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Mpeancnoeue

1 MOOTOTOBIEH ®enepanbHbIM rocyAapCTBEHHBIM ABTOHOMHbLIM Hay4HbIM ydpexaeHueMm «LleH-
TpanbHbIA HAYYHO-UCCMNEeA0BATENbCKUI U OMLITHO-KOHCTPYKTOPCKUIA UHCTUTYT POBOTOTEXHUKM Y TEXHUYECKON
knbepHetmkun» (LULHWM PTK) Ha ocHoBe coBcTBEHHOMO NepeBoaa Ha PYCCKMIA A3bIK aHrMoA3bl4HOW BEpCUn 40-
KYMEHTA, YKa3aHHOro B NyHkTe 4

2 BHECEH TexHu4eckum koMuTeToM no ctaHgaptusaunn TK 141 «PoboToTexHuka»

3 YTBEPX/EH W BBEAEH B AEVCTBWE Mpukasom defepansHOro areHTCTea Mo TEXHUYECKOMY pe-
ryNMpoBaHuio U MeTponorun oT 15 ceHTabpa 2023 r. Ne 857-c1

4 HacTtodAwmMi cTaHaapT ABNAETCA MOAUMULMPOBAHHBIM M0 OTHOLLEHUIO K MEXOYHAaPOOHOMY JOKYMEHTY
IEC/TR 60601-4-1:2017 «W/3genus meguumMHCKMe anekTpudeckne. Yacte 4-1. PykoBOOCTBO U MHTepnpeTa-
uusa. MeguumHckme anekTpuyeckne n3genus U MeguuMHCKWE aNekTPUYeckne CUCTEMBI C HEKOTOPOIW CTENEHbH
aBToHoMHocTuy (IEC/TR 60601-4-1:2017 «Medical electrical equipment — Part 4-1: Guidance and interpre-
tation — Medical electrical equipment and medical electrical systems employing a degree of autonomyy,
MOD) nyTem BHECEHUA TEXHUYECKUX OTKMOHEHWI, 0DbACHEHWE KOTOPbIX NPUBEAEHO BO BBEAEHUM K HACTOS-
LeMy cTaHaapTy, a Takke nyTem U3MeHeHWUsi ero CTPYKTYpbl ANA NPUBEAEHWUA B COOTBETCTBME C NpaBunamu,
yctaHoBneHHeiMu B TOCT 1.5—2001 (nogpasgens! 4.2 n 4.3).

HavumeHoBaHue HacTosAWwero craHgapTa M3MeHeHO OTHOCHMTENbHO HaWMEHOBaHUA YKasaHHOro mexay-
HapogHoro gokymMeHTa ansa npuseneHus B cootBetcTBue ¢ TOCT P 1.5—2012 (nyHkT 3.5) v gng yBA3ku c
HaVMeHOBaHWAMK, NMPUHATBIMKM B CYLLECTBYIOLWEM KOMMNNeKce HauuoHanbHbIX cTaHgaptoB Poccuinckon de-
aepauumu.

ConocTtaBrneHuWe CTPYKTYpbl HACTOSALWEro cTaHgapTa CO CTPYKTYPOW YKa3aHHOro MexayHapoaHOoro Ao-
KymMeHTa NpuBefeHO B OOMNOMHMTENBHOM npunoxeHnn OA.

CeefeHuns 0 COOTBETCTBUM CChINOYHBLIX HALMOHAMBHBIX U MEXroCyAapCTBEHHbIX CTAHAAPTOB MeXayHa-
POAHBLIM CTAH4ApTaM, UCMOMNb30BaHHBIM B KA4YECTBE CChIIOYHbLIX B MPYMEHEHHOM MEXAYHapOAHOM cTaHgap-
Te, NpUBEAEHbI B LONONHUTENIBHOM npunoxeHun Ob

5 BBEJEH BIEPBbIE

lNpasuna npumMmeHeHUss HacmosAweao cmaHdapma ycmaHosfeHbl 8 cmambse 26 @edepanbHOz0 3aKoHa
om 29 uroHsa 2015 2. Ne 162-03 «O cmandapmu3sauyuu e Pocculickol ®@edepayuu». MHgopmayus ob us-
MeHeHUSX K HacmoswemMy cmaHO0apmy nybrukyemcs 8 exez00HOM (0 COCMOSHUK Ha 1 AHeaps meKyuwieao
e2o0a) uHghopmayuoHHOM ykazamene «HayuoHansHele cmaHndapmel», a oguyuanbHbil Mmekcm uamMeHeHul
U onpagoK — 8 EXEeMeCHYHOM UHOpMauUOHHOM ykalamene «HayuoHanbHbie cmaHOapmel». B cnydae
rnepecMmompa (3aMeHbl) unu ommMeHbl Hacmosauweao cmaHdapma coomeemcmayrouwee ygedomneHue bydem
onybnukosaHo 8 bnuxaluweMm 6binycKe eXeMecsyHo20 UHOPMaUUOHHO20 ykasamesns «HayuoHanbHble
cmaHOapmbi». Coomsemcemayoujasa UHGopmayus, yeedoMIeHUe U MeKCmbl pa3Mewaiomcs makxe 8 UH-
hopmalUoHHOU cucmeme obuieao nob308aHuss — Ha oguuuansHoM calime @edepanbHo20 azeHmemea no
MEexHUYeCcKOMy peaynuposaHuto U Memponoauu 8 cemu MHmepHem (www.rst.gov.ru)

© IEC, 2017
© OdpopmneHue. ®IBY «UMHcTUTYT cTaHgapTuzayuny», 2023

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO MMM YACTUYHO BOCMNpPOU3BEOEH, TUPaXXMNPOBaAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OCbMLI,VIElJ'IbHOFO n3gaHumsa bea pa3peleHunsa d)e,qepaanorG dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

TpeboeaHua ctaHgaptos komnnekca FTOCT P 60 pacnpocTpaHstoTcsa Ha poboTel U poboTOTEXHUYECKUE
ycTponcTea. Llenbio cTaHgapToB ABNAETCA NOBbILLeHUe MHTeponepabensHOCTY pOBOTOB M MX KOMMOHEHTOB, a
TakKe CHWXKeHWe 3aTpaT Ha Mx paspaboTKy, NPOW3BOACTBO U 0BCNyXNBaHWE 3a CHET CTaHOapTU3aLMmn U YHU-
cdukayn npoueccoB, UHTepdencos, y3nos U NnapaMeTpoB.

Cranpgaptbl komnnekca FOCT P 60 npepctaensitoT coboil COBOKYMHOCTL OTAENBHO U30aBaeMblX CTaH-
naptoe. CTaHOapTbl [AHHOMO KOMMMEeKca OTHOCATCA K OQHOW U3 cnefyrlunx TemaTndeckux rpynn: «O6wme
MOMNOXKEHUS, OCHOBHbIE NOHATUSA, TEPMUHLI U ONpefeneHus», « TexHUYeckue 1 3KCnnyaTaluoHHbIe XapakTepu-
cTukny, «besonacHocTby, «Buabl U MeToabl UCNbITaHUAY, «MexaHnyeckne NHTepgencl», «ANeKTpuieckne
nHTEepdencol», «KoMMyHWKaunoHHble MHTepdenckl», «MeTtoabl MOAENUPOBAHUS W MPOrPaAMMUPOBaHUSY,
«MeToabl NOCTPOEHUS TPAEKTOPUN OBUXEeHUS (HaBuraums )», « KOHCTPYKTUBHbIe aneMeHTbi». CTaHgapTel Mto-
Dol TEMaTNYeCKON rpymnmbl MOMYT OTHOCUTLCS Kak KO BceM poboTam M poboTOTEXHUYECKUM YCTPOMCTBaM, Tak
W K OTAEnbHbIM rpynnam obbekToB CTaHOapTU3aLUK: MPOMBILLNEHHLEIM poboTamM B LEnoM, NPOMbILLNEHHBIM
MaHUNynAUuMOHHLIM poboTam, NPOMBILLNEHHLIM TPAHCNOPTHLIM poB0oTam, CepBUCHLIM poboTam B LLENOM, cep-
BMCHbIM MaHUNYNAUNOHHBIM poboTaM, cepBUCHLIM MOBUMNBHBIM poBoTaM, a Takke K MOpcKkuM poBoToTexHu-
YECKNUM KOMMNMeKcam.

HacTosilymMin ctaHgapT OTHOCUTCH K TeMaTW4eckoWn rpynne «be3onacHocTb» M pacrnpoCcTpPaHseTcs Ha
CepBUCHbIE MeaULIMHCKMe poboThI.

B HacTOAWwMIA cTaHOapT BHECEHbl cnefyllmMe TEXHUYECKUE OTKMNOHEeHWUs no oTHoweHuto Kk IEC/TR
60601-4-1:2017:

- HacToAWMN cTaHgapT oopmMneH ¢ cobnogeHnem npasun, yctaHoeneHHelx B TOCT P 1.5, B cooTeeT-
cteum ¢ FTOCT P 1.7—2014 (nyHKT 7.2);

- U3MeHeHHble OTAenbHble pasbl (CNOBa, CCbINKW) BblAeMeHbl B TEKCTE KYPCUBOM;

- HOpMaTUBHbIE CChIMKW Ha MeXOyHapoaHble CTaHOapTbl 3aMEHEHbl CCbiNKamMu Ha COOTBETCTBYHLLME
HauuoHanbHble cTaHoapTel Poccuiickon ®Pefepaumm U MeXrocyqapCTBEHHbIe CTaHO4apThl, AEACTBYOLWNE B
Ka4yecTBE HaLUMOHAMNbHbIX;

- B HacTosiiem crtaHpapte BMmecto abbpeeuatypsl DOA, MCMoOnNbL30BaHHOW B TEKCTE NMPUMEHEHHOMO
MEeXOYHapO4HOro AOKYMeHTa, MCMOoNMb30BaHO MOMHOe HanucaHue gdaHHoro TepmuHa YPOBEHb ABTOHOM-
HOCTW;

- B pazaene 3 onpegeneHns TePMUHOB MpUBEOEHbI B COOTBETCTBUMN C HALMOHANbHbIMUK CTaHOAapTaMu;

- TEPMWHONOTMYECKME CTATbM PACMONOXEHLl B andaBMTHOM NOpSOKe PycCcKOro sidbika ana obecneude-
HWsA cooTBeTCcTBUA TpebosaHuam MOCT 1.5—2001;

- B HACTOSALWIA cTaHAapT HE BKMNIOYEHbI cnpaBoYHble npunoxeHnsa A, B, F n G, oTHocswmMecs K UCTopuun
pa3paboTKM NPMMEHEHHOTO MEeXAYHapO4HOT0 JOKYMEHTa U He MMEetoLLMe NPAMOro OTHOLLEHUS K MONOXKEeHUAM
HacTosLero cTaHaapTa, U B TEKCTE yaaneHbl CCbIMKW Ha JaHHbIe NPUINoXKeHns;

- B Bubnuorpaduio He BKIOYEHbI CChINKN Ha MEXAyHapoAHble CTaHOapTbl, KOTOPbIM COOTBETCTBYHT
HauuoHanbHble cTaHoapTel Poccuiickon ®Penepaunm U MeXrocyqapCTBeHHble CTaHO4apThl, AeACTBYOWMNE B
Ka4YecTBe HaunoHanbHbIX, NPUBEAEHHbIE B pasgene 2.

v
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roCT P 60.2.2.2—2023
(IEC/TR 60601-4-1:2017)

HAUWMOHANBbHBIA CTAHOAPT POCCMUMCKOWMW PEOQEPALUMN

Po6oTbl 1 pob6oToTeXHUMYECKNE YyCTpOUCTBa
M3OENMNA MEOUUMHCKWUE SNEKTPUYECKWUE
YacTtb 4-1

PyKOBO,D,CTBD no MeOUUUMHCKWUM 3NeKTpUu4eCKUM nagenmam
U MEQUUMHCKUM 3NeKTpUu4eCKUM CcUcTeMam,
oﬁnap,alou.mm HEKOTOPbIM YPpOBHEM aBTOHOMHOCTHU

Robots and robotic devices. Medical electrical equipment.
Part 4-1. Guidance on medical electrical equipment
and medical electrical systems employing a degree of autonomy

Oarta eBegeHna — 2024—01—01

1 O6bnacTb npMMeHeHus

HacTtoawmi ctaHgapT npegHasHadeH ansg okaszanusa nomomn M3rOTOBUTENAM B NpUHATUM KNIOYEBbIX
peLleHnid n 4eNCTBMIA, KOTOopble HeoDXOoAUMO NMPeanpUMHATL AA ocyllecTBnenus getansHoro MEHEOXMEH-
TA PUCKA v MPOLIECCOB MPOEKTUPOBAHWA C YYETOM 3KCMNYATALMOHHOW MPUIOOHOCTHA
ana MEOQUUWMHCKMX SNEKTPUYECKUX U3OENUN unu MEOULUMHCKUX SNEKTPUYECKMX CUCTEM
(M3W unu M3C), obnagawwmx Hekotopeim YPOBHEM ABTOHOMHOCTMW.

HacTtoswwmi ctangapt onpeaensaeT TepmuH YPOBEHE ABTOHOMHOCTH ona M3 unu M3C u ME-
OANUMHCKOIO POBOTA 1 npegocTaBnaeT pyKoBOACTBA:

- no metoaonornam peanusauun NMPOLUECCA MEHEOXMEHTA PUCKA u MPOEKTWPOBAHWNA C
YYETOM 3KCMNYATALUMOHHOW NPUFOOHOCTW ana M3U u MAC, obnaaatolmx HekotopbiM YPOBHEM
ABTOHOMHOCTIH,

- ananmay OCHOBHOW BE3OMACHOCTM n OCHOBHbIX ®YHKLMOHATNBHbLIX XAPAKTEPUCTWK
ons M3W n M3C, obnagawwmx Hekotopbim YPOBHEM ABTOHOMHOCTH.

Ecnu He oroBopeHo oTAenbHO, TO B HacTosweM ctaHaapte M3WM n M3C paccMmatpuBaiTca BMecTe.

M3rOTOBUTENKO M3W unn M3C, obnagawwmx HekotopbiM YPOBHEM ABTOHOMHOCTH, Heobxo-
aumo paspaboTtatb M uarotoBute M3OW nnu M3C, cooTretcTRyowmne NPEOYCMOTPEHHOMY MNMPUMEHE-
HWIKO n He noaBepxeHHble Henpuemnemomy PUCKY B TeueHne XKM3HEHHOTO LIMKTIA.

Hactosawmi cTtaHgapT onpegenseTt pykoBogcteo, nomorawwee W3TOTOBUTENHKD cooTBeTcTBOBATh
TpeboBanuam FOCT P M3K 60601-1 npu cosganun M3V unn M3C, obnapatowmx HekotopbiM YPOBHEM
ABTOHOMHOCTH. Hactoawmin cTaHgapT Takke SIBMAETCS PYKOBOACTBOM Ans pa3paboTymkoB Bygyuimx
CTaHOapToB.

2 HopmaTuBHbIE CCbINKK

B HacToflwem cTaHgapTe UCNONb30BaHbl HOPMATMBHLIE CChIMKW HA cnefyrolve cTaH4apThl:
FOCT ISO 14971—2011 WN3penua megnuuHckue. NpuMeHeHne MeHemKMeHTa pucKka K MeguuMHCKAM
n3genusam

MapaHune ochbuumnansHoe
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FOCT P MCO 80601-2-12 M3denus meduyuHckue anekmpudeckue. Yacme 2-12. HYacmubie mpebosa-
HUs 6e301acHOCMU C yHermoM OCHO8HbIX (hYHKUUOHANbHLIX Xapakmepucmuk K annapamam UCKYCCmeeHHOU
eeHMuUIAUUU neaKkux Ons UHMeHcUsHOU mepanuu

FOCT P MCO 80601-2-55 MU3denusa meduyuHckue anekmpudyeckue. Yacme 2-55. YacmHbie mpebosa-
Hus 6e3ornacHocmu ¢ y4emom OCHOBHbIX (OYyHKUUOHAMbHbLIX XapakmepucmuKk K MOHUMOpam ObixamenbHbiX
cmecel

rOCT P M3K 60601-1—2022 W3penua meauunHcKMe anekTpudeckue. Yacts 1. Obume TpeboBaHusa
6e30NacHOCTH C Y4ETOM OCHOBHbIX (DYHKLMOHAMbHbLIX XapakTepucTuk

FOCT P M3K 60601-2-1—2013 HU3denus mMmeduyuHckue anekmpudeckue. Yacms 2-1. HYacmHsie mpebo-
gaHusi 6e30MacHOCMU ¢ yYemoM OCHOBHbLIX (OYHKUUOHAMLHbLIX Xapakmepucmuk K 3MeKmpoHHLIM ycKopume-
nam, pabomarowum 8 duanasoHe om 1 o 50 MaB

FOCT P M3K 60601-2-10 MU3denusa meduyuHckue anekmpudeckue. Yacme 2-10. Yacmubie mpebosaHus
6e3onacHOCMU C yHemoM OCHOBHBIX (OYHKUUOHAMbHbIX XapakmepucmuK K CmuMynsmopam Hepeoe u MbIllil,

FOCT P M3K 60601-2-16 MN3denus meduyuHckue snekmpudyeckue. Yacmp 2-16. Yacmublie mpebosa-
Huss 6esonacHoCMu ¢ y4emoM OCHOBHbIX (hYHKUUOHAMBHLIX Xapakmepucmuk K annapamam ons 2emoduanu-
3a, eemoduachunbmpauyuu u zemMocbunsmpayuu

FOCT P M3K 60601-2-23 Uadenus meduyuHckue anekmpudyeckue. Yacmes 2-23. YacmHbie mpebosa-
HUs 6e301acHOCMU C y4emOoM OCHO8HbIX (DYHKUUOHANbHbIX Xapakmepucmuk K npubopam 0157 YpeCKoXKHO20
MOHUMOPUH2a napuuanbHo20 0asneHus

FOCT P M3K 60601-2-25 MN3denus meduyuHckue snekmpudyeckue. Yacmp 2-25. Yacmubie mpebosa-
Hust 6e3onacHoCMu ¢ y4emom OCHOBHBLIX (OYHKULOHAMBHbLIX Xapakmepucmuk K anekmpokapouoepagpam

rOCT P M3K 60601-2-27 Uadenus meduyuHckue anekmpudyeckue. Yacme 2-27. YacmHblie mpebosa-
Hus bezonacHoOCMU C yYemoM OCHOBHbLIX (hyHKUUOHAMLHbLIX Xapakmepucmuk K anekmpokapduozpaguye-
CKUM MOHUMOopam

FOCT P M3K 60601-2-34 WN3denus meduuyuHckue anexmpudyeckue. Yacme 2-34. Yacmubie mpebosa-
HUs 6e301acHOCMU C YYeImOM OCHOBHBIX (BYHKUUOHATbHbLIX Xapakmepucmuk K npubopam 0m8 UH8a3u8Ho20
MOHUMOPUH2a KpoesiHo20 OasreHust

FOCT P M3K 60601-2-47 W3denus meduyuHckue anekmpudyeckue. Yacme 2-47. YacmHblie mpebosa-
HUs 6e30nacHOCMU C y4emMOM OCHOBHbLIX (DYHKUUOHAMLHBIX Xapakmepucmuk K aMmbynamopHsIM 31eKkmpo-
kKapOuozspaghudeckumM cucmemam

FOCT P M3K 60601-2-49 UN3denus meduyuHckue anexkmpudeckue. Yacme 2-49. Yacmubie mpebosa-
Hus 6e301acHoOCMU € y4emomM OCHOBHBIX (ByHKUUOHAMbHbIX Xapakmepucmuk K MHO20(hyHKUUOHaNbHbIM MO-
HUmopam nayueHma

FOCT P M3K 60601-2-66—2021 Annapamypa anekmpudeckass meduyuHckasa. HYacme 2-66. YacmHble
mpebosgaHus k 6a3zoeoll 6830M1acHOCMU U OCHOBHbLIM 3KCAYyamauUoHHbIM Xapakmepucmukam CyxXoebix an-
fapamoe u cucmem ClyX08bIx annapamos

rOCT P M3K 62304 WN3nenua meauuuHckue. MNMporpaMmmHoe obecnedeHune. MNpouecch! X)XM3HEHHOTO LIWK-
na

MOCT P M3K 62366-1—2021 Wagenua meguuuHckue. YacTte 1. MNpoekTupoBaHue mMeguunHCKUX U3ge-
JIMIA C YY4ETOM IKCMNyaTaLMoHHON NPUroaHOCTH

MOCT P M3K 80001-1 MHdopmaTnsaums 3gopoebs. MeHedKMeHT pUCKOB B MH(bOpMaLWUOHHO-BbIYKC-
NUTENBHBIX CETAX C MeauUMHCKMMK Npubopamn. HYacTe 1. Ponu, 0OTBETCTBEHHOCTU U OeACTBUSA

MpumedvaHue — [pu NONL3OBAHUM HACTOALLMM CTAHAAPTOM LENecoobpasHo NpoBEepUTL AENCTBUE CChINoY-
HbIX CTaHOAPTOB B MHDOPMALIMOHHOW cUcTeMe 06LLUEero nonb3oBaHus — Ha oduLMansHoOM caiiTe PefepansHOro areHT-
CTBa MO TEXHUYECKOMY PEryriMpoBaHWio U METPOMNOTMU B CETU MIHTEPHET UMK MO eXerogHoMy MH(OPMaLWOHHOMY yKasa-
Teno «HauuoHanbHble cTaHAapThI», KOTOPLIA OonNyBrMKoBaH Mo COCTOSIHWIO Ha 1 siHBaps TeKyLLero roga, v no Bbinyckam
EXeMeCAYHOr0 MHAIOPMAaLIMOHHOTO yKaszaTens «HauuoHansHble cTaHaapThl» 3a TeKyLUui rog. Ecnu 3aMeHeH CChiNoYHBINA
CTaHOapT, Ha KOTOpLIM AaHa HeAaTUPOBaHHAas CCbiNka, TO pEKOMEHAYETCH UCTONb30BaTh AEUCTBYIOLLYI0 BEPCUID 3TOTO
cTaH4apTa C YY4ETOM BCEX BHECEHHbLIX B A@HHYIO BEPCHIO M3MEHeHW. Ecnn 3ameHeH CChINoYHbIA CTaHAapT, Ha KOTOpbIN
fdaHa faTrpoBaHHas CCbiNka, TO PEKOMEHAYETCH MCMoNbL30BaTe BEPCHIO 3TOMO CTaHAapTa C yKasaHHbIM BhILLE FOAOM yT-
BepxXaeHus (NpuHsTKs). Ecnv nocne yTBEpXOEHWs HacToALWero CTaH4apTa B CCbIIOMHBIM CTaHAApT, Ha KOTOpLIA AaHa
[aTpOBaHHasA CChINKa, BHECEHO M3MEHEHWe, 3aTparuBaiolLLee NonoXeHWe, Ha KOTOPOE AaHa CCbINka, TO 3TO MNOMOXEHWE
pPEeKOMEeHOYETCA NPUMeHsATE Be3 y4era 0aHHOrO U3MeHeHUs. Ecnu cebinoyHbIn cTaHaapT oTMeHeH 6e3 3aMeHbl, To Nomno-
XKEHWE, B KOTOPOM [aHa CChINKa Ha HEro, PEKOMEHAYETCH NMPUMEHHATE B YaCTU, HE 3aTParvBaloLLe 3Ty CChInKy.
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3 TepMUHbI U onpeaeneHun

B HacToswem CTaHOapTe NpUMeHeHbl cnegyruye TepMuHbl C COOTBETCTBYHLUMMU onpefeneHnAaMn:
3.1

ABTOMATUYECKWI (AUTOMATIC): Mpouecc nnm obopyaosaHne, KOTopble Npy onpefeneHHbIX yo-
noeusx GyHKUNOHMPYLOT 683 BMeLlaTenbCcTBa Yenoseka.
[FOCT P M3K 62443-3-3—20186, nyHkm 3.1.7]

MpumeyvyaHue — Hekotopble, HO He Bce MO n MOC BbINOMAHAKT (QyHKUMK C HekoTopbiM YPOBHEM AB-
TOHOMHOCTH, saneneHHble Kak ABTOMATUYECKHWE. MN3-3a BO3MOXHOM NyTaHWLblI PEKOMEHOYETCH He MCMNOMb30BaTh
TepMuH «ABTOMATWUYECKMA» npu cebinke Ha YPOBHWM ABTOHOMHOCTW M3M unu MAC.

3.2

ABTOHOMHOCTb (AUTONOMY): CnocoBHOCTL BLINOMNHATL 3a4a4uM No Ha3HaYeHWo Ha OCHOBE TeKy-
LLLero COCTOSIHUS U BOCTIPUATUA BHelLHel cpeabl 6e3 BMellaTenbCTBa YenoBeka.
[FOCT P 60.0.0.4—2023, cmambs 3.2]

MpumeyaHunn

1 Tepmun «<ABTOHOMHOCTb» 06b14HO cnonb3yioT ana obo3HaveHnsa noHsaTuin «Hyneson YPOBEHE ABTOHOM-
HOCTH» wunn «makcumaneHbll YPOBEHE ABTOHOMHOCTH» ©6e3 gonyLieHMa NPOMEXYTOUYHbIX 3Ha4yeHW. MMoatomy
pEKOMEHAYETCsl C OCTOPOXHOCTBKY Mcnonb3osate TepMuH « ABTOHOMHOCTb» w1, roe BO3MOXHO, NPUMEHSATb BMECTO
Hero TepMmuH « YPOBEHb ABTOHOMHOCTU».

2 TepmuHbl «otcytcTBue ABTOHOMHOCTW» 1 «nonHas ABTOHOMHOCTb» moryT 66T ncnone3oBaHbl 4ns obo-
3Ha4eHns NoHATUA «Hyneeon YPOBEHbL ABTOHOMHOCTU» n «makcumanbHbeld YPOBEHB ABTOHOMHOCTU».

3.3 ABTOHOMHbIW (AUTONOMOUS): O6naaatowwmin nonHoin ABTOHOMHOCTBIO.

MpumeyaHus

1 Tepmun «ABTOHOMHbIA» 06bl4HO McnonbayeTcs AN 0603HaYEHNA MOHATUS «UMeloLLmii Belcokuit YPOBEHb
ABTOHOMHOCTI», Ho Be3 onpedeneHns TOro, KakoW YPOBEeHb ABMAETCH BbICOKMM. PekoMeHOyeTcs ¢ OCTOPOXKHOCTLIO
ncnons3osate TepMuH «ABTOHOMHbIA».

