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FOCT P M3K 60601-1-6—2025

Mpeancnoeue

1 MOOIOTOBINEH O6uwecTBoM c orpaHuWdeHHol oTeeTcTBeHHocThio «MEOWTECT» (OO0 «ME[WN-
TECT») Ha ocHoBe cOoBCTBEHHOIO Neperofa Ha PYCCKUIM A3bIK aHIMOA3bIMHON BEpPCUKN CTaHOapTa, yKasaHHoro
B NyHKTE 4

2 BHECEH TexHu4yeckum komuTeToM no ctaHpaptusaumm TK 436 «MeHemKMeHT KadyecTsa U obliue
acnekTbl MeAULIMHCKUX U3aenuin»

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom ®enepanbHOro areHTCTBA MO TEXHUYECKOMY
perynuposaHuio 1 metponoruun ot 20 maa 2025 r. Ne 432-ct

4 HacTosawwi cTaHgapT WOEHTUYEH MexayHapogHomy cTtaHgapty M3K 60601-1-6:2020 «Ws-
Lenusa meguumMHckMe anektpudeckue. Yacte 1-6. Obwue TpeboBaHua 6e30MacHOCTU C YYETOM OCHOB-
HbIX QYHKLMOHAMNbBHLIX XapakTepucTuk. [LONONHUTENbHBIA cTaHAapT. JKCANyaTauMoHHas NpPUrogHOCTLY
(IEC 60601-1-6:2020 «Medical electrical equipment. Part 1-6: General requirements for basic safety and
essential performance. Collateral standard. Usability», IDT).

MpyW NPpUMEHEHWM HACTOALLEro cTaHdapTa peKoMeHAYeTCs UCMNoNb30BaTh BMECTO CChINOYHBIX MeXayHa-
POAHbIX CTaH4APTOB COOTBETCTBYIOLLME UM MEXIOCYAapCTBEHHbIE W HAaLMOHaNbHbIe CTaHAapThl, CBEAEHWS O
KOTOPbLIX MPUBEAEHLI B AONONHUTENBHOM NpUnoxeHun JA

5 B3SAMEH NOCT P M3K 60601-1-6—2014

MNpasuna npumeHeHUss Hacmosaweao cmaHdapma ycmaHosneHbl 8 cmamse 26 @edepanbHO20 3aKOHAa
om 29 uwoHsa 2015 2. Ne 162-®3 «O cmaHdapmu3sayuu 8 Pocculickol ®@edepauyuu». MHgpopmayus ob us-
MEHEeHUSX K HacmosilemMy cmaHdapmy rnybrnukyemcs 6 exe200HOM (M0 COCMOSHUK Ha 1 sHeaps mekyueao
2o0a) uHghopmayuoHHOM yKazamene «HayuoHanbHble cmaHlapmei», a oguyuanbHbil MeKkcm usMeHeHul
U ronpasoKk — 8 exXeMecAYyHoOM UHOPMayUOHHOM ykaszamene «HayuoHanbHbie cmaHdapmei». B ciyvyae
nepecMompa (3aMeHbl) Uu OMMeHbl Hacmosuweao cmaHlapma coomeemcemeyroujee ysedomieHue bydem
onybnukoeaHo 8 bruxaliweMm ebINyCcKe eXeMecsyHo20 UHGOPMAUUOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmsl». Coomeemcemayouw,as UHGhopmayus, yeedoMIeHUe U MeKCmbl pa3Mewaimcs makxe 8 UH-
ghopmayuoHHol cucmeme obuiezo nonk30eaHus — Ha oguuuansHoM calime @edepanbHo20 azeHmcemea rno
MexHUYecKoMy peaynupoeaHuro U Memponoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© IEC, 2020
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuaayuuy», 2025

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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CopepxaHue
1 ObnacTe NPMMEHEHUs 1 Lerb, JOMOMHUTENbHBIE M YaCTHBIE CTAHOAPTBL. « o o v oot v e e e e e e e
141 HOONACTE NPUMEBSEAR 5 ¢ & w6 s 586 5556 0 Lowls 555 56 T8 80 nollet %2555 08§ Dalluis 54 & § 3
1:2 LUSNE MPUMEBHBHMA. « « ¢« v v oo v e e ¥ & § o & @ % & 46 % 5 ¥ & ¢ vrardiis 5 6 s % F ¢ 5 & 0 amen s & e ¥ o
1.3 CBASE C/APYIMMU CTAHMADTAM : wcisin = = = & o & » ddecmmss & & & ¥ % & = ¢ ¢ SEARAE 5 5 % 5 & o & 5 Sasane @ 5 2§ -

1.3.1 M3K 60601-1
1.3.2 YacTHble cTaHaapThl
2 HopmaTuBHbIE CChIMKK
3 TepMuWHBI 1 onNpeaeneHns
4 O6bwwe TpeboraHus

4.2 *MPOLIECC NMPOEKTUPOBAHWA C YHETOM 3KCMNYATALMOHHOW NPUITOOHOCTU
ans M3 U3OENUNA
5 COMPOBOOUTENBHAA OOKYMEHTAUMA Ha M3 N3OENWE
MpunoxeHue A (cnpasodHoe) ObLyee pykoBoACTBO M 0BbOCHOBaHME
AndaBuTHBIN yKa3aTernb TEPMUHOB
MpunoxeHne OA (cnpaBovHoe) CBegeHUsA 0 COOTBETCTBMM CChINMOYHBIX MEXOYHapoaHbIX CTaH4apTOB

HaLMOHaNbHbLIM MEXIOCYAapCTBEHHBIM M CTAHAAPTAM . . .\t i e e et e i e e
BUBRMOTEEMA ¢ o cimmim w5 5 6 ¢ ¢ o 0 damivarn s % % & § ¢ & ¥ & oOROTEG % 6 58 ¥ 8 6 8 DARERTE § B 6 F 8 ¥ 8 ¥ @R § Y
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BeegeHue

B meouumHckon npaktuke ana obcnepgopaHua u nedexdusa NMALMEHTOB Bce vyawe npumeHsawTca ME-
OVUNHCKWME 3NNEKTPNYECKWE N3OENWA (nanee — M3 U3OENWUA). Mpu stom OWNBKKA MPUMEHE-
HWA, Bbi3BaHHble HegocTaTouHoi IKCMNYATALUMOHHOWM MPUrOAHOCTBKO M3 WU3AENWW, Hepeako
CTAHOBATCS MPUYMHON BO3HUKHOBEHWS pa3nuyHbIX npobnem. Bonbwas yacte MO U3LOENWWA, paspaboTak-
HbiX 6e3 npumeHeHus NMPOLECCOB NPOEKTUPOBAHWA C YYETOM 3KCMNNYATAUMOHHOWM NPUIoa-
HOCTW, He ABNAKOTCA UHTYUTUBHO MOHATHLIMW, TPYAHLIMW B OCBOEHWMU U CIIOXHBIMK B NPUMeHeHUU. [1o mepe
pa3BUTUA 30paBoOXpaHeHns Bce MeHee kBanuduuyupoeaHHbie OTEPATOPDI, Bkntoyasa u camux MALMEH-
TOB, npumensitot M3 M3OEJINA, koTopble cTtaHoBATCA Bece Bonee crnoxHeiMu. B npownom ONMEPATOP M3
N3OENUI mor Bbl CpaBUTLCA C HEOAHO3HAYHBIM U CAOXKHBLIM B Ucnonb3osaHuu MHTEPO®EMNCOM OMEPA-
TOPA. Tenepb e npoekTupoaHue 6esonacHoro MHTEP®EMCA OMEPATOPA (T. €. ¢ AOMKHLIM YPOBHEM
SKCMNYATALUMOHHOW NMPUTOAHOCTW) TpebyeT UHOro Habopa HaBbIKOB M YPOBHSA KBanudukaLun, Yem
NpPOCTO TEXHUYECKAA peanu3auunsa 4aHHOro MHTepdeica.

