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Mpeaucnosmne

1 NOArOTOBJ/IEH O6uwecTBOM C OrpaHMYeHHOl 0TBETCTBEHHOCTbIO «MeaTexcTtaHgapT» (OO0 «Mea-
TEXCTaHAAPT») HA OCHOBE COOGCTBEHHOIO ayTEHTUYHOIO NepeBofa Ha PYCCKuii si3blK MeXAYHapOAHOro CTaH-
AapTa, yKkazaHHOro B nyHkTe 4

2 BHECEH TexHunyeckum KOMUTETOM MO cTaHgapTm3aumm TK411 «Annapatbl 1 060pyAoBaHue ans ny-
4YeBOIl ANArHoCTuKKU, Tepanuu 1 LO3UMETPUN»

3 YTBEP)X/[EH W BBEJEH B AENCTBWE MMpukasom ®eaepansHOro areHTCTBa N0 TeXHUYECKOMY
perynuposaHuio n MetTponornn ot 4 uwoHa 2014 r. No 498-ct

4 Hacrtoawmii ctaHfapT MAEHTUYEH MexXAyHapoAHoMy cTaHgapTy M3K 60601-2-46:2010 «W3genus
MeAULMHCKUE anekTpuyeckme. YacTtb 2-46. YacTHble Tpeb6oBaHUSA 6€30NacHOCTU C YH4ETOM OCHOBHbIX PYHKLN-
OHaNbHbIX XapakTepuUcTMK K onepauuoHHbIM cTonam» (IEC 60601-2-46:2010 «Medical electrical
equipment — Part 2-46: Particular requirements for the basic safety and essential performance of operating
tables»).

Mpn NpMMeHeHN HacTOosLero cTaHAapTa pekoMeHAyeTCs UCMo/b30BaTbh BMECTO CCbIIOYHbIX MEXyHa-
POAHbIX CTaHAAPTOB COOTBETCTBYIOLME UM HaLMOHasIbHbIE CTaHAapTbl Poccuiickoil defepauyuv 1 AeicTeyio-
LMe B 3TOM KayeCTBe MEeXrocyapCTBEHHbIE CTaHAAPTbI, CBEAEHNSA O KOTOPbIX NpUBEAEHbI B JONONHUTENIBHOM
npunoxexnn A

5 BBEJEH BMNEPBbIE

MpaBuna npuMeHeHUss HacToswero ctaHgapTa yctaHoBneHol B FTOCT P 1.0—2012 (pasgen 8).
WHopmauus 06 n3ameHeHusx K HacTosAWweMy cTaHgapTy ny6/nKyeTca B eXerogHom (Mo COCTOSIHWIO Ha
1 aHBapsA TekyL, ero roga) MHopMaLMoHHOM ykasaTene «HauunoHanbHble cTaHAapThbl», a ouunanbHbIi
TEKCT M3MEHeHW N NoNpaBoK— B €XeMeCA4YHOM MHDOPMAaLMOHHOM ykasaTene «HaunmoHanbHble cTaH-
JapTbi». B cnyyaB nepecmoTpa (3aMeHbl) UM OTMEHbl HAacTOALWLero cTaHjapTa cooTBeTCTByloULee
yBeAoMeHre 6yA0T ony6/MKOBaHO B GamxkalilleM BbiMyCcke eXeMeCAYHOro MHpopMaLnoHHOro ykasatens
«HauunoHanbHble cTaHgapTbl». COOTBETCTBYIO W aa nHdopmMauus, yseloMIeHne n TeKCThbl pasmeltatoT-
cA Takxe B MHhopMaumoLwoin cncteMme obLLero nofb3oBaHna — Ha oduunanbHoM caliTe ®efepanbHOro
areHTCcTBa MO TEXHUYECKOMY peryiMpoBaHuto n metposiornn B cetn NHTepHeT (gosf.ru)

© CrtaHgapTuHopm. 2014

HacToswuii ctTaHfapT He MOXET GbITb MOTHOCTLI0 WU YACTUYHO BOCNPOU3BEEH, TPaXMPOBaH U pac-
MPOCTPaHEH B kayecTBe 0hMLMaNbHOIO U3fanns 6e3 paspelleHus ®efepasibHOro areHTCTBa No TeXHUYEeCcKo-
My peryMpoBaHuio 1 METPOIOrMm
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BeepeHune

HacTtoAwwmiA 4yacTHbIi cTaHAapT OTHOCUTCH K OCHOBHOW BE30OMACHOCTU 1 OCHOBHbIM
PYHKLUNOHANBHBIM XAPAKTEPUCTUKAM OMEPALIMOHHBLIX CTOJIOB. OH cOfepXnUT YTOUHEHUSA U [0-
NoNIHEHUA K TpeTbeMy nsgaHuio M3K 60601-1:2005 «M3penvns meguumHckue anektpudeckme. Yacto 1. Obwme
TpeboBaHMa 6e30MacHOCTM C YY4EeTOM OCHOBHbIX CDYHKLMOHaNbHbIX xapaktepuctuk» {IEC 60601-1:2005,
Medical electrical equipment — Part 1. General requirements for basic safety and essential performance), ko-
TOpbI ABNSETCA 06LWMM CTaHAAPTOM.

Llenbto TpeTbero n3ganus obLwero ctaHgapTa ABAsSeTca NpuBefeHe HacTOSALWEero YacTHOro ctTaHaapTa K
aKTyasnibHOMY TpeTbeMy M3fAaHunio obwero ctaHgapta nyTeM nepecMoTpa U BHECEHUS TEXHUYECKUX U3MEHe-
HWA.

TpeboBaHUs HACTOALLEr0 YaCTHOro cTaHapTa ABAATCA MPUOPUTETHLIMW MO OTHOLLEHWIO K Tpe60BaHu-
M 06Lero ctaHgapTa.

O60cHOBaHMe Hanbonee BaXHbIX TPeO6OBaHWI HACTOALLEro YacTHOro cTaHgapTa NpMBeAeHo B Npuo-
XeHnn AA «YHacTHble MonoxeHns n 060ocHoBaHnA» Il MpegnonaraeTcs, YTO 060CHOBaHMe 3TUX TpeboBaHwWi
6yfeT He TONIbKO CNOCO6CTBOBATb NPaBUIbHOMY NMPUMEHEHMNIO HACTOSLLEr0 YaCTHOrO CTaHAapTa, HO U B Aab-
HelleM ycKopuT No60oli NepecMoTp, CBA3aHHbI C HEOO6XOAMMOCTbIO BHECEHWNA U3MEHEHUIA B KIMHUYECKOMN
npakTvke Uan Kak pesynbTar pasBuTusa TexHonornm. OgHako B NPUIoXeHUn AA He COAEepPXUTCa YacTb Tpebo-
BaHMWIA HACTOALLEro YacTHOTro cTaHAapTa.

3Hak 38e37,04ky (*), NOMeLLeHHbIV Mocie HoMepa NyHKTa WA NOAMYHKTa, ykasbliBaeT Ha TO. YTO B NpW/o-
XeHun AA nprBefeHbl NOSCHEHUS] TPe6oBaHU HACTOALWEro YacTHOro cTaHgapTa.

'> OneyvaTka B OpUrMHanbHoll Bepcun ctaHgapTa. YkaszaHo «General guidance and rationale» (nep. ¢ aHrn. «O6uue
NONOXEHNA N 060CHOBAHUA»), HO AO0/KHO 6bITb «Particular guidance and rationale» (nep. ¢ aHrn. «4acTHble NONOXEHNA 1
060CHOBaHMNA»).

[\
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HAUWOHANBbHBIN CTAHOAPT POCCUMCKOWMW OSGEALEPALUNMN

M3[QENNA MEONUMHCKUE SNEKTPUYECKUNE
YacTb 2-46

YacTHble Tpe6oBaHMA 6€30NacHOCTU C yYeTOM OCHOBHbIX DYHKLMOHANbHbIX
XapakTepUCcTMK K onepaLnoHHbIM CTOIaM

Medical electrical equ<)ment. Part 2-46. Particular requirements for the basic safety and essential performance
of operating tables

fata BBegeHna — 2015—06—01

201.1 O6nacTb NPMMEHEHUS, UeNb 1 B3aMMOCBSA3b C APYrMMK cTaH4apTamm

MpumeHstoT pa3gen 1 o6uwero ctaHgapTals 3a ucknioveHnem:

201.1.1 O6nacTb NPUMeEHEHUSA

3ameHa:

HacToswwwmii cTaHaapT ycTaHaBnvBaeT TpeboBaHus 6e3onacHocTu, npegbasnsemsie kK ONEPALINOH-
HbIM CTONAM, umeOWMM WM He WUMeKLWMM B CBOEM COCTaBe 3/1eKTpuyeckue 4acTu, B TOM 4yucne
TPAHCMNOPTEPAM, ucnonb3yembiM A8 NepeBo3ku naHenu, ocHosaHua wunun onopbl ONEPALIMOHHOIO
CTOJ1A co CbEMHOI NaHenbHo.

MpumeyaHune — CM. Takke nogpasgen 4.2 obujero craHgapra.