2 NanHoe onpeaeneHue TepmuHa « ABTOHOMHbIV» cdopmynmporaHo ¢ yyetom onpeaeneHus ua [1], ctates 3.1.

3.4

AHAJIN3 PUCKA (RISK ANALYSIS): Cuctematmyeckoe WUCMofib3oBaHWe MMetowencs nHdpopmasnm
ans seigenenus ONMACHOCTEW u onpenenenns PUCKA.
[FOCT ISO 14971—2021, nyHkm 3.19]

3.5

BE3OMNACHOCTDb (SAFETY): OtcyTtctBue Hegonyctumoro PUCKA.
[FOCT ISO 14971—2021, nyHkm 3.26]

3.6 BAPUAHT (OPTION): Ctparterua BuinonHeHns 3AOAYN, obecneunBatollas BeIMOMHEHWE BbIDpaH-
Hoit KMTMHUYECKOW ®YHKLIUW.
3.7

BPE[ (HARM): TpaBma, ywepb 300pOBbI0 MIOAEN WK XKUBOTHBIX, yLLEepO MMYLLECTBY UK OKpPY»Kato-
uen cpege.
[FOCT P M3K 60601-1—2022, nyHkm 3.38]

3.8 BbIBUPATbL (SELECT): PewunTtb B nonb3y koHkpeTHoro BAPMAHTA un3 Bcex PASPABOTAHHbBIX.
3.9 BbINONHATbL (EXECUTE): Peanusoeats BeibpaHHbIin BAPVAHT.
3.10

KU3HEHHbIN UMKN (LIFE-CYCLE): Bece cTaauu cyLLeCTBOBaHUS MEAWLMHCKOO N3aenus oT nepso-
HayanbHOM KOHUEenuu A0 BbiBoAda U3 3KCMMyaTauum 1 yTUnMsauuu.
[FOCT ISO 14971—2021, nyHkm 3.8]
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311

3AOAHA (TASK): OtgenbHasa 4yacTb paboThbl, KOTOPYH HEOOXOOUMO BbIMOMHUTE.
[FOCT P M3K 62304—2013, nyHkm 3.31]

3.12

U3roTOBUTENb (MANUFACTURER): ®uanyeckoe unu opuaMyeckoe nuLo, oTee4vatollee 3a npo-
eKTUPOBaHWe, N3roTOBMEHME, YNaKoBbIBaHWE Uni MapkuposaHue M3 W3OENNW, c6opky M3 CUCTEM
nnu mogudukauunio M3 U3OENMA nnu M3 CUCTEMbI He3aBMcUMO OT TOTO, BbINOMHAET N 3TW onepauuu
BbILLIEYMOMAHYTOE NULO UMK apyroe(ne) nuuo(a) no ero Nopy4HeHuto.

[FOCT P M3K 60601-1—2022, nyHkm 3.55]

3.13 KNUHUYECKAA ®YHKLUWA (CLINICAL FUNCTION): MeguumHckoe geicTBue, ANS BbINOMNHEHWS
KoToporo npegHasHadeHo M3W nnu M3C.

3.14 HABNKOAOATb (MONITOR): CobupaTb M MHTEPNPETUPOBaTL HEOBXOAMMYI MHOPMALKMIO ANs No-
HUMaHusa coctoaHus MO unn M3C, NMALUMEHTA, ONMEPATOPA vnn okpyxatoLen cpeab.

318

MEOUUWHCKASA SNEKTPUYECKAA CUCTEMA; M3 CUCTEMA (MEDICALELECTRICALSYSTEM,;
ME SYSTEM): CoBokynHocTb uzgenuii, onpegenenHas MSFTOTOBUTENEM, B koTopoi nNo KpanHen Mmepe
opHo magenue sensaetca M3 V3OEJNTMEM v nanenusa ceasanbl mexay coboin @YHKLUMOHANBHbLIMI CO-
EOVWHEHWAMW unu nytem ncnonesosavus MHOTOPO3ETOYHOIO CETEBOIO COEQVMHWTETNA.
[FOCT P M3K 60601-1—2022, nyHkm 3.64]

3.16

MEOWLUMHCKWIA POBOT (MEDICAL ROBOT): POBOT, npegHasHa4eHHbI ANA WGMONb30BaHWS B
KayecTBe MeAULMHCKOro u3aenusa Unu MeguumuHCKON CUCTEMbI.
[FOCT P 60.0.0.4—2022, cmambs 3.8]

3.17

MEOULUMHCKOE O3NEKTPUYECKOE W3OENWE; M3 W3OENWE (MEDICAL ELECTRICAL
EQUIPMENT; ME EQUIPMENT): Onektpuueckoe usgenue, umerilee PABOYYHO YACTb, nepenatollee
aHepruo K NMALUMNEHTY unu ot Hero nubo obHapyxusatowee nepepady atoi aHeprum k MALUVMEHTY wunu
OT HEro 1 KOTOpOE:

a) umeert He Bonee oaHoro coeanHeHusa ¢ MATAIOLWEN CETLIO u

b) npegHasHadeHo ero UBFTOTOBUTENEM:

1) onga guarHocTuKW, nevyeHnsa unm KoHTpons coctoaHusa MALWMEHTA unn
2) komneHcauuu unu obnervyeHnsa 3aboneeaHuin, paHeHW 1 yTpaTsl paboTocnocobHOCTH.
[FOCT P M3K 60601-1—2022, nyHkm 3.63]

3.18

MEHEOXMEHT PUCKA (RISK MANAGEMENT): CuctemaTtudeckoe npumMeHeHue nonutuku, MNPO-
LIEOAYP v npakTudecknx MeTodoB MeHemxmeHTa angd pewenusa 3A0AY aHanuaa, oueHuBaHus, yrnpasne-
HUA U MOHUTOpUHra PACKA.

[FOCT ISO 14971—2021, nyHkm 3.24]

3.179 HEMNPABUNbHOE UCIMOJNb30BAHUE (MISUSE): Ucnone3oeanue M3OW nnu M3C, He npegyc-
MoTpeHHoe M3TOTOBUTEINEM.

MpumevyaHune — [aHHbIA TEPMWH BKIOYAET Kak nporHoampyemoe HEMNPABWIBHOE MCMOJNb30BAHWE, Tak
n HenporHosupyemoe HEMPABWITBHOE MCMOJIb3OBAHWE.

3.20

HOPMAJIIBHOE COCTOAHUWE (NORMAL CONDITION): CocTtosiHMe, npyM KOTOPOM BCE CpefncTBa,
npegycMoTpeHHble ansa 3awmtel of ONMACHOCTEW, ucnpasHbi.
[FOCT P M3K 60601-1—2022, nyHkm 3.70]
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3:21

OXXWOAEMbIN CPOK CNYXKBbI (EXPECTED SERVICE LIFE): BpemeHHoW vHTepBan, ykasblBaeMbiii
N3rOTOBUTENEM, B TeyeHue kotoporo M3 U3OENWME nnu M3 CUCTEMA ocTaeTcsa BesonacHeIM(0I)
ans vcnonb3oBanus (1. e. nogaepxmeaetca OCHOBHAA BE3OMNACHOCTb n OCHOBHbBIE ®YHKLWNO-
HANbHBLIE XAPAKTEPNCTUKWN).

MpumevyaHue — B nepnog OXMOAEMOIO CPOKA CIYXEbl moxer notpeboBaTbCA TexHMYECKoe
obcnyxuBaHue.

[FOCT P M3K 60601-1—2022, nyHkm 3.28]

3:22

ONACHAA CUTYALMUA (HAZARDOUS SITUATION): ObcToaTtenscTBa, Npu KOTOPLIX MHOAW, UMYLLLE-
CTBO MMM OKpyKarLas cpefa MoryT noasepraTeCsi OQHOMY WUIMM HecKomnbkM Bugam OMACHOCTHN.
[FOCT P MOK 60601-1—2022, nyHkm 3.40]

3.23

OMACHOCTb (HAZARD): MoTeHumanbHbIi ucTouHUK BPEJA.
[FOCT P M3K 60601-1—2022, nyHkm 3.39]

3.24

ONEPATOP (OPERATOR): Nuuo, paboTatolLee ¢ uzgenuem.
[FOCT P M3K 60601-1—2022, nyHkm 3.73]

3.25

OCHOBHAA BE3OMNACHOCTDb (BASIC SAFETY): YcTpaHeHue Hegonyctumoro PUCKA, Henocpega-
CTBEHHO BbI3BaHHOro uanyveckumun ONMACHOCTAMMW, korga M3 U3OEJTME ncnonbayetcs B8 HOPMATb-
HOM COCTOAHWW nnu npn YCNOBUW EOUHNYHOIO HAPYLWEHWA.

[FOCT P MOK 60601-1—2022, nyHkm 3.10]

3.26

OCHOBHbIE ®YHKLUWOHAIbHbLIE XAPAKTEPUCTUKWN (ESSENTIAL PERFORMANCE): He oT-
Hocawmeca kK OCHOBHOW BE3OMACHOCTW xapakTepucTUKN KNUHUYECKON (DYHKLMK, OTCYTCTBUE WUNN
yXyOLeHue KOTopbix cBepx ycTaHoBfneHHbix W3TOTOBUTENEM npegenoB npuMBOAWT K HE4OMYyCTUMOMY
PUCKY.

[FTOCT P M3K 60601-1—2022, nyHkm 3.27]

3.27

OUEHUBAHWE PUCKA (RISK EVALUATION): Mpouecc cpaeHeHus PUCKA, koTopeiin yxe onpege-
NeH, ¢ ycTaHoBNeHHbIMU KpuTepuamu PUCKA ona onpeneneHua gonyctumoctu PUCKA.
[FOCT ISO 14971—2021, nyHkm 3.23]

3.28

OLEHKA PUCKA (RISK ASSESSMENT): MonHein MPOLECC AHATIM3A n OLUEHMBAHWA PUCKA.
[FTOCT ISO 14971—2021, nyHkm 3.20]

3.29

NALMEHT (PATIENT): >KuBoe cyLlecTBO (YenoBeK UMNu XMBOTHOE), MOABeEpPratLleecs MeanLMHCKOMY
obcnenoBaHUo UMK NEYEHKHO.

MpumevyaHue — MAUMEHT moxeT BuiTe ONEPATOPOM.
[FOCT P M3K 60601-1—2022, nyHkm 3.76]
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3.30

NEPEABUWXHOE (MOBILE): TepmuH, cBasaHHbii ¢ TPAHCNOPTUPYEMBIM W3OENMEM, koTopoe
nocre yCcTaHOBKW WM BBOAA B SKCNNyaTauuio npedHasHavyeHo 4na nepemMelleHmns 3 ogHoro MecTta B gpyroe
Ha cOBCTBEHHbIX KONecax UM ¢ MCMosb30BaHMEM 3KBMBAlEHTHbIX CPEACTB.

[FTOCT P M3K 60601-1—2022, nyrkm 3.65]

3.31

MUTAKOLWASA CETb (SUPPLY MAINS): CTOYHUK 3reKTpuYecKon SHEPTMUW, He ABMAKLWIACA YacThbio
M3 U3OENNA nnu M3 CUCTEMBI.

I pnMmedHaHune — OToT1 TEPMWUH OTHOCUTCA TaKXe K akKKyMYNATOPHbIM W I'IpEOﬁpaSOBaTBJ'IbeIM cucTemMmam,
yCTaHaBnMBaeMbIM B CAHUTAPHbIX MallrHax 1 T. M.

[FOCT P M3OK 60601-1—2022, nyHkm 3.120]

3.32

NPEQYCMOTPEHHOE NMPUMEHEHUWE/MPEOQYCMOTPEHHOE HA3HAYEHWE (INTENDED USE/
INTENDED PURPOSE): MNpumeHeHue, Ans KOTOpOro npouecc, Npogykuusa UM ycnyra npegycmoTpeH(a)
B COOTBETCTBMM CO cneundmkaumsaMn, MHCTPYKUMAMK U nHdopmauueit, npegocTtaenedHeiMy M3rOTOBW-
TEJIEM.

[FOCT P M3K 60601-1—2022, nyHkm 3.44]

3.33

NMPOrPAMMWPYEMAA 3NEKTPUYECKAA MEOUUMHCKAA CUCTEMA; NAMC (PROGRAMMA-
BLE ELECTRICAL MEDICAL SYSTEM; PEMS): M3 W3OENWNE nnn M3 CUCTEMA, cogepxallee(as)
onHy unu Heckonbko MPOTPAMMUPYEMbBIX SNEKTPOHHBIX NOACWUCTEM (M3MNC).

[FOCT P M3K 60601-1—2022, nyrkm 3.90]

3.34

NMPOrPAMMWPYEMASA ANEKTPOHHAA NOACUCTEMA; N3MNC (PROGRAMMABLE ELECTRONIC
SUBSYSTEM; PESS): Cuctema, ocHOBaHHas Ha WCMNOMb30BaHWA O4HOTO WITM HECKOIbKUX LeHTpanbHbIX
MpoLEeCccopoB, BKIK4Yasa MxX NporpaMMmHoe obecnedyeHne u nHTepdgencol.

[FOCT P M3K 60601-1—2022, nyHkm 3.91]

3.35

NMPOEKTUPOBAHUE C YYETOM 3KCNNYATALUMOHHOW MPUrOQHOCTW/MYENOBEYECKOIO
DAKTOPA (USABILITY ENGINEERING/HUMAN FACTORS ENGINEERING): NpuMeHeHWe 3HaHUiA o no-
BEOEHWUW YeroBeka, ero BO3MOXHOCTSX, OrpaHUYeHUsX U OPYIUX er0 XapakTepuUCcTUKax K MpOeKTUPOBaHUIO
MEOVLUMHCKOIO M3OENWA (Bknouvaa nporpammHoe obecneveHue), cuctem u SAOAY ana oocTkeHUs
pocTtaTtoyHon SKCTMIYATALUMOHHOW MPUIMOOHOCTM.

MpumeuvaHue — [ocTwkeHne aoctatouHonn SKCMNYATALIMOHHOWM NMPUMOOHOCTW moxet obecneuunts
JonycTumbli ypoeeHb PUCKA, cBA3aHHbIM C NPUMEHEHMEM.

[FTOCT P M3K 62366-1—2021, nyHkm 3.17]

3.36

MPOLIECC (PROCESS): CoBOKynHOCTb B3aMMOCBSA3aHHbLIX W B3aMMOAENCTBYOLLMX BULOB OEATENb-
HOCTH, B KOTOPbIX UCMONb3YTCA BXOAHbIE AaHHbIe ANS JOCTUXKEHUS HAMEYeHHOro pesynsraTa.
[FOCT P M3K 60601-1—2022, nyHkm 3.89]
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3.37

PABOYAA YACTb (APPLIED PART): Yacte M3 M3OENWA, koTopasa npy HopManbHOW akcnnyaTauum
M3 U3OAENMA unu M3 CUCTEMbI o0bs3atenbHo QomkHa BXOAMTb B HENOCcpeacTBeHHbIA KOHTakT ¢ MALW-
EHTOM gnsa BeinonHeHns TpebyeMbiX (OyHKUWIA.

[FOCT P MOK 60601-1—2022, nyHkm 3.8]

3.38 PA3BPABATBLIBATbL (GENERATE): Cchopmynuposats Bo3amoxHble BAPMAHTbI Ha ocHoBe pesynb-
TaTtoB BbinonHeHnsa SAJAYW HABNMKOOATD aona OOCTUXKEHWUSA NOCTaBleHHbIX Lenen.
3.39

PUCK (RISK): CoyeTtanune BepoaTHoCTH npudnHennss BPEOA n TAXKECTW storo BPEOA.
[FOCT ISO 14971—2021, nyHkm 3.18]

3.40

POBOT (ROBOT): MNMporpammupyemblii UCNONHWTENBHBIA MeXaHW3M, obnagalowmuin onpeaeneHHbiM
YPOBHEM ABTOHOMHOCTW 1 npegHa3Ha4YyeHHbIn AN BbINOMHEHWA NepeMeLleHns, MaHunynMpoBaHusa
WMV NO3ULMOHUPOBaHNS.

[FOCT P 60.0.0.4—2023, cmamps 3.1]

3.417 CTAHOAPT HA NMPOLECC (PROCESS STANDARD): Ctangaprt, ycTaHaBNMBaKLLMA paMKu, B
koTopbix MBFOTOBWTENb moxeT koHCTpynpoBaTth v paspabaTteiBate M3W nnv M3C, obecneynsas cornaco-
BaHHble BE3OMACHOCTbD 1 apheKkTUBHOCTb.

lMMpumevaHue — Cm. [2], cmames 3.3.2.
3.42

TPAHCNOPTUPYEMOE (TRANSPORTABLE): TepMuH, oTHOCALWMACSA K M34enuio, KOTopoe nocne
YCTaHOBKW M BBOAA B KCMNyaTal Mo NpeaHasHadeHo AN Nerkoro nepemelleHuns 6es cylecTBeHHoro orpa-
HUYEHWSI MO NONOKEHWUIO C OQHOTO MecTa B Apyroe, byay4u NpUcoeaMHEHHBIM K MCTOYHUKY NUTaHWA unv 6e3s

NPUCOEANHEHUS K HEMY.
[FOCT P M3K 60601-1—2022, nyHkm 3.130]

3.43

TAXECTb (SEVERITY): Mepa Bo3moxHbIx nocnegctamin ONACHOCTHN.
[FOCT ISO 14971—2021, nyHkm 3.27]

3.44

YMNPABNEHUE PUCKOM (RISK CONTROL): MPOLECC, B xooe KOTOPOro NPpUHUMAKT peLueHns u
BbINOMHSOT Mepbl, NocpencTsom koTopbix PUCKWM cHmkaloTcs 40 YyCTaHOBMEHHbLIX YPOBHEW UNW noaaep-

XKMBAIOTCA B Npefenax yCTaHOBMEHHbIX YPOBHEN.
[FOCT ISO 14971—2021, nyHkm 3.21]

3.45

YPOBEHb ABTOHOMHOCTW (DEGREE OF AUTONOMY; DOA): YcnoBHas kaTeropus, No3Bonsito-
Lasa paHXMpoBaTb CePBUCHBIX MOBKUIbHLIX POBOTOB MO CTENeHW MX cnocoBHOCTH hYHKUMOHMpOBaTL Oe3
BMellaTenbCTBa Yenoseka.

[FTOCT P 60.6.0.1—2021, cmamps 37]

3.46 YPOBEHb PA3SBUTUA TEXHUKW (STATE OF THE ART): [lOCTUrHYTLIA K 4AHHOMY MOMEHTY Bpe-
MEHU YPOBEHb TEXHWYECKNX BO3MOXHOCTEN NPpUMeHUTENLHO K npogykunu, NMPOLUECCAM u ycnyram, siBnso-
LMIACS peaynbTaToM 0600 LWeHHbIX JOCTUXEHUI HAaYKX, TEXHUKM 1 NPaKTUYECKOro onbITa.

lMpumevarHue — Cm. [3], cmames 1.4.
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3.47

YCNOBWE EOAUMHUYHOIO HAPYLWIEHWA (SINGLE FAULT CONDITION): CoctosHne M3 WU3MOE-
JINA, npw koTopom ogHO cpedcTBo AnsA cHkeHua PUCKA nveeT gedekT WM cylwecTByeT OOHO HEHOp-
MarkHoe ycrnoBue.

[FOCT P M3K 60601-1—2022, nyHkm 3.116]

3.48 ®U3NONOINNMYECKAA NEPEMEHHAA (PHYSIOLOGICAL VARIABLE): Yiucno unu coctosiHue,
nonydeHHoe ot MNALUWEHTA, 3HadeHne KOTOPOro MOXET M3MEHATLCS W, Kak NPaBuUIo, MoxeT BbiTb M3MepeHo.

MpumevyarHue — Cm. [4], cmambs 3.21.
3.49 ®U3NOJNIOTMYECKMIA KOHTPONNEP C OBPATHOMN CBA3bI (PHYSIOLOGICAL CLOSED-
LOOP CONTROLLER): 3nemeHT d13nonorM4eckor cucTemMel ynpaBneHa ¢ obpaTHOW CBA3bKo, B KOTOPOM

3Ha4vYeHue, nonyvYyeHHoe no OGD&THO!;'I CBA3U, CpaBHMBAETCA C 3TAlNOHHbIM 3Ha4YeHWUeM, N nx pa3HoCTb HQEOS-
pas3yeTcHd B BLIXOLHOW curHan KOHTpOnnepa.

MpumevarnHue — Cm. [4], cmames 3.20.
3.50

AKCNNYATALMOHHAA NPUTOOHOCTb (USABILITY): Xapaktepuctuka MNONb3OBATENBCKOIO
MHTEP®EWCA, koTopas obrierdaer UCronb3oBaHie U Tem cambiM ycTaHasnusaeT PE3YNETATUBHOCTD,
QPPEKTUBHOCTD m ctenenb ygoenetsopeHHocTy MNOJNIB3OBATENA 8B CPELE NMPUMEHEHWA.

[FOCT P M3K 62366-1—2021, cmamsbs 3.16]

4 YPOBEHb ABTOHOMHOCTU

4.1 O6uwue nonoxeHust

B paHHOM pasgene npedcTaBneHo pykoBoAcTBC Mo knaccudpmkauum ABTOHOMHOCTW c nomollbto
BBegeHus noHatug YPOBHA ABTOHOMHOCTW. MNpw 3ToM NnpuMeHeHs! criegyrolune NpeanonokeHns:

- YPOBEHb ABTOHOMHOCTH MmoXeT U3MEHATLCHA OT HU3KOro 00 BbICOKOTO;

- YPOBHW ABTOHOMHOCTM moryT BbiTh KnaccuuUMpoBaHbl C pa3HblX TOYEK 3peHns (Hanpumep, ¢
TOYKM 3peHus pewaemoit SAOAYN, ¢ Toukm 3peHns eoinonHsemoi KIMTMHUYECKOW ®YHKL MW, ¢ Toukn 3pe-
HUA M3 mnu M3C) B 3aBUCMMOCTK OT TOTO, TAE W Kak OHW ucnonbayrtca 8 M3W unu M3OC.

Mpumepbl METOAOB Knaccudukauum npyeBedeHsl B npunoxeHnn A. Crnegyet oTMETUTb, YTO NpedcTae-
TNIEHHbIE B NPUINOXKEHUU A METOALI HE ABMNSAKTCHA UCYEPMNBLIBAKOLWMMHK, TaK Kak MOryT ObiTb paspaboTaHbl U Apy-
rve metoabl knaccudgukauum YPOBHEW ABTOHOMHOCTMW.

4.2 MeTogonorusa onpepeneninsa YPOBHA ABTOHOMHOCTHU

Ecnn ABTOHOMHOCTbD npumeHstoT ana peanusauyumn NMPEQYCMOTPEHHOIO MPMMEHEHWA M3W
unun M3C, To cnegyeT npoaHanuavpoBaTk Bo3aMoxHbele YPOBHU ABTOHOMHOCTH.

MeToguka knaccudpukauun YPOBHEW ABTOHOMHOCTM ocHoBaHa Ha NoAxoae, Npu KOTOPOM Bblge-
NS0T crnegyloLne YeTbipe 0CHOBHbIEe oyHKLMK (nu 3AOAYN):

a) «HABJNMKOOATb»;

b) «PA3SPABATbIBATb BAPUAHTbI»;

c) «BbIBVPATb BAPUAHT»;

d) «BbIMNONHATL BeiGpaHHbii BAPUAHT.

Mpy peanuaaummn KaXgowm 3 aTux ocHoBHbIX 3ALAY moryT GbITe Ucnonb3oBaHel pasHele YPOBHM AB-
TOHOMHOCTH. MNpwn ncnonb3oBaHWM AaHHOW METOOMKM Knaccudpmkauumn pesynstupyowmnin YPOBEHL AB-
TOHOMHOCTH M3W unu MAC npencTtaBnseT coboit komnosuuuio YPOBHEW ABTOHOMHOCTH, noctur-
HYTbIX NPW BbIMOMTHEHWUW OTAEMNbHbLIX (HYHKUWA.

Mpumepbl MeTodoB knaccudukauum YPOBHEW ABTOHOMHOCTHM npencTtaBneHbl B NPUIOXeHnn A,
roe B A.1 npeacTaBneH onucaTtenbHbIn MeToa Ana onpegeneHua uameHeHus YPOBHS ABTOHOMHOCTMH,
KOTOpPLIA MOXET BbITh MPMMEHEH B Pa3HbIX CTpaTervsax NpoBeeHUs aHanuaa.

B A.2 npenctaeneH BuHapHblil MeTog knaccudukauun YPOBHEW ABTOHOMHOCTM, B COOTBETCTBUM
C KOTOPbIM KaxaoW OyHKLMK npucBanBawT 3HadeHue nubo «OMNEPATOP» (Hmn3kun YPOBEHb ABTOHOM-
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HOCTH), nubo «M3W» (Bbicokun YPOBEHb ABTOHOMHQOCTH), B 3aBUCMMOCTM OT TOTrO, Kak peanun3oBaHo
BbiNONHeHne AaHHow dyHKuuu. B Tabnuue A.2 npuBedeHbl 3HaveHWs pesynbtupylowero YPOBHA ABTO-
HOMHOCTU M3U nnu M3C B 3aBUCUMOCTK OT 3HAYEHUI KaXKO0W M3 OCHOBHBLIX (DYHKLMA.

B A.3 npenctasneH meton knaccudpmkaumu YPOBHEW ABTOHOMHOCTM ana OCHOBHbIX (DyHKLWIA,
OCHOBaHHbIA Ha BecoBbIX KoadduLmeHTax, obecne4ynBaronin popmMupoBaHne B3eelleHHoro YPOBHS AB-
TOHOMHOCTH ona M3 unn M3C.

