm. 202.4.3.1)

202.8 Tpe6osaHnsa MOMEXOYCTONUMBOCT M3 U3AE/INN n M3 CUCTEM

202.8.1* O6wune ceepeHusn

Mi3meHeHne (3ameHa MyHKTa HWxe npumedaHns 5 cnefyowmm TEeKCTOM):

Bo BpeMsA 1 nocne HenepexoAHbIX 3/1EKTPOMArHUTHbIX NpoLeccoB (T. e. n3fyyaeMblX pagmovyacToTHbIX
9M1EeKTPOMAarHUTHbIX Moneli, nosaein oT 6/M3KOPACMNO/IOXKEHHOTO pajgMo4yacToTHOro o6opyaoBaHMsa 6ecnpoBOj-
HOW CBA3M, MArHWTHbIX NONeli MPOMbIWIEHHOW YacToTbl, BO3MYLEHUI, BbiI3BaHHbIX PaAMo4yacTOTHbIMKU NONA-
MU, U nepenagos HanpsxeHua) SJIEKTPOSHLEPA/IOTPAD:

- [OJ/DKEH COOTBETCTBOBATb KPUTEPUAM MOJIOXKUTENIbHOTo/oTpuLaTennbHOro pesynbtara ucnoitaHunsa MNO-
MEXOYCTOWUNBOCTU, onpegeneHHbim M3TOTOBUTEJNIEM gnsa o6ecnedyeHns OCHOBHOW BE3OTMAC-
HOCTWN n OCHOBHbIX ®YHKLMOHANBbHbBIX XAPAKTEPUCTWMK, 1 He fo/KeH N3MEHATb pexXnmMmbl paboThl,
HacTpoitku OMNMEPATOPA un niobble coxpaHeHHble gaHHble. QTIEKTPOOHLUE®DPA/NIONPA®bI MoryT npeBbiwaTh
ypOBEHb BXOAHOTO WymMa B cooTBeTCcTBMM € 201.12.1.104 BO BpeMs UCMNbITAHUA, €CNN 3TO HEe NMPUBOAUT K He-
npuemnemomy PUCKY.

Bo BpemMA nepexofHblX 3/IEKTPOMArHUTHbLIX NpoLeccoB (T. e. 3/IeKTpoCcTaTU4yeckoro paspsaga, 6bICTpbIX
3/1EKTPUYECKMX MEePEXOHbIX nNpoueccoB/navyek, CKaA4YkoB, KOHAYKTUBHbBIX UMMNY/IbCHbIX MOMEX B Lensax NutaHusa
n nepe6oes HanpsxeHns) STEKTPOSHUE®A/TOTPA® fonXeH COOTBETCTBOBATb KPUTEPUSAM NONOXUTENb-
Horo/oTpuuaTeNbHOro pesynbTata ucnbiTaHna MOMEXOYCTOWUMBOCTU gns OCHOBHOW BE3OMAC-
HOCTW, onpegeneHHbiMm M3FOTOBUTENIEM. B TeueHne 30 ¢ nocne BO34EWCTBMSA MEPEXOAHbLIX 3/1E€KTPO-
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MarHuTHblX npoueccos INNEKTPOSHUE®ANOINPA® pfonxeH BO306HOBUTbL HOpManbHYyl paboTy 6e3 notepu
Kakux-nn6o Hactpoek OMEPATOPA wunM COXpaHeHHbIX aHHbIX W AO/HKEeH COOTBETCTBOBaTb TPeOOBaHUAM
K BXOOHOMY LWyMy, yKa3aHHbiM B 201.12.1.104, n kputepmsaM MNON0OXUTeNbHOro/oTpuyaTesibHOro pesynbrara
ncnoiTaHnas MOMEXOYCTOMYUBOCTW ana OCHOBHOW BE3OMACHOCTM n OCHOBHbIX ®YHKLMO-
HANBbHbBIX XAPAKTEPUNUCTWK, onpeaeneHHbix N3ATOTOBUTENEM.

CooTBeTCTBME yCTaHaBnMBalT paccmoTpeHnem GAATA MEHEI)XXMEHTA PUCKA n npoTokona
NCNbITaHWn Ha NpegMeT Hannyunusa KpUTepueB NOMOXNMTEeNbHOro/oTpruaTelbHOro pe3yibTaTa UcnbliTa-
HUs NMOMEXOYCTOWMUYMBOCTU n nposepkoit cooTeeTcTBUA S/IEKTPOIHLIEGANIONPADA yKasaHHbIM
kpuTepuam Ha VCTIbITATE/IbHbIX YPOBHAX MPU NCMBITAHNAX HA MOMEXOYCTONUYMBOCTb, yKa-
3aHHbIX B Tabnmuyax 4—9 IEC 60601-1-2:2014.