MPOLIECC MPOEKTUPOBAHWA C YYETOM SKCMNNYATALMOHHOW NPUIOOHOCTW HanpaeneH Ha
AocTukenne gomkHoro yposHs SKCMNYATALUMOHHOWM MPUMOOHOCTW u, kak cneacTeue, Ha MUHUMUW3a-
umo OWWMBOK MPUMEHEHWA u cBazaHHbIX ¢ HUMU PUCKOB. HekoTopbix BUOOB HEMpaBUMbHOIO Npume-
HeHUs1 MOXKHO u3bexaTb NpKu COOTBETCTBYOLWEM ynpasneHun co ctopoHbl M3FOTOBUTENA. Baaumocsssb
MPOLIECCA MPOEKTUPOBAHWA C YYETOM 3KCMNNYATALMOHHOW MPUIrOAHOCTU U MPOLIECCA
MEHEOXMEHTA PUCKA npepnctaeneHa Ha pucyHke A.4 M3K 62366-1:2015.

B nyHkTe 1.3 M3K 60601-1:2005 ¢ yueTtoM nameHenuns 1 ot 2012 roga ykasaHo, YTO «NpUMEHMMbIE J0-
NMOMNHUTENbHLIE CTAHAAPTLI CTAHOBATCA HOPMaTUBHBIMU JOKYMEHTAMU C MOMEHTa UX Nybnukauum n OOMKHbI
NPUMEHATLCH BMECcTe C HacTosWMM cTaHgapTom». [oaToMy BTOpoe U3faHue 3Toro AOMNONMHUTENbHOMO CTaH-
dapTa Oblno cneunansHo paspaboTaHo ans cornacoBaHHocTn ¢ M3OK 60601-1:2005 n onybnukosaHo B 2006
rofy. Bce octanbHble COOTBETCTBYIOLUME AOMONHUTENbHbBIE CTaHA4AapPThl, NoAnafawLLme Nnoj PUCOUKLU nog-
koMmuteta 62A M3K, 6binum Takke obHoBneHbl 1 Nnepeusnadsl B nepuogd ¢ 2006 no 2007 rog, 3a UCKMIOYEHUEM
M3K 60601-1-1 1 M3K 60601-1-4. 3Tn OONONHUTENBHLIE CTAHAAPThLI HE BbINKM NepecMOTPEHbI, MOCKOMBKY UX
TpeboBaHus 6binun BrkntodeHsl B MOK 60601-1:2005.

Mocne nybnukaunyu BTOPOTro M34aHUsl 3TOr0 OOMOMHUTENBLHOMO cTaHdapTa nogkomuteTom 62A MOK B
COTpyAHMYecTBe C TexHuyecknm kommutetom 210 NCO Obin paspaboTaH M M3gaH cTaHAapT No 3KcnnyaTauu-
OHHOW npurogHocT M3K 62366:2007, npuMmeHnmsbiin ko Bcem MEOWMLUMNHCKM MU3OENMNAM. M3K 62366
BasupoBanca Ha TpeboeaHuax M3K 60601-1-6, ogHako 6bin gopaboTaH C y4eToM OMbITA, HAKOMIMEHHO-
ro npu npumeHeHun nepeoro nsgaHns M3K 60601-1-6. MNpouecchkl, ONUcaHHbIE B HACTOSALWLEM CTaHgapTe u
M3K 62366:2007, o4eHb NOXOXW, HO HE WOEHTUYHbI.

Ha ceoem saceganumn B Oknexge B 2008 rogy TexHuyYeckunii komuTeT 62 M3K yTBEpaun npoekTt nepe-
CMOTpa HacTOsILero cTaHaapTa 45 YMeHbLUeHUs1 UNn ycTpaHeHnus gybnupoeaHusa ¢ M3K 62366, a Takke ons
cosganus ceazkn mexagy MOK 60601-1 n M3K 62366. 3To TpeTbe U3gaHue HacTosILWLEero ctaHgapTa no3Bosnum-
110 U3rOTOBUTEND COOTBETCTBOBATh TpeboBaHuam M3K 60601-1:2005, B KOTOPOM CYLLIECTBYOT HOPMaTUBHbIE
CCbISTKM Ha HaCTOALWNA AONONHUTENBHbBIA CTaHOapT, 3a cy4eT ucnonb3oBaHua NMPOLECCA MNMPOEKTUPOBA-
HWA C YYETOM 3KCNNYATALIMOHHOW NPUTOAHOCTU B cooTeetcTeum ¢ MAK 62366. B 6yayuiem nna-
HUpYyeTCca nepecMoTpeTb Mnn uaMeHnTe MIK 60601-1 ans BknoYeHUs NpsamMoni ceblnkn Ha MOK 62366. Mpwu
HeobXooMMOCTM B CTaHOapT MOryT ObiTh BKIKYEHbl AOMOMHUTENbHBIE TpeboBaHus, cneynduyHbie gnsa M3
M3OENWIN, Hanpumep KoTopble codepaTcs B pa3fenax 4 u 5 HacToslero AONONHWTENbHOMO cTaHaapTa K
M3K 60601-1 unu B ka4ectBe obsa3arensHoro npunoxeHns kK MK 62366.

HacTosiLymii JONONMHUTENBHbBIA CTaHZapT MOXeT ObiTb noneseH He Tonbko N3FOTOBUTEMHO(AM) M3
WM3OENWN, HO N TEXHMYECKNM KOMUTETaM, OTBETCTBEHHBIM 33 MOATOTOBKY YaCTHbLIX CTaHAapTOB, Kacai-
wuxea M3 I/IS,D,EJ'IVII?I. CnefnyeT OTMETUTL, YTO NpoBeAeHNe KIMHWYECKMX MCCregoBaHWiA B COOTBETCTBUM C
MCO 14155 u TECTUPOBAHWE 3KCMNYATALMOHHOW NMPUTOOHOCTW ansa npoeeaerusa ®OPMUPYIHO-
LWEMO unn ATOMOBOIMO OUEHMBAHWA B cooTBeTcTBUM C TPEDOBaAHMAMM HACTOALLEro cTaHgapta — 3To
OBa NPUHLMNMANbLHO PasnuyHbIX BUOA OeATENBHOCTH.