4.3 BzaumocBazb mexay YPOBHEM ABTOHOMHOCTH v PUCKOM

Mpw peanusauun NMPOLECCA MEHEOXXMEHTA PUCKA B cootBeTcTBUM ¢ TOCT /SO 14791 Heobxoaw-
Mo yunTbieaTe YPOBEHbL ABTOHOMHOCTH. YPOBEHL ABTOHOMHOCTH He nmeeT npsiMOi KoppensiLum
¢ ypoeHem PUCKA, Ho oH moxeT noenusTe Ha NMPOLECC MEHEOXMEHTA PUCKA. C ogHoi ctopoHsl, M3
unn M3C moxeT BbinonHUTe ABTOHOMHYIO 3ALAYY kadyectBeHHee, yem OMNEPATOP (Hanpumep, Bonee
BesonacHo, beicTpee, TodHee). C Apyror CTOPOHbI, HEMPeoyCMOTPEeHHbIE NOCNeAcTBUA NoBbieHna YPOBHSA
ABTOHOMHOCTH moryT noebicute PUCK n3-3a notepu OMNEPATOPOM noHumanusa cuTyauuu. Hanpumep,
ecnu OMNEPATOPY Heobxogumo B3sTh Ha cebs ynpaeneHue M3W unu M3C npu cboe unu HapyLLeHun Hop-
ManbHOro yHKUMOHUPOBaHWUs u ecrniv npu 3atom ONEPATOP ge3opyveHTUpOBaH B CMOXMBLUENCA CUTYaLWW,
To ONEPATOP moxeT oka3aTbCsl HecrnoCcoBHbIM afeKBaTHO KOHTPONUWPOBAaThL CUTyauuk. [AByMSA NpuyuMHamMM
OlMNACHOCTMW, ceazaHHon ¢ YPOBHEM ABTOHOMHOCTH, asnawTca «pasneneHHas OTBETCTBEHHOCTbY
mexay ONEPATOPOM n M3WM unu M3C n «HenpaBunbHOE BbINONHEHWE (PyHKUMA», ocyllecTBnaemoe M3W
unn M3C, obnapatwowmx Hekotopbim YPOBHEM ABTOHOMHOCTH. B npunoxeHnu B npuesegeHo noapob-
Hoe onucaHue Bo3gencTeusa, kotopoe YPOBEHL ABTOHOMHOCTU moxeT okasaTte Ha NMPOUECC MEHE[-
XMEHTA PUCKA, Ha ocHOBe aHanuaa Heckonbkux npumepoe M3W nnm M3C.

5 CTAHOAPTbI HA NMPOLECCHI, nopaepxuBarwwne YPOBEHb
ABTOHOMHOCTH

5.1 O6LWwmMe nonoxeHns

BeeneHvne YPOBHEM ABTOHOMHOCTH no3sonuTt uameHnts PUCK vnu noBbICUTE KNMHUYECKUE BO3-
MoxHOCTM M3W nnm M3C. Ona M3WN wnn M3C c bonee Bbicokum YPOBHEM ABTOHOMHOCTH uenocT-
HOCTb U pabo4dne xapaktepuctukm NAMC cTtaHoBATCa Bonee BaxHbIMKM 0NA obecnedeHmna BE3OMNACHOCTMU,
B 3aBMCMMOCTK OT Bo3MoxHoro BPE[A, KoTopblii MOXeT BbITh NpUYMHEH BO BpeMs BbinonHeHua KIMHYE-
CKOW ©oYHKLWW.

Ona YPOBHA ABTOHOMHOCTH Hanbonee 3Hauumel cnenyrowme CTAHOAPTBI HA MNMPOLECCHI:

1) FOCT ISO 14791,

2) FOCT P M3K 62366-1;

3) FOCT P M3K 62304,

4) rOCT P M3K 80001-1,

a ux 3Ha4YeHue nosicHeHo B 5.3—5.6. Ponbe ONEPATOPA 6ynet meHATLCA B 3aBMcUMOCTY OT ero 3AOAY
n B3aumogencteua ¢ MO unn M3C. MNognepxaHne noHumanusa cutyauun ONEPATOPOM crtanoBuTes Bo-
nee 3Ha4yumMbIM Npu npoekTnpoeaHun M3W nnu M3C ¢ Beicokum YPOBHEM ABTOHOMHOCTH. OTNEPATOP
OOMKeH:

- OCO3HaBaTb BO3MOXHbIE OWMDKM, npedynpexaeHnst ob onacHocTu n cbon M3AW unm M3C ¢ BeICOKMM
YPOBHEM ABTOHOMHOCTW;

- MOHMUMaTb, kKoraa TpebyeTcs ero BMelaTenbCcTBO;

- MMETb BO3MOXHOCTb BMelwuBaTbes B gencteusa M3W unm M3C c Bbicokum YPOBHEM ABTOHOM-
HOCTH,

- Npuv BMelLaTensCcTBe ObiTb cnocobHbiM BbIBPATD 1 BbINONHUTE Haanexallee KOppekTupyoLLee aei-
CTBME WM OCTAHOBWTb paboTy.

Bce ato TpebyeT o1 ONEPATOPA agekBaTHOro NOHMMaHUst cUTyauMn Bo Bpems pabotel M3 unn M3C
¢ Bbicokum YPOBHEM ABTOHOMHOCTH n 3HaHMA TOro, YTo OenaTh, Korga CUTyalms OTKIOHAETCS OT Hop-
mbl. M3TOTOBWUTEIb gonkeH yunteieath M3MeHeHne 3AOAY OMNEPATOPA B NMPOLECCE MEHELXXMEH-
TA PWCKA, cBazaHHoro ¢ YPOBHEM ABTOHOMHOCTH.

B npunoxeHun B npusenexbl npumepbl MO, nnnmoctpupyrowne B3anmocsasb mexay YPOBHEM AB-
TOHOMHOCTH, OCHOBHOW BE3OMACHOCTbIO u OCHOBHbLIMW ®YHKUMOHANBHbLIMW XAPAKTE-
PUCTHUKAMMW.
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B NMPOUECCE MEHEOXMEHTA PUCKA kputndHocte YPOBHSA ABTOHOMHOCTH 3aBMCcKT OT ero
snusHusa Ha TAXXECTb BPELA, a He oT knaccudpukaummn YPOBHSA ABTOHOMHOCTH.

M3rOTOBUTENb pmomkeH nepecMmoTpeTk W NpoaHanuanposaTb Bce NMPOUECCHI, ceazaHHbie ¢ PU-
CKOM un ONACHOCTbBLHI), npu nameHeHun YPOBHSA ABTOHOMHOCTH M3W nnu M3C, 4To MOXET BbI3BATb
HeobXxooMMOCTb U3SMEHEHUSA KOHCTPYKLIMK.

5.2 MPOLUECC MEHEOXMEHTA PUCKA

5.2.1 Onpepenenne MNPEAYCMOTPEHHOIO NPUMEHEHWA

N3TrOTOBUTEI gomxHbl BbITe NpeaensHO BHUMaTensHel Npy onpegenedun NMPEAYCMOTPEHHOIO
NMPUMEHEHWA ceoux M3W nnu M3C, obnagarwwnx YPOBHEM ABTOHOMHOCTU. NMPEOYCMOTPEH-
HOE NPUMEHEHWME saenaetca Hanbonee BaxHOW XapaKTepPWUCTUKOW, KOTopasi AOMKHa BbITe TOYHO onpe-
neneHa W3NOTOBUTEINEM. OgHon m3 BaxHbix coctasnswwmx NMPEOYCMOTPEHHOIO NMPUMMEHEHIA
apnsetca onpegenedve Tuna NMALUMEHTOB, ons kotopbix npegHasHadeHo M3W nnn M3C. Ona cywecTtsy-
owmx 1 paspabareiBaembix MOW nnu M3C, obnanawwmnx seicokum YPOBHEM ABTOHOMHOCTH, B ux
NMPEAYCMOTPEHHOM MPUMEHEHWMW pomxeH 6biTe 4eTko onpegened Tun MAUMEHTOB, ans koTopbix
npegHasHa4YeHbl gaHHble M3 unu M3C.

5.2.2NPEOAYCMOTPEHHOE NPUMEHEHME u xapakTepucTUKU, oTHocAwMeca K BE3OMNACHOCTHU

5.2.2.1 MPEAYCMOTPEHHOE NMPUMMEHEHME v NMPOLECC MEHEOXXMEHTA PUCKA

N3rOTOBUTEJIb B NMPOUECCE MEHEOXMEHTA PUCKA (cm. FOCT ISO 14971—2011, 4.2) pomxkeH
ykasatb NMPEOYCMOTPEHHOE MNMPUMEHEHWME M3W unn M3C, obnagatowux YPOBHEM ABTOHOMHO-
CTH, n obpaTuTb BHUMAaHWE Ha XapakTepUcTHKK, cBszaHHble ¢ BESOMACHOCTbBHO.

5.2.2.2 Xapaktepuctuku NMALUMEHTA, cBsazaHHble ¢ BESOMACHOCTbBHO

Mpw NnpoekTUpoBaHuu Bcex TUnoe M3W unu M3C, obnagawwmx unm He obnagaowmx BeICOKUM YPOB-
HEM ABTOHOMHOCTH, cnenyeT y4uTbiBaTh OONOMNHUTENbHbIE XapakTepucTuki, kacawwmneca MALKMEH-
TOB, Bkniovas cnegyroLwme:

- unsl MALUMEHTOB;

- cnocobHocTu MALUMEHTOB k BOCNPUATUIO;

- chuaundeckune cnocobHocTu MALIVMEHTOB;

- KOTHUTUBHBbIE cnocobHocTu MAUMEHTOB;

- Hanuuyve annepruin y NMALUMEHTOB.

MosicHeHWe 3TUX XapaKTepUCTUK NpuBeaeHo B npunoxeHun C.

5.2.2.3 ®usmonornyeckue curHans MALWMEHTOB

MpennonaraeTcs, 4to npumeHerune ®U3NONOMMYECKNX KOHTPONNEPOB C OBPATHOW CBA3LIO
B M3U U M3C noeeicut BE3OMACHOCTbL MALWEHTOB. Mpu paspabotke HoBbIXx MOW unn M3C moryT BO3-
HUKHYTE OTTACHOCTW, KoTopkle NpAMO He YCTPaHAKTCA NPpUMeHeHUeM AeNCTBYOLLMX CTAaHOapTOB.

M3WM wnn M3C, obrnagatowmne eoicokum YPOBHEM ABTOHOMHOCTH, moryT BOCnpMHUMaTh hU3Kn0-
norndeckue napametpsl NALUMEHTOB, u curHansl domsnonorndeckoi obpatHoi cessn bynyt obpabartbiBaTh-
ca M3W unn M3C, a USFTOTOBUTENb gomkeH aT1o yumteiBats B MTPOLECCE MEHEIXMEHTA PUCKA.

MpumevaHue — TpebosaHusa k PUSNONOMMYECKIAM KOHTPONMNEPAM C OBPATHOW CBA3LIO ycTaHos-
neHbl B [4].

CyuwecTByioT cneaytowme uamonornyeckne curHansl (CeHcopHble Bxodbl oT MALMEHTA):

a) Temnepatypa (cMm. Hanpumep, [5] unu [6]);

b) MbiweyHbIR pednekc (cMm., FOCT P M3K 60601-2-10);

C) KPOBSIHOE AAaBNeHUe (HEMHBA3UBHOE: CM., HAanpumep, [7]; nHeasueHoe: cm. FOCT P M3K 60601-2-34);

d) HachklleHe KpoBu Kucnopodom (Hanpumep, SPO, — cwm. [8));

€) YpeckoxHoe napuunansHoe AaeneHue (3HaveHne CO, —cm. FOCT P M3K 60601-2-23);

f) Boox/Bblgox (yactoTta u 06bem — cm. FOCT P MCO 80601-2-55 unu FOCT P MCO 80601-2-12),

g) 3nekTpouU3MonorMyeckne curHansl (3nekTpokapgvorpamma, 3nekTposHuedanorpaMmma, 3nekTpo-
mMuorpamma — cm. FOCT P M3K 60601-2-25, TOCT P M3K 60601-2-27, TOCT P M3K 60601-2-47, FOCT P
M3K 60601-2-49, a Take [10], [11]);

h) ceHcopuanbHble XapakTepUCTUKN (MYBCTBMTENBHOCTE K BOMK, TENMY, XONOoAY, AaBlNeHuto);

i) remoguHamuyeckne curHanel (cm. FOCT P M3K 60601-2-16);

j) cnyx (cm. FOCT P M3K 60601-2-66);

k) peakuus rmas (gunatauus);

) 3Bykn, nagaesaemoie NMALMEHTOM (BepbanbHbie U HeBepbanbHbIe).
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MpumevyaHune — YkasaHHble Bbille cTaHOapThl cogep:kart TpeboaHnsa kK MO ona onpeneneHnsa cooTBETCTBY-
oKX PM3NONOrMHECKUX CUrHamNoB.

5.2.2.4 Xumuko-gpmanonorudeckue curHansl, nocrynatwowume ot NALUMEHTOB B pesynsrate nabopartop-
HbIX aHanmn3oB:

a) cofepXaHue caxapa W 3MeKkTPONUTOB B KPOBY;

b) aHanm3 mouum (kocBeHHO — TpebyrTcs pe3ynsTarkl NabopaTtopHoro aHanuaa);

C) aHanws cnwHbl (KocBeHHO — TpebyloTcs pesyneTaThl nabopaTtopHoro aHanwaa);

d) gpyrve nabopatopHble/chapmaueBTuyeckne aHanussel (OHK, natonorum, TkaHn u . 4.).

5.3 YNPABNEHUE PUCKOM

5.3.1 O6wume nonoxeHnnA

BapuanTtel YIMPABINEHNA PUCKOM He obAzaTenbHO ABMAKTCA B3AaMMHO UCKNMHOYaWWMK MU COOT-
BETCTBYOLWMMK Ansa niobbix obcTosaTenects. K BapuaHtam YIMNPABNEHWA PUCKOM, cBAzaHHeIM Cc YPOB-
HEM ABTOHOMHOCTH, MOryT OTHOCUTBCS:

a) nsberanne ONMACHOCTW ¢ noMoLLbI0 peLleHs He HaYUHATL UK HE NPoJoMmKaTh AENCTBME HA OaH-
HoMm YPOBHE ABTOHOMHOCTMH, xoTopoe npuBegeT K nosblweHuto PUCKA;

b) npunHsatue noebiweHHoro PUCKA npu 6onee Bbicokom YPOBHE ABTOHOMHOCTH, koTopbin obe-
crie4ymBaeT NpeBanvMpoBaHve KNMHUYECKUX MPeuMyLLecTB Mo OTHOLIEHUIO K AaHHomMy PUCKY;

c) yctpaHenue uctodHnka ONMACHOCTU B MW nnun M3C, ceazaHHoro ¢ gaHHeim YPOBHEM ABTO-
HOMHOCTH,

d) mameHeHue BepoATHOCTU HaHecennss BPEA, ceazaHHoro ¢ gaHHbim YPOBHEM ABTOHOMHOCTH;

e) uameHeHne TAXXECTW BPE[JA, cea3aHHoro ¢ gaHHbim YPOBHEM ABTOHOMHOCTUH,

f) pacnpenenenne PUCKA, cBasaHHoro ¢ aaHHbiM YPOBHEM ABTOHOMHQOCTH, mexay HeCkonbKMMN
nogcuctemamu M3V unn M3C;

g) coxpaHeHne PUCKA, ceazaHHoro ¢ ganHeim YPOBHEM ABTOHOMHOCTMH, 3a cyeT NpyHATUSI 0CO3-
HaHHOrO peLleHns Ha OCHOBE aHanuaa cooTHoweHus mexgy PUCKOM n nonesoi.

MPOLUECC MEHEOXMEHTA PUCKA pomkeH ObiTh BbIMOMHEH ANA MOAEHTU(UKALMK NHObIX yCTaHOB-
neHHbIX nu nporHoanpyembix OMACHOCTEW, kotopbie MoxeT BbidbisaTe M3 unu M3C. B MPOLIECCE
naeHTMuKaunm OMACHOCTEMN npucTanbHoOe BHMMaHWe crnefyeT yaensaTb cneuuuyHbIM ONA AaHHOro
npvMeHeHus acnektam. Kak MUHUMYM, KOHKpeTHbIR aHanus YPOBHSA ABTOHOMHOCTH npu BeINOMHEHUN
KNMMHUYECKOW ®YHKLUWW, kak yactv MPEQYCMOTPEHHOMO NMPUMEHEHWA, unn npu TwartensHom
M3y4yeHuun nporHosuvpyembix cutyaunin HEMPABUNBHOIMO NCMNONb30OBAHWA pomkeH BbiTe Npov3BedeH
ONSA cnegyrWmnx cnyyaes, HO HE OrpaHNYMBaACh UMU:

h) HeonpeneneHHocTe ABTOHOMHbBIX peweHnuni, npuHumaembix MOW nnu M3C, 1 BoamoxHbie OTNAC-
HbIE CUTYAL W, Bo3HMKaOW e B pe3ynsTaTe NPUHATUSA HENPABUIbHbIX PELUEHWI;

i) pasHble YPOBHW 3HaHWI, ONbITa, XapakTepucTuK u dusnyeckoro coctosaHma OMNEPATOPOB, NMALKMEH-
TOB v gpyrux noaBepriinxcs BO3OeNCTBUIO NMuAe, kKak NpecTaBneHo B npunoxeHumn C;

j) HOpManeHble, HO HeoXuaaHHble aencteua M3W nnm M3C u3-3a gavHoro YPOBHA ABTOHOMHO-
CTH,

k) HeoxmaaHHble UNKM HenpeayCMOTPEHHbIe OeACTBMA B OKpyXarwllen cpede (Hanpumep, KTO-TO OBU-
xeTcs B paboyen 3oHe MOW nnn M3C, obnagatowmx YPOBHEM ABTOHOMHOCTH);

[) HeOXWOAHHLIA TUM NMOBEPXHOCTWU NEpPeMeLLeHUsa U BHELWHMX ycnoeuid B cnydyae MOBWITbHBIX M3W
unu M3C, obnagarwwmnx YPOBHEM ABTOHOMHOCTH;

m) HeonpegeneHHocTs aencTeuin M3OW unu M3C, obnapgatwownx YPOBHEM ABTOHOMHOCTH, no oT-
HoweHuo K MALUMEHTY, ONMEPATOPY, opyrum 3agedcTBOBaHHbIM MOAAM, KUBOTHbLIM, UMYLLECTBY M OKpYKa-
lLlen cpeae;

n) COOTBETCTBME aHaTOMWKM YernoBeKa U ee U3MEHUYMBOCTH, KaK NokasaHo B npunoxeHuu C;

0) cboi unu oTKNYEeHWe NUTaHUS U Bo30BHOBNeHWe nogadun nutanus (cm. FTOCT P M3K 60601-1—
2022, 11.8) Ha M3V nnu M3C, obnagatowmx YPOBHEM ABTOHOMHOCTH,

p) ONACHOCTW, Bo3HuMKaloWMe M3-3a cTpecca, HeyaobHOM No3bl, UCMOMb30BaHWUA UMM KPUTUYECKUX
cutyauymun NMALUMEHTA. OMNACHOCTW moryT BO3HMKaTb Kak M3-3a (PM3MYEcKUX, TaKk M U3-3a MCUXNYECKUX
acnekToB Ucnonb3osBaHnsa NMbo npumeHeHna M3W unu M3C (cm. FTOCT P M3K 62366-1—2021, 3.29);

g) ONACHOCTW, BosHukawwmne us-3a notepu ONEPATOPOM noHumaHus cuTyauuu, KacawLllencs
M3W unu M3C ¢ Bhicokum YPOBHEM ABTOHOMHOCTH.
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5.3.2 Nepapxua YNPABNNIEHMAA PUCKOM

5.3.2.1 BapuanTtbl YINTPABNEHNA PUCKOM

BapuaHtel YMNPABNEHWA PUCKOM, npenctaeneHHble B CriefytoLlMX MOAMYHKTaX, PacrnonoXeHbl B
nopsake ybbiBaHUs UX 00LWenpuaHaHHoh 3eKTUBHOCTU B cHukeHUM PUCKA. W3TOTOBWTENDb ponxkeH
YYeCTb 3TOT U gpyrve hakTopbl, Npexae YemM NpUHUMaTh peLleHre O TOM, Kakyto KoMBuHauuw Mep no pea-
nusaummn dyHkumin HABNIOOATD, PA3PABATBIBATD, BBIBUPATL 1 BbINONMHATE oH 6ygeT ucnonb3osathb.

Peaynetat YMPABJIEHWA PUCKOM moxeT BoizaTh gononHuteneHele OMACHOCTW. CywecTBeHHbIM
PUCKOM moxeT ctaTh OTCyTCTBUE N HeaddekTueHocTb Mep no YMNPABNEHWIO PUCKOM. 3AOAYA KOH-
TPOJIA gomxHa cTath cocTaBHOM YacTeio nnaHa no YMNPABNEHWKO PUCKOM ans toro, 4Tobbl ObITh YBEPEH-
HbIMMW B TOM, 4YTO Mepbl ocTalTes ahdheKkTUBHBIMMK.

MpumMmeyaHue — [lokyMEHTUpPOBaHWE N perncTpauns («4epHbli awmk») SALAY M3U unn M3C moryT noMoYb
MPOBECTM OLIEHKY CUTyauuKn nocne MHUMAEHTa, a Takke ycoeepuweHcTeorate MEHEIXKMEHT PUCKA Ha npoTsikeHun
YKN3HEHHOIO LUWKNA M3W vnn M3C.

5.3.2.2 KoHCTpyKUMS CO BCTPOEHHOW Be30nacHoCTbIo

Mpw BeegeHnn YPOBHSA ABTOHOMHOCTH gonxHbl ObiTe NPUMEHEHDLI, N0 Mepe HeoBxoauMocTu, cne-
aywouime Mepbi:

a) yctpaHeHue koHkpeTHon ONMACHOCTW, Hanpumep orpaHudeHune paboumnx cueHapues, YTobbl n3be-
xaTb OMACHbIX CUTYALINW, ceazaHHbix ¢ YPOBHEM ABTOHOMHOCTM 1 NpUBOASLLMX K HENpaBUnbHOMY
BbinonHeHuto 3AOAY;

b) cHwkeHne BeposTHOCTU HaHeceHus BPE[A, HanpuMep MCNONb3oBaHMe YHUKambHbIX WAeHTUdNKa-
TopoB ansa MALMEHTA, OMNEPATOPA, TpeTbux Nnuu, XUBOTHbIX M 06bekToB, cBAsaHHbIX ¢ BE3OIMACHO-
CTbH (B 4acTHOCTM, UMYLLECTBY UMK hakTOpam OKpYXarkLLen cpedbl), MapLupyToB nepensueHus (cum. [11]);

c) ymeHbweHne TAXECTW BPELA, HanpvmMmep cHuxkeHue ckopoctn M3U;

d) perynupoBaHvWe Npon3BOAUTENBHOCTM UM HA4EXHOCTU AeWCTBUIA Npu BbinonHeHun 3A0AHN KOH-
TPONA M3W mnn M3C (1. e. YPOBEHb ABTOHOMHOCTH pomkeH ObiTb NOBBILWEH WM CHWXEH OO0 TOrO
YPOBHS, NPV KOTOPOM OTCYTCTBYeT Henpuemnembli PUCK);

e) paspabotka anroputmor ana 3AO0AYN PA3PABATBHIBATE BAPUMAHTDI, obecneumnBarLwmx BelYUC-
NeHne BEPOATHOCTM HEKOTOPOro NMPUMEMITIEMOrO pPEeLUeHNsl U ee OTCINEeXWBaHWe Ha OCHOBE MOocnenponaxHbiX
OanHbix. Ecnu BeinonHenne 3A0AYY PA3SPABATLIBATE BAPUAHTDLI naet peaynsraThl ¢ BbICOKOW Heonpe-
OEeNeHHOCTbIo, TO CneayeT NPOoBEeCcTU WX MOBTOPHYH OLEHKY C MCMNOMNb30BaHWEM ansbTepHaTUBHBLIX METOLOB
WNu JONOMHUTENbHOW UHhopMaLmMn. Ecnn nocrne NOBTOPHOW OLEHKU HEONpeaeneHHOCTb pesynsraTa ocTaeT-
cs HenpweMneMon, To AaHHbln BAPWAHT gomkeH ObITh OTKNOHEH;

f) obecneyenne BoinonHenus 3A0AYM BbIBUPATb BAPUAHT Ha ocHOBe Hagnexallnx KputepmMes 0-
CTWXKeHMa onTumansHoro 6ananca mexay PYUCKOM u nons3oin npy peannaauun KNMMHUYECKUX GYHKLIW.

5.3.2.3 3awmTHbIE MepbI

Mpn BBeaeHun YPOBHEW ABTOHOMHOCTU HeobxoguMo NPUHMMAaTh BO BHUMaHue criegyruiue
Mepbl:

a) NpYMeHeHWe BU3yanbHbIX W 3BYKOBbIX CUrHamnoB TpeBorn gna npegynpexgernus OMEPATOPA wnwu
MALMEHTA 06 ONMACHOW CUTYALIMW, sknouan TOT criyyait, Koraa HEBO3MOXHO obecneunTb nogaepxaHue
OCHOBHBbIX ®YHKUMNOHAJIbHBIX XAPAKTEPUCTUK;

b) obecnedyenne noaaepxaHna HameueHHon KITMHUYECKOW ®YHKLIWMW ¢ 3agaHHbIMM napameTpamm
npu ucnonHeHun 3A0AYN BbINONHATD;

c) gobaBneHWe HOBbIX BO3MOXHOCTEN, TAKWX Kak CMCTEMbl OOHAapyXeHWs1 CTOMKHOBEHWA, M3MEHEHNS
CKOPOCTW WX OpYrux NapamMeTpoB, KOHTPOMNS YCTOWYMBOCTM U T. ., HA OCHOBe pesynbraTa obwero NMPOLIEC-
CA MEHEI>XKMEHTA PUCKA.

5.3.2.4 Mudopmaunsa no BESOMNACHOCTHU

[ns nosbiwerna BE3OMACHOCTU npu BBeaeHnn YPOBHEN ABTOHOMHOCTU mMoxeT BbiTb MCMOMb-
30BaH criegylownid HeMomnHeIR nepeYeHbs Mep:

a) pasMelleHWe Hagnexawmx npegynpexaeHnid oTHoCMTeNbHO nocregoBaTensHocTy 3agad HABIHO-
OATb — PA3SPABATLIBATE — BbIBUPATb — BbIMONHATL (HPBB);

b) orpaHnyeHne ncnonb3oBaHus nocrnegoBarenbHocTy 3agady HPBB B cootBeTcTBUM ¢ NPOLLECCOM
MEHEOXXMEHTA PUCKA n npepoctaenenne OTNEPATOPY vetkon nHopmauumn 06 OCTATOUYHOM PUCKE;

c) obecnedveHre yBeJOMMNEHWUIA O HENPABUITbHOM NpUMeHeHMn, BO3MOXHbIX OTNACHOCTAX vnu gpyron
MHOpMaLUK, KOTopasa MOoXeT noModyb cHuanTe PUCK, ceasaHHbil ¢ YPOBHEM ABTOHOMHOCTH, B Tex
cnydasx, Korga cBoeBpeMeHHOe pearupoBaHue He TpebyeTtcs;
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d) ykasaHue Ha 06513aTeNbHOCTL UCMONb30BaHWS HaANexXallx CpeacTs MHAMBUAYaNbHOW 3alnThl, Ta-
KMX Kak Nep4yaTtky 1 3allUTHbIe OYKK;

e) obecneyeHme nogrotoBk OMNEPATOPOB ans noebiweHWsa MX 3hEKTUBHOCTM MNKU cNocoBbHOCTH
obHapyxuBaTb OWNDKK, cBs3aHHble ¢ YPOBHEM ABTOHOMHOCTH, w gna noHumanua ONEPATOPOM cu-
Tyaluun B U3MEHEHUW ero pornu OT HeNMOCPEACTBEHHOIO y4acTus K HAbrogeHUIO U KOHTPOIHO 13-33 NOBbILLEHNS
YPOBHS ABTOHOMHOCTH M3W nnn M3C;

f) onpepeneHne HeoOXOOMMOro TEXHMYECKOro OOCNY)KMBaHWSA W MHTEPBAaNOB ero NPoBeAeHUs B Teve-
Hue Bcero OXXKMOAEMOIO CPOKA CNYXXBbI n cnocobos npasunbHoi yTunusauum M3OW unm MIC.