O6ecneyeHne OCHOBHOW BE3OMACHOCTW gomkHo onpepenaTbca ocmoTpom ISJIEKFTPOSHUE-
®ANIOFPADA nocne 3aBeplueHnst ucnbiTanuii Ha MOMEXOYCTOWUYMBOCTb 1, npu Heo6x0AMMOCTH, Mpo-
BeJEeHMeM COOTBETCTBYOLWMX NCNbITaHuiA 06Lero craHgapTa.

202.8.9 UCMNbITATENIbHbLIE YPOBHW MPUN NCMbITAHNAX HA MOMEXOYCTONUYNBOCTb

Ta6bnuya 7 — lopT, cBA3aHHbIA ¢ MALUVMEHTOM

Mi3meHeHue:

YpaneHue TpeTbeil cTPOokM («KOHAYKTUBHbIE MOMEXW, HaBeLEHHble PaAMO4YaCTOTHbIMU 3NEeKTPOMAarHuT-
HbIMW MONSAMUN).

JononHeHne:

MpumMmeuaHue 101 — KABENW MALMEHTA n MPOBOJA OTBEAEHUW He nognexar UCMbITAHUIO HA KOHAYK-
TUBHblE NMOMEXM, HaBeJEeHHble PaanMoYacTOTHbIMU 3/IEKTPOMArHUTHBIMU NOASMMU.

[onoNHNTenbHbIA NOANYHKT:

202.8.101* NMomexn oT BBICOKOYACTOTHOIO SNEKTPOXUPYPITMUYECKOTIO AMMNAPATA

Ecnun npeanonaraemblie yC/10BUSA UCNONb30BaHuA, ykazaHHble N3TOTOBUTEJIEM, Bk/loYalT yCc/10BUS,
B KOTOPbIX NpuMeHaeTcs BBICOKOYACTOTHbBIV SNEKTPOXUPYPIUUYECKUI AMNMAPAT, 3NTEKTPO3HLE-
®ANONPA® ponxeH BOCCTaHaBAMBaTb Mpeabigywmini pexum paboTbl B TeyeHne 30 c nocne BO3aeincTeus
nomex, co3gaBaemblx BBICOKOYACTOTHbIM 3NEKTPOXNPYPITMUYECKNM AMNMAPATOM, 6€3 kaknx-nm6o
N3MEHEHNI B pexume paboTbl 1 HacTpoilkax OMEPATOPA 1 6e3 noTepu Kakmx-nMbo COXPaHEHHbIX AaHHbIX.

MpumeyaHue — Hanpumep, S/IEKTPOSHLE®A/NIOIPADLI, npegHasHavyeHHble UCKIUYMTENIbHO A/19 OKasa-
Hns MEOULMHCKOW MOMOLLW B OBbIOEHHOW OBCTAHOBKE, He npeaHasHauyeHbl ANS WCMNO/b30BaHUA COBMECTHO
¢ BbICOKOYACTOTHbIM SNEKTPOXVNPYPTUMYECKM AMMAPATOM.

CooTBeTCTBUE yCTaHaBMMBalT UCMblITaHNeEM CcOrsiacHo pucyHkam 202.102 n 202.103.

Vcnonb3ywT KABEJIM MAUMNEHTA, NMPOBOAA OTBEAEHWW u HacTpOliKA, peKkoMeH0BaHHble N3-
FOTOBWUTEJIEM, a Takke BbICOKOYACTOTHbIV SNEKTPOXUPYPIMUYECKWIA AMMAPAT, KOTOpOe Co-
oTBeTCcTBYeT IEC 60601-2-2:2017 1 nmMeeT MUHMMasIbHYI0 MOLWHOCTb B pexume pesaHusa 300 BT, MuUHu-
MasibHYH MOLLHOCTb B pexume kKoarynaumm 100 BT 1 pabouyto yacToTy oT 300 go 600 kI'y,.

a) VcnbiTaHne B pexume pesaHus:

YcTaHaBnmBaw T BbIXOAHY MOwHOCTbL BbICOKOUACTOTHOIO S/IEKTPOXUPYPIMYECKOIO ATl-
MAPATA Ha yposHe 300 BT.

MpukacatoTca AKTUBHbIM S/TIEKTPO4OM K MeTanimyeckoin naacTmrHe UChblTaTe NbHON YyCTaHOoB-
Kn (cMm. pucyHkn 202.102 1 202.103) n ygansawT ero, 4To6bl NoNy4ynTb Ayry, ¥ NogAepXusalT B TedeHune
He MeHee 1c.

YéexgatoTcs, yT0 SJIEKTPOSHLUEPANOIPA® B TeueHne 30 ¢ BocCTaHaBMBaeT NpeablayLuini pe-
XUM paboThbl 6€3 N3MeHeHNs Kaknx-nmb6o HacTpoek OMNEPATOPA u 6e3 noTepu Kakux-nmbo coxpaHeHHbIX
JaHHbIX.

MoBTOPAKT MNpouenypy NATb pas.

b) VcnbiTaHne B pexume Koarynsuum:

YcTaHasnmsaT BbIXOAHYO MowHOCTL BBICOKOUACTOTHOIO S/IEKTPOXUPYPIMYECKOIO All-
MAPATA Ha ypoBHe 100 BT.