M3ameHeHne 1 K HacTosLEeMY CTaHOApTy YCTPaHAET CChIMKY Ha MPOLEecChl NOMHOM0 XW3HEHHOTO LKMKNna
(BKMHOYasA NOCTNPOM3BOACTBEHHbIA MOHUTOPUHT U HabnwaeHne). TpeboeaHusa ctaHaapTor cepum MOK 60601
orpaHnumsatotcs nposefeHvem TUMOBLIX UCMBITAHUWA M3 U3AENWMIA. Hactoswmin ctaHgapT He pac-
NPOCTPaHAETCH Ha BECb XU3HEHHbIN LIMKM, BKNHOYaa NOCTNPOM3BOACTBEHHbIA MOHUTOPWHT M NEPUOANYECKYHD
nooaepxky MPOLIECCA MPOEKTUPOBAHWA C YYETOM 3KCMNYATALUMOHHOW NMPUMOOHOCTW.

v
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BBEOEHWE k MameHeHunto 1

Tpetee uzganne M3K 60601-1-6 buino onybnukoaHo B 2010 rogy. TpeTbe uznavue obecneynno
cBoeobpa3sHbiii nepexon, koTopbli nossonset M3TOTOBUTENKD cooTeeTcTBOBaTE TPEbOBaHMAM cTaHaapTa
M3K 60601-1, cogepallero HopMaTUBHYLO ccbinky Ha MOK 60601-1-6, ucnoneays NMPOLIECC MPOEKTW-
POBAHWSA C YYETOM 3KCMNYATALMOHHOWM NPUITOOHOCTW B cootBetcTBMM ¢ MAK 62366:2007. Og-
Hako ctaHaaptT M3K 62366 cogepXuT onpeneneHHble aNeMeHThl MPoLecca KU3HEHHOro UMKNa, KOTOpbIe He
cornacytoTcs ¢ nposegeHuem TUMOBLIX UCMbITAHUN.

[laHHoe naMmeHeHue npegHasHadeHo Ang passvAacHeHus anemeHToB NMPOLIECCA NMPOEKTUMPOBAHUA
C YMETOM 3KCMNYATALMOHHOW MPUTOOHOCTMW, koTopble TpebyoTca ANA COOTBETCTBUS cTaHaapTam
cepum M3K 60601.

BBEOEHWE k NameHeHUo 2

Tpetbe nagaHve M3OK 60601-1-6 6eino onybnukosaHo B 2010 rogy v gononHeHo B 2013. C momeHTa
nybnukayum M3K 60601-1-6:2010+A1:2013 nogkomuteT 62A M3K cobupaeT npobnemHsie BONpPOCHI MO Npu-
MEHEHWI0 O4AaHHOro CTaHgapTa W3 pasnuM4yHbIX MCTOMHUKOB, BKMHOYAA KOMMEHTAPWUW OT HAUWMOHAMbHBIX KOMU-
TETOB MO cTaHaapTM3auuuK. Ha 3acegarun B Hoabpe 2015 roga B Kobe, AnNoHus, NoOKOMUTET MHULMWPOBAn
npoLecc onpeneneHns BbICOKONPUOPUTETHBLIX BOMPOCOB, KOTOpble HEOBX0OMMO y4MTbiBaTh B Monpaekax, He
poxugaack nybnukauuu yetseptoro nsgaHua M3K 60601-1-6.

MepeyeHb BbICOKOMPUOPUTETHLIX NPOBGNeMHbIX BONPOCOB 6bin 0gobpeH BOMbWWHCTEBOM B 2/3 ronocos
npefcTaBUTENSAMK HaLWOHaMNbHBIX KOMWTETOB, MPUCYTCTBOBABLUMMU W rONOCOBaBLUMMK Ha PpaHKdypTCKOM
3acegaHvu nogkomuteta 62A MOK. Ha 3acepaHuum, coctosiBlwemcs 10 oktadpsa 2016 roga, npucyTcTBYyHO-
LWKMM HaLMoHaNbHbIM KOMWUTETam BbiNo NpeacTaBneHo AeBATb BOMPOCOB. Bce OeBATb BOMPOCOB MOMyyunu
Heobxoanmoe BOoNbLIMHCTBO — 2/3 NPUCYTCTBYHLMX WU FONOCYOLWWX HAUWNOHANbHBbIX KOMUTETOB — W Bbinun
BKMNIOYEHbI ONA paccMOTpeHusa npu noarotoBke VMameHenns 2. Bce ocTaBwMecss BONPOCh! Obinn OTNOXEHDI
0115 paccMoTpeHus B YeTBepToM uagaHun M3K 60601-1-6.

MepeyeHb BbLICOKOMPUOPUTETHBIX MPOBNEMHbIX BOMPOCOB ObiNM 3a40KYMEHTUPOBaH B TEXHUYECKOM
3agaHuM Ha paspaboTky WMameHeHusa 2. [ockombKy OgaHHble Mpobrnembl TECHO CBA3aHbl C NPUMEHEHWEM
M3K 60601-1 k M3 U3OENNAM n MEOUUMHCKNM 3NEKTPUHECKMM CUCTEMAM (nanee — M3 CUC-
TEMbI), paboTta bbina nopyyeHa coBmecTHOW paboden rpynne nogkomuteta 62A M3K 1 TexHM4ecKoro kKoMu-
Teta 210 CO (CPT 4).

W3meHeHne 2 oTMeHsieT cobinkn Ha M3K 62366:2007 u 3ameHsieT ux Ha gewcTeyrowmnin MOK 62366-
1:2015+A1:2020, yctaHasnusatowmit MPOLIECC MPOEKTUPOBAHUA C YYETOM 3KCMNYATALIMOHHOW
MPUTOOHOCTMW.

[Monb3oBaTensm HacTosALWEero cTaHgapra cnegyet NOMHUTb, YTO NPV NOCTPOEHUM AATUPOBAHHbLIX CCbl-
NOK Ha KOHKPETHbIE 3NeMeHTbl CTaHdapTa, TakMe Kak onpefeneHuys, CChlfikM Ha NonpaBKn OenarTcsa TONbKO
B TOM Crny4ae, ecriv OHW M3MEeHWNU LUMTUPYyeMblid TEKCT. HanpumMep, ecnn OaeTcs Cobifka Ha onpefeneHue,
KoTopoe He BbiNo U3MEeHEHO NOMPaBKoOW, TO CChINIKa HAa NOMpaBKY He BKMOYaeTcs B 4AaTUPOBAHHYIO CChIMKY.

B HacToAwWweM cTaHgapTe MCNOoMb3yTCHA cneayowmne TUnbl WpUgToB:

- TpeboBaHuA 1 onpegeneHna — NpAMon WpndrT;

- cneundurKaLmMM UCNBLITAHUA UMM UHCTPYKUUKW MO M3MeHeHu TpeboBaHui ctaHgapta M3K 62366-1
BblgeNeHbl KYpCUBOM;

- MHGOpMAaLWOHHbIE MaTepuansl, MOABNAKLIMECS 3a NpeaenaMu Tabnuu, Takue Kak npuMedaHus, npu-
Mepbl U CChINTKK, @ TakKe HOPMaTWBHbIA TEKCT Tabnuy — WpKdT YMEHbLLUEHHOIo pasMmepa;

- TEepMUWHbI, OnNpeadeneHHble B pasgene 3, — nNponucHble ByKBbI.