5.4 Bonpocbkl MIPOEKTUPOBAHUA C YYETOM 3KCMNNYATALMOHHOW NPUrOOHOCTU M3UK
unn M3C, obnagawowmx Beicokum YPOBHEM ABTOHOMHOCTH

5.4.1 O6wuKe nonoxeHnnA

Onst MW nnu MAC HanpasneHHocTs MPOEKTUPOBAHWA C YYETOM 3KCMNNYATALIMOHHOW NPU-
FOOHOCTW 0b6bl4HO M3MEHAETCA NPU NMOBbILLIEHWUM UNK noHwxkeHnn YPOBHA ABTOHOMHOCTH. ins Gonee
Bbicokoro YPOBHSA ABTOHOMHOCTM NPOEKTUPOBAHME C YYETOM SKCMNNYATALMOHHOW NPUrO1-
HOCTW pomkHo ObITb HAanparneHO B OCHOBHOM Ha KoHTponupywowyw pone OMEPATOPA, Torga kak npu
©onee Huzkom YPOBHE ABTOHOMHOCTW — Ha HenocpeacTeeHHoe yuacTue OMNEPATOPA B BbINOMHEHWN
KMMHUYECKOW ®YHKLIMW. ins npoMexyTouHbIX 3HaveHuin YPOBHS ABTOHOMHOCTM NMPOLIECC MPO-
EKTUPOBAHMA C YYETOM 3KCMNNYATALIMOHHOW NMPUTOAHOCTU cnegyeTt MCMNOMNb30BaTh ANs UOEHTU-
cukaumn OMNACHOCTEW v nposepku sddekTBHOCTM anemeHToB ynpaeneHus MEHEIDKMEHTA PUCKA,
CBA3aHHbLIX C pa3geneHnemM OTBETCTBEHHOCTH.

MNPOEKTUPOBAHME C YYETOM 3KCIMNYATALUMOHHOW MPUIOOHOCTMW BkniovaeT B ceba pasnuy-
Hble acnekTbl, TakMe kak obecrneyeHue afeKBaTHOro NoHuMaHua cutyauum OMNMEPATOPOM, yyeT BpemeHU
peakunn OTNEPATOPA, ceHcopHOro BBOAA AaHHbLIX U OTKNMKA Ha HUX, a Takke cnocobHocTs ONMEPATOPA
BbIABNATL HenpaBwunbHyto paboty mnu owmnbkn M3W nnn M3C ¢ Beicokum YPOBHEM ABTOHOMHQOCTH.
MPOEKTUPOBAHME C YYETOM 3KCMMYATALMOHHOW MPUITOOHOCTM He obasatensHo TpebyeT B3a-
umopgencteua mexay MALUMEHTOM n M3U unu M3C 6e3 unu ¢ npegensHo orpaHUYeHHBIM MpUBNeYeHeM
OMNEPATOPA. Ncnonbaya 6onee Boicoknin YPOBEHB ABTOHOMHOCTH, USTOTOBUTESDL gonxkeH yunThi-
BaTb AaHHoe uaMeHeHue ponun OMEPATOPA.

5.4.2 MoHumanue cutyaummn ONMEPATOPOM

OMEPATOP, patoTtatowuii ¢ M3W, umetrowmm Boicoknin YPOBEHE ABTOHOMHOCTH, umeeT TeHaeH-
LU0 K noTepe noHumanma cutyauuu. Ecnm M3OU unm M3C ¢ HekoTopeim YPOBHEM ABTOHOMHOCTH He
MOKET Haanexalium obpasom oTpearMpoBaTh Ha HEOpAMHApPHYW cuTyauuio, To ONEPATOP pomkeH B3ATb
Ha cebs ynpaeneHue ogHol unu Heckonbkumu 3AOAYAMU M3BUW nnn M3C ana toro, 4tobbl HE JOMYCTUTL
HaHeceHuss BPEOA MALWEHTY, ONEPATOPY wnu apyrum noasm (HanpuMep, HenpodeccuoHanam).

Korga ons ynpaeneHus PUCKOM Ttpebyetca gencteue OMNEPATOPA, To kpaiHe BaxHO, 41066l OlNE-
PATOP:

- MOHMMan cUTyaumio;

- MOT OMpefenuTb CTPATErMio UMK PeakLuo Ha HeopANUHAPHYD CUTyauuK 3a Tpebyemoe Bpems;

- BbIn cnocobeH BbINONMHUTE Tpebyemyto SALAYY unu octaHoBUTL BeinonHeHne 3ANAYUN, ytobel npe-
OoTBpaTuTb Henpuemnemein PUCK.

MoHumaHue cutyauumn ONEPATOPOM moxeT BbiTh kKpuTudeckum ana BE3OMNACHOCTMW, kotopyto cre-
ayet paccmotpeTb B NMPOLECCE MEHEIXKMEHTA PVUCKA Ha ctagun npoektvpoBadna MOW unun M3C ¢
HekoTopbiM YPOBHEM ABTOHOMHOQOCTH v xoHTponuposaTts B NMPOLIECCE MPOEKTUPOBAHWA C YYE-
TOM JKCMNYATALUMOHHOW NPUIOOHOCTW. M3TOTOBUTENB gomkeH paccMOTpeTb BO3AEWCTBME NOTe-
pu NoHMMaHus cutyauumn Ha Bce PUCKWM 1 Ha Bce mepsl no YTPABIIEHO PUCKOM. Ecnu noteps noHuma-
HUa cuTyauunn yeenuumnsaet PUCK, To Heobxoanmo nccnenoBate BEPOATHOCTE NOTEPU MOHUMAHUS CUTYaLIMK.

Mpu npoektuposanum MIW nnu M3C ¢ Boicokum YPOBHEM ABTOHOMHOCTH noHumaHwe cutyaumm
OMNEPATOPOM wmoxeT 6biTh noebilieHo BoenedeHnem OMNEPATOPA B peanusauuio 3agad « HABIKOOATb»,
«PA3SPABATBIBATE BAPUAHTbBI», «BbIBUPATb» oauH 13 Hux unu «BbINMONHATL» npu ocywectBneHun
KNMHWYECKOW ®YHKLMW. B MPOLIECCE MPOEKTUPOBAHMA C YYETOM 3KCMNYATALIMOHHOWM
MPUTOOHOCTW gomkHbl BbITE pacCMOTPEHbI JaHHbIE CUTYaLMK.

5.4.3 Bpemsna peakuun OMEPATOPA

B paHHoM nyHKkTe paccMmoTpeHo cHuxeHve PUCKA nytem BeegeHus TpeboeaHuid kK MO nnun M3C,
cBA3aHHbIX ¢ X YPOBHEM ABTOHOMHOCTH, utobbl 0H BbIN cornacoBaH ¢ BpemeHem peakuum OMNMEPATO-
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PA 3a c4eT KOPPEKTMPOBKM MX DYHKLMOHAIBHOW CUHXPOHHOCTW MINW ONpeferneHns TOro, Kak cnpaBnsaThes C
ONACHOCTAMMW B cnyvyae HecornacoBaHHOCTH.

OpHum u3 daktopoe PUCKA gna M3OW unu M3C, obnagawwmnx Hekotopeim YPOBHEM ABTOHOM-
HOCTH, apnsaeTtca ux cnocobHOCTbL pearMpoBaTtb He3aBMCcUMO OT BmewaTensctea OMNMEPATOPA u 3a Bpems,
KOTOpOE MOXeT OblTb HECOBMECTUMO C BO3MOXHOCTAMMK Yenoseka. CyLLecTBYOT ABa BapuaHTa: B NepPBOM U3
HWX BPEeMEeHHbIe XapakTepucTukn cuctembl nossonaT OMEPATOPRY npepsats NMPOLIECC vnu nepesecTu
M3W nnu M3C B BeszonacHoe cocTosHMe, Bo BTopom BapuaHTe M3W mnn M3C pabortaet GbicTpee, 4em
BpeMs peakuumn Yyenoseka. N3FTOTOBUTENb pnomkeH paccmoTpeTh 0ba BapuanTa B MTPOUECCE MNMPOEKTK-
POBAHMA C YYETOM 3KCNNYATALUMOHHON NPUIOOHOCTW.

lMpumepbi

1 M3U, obnadarouwiee YPOBHEM ABTOHOMHOCTH c ozpaHuyYeHueM Ha 6bicmpodeiicmeue, no3eosisem
OlEPATOPY npepeams HenpedycMompeHHoe delicmeue, HanpuMep ¢ NoMouwikLio ycmpolicme agapuliHoli ocma-
Hoeku (cm. FTOCT P M3K 60601-1—2022, 9.2.4).

2 M3U obnadaem YPOBHEM ABTOHOMHOCTH, npu komopoM 803MOMKHOCIMbL KOppekmupoeaHus deu-

JKEeHUSI @ 3aeUcUMOCMU OM CMeljeHUl opzaHa 80 8peMsA JIeYeHUS HaMHo20 6bicmpee, YeM epeMsi peakyuu
OIMEPATOPA.

B MPOLIECCE NPOEKTUPOBAHWA C YYETOM 3IKCMNYATALMOHHOW NPUIOAHOCTMW, a Taicke B
MPOLEECCE MEHEOIXMEHTA PUCKA HeobxooumMo paccMOTpeTh AaHHble CUTyauun.

5.4.4 CeHcOpHble BXOAHbIe cUrHanbl u Bocnpuumunsocte ONMEPATOPA

MoMUMO MCNONb30BAHUA NEPBUYHbLIX CEHCOPHLIX BXOOHLIX CUTHAMNOB, TAKUX KaK TaKTUNbHbIE BXOOHbLIE
curHans!, ONEPATOPbI 0CHOBBIBAKT CBOM AEMCTBUSA Ha CEHCOPHbLIX BXOAHbIX CUTHanax, npoleawux obpa-
DoTKyY, 4TOBbI CTaTb BU3yanbHO WK Ha CNyX BOCMPUHUMAEMbIMWA YENOBEKOM, B TO BPEMS Kak NCTOHYHMK 3TUX
BXOOHbIX CUrHANoB MOXeT ObiTb BHE AMana3oHa BOCMPUMMYMBOCTM YenoBeka. TeM He MeHee B HeKOTOpbIX
cny4qasx MOXeT BbiThb LiernecoobpasHbiM NCNONb30BaTh CEHCOPHbIE BXoaHble curHansl OMNEPATOPA kak 06s-
3aTenbHble BXoaHble curHansl B NMPOLUECCE KOHTPOMA M3W nnn M3C c Beicoknm YPOBHEM ABTOHQOM-
HOCTH.

M3W nnu M3C moryT nomous B peweHnn 3AOAY «HABNMIOOATE» n «BbIBUPATb» M3 HeckonbKux
WCTOYHMKOB B TeX chny4asx, korda HeobpaboTaHHble BXOOHbIE CMIHamnbl OT 4aT4YMKOB He MOTryT BbiTb BOCNpU-
HaTel ONMEPATOPOM. B atom cny4vae Boicokuin YPOBEHE ABTOHOMHOCT moxeT BbiTb Heobxognm Ans
aeTomaTusauum (B peanbHoM BpeMmeHu) Bbibopa 1 omnbTpaumm gaHHblX, 4HTOObI cOoenaTh CEHCOPHbLIE OaHHbIe
LOCTYMNHBIMW B TOW chopMe, B KOTOPOI OHM MOTYT BbITh MOHATHBLI YENOBEKY WU NO3BONAT eMy paboTaTe C HUMM.

5.4.5 CnocobHocTe OMNEPATOPA o6HapyxuBaTb HeNpaBuUnbHbie AeNCTBUA U owmnbk M3U vnu
M3C c Bbicokum YPOBHEM ABTOHOMHOCTH

M3W wnm M3BC ¢ Beicokum YPOBHEM ABTOHOMHOCTH moryt PASPABATBLIBATb BAPWUAHTDI, go-
ctynHble Ansg BbIBOPA OMEPATOPOM, vnv npn Hanu4nu ewe bonee Bbicokoro YPOBHA ABTOHOMHO-
CTU M3WN nnu M3C moryT kak PA3PABATbLIBATD, Tak n BbIBUPATb BAPUAHTLI. MNpwn atom pone OMNEPA-
TOPA npeBpalliaeTcs B ponb CyrnepBu3opa, a He y4acTHUKa JEeNCTBUA.

N3TrOTOBUTEIIN M3 vnu M3C pgomkHbl npogymate pons ONEPATOPA Bo Bpems NMPOLIECCA o6-
Lero NPoeKTMpoBaHMA 1 pa3paboTku. MNoBogoM ANs NPUMEHEHWA OOMNOMHUTENbHbIX MEp OOJIKEH CTaTb pe-
synetat NMPOLECCA MEHEOXKMEHTA PUCKA. Hanpumep, MoryT 6biTe NPUMEHEHbI CIEAYHOLME MEpPbI:

- MPOEKTUPOBaHKE C LieNnbio nogaepxaHua noHmuMmanusa cutyaumn ONEPATOPOM;

- bonee nogpobHble UK McyepnbiBarOWwme pekomenaaumm B pykosogctee ONEPATOPA no M3W nnu
M3C;

- yeTkMe MeTofdbl, obecneuvBawowme obHapyxkenne OMNEPATOPOM HenpaBumnbHbIX OEWCTBUA WK
owmnbok M3W unu M3C c¢ Bbicoknm YPOBHEM ABTOHOMHOCTM;

- gononHutensHas nogrotoeka OMNMEPATOPA ong BbIMONHEHUA CBOER PONM.

5.5 MPOrPAMMUWUPYEMbIE 3NEKTPUYECKUE MEOAULUUHCKUE CUCTEMbI n XXM3HEHHbLIU
LIMKI pa3spaboTku nporpammMmHoro obecneyenus (FTOCT P M3K 62304)

Ona M3W nnu M3C ¢ Beicokum YPOBHEM ABTOHOMHOCTHM pabotocnocobHocTs NMAMC, BEpOATHO,
Oyget 3Hayumon gna obecnedeHma BE3OMACHOCTW, Ho SKCMNYATALUMOHHAA NMPUIOOHOCTL octa-
HeTcsa cywecTBeHHoW Ansi obecnevyeHusa BE3OMNACHOCTW ennote go nonHocteo ABTOHOMHBIX M3W mnw
M3C, korga OMNEPATOP He 6yget yyactBoBaTth B patote M3 unu M3C.

lMporpammHoe obecne4eHne 4acTo ABNAETCA HeoTbemnemon 4acteto M3W nnn M3C. JocTtuxeHune OC-
HOBHOW BE30OMACHOCTW n OCHOBHbLIX ®YHKLIMOHATBHLIX XAPAKTEPUCTUK M3 unn M3C, co-
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Aepxawux nporpamMmmHoe obecnedveHune, TpebyeT 3HaHWs TOro, ANs Yero npegHasHa4YeHo nporpaMmMmHoe obe-
crneYeHne, U 4EMOHCTpPaLUU TOro, YTO JaHHOe MporpammHoe obecrnedeHne BbIMOHSAET CBOM (OYHKUMMK, He
Bbl3bIBasA Kakux-nnbo Henpuemnembix PUCKOB.

ONACHOCTW, koTopkle KOCBEHHO MOTYT BbITh BbI3BaHbI MpOrpaMMHbIM oBecnedeHnem (Hanpumep, Npu
npenocTaBneHuM HeqoCTOBEepPHON MHAOPMAaLUWK, KOTopas MOXeT NMPUBECTU K HazHauYeHU0 HeHaanexallero
nedeHunn), cnegyetT npoaHanuanposats B MPOLECCE MEHEIXXMEHTA PUCKA npw onpegeneHuny Toro, AB-
nsieTca Ny nporpaMmHoe obecnedeHne cnocobcTBYOLWMM (hakTOPOM.

M3 W nnu M3C ¢ Bbicokum YPOBHEM ABTOHOMHOCTM, BeposiTHO, ByayT cofgepatb 6onee WwypoKuii
hyHKLMOHAN NporpammMHoro obecrnedeHus, HeobxoAumoro Ana BeinonHeHus 3A0AY, kak NpaBuno, BLIMOMHA-
emblx ONMEPATOPOM, a Takxe gononHUTENbHble cpeacTea obecnevyeHua dyHKLUMOHANBHOW COBMECTUMOCTM
BO BCEM MpPOrpamMmmMHOM obecredeHunm, 4To yBenuumeaeT 06bem 1 CIIOXHOCTE NpPorpaMmMHoro obecneveHus.

PeweHne 06 ncnonb3oBaHWM nporpaMmHoro obecnedenna gns ynpasnedus PUCKOM npuHumatoT B
MPOUECCE MEHEOXMEHTA PUCKA. MPOLIECCHI XXN3HEHHOIO UWMKNA nporpammHoro obecneuve-
HWS ABMATCH cywecTBeHHoN YacTtbio NMPOLECCA MEHEOXMEHTA PUCKA. Hannuve 0ononHUTENbLHOrO
unu apyroro nporpammMHoro obecneueHusa notpebyer nepecmotpa NMPOLECCOB MEHEOXKMEHTA PUCKA
(cMm. FOCT ISO 14971 TOCT P M3K 62304).

Ona M3W wnu M3C, peanuayrowinx dyHkumio BBINIONHATL ganHy KITMHUYECKYHO ®YHKLWIO
unu 3ALAYY, notpebyeTtca nporpammHoe obecneveHune ans uHdgopmuposanuns OMNEPATOPA o nioboi He-
opOMHapHOW cuTyaumm unu HenpasunbHom aencteum. W3rOTOBUTENDb pomkeH ByaeTt npoaHanu3vpoBaTb
nporpaMmHoe obecnedyeHve Ha cooTsBeTcTBUe TpebosaHusam NMPOEKTUPOBAHWMA C YHYETOM 3KCINYA-
TALUMOHHOW NPUTOOHOCTW. OMNEPATOP gomkeH nonumats SAJAYUN unu KNMHUYECKUE &YHKLU M
M3W unn M3C n orpaHuyeHus Ha M3 nnn M3C npu kakom-nubo knuHuYeckom ocnoxHeHuu. ONMEPATOP
OOMKeH 3HaTb, B KAKOM crny4ae noTpebyeTcsa ero BMellaTenscTBO, 0cobeHHO B TOM cny4yae, ecnu MOW unu
M3C He moxeTt BbIMONHUTL KIMTMHWYECKYHO ®YHKLIMKO nomxHbiM 0bpasom.

5.6 MpumeHeHne MEHEOXXMEHTA PUCKA B HthOopMaUMOHHO-BbIYUCNUTENBbHbLIX CETAX
C MeAUUMUHCKUMUK npubopamu

Onsa M3WM unu M3C ¢ Beicokum YPOBHEM ABTOHOMHOCTH Takke moxeT noTpeboBaTbcs B3aMMO-
JencteBoBaTk ¢ apyrumu M3W wnu ¢ gpyrum HemeguuuHckumM obopypoeaHuem. W3FOTOBUTENb gomkeH
npenycMoTpeTb cozgaHue Hoson MAOC B NMPOUECCE MEHEIXXKMEHTA PUCKA.

Ha pucyHke 1 nokasaH npumep npocton 6a3oBoi mogenu, unnoctpupyowei, kak MOW nnu M3C moryT
B3aMMOLENCTBOBaTL Mexay cobon.

ﬂuarHocTuHecKoe W TepaneBqueckoe nnu
KOHTpOnWpyioLliee N MHTepBeHUWOHHOe
MeaULWHCKoe i MeauUUHCKoe
ycrpoiieTeo (2) yeTpoiacTeo (3)

DUIMONOrMMECINA CUrHan oT
nauueHTa (1) — PABOYAH
YACTb

F 3

MpumeuvaHnune — Ceasb mexay (1) v (2) TMnuyHa n 06bIMHO CyLLECTBYET, TOrAa Kak cBaAsb Mexay (2) n (3) obbiu-
HO OTCYTCTBYET U ee ponb BeinonHaeT ONEPATOP (meauuuHckuii nepcoHan). Ceasb oT (3) k (1) ABnAeTcA pesynsraTtom
MeOULVHCKOW TepaneBTUHeCcKoN/MHTEpPBEHLMOHHOM noMowu, npegoctasnaemoin NMAUUMEHTY. MeguuuHckmue ycTpoicTea
(1)>—(3) moryT 6bITb KOMNoHeHTOoM M3W, nogcuctemoirt M3W, HenocpeacTeeHHO M3 unu M3C. MeauumHckoe ycTpoid-
CTBO B OaHHOW Moaenn akeuBaneHTHo M3W unn M3C.

PucyHok 1 — Basoeasa mogerns B3aumogenctema MO B M3C
[nopsimok paccmoTperuns ot (1) k (3)]
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M3W n M3C sBnAwTCA CyLEeCTBEHHOW COCTABMALWEN COBPEMEHHOW MeanuunHbl. B M3W moryTt 6biTh
MCMONb30BaHbl OTKPbITbIE CETEBbIE NMPOTOKONbI CBA3M ANS Nepefayn BXOAHbIX M BbIXOAHbIX AaHHbIXx. OgHako
B OTNMYne oT 060pynoBaHUA COBPEMEHHbLIX KOMMNLIOTEPOB U BLITOBOM 3MNEKTPOHUKNA, UMEKLLETO BO3MOXKHOCTb
B3aMMoeNCcTBOBaTL Mo NpuHUMNY plug-and-play («nogknwoyn v nonb3yica»), GonswmnHecTBo M3W He npen-
Ha3HaueHbl Ans Takoro Baammogencteuns. ObbivHo B M3W ncnonb3yroT YacTHbIe NaTeHTOBaHHLIE NMPOTOKONMbI
415 MHTerpauumn B CoOBCTBEHHYI0 cucTeMy. [JaHHble noaxoabl He obecnevnBaloT agekBaTHY MHTErpauuio Bos-
MOKHOCTEW, Heobxoaumbix ans 6esonacHon nHTerpaumm M3W, nponseBeneHHbix pasHbimn M3FrOTOBUTENA-
MW, u ons obmeHa gaHHbIMK Mexay pasHeiMyu M3W [cm. cesasb mexay (2) v (3) Ha pucyHke 1]. Ecnn M3MOTO-
BUTEJNb M3W xoueT obecneuntb conpsiraeMocTb ceoux M3W ¢ gpyrumun M3W, To OH JomKeH paccMoTpeTb
ucnone3oBaHue bonee Bbicokoro YPOBHSA ABTOHOMHOCTU, a MOCT ISO 14971 pnsa atoro TpebyeT co-
OTBeTCTBYKOLLEro nepecMmoTtpa gokymeHtoe MEHEIXXKMEHTA PUCKA u MPOEKTUPOBAHWMA C YYETOM
SKCMNYATALUMOHHOW NPUIOOAHOCTW.

PaccmoTpeHue COOTBETCTBYIOLLKMX CTaHAapTOB (CM. [12]) MOXET NOCNYXWNTb AONONHUTENBHBLIM PYKOBOS-
ctBoMm ans M3FOTOBUTENEMN.

B HacToswee Bpems GonblwmHcTBo M3OW He nmetoT dmanonormyeckon obpaTHoM CBA3K, HO NpeaocTaB-
NAT OMarHOCTUYECKY0 UMM KMMHUYECKY TepaneBTUYecky WHgopmauuio, Banmogencteysa ¢ ONMEPATO-
POM (meguumHckum nepcoHanom), a MHorue M3W nnun M3C 6azupyroTca Ha MCNons30BaHUKU NPOrpaMmMHOro
obecne4yeHnsa 1 3aBucAT oT B3aumogenctena ¢ ONMEPATOPOM.

M3WM unn M3C ¢ 6onee Boicokum YPOBHEM ABTOHOMHOCTH moryT npefocTaBuTb BO3MOKHOCTb
HABNKOOATb KNMHWYECKWE ®YHKLWMKM n OCHOBHBIE ®YHKUMOHATNBHBIE XAPAKTEPUCTWKW, obe-
crnevnBakT bonblle KNMMHUYECKON MHopMaL MM NS NPUHATUS MEAULUHCKUX peLlueHUi, CHUXaKT 06beM B3a-
umogencTeusa ¢ ONMEPATOPOM u cnocobeTByOT yMeHbLUEHMIO ynucna owmnbok OMNEPATOPA.

6 OCHOBHAA BE3OIMNACHOCTb n OCHOBHbIE ®YHKLUNOHAJIbHbIE
XAPAKTEPUCTUKW, ceBazaHHble ¢ YPOBHEM ABTOHOMHOCTHU

6.1 O6wme nonoxeHun

MoebiweHne YPOBHA ABTOHOMHOCTH moxeT npuBecty Kk nepenade otsetctBeHHocTW oT OlNEPA-
TOPA k M3W uvnn M3C, 4To MOXeT noBbicUTb 3HaveHue YTPABNEHWA PUCKAMMW, cesasaHHbimu ¢ OC-
HOBHOW BE3OMACHOCTbLK n OCHOBHbIMW ®YHKLMOHANBHBLIMW XAPAKTEPUCTUKAMW M3W nnu
M3C.

Beenenue YPOBHSA ABTOHOMHOCTM MoXeT NpUBECTU K UBMEHEHUID CMNEeayIoWLNX XapakTepPUCTUK:

- KNMIMHNYECKAA OYHKUNA vnu nbave NMPEOYCMOTPEHHOE NMPUMEHEHWE;

- XapakTepucTukK, cessaHHble ¢ BESOINMACHOCTbLIO;

- OMNACHBIE CUTYALWW, koTopble HeobXoanmo ycTpaHuTs ¢ noMoubio YIPABIEHMA PUCKAMNA.