MpukacatoTca AKTUBHbIM S/TIEKTPOOM K MeTannnmyeckoin naacTHE UCMblTaTe NbHON YyCTaHoB-
K (cM. pucyHkn 202.102 n 202.103) 1 yaanaioT ero, YTobbl NoAy4YnTb Ayry, U NOALEPXUBAT B TeuyeHue
He MeHee 1c.
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Y6exgaoTcs, 4yT0 JIEKTPOSHLEDAJTIOTPA® B TeueHne 30 ¢ BOcCTaHaBnMBaeT NpeablayLini pe-
XUM paboThbl 6e3 n3MeHeHns Kaknx-nnb6o HacTpoek ONMEPATOPA 1 6e3 noTepu Kakux-mbo coxpaHeHHbIX
JaHHbIX.

MoBTOpAKT npoueaypy NAThb pas.

MicnbiTaHnsa B gpyrnx pexmmax (HanpuMmep B pexume cnpei-koarynsaummn) He NpoBOAAT.

© — BbICOKOYACTOTHbIN SNEKTPOXUPYPIMUYECKUIA AMMAPAT; (D- MeTasimyeckas nnactuia; (*3) — AKTVIBHbIN
QJIEKTPO/, BbICOKOUYACTOTHOIO 3JIEKTPOXNPYPTMYECKOI O AMMAPATA; (7 ) — meTannnyeckas nnacTuHa/HEMTPA/IbHbIN
ONIEKTPO/ BbICOKOYACTOTHOIO 2/IEKTPOXUPYPTMYECKOIO AMMAPATA; — uenb cBasn; (A7) — KABEJIb

MALMVEHTA n MPOBOJIA OTBELEHUR; ( J ) — SNEKTPOSHLIEGANIONPAD ; — 3KPaHWpPOBaHNE;

Rp— 500 Om * 10 %, 200 Br, < 5 MkI'H (MogenupyeT nmnegarc NMALUNEHTA); Ca— 47 HO (N8 MUHUMU3ALMN BAUSHUS PasHbIX TUNOB
KOHCTPYKUun BBICOKOYACTOTHOIO S/IEKTPOXNPYPITMYECKOIO AMMAPATA); Rs— 10 kOm (RS, coeguHeHHOoe napannenbHo ¢
Cs, mogenupyeT umnegaHc koxu); Cs =47 ud; Elt E2, ... Ex, Ebl— COEAVUHEHUA C NAUVMEHTOM

MpoTOKON UCMbITAHWIA AO/MKEH COAepXaTb UAEHTUMLMPYIOLWY MHdopMauno o npumeHsswemMmcs BbICOKOYA-
CTOTHOM S/IEKTPOXUPYPITMUYECKOM AIMMNAPATE.

PucyHok 202.102 — Cxema ucnbiTaTeNlbHOW YCTaHOBKM Ans onpeaenenuns sawmtbl oT BBICOKOYACTOTHOIO
QNNIEKTPOXNPYPIMYECKOIO ANMMAPATA B cooTBeTcTBuM € 202.8.101
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>3,0 Pa3mepbl B MeTpax

(T ) — BbICOKOUYACTOTHbIW SNEKTPOXUPYPIMYECKNIA AMMAPAT; (J ) — meTannuueckas nnactuHa; (J ) — AKTUBHbIN
3NEKTPO/l BbICOKOUACTOTHOIO 3NEKTPOXUPYPIMUECKOIO AMMAPATA; (7 ) — HENTPA/IbHbIV 3/IEKTPO/,
BbICOKOYACTOTHOIO 3JIEKTPOXVNPYPITNMYECKOI O AIMMAPATA, — uenb cBs3n (no3numsa 5 Ha pucyHke 202.102);
(~) — KABE/Nb MALIMEHTA n NPOBOAA OTBEAEHWN; (A 7 ) — ucnbiTyemblii S/IEKTPO3HLEDANOIPAD;

(~8" — MNTAKOLWASA CETb; — CTON M3 N30M9LMOoHHOro Matepuana; (Y 0) — coeguHenue c NMPOBOAOM 3AWNTHOIO

3A3EMJIEHNA

PucyHok 202.103 — WcnbiTatenbHasa ycTaHOBKa Ansa onpegeneHvs sawmtoel o BBICOKOYACTOTHOIO
ONNEKTPOXUPYPITMYECKOTI O AMMAPATA B cooteeTcTBUM € 202.8.101

206 SKCIIJTYATAUNOHHAA TMPUTOAOHOCTb

MpumeHawT IEC 60601-1-6:2013, 3a nckioyeHemMm craeaylowero:

LonoNHUTenNbHbI NOANYHKT:

206.101 OCHOBHbIE PABOYME ®YHKLWW

Ana QNEKTPO3HUE®ANOINPA®OB OCHOBHbIMW PABOUYNMU ®YHKUUMAMW cuutaiotca cnepyto-
wue:

a) BK/OYeHue/BbiKNOYEHUE;

b) nopaknouyeHnelotcoegnHenne KABEAS MALMVEHTA u MPOBOAOB OTBEAEHUN;

c) HabnwaeHne curHanos ¢ gucnnes;

d) npoBepka umnegaHca SJIEKTPOA;

€) M3MepeHne amMnauTyAbl U H4acTOTbl CUrHanoB I3, ecnu Takne M3MepeHns NpefycMOTpPEHb;

f) HacTponka perynupyembix ONMEPATOPOM 3nemMeHTOB ynpaB/ieHuUs, HeobxoaAnMbIX ANns obecnevyeHuns
6e3onacHocTn MALUVMEHTOB.
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MpUMeHAI0T NPUIoXeHUs o6LLero cTaHaapTa.

20

MpunoxeHuna



FOCT IEC 80601-2-26—2022

MpunoxeHune AA
(cnpaBo4HOE)

O6wure NnonoxeHna n obocHoBaHue

MognyHkT 201.1.1 O6n1acTb NPUMEHEHUSA

HacTtosAwumin ctaHgapt pacnpocTpaHseTca Ha S/IEKTPO3SHUEDANOIMPA®LI, koTopblie noayvalT 1 oTobpaxarT
HeobpaboTaHHble curHanbl 3. HacToAwwmid cTaHgapT He pacnpocTpaHAeTCs Ha AOMOSHUTENbHY0 06paboTKy AaHHbIX
20r.

MoanyHkT 201.4.3.101 JononHutenbHble TpeboBaHnss kK OCHOBHbIM ®YHKLUNOHANTBHBIM XAPAKTEPUCTUKAM

SNNEKTPOSHUE®DANOIPA®BLI moryT umete MHoro KAHAJ/IOB. 3710 npuBOAUT K HEONpasAaHHO ANUTENbHOMY Bpe-
MEHMW UCNbITAHUS M YyCUAUSAM MO NoBTOpHON npoBepke OCHOBHbIX ®YHKUNOHAbHBIX XAPAKTEPUCTUK B cooT-
BETCTBUM C TpeboBaHUAMM 06Lero, AOMNOSHUTE/IbHbLIX U YacTHbIX cTaHgapToB. Kpome Toro, atn KAHAJIbI 06bI4HO nMetoT
MAEHTUYHYIO KOHCTPYKUUIO. Mo3ToMy KonmyecTBO ngeHTuuHbix KAHAJTOB, nognexawmx nucnbiTaHnio, 6bl/10 OrpaHnyeHo
10 KAHAJTAMW. 3To KomMnpomMucc Mexay nonyyeHnem yBEpPeHHOCTM B TOM, 4To TpeboBaHnss kK OCHOBHbLIM ¢®YHKLINO-
HATbHBIM XAPAKTEPUCTUKAM cobntofeHsl ans scex KAHANNIOB, n ycnnmamy no npoBeAeHnio NCbITaHniA.

MoanyHKT 201.5.8 MocnegoBaTeibHOCTb UCMbITAHWIA

Ecnu npumeHnmo, ucnbitanms no 201.8.5.5.1 n ucnbiTaHns no 8.5.5 obuiero ctaHgapTa NpoBoAAT B NEPBYH oye-
peab, 4To6bl ncnbiTaHma Ha TOK YTEUKWN 1 anekTpuyeckyto NpOYHOCTb MOI/IM BbIsIBUTbL Nt060e yxyalweHne apdekTus-
HOCTV CPeAcTB 3aluThl.

MoanyHkT 201.7.2.1 MuHuManbHble TpeboBaHUA K Mapkmpoke M3 U3LETNA u ero B3anmo3amMmeHAeMbIX YacTei

OT0 Heo6Xx0aAMMO, YTObObI U3bexarb HENPABWUIbLHOIO NPUMEHEHUS KABENEN MALUVMEHTA, He 3aluueHHbIX OT pas-
psaga gedubpunnsatopa n He ykasaHHbix USTOTOBUTENEM kak 3awmiieHHble 0T paspsga gecdumbpunnsaropa.

MopnyHkT 201.7.9.2.101 e) [lonosiHUTENbHbIE UHCTPYKLMK MO 3KChyataumm

OT0 TpeboBaHMe pacnpocTpaHaeTcs kak Ha vacTble (Hanpumep, exegHeBHble) npoBepkn OMEPATOPA, Tak u Ha
MeHee yacTble, 60/1ee 06LWMPHbIE TEXHUYECKME MPOBEPKM A/19 06HAPYXEHUSA MeXaHNYeckux NoBpeXAeHnid n nospexae-
HWI1 kabenewn M T. 4.