B HacTtoswem ctaHgapTe cok3 «Unv» UCNOMb3YT Kak «UHKIH3WBHOE WMKW», NO3TOMY yTBEpXAeHWe
MCTUHHO Npw Nobon KoMBKMHaUKMK yCroBUA.

MaronebHble opMbl, UCMOMb3yeMble B HACTOSLLEM CTaHOapTe, COOTBETCTBYIOT MCNOMNBL30BAHWUIO, OMNK-
caHHomy B npunoxeHun H k vactn 2 Oupektue MCO/M3K. ins uenein HacTosLWero ctaHaapTa rmaronbHas
cdopma:

- «O0IMKeH» 03Ha4aerT, 4YTo cobnogeHne TpeboBaHWs UMW UCMbITAHWS ABNAeTCs 0ba3aTenbHbIM 4Ns Co-
GnogeHns HacToALWEero cTaHaapTa;

- «crnenyeT» 03HA4YaeT, uYTo cobriogeHre TpeboBaHUA MMM UCNBITAHWA PEKOMEHOYETCS, HO He SIBMSAETCS
obazaTtenbHbLIM ANs cobrniofeHns HacTosWero cTaHaapTa;

- «MOXeT» UCMOoMb3yeTcs AN onncaHus JoNyCTUMOro cnocoba gOoCTMKeHUs COOTBETCTBMA TpeboBaHu-
M UKW UCTMBITAHUAM.

3ee3gouka (*) B Ka4ecTBe NepBOro CMMBOIA 3aronoBKa unu B Hadane absaua unu 3aronoBka Tabnuubl
YyKa3blBAaEeT HA Hanu4ne yKasaHuin unvm oboCHOBaAHUNA, CBA3AHHBLIX C 3TUM MYHKTOM, B NPUMOXEHUN A.

V
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NOCT P M3K 60601-1-6—2025

HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

UW3OENMNA MEOWUUWHCKUWUE SNEKTPUYECKHUE
YacTtbe 1-6

O6wue TpeboBaHuna 6e3onacHOCTU
C Y4eTOM OCHOBHbIX (PYHKLMOHaNbHbIX XapaKTepPUCTHUK.
OdononHWTenbHbIA cTaHgapT

SKCNNYATAUMOHHAA NPUITOOHOCTDb

Medical electrical equipment. Part 1-6. General requirements for basic safety and essential performance.
Collateral standard. Usability

Oarta BeegeHna — 2025—09—01

1 ObnacTb NPUMEHEHUA U Lenb, OONONHUTESNIbHbIE U YaCTHbIe CTaHAAPThbI

1.1 *ObnacTb NpPUMeHeHUsA

Hactoawwmi craHgapT yctaHaenuaeT NPOLECC, eoinonHaembin M3TOTOBWUTEJIEM gns aHanuaa,
KOHKpeTusauum, paspaboTkn v oueHmsaHus IKCMNYATALMOHHOW MPUIOOHOCTW, cessanHoi ¢ OC-
HOBHOW BE3OMACHOCTLK u OCHOBHbIMU ®YHKLUMOHANBHbLIMWA XAPAKTEPUCTUKAMW MEOW-
LUMHCKMX SNEKTPUYECKMX USOENUWN (nanee — M3 U3OENNI).

MPOLIECC MPOEKTUPOBAHUA C YYETOM J3KCMNYATALUMOHHOW MPUIrOOHOCTWM noasonset
oueHnBaTh 1 cHwkaTb PUCKW, BbisBaHHbIe npobnemamu IKCMNYATALIMOHHOW NMPUMOQHOCTW, ceazaH-
Heimu ¢ TTPABUITBHOM SKCITYATAUMENM n OWWMBEKAMW 3KCMNYATALWMW, To ectb ¢ HOPMATNBLHOW
SKCMNYATALUMEW. OH MOKET NPUMEHATLCA ANS WOSHTUDUKALKMMK, HO He AN OLEHWUBAHWA WM CHUKEHWS
PUCKOB, cBsizaHHbix ¢ HEHOPMATbHOW SKCMNYATALMEN.

Ecnu nonHocTbio cobniogaetca MPOLECC MPOEKTUPOBAHWA C YHYETOM QKCMITYATALMOHHOW
MPUTOOHOCTW, nogpobHO onMcaHHbIA B HACTOALLEM AOMOMHMTENLHOM CTaHgapTe, To cBAszaHHaa ¢ OC-
HOBHOW BE30MACHOCTLI n OCHOBHBLIMW ®YHKLIMOHATNBHLIMU XAPAKTEPUCTUKAMM 3KCINY-
ATAUMOHHAA NMPUITOAHOCTb cootsetcTBytoWwero M3 M3OENNA cunTaetcs gonyctumon, ecnv He byget
nonyvyeHo OBBEKTWBHbLIX CBUOETENBCTB obpaTHoro.

MpumeyvyaHune — [aHHble OEBEKTWMBHbBIE CBUOETENLCTBA moryT BnocneacTeumn ObiTe NOMy4YeHsbl B pe-
synerate MOCTMNPOU3BOOCTBEHHOIO HabniogeHus (MOHUTOPWUHIA).

1.2 Uenb npumeHeHus

Llens HacTosiLiero ctaHgapta COCTOMT B TOM, YTOBLI KOHKPETU3upoBsaTh obline TpebosaHus, KoTopble
ABMNSTCA AOMOMNHUTENbHLIMU K TpeboBaHuAM obliero ctaHgapTa W ChyaT OCHOBOW ANsl YacTHbIX CTaH-
0apToB.

1.3 CBA3b c gpyrumu cTtaHgapTamu

1.3.1 M3K 60601-1

Ona M3 M3OENWIA HacTosIWMi 0ONONHUTENBHBIN cTaHgapT siBnsetca gononHaowmum kK MGK 60601-1.

Mpwu ccbinkax Ha M3K 60601-1 unu HacToAWwMiA ONONMHUTENBHLIA CTAHAapPT, NO OTAENBHOCTU UMK B CO-
YeTaHWuW, NPUHATLI cnegyowme obo3HavYeHns:

- «0BLWKWI cTaHOapT» — Tonbko AnA obosHadeHns M3AK 60601-1, Bknoyas nobblie N3MeHeHWs;

MapaHune ochbuumnansHoe
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- «HACTOSWWIA OOMNOMHUTENbLHBLIA CTaHOApPT» — TOMbKo AONS 0603HAYeHWs HaCTOsLWEero ctaHpapTa
M3K 60601-1-6, Bknto4as nobblie U3MEHEHUS;

- «HacToAWMIA cTaHgapT» — Ana obo3HauYeHUA KoMnnekca obuiero ctaHgapTa M HacToALWEro AoNOMHM-
TenbHOro cTaHgapTa.