HacToswwmit YacTHbI cTaHAAPT He pacnpocTpaHsaeTcs:

- Ha cTomartonoruyeckne Kpecna,

- OCMOTPOBbIE Kpecna v KyLeTKu;

- BCnomoraTesibHyl0 NnofAepXnBatoLLyto AUarHoCTUYECKYIO 1 TepaneBTUYeCcKyto annaparypy;
- ofiesana c nogorpesom Ans ONEPALUMOHHOIO CTOJA;

- obopypoBaHue ansa TpaHcnopTupoBaHusa MALUVEHTA;

- pofoBblE CTO/bI MW KpoBaTH,

- MefuLMHCKMe KpoBsatu,

- CTONbI y3KOCNeunanm3npoBaHHOro HasHaueHus.

MpumeyaHune— Ecnm ONEPALUVNOHHbBIE CTO/Ibl 6yayT Mcnonb30BaTbCs COBMECTHO C AMArHOCTUYECKON
K/Mnn TepaneBTUYECKOI annapaTypoii, A0KHbI GbITh YUTEHbI COOTBETCTBYOW e TPe6OBAHNA KaXA0r0 HacTHOrO cTaHAapTa.

201.1.2 Uenb

3ameHa:

Llenblo HacTosilero craHgapta SIBASETCS YCTAHOBMEHWE YacTHbix Tpe6oBaHuii OCHOBHOW
BE3OMACHOCTN un OCHOBHbIX ¢®YHKUWMOHANBbHbLIX XAPAKTEPUCTWK pna OMNEPALMOHHbLIX
CTOJIOB, cornacHo onpegeneHunto 201.3.2032, nmeHyemblx ganee Takxe kak ME U3OEJTNE.

201.1.3 [ononHWTeNbHble cTaH4apTbl

JAononHexHue:

HacTosiwumii ctaHgapT UCNonb3yeT J0NONHUTE NbHbIE CTaHAaPThbI, yKa3aHHble B pa3gene 2 06Lero cTaH-
papta 1 B nogpasgene 201.2 HacToswero craHgapra.

M3K 60601-1:2005 «WN3penua meauuunHckne anektpuyeckme. Yactb 1. Obwme TpeboBaHua 6esomacHocTu ¢
y4eTOM OCHOBHbIX (PYHKLMOHaNbHbLIX XapakTepucTuk» <1EC 60601-1:2005. Medical electrical equipment — Part 1: General
requirements for basic safety and essential performance) (aanee — o6wWuit ctaHgapT).

2> 0OnevaTka B OpUrMHanbHol Bepcumn ctaHpapTa. YkaszaHo 201.3.201. HO 4OXHO 6bITb 201.3.203.

N3paHue ouumanbHoe
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M3K 60601-1-2 ¢ u3MeHeHUAMU npumeHseTca B pasgene 202. M3K 60601-1-3. M3K 60601-1-8 un
M3K 60601-1-10 He npumeHsioTcA. Bce pgpyrme ony65vkoBaHHble [OMNOMHUTENbHbIE CTaHAapTbl cepuv
M3K 60601-1. npyMeHsOTCS NO MEpPe UX BBEAEHUS B leCTBUE.

201.1.4 YacTHble cTaHAapThl

3ameHa:

B cepuu ctaHgaptoB M3K 60601 yacTHble CTaHAApPTbl MOTYT U3MEHATb, 3aMEHSATb UM OTMEHATbL Tpeb6o-
BaHUA. cofepxalymecs B obLem cTaHAapTe 1 A0NOMHUTENbHBIX CTaHAapTax Ansa paccMaTpuBaemMoro onpegje-
neHHoro ME W3AEWNA, n moryT fobaenaTtb Apyrue TpeboBaHus OCHOBHOW BE30OMACHOCTU 1
OCHOBHbIX ®YHKLNOHANIbHbIX XAPAKTEPUCTWK.

TpeboBaHWA HACTOSALLEro YaCTHOro CTaHAapTa ABAATCA NPMOPUTETHBLIMU MO OTHOLLEHUIO K TpeboBaHu-
M 06Lero ctaHgapTa.

[ns kpaTKOCTU B HACTOSILLLEM YacTHOM cTaHaapTe MOK 60601-1 Ha3biBaeTcs «06OLWMIA cTaHAapT». [0-
nosiHUTeNbHble CTaHAAPTbl 0603HaYalTCA UX HOMepamu.

Hymepauus nyHKTa 1 noAnyHKTa HaCTOSLEero YacTHOro cTaHAapTa COOTBETCTBYET HyMepauum obLiero
cTaHgapTta c fo6aBneHvemM nepef Homepom «201x»(Hanpumep. 201.1 B HacTosILEM CTaHAapTe ajpecyeT K co-
JepxaHuto pasgena 1o6uero ctaHgapTa) uin B NpUMeHMMOM AO0NOSTHUTENIbHOM CTaHAapTe ¢ AobasneHnem
nepeg HoMepoM «20x», rae «x» — ABNAeTcs nocnegHein(nmm) umdpoii(amMmm) Homepa AOMNONHUTENBHOTO CTaH-
fapTa (Hanpumep. 202.4 B HacToslEM cTaHAapTe ajpecyeT K cofepXaHuio pasgena 4 [OMNOSIHUTENLHOro
ctaHgapta M3K 60601-1-2.203.4 B HacTosALWEM CTaHA4apTe aZpecyeT K cogepxaHuio pasgena 4 AononHuTe Nb-
Horo ctaHgapta M3K 60601-1-3 n T. 4.). i3aMeHeHus TekcTa obLero ctaHgapTa B HacTosLeM cTaHgapTe BBe-
[EHbl C UCNOJIb30BaAHNEM CleAyHoLLMX CI0B:

- «3ameHa» 03HauaeT, uTo TpeboBaHNA NyHKTa UM NOANYHKTa obLero ctaHaapTa Uan AONONHUTENbHO-
ro cTaHgapTa MosIHOCTbI0 3aMeHeHbl TpeboBaHNAMMN HACTOALLEro cTaH4apTa;

- «JlononHeHne» o3HavaeT, 4YTo TpeboBaHMA HACTOALLEro CTaHAapTa [ONONHAIT TpeboBaHnsA obLiero
cTaHgapTa WUy oNoSHUTENIbHOTO cTaHJapTa;

- «/I3MeHeHne» 03HavaeT, YTo TpeboBaHUA MyHKTa WK NOAMYHKTa obLiero ctaHgapTa Wav AonosHu-
Te/IbHOro cTaHAapTa M3MeHeHbl B COOTBETCTBUM C yKa3aHHbIMU B HACTOSILLEM CTaHAapTe.

MoAnyHKTbI, PUCYHKM 1 TabanLpbl, KOTOPbIE AOMONHAT NOANYHKTLI, PUCYHKU 1 Tabnuubl 06Lero ctaHgap-
Ta, NpoHymepoBaHbl HaymHasa ¢ 201.101. OfHako B CBA3U C TEM. YTO B OCHOBHOM CTaHAapTe onpeaeneHunsa Tep-
MWHOB 0603HayeHbl Uucbpamu oT 3.1 Ao 3.139. B HacToslem cTaHfapTe AONOMHWTE NbHbIe onpeAeneHns
nNpoHymepoBaHbl HaunHas ¢ 201.3.201. jononHUTeNbHbIE NPUNOXEHNA 0603HaYeHbl kak AA. BB n T. 4.. a fo-
NOJIHUTENbHbIE NepeyncneHna — aa). bb) n 1. 4.

MoANyHKTbI, PUCYHKM 1 TabuLibl, KOTOPbIE AONOMHAIOT NOANYHKTbI, PUCYHKM 1 TabAULbl 4OMONHUTENBHO-
ro cTaHfapTa, NPOHYMepoBaHbl HaunHas ¢ 20x. rae «x» — ABAseTcA nocnegHen(umm) yudpoii(amm) Homepa
[OMNONHUTENBHOrO cTaHAapTa, Hanpumep 202 ana M3K 60601-1-2. 203 ansa M3K 60601-1-3 n T. 4.

TepMUH «HaCTOSLMWIA CTaHAAPT» UCNO/b30BaH AR CCbI/IOK Ha O6LMIA CTaHAapT, No6bie NPUMEHUMbIE
[ONONHNUTENbHbIE CTaHAaPTbl M HACTOALLMIA YaCTHbIN cTaHAapT, B3ATble BMECTe.

B cnyyae oTCyTCTBMA COOTBETCTBYIOLLIETO MYHKTA UM NOAMYHKTA B HACTOALLEM CTaHJapTe NPUMEHSIOT 6e3
N3MEHEHW COOTBETCTBYIOLLMIA NYHKT UM NOAMYHKT 06LLEero ctaHaapTa uan npyMeHNMOro A0NOHUTENIbHO CTaH-
AapTa. faxe ecsim OH He MMeeT NPAMOro OTHOLLEHWS; YC/TOBUS HE MPUMEHUMOCTM /TH060ro NyHKTa UAn NOAMyHKTa
obLero ctaHgapTa U NPUMEHMMOro AOMOHUTENbHOIO CTaHAapTa, ykas3aHo B HACTOsALEM cTaHfapTe.