MoanyHkT 201.7.9.2.101 j) fononHUTENbHbIE MHCTPYKLUN MO 3KCnyaTauun

O6Len3BecTHO, YTO curHanbl 33l UMEeKT OYeHb HU3KYK aMnauTyAy, W BNOJIHE BEPOATHO, YTO MOMYT COXPaHATbCA
HEKOTOpble HEN3BEXHbIE 3M1EeKTPOMAarHUTHble MOMEXN. DTO MOXET 6biTb Npuemaemo Ha ocHose AHATN3A PUCKA v npu
Hafnexawem ykasaHunm nHopmMaumm B UHCTPYKLMAX NO IKChayatauuu.

MoanyHkT 201.8.1.101 MHorodgyHKunoHanbHbln(e) KAHAM(bI)

ONIEKTPO3SHLUEDANNOINPAD®LI 06bi4HO ucnonb3yoT KAHAJBI, npegHa3HavyeHHble 415 06HapyXeHuss u oTobpa-
XeHuna curHanos IKIN n SMIT. Kak npasuno, atn KAHAJIbl He ncnosnb3yoTca 415 AUarHoCTUKU MM MOHUTOPUHTE; OHU UC-
Nosb3yTCA 415 BbiABAEHUSA apTedakToB HellepebpasibHOro nponucxoxaeHus. CnegosaresibHo, 3tn KAHAJbI, BO3MOXHO,
He 40/MKHbI COOTBETCTBOBAaTb BCEM TPEOOBAHUAM YaCTHbIX CTaHA4apToB Ana usgenuii ana 9K u 3MI, npefHa3HavYeHHbIX
ANA KNWHUYeCcKOl AMarHoCTUKM/MOHUTOPUHTA.

MoanyHkT 201.8.5.2.3 OTtBegeHuna NMALUVMEHTA wan kabenn MAUMEHTA

370 Tpe6oBaHMe 3awumaeT ot AByx OMACHbIX CUTYALMUW. Bo-nepBbiX, He 4OMKHO 6biTb BO3MOXHOCTY Chyyaii-
Horo coeguHeHns MALUWMEHTA c 3emneii yepes nw6on NMPOBOL OTBEAEHWA, koTopblii MOXET 6biTb OTCOEAMHEH OT
DNNEKTPOJA. Bo-BTOpbIX, HE AO0/KHO ObITb BO3MOXHOCTU ciy4yaliHoro coeguHeHns NMALVEHTA ¢ nto6biMn TOKOBeAYLLK-
MW YacTAMMU WM ONACHbIMW HanpsXXeHUAMN.

3710 o03HayvaeT, uto Ana IJIEKTPOSHLUE®DPA/NIOITPA®POB He gonyckaeTcsa ucnonb3oBaHne NMPOBOAOB OTBEAE-
HUIA, nmerowmx HesakpbiTble METAIMYECKNE WITLIPEBLIE COBAMHUTENN, TAaKUEe KaK pa3beMbl TUna «6aHaH». [nsa cooTseT-
CTBWA TPEGOBAHNAM HACTOALLErO cTaHgapTa coegunutenu NMPOBOLOB OTBEAEHUW, coeannaowmecs ¢ SIEKTPOJA-
MW, He fO/MKHbI NMETb He3alUMLLEeHHbIX NPOBOAALLMX YacTeid an NPOBOAALLUMX YacTei, KOTOpble MOTYT KOHTaKTUPOBaTb C
3emnei. 310 TpeboBaHMe BbINOMHAETCS, €C/IM BO3AYLWHbIA 3a30p MeXAy BbIBOLOM COEAVHUTENS U POBHOM NOBEPXHOCTLIO
cocTaBnseT no kpaliHeli mepe 0,5 MM. MMHMMaNbHO HeO6XOAMMBIA BO3AYLLUHbLIA 3a30p 0,5 MM obecneunBaeT HageXHbI
KoHTakT ¢ QNIEKTPOAAMU. laHHoe TpeboBaHue He pacnpocTpaHseTca Ha camu SJIEKTPO/bI.

Lna Bcex apyrux coegmHnteneii COEQUHEHNA C NMALUMEHTOM npumeHstoT TpeboBaHusa 8.5.2.3 obuwiero crtaH-
napra.

MoanyHkT 201.8.5.5.1 3awuTta oT paspsga fgedubpunnaropa

BO3MOXHO, HO ManIOBEPOATHO, YTO AedhunbpunnaTop 6yaeT NCnoib3oBaTbCs 0AHOBPEMEHHO ¢ SJTEKTPOIHLE®A-
NNOTPA®OM. Takum 06pa3oM, HaACTOSAWMIA CTaHAAPT He TpebyeT 3awWnuTbl OT paspsaga gedunbpunnatopa, ogHako No3Bo-
naet N3rOTOBUTEJIHO obecneunBatb Takyto 3awuTty B cBoMx DJIEKTPOSHLIEPANTOITPA®AX.