3HaveHns yHKLMOHAaNbHbLIX XapakTepPUCTUK, CBA3AHHLIX C KMMHUYECKOW ®YHKLMEW, MOryT no-
BbicuTe OCHOBHbIE ®@YHKLUWMOHANBHBLIE XAPAKTEPUCTWKW, xota YMNPABNEHWNE PUCKAMW ceazaHo
kak ¢ OCHOBHOW BE30OMACHOCTbIO, tak 1 ¢ OCHOBHbLIMKA ®YHKLMOHATNBHLIMWA XAPAKTEPUC-
TUKAMI.

6.2 OCHOBHAA BE3OMNACHOCTb, ceasaHHaa ¢ YPOBHEM ABTOHOMHOCTH

OCHOBHAA BE3OMNACHOCTb cBsAzaHa C MCMOMb30BaHUEM TEXHWYECKUX PELUeHWIA (HanpuMep, KOM-
MOHEHTOB, NPOrpaMMHOro obecrnevyeHnsl, MatepuanoB W IHEpPrun), MPUMEHEHHbIX B KOHCTPYKuun M3W nnu
M3C. lNporpamMmMHbie anropuTMbl, peann3osaHHble B M3 nnn M3C, 1 ceazaHHoe ¢ Humun YTPABIEHWE
PUCKAMW momxHbl nogoepxmearte gonyctumslie ypoBHU PUCKA (HanpumMep, No NopaXeHno 3neKTpuYeckumM
TOKOM, TEPMWUYECKWUM OXOram, BO3ropaHuto, NosellLeHHOW paguauum). OHn ceasaHsl ¢ BPEJOM, HaHoCHMBIM
M3W unn M3C npu AeACTBUAX He NO NpeaHa3HadYeHunHo.

Ecnn YPOBEHb ABTOHOMHOCTH noBblliaetr TexHudeckune TpebosaHua k MNMPEOHA3HAYEHHO-
MY WCMONL30OBAHWIO, He cesazanHoMmy ¢ KITMHUYECKOW ®YHKUMEWN, unu MoxeT ycunuTb 3HadYeHue
YMNPABINEHWA PUCKAMMW, cesizaHHbIMK € M3meHeHnem 3AJ0AY OMNEPATOPA (yeenuyeHue unm ymeHblle-
Hue), oTHocawmmucsa k NMPEOHA3HAYEHHOMY WCMONb30BAHWIKO, koTopoe He MOXeT BbiTh CBSI3aHO C
KIMTMHNYECKNMWN @YHKUMAMMA, To YPOBEHb ABTOHOMHOCTH non)eH NpUBECTM K NOBbLILLEHWU TEXHK-
yecknx TpebosaHnit Kk OCHOBHOW BE3OMNACHOCTMW.
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lpumepsbi

1 Cucmema nony4yeHus u3zobpaxeHull MemodoM s10epHO20 MazHUMHO20 pe3oHaHca obnadaem HU3KUM
YPOBHEM ABTOHOMHOCTH, komopsiii nozeonsem nepemecmums MALUUEHTA e MazHUMHbIL nopman dns no-
JiyyeHus U306paKeHUs ¢ MOMOWbLI cmapm-cmonHozo ycmpolicmea ONMEPATOPA, komopoe He mpebyem mno-
cmosiHHo20 eo3delicmeusi co cmopoHsl ONMEPATOPA. lNMockonsky nosuyuonupoeaHue MALUEHTA e nopmane
HerocpedcmeeHHO He Cesi3aHo C noJlyvyeHueM uszobpaxeHus, mo npu OLEHKE PUCKA OdaHHbIl napamemp Mo-
xem 6bimb onpedeneH, kak omHocsauuiicas k OCHOBHOW BE30OMACHOCTH (onacHocme pa3dasnueaHusi) u He
omHocauuiics k KTMHWYECKOW ®YHKLMU (dpopmuposarue uzobpaxeHus). BMecmo amozo oH moxem 6bime
paccmompeH kak dononHernue k MPEAHA3HAYEHHOMY UCINOMb30BAHHUIO. QaHHell napamemp u Heob6xodu-
mocms YTPABIIEHHUS PUCKAMM, udenmudchuyupoeaHHas e NMPOLECCE MEHEQ)XMEHTA PUCKA, npuHuma-
rom 80 eHumMaHue ocobenHocmu OCHOBHOUW BE3OMNACHOCTHU. 3oHa nepeMelueHuss Moxem 6bimb NPUYUHOL
OMACHOM CUTYALIMU u ebizeamb HaHeceHue BPELA (mpaembl pazdasnueaHus, cpe3aHusi unu 3alemMaeHuUs)
MALMEHTY.

2 MexaHusupoeaHHbIl po6omomexHuYyeckull 2ubkuli aHOockon, npedHazHa4yeHHbIL 0518 UH8a3UeHbIX Npo-
uedyp, umeem npusHaku YPOBHST ABTOHOMHOCTH, komopklii no3eosnisem u3zefiekams 3HOOCKOMN U3 nuujeeoda
c noMouiL cmapm-cmonHozo ycmpolicmea ONEPATOPA, komopoe pegepcupyem Mapupym, npoideHHbIl 80
epemMsi esedeHus, U He mpebyem nocmosiHHo20 eo3adeiicmeaus. lMockonkKy eeedeHue/uzaneyeHue 3HOOCKoOMNa
HenocpedcmeeHHO He C8s3aH0 C MoslydYeHUeM eu3yalbHo20 uszobpaxeHus, mo npu OLEHKE PUCKA daHHbIl
napamemp Moxem 6bimb onpedeneH, kak He omHocauwuiicsa k KIIMHWYECKOW ®YHKUWN. Bmecmo amozo oH
mMoxem 6bimb paccMompeH kak dononHernue k [MIPEQHASHAYEHHOMY UCIMOMb30BAHUIKO. QaHHbil napamemp
u Heobxodumocmb YIPABJIIEHUSI PUCKAMU, udenmucpuyupoeaHHasa e NMPOYECCE MEHELXMEHTA PUCKA,
NpUHUMAaom 80 eHUMaHue ocobenHocmu OCHOBHOW BE30MACHOCTH. B peaynsmame moxem 6bimb HaHeceH
BPE/], cesizaHHbili ¢ OTTACHOU CUTYALIMEW e 30He nepemelleHuUs, KOMOPLIil MOXem ebl3eamb mpaembi y [TA-
LHEHTA e sude 3adupoe unu nopesos.

6.3 OCHOBHbIE ®#YHKUMOHAINBbHBLIE XAPAKTEPUCTUKW, ceAazaHHbie ¢ YPOBHEM
ABTOHOMHOCTH

OCHOBHBIE ®YHKLUNOHANBHBIE XAPAKTEPUCTWKW nony4atot 8 MPOLIECCE OUEHKW PUCKA,
cBA3aHHOro ¢ BbinonHeHnem KIIMHUYECKUX ®YHKUWIA ¢ ucnonbaosaHmem Hekotoporo YPOBHSA ABTO-
HOMHOCTH.

OCHOBHBIE ®YHKLWMOHANBHBLIE XAPAKTEPUCTWUKMN cesizanbl ¢ KITMHUYECKOWN ®YHKLWMEW, a
MX noTeps unu gerpagauus noenedet 3a coboi Henpuemnembin PUCK. HenpegycmotpenHbin PUCK, Bbi-
3BaHHbIn M3W nnn M3C, obnagatowmmn Hekotopeim YPOBHEM ABTOHOMHOCTMH, MOXeT BO3HWUKHYTE MpK
NOMNbITKE BLINOMHEHNA UMW OEACTBUIA MO CBOEMY MpeaHasHadeHuto. Ecnu cywecTeyeT obnacTe YacTUHHOIo
coenagexns OCHOBHBLIX OYHKLIMOHANBHbIX XAPAKTEPUCTUK 1 OCHOBHOW BE3OMACHOCTW, To
no onpegeneHunto ata obnacte otHocuTcA kK OCHOBHOW BE3OMACHOCTW. Ecnu ceoiictBa YPOBHS AB-
TOHOMHOCTH cnocobCTBYOT YCOBEPLUEHCTBOBAHMIO TexHU4Yecknx xapaktepnctnk KIIMHNYECKUX ©YHK-
LIV unu ynpasnexns PUCKAMMW, ceszanHbiMu ¢ paclimnpernem KNMMHUYECKOW ®YHKLWW, To Takon YPO-
BEHb ABTOHOMHOCTH ynyywaetr OCHOBHBLIE @YHKLUMOHAJIBHBIE XAPAKTEPUCTWKW, ecrnn 310 He
NPUBOOUT K YACTUYHOMY NepekpbIThio ¢ obnacteio OCHOBHOW BE3OMACHOCTW.

Mpumepsbi

1 B ABTOMATUYECKOW HAPYXXHOWU QEGUBPUITIIALUNU (AHL) ucnons3oeaHo ceoiicmeo YPOBHS AB-
TOHOMHOCTH, nozeonswoujee CUHXPOHU3UPO8ames nodayvy aHepzuu degubpunnayuu ¢ nMUKoM xenydoykoeo-
20 Komnnekca cuzsHana anekmpokapduozpaMmbl (IKT). MockonbKy cUHXpOHU3UpOeaHHaA nodaya 3Hepauu de-
ubpunnayuu HanpsaMmyr ceflaHa ¢ GegubpunnayuoHHoll mepanuel, mo OLEHKA PUCKA dns esedeHHO20
YPOBHA ABTOHOMHOCTH nozeonum udeHnmucbuyuposams daHHoe ceolicmeo, Kak ceszaHHoe ¢ KITMHUYE-
CKOU ®YHKLUMEWN u He nepekpbisaroweecss ¢ OCHOBHOW BE3OMACHOCTbIO. 3ma dobasneHHas KITMHNYE-
CKAS ®YHKLUUS moxem 6bimb udenmughuyupoeara ¢ nomouikio OLJEHKW PUCKA kak OCHOBHAS ®YHKLNO-
HAJIbHASI XAPAKTEPUCTUKA.

2 B ycmpoiicmee nuHeliHO20 yckopumessi ucrnons3yemcsi ceolicmeo YPOBHA ABTOHOMHOCTH dns
JIYHEBOW TEPAMWU 1104 BHU3YAIIbHbIM KOHTPOJIEM (JITBK), noseonsouwiee cUHXPOHU3UpOeamb npoeede-
Hue mepanuu c xapakmepom ObixaHus MMALUUEHTA. MockoneKy cuHxpoHu3lupoeaHHas nodavya U3ITYYEHUSA Ha-
npaAMyro cesiaHa ¢ Jydeeoll mepanueid, mo e NMPOLECCE OLEHKW PUCKA daHHoe ceolicmeo Moxem 6bimb
onpedeneHo, kak omHocaweecs k KITIMHWYECKON ®YHKLNH u He nepekpuicaroueecss c OCHOBHOU BEE30IMAC-
HOCTBIO. Mpedensi ¢hyHKUUOHANLHLIX Xapakmepucmuk daHHo20 ceolicmea YPOBHSA ABTOHOMHOCTU mozym
6bimb onpedeneHbl Kak TameHmMHoOCMb (BYHKUUU 8KITIOYeHUs/ebikoYeHuUss nyya. JaHHoe ceolicmeo YPOBHS
ABTOHOMHOCTH u Heobxodumoe ynpasneHue PUCKAMM, ebisenernHoe 8 [TPOLJECCE MEHEOQXMEHTA PUCKA,
omHocamcsa k OCHOBHBIM @YHKUUOHANBHbIM XAPAKTEPUCTUKAM. BPEL, komopsbli Moxem 6bimb HaHe-
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CceH 8 pesynbmame, ces3aH ¢ yxyduleHueM kayecmea mepanuu umau conymcmayouwum nospexdeHueM myxaHel
eHe Uyesegoll o6nacmu mepanuu, Ymo MoXem npueecmu K HerpedycMompeHHOMY UNU HenpuemMiIeMoMy KIUuHU-
YecKoMYy pe3ynbmamy.

3 B ycmpolicmee nuHeliHO20 ycKopumenns ucrnofk3osaHo ceolicmeo YPOBHA ABTOHOMHOCTH, noseo-
nAouee nepeMelams UCMOYHUK U3NyYeHUs no dyze eokpya ueneeoli obnacmu u e npouyecce nepemMeuieHus
nodcmpaueames MHO203/1eMeHmMHoe ycmpolcmeo ozpaHuyeHus nyya (YOII) dns o6ecneyeHus coomeemcmaeaus
ny4a nnowadu norepeyHo20 ceyeHus yenesol obnacmu. C o0HOU cMOPOHbLI, MOCKONbKY dsuXeHue rno dyae u
dewxeHue no hopMupo_aHUro JIy4a HanpsaMYyr Ces3aHbl C nnaHoM seyeHus, mo e [MIPOLYECCE OLEHKA PUCKA
daHHoe ceoiicmeo Moxem 6bimb onpedeneHo, kak omHocsiweecs k KITUHUYECKOW ®YHKLIMWN u He nepekpii-
earouwjeecss ¢ OCHOBHOMW BEE30MACHOCTBIO. QaHHoe ceolicmeo YPOBHS ABTOHOMHOCTU u Heo6xodumo-
2o ynpasneHus PUCKAMM, ecisenenHoe e [TPOYECCE MEHEOXMEHTA PUCKA, omHocamca k OCHOBHbIM
OYHKLUHNOHATIBHbIM XAPAKTEPUCTHUKAM. BPE/, komopklli Moxem 6blmb HAHECeH & pe3ysibiname, ces3aH ¢
yxyduweHueM Kayecmea mepanuu uilu conymcmeylouwuM nospexdeHueM mkaHell sHe yeneeol o6nacmu me-
panuu, Ymo MoxXem npueecmu k HernpedycMoMmMpeHHOMY UU HeripueMiaeMoMy KAuHU4YeckoMy pesynbsmamy. C
dpyzoil cMopoHbI, d8LXeHUe Mo dy2e UCMOYHUKA U3NYYeHUsT MOXHO paccMampueamsb Kak nepexkpbiearoljeecs ¢
OCHOBHOM BE30OMACHOCTbLIO, mak kak cywecmayem OITACHASI CUTYALMS, ceszaHHas co CMOAKHOBEHUEM
¢ MALUHMEHTOM unu dpyzum obopydosanuem. BPE[L], komopbill Moxxem 6bimb HaHeCceH e pesyfibmame, makxe
ekmrodaem OMACHYHKO CUTYALIUIO e 30He 3axeambieaHusi, KOMopasi MOXem npueecinu kK mpaeMmam pa3daenu-
eaHus, paspesaHus unu saujemneHus MAYUEHTA. B daHHOM anlbmepHamueHoOM cllydae deuxeHue no (hopMupo-
8aHUI JTy4a MOXKHO paccMampueamb Kak ceszaHHoe ¢ OCHOBHBLIMU &YHKUWOHASNBHBIMU XAPAKTEPUCTU-
KAMMW, a deuerue no dyze — ¢ OCHOBHOW BE30MACHOCTbIO. B nto6om cnyyae, omHOCUMcs Ju deuxeHue
no dyze Kk OCHOBHbIM ®YHKLNOHANBHbLIM XAPAKTEPUCTHUKAM unu k OCHOBHOW BE30MACHOCTH, smo He
MeHsiem 3Ha4vuMocmu nodmeepxoeHus aghhekmueHocmu ynpaeneHus PUCKAMMU.

HekoTopble YacTHble TpebosaHus k OCHOBHOW BEE30OMNACHOCTM n OCHOBHbLIM ®YHKLIMOHATb-
HbIM XAPAKTEPNCTWKAM BkniovatoT Tabnuubl, cogepxawmne TpeboeaHusa k pacnpeneneHHsim QCHOB-
HbIM ®YHKUMOHANBbHBIM XAPAKTEPNCTWMKAM. 3Tn Tabnuubl cogepXat MUHMManbHble TpeboBaHusa K
OCHOBHbIM ®¥YHKUMOHANBbHBIM XAPAKTEPVUCTMKAM, npyMeHUMbIe K KOHKpeTHbIM M3 n M3C. U3-
rOTOBWTENDL ¢ nomowkto MPOLECCA MEHEOXKMEHTA PUCKA MoxeT Takke onpenennTs AONONHUTENb-
Hble OCHOBHbLIE @YHKUMNOHAJIBHBIE XAPAKTEPWUCTWKW, oTHocAwMecs K ero KoHKpeTHbiM M3W nnu
M3C.

Ecnu M3TOTOBUTENb M3W unu M3C 3aaenset 06 otcytctBumM y HUX OCHOBHbIX ®YHKLMOHATb-
HbIX XAPAKTEPUCTWK, To 3To gomkHo ObITb noaTeBepxkaeHo ¢ nomowbio MPOLECCA MEHEOXMEHTA
PUCKA no FOCT I1SO 14971, 4ytobbl y6eamTbcs B ToM, 4To AaHHble M3W vnu M3C He nmetor OCHOBHbIX
OYHKUMNOHANBHbLIX XAPAKTEPUCTUK.

Bce OCHOBHBIE ©YHKUWMOHATIBHBIE XAPAKTEPMCTUKW paccmartpusatotca B NPOLECCE ME-
HEOXMEHTA PUCKA, ecnu npoucxoant nepenada OMNACHOCTWM ot OMNEPATOPA k M3W nnu M3C, o6-
nagawwmm HekotopblM YPOBHEM ABTOHOMHOCTH. B Tabnunue 1 npeactasnedsl npumepsl OCHOBHbLIX
OYHKUMNOHANBHBLIX XAPAKTEPWUCTUK gns M3W unu M3C, cbnagatowmx YPOBHEM ABTOHOMHOCTU,
NpuUBeLEeHHbIe B KOHKpEeTHbIX cTaHgapTax. M3TOTOBUTESNDb HeceT oTBETCTBEHHOCTE 3a OLIEHKY C MOMOLLbLH
MPOLIECCA MEHEOXMEHTA PUCKA, npoucxogat nu nameHeHus 8 OCHOBHbIX ®YHKLIMOHATNBHbIX
XAPAKTEPUCTUKAX B TOM cny4yae, korga umeeT mecTto nepepada ONMACHOCTW ot ONMEPATOPA k M3W
unu M3C, obnaparwowum YPOBHEM ABTOHOMHOCTH.

Ta6nuua 1 — Mpumepsl OCHOBHBIX ®YHKUNOHANBHBIX XAPAKTEPUCTUK M3 unu M3C, obnagatowmx He-
kotopbim YPOBHEM ABTOHOMHOCTH

MoTteHunansHo npumeHumsle OCHOBHBIE ®YHKUMOHATNBHBIE XAPAKTEPUCTUKIA M3W nnu M3C,
obnapgatowmx HekoTopeim YPOBHEM ABTOHOMHOCTH

KOHTPOINb dusnonoruyeckmx curHanos MAUMEHTA

Cuna npotuBogencTeua M3OW (BocnpusaTve peansHOro ABMKEHUA/MPUMEHEHNS)

ToYHOCTL/NOrpeLLHOCTb ABMXeHUA/MamepeHus M3

[MorpewHoOCTe NpU MpOBeAeHWM KNMHMYecKoro Bmewartenbctea M3W (TepaneBTuyeckoe, gmarHoctuyeckoe, KOH-
TPOIb)

Bpemsa BeinonHeHMa TpeboBaHWiA K NPOBEAEHMIO KITMHMYeCKOro BMmewarensctea M3W (TepaneBTuyeckoe, AMarHocTm-
yeckoe, KOHTPOIb)
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OkoH4aHue mabnuus! 1

MoTtexumaneHo npumeHnmMsle OCHOBHbBIE ©YHKLUWOHAJBbHBLIE XAPAKTEPUCTUKIA M3W unn M3C,
obnapatowmx HekotopeiM YPOBHEM ABTOHOMHOCTH

YyecTBUTENBEHOCTE M3

CrabunbHocTk napametpo M3U

OBHapyxeH1e HenpaBUnLHOW HACTPOIKK A0 BeinonHeHus KNMHWYECKOW ©YHKLIMW (Hanpumep, oTcoeanHeHne PA-
BEOYEM YACTW ot NALUMEHTA, HenpaBuneHas PABOYAA YACTE ana MALUMEHTA, nedektHas PABOYASA YACTb
ana MALUMEHTA)

YnpaeneHue BoccTaHoBneHnem M3W (pecTapT, ecnu pabota Gbina npepeaHa)

3alwmTa oT Bhixofa U3-nog KoHTpons M3V (oTcyTCcTBIUE BO3MOXHOCTU BO3BpaTa K Ha4any nporpaMmel UMv K KoMy-ninbo
MecTy B Nporpamme)

MNpenHamepenHoe gericteue ONEPATOPA aons naMeHeHusa napameTpoB (pyyHas KOppekuus — OBOWHOE MOATBEPK-
neHue)

BhlknodeHne unm oTKNKYEHNE OCHOBHOMO NUTaHWS 3afaHHbIM Be3onacHeiM cnocobom

CnocobHocTb yganuTe/otBectn M3 Gea nutaHmnsa

Mepexogsl M3W B BesonacHoe coctoaHue, onpegenernHblie M3FOTOBUTEINEM, npu BO3HUKHOBEHUW HEMPEABUAEHHOM
KITMHMYECKOW CUTYaLMK (PEXXMM HEWTpanuaauMmM HEUCNPaBHOCTK)

MpumeuvaHune — ITU NPUMEPBI MOTYT Takke oTHocUTbes K OCHOBHOW BE3OMACHOCTW. UoeHTuduka-
yuio OCHOBHbIX @YHKUMOHATBHbLIX XAPAKTEPWNCTWK onpepensetr U3TOTOBUTEJb B 3aBucumocTu ot MNPEL-
HASHAYEHHOTO NCMNONBb30OBAHWNA M3W nnu M3C.
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MpunoxeHune A
(cnpaBo4Hoe)

MNpumepbl MeTogoB knaccudukaumm YPOBHEN ABTOHOMHOCTHU

A.7 OnucatenbHbIA MeTOL

OnucaTtenebHbll Metoq onpegensieT 10 ypoeHert ABTOHOMHOCTW. Onsa Toro 4tobbl NpoBeCcTU pasnuyve Mexay
atumum ypoBHaMu ABTOHOMHOCTW BeepeHbl cneaytowime YyeTbipe 06obuweHHble dyHKUUM ONs ynpasneHns u dyHKuu-
OHUPOBaHUS:

- «HABNKDOATb»;

- «PASPABATBLIBATb BAPUAHTbI»;

- «BbIBUPATE BAPUAHT»;

- «BbIMNONHATL BeiBpaHHbin BAPUAHT.

LecaTte ypoeHern ABTOHOMHOCTW onucatenbHoro Metoda nepevucneHsl 1 onucanbl B Tabnuue A.1. Kaxoas
0606uweHHan GyHKUMA MOXKeT BbITe BeINONHeHa YenoBekoM (0603HaveHo «Y») unu komnetoTepom B MOW nnn M3C (obo-
3HayeHo «K»), a Oykebl M, G, S, E obosHavator 3AOAYN «HABITKOOATE», « PASPABATBIBATb», « BbIBUPATb» 1 «Bbl-
MONHATb».

Bo MHOrMx cny4asdx HEBO3MOXHO NPUNUCATL BbINOMHEHWE 0B0BLLEHHOW YHKUMM UCKMIOYMTENBHO YEroBeky Wnn
KOMMBLIOTEPY, TOTAa OTBETCTBEHHOCTL Pa3fdensdeTcs Mexay YernoBEeKoM UM KomnbioTepom (obosHadeHo kak «Y/K» B Ta-
brvue A.7). Hanpumep, npu ucnone3oBaHumn Teneynpaensemoro (TO) poboToTEXHUYECKOrO XMPYPruYecKoro yCcTpoucTBa
xupypr (ONEPATOP) KoHTponupyeT AeNCcTBUA BU3YarbHO, B TO BPEMS Kak KOMMNbKTER KOHTPONMMUPYET yeunus u obecneyu-
BaeT obpaTtHyto ceaAsb ansa OMNEPATOPA.