1.3.2 YacTHble cTaHgapThl

TpeboBaHUA YaCcTHOrO CTaHgapTa UMET NPUOPUTET MO OTHOLIEHMWIO K COOTBETCTBYIOLLMM TpeboBaHUsaM
HaCcTOSALWEro AONONHUTENBHOIO cTaHaapTa.

2 HopmaTtuBHbIe CCbIJIKU

B HacToswWwem cTaHgapTe UCNonb30BaHbl HOPMATUBHbBIE CCbINKK HA cnegywuue CtTaHoapThbl [ans patu-
POBaHHbLIX CCbIITOK MPUMEHART TOJTbKO YKa3aHHOe n3fgaHue CCbINMoYHOro CtaHgapra, and HegatupoBaHHbIX —
nocnegHee magaHue (BKJ'IPD‘-IEF! BCe MEMGHGHMH)]Z

MpumMmeyaHue — CChbINKM Ha JOKYMEHThLI, yKasaHHble B TpeboBaHMAX HACTOSLLEro cTaHaapTa, yCTaHaBnMBakT
cnocob NpUMeHeHus (B LEnoM Mu 4acTUYHO).

IEC 60601-1:2005, Medical electrical equipment — Part 1: General requirements for basic safety and
essential performance (M3genua meaonunHckue anektpudeckue. Hacte 1. O6ine TpeboBaHua 6esonacHoCcTH
C YY4ETOM OCHOBHbIX (DYHKLMOHANbHBIX XapaKTepucTuk).

Amendment 1:2012

Amendment 2:2020

IEC 62366-1:2015, Medical devices — Part 1: Application of usability engineering to medical devic-
es (M3penua meguumnHckne. Yacto 1. [NpoekTupoBaHne MeaULIMHCKUX M3OENWiA C Y4eTOM SKCnnyaTaunoHHON
NMPUIrOAHOCTHN).

Amendment 1:2020

ISO 14971:2019, Medical devices — Application of risk management to medical devices (MN3genusa me-
anunHckue. MNMpuMeHeHWe MeHegKMeHTa pucka K MeaULUMHCKUM N3genmsam)

3 TepMuHbI U onpegeneHns

B HacTosiwem cTtaHgapte npuMeHeHbl TepMuHbl no IEC 60601-1:2005+A1:2012+A2:2020,
M3K 62366-1+A1:2020, ISO 14971:2019, a Takke cnegyrwline TEPMUHbLI C COOTBETCTBYHOLLMMMK ONpeae-
NEHUAMM.

I punMevYyaHne — YKazarternb TEPMUHOB NpuBeaeH B KOHLUE HacTOoALWEro CtaHaapTa.

3.1 *MHTEP®ENC ONEPATOPA (OPERATOR INTERFACE): CpeacTea, ¢ MOMOLLbI0 KOTOPbIX NPOMC-
xoouT B3aumopencteue ONMEPATOPA n M3 U3OENAA.

Mpumevanune 1— COMPOBOOUTENBHAA OOKYMEHTAUWA cuntaetca yacteto M3 U3OENWA n ero NH-
TEP®EWCA OMEPATOPA.

MpumevaHue 2—UMHTEPPEWNC OMEPATOPA skntovaeT Bce anemexThl M3 U3JENWNA, ¢ koTopbIMK B3aUMO-
pencteyeT OMNEPATOP, Bkntoyas kak dusunyeckune acnektel M3 MBOENNUA, Tak n Buoeo/ayguo/TakTuneHble oTobpaxeHna
W HE OrpaHU4YMBaETCH NPOrpaMMHBIM MHTEPdDERCOM.

Mpumeyvyanune 3— [Onauenen HacTodawero ctaHgapta USTOTOBUTESb MoxeT paccmaTpuBaTbh KOMBMHALMIO
M3 M3OENWA n opyroro obopynoeanns kak equHblin MHTEPG®EWNC OMEPATOPA.

Mpumeuvanne 4 — Cm MIK 62366-1:2015, 3.26.

3.2 NPO®UNb ONEPATOPA (OPERATOR PROFILE): KpaTkoe onucaHwe yMCTBEHHbIX, (DU3NYECKNX
1 gemorpadudeckux ocoberHocTern MPYTMBlI ONMEPATOPOB, a Takke XapakTepWuCTUK, TAKUX Kak 3HaHuUS,
HAaBLIKWM U CNOCOBHOCTK, KOTOPLIE MOTYT MOBMNUSATL HA NPOEKTHLIE PELLUEHUS.

[M3K 62366-1:2015+A1:2020, 3.29, nameHeHo — «PYTIMA MONbL3OBATEJIEM» 3ameHeHo Ha «TPYT1-
MA ONEPATOPOB»]

3.3 T'PYNNA OMNEPATOPOB (OPERATOR GROUP): CosokynHocTe ONMEPATOPOB, oTnmyatoLwmxcs
o1 apyrux ONEPATOPOB thaktopamu, KOTOpble MOryT NOBMAWATE Ha MX B3aumogencTteue ¢ M3 UM3OENMEM.

Mpumevyanune — OTtnmuntencHele YepTel MPYTT OMNEPATOPOB moryT BKNo4aTe BO3PACT, KyNETYpPY M ONbIT.

[M3K 62366-1:2015+A1:2020, 3.25, nameHeHo — «[lOJIb3OBATEJIb» 3ameHeHo Ha «OMEPATOP»,
«MEOVMUWMHCKOE WU3OENME» — Ha «M3 M3OENME»]
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4 OO6wme TpedboBaHUA

4.1 *YcnoBus npumeHeHus TpebosaHui k M3 NU3OENUAM

M3 U3OENWE pom«Ho obecnevnsaTtb goctatovHyo SKCMNYATALUMOHHYHO MPUTOOHOCTD, 4ToObI
PUCKW, BosHukatowme B peaynstate HOPMAJBHOW SKCMNYATALIWW, T. e. MPABWITbHOW 3KCTMYATA-
LUK u OWWNBKI SKCINYATALUWW, aenanvce gonyctumbiMi. Cum. Takxke 7.1.1 n 12.2 obuero ctaHgapra.

Coomeemcmeue daHHOMY MyHKmMy deMOoHCcmpupyemcs ebinonHeHuem mpeboesaHull 4.2, a makxe Opy-
2ux nodpasdenos u nNyHKMoe Hacmosweao AoNoaHUMensHo20 cma+Hdapma.

4.2 *NMPOLUECC NMPOEKTUPOBAHWA C YYETOM 3KC|'|J'|YATAL|MOHHO|7| NMPUrOOHOCTHU
ans M3 U3OENUA

NomxkeH 6biTb BoinonHeH NMPOLECC MPOEKTVMPOBAHMA C YYETOM 3KCMNYATALMOHHOW MNPUK-
MOOHOCTW B cooTtBetcTBUKM ¢ M3AK 62366-1:2015+A1:2020, 33 UCKMKYEHNEM:

- MMaHWpoBaHWA K NpoBedeHns npoussogcTeeHHoro n NOCTMPOWM3BOLCTBEHHOIO moHuTOpUHIra B
koHTekcTe npumeHerus NMPOLIECCA NPOEKTUPOBAHMA 3KCMNNYATALMOHHOW NPUIOQHOCTMU B pam-
kax MCO 14971;

- nogaepxanus NMPOLIECCA MNMPOEKTUPOBAHMA C YYETOM 3KCIMNYATALMOHHOW MPUIOL-
HOCTW.