MoanyHkT 201.11.8 MpepbisaHne nuTaHusa/MATAIOLWLEN CETV M3 U3AENNA

Mepebon B I'IVITA}OLLI,EI7I CETW meHee yem Ha 30 C B OCHOBHOM Bbi3BaHbl NEPEXOAOM Ha aBapUiiHbIA UCTOUYHUK
nuTaHus. Takne nepe6oun anekTpocHabxerns cuntaotca HOPMAJIBHOW SKCMNYATALUMEW n, cneposaTenbHO, OHU He
OO/KHbI NpUBOAUTL K BO3HUMKHOBeHUO OTMACHbIX CI/ITyALJ,I/II7I ona NAUMEHTA. Mpu BoccTtaHoBneHun nutaHusa IJ1EK-
TPO3SHUE®ANOIPA® fomkeH BO30OHOBUTL TOT XXe pexum paboTbl 1 BOCCTAHOBUTL BCe HacTpoikn OMNMEPATOPA n faH-
Hble MALIMEHTA, koTopble 6bi/M 40 TOT0 MOMEeHTa, koraa HanpsxeHue MUATAIOWEW CETU 6bin10 npepsaHo. MpuMepamu
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TUMUYHBIX COXPaHAEMbIX AaHHbIX, KOTOpble MOryT NoBAusATL Ha 6e3onacHocTb MALMEHTA, ABnsioTca pexum paboTbl n
TPeHA, AaHHbIX.

MoanyHkT 201.12.1.103 BX0AHON gMHAMUYECKU guanasoH v anddepeHymansHoe HanpshkeHne cMelleHmns

ONNIEKTPO3SHLUE®ANTOTPA®DLI f0/MKHbI KOPPEKTHO (PYHKLMOHMPOBATb NPU HaIMUYUKM HANPSHKEHUS MEXAY KOXen n
SNNEKTPOAOM, KkoTopoe, kak U3BEeCTHO, Bcerga npucyTcTeyeT.

MoanyHkT 201.12.1.106 MoaasneHne cuHpasHoro curHana

Heo6x04MMO UMETb BO3MOXHOCTb B HEKOTOPOW CTEeNeHW NoAaB/ATh HaMpPsHKEHWUS CEeTEBOM 4acToTbl, KOTOpble nMe-
0T eMKOCTHYl0 ¢BsA3b ¢ MALUMEHTOM. EMKOCTb ucTouHuka 200 nd, koTtopas focTuraeTcs B UCMbITaHUWU, MoZenupyet
conpoTtuBneHue MALUMEHTA ceTeBOMY HanpsaXeHUO N Ha 3eMI0.

EMKOCTHOI Aenntesib HanpsHXeHUss MeeT CONPoTUBEHNE UCTOYHMKA 15,9 MOM npu 50 My, Mo3aTomy HanpshkeHue
B Touke B Henerko usmepwutb. [ns HacTpoiiku Ct no mepe HE06X0AMMOCTU MOXHO MCMOMb30BaThb Crefyloline MeToabl:

- U3MEepST eMKOCTb MeXay BHYTPEHHUM W BHELUHWM 3KpaHamu ¢ nomolbio nsmeputens R/L/C v perynupyloT ee
no 100 no;

- yCTaHaBNMBalT BbIXOAHOE HarMpsXXeHvWe reHeparopa Ha cpejHekBagpaTuyeckoe 3HadyeHwe 2 B u 3HauynTesibHO
6onee BbICOKYH yacToTy, Yyem 50 'y/60 'y (Hanpumep, 5 kly), 1 perynmpyloT HanpshkeHne B ToUke B Ha cpeaHekBagpaTu-
yeckoe 3HayeHue 1 B.

KABE/Ib MALMEHTA v MPOBOJA OTBEAEHUW aomkHbl 6bITh OTCOEANHEHBI ANS HACTPOiiku Ct.

MuHumManeHoe BpeMs ucnbiTaHusa 6bi10 cokpaweHo ¢ 60 4o 10 ¢, NOCKO/IbKY 3TOro AOCTaTOYHO A1 YCTAHOBKU YCU-
nutenein n punbTpoB 33I. BbiN0 BbIGPAHO 3HauYeHUe Huxe, YyeM Ana K[, NOCKONbKY HWXKHAA YacToTa cpesa (ounbTpoB
23T Bblwe, YeM AN AmarHoctuyeckoin K.

MoanyHkT 201.12.4.101 VIHAMKaUNA HEBEPHbLIX AaHHbIX

OvnarHoctuyeckne STIEKTPO3SHUEDANTOINPA®bLI 06bI14HO NCNONb3YHOT ANng 3anucyu I3l curHana B Te4eHue onpe-
[OENEeHHOro nepuoja BPEMEHU, W B TEYEHME 3TOro BpemMeHn 06bi4HO npucyTcTByeT OMNEPATOP, kBannguumpoBaHHbIN
B UHTepnpeTauun 33l curHana. Takum o6pa3om, e4UHCTBEHHbLIM CNMEeACTBUMEM HEBEpPHbIX AaHHbIX OyaeT 6ecnonesHas
3anucb I3l curHana, KOTopyw Heob6xoAMMO MOBTOPWUTbL. VHAMKauusA HeBepHbIX AaHHbIX SIEKTPO3IHLIEE®ATOTPAGA
SIBNSETCSA OYeHb MOMEe3HON dhyHKumen ana anarHoctunyecknx AJIEKTPOIHLUEDA/IONPA®OB, Ho He TpebyeTca ans obe-
cnedveHns 6esonacHocTn (OCHOBHbIX ®YHKLUMOHANBHBIX XAPAKTEPUCTWK).