201.2 HopmaTuBHbIE CCbIIKK

MpumeHsAoT pasgen 2 obuiero cTaHAapTa, 3a UCKTIYEHNeM:

3ameHa:

M3K 60601-1-2:2007 W3genua mepuumHckue anekTpuyeckue. Yactb 1-2. O6wme TpeboBaHns 6e3o0-
NacHOCTY C YYETOM OCHOBHbIX DYHKLMOHA/bHbIX XapakTepucTuk. MapannenbHblli cTaHAapT. D1eKTpoMarHuT-
Hasi coBMecTMMOCTb. Tpeb6oBaHus u ucnbiTaHusa (IEC 60601-1-2:2007. Medical electrical equipment —
Part 1-2: General requirements for basic safety and essential performance — Collateral standard:
Electromagnetic compatibility — Requirements and tests)

JiononHeHue:

M3K 60601-2-2 W3genua meguuuMHCKne anekTpudeckue. Yactb 2-2. YacTHble TpeboBaHus 6e3onac-
HOCTM K BbICOKOYACTOTHbIM 3nekTpoxupypruyeckum annapatam (IEC 60601-2-2, Medical electrical
equipment — Part 2-2: Particular requirements for the basic safety and essential performance of high
frequency surgical equipment and high frequency surgical accessories)

2
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201.3 TepMuHbl 1 onpepeneHus

B HacToswwem cTaHgapTe npuMeHeHbl TepMuHbl 1o M3K 60601-1, 3a UcCKIoYeHNEeM:
MpumeyaHune — AndaBuTHblli ykasatenb TEPMUHOB NPUBEAEH B KOHLE HACTOSLWEro ctaHgapTa.

[lononHeHune:

201.3.201 NEPEABMXXHOW OMEPALIVMOHHbIA CTOJ1 (MOBILE OPERATING TABLE): OMEPA-
LMOHHbIN CTO, KOTOpbI/i MOXHO NepeABuratb C OAHOITO MecTa Ha Apyroe ¢ NOMOLL b0 COGCTBEHHbIX KONlec
WU NPUPAaBHEHHbIX K HAM CPefCTB.

201.3.202 HOPMA/NBbHOE MONOXEHME (NORMAL POSITION): MonoxeHune naHenn OMNEPALIMOH-
HOIO CTOJIA, npu KOTOPOM BCE CEKLUN FOPU30HTA/IbHbI.

201.3.203 OMEPALIVIOHHbIAN CTOJ/1 (OPERATING TABLE): O6opyaosaHue anss BPEMEHHOIO
MCMOMb30OBAHNA, ¢ NMPEAYCMOTPEHHbLIM MPUMEHEHMEM ans pasmelleHus n o6ecnevyeHus ontu-
ManbHoro nonoxenus MAUVEHTA Bo Bpemsi NpoBefeHNs XUPYpryeckux onepayuii.

MpnmeyvyaHue — MNpeaycMOTpPeHbl Npef- U NOCTONepauroHHble Nepuoabl, Xupyprunyeckne/MeguunHCKMe npo-
Lueaypbl nog HabnwAeHWeM Bpaya.

201.3.204 BPEMEHHOE WNCIMOJ/Ib3BOBAHVE (TEMPORARY USE): MNpeaHa3HayeHo ANs HenpepbiB-
HOro UCMONb30BaHNA B HOPManbHOM pexvMe B TedeHve He 6onee 24 u.

201.3.205 TPAHCIOPTEP (TRANSPORTER): O6opyaoBaHve, npeAHaszHauyeHHoe A/19 TpaHCNopTupo-
BaHWA naHenu, unu ocHosaHus, nnn onopbl ONMEPALIMOHHOIO CTOJIA, unu TpaHCNoOpTUPOBaHUA naHesm
COBMECTHO C OCHOBaHWEM.

MpumeyaHuns

1 Onpepenexne He BKkAYaeT B cebsa obopyposaHue, npejHasHavyeHHoe N8 YyNPOWEHUA TpaHCNopTMpoBaHua
MALVEHTA n3 ogHoro mecTa B Apyroe 6e3 nepeHoca yacteit ONEPALMNOHHOIO CTOJA.

2 TpaHcnopTupoBaHue MoOXeT 6biTb ocyuiecTsneHo ¢ MALVMEHTOM unu 6e3 Hero.

201.3.206 MONOXEHWE TPEHAENEHBYPIA (TRENDELENBURG POSITION): [MonoxeHune
MAUMNEHTA Ha OMNEPALMOHHOM CTOJIE, npu KOTOPOM Ta3 pacnosioXeH Bbllle ro/10Bbl, YTO AOCTUraeTcs
onyckaHuem ronosHoro koHua ONMEPALVMOHHOIO CTOJA.

201.4 O6wume TpeboBaHmsA

MpumeHstoT pasgen 4 obuero ctaHgapTa, 3a UCKIYEHNEM:

201.4.3 OCHOBHBbIE ®YHKLUWOHA/BbHbIE XAPAKTEPUCTUKN

JononHeHwne:

Momumo onpegeneHHbix U3FOTOBUTENEM, gna ONEPALIMOHHBLIX CTOJIOB TpebytoTcs cnegyoLue
OCHOBHbIE ®YHKLNOHANBbHbLIE XAPAKTEPUCTUKW:

- HenpeaHaMepeHHble ABWKeHus npu nln6om YCNOBUM EANHNYHOIO HAPYLWEHWA v nio6oii koMm-
6GUHaLuMM HencnpaBHOCTEN, kak npoussoaHsle MEHEAXMEHTA PUCKA, ykasanHoro N3rOTOBUTESIEM.

201.4.7 YCNOBVE EANHNYHOIO HAPYWEHNA ana ME NW3OENNA

JononHeHwne:
[ononHenne YCNOBUIN EJNHNYHbIX HAPYLLEHWUA npumenuTensHo kK ONMEPALIMOHHBLIM CTONAM:

- pediekT (HapylleHue) B nepefade koMaHA OT/K yCTpoiicTBam BBOAa.

MpumeyaHunsa

101 U3TrOTOBWTE/Ib pgonxeH npefocTaBuTb cpefcTtsa, 4Tobbl Ha npaktuke B YC/OBUAX EANHUYHOIO
HAPYWEHWNA yaepxauna MAUVMEHTA nnatgopmoit OMEPALNOHHOIO CTOJIA 6bina BO3MOXHOCTb BEPHYTLCSA K NO-
NOXEHUI ANSA 3KCTPEHHOTO IeYEeHNS.

102 Mpumepbl NO3ULKUIA 4N IKCTPEHHOTO NeyveHuns, Takue kak MOJTOXXKEHWE TPEHAENEHBYPIA nnvn nonoxeHusa
cepaeyHo-neroyHoit peaHumayum (C/NIP). TpebyoT 3KCTPEHHOTO 06pPaTHOrO BbipaBHUBAHUSA.

201.5 O6uwwme TpeboBaHusa K ncnoitanmam ME U3OEJTNA

MpuMeHsoT pasaen 5 o6Lero cTaHgapTa.

201.6 Knaccudpmkaums ME USLENA n ME CUCTEM

MpUMeHsIOT pasaen 6 o6Lero cTaHgapTa.
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201.7 NpeHTudukauma, mapkmposka v gokymentauuna ME U3OETNA

MpumeHsoT pa3gen 7 obuero cTaHapTa, 3a UCKIYEHNEM:

201.7.2.10 PABOYUME YACTIU

M3meHeHwne:

PABOYYHO YACTb mMapkupytoT CUMBOJ/IOM cornacHo tabnuue D.1 (cumBon 19.20 nnu 21). KoTopsbIii fon-
XXEH ObITb pacnosioXeH Ha BUAHOM MecCTe.

CooTBeTCTBME NPOBEPAIOT OCMOTPOM.

201.7.9.2 WHcTpyKuMA no akcnayarayum

201.7.9.2.1 0O6wwme NosoxeHuns

JononHeHne:

VIHCTpyKUMA no akcnnayaTtauumm MOXeT cojepXaTb WHGopMauuio B OTHOWEHUM NOoTeHUuUas bHbIX
OMACHOCTEW, cBA3aHHbIX C BbICOKOYACTOTHLIMI XMPYPrYECcKUMM annapaTtamu, cepaeyHbIMu aedpnbpunns-
TOopamu 1 cepaeyvHbiMu aenbpunnaTopamm-MoHUTOpamMm.

MpumeuvaHune — MoteHynanbHbie ONACHOCTW, KoTOpble A0/XHbI 6bITb PACCMOTPEHbI, BKAKOYAT Cleayto-
wue. He orpaHuymsaacb umu; oxorn MAUUMEHTA. OMACHOCTW B3pbiBa WM MOPaxXeHUs 3NEKTPUUYECKUM TOKOM
MALWNEHTA unu ONMEPATOPA.

201.8 3awuTa oT ONACHOCTEW nopaxeHus 3neKTpuyeckum TOKOM
ot ME U3AEJINA

MpumeHsatoT pasgen 8 obLiero ctaHgapTa, 3a UCKIYEHNEM:

201.8.6.7 lNpoBoj BblpaBHMBAHUSA NOTEHLMANO0B

JononHeHune:

PABOUASA YACTb OMEPALIMOHHOIO CTOJIA ¢ AOCTYMHOW YACTBIO, koTopasi He 3A3EMJ/IEHA C
LIE/NTIbIO 3ALWLWNTBI, gomkHa 6bITb 06ecnedYeHa KNeMMOW BbipaBHUBaHWSA MOTEHUUANOB, TAe 3TO BbipaBHMBA-
HMe NoTeHunanoB TpebyeTcs.