Mpwn npumeHeHnn M3K 62366-1:2015+A1:2020 TepMUHbLI HACTOALLErO AOMNONHMTENBHOro cTaHgapTa, a
Take TepmuHbl M3K 60601-1:2005+A1:2012+A2:2020 gomxHbI MCNONb30BATLCA cnefyw M obpasom:

- TepMuH «COMPOBOOWNTENBHAA OOKYMEHTALMA» ponxeH MMeTb TO Xe 3Ha4YeHue, 4To U
«IKCMNNYATALUMOHHbBIE QOKYMEHTbI»;

- TepmuH «MEOMUMHCKOE M3OEJTME» nonxeH MMEeTb TO e 3HadyeHue, Yto n « M3 M3OENWE»;

- TepmuH «NOJIb3OBATE/SIb» gomkeH uMeTb TO ke 3HadeHne, 4To u «ONMEPATOPy;

- TepmuH «MALWMEHT» gomkeH BknoYaTh KMBOTHBIX;

- TepmuH «BE3OTNMACHOCTb» gomkeH uMeTb To e 3HadeHue, 4to 1 OCHOBHAA BE3OMNACHOCTb
n OCHOBHBbIE ®YHKUMOHATNBHBLIE XAPAKTEPUCTWKIA;

- TepmuH «PYMMA NMONb3OBATENEW» gomkeH uMeTb To e 3HadeHue, 4to u «PYIMMA OMNEPA-
TOPOB»;

- TEPMUH «MONb3OBATENbCKNA MHTEP®PEWMC» nomkeH MMeTb TO e 3HadeHue, 4to u «MHTEP-
®ENC OMEPATOPA»;

- TepmuH «MPO®UIb MONB3OBATENNA» gonmkeH MMeTb TO e 3HadveHune, 4To U «[MPODKIIb OMNEPA-
TOPA».

Coomeemcmasue nposepsemcs nocpedcmeomM oueHku atna NPOEKTUPOBAHWA C YYETOM
SKCMNYATAUNOHHOW MPUIOAQHOCTH. Ceudemenscmea coomeemcmeuss daHHOMY MyHKMY U ecem
mpeboeaHusaM Hacmosweso cmaHdapma, omHocsawuMcsa K oyeHke ¢hatina NNPOEKTUPOBAHWA C YYE-
TOM 3KCMITYATALUMOHHOM MPUrOAHOCTU, cuumaromes sanudHeimu, ecrnu M3rOTOBUTESb npode-
MoHcmpupoegan coomgemcmeue cmaHdapmy M3K 62366-1:2015+A1:2020.

5 COMNPOBOOUTEINbHAA NOKYMEHTALIUA na M3 U3OEJIUE

WHCTpyKUMKM No aKkcnnyaTaunm SOSBKHbl BKKOYaTh KpaTkoe onvcaHue M3 U3OENWA, ero domandeckne
NpYMHUKUNEl paboTel, a TaKke BaxHble U3mMdeckre M (PYHKLUNOHaNbHbIE XapakTepUCTMKN, OTHOCALLMECS K ero
npuMeHeHnto. [JaHHaa nHdopMaunusa Takke OOMmKHa OblTb BKIHOYEHA M B TEXHUYECKOE OMMCaHWe, ecri OHO
npeacTaBnseTcsa B BUAE OTAENbHOM0 4OKYMEHTA.

MpumeyaHune — BaxHOM Uenbio gaHHOTO onMucaHua aenaetcs nomolle OMNEPATOPY B pa3spaboTke npaBunb-
HOW MeHTanbHoi Mogenu M3 M3OENNA.

WMHcTpyKkuMm no akcnnyaTtauuy JOMKHbl cojepXaTtb kpaTkoe nanoxeHuwe CMNEUUNPUKALMKM TMPUME-
HEHWA, kak ykazaHo B MOK 62366-1:2015+A1:2020, 5.1.
Coomsemcmeue nposepsiemcs NocpedcmaeoM OUeHKU ConposodumensHol 0oKyMeHmayuu.
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MpunoxeHune A
(cnpaBo4Hoe)

ObLwwee pykoBogcTBO U 060CHOBaHUe

A.1 BeegeHue

HaCTOHI.LI,ee NPUNOXeHNe COOEepPXKUT KpaTkoe oBocHOBaHME BaXHbIX Tpe6OBaHMI7'I HacToAwerco OononHUTenbHoOro
CTaHgapTa. LleJ'IbIO JATOro NPUNOXEHNA ABNASTCA COﬂeﬁCTBME SCbCpBKTHBHOMy NMPUMEHEHWKD HAacToALWero JonofIHUTENbHO=
ro CrtaHgapTa nocpedcTtsom obocHoBaHusA TpeGDBEHMIT’] 1 obecneyeHun AONONHUTENBHBIMW PYKOBOOALLMMK YKa3aHNAMMK.

A.2 OBocHoBaHue TpeboBaHWK OTAENbHLIX pa3genos U nogpasnenoB

Hwxe npuBeneHbl 060CHOBaHNA KOHKPETHBIX MOMOXKEHUIA U NOANMYHKTOB HACTOALLEND AOMOMHWTENBHOMO CTaHAapTa,
HOMepa KOTOpbIX COBMNaaatoT ¢ HOMepaMu NyHKTOB W NOAMYHKTOB B TEKCTE JOKYMEHTA.

Moapazgen 1.1 O6bnacTb NpUMeHEeHUA

HacTosawwumii AONOnHUTENbLHLIN cTaHaapT yaenseT ocoboe BHMaHne AKCMNYATALIMOHHON MPUFOOHOCTH
B oTHoweHnn MHTEP®ENCA OMNEPATOPA gna M3 M3OENWA. B obwem cnyuyae IKCMIYATALUMOHHAA MPK-
MOOHOCTL BkntovaeT B ceba Takvme xapakTepHble Npu3Haku, kak yaoenetsopeHHocTe OMNEPATOPA n SOOEKTUB-
HOCTb. [laHHble xapakTepucTukn MoryT 6eiTh ceazaHsl ¢ OCHOBHOW BE3OMACHOCTLIO nnv ¢ OCHOBHbLIMKA
OYHKUMOHATNBbHBIMW XAPAKTEPUCTUKAMI M3 N3OENWA. YXyalweHne aTUX XapakTepPUCTUK MOXET YBEMYUTb
BepoaTHOoCTE OLWMBKIA SKCMNYATAUMW. XapakTepucTuki, KOTOpble HEe paccmaTpuBalOTCA, MOTYT BKMOYaTb, Ha-
npumMmep, actetTuyeckoe ucrnonHeHne M3 M3OENNA unn konuyecTBO NCNONMb30BaHHLIX PECYPCOB.