Ta6nuua A 1— OnucatensHan knaccudukauus YPOBHEW ABTOHOMHOCTH

YpoBeHb Onucanve M G S E

1 FM | MonHocTeto pyyHon (FM): ABTOHOMHOCTW He npeaycmotpeHo. OlE- Y Y Y Y
PATOP BbinonHsaet sce 3AO0AYN no KOHTPOJIHO cocTosiHMA CUCTEMBI,
PA3PABOTKE BAPUAHTOB xapaktepuctuk, BbIBOPY koHkpeTHoro BA-
PUAHTA (npuHaTtue pewenuns) n BbIMONIHEHWK npuHaToro pelueHus,
T. €. er0 peanuaauuu

2 TO | Teneynpaenenue (TO): M3 unu M3C nomoraet ONEPATOPY BbIMOJ- | YK Y Y Y/K
HATbL BbIGpaHHOEe OelcTBUWE, HO Mof NOCTOAHHBIM KoHTponem OMNEPA-
TOPA. OMNEPATOP pewaet Bce 3agaqu no KOHTPOINO coctosinua M3U
unn M3C, PASPABOTKE BAPMAHTOB, BblIBOPY koHkpeTHoro BAPW-
AHTA gns BbIMONMHEHWA n HenocpencTtBenHomy ero BbINOMNHEHAKO
(TeneynpaeneHue B KOMVPYIOLLEEM pexnMe)

3 PE 3anporpammupoBaHHoe BoinonHeHdne (PE). ONEPATOP ocywectenser | Y/K Y Y K
PA3PABOTKY un BblBOP peinctBuid 6e3 kakoro-nvubo aHanwuia wnu Bbl-
bopa co ctopoHbl M3 nnu M3C

4 SD | CosmecTHoe peleHue (SD): Kak OINEPATOP, tak 1 M3U unn M3C PA3- | WK | YK Y Y/K
PABATBIBAKOT BoamokHbie BAPUAHTBI. ONEPATOP octaenset 3a co-
Bon nonHel KoHTporb 3a BbIBOPOM 3AOAYU. OMNEPATOP n M3 unu
M3C yuacteytoT B BbIMOITHEHW 3A0AYU

5 DS | MNoppepxka pewenus (DS): M3W ocywectenaer PASPABOTKY BAPU- | YW/K | YK Y K
AHTOB peweHnua 3A0AYN, ncxoasa na kotopeix ONEPATOP moxeT ocy-
wectBuTs BbIBOP nuto PASPABOTATL anstepHatuBHble BAPVAHTLI.
Korga OMNEPATOP ocywecteun BbIEOP BAPMAHTA, oH nepepaet ero
M3W mnm M3C Ha BbINONHEHWE

6 BD | CwmewaHHoe pewenwe (BD): M3W unn M3C PA3SPABATLIBAET BAPU- | WK | YK | YK K
AHTBI, ocywectenaetr BbIBOP n BbIMNONHAET ero, ecnn OMNEPATOP
cornaceH. OMNEPATOP Tawke moxer PASPABATLIBATH W BbIEMPATH
anstepHaTuBHbIn BAPWAHT; Torga M3W ocywecTtenset BbINONHEHWE
3A0AYN. BD npegcrtaBnser cuUcTemy nNoAdep¥Ku MPUHATWS peLleHust
BbICOKOIO YpOBHSA, KoTopasa cnocobHa BbIBEMPATL cpean anstepHaTtuB, a
Takke BbIMNONHATL BbibpaHHbii BAPUAHT
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YpoBeHb

OnucaHue

| uo|s |k

GD

Pykoeogumoe peluerne (GD): M3OW unv M3C npegcraensaet OMNEPATO-
PY mHoxectso gencteuit. Ponb ONEPATOPA 3akniodaetca B BEIBEOPE
13 3TOro MHoxecTtsa; oH He MoxeT PASPABOTATHL kakue-nnbo gonon-
HuTenbHble BAPUMAHTBI. M3W nonHocTelo BBIMNONMHAET BhIGpaHHLINA
BAPWAHT

Y/K

K Y

K

AD

AsToHOMHOE peweHne (AD): M3OW wnn M3C BbIBUPAET nHauny4wni
BAPWAHT u BbIMOMHAET ero Ha ocHose PA3PABOTAHHOW 3AOAYM
{OaHHbIA CNMCOK MOXET BbITh AOMNOMHEH ansTEPHATUBAMM, NPEANOKEHHbI-
mun OMNEPATOPOM)

Y/K

YK K

oM

KoHTpone onepatopa (OM): M3W nnn MOC PA3PABATBLIBAET BAPUAH-
Thl, BbIBUPAET BAPUAHT gnsa peanuzauunn n BbINMOJTHAET ero. OlMNE-
PATOP koHTponupyet gencteua M3W vnu M3C 1 npm HeobxogumocTu
BMelLnBaeTcs. [pu TakoMm BMeLLaTensCcTBe Yerosek ocyllectendeT Bbl-
BOP gpyroro BAPUAHTA. Bo Bpems 3atoro npouecca MOryT CyLlecTBO-
BaTb MOMeHThI, korga M3W wnu M3C pomkHa ocyWwecTBUTb NPUHATUE
peLueHns

Y/K

10

FA

lMonHas aBToHOMHOCTL (FA): M3OWM nnn MOC ocyliecTBnAeT BCe YeThbipe
pencteua MGSE. OMNEPATOP He BMelwuBaeTca, 3a WCKNKOYEHWEM CIy-
yas, Korga Heobxoaumo Npou3BecTy aBapuitHelin octaHoe M3 unn M3C

A.2 BuHapHbIA MeToq

BunapHen meton onpenenaet 16 ypoHen ABTOHOMHOCTW. Yetwipe 0606LwweHHble dyHKkumm (HABJTKOOATD,
PA3PABATLIBATb BAPUAHTEI, BBIEMPATE BAPUAHT v BbINONHATL BeibpanHein BAPUAHT) moryT BbITe peanunao-
BaHbl Nbo OTTEPATOPOM, nubo M3U nnu M3C. 3T1o gaet 16 BAPMAHTOB, npeacraeneHHbix B Tabnuue A.2. Bospac-
TaHWe «uMHOeKca» B JaHHOW Tabnuue cooTBeTCTBYeT yBenudeHuto YPOBHA ABTOHOMHOCTH, ogHako rnpu ucnonb3osa-
HWW JA@HHOTO MeToAa MOXET noTpeboBaThCA HACTPOWKA MHOEKCOB NMPUMEHUTENBHO K KOHKPETHOW CUTYaLN.

BuHapHLIN MeTog MoxeT BbITe UCMONB30BaH, Koraa HeobXo4MMO NPOBECTM YETKOE pasrpaHuyeHne pacnpeneneHus
0606weHHbIX dyHKkuun mexxay ONEPATOPOM n M3W unu M3C. B Tex cnyyanx, korga HEBO3MOXHO MOMHOCTLIO Ha3Ha-
YnTb peannaauuto obobuweHHon dyHkuun ONEPATOPRY nnbo M3W unu M3C, B Tabnmue A.2 nokasaHo, Ha KOM NexuT
OCHOBHas A0nNs OTBETCTBEHHOCTM.

Tabnuua A.2— BuHapHas knaccudmkauusa YPOBHEW ABTOHOMHOCTM

YposeHb BbINONHATL BbIBUPATb PA3PABATBIBATb HABMIOOATb
0 OMNEPATOP OMNEPATOP OMNEPATOP OlEPATOP
1 OMEPATOP OMEPATOP OMEPATOP M3W/M3C
2 OrEPATOP CrEPATOP M3aWU/M3C OlEPATOP
3 OrEPATOP CrEPATOP M3WU/M3C M3WU/M3C
4 OrEPATOP M3W/M3C OlEPATOP OlEPATOP
5 OrEPATOP M3U/M3C OlEPATOP M3WU/M3C
6 OrEPATOP M3WU/M3C M3WU/M3C OlEPATOP
7 OrEPATOP M3U/M3C M3aWU/M3C M3WU/M3C
8 M3WN/M3C OrEPATOP OMNEPATOP OlEPATOP
9 M3W/M3C OMNEPATOP OrEPATOP M3W/M3C
10 M3WU/M3C CrEPATOP M3U/M3C OlNEPATOP
1 M3W/M3C OMNEPATOP M3W/M3C M3W/M3C
12 M3W/M3C M3WN/M3C OlEPATOP OlNEPATOP
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YposeHb BbIMOINHATL BbIBUPATb PA3PABATBIBATE HABNKOOATE
13 M3W/M3C M3W/M3C OMNEPATOP M3W/M3C
14 M3W/M3C M3U/M3IC M3W/M3C OlMEPATOP
15 M3W/M3C M3WU/M3C M3W/M3C M3WU/M3C
MpumeyaHue — DOyHKUMS B KaXKOOW fYelike MOXeT BblTb peanv3oBaHa COBMECTHO, HO B KaXOOM TaKoM
cny4yae ocHoBHbIM ykasaH OTEPATOP.

A.3 MeTton BecoBbIX KO3thpULUEHTOB

3AOAYHAM «HABNMKOOATb», «PASBPABATBLIBATH BAPUAHTEI», «BbIBPATE BAPUAHT» 1 «BbINONHATL BbI-
BpaHHblii BAPUAHT» (M, G, S, E) doyHkumn BE3OTMNACHOCT M3W unu M3C MoxeT BbITb MPUCBOEH HOPMAaNU30BaHHbIA
BecoBoM koaddmumeHT (B ananasoHe ot 0 go 1) B 3aBucumoctu ot YPOBHA ABTOHOMHOCTU, rae 0 cooTBeTCTBYET OT-
cytcTBuio ABTOHOMHOCTW, a 1 — nonHoit ABTOHOMHOCTW. MpomexyTok Mmexay 0 u 1 npeacrtaBnseT HernpepbiBHYO
OyHKUMIO (NMUHERHYI0 UNW HEMWHEWHY0), C NOMOLLLI0 KOTOpOoW MoryT BbITh NpeacTaBneHsl pasHele YPOBHM ABTOHOM-
HOCTHW ansi KOHKPETHbIX NPUKNadHbIX 3a4a4.

YPOBEHb ABTOHOMHOCTW: naHHbIn meTon gomkeH obecneqynTs NPUCBOEHUE BECOBOrO KO3 uUMEHTA, COOT-
BeTcTBytowWero YPOBHKO ABTOHOMHOCTH. MeTtog HenpepbiBHOro otobpaeHus, npeacTaBneHHbln Hke, obecnevmsa-
€T MBKOCTb B NPUHATUK pelueHus od YPOBHE ABTOHOMHOCTH.

HABNOOATL: npumep NpMMeHeHUs MeToda BecoBbiX KoaddmumeHToB k SAOAYE «HABMKOOATb» npeactaeneH
Ha pucyHke A.7 (3Ha4eHMs BECOBbIX KOadhpUMEHTOB Ha pUcyHKe A. 1 NprBedeHbl TONBKO B KAYeCcTBE NpyMMepa).

YPOBHIN ABTOHOMHOCTHY gna 3AOAUN «HABNKOOATb»

YPOBHW ABTOHOMHOCTW gna 3A0AYN «<HABITIOOATb»
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YPOBHK ABTOHOMHOCTH pna SA0AYU «HABMKOOATb»
0 Yenosek ncrnonb3yeT co6CTBEHHbIE HYBCTBa W MHTEPNPETMPYET AaHHbIE
0,1 Yenosek BBIBUPAET v ncnone3yet gatyvk(y) n uHTEpnNpeTUpyeT OaHHbIe

22

GostExpert.ru
https://GostExpert.ru/gost/gost-60.2.2.2-2023



https://gostexpert.ru?utm_source=pdf&utm_medium=67460
https://gostexpert.ru/gost/gost-60.2.2.2-2023?utm_source=pdf&utm_medium=67460&utm_term=page

FOCT P 60.2.2.2—2023

lMpodomxeHue

0,15 | M3 unn M3C BbIBMPAET orpaHuyeHHbIn HAbop AaTYMKOB, a YENOBEK MHTEPNPETUPYET AaHHbIe

0,2 M3W nnu MOC BbIBMPAET gatumk(i), a 4enoBeK MHTEPNpPEeTMPYET NoNyYeHHbIe aHHbIe

0,4 M3W nnu M3C BbIBMPAET gatumk(n); YenoBek MHTEpNpeTUpyeT AaHHble, a MOW nnn M3AC npegnaraet anb-
TEepHaTKBbI

0,6 M3WM unn M3C BbIBUPAET patunk(n); M3W unu M3C WMHTepnpeTMpyeT NOAMHOMXECTBO AaHHbIX (4YernoBek
nenaet octanbHoe)

0,75 [ M3W unu M3C BbIBUPAET gatuuk(n); M3W unu M3C uHTepnpeTupyeT NOAMHOXECTBO AaHHbIX U NpeanaraeT

anerepHaTvBbl ONMA HEKOTOPBIX AaHHbIX

M3W unu M3C BbIBUPAET patumnk(n); M3 unu M3C nHTepnpetvpyeT AaHHble

PucyHok A. 7 — lNMpumeHeHne meToaa BecoBbIX KoadpmumeHToB kK SALAHYE «HABMKOOATb»

PA3PABATBIBATb BAPUAHTLI: npumep npumeHeHns MeToda BecoBblx KoadpurumeHToB Kk 3AOAYE «PA3PABA-

TbIBATb BAPUAHTbI» npeacrasneH Ha pucyHke A.2.

YPOBHW ABTOHOMHOCTU ans 3A0AYN «PASFABATLIBATb BAPUAHTLI»
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YPOBHW ABTOHOMHOCTH ana 3AJAYN «PASPABATBIBATE BAPUAHTbI»

0 M3W unu M3C He yuacTteyet B PABPABOTKE BAPUAHTOB

0,3 M3W unn M3C nomoraet OMNEPATOPY B PASPABOTKE BAPUMAHTOB ans HeKOTOpbIX criy4Yaes
0,6 M3W unn M3C nomoraetr OMNEPATOPY B PASPABOTKE BAPUAHTOB onsa Bcex crny4yaes

0,75 | M3W nnu M3C PASPABATLIBAET BAPUAHTbLI ons HekoTopbIx criyyaes

M3W unu M3C PASPABATBLIBAET BAPUAHTBI gna Bcex cnyyaes

PucyHok A.2 — lNpyumeHeHue MeToaa BeCOBbIX KOadduUMeHToB
K SAJAYE «PA3PABATLIBATb BAPUAHTbI»
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AHT»

BblIBUPATb BAPWUAHT: npumep nprmMmeHeHWs MeToda BecoBbIX KoadpdhuumeHTor kK SAOAYE «BbIBUPATEL BAP-
npeacTaBneH Ha pucyHke A.3.

YPOBHN ABTOHOMHOCTH pna 3AOAYN «BbIBMPATE BAPUAHT»

YPOBHW ABTOHOMHOCTW ans 3AJ0AHN «BbIBUPATH BAPUAHT»
1,01

081

0,61

04—

o

Bpy4nyo
OrpaHnyeHHan
noanepxKa
Moapepxka
CoBmMecTHas
pabota
Monxas
ABTOHOMHOCTb

YPOBHI ABTOHOMHOCTH ona SAOAYM «BbIBUPATE BAPUAHT»

0 M3W nnn M3C He yuacteyeT B BbIEOPE BAPUAHTA

0,3 M3W unn M3C nomoraet ONEPATOPY B BLIBOPE BAPWAHTA aona HekoTopkix cny4aes
0,6 M3W unn M3C nomoraet ONEPATOPY B BLIBOPE BAPUAHTA gna Bcex cny4aes

0,75 | M3W unn M3C BLIEMPAET BAPWAHT anst HEKOTOPLIX cry4Yaes

M3W unn M3C BbIBUPAET BAPWAHT ans Bcex cnyyaeB

PucyHok A.3 — lMNpumeHeHne MeToda BECOBbLIX KO3 (PMLMEHTOB
k SAOAYE «BblIBEMPATH BAPUAHT»

BbINONHATL BeibpaHHein BAPUAHT: npumep npumeHeHus metoga BecoBbIX kKoadduumnernto k SAOAYE «Bbl-

MOJTHATL BbibpaHHbIn BAPUAHT» npeactaeneH Ha pyucyHke A.4.
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YPOBHW ABTOHOMHOCTU ans 3AJAMN «BbIMNOMHATE Bui6paHHbiil BAPUAHT»
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YPOBHI ABTOHOMHOCTH pna SAOAYN «BbINONHATDL eeibpanHbii BAPUAHT»
0 M3W unun M3C He yuacteyeT B BbINONHEHMA BAPUAHTA
0,3 M3W unu M3C nomoraet OMNEPATOPY B BbIMNMOJHEHW 3AOAYM ansa HekoTopbIx criyyaes
0,6 M3W unn M3C nomoraet OMNEPATOPY B BbIMONMHEHI 3AOAYM ana Bcex cny4yaes
0,75 | M3W nnn M3C ocywectenaet BbINONHEHWE 3A0AYU ana HekoTopbIX cny4aes
1 M3W unu ocywectenseT BbINONMHEHME 3AOAYM ona Bcex cny4yaes

PucyHok A.4 — lNMpuMeHeHWe meToaa BecoBbIX KoadpcpmumeHToB Kk SALAHE
«BbIMOINHATL BbI6paHHLIn BAPUAHT»

Obwwuin YPOBEHb ABTOHOMHOCTH: obwwnin YPOBEHb ABTOHOMHOCTH M3W nnn M3C onsa dyHkumn BE3-
OMACHOCTE MoxeT 6biTh NOMy4YeH KOMBUHMPOBaHMEM pa3sHbiX aHadeHwin YPOBHEW ABTOHOMHOCTM ana 3AO0AY
«HABIMIOOATb», «PA3PABATLIBATL BAPUAHTLI», «BblIBUPATb BAPUAHT» u «BbIMNOJIHATE BeiGpaHHbii BAPU-
AHT» HwxenpvBegeHHbIM 0Bpasom.

MycTb wy, Wy, Wa M W, 0603HaYaKOT BECOBLIE KO MULMEHTLI YPOBHEW ABTOHOMHOCTU, cesizaHHbie ¢ 3A-
OAYAMU «HABNKOOATb» (M), « PABPABATBIBATE BAPUAHTBI» (G), «BblBUPATb BAPUAHT» (S) n «BbIMNONHATb
BblOpaHHbin BAPWUAHT» (E), COOTBETCTBEHHO, raoe

Wi+ Wo+ Wy +w,=1. (A.1)

Torga obwwmin YPOBEHE ABTOHOMHOCTH ansa doyHkumn BESOIMNACHOCTD moxeT ObiTh OnpeaeneH CneayioLwmm
obpasom:

YPOBEHb ABTOHOMHOCTU = w,M + w,G + W3S + w,E. (A.2)

PelueHne gaHHOTO ypaBHEHMA OacT B pesynsrare 3HauyeHue B guanazoHe ot 0 go 1, roe 0 o3Ha4aeT OTCyTCTBUE
ABTOHOMHOCTHW, a 1 — nonHyto ABTOHOMHOCTb M3W unn M3C.

N3rOTOBUTEJIb moxeT nogobpaTt 3HaveHnsa KoaUUMEHTOB, NpeacTaBneHHbIX Ha pucyHkax A. T—A.4, Takum
o6pasom, 4Tobbl OLEHUTE BNUAHWE VYPOBHEW ABTOHOMHOCTMW na atanax M, G, S, E. U3BTOTOBUTENb moxeT uame-
HATb 3TW 3Ha4YeHns B 3aBucumoctu ot NMPEOYCMOTPEHHOIO NPUMEHEHWA. 3atem M3TOTOBUWTESbL onpegensiet

25

GostExpert.ru
https://GostExpert.ru/gost/gost-60.2.2.2-2023



https://gostexpert.ru?utm_source=pdf&utm_medium=67460
https://gostexpert.ru/gost/gost-60.2.2.2-2023?utm_source=pdf&utm_medium=67460&utm_term=page

FOCT P 60.2.2.2—2023

BECOBble KO3(ULIMEHTL! W,—W, B 3aBUCUMOCTM OT Xapaktepuctuk MAOW unu M3C, yunTtbiBad OTHOCUTENbHYIO 3HAYM-
mocTbk atanoe M, G, S, E.

Mpumep — Paccmompum M3M ¢ eecoesiMu koaghghuyuenmamu YPOBHEW ABTOHOMHOCTH, onpedenen-
HBIMU Ha ocHosaHuu mozo, ymo 3AJAYN «HABJTIOAATb» u «PA3PAGATLIBATE BAPUAHTLI» mozym yeenu-
4UMb 8ePOAMHOCMB 803HUKHOeHUs OITACHOUW CUTYALIMH (komopas moxem Hanecmu BPE[]), a eb16paHHbIi
BAPUAHT dna 3A0AYYN «BbIMOJIHATL esibpaHHeilii BAPUAHT», secema eeposmHo, HaHecem BPE[] dns daH-
HO20 KOHKpemHoz0 npumepa. [Ipu amom MOXHO NpednonoXums, 4mo eecoseble kKo3gpguuyueHmbi dna M, G, S, E
6ydym umems cnedyroujue 3HavYeHUs:

w,;=0,15; w,=0,15; w; = 0,25; w, = 0,45,
Komopbkle Mo2ym Odamb peaniucmuyqyHylo OUEeHKYy 3Hadumocmu ¢yHkuyuit M, G, S, E dns YPOBHS
ABTOHOMHOCTH.
Mycme eecoekie koagppuyueHmsr dna 3ALAY «HABIHOLOATh», « PABPABATBIBATb BAPUAHTBI», «Bbl-
BUPATb BAPHUAHT» u «BbIMNMOJIHATD ebibparHbili BAPUAHT» 3adaHbi criedyrou,uMm o6pa3om:
M= 0,1 [M3H unu M3C BbIBUPAET damuyuk(u), a 4Yenoeek uHmepnpemupyem rnony4yeHHble 0aHHbIe];
G = 0,3 (M3U unu M3C nomozaem OINEPATOPY e PABPABOTKE BAPUAHTOB Ans HekomopsIx cliy4yaes);

S$=0,6 (M3 unu M3C nomozaem OITEPATOPY e BbIBOPE nHaubonee onmumansHozo BAPUAHTA dns ecex
cny4daes);

E = 0,75 (M3 unu M3C ocywecmensem BbINMNOJIHEHWNE 3A0AYU dnsa Hekomopkix criy4aes).
Modcmaensis amu 3HavYeHus e ypaeHeHue (A.2), onpedensitom cnedyrouee 3Ha4veHue YPOBHS ABTOHOM-

HOCTH dns paccmampueaemozo M3U:
YPOBEHb ABTOHOMHOCTU = w,M + w,G + w35 + w,E =
=0,15-0,2+0,15- 0,3+ 0,25- 0,6 + 0,45- 0,75 = 0,5625.

MpumeyvyaHue — Takue yncrioBble 3HaveHus ana YPOBHA ABTOHOMHOCTH no3sonsaT UHTepnpeTupoBaTh
PWUCK 1 mepbl no BoaMmaxHOMY cHuxeHuo PCKA anst cueHapreB KOHKPETHLIX MPUMEHEHWUIA, Koraa U3MeHeHUs 3Ha4YeHui
BeCcoBbIX koadhdpuumeHToB n YPOBHA ABTOHOMHOCTH ocHoBaHbBI Ha TOM, NpuBoauT N BozpactaHue YPOBHA ABTO-
HOMHOCTH k yBenuueHuio unu cHuxeHuto PUCKA B KaxaoM KOHKpETHOM cryyae.
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MpunoxeHune B
(cnpaBo4Hoe)

Mpumepbl npuMmeHenus YPOBHEW ABTOHOMHOCTHU k M3U/M3C

B.1 O6wme nonoxeHnsa

MpvBedeHHbIe B AaHHOM NPUINOXEHUM NPUMEPbI MoKa3bIBakoT, Kak KoHuenuua YPOBHA ABTOHOMHOCTH moxeT
ObITh NpUMeHeHa K pasHeiM M3 n M3C. Kaxabin npumMep BKMYaeT:

a) onucaHue npumeHeHua M3 unu M3C n obocHoBaHue ucnonszoeaHus ABTOHOMHOCTW;

b) obbAcHeHMe Toro, NoyemMy KoHKpeTHoe M3OW MoxHO cymTaTh unun He cunuTtate MEOVUMHCKM POBOTOM;

C) NpWMeHeHWe oaHoro unu Gonee U3 Tpex MeToaoB knaccudukaumun YPOBHEW ABTOHOMHOCTM, onucaHHbIX B
NpUNoXeHUU A, AnNs AaHHOTO NpUMEpa;

d) snuaHue YPOBHA ABTOHOMHOCTH Ha NMPOLUECC MEHEIXKMEHTA PUCKA, yunTeiBaloLee npuMeHeHHble
dyHkunn/3AOAYN 1 ceazaHHbie ¢ HUMK PUCKW ¢ ncnone3oeanuem 1 6e3 ucnone3osanunsa YPOBHA ABTOHOMHOCTH,

e) BblBOAbI.

B.2 MNpumep 1. dk3ockeneT HUXKHUX KOHEYHOCTEN

B.2.1 Onucanve meguuuHcKuXx drakTopoB

MomMoratoLLMiA 3K30CKENET HUXHUX KOHEYHOCTEN ABNSeTCs HocuMbiM M3W, obecneynBaoLlLMM NOAOEPXKKY U OKaza-
Hue nomotun NMALMEHTY B ynyudlweHnn ero noaBMKHOCTH UMM QOPMUPOBaHUK NOX0AKW NMB0 B BOCCTAHOBIMEHUWU yTpa-
YeHHOW dyHKuuK. Jk3ockeneT cuutawot MEOVUIMHCKKMM POBOTOM, ecnu oH obnagaeTt cpefcTtBamMu OYyBCTBEHUS,
npvBodamMun U MexaHuaMamu BlaumodencTtsus, nossongwowmmm NMAUVMEHTY unu ONEPATOPY B3aumogencTBoBaTh C
CUCTEMOW W MHWLMMPOBATL UMM OCTAaHABMMBATb HafneXallyto (PyHKUMOHANBHOCTb, PEanM3yemytd CUCTEMOW C MCNOMb-
3oBaHveM YPOBHA ABTOHOMHOCT. MNaccuBHBIR 3K30CKENET, NPUBOAVMBIA B ABWKEHWE, HAMNPUMEP, TOMBKO C NOMO-
WEBIO NPYXUHHOTO MexanuaMa, He asnaetcs MEOAMUMHCKMM POBOTOM, 1. k. oH He oTHocuTesa K MOW 1 He ucnoneayeT
YPOBEHbL ABTOHOMHOCTH ans paboTel. B 3aBMCUMOCTH OT (PU3NHECKUX U KOTHUTUBHLIX cnocobHocTen NMALMEHTA
MOXET noTpeboeaTtbcs BBedeHUe Hekotoporo YPOBHSA ABTOHOMHOCTH B paboTy cUCTEMbl Ha pasnMyHbIX CTagusax
seinonHeHns 3AOAY «HABIMKOOATb», «PASPABATBLIBATE BAPUAHTLI», «BbIBUPATE BAPUAHT» u «BbINMONHATH
BbiBpaHHeil BAPUAHT». B atom npumepe nokasaH meHemkmeHT PUCKOB, ceazaHHbIx ¢ BBegeHnem YPOBHA ABTO-
HOMHOCTH Ha aTux cTagusx.

B naHHOM pazgene npedcTaBneHbl ABa NpMMepa, OTHOCALLMECH K 3K30CKENeTaM HWKHUX KOHe4HocTel. B nepeom
npumepe paccmotpeH YPOBEHE ABTOHOMHOCTHM nonHoro aK3ocKeneTa, a BO BTOPOM — OCHOBHOE BHUMaHWe yaene-
Ho ofHOMYy acnekTy, koraa KMUMHWYECKOW ®YHKLIME Takoro ak3ockeneTa SBNAETCS NOCTAHOBKA CTOMbI.

B.2.2 Metoa knaccudpmkauum YPOBHEW ABTOHOMHOCTH

B.2.2.1 MNomorawLwmii 3K30CKENET

Paccmatpueatot BeicokoypoBHeByto KITMHWYECKYHO ®YHKUWMKO noxwunoro NMAUWMEHTA, BeinonHawwero xoaeby
Mo POBHOM MOBEPXHOCTU C UCMONb30BaHWEM 3K30CKereTa HUXHUX KOHeYHOCTeN, nogaepxunsatollero ode Horn ¢ 20 %-HbIm
JOMNONHUTENBHBIM BCMOMOraTenbHbIM ycunuem. Bece aBMKeHUs MHULKMKPYLOTCA WU KoHTponupytotea NMALUMEHTOM, koto-
pbi ogHoBpemerHo asnaetca ONEPATOPOM M3W. MexaHnam BOCNpUHUMAET OBUXEHWE HOTW U CUMbl B3aUMOOENCTBUSA,
3atem onpegensaet a3y uukna noxookn u BbIBUPAET HeobxoavMble MOMEHTHI B WapHUpax ans obecnevyeHvsa 3agaH-
HOTO YPOBHA CUIMOBOW NMOAAEPKKM.