Ons ME U3OENNA ¢ kneMMoii BblpaBHUBaHWSA NOTEHLMAIOB CONPOTUBEHNE MEXAY KNEMMOl Bblpas-
HVWBaHWs NoTeHunanos n JOCTYMNHOW YACTbHIO He A0MKHO npesbiwaTs 200 MOM.

CooTBETCTBME NPOBEPAOTNOMETOAY UCMbITAHUN, yka3aHHOMYBNYHKTe 8.6.4 ob6LeroctaHgapTa.

201.9 3awwuta oT MEXAHUUYECKMX OMACHOCTEWN, ncxoasaLmx
oT ME U3AENNN n ME CUCTEM

MprmMeHAT pasgen 9 o6Lero ctaHgapTa, 3a UCKIIYEHNEM:

201.9.2.3 Tpoune OMACHOCTW, cBA3aHHbIEe C ABUXYLNUMNCA YaCcTAMM

201.9.2.3.1* HenpegHamepeHHoOe ABUXeHUe

JononHeHwve:

BecnpoBoAHO NyNbT AUCTAHLMOHHOIO ynpaBneHus yctpoilicteamm OMEPALIMOHHOIO CTONA pon-
XeH ObITb 3aKpen/ieH 3a oTAesbHbIMK anemeHTamn ME U3AENNSA 3a cHeT BHYTPEHHUX CPEACTB.

CooTBeTCTBME yCTaHAB/MINBAI T NPOBEPKOIA.

201.9.4.2.2* HeycTONYMBOCTb B APYrNX MOMIOXEHUSAX, UCKIOYAS NMOM0XEHNE TPAHCNOPTUPOBaHNSA

Mepeuncnexve a)

[ononHeHue:
ME W3OENVE pomkHo nogseprathcst BE3OMACHOM PABOYEN HATPY3KE.
NMpunmeuvyaHne — CM. pucyHok AA.1 ntabnuuyy AA.1 ana pykoBoAcTBa B OTHOLWEHUW pacnpefeneHns macchl.

JononuutenbHoe TpeboBaHue:

OMEPALIMOHHbIE CTO/Ibl ¢ nepeHoCHbIMU NaHeNAMU AOKHbI BbITb CNPOEKTUPOBAHbI U N3rOTOB/EHBI
Takum 06pa3om, 4Tobbl CBECTU K MUHUMYMY PUCK TenecHbIx NOBpPeXAeHUii 1 ciydaiHbiX pasbefuHeHunii na-
Hesnei nNpu TpaHCNopTUPOBaHUM.

TexHnyeckne TpeboBaHNA, NpeAbABASEMble K NEPEHOCY NaHenen, Ao/MKHbI GbITb YkasaHbl B UHCTPYKL UK
no akcnnayaTtauuv ans 6e3onacHOCTV Npy nepeHoce.

CooTBeTCTBME NPOBEPAIOT OCMOTPOM U CEAYOWNMU NCTbITAHUAMM:

MepeHocAaT naHens Ha TPAHCMOPTEP, 3aTemM nNpoBOAAT WCNbiTaHWE Ha YCTOMUYMBOCTbL npu
HOPMAJ/IbHOM 3KCMNYATALMW B cooTBeTcTBUM Cc 94.2.2. MNaHeNb He [OMKHA ynactb ¢ TPAHC-
MOPTEPA.

4
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3aTtem NOBTOPSAT MUCMbITAHUA C NaHEsNbIo, YCTAHOBIEHHOI Ha OCHOBaHWe, NpUYyeM UCNbiTaHne Ha
YCTONUYMBOCTb HA OCHOBaHWM NPOBOAAT Cpasy nocsie nepeHoca.

201.9.4.2.4.3* lepemelyeHne yepes npenaTcTene

JAononHeHwne:

Ecnn NEPEABV)XKHBIE ONEPALMOHHBLIE CTO/1bl n TPAHCIMOPTEPLI He moryT 6e3onacHo npeogo-
nesatb Takue npenatcTeus. USTOTOBUTE/b fonXeH ykasaTb B UHCTPYKLMW MO 3KCnyaTauum COOTBETCTBY-
olulee npegynpexaeHne UM onpeaennTb, Kakoe NPensaTcTBMe MOXeT ObiTb 6e30MacHO NpeofosieHo, u
COOTBETCTBEHHO UHGopMUposaTb OMNMEPATOPA.

201.9.4.3.1 HeycToOiW4YMBOCTb NpU TPAHCNOPTUPOBAHUU

3amMeHa nepeuuncneHunin b) n c) B MeToauke UcnbITaHus:

NMEPEABVMXHBIE ONEPALWMOHHbBIE CTOJIbl unu TPAHCIMOPTEPBI yctaHasnusatoT ¢ BE3OIMAC-
HOW PABOUEN HATPY3KOW Ha COOTBETCTBYIOLLEM MECTE U NpY NPUBELEHHOM B AeliCTBME yCTpolicTBe 6/10-
KMPOBKU (HanpvMep, TOPMO30B) Ha MOBEPXHOCTb C BUHWIOBLIM MOKPbLITUEM TOJILLMHON OT 2 0 4 MM C YI/1I0M Ha-
KNMoHa 6° OTHOCWUTENIbHO TOPW30HTaSIbHOW NocKkocTM (6eToHHOro nona). locne HavasbHOro YNpPyroro
nepemeLLeHns, N3MeHeHnsa 3a30poB 1 pa3BopoTa POSIMKOB, AanbHeliwee nepemeliernve NMEPEABVKHOIO
OMNEPALIMVOHHOIO CTOJIA nnu TPAHCIMNOPTEPA He fonycTMO Ha paccTosiHue, npesblwatowee 50 mm (0T-
HOCUTENbHO HaKMOHHOM nnockocTn). PUCK, BO3HMKaOWMiA 13-3a N060ro HavasibHOro NepemMeLLeHns, OLeHu-
BaloT. NpuHMmas Bo BHMMaHne HOPMAJIbHYHO SKCIITYATAUMKO MEPEABVXXHOIO OMNMEPALUVMOHHOIO
CTOJIA nnn TPAHCIMOPTEPA.

MpumeyvyaHune — Cm. pucyHok AA.1 n tabnuyy AA.1 ana pyKoBoACTBa B OTHOLWEHWUW pacnpejeneHnsa Macchl.

201.9.8.1 O6wWuMe NoA0XeHUA

3amMeHa nepBoro AeUCHOro nepeyvncneHmns:

- KOHCTPYKLUSi onop, NOABECHbIX CUCTEM UM CUCTEMbI NPUBEAEHUS BAENCTBUNE A0/MKHA ObITh pa3pabo-
TaHa C UCMO/b30BaHUEM [aHHbIX Tabnuupsl 201.21 1 3HaueHns EE3OMACHOM PABOYEN HATPY3KU.

201.9.8.2* KO3PPNLUMEHT BE3OMNACHOCTHN

3ameHa:

OnopHble cUCTEMbI A0MKHbI COXPaHATb LLeNOCTHOCTbL KOHCTPYKLMK B TeyeHne Bcero OXXUIOAEMOI O
CPOKA CNyXbbl OMEPALUMOHHOIO CTONA wan TPAHCMNOPTEPA. 3HaueHna KOJPPULIMEHTA
BE3OMACHOCTW pomkHbl 6bITb He MeHee yka3aHHbIX B Tabnvue 201.21, 3a uUckloveHnem cnydas, korga
anbTepHaTUBHbIA MeTo obecneynBaeT LeIoCTHOCTb KOHCTPYKUMA B TeueHne Bcero OXXUJAEMOIO CPOKA
CNyXbbl ONEPALMOHHOIO CTOJIA unn TPAHCIIOPTEPA.

W3-3a TOro, 4To He BCerga BO3MOXHO ONpeAenuTb B LIe/IOM Hannyne KOHKPEeTHOW AeTann UK KOHCTPYK-
LUun. yxyawatollein U3HOC, TO pelleHne AO0/HKHO OblTb OCHOBAHO Ha OnbiTe, ucnbiTaHnsax wvwnn MEHEOXK-
MEHTE PUNCKA v fokymeHTasnbHO noaTeepxaeHo. Tem He meHee. MSTOTOBWTE/Ib HeceT OTBETCTBEHHOCTb
3a Bbl6op goctatoyHoro KOQPPUNUMEHTA BE3OMACHOCTW.

OMEPALVIOHHbIV CTO/ nnm TPAHCTOPTEP A0/MKHbI 6bITh UCAbITAHBI:

- ¢ BE3OMACHOW PABOYEI HATPY3KOW (pacnpefeneHue Macchl NauueHTa CornacHo pucyHky AA. 1
n Tabnunue AA.1) n KO3PPULUMEHTOM BE3OMACHOCTMW cornacHo Tabnuue 201.101.