Bce gpyrne SNEKTPOSHUE®ANOIPA®DLI (Hanpumep, SNEKTPOIHUE®ANOIPA®LI agna moHutopuHra, S/1EK-
TPOSHUE®PANIOIPADLI, npegoctaBnsowme noslyyeHHble 3Ha4yeHns 1 1.4.) JO/DKHbI UMEeTb UHAMKALMIO HEBEPHbIX AaH-
HbIX, MOCKOJIbKY N1M60

- H¥ oguH OMEPATOP, kBannduumnpoBaHHblii B MHTepnpeTaunn 33 curHana, He NpUcyTCTBYeT MOCTOSAHHO, WK

- 93T curHan ucnonb3yeTcs ANS NOMYYEHWA 3HAYEHUS, HO hopma curHana D3I He oTobpaxaeTcs.

MoanyHKT 202.8.1 O6LWMe cBefeHns

ONIEKTPOSHUE®ANIONPA®BI n3mepsaloT 04eHb Masible CUrHasbl B guanasoHe MkB. Takum o6pa3om, MOryT BO3-
HUKHYTb HEKOTOpble MOMexXu OT HenepexofHbIX 3/IEKTPOMArHUTHbLIX NPOLEeccoB. 3TN MOMEXW HaknagblBaloTCA MoBepX
BXOZHOTO Wyma (cM. 201.12.1.104). Takum o6pasom, gonyckaeTcsi 60/iee BbICOKMI pa3max konebaHunii oT KOMOUHMpPOBaH-
HOro BO3AENCTBUA 3/IEKTPOMArHUTHbLIX NOMEX U BXOAHOrO Luyma.

JonycTuMo nosiBNeHMe HeKOTOPbIX MOMEX BO BPEMS U B TeYEeHMe yka3aHHOro nepuoja nocne BO34elCTBUSA nepe-
XOAHbIX 3/1IEKTPOMAarHMTHbIX NPOLLECCOB, MOCKOJIbKY 3TW Mpouecchl (Hanpumep, 3nekTpocTaTtuyeckuii paspsg, ObicTpblii
npouecc, KOMMyTauuss WHAYKTUBHbIX Harpy3ok) SBAATCA CAyvyaliHbIMW, HeyacTbiMW COObITUAMU KOPOTKOM NPOAOSIKM-
TenbHocTU. Kpome Toro, SJIEKTPOSHLUE®A/IOTPA®DI n3MepaloT o4eHb Masible CUTHasIbl B AnanasoHe MKB, n noatomy
BPS4, M BO3MOXHO CKOHCTPYMpoBaTh /IEKTPOSHLUEDANOIPADLI, koTopble o6ecneunsaoT nosHyto MOMEXOYCTON-
YNBOCTDb K TeM nepexofHbiM 3N1eKTPOMarHUTHbIM npoueccamM, KOTopble HaxogAaTca B Avana3oHe KB u MoryT mMcnosib3o-
BaTbCA B K/IMHUYECKUX YC/IOBUAX.

MopgnyHKT 202.8.101 NMomexn ot BbICOKOYACTOTHOIO 3/IEKTPOXUPYPITMYECKOI O AMMAPATA

He cyuiecTtByeT ngeasnbHoro metoga ucnoitaHua gnis cosgaHua nomex ot BBICOKOYACTOTHOIO 3JIEKTPOXW-
PYPITMYECKOIO AMMAPATA B ucnbiTaTenbHOl nabopatopun, HO ONbIT MokKasas, YTO MeToAdbl, MPUBEAEHHbIE Ha pu-
cyHkax 202.102 n 202.103, BOCNpPOM3BOAMMO Ob6ecrneymBalT pesysbTaTbl, aHanorMyHble TeM, KOTOpble HabngalTcs B
XUPYPrnyeckoin npakTuke. VcnbiTaHne [O/MKHO 6biTb BOCMPOM3BOAMMBLIM W LO/HKHO ObiTb NPOBEAEHO B HOPMaslbHOM pa-
6ouyem gnanasoHe BbICOKOYACTOTHOIO S/IEKTPOXUPYPIMUECKOI O AMMAPATA (Harpy3ka npumepHo 500 Owm).