Onpeaenenue 3.1 UHTEP®EWUC OMEPATOPA

MHTEP®EWC OMNEPATOPA BkItovaeT Bce cpeacTsa KoMMyHMKaLmn mexay M3 M3OENMEM n OMEPATOPOM, a
Tarke mexay ONEPATOPOM n M3 U3OENUMEM. K atum cpeactBaM OTHOCHATCS, HO HE OrpaHUYMBakTCA UMMK:

- anemeHTbl, TpebyLine pyYyHOoro ynpaeneHus;

- kabenu v TpybKM AN NOAKMHYEHNS,

- akceccyaphbl (NMpUHAANEXHOCTH);

- pyYKu;

- ycunus, Heobxoaumble ANs NEPEMELLEHMS Tpy3a;

- BbicOoTa pabo4el NOBEPXHOCTH;

- pasMepsbl, BMMALLLWE Ha TpebOBaHUA K JOCAraeMoCTH;

- mapkupoeka n CONMPOBOOUTENbHAA JOKYMEHTALNA,

- BUOEOOWCHNEew;

- KHOMKMW ynpaeneHus;

- CEHCOpHbLIE 3KPaHbI;

- 3BYKOBble, BUOpPaUWOHHbIE, TaKTUMNbHbIE W BU3yanbHble CUrHanbl Ana nHpopmmuposaHus ONEPATOPOB;

- pacno3HaBaHue ronoca;

- Knaemwartypa v MbllLb;

- TaKTWSIbHbIE 3NEMEHTbI YNPaBneHus.

Moapazgen 4.1 YcnoBua npumeHeHusn TpeboBanHui k M3 U3OENUAM

HacToswwuin gononHuTeneHbIA cTaHaapT yctaHaenveaeT TpebosaHua B oTHoweHun PUCKOB, cBA3aHHbIX C 3KC-
nnyataumMen unu npumeHeHnem. lMNMpegnonaraeTcs, YT0 Npu BbiNoOMHEHUM aTnx TpeboeaHuh OCTATOYHbLIE PUCKWK, cesa-
3aHHble C 3KcnnyaTaunern/npuMeHeHnemM, JOMKHbI cyMTaThea gonyctuMbiMin npu otecyTeTBun OBbEKTUBHbLIX CBWOE-
TENBCTB obpatHoro. JaHHoe yTBepxaeHwe cnegyet u3 4.2 obwero ctaHgapTa, B KOTOPOM YKa3aHo, YTo «B Cnyyasx,
Korga HacToALWMA cTaHgapT Unu nboi M3 AONOMHUTENBHLIX UMW YACTHLIX CTAaHOAPTOB YCTaHABMMBAOT Nogaalolnecs
nposepke TpeboraHua, kKacawLwmeca KoHkpeTHbIx PUCKOB, a ykazaHHble TpeboBaHWsi OKa3biBaTCA BbINONMHEHHBIMU, TO,
kak npegnonaraetcsa, OCTATOYHBIE PUCKW, koTopbiM COOTBETCTBYHOT 3TW TpeOOBaHWUSA, AOMKHBI CYMTATLCH OOMNYCTUMbI-
Mu npu otcyteTeun OBbEKTUBHbLIX CBMOETENBCTB obpaTtHoro».

Kputepuu gonyctumoctin PUCKA onucanbl B nnane MTOMOBOIMO OUEHBAHIAA, koTopbin ycTaHaBNMBAET KpUTe-
puM Ans onpegenexns Toro, Yyto MHTEP®EWC ONEPATOPA MoXHO Ucronb3oBaTh 6e3onacHo.

Moppazaen 4.2 NPOLECC NMPOEKTUPOBAHUA C YYETOM 3KCNNYATALWOHHOW NPUIOOHOCTU gna
M3 U3OENUA

[MepBas pegakums HacTosLero OONONHUTENBHOMO cTaHdapTa 6eina wagada B 2004 rogy 1 ycraHaenueana MNPO-
LIECC MNMPOEKTUPOBAHMA C YYETOM 3KCMNYATALWMOHHOW NPUrOOHOCTM npumenuTtensHo k M3 UM3OENWIO.
Bropas pepaxkunsa 6bina u3gada B 2006 rogy v npegHasHadanach AndA NpyuBeAeHWsA B COOTBETCTBME HACTOALLErO AOMOM-
HWTENBHOrO cTaHaapTta TpeTbemy maganuto MBK 60601-1 — npenmylecTBeHHO Ana BknrodeHua B MOK 60601-1:2005
TpeboBaxui rno npoeegeHuio NPOLECCA MEHEOXMEHTA PUCKA B cooTBeTCcTBMM ¢ TpebosaHuammn MCO 14971. MNMPO-
LIECC MPOEKTWMPOBAHWMA C YYETOM IKCMNYATALIMOHHOW MPUIOOHOCTW, onvcaHHbIi B Nepeoil peaakLuu
M3K 60601-1-6, Bo BTOpOW peaakuuu Bbin M3MeHeH.
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Bckope nocne ny6nukauuu B 2004 rogy M3K 60601-1-6 nogkomuteT 62A M3K copmupoBan oObeauHEeHHbIR ¢
TexHudeckum komutetom 210 NCO npoekt ans paspaboTku obuwero ctaHgapta Ha NMPOLUECC NMPOEKTUPOBAHUA C
YYETOM 3KCMNYATALMOHHOW NMPUIOOHOCTW, npuMmeHumsilii ko Becem MEOULIMHCKM U3OENUAM, kak onpene-
NeHO B cTaHdapTe Ha cucTeMbl MeHemkMeHTa kadectBa MCO 13485:2003. PesynstatoM B3auMOAeNCTBUA NogkoMuTeTa
62A M3K u texHnuyeckoro komuteta 210 MCO ctan npoekTt ctaHgapta M3K 62366:2007 B oTHoweHun SKCIYATALM-
OHHOW MPUIOOHOCTH.

Xota MPOLIECC MPOEKTWUPOBAHWMA C YYETOM 3KCMNNYATALIMOHHOW MPUMOOHOCTW, M3noXeHHbIN B
M3K 62366, siensaetcs 6onee coBeplleHHbIM B cpaBHeHUK ¢ aHanoruyHelm NMPOLIECCOM eToporo nsgaHusa M3K 60601-
1-6, aTo npuHuMnuanesHo ToT e NPOLUECC.

O6nactb npumeHeHns ctaHgapta M3K 60601-1 n HacToAWEro 4ONONHUTENBHOTO CTaHAapTa orpaHUYMBaEeTCcsH Npo-
BeneHuem TUMOBBLIX UCMbITAHUWA M3 W3OENWUA 1 He pacnpocTpaHSeTcs Ha MOHUTOPUHT JXW3HeHHoro uukna. Mo
3TOW NPUHMUHE MOHWUTOPUWHT NPOM3BOACTBEHHOM M NOCTNPOM3BOACTBEHHOW MHCDOpMaLWK B COOTBETCTBMMK C TpeboBaHuAMM
NCO 14971 unckniouer n3 npouecca NMPOEKTUPOBAHKMA C YYETOM 3KCMNYATALMOHHOW NMPUMOAHOCTW, onu-
caHHOro B HacTodleM ctaHaapte. TpebosaHue M3K 62366-1 o nepuoauyeckon nogaepxke NPOLIECCA MNMPOEKTUPO-
BAHWA YOOBCTBA NCIMNONBb30OBAHWA Takke ncknioveHo.