Tab6bnuya 201.101 — Onpepenenne KOSOPOPNLUMEHTA BE3OMNACHOCTN

Cutyauus o
MUHUMaNbHbI
OTHOCUTENBHOE VHeHne KOS®AULIMEHT
e YacTe cuctems yan BESOMACHOCTY
npu paspblise
1 YacTu onopHoii cucTtembl, He NOABEPXKEHHbIE U3HOCY 5 % n 6onee 25
2 YacTn onopHOW cucTembl, He NOABEPXEHHbIE U3HOCY MeHee 5 % 4
3 YacTu onopHOIi cuctemMbl, NOABEPXEHHbIE U3HOCY 5 % un 6onee 5
4 YacTu onopHOW CUCTEMbI, NOABEPXEHHbIE U3HOCY MeHee 5 % 8

Mpeaen NnpoYyHOCTU MaTepuana u BCe OXuAaemble BHeLWHNe BO34eicTBUA nogaatTcs KONnN4YeCTBeHHOMY nsmepe-
HUIO N TOYHO NU3BECTHbLI.

CooTBeTcTBUE TpeboBaHmam 201.9.8.1 n 201.9.8.2 nposepsawT ocmoTpom ONMEPALUMOHHOIO
CTOJNIA nnu TPAHCIMOPTEPA, paccmoTtpeHuem ®ANNIA MEHEO)XXMEHTA PUCKA 1 TeXHUYeCcKnx xapak-
TEPUCTUK HA UCMONb3yeMble MaTepuasbl U npoLuecc nx o06padoTku.
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Ecnun pesynbTaTthl UCNbITAHUI ABNSKOTCA YacTbio COOTBETCTBYH LW € nHhopmaumm, To ucneiTa-
HVYe CBOAMUTCS K MOCTENEHHOMY NPWIOXEHNIO K UCMbITYEMOI OMOPHON CMCTEME UCTbITATENIbHON Harpys-
kn. pasHoii BESOMACHOWM PABOYEW HATPY3KE, yMHOXEHHOI Ha TpebyeMblit KOSOOULMEHT BE3-
OIMNMACHOCTW. MNMpu 3aTOM UCNbITyemMmas onopHas cuctema [o/iXHa ocTaBaTbCs B MONOXEHUM paBHOBECUSA
B TeyeHne 1MUH UCMbITaHW AN HO NPUBOAUTbL K BO3HUKHOBEHMIO HegonycTumoro PYICKA.

NMpumeuyaHne — MNeprosBpemMeHn 1 MUM MOXET GbITh YBE/IMUEH NPU UCMONb30BAHUN MaTepuanos, o61agat-
LW MX NOBbIWEHHOI NOM3YYECTbI0, TAKAX KAK M1ACTMACChl WX APYTMEe HEMEeTanIMyeckue MaTepuansl.

201.9.8.3.2* CTaTuyeckue ycununsa ot Harpysok, cosgasaemblx MALUVEHTOM unun ONMEPATOPOM

3amMeHa nepeuncnexus b):

b) ONEPALUWNOHHbLIE CTOJbl nnn TPAHCMNOPTEPbDI fomkHbI 6bITb CKOHCTPYMPOBaHbI Taknm obpa-
30M. 4TOObl HE BO3HMKaJIO MOIOMOK U/IM OCTaTOYHbIX fedhopmaLmnii npu Bo3geicTemumn B 2.2 pasa 60nbluem,
yem BE3OMACHAA PABOYAA HATPY3KA.

CooTBeTCTBME NPOBEPSAIOT C/eAyOWUM UCMbITAHUEM:

1) B HOPMAJIbHOM MNOJIOXEHWW n npn makcumansHoi BbicoTe ME W3AENTNA gomxHa 6 b1 Tb Npu-
NoXeHa cTaTnyeckas Harpyska B 2.2pa3sa 6onbluas, yem 6E3ONACHAA PABOUAA HATPY3KA. ®ukcunpy-
10 T fgedhopMauuio nocne 5 muH Bosgeiictenss. ME U3AEJIVIE Henb3st akcnayaTupoBaTb WM nepemelyaTb
BO BPEMS 3TOW YacTy UCMbITAHUSA:

2) HarpysKky CHUMaloT U cpa3sy xe 3ameHsT BE3OMACHON PABOYEN HAMPY3KOW:

3) nocne oxugaHusa B TeyeHne 5 MuH. noBTopHo B HOPMAJIbHOM MOJTIOXXEHWW 1 npn makcumans-
Holi BbicoTe ME W3AE/NINA npuknafdbiBalOT CTaTUYeCKyl Harpysky B 2.2 pasa 6onbluyl, 4em
BE30OMACHAA PABOUYAA HAFPY3KA. ®ukcupytoT gecopmaumio nocne 5 MUH Bo3aeincTems.

3HauyeHVe NpornboB cpaBHMBAIOT CO 3HAYEHNAMU, U3MEPEHHBLIMU MO NEPEYUNCTIEHNIO 1) > OHO [O/MKHO

6bITb BNpegenax L2.5 MM 0 T nepBoHavasibHOro NoKasaHus:

4) Harpysky cHUMaloT, 3ameHalnT BE3OMACHOWN PABOYEW HAIPY3KOW, n ME W3OENMUE ocy-
WwecTBNAeT 601eB NOMHbIA CNEKTP ABMXEHWIA. 3HaveHna fedopmauun/npornéa M3mMepstoT Ha KOHLax ro-
NOBHOW W HOXHON uyacTein OMNEPAUMNOHHOIO CTOJIA. Ana npuHagniexHocTeid TOuky 3amepa
onpefensioT B COOTBETCTBUM C NpesnonaraeMbsiM UCMONb30BaHNEM.

MpumevyaHune — CMm. pucyHokAA.1 ntabnuuy AA.1 N5 pyKoBOACTBA B OTHOLWEHUN pacnpefeneHns Macchl.

201.9.8.3.3* [iInHaMunyeckune ycunusa oT Harpy3sok, cosdgasaemblix MALUNEHTOM nnn ONEPATOPOM
He npumMeHsIoT AaHHbIA NOAMYHKT obLiero ctaHgapTa.

201.10 3awwuTa oT OMACHOCTEW HexenaTenbHOro Uam Ype3mMepHoro
N3nyyeHus

MpumeHsoT pasgen 10 obwero ctaHgapTa.

201.11 3awuTa OT Ype3MepHbIX TemnepaTyp u apyrux ONMACHOCTEW

MpumeHsoT pasgen 11 o6uiero ctaHgapTa, 3a UCKNIOYEHNEM:

201.11.6 Mepenus, pacnieckMBaHue, yteyka, NpoHMKaHue BOAbl UNU TBEPAbLIX YaCTUL, YANCTKA,

Ae3nHdekumnsa, ctepunansayns u COBMeCTUMOCTbL C BellecTBamMu, UCNOJb3yeMbiMu BMecTe ¢ ME

N3OENVNEM

JononHUTEeNbHbIN NOANYHKT:

201.11.6.5 MNpoHukaHue BoAbl Unu TBepAbIX Yactuy B ME U3AETNA nnn ME CUCTEMbI

JononHeHune:

OMNEPAUMOHHBIE CTO/Ibl fonmkHbl UMETb CTEMEHb 3aluTbl MO KpaliHel mepe IPX4.

201.11.8 MpepbiBaHue nutanus | MATAIOWEN CETU ME U3AENNSA

JononHeHne:

B cnyyae npepbiBaHusa MUTAKOLWEWN CETW, He3aBMCMMO OT TOro, BOCCTaHaB/MBAETCA WU HeT
MNTAKOLWAA CETb, BbicoTa M KOH(Urypauuss naHenu crona He MOryT OblTb W3MEHEHbI. [BMXeHue B
HOPMA/IbHOM MONOXEHWUWN n/vnnn B NMOJIOXXEHNN TPEHAENEHBYPI'A ocTaeTcsi BO3MOXHbIM.

'>O0neyaTka B OPUrMHANbHOI Bepcun cTaHgapTa. YkasaHo a), Ho fOJIKHO 6biTb 1.
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CooTBeTCTBME NPOBEPAIT CreayoLmnm obpasom.

a) vcnbiTaHWe nocne OTKIIYEeHUS MATAIOLLLEW CETU Npu HaxXoXAEeHWN NaHenn B N060M nonoxe-
HuK, 3a ncknouyeHnem HOPMAJIbHOIO MOJIOXEHUA, mexay MakcumasbHOi U MMHUMa/IbHON BbiCOTaMMU,
naHens noasepraeTtcs BosgelicTenio BE3OMACHOW PABOYEW HATPY3KU ¢ pacnpeaeneHnemM Macchl B
cooTBeTCTBMM C pucyHkom AA.1l n Tabnuueinn AA.l. MNepemeweHns «B» un «un3» HOPMAJSIbHOIO
MONOXEHWNA gomkHbl 6bITb MOMYYEHbI C MOMOLLbIO MEeTOA0B, onucaHHbix USTOTOBUTEEM:

b) Ha6niogeHne nocse BoccTaHosneHus MUTAIOLLEN CETW.

201.12 TOYHOCTb OpPraHoB yNpaB/iEHUs U U3MEpPUTE/bHbLIX NPUGOPOB U 3aluUTa
OT OMAaCHbIX 3HAYEHU BbIXOAHbIX XapaKTepucTuK

MpumeHsoT pasgen 12 obuwiero ctaHjapTa.