Ona yctaHoeneHnusa YPOBHA ABTOHOMHOCTH npu xoabbe no poBHOIW NOBEPXHOCTM C MCMOMNb30BAaHNMEM 3K30CKe-
neTa UCNonb30BaH MeTO4 BECOBbLIX KO3hMULUMEHTOB, NpeacTasneHHbli B npunoxedun A. YPOBEHL ABTOHOMHOCTH
KaxaoWn dyHKUMKM BLIOUpALOT Ha OCHOBe oueHkKu Bknaga M3W no cpaBHeHuio ¢ OMNEPATOPOM BMeCTO UCMonb30BaHWA
3HAYEHWI, CBA3AHHLIX C KOHKPETHLIMW XapakTepucTUKaMu, NPUBEAEHHBIMU HA pUCYHKe A.4.

HABNMIOOATb: npy nepeMeLLeHn No POBHOW NOBEPXHOCTK BOMbLUYIO YacTk BocnpuAaTMi ocywectenaet NMNALMEHT
(Hanpumep, orpaHn4yeHnA BHELWHEW cpedbl, He0BX0AMMOCTE cAenaTh Wwar U nogaepvearte 00wy ycTonumeocTe). M3U
goinonHseT 3A0AYY «HABJTKOOATb» npu waraHum Ha ocHoBe NepemelleHnin U yeunuin, npunaraemeix NAUMEHTOM-
OlNEPATOPOM. O6bem gaHHbIX, KOHTponupyeMblx M3W, 1 nx 3Ha4uMocTb MOryT BbITh oLeHeHbl kak 20 %, cnegoBaTterb-
Ho, M =0,2.

PA3PABATLIBATb BAPUAHTbI: npn pacemoTpeniin KITMHUYECKOW ®YHKLMIA xoas6bl No poBHOI NOBEPXHOCTM
MOXHO BblfenuTb Heckoneko BAPVAHTOB, kotoprie Heobxoanmo paspaboTaTth (Hanpumep, Hadano ABUMKEHWH, 0CTaHOB-
Ka, CKOpOCTb XoAb6bl, NoAAepKaHUe paBHoBecus). OTK BbicoKoypoBHeBble BAPVMAHTHI cospatotca 3AOAYEN «PA3PA-
BATBIBATb BAPWAHTbI» 1 Hanbonee noaxoasawmin n3 HUX Belbupaet NMAUMEHT (aBnsatwowwmiica B ganHoM cnydae OlNE-
PATOPOM). Hora ak3ockeneta umeeT npedycraHoBneHHsle BAPUAHTLI nogaepkku (npodune KpyTALWKUX MOMEHTOB):
a) Ans OBMKEHWA HOTW B CTAAMM NEPEHOCca U b) ABMKEHWS HOTW B OMOPHORN cTagun. KonuyecTeo BapuaHToB, paspaboTaH-
HblXx M3W, n nx 3Ha4uMocTe MoryT BbITe OUeHeHbI kak 5 %, cnegoBatencHo, G = 0,05.

BbIEMPATE BAPMAHT: M3W QomkHO pelnTb, reHepypyeT N OHO KPYTALLME MOMEHTDI: a) Anda Npoduna ctagum
nepeHoca Horn unu b) npodunsa onopHoi ctagun Horu. dpyrne BAPUAHTBI Beibupaet OMNEPATOP. Konuyectso BAPK-
AHTOB, u3 kotopbix M3W genaet BbIBEOP, 1 ux 3Ha4MMoCTb MoryT BbiTb OLEHeHbI Kak 5 %, cnegoearensHo, S = 0,05,
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BbIMOJHATE BbibpaHHbiin BAPUAHT: BbINOJNHEHWE aBmxeHwid npu xoasbe no poBHOM MOBEPXHOCTH OCYLLECT-
BnaAT coBmecTHO M3 n OMNEPATOP. 3HayeHne nomorarwllero KpyTawero MoMmeHTa, obecneunBaemoro M3W, moxer
BbITh 3a0aHO 3apaHee ANa KaXaoWn Horu ak3ockeneTa. B gaHHom npumepe M3W obecnednsaeTt 20 % ot obuwero Tpebye-
MOro KpyTsllero MomeHTa. Mpu xoasbe no poBHONM NOBEPXHOCTU Heobxogumo obecneynTs OBLLYI KOOPAWHALMIO OBMKE-
HuA Tena, v ato BbIMOJTHAET OMNEPATOP. MpoueHT OBUXEHWS HOT M0 CPABHEHWIO C ABWXEHUAMW BCETO Tena OUEHWBaT
kak 70 %. MNoatomy obwwmin npoueHT Bknaga M3W B peanmnsauunio 3AOAYN «BbINONHATD BeibpanHbin BAPUAHT» mo-
»eT BbITb oueHeH kak 20 % u3 70 %, cnenosatenbHo, E = 0,14.

OTcyTCTBYET HEOOXOOMMOCTL YCTaHABNUBATL pasHble BECOBLIE KOA(DMULMEHTLI, MO3ITOMY UM NPUCBaMBAalOT 3HAYE-
Hue 0,25. CrnegoBaTeneHO, NoacTaBnsasa B ypaBHeHue (A.2):

YPOBEHbE ABTOHOMHOCTH = wyM + w,G + w3 S + w, E

3HaveHus wy = 0,25, w, = 0,25; wy = 0,25 n w, = 0,25, nony4ator:

YPOBEHbE ABTOHOMHOCTH =0,25-0,2+0,25-0,056+0,25-0,05+0,25-0,14=0,1.

B.2.2.2 MNoacyHKUMA NOCTaHOBKM CTOMbI

OpHol u3 BoaMoxHbIX KIMMHUYECKNX OYHKLIWA meauumrHekoro ak3ockeneta Ans xoab6bl ABNAETCS NepeMellie-
HWE NepeHOCUMOK HOMM B HOBOE YCTOWYMBOE MOMOXEeHWEe Onopkl. B HacTodlwem ctaHgapTe AaHHaa KOHKpeTHasa yHKUNA
paccMmoTpeHa npu ee peanu3auun ¢ pasHeimn YPOBHAMKW ABTOHOMHOCTH. B gaHHOM npumepe Ana ycTaHOBNeHWs
YPOBHA ABTOHOMHOCTHM ncnonb3oBaH onvcaTtenbHbId METOZ, NpeacTaBneHHbIA B NPUNoKeHun A.

[Mpn nepemeLLeHU NepeHOCUMO HOMW B YCTOWYMBOE OrMopHoe nonoxexHue npn YPOBHE ABTOHOMHOCTH, pas-
HOM 2 (TeneynpasneHue unu Konupytoulee ynpaenenue), NMALMEHT onpenensieT onTuManeHoe MecTo Ans pasMeLlleHms
cTonel U nepemewlaeT Hory, a M3OW nomoraer aBwxeHuaM, koTopele Tpebyetcs peanuzoeats [MTAUWMEHTY (coBmecTHoe
pewenue SAOAYN «BbINMOJIHATL BeiGpaHHbIi BAPUAHT»).

[pn nepemeLLeHU NepeHOCUMON HOTW B YCTONYMBOE onopHoe nonoxernue npn YPOBHE ABTOHOMHOCTH, pas-
HOM 4 (COBMecCTHOe pelleHue v coBmecTHada paboTta), MAUMEHT n MOW BeMUCOAT MNW ONpedensaoT onTuMarnsHoe
paamelleHue ctonel, MALUMEHT wHuunnpyeT apmxeHne, KOTOpoe 3aTem peanuayeT coBMecTHO ¢ M3W.

[Mpu nepemeLLeHU NepeHOCUMON HOTW B YCTOWYMBOE OnopHoe nonoxeHue npn YPOBHE ABTOHOMHOCTU, pag-
Hom 9 (OMNEPATOP ocywectenser 3A0AYY «HABMOOATb»), M3W BbluMcrgeT onTUMarnsHOEe pasmelleHue CToMbl U
peanuayet asmKeHue no nepeHocy Horu. NMALMEHT moxeTt BMelimMBaTeCs No Mepe HeobxoaMmocTu.

B.2.3 Bnuanne YPOBHA ABTOHOMHOCTH nwa NPOLECC MEHEOXMEHTA PUCKA

B.2.3.1 lNomoratowmin aKk3ockeneT

Ons M3W, npeactaeneHHoro B B.2.2.1, YPOBEHL ABTOHOMHOCTH moxeT BbITb NOBLILLEH Npy Nepefade Bonb-
Lero Ymcna KOMNOHEHTOB, HeoBXoAuMbIX Ans XoAbbbl No poBHoM noeepxHocTH, oT MALWEHTA nnn ONEPATOPA k M3
BMMOTh A0 PEXMMA, NpY KOTOPOM KOOPAMHALMIO W NepeMELLEHME HOT MOMNMHOCTLI0 ocyllecTenseT M3 npy Hanuuuu Bbli-
cokoypoBHeBoro nHTepdeiica, nossonsiowero ONEPATOPY npuHATE pelleHne, HanpuMep TONBKO O Havane 1 npekpatle-
HUK aBvKeHna. B Tabnuuax B.7 v B.2 nokasaHo envsHue YPOBHA ABTOHOMHOCTH va MPOLUECC MEHEIXKMEHTA
PUCKA ons sk3ockenera HUKHUX KOHEYHOCTEN.

Tabnuua B.1—Tlpumep 1. Bnuanne YPOBHA ABTOHOMHOCTH Ha NMPOUECC MEHEIXMEHTA PUCKA

DyHrLms] S ARG Bnusaxue noseiweHus YPOBHS ABTOHOMHOCTH [lononHuTenbHble
el CHibkeHme PUCKA VeenmugHne PYCKA KoMMEHTApUH
Mopaep:xka MapeHwe, YnyJlleHue Koopan- Yctpanenwe NMAUMEH- | YPOBEHL ABTO-
Xxoabbbl no CNoTbIKaHWe, HauWUW CycTaBoOB, TA ot ynpaenenua mo- | HOMHOCTU ocHo-
pPOBHOI NOBEpX- | CKoMbXeHue, KOHTPOMNS 3a noxog- YKeT Bbl3BaTb KOHGNUKT. | BaH Ha NMPOUECCE
HOCTW MOXUNOro | HeyCTOWYMBOCTb, KOMW, HenpepbiBHasa koop- MEHEOXMEHTA
MNAUMEHTA CTONKHOBEHWE BOCCTAHOBMNEHWE AvHaums xoabbbl no PUCKA ana 4yenoseka
paBHOBECKA Mocrne POBHOW NMOBEPXHOCTH B 3aBMCMMOCTH OT €10
CMOTbIKAHUA, co cTopoHbl M3W (npu dpuanyeckrx/HeBpo-
CnocoBHOCTL amop- BbicokoMm YPOBHE IorMyeckux cnocob-
TU3VPOBAaTbL ONACHYH ABTOHOMHOCTH) HocTewn (cMm. Tabnuuy
3HEPrUI0 B peayneTate | MOXeT NPUBECTU K B.2)
CTONKHOBEHUIA CHWDKEHMWIO KOHTPONS 3a
CuMTyaunein co CTOPOHbI
MALIMEHTA (OMNEPA-
TOPA). 3T0 MOXET Bbl-
3BaTb AOMNONHUTENbHbIE
OMNACHOCTMW, korga
MALMEHT (OMNEPA-
TOP) pormxkeH B35Tb
ynpaeneHue Ha cebs B
ONacHbIX CUTYaLMAX
28
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Tabnuua B.2 — lNpumep 1. Puanyeckne M KOrHUTUBHLIE crnocoBHocTn Yenoeeka u Tpebyemasa KINMHUYECKAA

OYHKLNA

duanyeckne n KorHuTueHsle cnocobHoct MALUMEHTA
(TAXKECTb)

Tpebyeman KINIMHWYECKAA oYHKLUMA

C (hmaunyeckmu HapyLeHUaMu

ObecrnevyeHune huU3n4ecKon nogaepkn no Mmepe Heobxo-
OMMOCTH

c HEBPONOrM4eCKMmMmimn HapyLlweHnaMmmn

Perynauma MoTopuki 1 chruandeckasn Nogaepkka no Mmepe
HeobxooMMoCTKH

OTcyTcTBUE (PU3NYECKON OYHKLUMOHANBbHOCTW, HAanpuMmep
noBpexaeHWe CMUHHOro Mo3ara

ObecneyeHve perynauMy MOTOPUKK U (OU3NYECKOTO ABU-
eHWA C 1cnonb3oBaHWem MHTepdelica, npucnocodneH-
Horo nop koHkpeTHoro MALUMEHTA

B.2.3.2 MNogdyHKUMA NOCTAHOBKA CTOMbI
B Tabnuvue B.3 nokazaHo enusiiue YPOBHSA ABTOHOMHOCTU na NPOLECC MEHEIXKMEHTA PUCKA ons koH-
kpeTHoi KNMMHWYECKOW dYHKLMW Ha nprMepe NOCTaHOBKM CTOMbI 3K30CKENETa HIKHUX KOHEHHOCTEIA.

Tabnuya B.3—pumep 1. MNMpumep 3AOAYN noadyHKUNK

DyHKuUA/

BnusiHue noebllweHus YPOBHSA ABTOHOMHOCTH

[ononHuTenesHble

Bbicokom YPOBHE ABTO-
HOMHOCTH M3W ynpas-
NSAET NepemMelLeHnem.

Mpwn HM3kom YPOBHE
ABTOHOMHOCTH co-
BMECTHOE BbINONHEHNe
MOXET MPUBECTU K Nepeme-
LEHWIO Janblle LeneBoro
MONOXeHWs1 CTOMbI, Aaxe
€CIN1 NepemMeLLEHe UOET B
HY>KHOM HanpasneHuu. MNpu
Honee Bbicokom YPOBHE
ABTOHOMHOCTII M3
yrpaenseT NepemMeLleHnem

SALAHA S CHixeHve PVICKA Veenuuerie PUCKA HOMMEHTEEHA
Mepemewe- CrtonkHoBeHWEe Mpw Huskom YPOBHE AB- Mpw Beicokom YPOBHE YPOBEHL ABTO-
HKe nepe- ctonbl unu Horn | TOHOMHOCTH nopnepxka | ABTOHOMHOCTH moxer | HOMHOCTH ocHo-
HOCUMOW c obwekTamu co cTopoHbl M3W moxeT BO3HUKHYTE PUCK cTon- BaH Ha NMPOLUECCE
cTOMbI B BHELUHEW cpedbl | MPUBECTW K HEOXKWMOAHHO KHOBEHWSA C 0BbeKTaMn MEHEOXXMEHTA
yCTOMYUBOE (BO3MOXHO, BbICTpOMY NepeMeLleHuo BHELUHeW cpefbl (Hanpu- PUCKA ans oTtaens-
OMNOPHOE No- | NpuBOAALWIEE K HOrW, YNpaBnAaeMOon TONbKO Mep, C NPensTCTBUSMU), Horo MAUWMEHTA B
noxeHue nagexHuio) MNAUMEHTOM. Mpwu 6onee T. K. Y KOHTponnepa M3 3aBUCUMMOCTM OT ero

MOMET OTCYTCTBOBATh
npeacTaBeHne O BHeLU-
Hen cpene

busnyeckmx/HeBpo-
NOrM4yecKmnx cnocob-
HOCTen

(cm. Tabnuuy B.2)

[NapeHue n3-3a

NMOCTAHOBKM CTO-
Nbl B HEYCTOWYM-
BOE MONOXEHNE

Mpw pocTaTtoyHOM NOHUMA-
HUM O COCTOSIHUM BHELLIHEN
cpeabl M3 moxeT pac-
cymTtatk 1 BbINOJIHATL
nepemeLLeHne B yCTONYK-
BOE MONOXKEeHWe CTomMbI

Mpw Beicokom YPOBHE
ABTOHOMHOCTH MA-
LUWMEHT co cpegHeit unu
BbICOKOW QYHKLMOHAINBHO-
CTbH MOXKET OCYLLEeCTBUTb
OelcTBUe, COOTBETCTBYIO-
Liee COCTOSIHWIO BHELLHEN
cpedbl (Hanpumep, npu
Hanu4uyM OTBEPCTUS B
nony), KoTopoe HeMOHSTHO
ans M3W; npu atom mo-
KET BO3ZHWKHYTb KOHMNNKT
vexgy uensmu NMALUWEH-
TA n M3W, yto npuBedeT K
HEeYCTONYMBOMY pasMelle-
HUIO CTOMbI.

YPOBEHbL ABTO-
HOMHOCTH ocHo-
eaH Ha MPOLIECCE
MEHEKMEHTA
PNCKA ans otaoene-
Horo MAUWMEHTA B
3aBMCUMOCTM OT €ro
pusnyeckux/HeBpo-
fornyecKkmnx cnocob-
HOCTewn

(cm. Tabnvuy B.2)
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OkoHYaHue mabnuusi B.3

OyHkuns/ S— BnusHve noselwenns YPOBHSA ABTOHOMHOCTH [oNONHUTENLHIS
SALAYA CHibketine PUCKA Yeenuuete PUCKA ROMMGHTEpHH
MNepemele- Korpa 6e3onacHeiM nepe-
HWe nepe- MeLLEHNEM NepeHOCHMOHN
HOCKMOW HOTW MONHOCTLIO W Henpe-
CTOMbI B pbIBHO ynpaendaetr MW
YCTOM4YUBOE (c Bbicokum YPOBHEM
OMOpPHOE No- ABTOHOMHOCTH), ato
noxeHve MOXKET MPUBECTU K CHIMKE-
HWK OCBEOOMIEHHOCTU O
HaMeu4eHHBIX YCTONYMBbLIX
NONOXEHWAX CTOMbI
Heynaua npwu Mpw Hu3kom YPOBHE [Mpwn BbicOKOM YPOBHE
BbIMONMHEHN ABTOHOMHOCTH y MNA- ABTOHOMHOCTH MNA-
HaMe4YeHHOoW LUWMEHTA c HepocTaTo4HowM LUWMEHT c HegocTaTo4HoM
yHKUMK (ecrin hYHKLMOHANBLHOCTLIO MO- OYHKUNOHANBHOCTBH
3ATOW PyHKLM- »eT BooBLe OTCYTCTBOBAaTL | MOXET BbITh cnocobeH
e ABnseTcH cnocobHocTb K XxoabLbe X0OnTb
CNocoBHOCTb
XOOUThb)
B.2.4 BeiBOAbI

B.2.4.1 lNomoratlownin ak3ockeneT

[ns noka3aHHOro B JaHHOM MpUMepe 3K30CKerneTa HUXHUX KOHEYHOCTEN MOXET BblTb NoneaHbiM Hanuune YPOBHA
ABTOHOMHOCTH B 3aBUCMMOCTH OT (PU3NYECKMX N KOTHUTMBHLIX crnocobHocten NMALMEHTA. Ecnv NMALMEHT obna-
AaeT gaHHbiMM cnocobHocTamu, To M3W goctaTtouHo MMeThL NpedensHo orpaHuyeHHbld YPOBEHL ABTOHOMHOCTH,
Toraa kak bonee Boicokmi YPOBEHLE ABTOHOMHOCTY MmoxeT NpMBECTU K KOHPMMKTHBIM CUTYaLUuMAM C HaMepeHnsamu
MAUWMEHTA npu BeINONHEHUW HEKOTOPLIX hyHKUWIA. Ecnin donanyeckmne unm KorHutueHele cnocobHoctv MALMEHTA orpa-
HWYEHBbI, TO UCMONb30BaHne noebilweHHoro YPOBHA ABTOHOMHOCTHW y M3W GyneT AocTaTtoqHO 3Ha4YMMbIM WU MOXET
BbITe nonesHeim ana NMALMEHTA.

Ha ocHOBaHWKM AaHHOro NpYMepa MOXHO 3aKNM4YUTh, YTO METO BECOBLIX KO MULNEHTOB ABNAETCA €OUHCTBEHHO
BO3MOXHbIM B TOM CIy4ae, ecri KonM4ecTBeHHbI BKNaz Kaxaoro komnoHeHta YPOBHA ABTOHOMHOCTU (M, G, S, E)
MoxeT ObiTe NpubnuautensHo oueHeH U3TOTOBUTEINEM. JanHbin meToq MoXeT OaTe BO3MOXHOCTE NCCMNEAOBaTL BNUA-
Hve nameHeHua YPOBHSA ABTOHOMHOCTH ¢ noMoLb n3MeHEHUA BECOBLIX KO3(hULUMEHTOB U OLEHKN TOTO, B KAKOM
cny4yae byget gocturHyta Haunbonblaa nonb3a ot 3Hadenud M, G, S, E.

B.2.4.2 MNogdoyHKUMA NOCTAaHOBKNU CTOMNLI

[nsa KoHKpeTHON NoAdYHKLMKM NepeMELLEHMA CTOMLI B ha3e NepeHoca B YCTONYMBOE NOMOXKEHWE NPOAEMOHCTPUPO-
BaHo, 4YTO B 3aBucumocTu ot YPOBHA ABTOHOMHOCTHM M3W npu BeinonHeHnn aaHHon dyHKUMK koHkpeTHble PUCKIA
Bo3pacTaloT, Toraa kak apyrue PUCKWN cHwkatotea. B B.2.4.1 nokasaHo, 4To huU3nYeckme U HeBponorndeckue cnocob-
Hoctu NMAUMEHTA ynpaensTh 3K30CKENeToM — 3TO KniudeBble haktopbl nNpu oueHke atux PMCKOB u onpepeneHun
YPOBHA ABTOHOMHOCTH ¢ HammeHblwnm PUCKOM npu BeinonHeHW gaHHon noadyHKuun. Ha ocHoBaHuK npuBeaeH-
HOro NpUMepa MOXHO 3aKMNHYNTL, YTO ONMCaTENbHLIA MeToa Hanbonee NOAXoauT B TOM Criyyae, ecnv paccMaTpyuBaemas
(nog)dpyHKLMA ABNAETCA KOHKPETHOM W YEeTKO onpefeneHHoOM, M OH MOXET ObITb TakKe NPUMEHUM W NS BCEW CUCTEMBI.

B.3 Mpumep 2. Optoneguuecknit MAU/MIC/MEOULIMHCKWUIA POBOT ans BoccTaHOBNEHUA
nepBoOHa4YaribHOW (POPMbI KOCTH

B.3.1 OnucaHue meguuMHCKUX pakTopoB

MenuuuHckuMK dbakTopaMuy 4NA AaHHOTo NpUMepa ABNAITCS NoNHas apTponnacTuka unu 3ameHa tasobegpeHHo-
ro cyctasa 1 apTpPoniacTuka KONeHHOoro cycTasa Ans nevYeHnsi 3aboneBaHnin CycTaBoB, Takux Kak ocTeoapTpuT. [1py aTom
Lienbio ABNSETCA PEKOHCTPYMPOBAHWE CYCTABHOW MOBEPXHOCTW CKENETHO-MbILLEYHOMO COEQVHEHWS 00 HYXHOW (DOpMbl
ONA MMNnaHTauuM UCKYCCTBEHHOTO cycTaBa. [1pegonepaumnoHHy BU3yanu3aumio, HanpuMep KOMMbITEPHYO ToMorpa-
W0, UCMOMNBb3YIOT ANd NNaHMPOBaHWA Hagnexalwe (hopMbl PEKOHCTPYUPOBAHHOW KOCTHU. OpTonennyeckyro chpesepHyto
CMUCTEMY WCMOMb3YIOT ANA BOCCTAHOBMEHUS hOPMbl KOCTWM Ha OCHOBE [AaHHbIX NPefonepalMoHHON BU3yanuaauuu, u B
OaHHOM MpUMEPE pPacCMOTPEHbI ABa TUMa KOHCTPYKUUKW CUCTEMBI. [epBbIA TUN KOHCTPYKUUW, NpeacTasnawninii cobou
3anporpaMMUPOBaHHYH CUCTEMY BOCCTAHOBMEHWUS hOpMbI KOCTW, HE aAanTUpPYeTca K M3MEHEHUSIM OKpY»KatoLLen cpeab,
HanpuMep Kk HeoxuaaHHomy asmxeHuo MALIMEHTA. Bo Bpemsa neveHusa paboynm opraHom ynpaenset M3OW 6e3 Bmelua-
TenbcTBa OMNEPATOPA Ha ocHOBe 3apaHee 3anporpaMMUpPOBaHHbIX NapaMeTpoB. Bo BTOpOM Tune KOHCTPYKUWMW, Nped-
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cTaenswLen cobon cucteMy BOCCTAHOBMNEHUSA (DOPMbl KOCTU C TaKTUMbHLIM perynunpoBanunem, M3 nomoraet OMNEPA-
TOPY, HanpaBnas v npyucnocabnueas ABMKEHWE I CKOPOCTL hpesbl, ycTaHOBNEHHOW Ha paboyem opraHe. OnTudeckas
CcUCTEMA UMM HEKOTOPLIE TUMbI CUCTEM OTCMEXWBaHWA 0BbEKTa MCMOMNb30BaHLI B KAYeCTBe BU3yanbHOW 0BbpaTHOW CBA3K
ANs naeHTUKUKaLMmM U OTCNEXMBAHNA PAcMONOXEHUS 1 CMELLEHUS KOCTU BO BPEMSA XUPYpPruYeckoi onepauuun. Bo spems
onepaunn paboymum opraHom ynpaenseTt OMNEPATOP, npumeHsasi MHTEPaKTUBHYH TaKTUMbHYH MHCOPMAaLUMIO 0T CUCTEMbI,
npenocTtasnawowyto ONEPATOPY cunosyto obpaTHyto cBAsb M nossonstowyo ONEPATOPY yyBcTBOBaTh BMPTyanbHble
CTEHKM WUnu rpaHnupl «BesonacHbIX» obnacTen unv aannaHWpoBaHHbIX obnacTtei Ana PeKoHCTPYKUMK. Kpome Toro, cko-
POCTE KOCTHOW (hpesbl CHUXAETCA UK pexyLLlasl KpoMka hpesbl 3akpbiBaeTcs, kak Tonbko ONEPATOP gocTurHeT «Hebes-
onacHon» obnacTu, 4Tobbl KOocTHaA WnudosKka Morna BbITb BeINONHEHa TONBKO B 3aNNaHUPOBAHHLIX rpaHuLax.