Momexn, Bbi3BaHHble BbICOKOYACTOTHBLIM J3/IEKTPOXUPYPITMYECKUM AMMAPATOM, cuutatotcas HOP-
MANbHOWN 3KCMNNYATALVIEW u, cnegosaTtenbHo, He fOMKHbI npeacTasnate OMACHOCTW gna MALUMEHTA. Moatomy
Mo UCTEYEHUU COOTBETCTBYHOLLErO0 BpemeHu BoccTaHoB/ieHna SJIEKTPOSHLUE®ANOIPA® pomkeH BO30OGHOBUTbL HOp-
MasbHYl0 paboTy 6e3 NoTepn COXPaHEHHbIX faHHbIX. MpruMepaMu TUNUYHBIX COXPaHEHHbIX faHHbIX, KOTOPble MOryT OKa-
3aTb BNAusiHMe Ha 6e3onacHocTb MALIMEHTA, aABnsTCA pexuM paboTbl, HACTPONKN huAbTPOB 1 T. 4. B oTanume ot atmx
HacTpoek, oTobpaxaemasn hopma curHana 33 He OTHOCUTCA K COXPAHEHHbIM AaHHbIM.

Hanbonee BaXHbIM WCMbITAHMEM SBASETCA NPUNOXEHWE CUMH(A3HOIO0 BbICOKOYACTOTHOIO HamnpshKeHWs, Kak no-
Ka3aHO Ha pucyHke 202.102. EmkocTHasa cBs3b BbICOKOYACTOTHOIO 3MTIEKTPOXVPYPIMYECKOIO AIMMAPATA ¢
PYHKUMOHANIbHLIM 3a3eM/IEHNEM MOXET NpuBecTn K Tomy, 4yto QJIEKTPOIHLIEPA/TIOTPA® He BOCCTAHOBUTCA B TeUeHne
yKa3aHHOro BpeMeHu, ecnu BoobLe BOCCTaHOBMTCA. Mo 3TOM NpuYMHE HET Heo6XoAMMOCTW B MPOBEAEHUN AAHHOTO WC-
nbiTaHUA B AupbhepeHumanbHOM peXxuMe BbICOKOYACTOTHOIO HanpsiXeHus.
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MpunoxeHue A
(cnpaBo4HOE)

CBeAeHUs 0 COOTBETCTBUM CChINTIOUYHbIX MeXAYHapOoAHbIX CTaHAAPTOB
MEeXrocyaapCTBEeHHbIM cTaHAapTam

Tabnuya QA1

O603Ha4yeHne CCbIJIOYHOro CreneHb O603Ha4yeHe N HaMMeHOBaHWe COOTBETCTBYHOLLETO
MeXxayHapogHoro ctaHgaprta COOTBETCTBUA MeXrocyaapCTBeHHOro ctaHgapTa

*

IEC 60601-1-2:2014 —

*

IEC 60601-1-6:2013 —

IEC 60601-1:2005 — ¥
IEC 60601-1-11:2015 —
IEC 60601-1-12:2014 —
IEC 60601-2-2:2017 —

* COOTBETCTBYIOLLMI MEXroCylapCTBEHHbIA CTaHAapT OTCYTCTBYET. [0 €ro NpUHATAS PeKOMeHAYeTCsl UCNoMb30-
BaTb NMEepPEeBOS Ha PYCCKMii A3blK JAHHOTO MEXAYHapoAHOro CTaHaapTa.
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Bnénunorpaguna

IEC 60601-1-3, Medical electrical equipment — Part 1-3: General requirements for basic safety and essential perfor-
mance — Collateral Standard: Radiation protection in diagnostic X-ray equipment

IEC 60601-1-9, Medical electrical equipment — Part 1-9: General requirements for basic safety and essential perfor-
mance — Collateral Standard: Requirements for environmentally conscious design

IEC 60601-1-10, Medical electrical equipment — Part 1-10: General requirements for basic safety and essential perfor-
mance — Collateral Standard: Requirements for the development of physiologic closed-loop controllers

IEC 62366-1:2015, Medical devices — Part 1: Application of usability engineering to medical devices
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ANndaBUTHbIA yKaszaTenb TEPMUHOB Ha PYCCKOM Si3blKe

AHANNS PUCKA ... IEC 60601-1:2005 1 IEC 60601-1:2005/AMD1:2012, 3.103
AMMNAPAT S/IEKTPOXUPYPINYECKNM BbICOKOUYACTOTHDBIN. ..., IEC 60601-2-2:2017, 201.3.224
BE3OTMACHOCTDB OCHOBHAR ...t IEC 60601-1:2005,3.10
BXOL/BbIXOL CUTHATBHDBIN; SIPISOP ..o IEC 60601-1:2005, 3.115
OOKYMEHT SKCTUTYATALMOHHBI ...ttt enan s IEC 60601-1:2005, 3.4
SAXUM BALNTHOIO BABEMIIEHUA. ... IEC 60601-1:2005, 3.95
SAXUM PABOUYENO BABEMIIEHUA.......ccii s IEC 60601-1:2005, 3.35
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