201.13 OINACHBIE CUTYALUW nycnosusa HapyLleHus

MpumeHstoT pasgen 13 obuiero ctaHgapTa.

201.14 MPOrPAMMUPYEMBIE SNEKTPUYECKUE MEAVLIMHCKUE CUCTEMBI
(PEMC)

MpumeHstoT pasgen 14 obuwero ctaHgapTa.

201.15 KoHcTpykuma ME N3OENNA

MpumeHstoT pasgen 15 obwero ctaHgapTa, 3a UCK/IYEHNEM:

201.15.3.5 NcnbiTaHue Ha rpyb6oe obpalieHune

M3meHeHue:

MyHkT 15.3.5 obuwero ctaHgapTa nNpuMeHsT Tonbko Kk TPAHCIMOPTEPAM wu MEPEABVXHbLIM
OMNEPALVNOHHBIM CTOJIAM.

201.15.4.7.2 CnyuaiiHoe cpabaTtbiBaHne ME N3OENNA

JononHeHue:

201.15.4.7.2.101 Camonpou3Bo/ibHOe cpabaTbiBaHue

Ycunnne cpabartbiBaHUS 415 HOXHOIO YCTPOWCTBA ynpaB/ieHus 40/KHO ObiTb He MeHee 10 H.

CooTBeTCTBUE yCTaHABIMBAK T NPOBEPKONA.

201.16 ME CUCTEMBbI

MpumeHstoT pasgen 16 obwero ctaHgapra.

201.17 3nekTpomarHuTHas coBmectTumocTb ME U3LAENNA n ME CUCTEM

MpumeHsoT pasgen 17 obuiero ctaHgapTa.

202 2NeKTPOMarHUTHast COBMECTUMOCTb. TPe60oBaHNa U METO/bl UCTIbITAHWIA

MpumeHaT MK 60601-1-2, 3a UCKNHOYEHNEM:

202.6.2.2.1 TpeboBaHus

3ameHa:

ME W3OEJIME pgonxHo cooTBeTcTBOBaTh TpeboBaHnam MIK 60601-1-2. noanyHkT 6.2.1.10. ¢ yyeToM
N3MEHEHWIA, N3N0XEHHbIX HUXe. N5 BbINOTHEHNS Tpeb0oBaHNA NPUMEHSAIOT CieayoLue ycnoBus, CBA3aHHbIe
¢ OCHOBHOW BE30OMACHOCTbLIO 1 OCHOBHbIMW ®YHKLIVOHANBHBIMY XAPAKTEPUCTUKAMU:

- oTcyTcTBMe HeobpaTtumoro YXYALWEHUA KAUECTBA ®YHKLUVNOHWPOBAHWA nnn ytpatbl dyHK-
uun unun Hactpoek ONMEPATOPOM, koTopble He NoAiexaT BOCCTaHOB/IEHMIO, ceyeT cobngaTth Ha nobom
3aLUULLEHHOM YPOBHE UCTbITaHWIA;

- OTCYTCTBUE HexenaTesbHOro ABUXeHUsA cnegyeTt cobnwogaTb Ha BCeX 3allULLLEHHBIX YPOBHAX MC-
nbITaHWi;

- Ha BCeX 3alULeHHbIX YPOBHAX ucnbiTaHnii ME W3OEVE pomxHo noagepxumsate OCHOBHbBIE
PYHKUMOHAJIbHBIE XAPAKTEPUCTUKW, ykasaHHble B TEXHUYECKNX JOKYMEHTaxX:
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- Ha BCeX 3allMLLEHHbIX YPOBHSAX UCMbITaHWii BpeMeHHoe YXYALWEHWE KAYECTBA ®YHKLIMOHNPO-
BAHWA nnu ytpaThl oyHKLMU 1 paboTocnoco6HOCTY AOMYCTUMO;

- B TeyeHne 10 ¢ wam nocne BMewartensctBa OMNEPATOPA 6e3 npuMeHeHus WHCTpymeHTa ME
WN3LEJINE ponxHO BO306HOBUTL HOpMasibHy paboTy B npegbiayuiem pexume paboTbl, 6e3 notepu Ka-
Knx-nn60o HacTpoek ONEPATOPA vnun XxpaHUMbIX AaHHbIX, U AO/HKHO MPOAO/IKUTL BbINOHATH CBOK OYHKLMIO,
Kak ykasaHo B COMNPOBOANTEJIbHbIX JOKYMEHTAX.

[MpoBepKy COOTBETCTBMA MPOBOAAT UCMbITAHMAMWU no 6.2.2.2. OueHkn oteeta ME W3AEJINA nnn ME
CWCTEMBbI Bo Bpems 1 nocne aTux ucnbiTaHuii B cooTBeTcTBMU ¢ M3K 60601-1-2. nognyHKT 6.2.1.10. cornac-
HO U3MEHEHWAM, yKa3aHHbIM Bbllle, paccMaTpuUBatoT KaXAblii BbIOPOC OTAE/bHO.

[ob6aBnexve noanyHkTa:

202.6.2.2.101 TlMomMexun BbICOKOYACTOTHOIO XUPYpPruyeckoro annapara

OMEPAUVOHHBIE CTOJIbl n ycTpoiicTBa AMCTAaHLMOHHOTO ynpaeneHus ansa OMEPALMOHHBLIX
CTOJIOB He npeacTtasnsoT ONMACHYHO CUTYALUIO, korga ncnonb3ytoTca COBMECTHO C BbICOKOYACTOTHbLIM
XVpYpruyecknm annapaTom.

CooTBeTCTBUE NPOBEPAOT CEAYOLWMNUMU UCTIbITAHUAMMN:

MpumeuyaHume 1— YTo6bl yuecTb pa3Hoo6pasne BbICOKOUACTOTHBIX XMPYPrMyeckux annapartos, 6bian co3ga-
Hbl ABa Pas3HbIX CLEHAPUS UCMbITAHWIA.

a) BblCOKOYACTOTHbIV XMpypruyeckuii annapart, UCNoNb3yeMblid A1 3TOr0 UCMbITaHUS, [O/HKEH COOTBE-
TcTBOBaTb MOK 60601-2-2. UMETb HOMMHAJIbHYIO BbIXOAHYH MOLLHOCTbL MO KpaiiHeli Mepe 300 BT, conpoTus-
neHue B ananasoHe ot 200 o 500 OM. KBa3UMPAMOYTrO/bHbIA BbIXOAHO CUTHAMN YaCTOTHON XapaKkTepuCTUKA 1
paboTaTb B 4acTOTHOM AgnanasoHe ot 400 kl'y o 1 My,

b) BbICOKOYACTOTHbIN XMPYypPruyeckuii annapat, UCNOb3yeMblil 415 3TOro UCMbITaHUS, O/MKEH COOTBe-
TcTBOBaTh M3K 60601-2-2, UMETb pPeX1UM aproHonaasMeHHoW koarynsauumn HanpshkeHnem ot 4000 B (Hanps-
XXEHMe X0N0CTOro Xxoaa) 1 MowHocTbio 120 BT.

MpumevyaHune 2— N5 AONONHUTESNbHbIX CBEAEHNI CM. MpUNOXeHue A.

[lns Bcex cnyvyaes UcnbiTaHe A0/MKHO NPOBOANTBLCS, KOTAa akTUBHbIE U HETPasIbHbIE 3N1EKTPOALI MOMe-
LLieHbl BAO/Ib 6OKOBbIX HAMPAaBAAOLWMX UMM OTKPbITbIX MeTa/lIMyeckmx yacteii naHenn ONEPALUVOHHOIO
CTONA.

BbICOKOYACTOTHBI XMPYpPruyeckuii annapar cnegyeTt 3KCnyaTupoBaTh B peXnMe reHepauny BbIXOAHOW
mowHocTh 300 BT («06bI4HbIV») nam 4000 B/120 BT (aproHonnasMeHHoR koarynsaumm).

c) CooTtBeTcTBME:

1) onepauuOHHbI/i BbICOKOYACTOTHBIN XMPYPruyeckunii annapaT npyu pa3oMKHYTOR Lieny He AO/KEH Bbl-
3bIBaTh HUKakoro asmxeHns OMEPALVOHHOIO CTO/A;

2) onepauuoHHbI/i BbICOKOYACTOTHbI XMPYPruyeckuii annapaT nocsie KOPOTKOro 3aMblKaHUs aKTUBHbIX U
HelTpasbHbIX 3MEKTPOAOB U UCKPEHNS aKTUBHbIX 3/1EKTPOA0B Ha GOKOBbIX HANpaBASKOLWNX WU OTKPbITLIX
MeTannmyeckux yactax naHenn OMNMEPALMOHHOIMO CTOJIA He [o0/XeH Bbl3blBaTb HUKAKOro OBUXEHUSA
OMNEPALMOHHOIO CTONA.