Kak n npu npumeHeHun NMPOLUECCA MEHEIXXKMEHTA PHUCKA, ocHoBHoi ctaHgapT Ha NMPOEKTUPOBAHWE C
YYETOM 3KCMNNYATALUMOHHOW MPUMOOHOCTU ycTaHaBnmBaeT HEOBXOOAMMOCTb NPUMEHEHUA MHOTHX, HO HE BCex
nonoxeHun sTopoi pegakunn M3IK 60601-1-6. Hanpumep, M3K 62366 onpegensiet MNOJIB3OBATENA kak «nuuo, uc-
nonbaytollee, T. e. npumeHswowee, MEOULUIMHCKOE N3OEJTME nnu BeinonHsoLwee AeUCTBUSA C HUM» . ITO onpeaeneHue
BKMIOYAET TaKXKe MuL, KOTOopble MPOBOAAT OYUCTKY, TexHu4eckoe obcnyxueaHuve unu moHtax MEOWUMHCKOIO U3OE-
A, B M3K 60601-1:2005+A1:2012+A2:2020 nuua, BeinonHawwme atn dyHkuuK, onpegenersl kak OBCITYXXUBARD-
LA NEPCOHAN. [lanHbIi noapasnen cTaHaapTa ycTaHaBnMBaeT cBsab Mexay o6wmmm Tpebosannamn MAK 62366-1 «
MPOLECCY U KOHKPETHLIM NpuMeHeHnemM M3 M3OENNA.
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AndaBUTHbIW YKa3aTenb TEPMHUHOB

BA30OBAA BE3OIMACHOCTb

BE3OMNACHOCTb

PYTINA OMNEPATOPOB

FPYTMNA NOMNb30BATENEN

YKNBHEHHBLIA LK

N3rOTOBUTENDL

WHTEP®ENC OMEPATOPA

NH®OPMALIMOHHBIA CHUTHAN

MTOMBOE OLIEHMBAHWE

MEOWLUMHCKOE N3OENWE

MEOWMUNMHCKOE 3NEKTPUYECKOE U3AENWME (M3 UBOENKNE)
MEHEIPKMEHT PUCKA

HEHOPMANBHAA SKCIMNNYATALUWMA/MNPUMEHEHWNE
HOPMAIBbHAA SKCINYATAUMA/NMPUMEHEHWE
OBCINY>KUBAIOLLWMIA MEPCOHAN

OBBEKTMBHOE CBUAETENLCTBO

OMNEPATOP

OCHOBHbBIE ®YHKUMOHATbHBLIE XAPAKTEPUCTIKIA
OCTATOYHbIW PUCK

OLWWMBKA SKCINYATALUWMW/TIPUMEHEHINA

MALUMEHT

MOJIb30OBATESb

MONL3OBATENLCKNW MHTEP®ENC
MocTnPON3BOOCTBO

MPABUNBbHAA SKCINYATALINA

MPOEKTUPOBAHWE 3KCMNNYATALMOHHOW MPUrOOHOCTM
MPO®UINb OMNMEPATOPA

MPO®WINbL NOJNIb3OBATEINA

MPOLECC

PWUCK

CUrHAN TPEBOI'M

CHNCTEMA CUTHATTM3ALMN

COlNPOBOOWNTENBHAA OOKYMEHTALINA
CNELUNOUKALMA SKCTNYATALINIA

TECTUPOBAHMWE JKCMIYATALMOHHOW MPUTOAHOCTA
THUMOBOE WCIMNbITAHWE

®ANN MPOEKTUPOBAHMUA 3N

POPMUPYHOLWEE OLEHVMBAHWE
SKCIMNNYATALMOHHAA MPUIOOHOCTL (3M1)
QPPEKTUBHOCTL
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MpunoxeHne OA
(cnpaBo4Hoe)

CBEAeHHﬂ O COOTBETCTBUU CChLINOYHEIX MeXAyHapoOHbIX CTaHOApPTOB
HauWOHanbHbIM U MeXrocygapcTtBeHHbIM CTaHAapTaMm

Tabnuua OA.1

Ob6o3Ha4YeHNe CChINOYHOMo CreneHs ObosHa4eHWe 1 HaMMeHOBaHNe COOTBETCTRYIOLLErO HaLUMoHaNsHOMo
MeXYHapOAHOro cTaHaapTa | COOTBETCTBUS N MEXIocyAapCcTBEHHOro cTaHaapTa
IEC 680601-1:2020 IDT MOCT IEC 60601-1—2024 «W3pgenusa meauuuHCKMEe 3neKTpUYecKue.

YacTtb 1. Obwume TpeboBaHWss 6e30MacHOCTM C Y4ETOM OCHOBHbIX (DYHK-
LMOHamNbHBIX XapakTepuUCTMK»

|EC 62366-1:2020 IDT MOCT P M3K 62366-1—2023 «M3genua meauuuHckue. Yacte 1. MNpoek-
TUPOBaHWe MEOWLMHCKMX U3OENWA C Y4ETOM 3KCMNyaTauMoHHOW npurog-
HOCTU»

ISO 14971:2019 IDT MOCT ISO 14971—2021 «M3penua meguunHckme. MNpuMeHeHne MeHexK-

MEHTa PUCKa K MEOANLWMHCKUM U3genmnams»

MpumevyaHwme — B HacToAwei Tabnuue UCNONb30BaHO CredyloLlee YCrnoBHOe 0D03HavyeHWe CTEMeHW COoOoT-
BETCTBUS CTaHpgapTa:
- IDT — vaeHTU4HBIN cTaHaapT.
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Bubnuorpadun

[11 IEC TR 62366-2 Medical devices — Part 2: Guidance on the application of usability engineering to medical devic-
es (Mapgenus meguumHckune. YacTe 2. PykoBOACTBO MO NPUMEHEHWIO NMPOEKTUPOBaHUA MegULIMH-
CKWX N30EeNUiA C y4eTOM 3KCNNyaTalMoHHOM NPUrogHOCTH)

[2] 1SO 14155 Clinical investigation of medical devices for human subjects — Good clinical practice
(KnuHnyeckme nccnegoBanva MeOWLUMHCKMX W3Oenuii, NMpoBoAMMbIE C y4acThem 4eroBeka B
kayecTBe cybbekTa. Hagnexalan KnMHWYecKkasn npakTmika)
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YK 006.83:006.354 OKC 11.040.01

KnioyeBbie crnoBa: MeguUWHCKUe W34envsi, NPOeKTMpoBaHue 1M pa3paboTka, pUcK, 3KCnnyaTauuoHHasa npu-
ro4HOCTb, YenoBevyecku pakTop, Nofb30BaTeNbCKUN UHTepdENC
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