MpumevaHnne 33— Ecnm ONEPALMNOHHBIE CTO/bl 6yayT Mcnonb30BBTbCA COBMECTHO C AMarHocTuyec-

KUM PEHTTEHOBCKUM 060PYyA0BaHMEM, 4O/KHbI GbITh YUTEHbI COOTBETCTBYOWME TPE6OBAHUSA AOMNONHUTENBLHOTO CTAHAAP-
Ta.
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Mpunoxenne G
(o6a3aTenbHoe)

3awuTa oT ONMACHOCTEW Bo3ropanus BoCNNaMeHS0WUXCA CMeceil aHecTeTUKOB

MpumeHsaT npunoxenne G obwero ctaHgapTta, 3a UCKIIOYEHNEM:

201.G.4.3 MNpepoTBpaweHne anekTpocTaTuyecknx 3apsanos

flononHeHune:

Co3faHue anektponposogawux nyted ot MEPEABUMXHBIX ONEPAUMWNOHHBLIX CTOJ/IOB k ToKkonpoBsoAsAwemy
noay Unu K cucteme 3alMTHOTO 3a3eMeHUSA, NN K CUCTEME BblpaBHWBAHUS MOTeHLMana, uam Yyepes kosieca kK aHTucTaTm-
4ecKoMYy Nnosy B NoMeleHnn MeAnLNHCKOro Ha3Ha4yeHns, He3aBUCMMO OT TOro, NOAK/IIOYEH UKW HET CTON K MUTAIOLLEN
CETW.

MpepenbHble 3HaYeHUSA 31€KTPUYECKOTO CONPOTMBEeHNA MaTpaues u WuH konec ONEPALUMOHHBIX CTOJIOB un
APYTMX 3/1€eMEeHTOB U3 aHTUCTaTuYeckux maTepuanoB AO/KHbI 6bITb He meHee 10* Om u He 6onee 10f Om.

CooTBeTCTBME NPOBEPAT U3MEPEHNEM 3/IEKTPUYECKOTO CONpoTMBAEHUs cornacHo MCO 2878.

MpumeyaHune — DNeKTpUYECKOe CONPOTUBEHNE CNYXUT ANA NPeAoTBpaLLeHUA 3N1eKTPOCTaTUUYECKMX 3aps-
[0B. HO He NMpefoXpaHsaeT OT 0XXOroB, BbI3BaAHHbIX NCNO/Ib30BAHMEM BbICOKOYACTOTHOrO xupypruyeckoro ME U3LAENUVA, n
oT ONMACHOCTW nopaxeHus 3/71eKTPUYEeCKUM TOKOM



FOCT P M3K 60601-2-46—2014

MpunoxeHne OA
(cnpaBo4yHOe)

YacTHble MOM0XEHNSs 1 060CHOBAHMUSA

Huxe npnBeaeHbl 060CHOBAHNA KOHKPETHbIX MYHKTOB M MOAMNYHKTOB HACTOSILLET0 cTaHAapTa, C COXpaHeHneM Hyme-
pauuu NyHKTOB W NOANYHKTOB, UCNONb3yeMoii B TeKCTe cTaHaapTa.

MopnyHkT 201.9.2.3.1 — HenpegHamepeHHOe ABUXEHUe

Tpe6oBaHue 6bl0 fo6aBneHoO ANA TOro, 4To6Gbl M3bexaTb HenpeABUAEHHbIX CUTyauUWid, CBA3aHHbIX C NyTaHuuein
nynbTOB ANCTAHLWOHHOTO yNpaBneHUs B OTAeNeHUn.

MoanyHkT 201.9.4.2.2 — HeycTOWUYNBOCTb B APYTMX NONOXEHUAX, UCKIOYAA NOMOXEHNE TpaHCcNnopTupoBa-

Teno yenoBeka He HaGupaeT Maccy B O4MHAKOBO HOpMe BO BCEX YacTsAX Tena, Takum o6pa3om, pucyHok A .19 06-
wero ctaHgapra He ssBnsAeTcsa nokasartenbHolM ana MAUVMEHTOB, cTpajallwmx oxmpeHmem PekoMeHAyeTca UCMNob30o-
BaTb Ana MALUVMEHTOB c¢ u36biTOYHON Maccoii pucyHok AA.1 coBmecTHO c Tabnuueii AA.1. Ha pucyHke AA.l
npeacTasBneHa «6asosas» macca MALVMEHTA 135 kr. Ans BE3OMNACHOW PAEOYEW HATPY3KW, 6onbleil yem 135 kr.
[ONONHUTENbHAsA Macca A0/MKHA 6blTh fo6aB/ieHa K Kaxoi yacTu Tena B Nponopuuax, npuBefeHHbix B Tabnuue AA.L.

Ha pucyHke AA.1 npepcTaBneHbl NpuMep pacnpegeneHuns maccbl yenosedeckoro tena ana MAUMEHTA maccoii
135 kr n 0603Ha4YeHNA yacTeil Tena ANa UCNOMb30BAHWA COBMECTHO € Tabnuueii AA.1

Kuctb Pyka (6e3 kunctu)

135 «r

PucyHok AA.1 — PekomeHayemoe pacrnpejeneHne macchl cBbiwe 135 kr u npuMepbl NpUMEHeHUs

Tab6bnuya AA.1l — PekomeHayemoe pacnpefeneHue macchl cBbilwe 135 kr 1 npumMepbl NPUMeEHEHUA
HwxHsaA BepxHsa HuxHsA BepxHsis KneTs Pyka Ionosa
4acTb HOTK YacTb HoOrn YyacTb Tefla  vacTb Tena (6e3 kucTn)
MpoueHTHOE pob6asneHne 10 %o6uwasn 32 % obuwan 32% 14 % 3.0% 7% 2.0%
macchl (cBblwe 135 kr) npu- (5 %kaxgas) (16 % kaxpas) obwasn obwasn
MEHUTEbHO K KaX/0ii yactu (1.5% (3.5%
Kaxpgasn) kaxpgas)
Mpumepbl NPUMEHEHNA oNoNHUTENbHOU Macckl ana MALMVNEHTOB cBbiwe 135 kr
MauuneHT maccoit 135 kr (ana 10 kr kaxpgas 15 kr kaxgas 27.5 kr 27.5 kr 5 kr 5 kr 10 kr
cnpaskmn) Kaxpas Kaxpas Kaxgas Kaxgasn
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OkoH4YaHue Tabnuubl AA. 1

HuxHas BepxHas HUXHAR BepxHsa Pyka

Kuetb [onoaa
4acTb HOrU YacTb HOru YyacTb Tena 4acTb Tena (6e3 biTCTYH)
MauuneHT maccoit 250 kr 15.8 kr 33.4 kr 63,4 KT 43.6 kr 6.7 kr 9 Kr 12.3 kr
Kaxgas Kaxpas Kaxpgas Kaxpgas Kaxpgas Kaxpgas
MauneHT maccoit 360 kr 21.3 «r 51 kr 99.5 kr 59 kr 8.4 xr 12.9 kr 14.5 kr
Kaxgas Kaxpas Kaxpgas Kaxpaas Kaxpgas Kaxpgas

MoanyHKT 201.9.4.2.4.3 — lepemeuieHne yepes npenaTciene

MosBneHne Nofo06HOro NPensATCTBMA yalle BCEro BO3HUKAET B YC/I0OBUSIX ONepalMoHHON.

MopnyHkT 201.9.8.2 — KOQ®OUNUMNEHT BE3OMNACHOCTU

OnopHble cucTembl He 0653aTeNbHO [O/KHbI 6biTb M3roTOB/EHbl U3 MeTanna. MoaTomy npu onpepeneHun
KOSPPUNLMEHTA BE3OMACHOCTW gonxeH 6bITb ykazaH «matepuan».

Hanpumep, ctonsl MALNEHTA peHTreHOBCKUX/KOMNbIOTEPHbLIX TOMOrpatuuyeckux/ MarHUTHO-pe30HAHCHbIX CUCTEM
4acTo M3roTaBanBalT U3 TaMUHUPOBAHHOIO NAacTUKa UM YKPEenneHHbIX Yr1epoAHbIX BOTOKOH/NONOTEH, NN CTEKNAHHbLIX
BO/TIOKOH/MONOTEH. MOCKONbKY 3Tu cTonbl MALMEHTA fonkHbl o6nagath HU3KUM KO3 PULMEHTOM NOTNOWEHNS peHTre-
HOBCKOTO M3ny4YeHus (antoMWHWEBbIi 3KBUBANIEHT), MarHUTHO-PE30HAHCHOW COBMECTUMOCTbIO (HU3KWIi YypOBEHb NPOTO-
HOB). @ TakKXe CTPYKTYPHON YCTOWUYMBOCTbIO. XOTS 3TW NIACTUKN WU YKPEN/IeHHble YrnepooM BOJIOKHA/MONOTHA MOTYT
MMeTb OTHOCUTENIbHOE YANIMHEHNE NpU pa3pbiBe MeHee 5% . MHOrONIeTHUIA HaKON/IEHHbIV ONbIT U HAA30p Noc/e BbiXoAa Ha
PbIHOK, MOTYT NpefoCcTaBMTb [JOCTATOYHO AOKa3aTenbCTB TOro, YTO Heo6xofmMmas CTPYKTypHas YyCTOWYMBOCTb CTONOB
MALUVEHTA pocTturaetcs 3a cyeT npumeHeHns KOO OUNLMEHTA BE3OMACHOCTW 13 Tabnuubl 201.101. cTpoka 1 (a
He cTpoka 2).

Kpome TOro, He Bcera BO3MOXHO ONpeAennTb B LLe/IOM Hannyne KOHKPEeTHOW feTanu UAn KOHCTPYKLWUW, yXyALlak-
wei n3Hoc.

MoaTtomy BbIGOp NnpuMeHUMoro KOO dNLIMEHTA BE3OMACHOCTW gonxeH 6biTb OCHOBAH Ha ONbiTe, UCMNbITAHU-
ax nivnn MEHEJAXMEHTE PUCKA u foOKyMeHTasibHO NOATBEPXAEH.

MoanyHkT 201.9.8.3.2 — Cratuyeckne ycunuma OT Harpysok, cosgasaembix MALMEHTOM wunu OMEPA-
TOPOM

Mo npexHemy npuMmeHnmbl TpeboBaHna K KOSIOPPNLIMEHTY BE3OMACHOCTW, npuBeaeHHble B201.9.8.2. OHKM He
OTMEeHAT TpeboBaHNSA K UCNOMTHEHWIO, NpuBeAeHHble B 201.9.8.3.2.

MoanyHkT 201.9.8.3.3 — inHamumyeckme ycunuma OT Harpysok, cosgasaemblx MALVMEHTOM unu OMNEPA-
TOPOM

MNomeuwenne MALNEHTA Ha OMEPALVOHHbBIN CTO/ ocyu ecTBNsAeTcA B KOHTPOMPYEMbIX YCOBUAX NPOeccu-
oHanaMu. 3HaKoMbIMU C Hagnexalein MeToanKoN.
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MpunoxeHune A
(cnpaBo4yHOe)

CBefeHUsi 0 COOTBETCTBUM CChIZTOYHbBIX MEXAYHAPO4HbIX CTaHAAPTOB
HaluMoHanbHbLIM cTaHaapTam Poccuiickoii ®efepayuu u geicTByoLium
B 3TOM KayeCcTBO MEXrocyAapCcTBEHHbIM cTaHaapTam

Ta6nuuya [JA1

O603HayYeHVe CCbI0YHOTO
MeXayHapofHOro cTaHgapTa

M3K 60601-1:2005

M3K 60601-1-2:2007

M3K 60601-1-3:2008

M3K 60601-1-8:2003

M3K 60601-1-10

M3K 60601-2-2:1998

NCO 2878:2011

CTteneHb
COOTBETCTBYUS

0T

O603Ha4YeHNEe N HAMMEHOBaHUE COOTBETCTBYIOLLErO HALMOHA/ILHOTO,
MEXroCy4apCTBEHHOrO cTaHaapTa

FOCT P M3K 60601-1—2010 «/3paenusa mMeguumnHCcKue anekTpuyeckue.
Yactb 1. O6uwme Tpe6oBaHns 6€30NaCHOCTN C yH4ETOM OCHOBHbIX (D YyHKLMN-
OHa/lbHbIX XapaKkTepucTuk»

FOCT P M3K 60601-1-2—2014 «30envmsa mMeauuMHCKUE 3NeKTpUYeckune.
YacTtb 1-2. O6wune Tpe6oBaHns 6€30NaCHOCTN C yHETOM OCHOBHbIX (DYHK-
LLMOHaNbHbIX XapakTepucTuk»

MapannenbHblii cTaHfapT «NeKTpoOMarHuTHas COBMeCcTUMOCTb. Tpebo-
BaHUS U UCMbITAHUA*

FOCT P M3K 60601-1-3— 2013 «M3penusa MeguuMHCKNE 3NeKTpuyeckume.
YacTtb 1-3. O6wune Tpeb6oBaHns 6€30NaCHOCTN C yHETOM OCHOBHbIX (DYHK-
LLMOHaNbHbIX XapakTepucTuk»

[ononHUTeNnbHbIN cTaHfapT «3alwmnTa oT U3lyyeHus B ANarHocTu4eckmx
PEHTreHOBCKMX annapaTtax»

FOCT IEC 60601-1-8—2011 «W3penna mMefuUUHCKUE 3NeKTpuYeckue.
Yactb 1-8. O6uwune Tpe6oBaHna 6esonacHocTn. O6wume TpeboBaHns, nc-
NbiTaHUS 1 PYKOBOAALME yKAa3aHWsA MO NMPUMEHEHUI0 CUCTEM CUTHanu3a-
UMM MeANLNHCKNX 3NEeKTPUYEeCKNX N3genuii n MeguuMHCKUX anekTpuyec-
KUX cucTem»

FOCT IEC 60601-2-2-2011 «W3penusa MeguLUHCKUE 3NeKTpuyeckune
YacTb 2-2. YacTHble Tpeb6oBaHWsi 6€30NacHOCTU K BbICOKOYACTOTHbIM
3NEeKTPOXMPYypruyeckum annaparam»

* COOTBETCTBYWLW M HALNOHANBHbIA CTaHAapPT OTCYTCTBYeT. [lOo ero yTBEPXAEHNS PEeKOMEHAyeTCs WCMNoMb30BaTh
nepeBoj Ha PYCCKWii A3bIK 4AHHOTO MEXAYHAPOAHOro CTaHAapTa. MNepesos AaHHOTO MeX/AYHapOAHOro CTaHAapTa Haxo-
AuTca a defepanbHOM UH(POPMALMOHHOM (POHAE TEXHUYECKUX PErNaMEeHTOB W CTaHAApPTOB.

MpumeuyaHune — B HacToswWweld Tabauye UCNOMbL30BAHO Clieaylolee yCN0BHOE 0603HAYEHME CTEMNEHU CoOoT-

BETCTBUA CTaHO4apPTOB:

- IOT — ngeHTUYHbIE CcTaHdapThl.
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AndaBUTHbIN ykazaTenb TePMUHOB

BEE3OMNACHOCTb OCHOBHAA

3A3EMJIEHHAA C LENBIO 3AWNTHLI (HACTb)
N3rOTOBUTE/b

W3AENVE MEAVNUWHCKOE 3NEKTPUYECKOE (ME U3AENNE)

V3LENIVME C MOCTOAHHbLIM MPUCOELNHEHNEM K MUTAIOLWEW CETU

MHCTPYMEHT

MCMNONb3OBAHWE BPEMEHHOE

KOPMYC

ME W3LENVE (USLENUE MELAUUMVHCKOE 3NEKTPUYECKOE)
MEHEOXMEHT PUCKA

ME CUCTEMA (CUCTEMA MEANLWNHCKASA 3NEKTPUUYECKAS)
HATPY3KA BE3OMACHAS PABOYAS

OrPAXAEHUE

OMACHOCTb

OMNEPATOP

MOJIOXXEHWE HOPMAJ/IbHOE

MNONOXXEHUE TPEHAENEHBYPTA

MPUFOAHOCTb 3KCMNYATALNOHHASA

NMPUHAONEXHOCTb

MPOEKTUPOBAHUE 3KCNNYATALUWOHHOW NPUTOAHOCTH
MPOLLECC

PUCK

CETb MUTAIOLWASA

CUCTEMA MEAVUMVHCKAS 3NEKTPUUECKAS (ME CUCTEMA)
CUCTEMA 3NEKTPUYECKAS MELVULWHCKASA MPOTPAMMUPYEMAS
COCTOAHWUE HOPMA/IbHOE

CTO/1 OMEPALVOHHbLIN

CTO/1 ONEPALVNOHHbIV MEPEABUXHON

TPAHCMOPTEP

YCNOBWE EANHNYHOIO HAPYLEHNA

YXYAWEHNE KAYECTBA ®YHKLLMOHUPOBAHUA
XAPAKTEPUCTUKM OCHOBHbBIE ®YHKLWOHAJIbHbBIE
UACTb AOCTYMHAS

UACTb PABOUASA

UACTb PABOUYASA TUMNA B

3KCNAYATAUMS HOPMA/IbHASA

4 OneyaTka B OPUTMHaNbHOW BepcUK cTaHpapTa. YkaszaHo 2.132, HO A0/XHO 6biTh 3.132.
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M3K63600-'

M3K63696-

M3K60%565-
M3K 60601-' . 3.63
M3K 60601- .3.84
M3K 60601- .3.127
201.3.204
M3K 60601- .3.26
M3K 60601- .3.63
M3K 60601- .3.107
M3K 60601-' . 3.64
M3K 60601- .3.109
M3K 60601- .3.36
M3K 60601-' .3.39
M3K 60601-' . 3.73
201.3.202
201.3.206
M3K 60601-' . 3.136
M3K 60601- .3.3
M3K 60601-" . 3.137
M3K 60601-' . 3.89
M3K 60601- .3.102
M3K 60601-' . 3.120
M3K 60601- .3.64
M3K 60601- .3.90
M3K 60601- .3.70
201.3.203
201.3.201
201.3.205
M3K 60601- .3.116
M3K 60601- -2.3.2
M3K 60601-' .3.27
M3K 60601- .3.2
M3K 60601- .3.8
M3K 60601- .3.1321
M3K 60601- .3.71
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YAK 615.47:006.354 OKC 11.140 P07 OKI 94 5250

KntoueBble cnoBa: usgenvsa MeauuuHckmne, KoaghrumeHT 6e30nacHOCTM, OnepaLuynoHHbIA CToN, OCHOBHas 6e-
30MaCHOCTb. OCHOBHbIE (DYHKLMOHASIbHbIE XapaKTepUCTUKK, TpaHcnopTep
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