MapwpyT nnu TpaekTopus kocTHoOM ¢dpesbl 3apaHee nporpammupyetcs B POBOTE, nomoratolem npy optToneau-
YEeCKOW XMPYpPruvyeckon onepaumu, kotopbli MmeeT ABTOHOMHOCTD tnuna PE, a nHdopmauums o «besonacHon» rpaHuule
unu obnactu 3apaHee nporpammupyetrca B POBOTE ¢ ABTOHOMHOCTbLKD tuna SC. OgHako aBuxeHwe ¢hpesbl BO
BpeMs onepauMn aganTMBHO perynupyeTtcs unu npucnocabnueaerca npu yactuyHoMm YPOBHE ABTOHOMHOCTW, Ha-
NpUMep: NPU KOHTPOMeE 3a HaxoXaeHUem dpesbl N oNepyupyemMoro Xupypriudeckoro o6bekta Ha nnaHoBOoW TPAeKTOPHUW Unu
B MMaHOBOM MOMOXKEHWW, NP BbINOMHEHUW KOCTHOW LUMMAOBKM MYyTEM HACTPOWKW MOMOXEHMWH, CKOPOCTU W/UNW yeunua
dpesbl, HeobxoguMbIX AN BbINONHEHWA NNaHa onepauun, Npu yNpasneHnn PyKOW XMpypra ¢ NOMOLLbIO TakTUNbHOW 06-
paTHOW CBA3W MNW ABWKEHMEM WHCTPYMEHTAa G MOMOLLbIO COBMECTHOro cnocoba ynpaBneHns BMECTE C XMPYpProm B COOT-
BETCTBMM C MMaHOBLIMKM De30nacHbIMU rpaHuLaMu 1 T. 4.

M3W nnu M3C, koTopble aBTOMaTUYECKU NepemMeLlaeT KOCTHY0 dope3y TOYHO Mo 3apaHee 3adaHHOW TpaeKTopuu
n/vnu no Npocrno CKOPOCTU/YCUNWA, NPUMEPOM KOTOPOR ABNAETCA MHAY3MOHHEIA HACOC C 3anporpaMMUpoBaHHBIM Mpo-
dunem ckopocTu/obbemMa BBeAEHWS NeKapcTBa, PAacCMOTPEHHbIN B B.3.4, npu ee Hanu4nv, MOXeT BbiTb paccMoTpeHa
M3rOTOBUTENEM kak pazHOBMAHOCTb YNPaBNsEeMoro KOMMLTEPOM (pe3epHoro cTaHka, Ho He kak MEJWULIMHCKIAM
POBOT, T. K. OH BbINonHsaeT onepaunto ¢ HU3kuM YPOBHEM ABTOHOMHOCTW npu peanusauunm nnaHa onepauum.

B.3.2 Metog knaccucpukaumm YPOBHSA ABTOHOMHOCTH

PaccmaTpuBaloT ABa npumepa CUCTEM, & UMEHHO — CUCTEMY MpedBapuTENLHO 3anporpamMupoeaHHoro MELN-
LUWMHCKOIO POBOTA ang BoccTaHOBNEHUSA hOPMbl KOCTU U CUCTEMY C TAKTUMNbHBLIM perynupoBaHuem. [ng Toro 4tobsl
knaccucuumposate 06wmin YPOBEHL ABTOHOMHOCTH M3, ncnone3ytoT onuMcaTtenbHbln MeTod, NpeacTtaBneHHbIn
B npunoxenun A. NpegsapuTensHo 3anporpaMmmMUpoOBaHHas CMCTEMA BOCCTAHOBNEHMA hOPMbl KOCTU MOXKET BbiTb OTHE-
ceHa Kk ypoeH 3 — PE (npeaBapuTensHO 3anporpaMMMpoBaHHOe BbINOMHEHWE), Kak NokasaHo B Tabnuue A.71. Cuctema
BBIMNOMHAET KOCTHYIO LWNMGOBKY Kak 3apaHee 3anporpaMMUpOBaHHOe MW 3anfaHWpoBaHHOE XMPYProM AencTBue. Xpypr
MOXET BpPeMEHHO NpUoCTaHOBUTL Unu npepsatb paboty MEAWMUMHCKOIO POBOTA npy BO3HUKHOBEHUW CIy4YaWHOro
coBbITMA NN YpE3BbLIYANHON CUTyauuu, Hanpumep: HeoxugaHHoe asmkenve NAUMEHTA wnu M3W, cnoHTaHHoe npe-
pelBaHWe paboTel CUCTEMBI BU3yanuaaunu, HEHAMEPEHHOE NOBPEXAEHNE OKPYXAIOLWMNX TKAHEN C BO3HUKHOBEHWEM KPOBO-
Te4yeHWsa U T. 4. Cuctema ¢ TakTUMbHBIM PerynvMpoBaHueM MOXeT ObiTb OTHeceHa K ypoeHio 4 — SD (coBmecTHoe pelue-
HWe), Kak nokasaHo B Tabnuue A.1. Cuctema perynvpoBaHua hopMUMpyeT TaKTUbHYO 0OpaTHy0 CBA3b UMK HAacTpaneaeT
cKopocTb W oBbecnedrBaeT BoipaboTKy CUMbl OTTANKUBAHUA UMW CHIWXeHWA ckopocTu. OpHako pabounii opraH HaxoauwTcs B
pykax ONEPATOPA, n OMNEPATOP moxeT npeofonets peakuuio perynupoeaHusa ot M3 B cnyyae HeoBxoaMMocTu. XoTH
Bcto npoueaypy OMNMEPATOP n M3W He BbINOMHAKT COBMECTHO, oT M3OW B 3HAaYMTENBHOW CTEMEHW 3aBUCUT NPUHATUE
peLleHns Nno onpeaeneHunto Hagnexawen obnactn 4nA NpoBedeHna onepaumu.

B.3.3 Bnuanne YPOBHA ABTOHOMHOCTH na NPOLUECC MEHEOXMEHTA PUCKA

B tabnuue B.4 noka3aHo enusHne YPOBHA ABTOHOMHOCTH Ha NMPOLUECC MEHEOXXMEHTA PUCKA ans geyx
M3W npu BoccTaHoBMNeHNMU popMbl KOCTU. CUCTEeMa C TaKTUMbHBIM perynupoBaHuem nmeeT Gonee Boicoknin YPOBEHB
ABTOHOMHOCTHM no cpaBHeHWIO C NPeABApPUTENBHO 3anporpaMmMuMpoBaHHon cuctemon Bnarogapsa Tomy, 4to M3W BbI-
nonHaet SAOAYY «PASPABATBIBATL BAPUAHTbI», ucnonb3ys ceHcopHble AaHHble peanbHoro BpemMeHn ana 3AO0AYU
«HABNMIOOATb», u nomoraer OMNEPATOPY B SBAHOAYE «BbINONMHATEL BAPMAHT» ¢ noMOLLb TakTuUnbHOW obpaTHon
CBA3MN.
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Tabnuua B.4—Tlpumep 2. Bnuanune YPOBHA ABTOHOMHOCTH Ha NMPOLUECC MEHEOXKXMEHTA PUCKA

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru

OyHKus/ OMACHOCTH BnusHwe nosbiweHws YPOBHA ABTOHOMHOCTH [OnonHUTENLHLIE
SALAHA CHuxkeHue PUCKA YeenuyeHne PUCKA KOMMEETA RN
KocTtHaga HenpaeuneHaa CucTtema TakTUNBHOIO MoBbiweHne YPOBHSA

WwnmdghoBka WinudoBKa. perynupoBaHus NosblILLa- ABTOHOMHOCTH
MoBpexaeHne eT TodHocTe 1 BE3OIMAC- YBEMNUYMNBAET 3aBUCH-
TKaHew HOCTb npu gBuxeHuu MOCTb OT NporpamMmm-
uHcTpymeHTa (POBOT Horo obecneyeHus
MOXET NpeanoKnTb «UC- npu SOCTUHEHWN
npaBWTb» rpaHuLy — py- npuemnemoro PUCKA.
KOBOACTBO ABMXEHUEM). o 3TO MOXET NOBNWATL
CucTemMa TakTUNeEHOro pe- Ha KnaccuduKkaLumo
rynMpoBaHua nNpuBnekaeT BE3OMACHOCTH
OMNEPATOPA « BbinonHe- nporpammHoro obe-
Huo 1 cHxaet PUCK no- CcrnevyeHus, 1 CBA3aH-
Tepw 0CBeOMIIEHHOCTU O Hble C 3TUM AeiCTBMA
cuTyauum [OOMKHBI COOTBETCTBO-
BaTb TpeboBaHuaM
ABTOMATWYE- | Owwnbka npu MoBkILLEHHBLIE TOYHOCTL CroHTaHHOE npepbl- FOCT P M3K 62304
CKOE nepeme- | ynpaBneHuu 1 BE3OMNACHOCTb npu BaHue pabotel M3U
LLeHWe UHCTPY- | MHCTPYMEHTOM B | ABW>XKEHUM UHCTPYMEeHTa MOXET HaHecTH cy-
MeHTa OBIDKEHUN (POBOT moxeT npea- LeCTBEHHOE MOBPEX-
NOXWUTb «UCMpaBUTL» aenuve NALMEHTY
rpaHuLy — pYKOBOACTBO (Hanpumep, owwnbka
OBVXEHUeM) CHUCTEMbI BU3yanu-
3auuu, npepeiBaHie
paboTbl YeNOBEKOM,
noTeps ynpaeneHus)
B.3.4 BbiBOoAbl

MoTteHumaneHble PUCKW, BbiaBaHHble YPOBHEM ABTOHOMHOCTHM M3W gaHHoro tuna, B OCHOBHOM CBA3aHbl
c ugeHtTuduKkaumen obbekTa XMpYpPrryeckoro BMELIaTeNnsCTBa U TOYHOCTLIO oTcnexusBaHusa. PaboTta npegBaputensHo
3anporpaMMUPOBAHHOW MUCMOMHUTENBHOM CUCTEMBI HE3HAYUTENBHO OTNMYEETCH OT TPAAULMOHHBIX MPOrpamMMUpyeMbIX
3MEeKTPOHHLIX MeOWUMHCKUX YCTPOWUCTB A0 TeX Mop, NoKa cMcTema BoccTaHoBneHus dopmbl kocTh u MALIMEHT coxpa-
HAKOT 3annaHUPOBaHHbIE MO3ULIMIO N OPUEHTALMIO BO BPEMS BCEW MEOMLUMHCKOW Npouenypbl. Kak u B cny4ae TpaguLMoH-
HOro MHEY3MOHHOIO Hacoca O1iA BBEAEHWSA NEeKapCcTB, BhIMOMHAKLLENO 3anporpaMMUMpOBaHHOE BBEAEHUE nekapcTe 6e3
BMELLATENLCTBA YErNOBEKa B TEYEHME 3anporpaMmMMpoBaHHOMO Nepuoaa ¢ 3anporpaMMnpoBaHHbIM 3HAaYEHWUEM CKOPOCTH
unu no wabnoHy, M3 ons BoccTaHOBMNEHWA (DOPMbI KOCTM NPOBOAUT 3TY ONepaLuio B COOTBETCTBUM ¢ nnaHomM. PUCKHN,
CBSI3aHHbIE CO CMOHTaHHBLIM U3MEHEeHUeEM nonoxeHusa v opueHTaumm NALWNEHTA oTHOCMTENBHO CUCTEMBI LUNWOBKM UNA
C HEOXMOAHHBIM NpepbiBaHMeM paboTbl YCTPOWCTBA OTCMEXUBAHWA W T. O., CNeAyeT NpoaHanvM3npoBaTh Haanexallmm
obpa3om u ycTpaHuTh B pamkax NMPOLECCA MEHEIXXMEHTA PUCKA. B cnyvae gobaeneHus BO3IMOXHOCTEN TaKTUMNb-
HOro perynupoBaHus K cucteme WNUgoBkM nosbiweHne YPOBHA ABTOHOMHOCTH obecneunBaeT npevmMyLlecTBa Mo
TOYHOCTH, a TakKke cHmkaeTt PHCK.

B.4 MNpumep 3. CMeHa MHCTPYMEHTa B XMPYPru4ecKon yCTaHOBKe C poBOTOTeXHMYECKOW NoaaepKKOW

B.4.1 Onucanve meguumnHcKux pakTopoB

B naHHOM npumMepe paccMoTpeHa XMpyprudeckan yctaHoBKa ¢ poboToTexHudeckon nogaepxkon (XYPI), npegHa-
3HaveHHasn Ana obecnevyeHns TOMHOTO NepemeLleHUs XMPYPrmyecknx MHCTPYMEHTOB NMPU MUHWMANbHO WHBA3WBHbIX XW-
pypryuHeckux npouegypax. YCTaHOBKa COAePKNT TeneynpasnsaeMblil CEpBOMEXaHW3M, C MOMOLLBI0 KOTOPOro XUpYpPr ynpas-
nseT nepeMeLLeHnAMIN XMPYPruiyecKkux MHCTPYMEHTOB, MCNOMNb3ys 3a4at0LLMIA KOHTponnep v Habnwagaa npu aTom obnacTts
XMPYPruyeckoin onepauumn no ctepeomsobpaxkeHnto. B xoge xvpypruyeckoi onepauum xupypry TpebyeTtcsa neproguyecku
3aMEeHATb OAMH UHCTPYMEHT APYTrMM Ansa Toro, 4tobbl pewarts pasHele xupyprideckue SAOAYW, Hanpumep: BMecTo 3a-
XUMOB MOTyT notpeboBaTecs HOXHWLUEI, YTOBbI paspe3aTte TkaHb. JaHHyto 3AOAYY BbINONHAET acCUCTEHT XUpypra, Haxo-
aawmincs Ha ctopoHe MAUWMEHTA, 1 oHa gormkHa ObiTh BbINofiHEHa BbICTPO, YTOBbI MMHMMKM3WMPOBATL NMpepbiBaHNA xo4a
XMPYPruYecKon onepauun U CoKpaTuTe BpemMs onepauun. Kpome Toro, MHCTPYMEHT JOMKeH BbiTe BBEASH NpUOnManTenb-
HO Ha Ty e rnybuHy, Ha KOTOPOW HaXxoaWNCsa 3aMeHEeHHbIN MHCTPYMEHT, YToBbl XMPYPT MOr NMPOACIKWTE Onepauvio B TOM
e MecTe, He TpaTsl BpEMs Ha NOBTOPHOE NO3ULMOHWPOBaHWE MHCTPYMeHTa. B gaHHOM npymMepe paccMOTPeHO BBEAEHVE
YPOBHA ABTOHOMHOCTM ana pelwweHus koHkpeTHo 3AOAYIN no cMeHe MHCTpYMEHTOR Anga AaHHoro tuna XYPIT.
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MpumeyvyaHune — XYPI obo3HayaloT pasHbIMW HAMMEHOBaHUAMMK, HanpumMep xupyprindecknin POBOT, koMnbio-
TEPU3MPOBAHHAA XMPYPruYecKkasn cuctema u T. 4. B HeKoTOpbIX PUCOUKUMAX KOMMNETEHTHLIE OpraHbl MOTYT HE NPU3HaBaTh
onpegeneHue MEOVWLUMHCKOIO POBOTA unu POBOTA, npenctaBneHHoe B HacTosleM ctaHgaprte. B Takux cnydasax
M3rOTOBUTEIb moxeT ngeHtudpuumposate M3W nnu M3C, ncnoneaysa obwenpuHATLIE TEPMUHEI, Takue kak XYPT1.

B.4.2 Metop knaccudmkaummn YPOBHA ABTOHOMHOCTH

B naHHoM npumepe Ncnonb30BaH onucatenbHbli MeTon, YToObl NoMoYb NoHATE BnusHue YPOBHA ABTOHOMHO-
CT¥ na NMPOLECC MEHEOXMEHTA PUCKA ana 3A0AY cMeHbl MHCTpyMEHTa BO BPEMSA XMPYPrM4eckon onepawuu.
OlNEPATOPAMW B gaHHoM NpyvMepe ABNAKTCA XMPYPT U aCCUCTEHT, pacnonoxeHHsln Bbnuam NMALUMEHTA. PaccMmoTpeHbl
HWKENPUBEOEHHLIE TPU METoAA MO3ULIMOHMPOBAHWUA NPU CMEHE UHCTPYMEHTA.

MonHoCTB pYYHOR. MIHCTPYMEHT NOCTOAHHO HAaxoguTcsa nod nornHeim KoHTponem OMNEPATOPA, n nogayy MHCTPY-
MEHTa C MCMONb30BaHWeM BW3yanbHOW obpaTHOW CBA3KM NPOM3BOAMT acCUCTEHT XWMpypra, BMOSWMA MHCTPYMEHT(bI) Ha
aKpaHe gucnnes. Kpome Toro, gaHHas annapaTtypa He obecnedymuBaeT TakTWMbHY0 0bpaTHyo cBA3b. C y4EeTOM CXembl
onucaTensHoW knaccudmkauum, npegctasneHHon B Tabnuue A. 7, YPOBEHL ABTOHOMHOCTH 3AAAYM cmeHbl uHCTpY-
MEHTa B JaHHOM cryyae cnenyert oTHeCTU K Tuny «[MonHocTeto pyyHon» (FM, ungekc YPOBHA ABTOHOMHOCTH = 1).

PyyHasa nogaya ¢ NOMOLLBH «3anpeTHbIX» 30H. B gaHHoM npumepe M3W 3HaeT o pacnonoxeHUy 3aMeHs1eMoro MH-
CTpyMeHTa n obecneymeaeT NporpaMmMHO yrpaBnaemMyto TakTUnbHY obpaTHyto cBA3b, nomMoratowyto OMNEPATOPY Bos-
BPaTWUTb HOBbLIAN MHCTPYMEHT Ha Ty e MO3ULMIo, rae pacnonarasncs 3aMmeHeHHbl MHCTpyMeHT. OMNEPATOP no-npexHemy
OOMKEH BPYYHYIO NMEPEMECTUTb MHCTPYMEHT, HO Briarogaps TakTUneHoOW 0BpaTHOW CBA3WM OH OMpEAEnseT rpaHuly, roe
TPAEKTOPUSA OTNMYAETCs OT NpeabiayLlein no3uunm yaaneHHoro MHetpymeHTa. Kpome Toro, B koHue rmyBuHbl BBEOEHUA
WHCTPYMEHTA TakKe NPegycMOTPEH NMporpaMMHO YNPaBMAEMbIA KECTKUA OCTAHOB, YTODbLI MHCTPYMEHT He BoLwlen rnyb-
Xe, YeM pacnonarancs 3ameHeHHbIn MHCTpyMeHT. DTo obneryaetr OMNEPATOPY paboty no GbicTpoMy BO3BpaLLEHWID
WHCTPYMEHTa Ha NpefbiayLlyo MO3ULMI0 C NPEXHel opueHTaumel. C y4eToM CXeMbl OMMcaTenbHON Knaccudukaumm,
npenctaeneHHon B Tabnuue A.1, YPOBEHbL ABTOHOMHOCTHM 3A0AYN cMmeHbl MHCTPYMEHTa B JaHHOM Npumepe cne-
oyet oTHecTu Kk Tuny « CoBMecTHoe pelueHuey, korna M3W onpenenseT Mecto BO3Bpata MHCTpPyMeHTa u obecnednBaeT
TakTuneHy obpaTtHyto ceasb ana OMEPATOPA, Ho OMNEPATOP tem He mMeHee MMeeT nonHbli KoHTponke (SD, nHoekc
YPOBHA ABTOHOMHOCTU = 4).

ABTOMaTU3NPOBAHHOE NO3WLMOHUPOBaHKWE ¢ nomMollblo M3W. B gaHHom npumepe OMNMEPATOP 3ameHsieT MHCTPY-
MeHT, a 3ateM M3W aBTOMaTW4eCKM BO3BpALLAET MHCTPYMEHT B MPEXHEE MOMOXKEHWe, KOTOpoe 3aHUMan 3aMeHEHHbIN
UHCTpyMmeHT, 6e3 BmewaTtensctea OMNEPATOPA. 370 no3sBonseT npoBoAUTb MakCUMarnbsHO OnepaTyuBHY CMEHY UHCTRY-
meHTa 6e3 yuactua ONEPATOPA B nosuynoHnpoBaHun MHcTpymeHTa. OgHako M3W He yunTeiBaeT HenpeaBuaeHHble cu-
Tyauuu, Takne Kak cmelleHne TkaHel, noatomy OMNEPATOP gomxen HABJTKOOATL peanuzauuio 3AOAYN «BbINOJNHATE
BblBpaHHbein BAPUAHT» v ocTaHaBnMBaTh €e Npu BO3HWKHOBEHMMW HEeNpeaBuaeHHoW cuTyauun. C y4eTom CXembl onuca-
TenbHOW Knaccudukaumu, npeacraeneHHon B Tabnuue A. 1, YPOBEHE ABTOHOMHOCTH 3A0AYN cMeHbl MHCTpyMeHTa
B JaHHOM MpuMepe criegyeT OTHeCTU K Tuny «PykoBoanmoe pelueHuey, npu kotopom OMNEPATOP gomkeH MHULMUPOBATL
unun BLIBUPATB genctene, a M3W gomuHo nonHocTeo BBIMOMHATL ero nocne nHuumnmpoeaHus ONEPATOPOM, npu-
coeavHAA MHCTPYMeHT K yctaHoske (GD, wHgekc YPOBHA ABTOHOMHOCTH = 7).

B.4.3 Bnusinne YPOBHSA ABTOHOMHOCTH na NMPOLUECC MEHEOQXMEHTA PUCKA

OcHoeHoi OMNACHOCTbBHK B faHHOM npuMepe ABNAETCA HEHaMEPEHHLIN KOHTAKT C TKaHbto, KOTOPLIA MOXET Npu-
BeCTU K ee noepexgeHunto. TAXECTb noepexaeHnsi MOXeT BapbUpOBaTLCH B 3aBUCMMOCTU OT TWUMa TKaHW, CUrbl CONpu-
KOCHOBEHWS W KOHWrypaunum HakoHeYHUKa MHCTPYMEHTA, HanpuMep: NpokanbiBaHUe MOXET NMPOW30WTH, Eecrnv OCTPbIN
WHCTPYMEHT BBEAEH C O0CTATOYHBIM YCUNMEM 1 HA Donbluyo rnyBuHy, YeM pacrnonoXeHue 3amMeHEeHHOro MHCTPYMEHTA.
B Tabnuue B.5 npuBedeH cpaBHUTENbHbLIA nepederHs YPOBHEW ABTOHOMHOCTM v onucaHue yyactus ONEPATOPA
n M3 ons Tpex MeTodoB, a Takke npueegeHsl koMmeHTapun B otTHoweHun PUCKA. B Tabnuue B.6 nokazaHo BNUsHWE
YPOBHA ABTOHOMHOCTH na PUCK v npvBeaeHbl pekoMeHaauuM no BO3MOXHBIM OeACTBUAM No cHkeHnio PUCKA.

Tabnuya B.5—Tpumep 3. CpaBHeHWe BapUaHTOB peanu3aulin CMeHbl MHCTPYMEHTa

BapuaHT Onucaxue KommeHTapum
[NoNHOCTEH pyYHON OMNEPATOP ynpaenset eeefgeHuvem | HekoHTponupyemble owmnbkn OMNEPA-
FM WHCTPYMEHTa, ucnone3ya Busyanb- | TOPA.
YPOBEHL ABTOHOMHOCTH =1 Hyt0 0OpaTHYHO CBA3b MoteHunanbHo Bbicokaa THXECTb
NoBpEXAEHUS

Momollb B BUOE TakTunbHoW obpart- | ONEPATOP ynpaenseT BeegeHuem | YPOBEHL ABTOHOMHOCTH (Tak-

HOW CBSi3K (3anpeTHbIE 30HbI) WHCTPYMEHTa C NporpamMmHbIM orpa- | TunbHas obpaTtHas CBA3b) CHWKAEeT
SD Hu4eHnem Tpaektopuu K ybuHel | PUCK owmnbkn ONMEPATOPA.
YPOBEHbB ABTOHOMHOCTU =4 BBENEHMS Kontpone OMNEPATOPOM BBegeHus

MHCTpymMeHTa cHukaeT PUCK cmelle-
HWUA TKAHW MW ApYruX 3a4a4
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OkoHYaHue mabnuusi B.5

BapwaHt

Onucaxne

KommeHTapun

GD

ABTOMaTUYECKOE NO3ULIMOHUPOBaHUE

YPOBEHE ABTOHOMHOCTHU =7

M3WM apTOMaTM4yecks BO3BpallaeT
WHCTPYMEHT B MPEXKHEE MOMNOXeHUe

YPOBEHbL ABTOHOMHOCTH (aBTO-
MaTWU4ECKOE MO3NLUMOHUPOBaHWUE) CHU-
»aeT PVCK owmnbrkn OMNEPATOPA.
BmewaTtenbctso OMNEPATOPA moxeT
notpeboBaTeCs B cCrny4yae CMeLLeHus
TKaHW Unu Apyrux 3agad

Tabnuua B.6 —lNpumep 3. Bnuanne YPOBHA ABTOHOMHOCTH na NPOLUECC MEHEIXKXMEHTA PUCKA

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru

DyHkums/ A BnusiHue noebiweHus YPOBHA ABTOHOMHOCTH [lononHUTENbHbIE
SALAHA CHuxenne PYICKA Yeenuyenne PUCKA KOMMEHTapuW
CmeHa uH- MospexaeHve ABTomaTtuyeckoe (npo- | ABTomaruyeckoe orpa- MoBblweHne YPOBHA
CTpyMeHTa TKaHu npu BBe- rpamMHOE) orpaHm- HWYEHWE Ha BBEOEHWE ABTOHOMHOCTH yBe-
AeHUn YyeHue Ha BBedeHWe WK aBToMaTuyeckoe nnM4yMBaEeT 3aBMCUMOCTb
WHCTPYMEHTA YMEHb- BBEAEHWE MHCTPYMEHTA OT nporpaMmHoro obecne-
LiaeT BepOSATHOCTb ABMAETCA HeNpaBUbHBIM | YEHWS NPU JOCTVIKEHWUN
KOHTaKTa C TKaHblo U3- | WUNU HEMpaBWUNbHO peann- | npuemnemoro PUCKA.
3a owunbkn ONMEPATO- | 30BaHHbLIM (NPeBbILLEHWE | 3TO MOXET MNOBMNMATL Ha
PA npu nosuuynoHunpo- | oxuaaemon rmybuHbl knaccndukaymo BES3-
BaHWM MHCTPYMEHTA. BBeaeHus uHctpymeHnTa). | ONMACHOCTW nporpam-
AeTomaTtuyeckoe orpa- | ONEPATOP TepsieT ocee- | MHOro obecnevyeHus,
HWYeHWe Ha BBeAEHNe | AOMITEHHOCTb O CUTyauuKn | W CBA3aHHbIE C 3TUM
1 aBTOMaTu4ecKoe npu aBTOMaTU4eCcKOM AelCTBUA A0MKHBI COOT-
BBEAEHWE WHCTPYMEH- | BBEAEHWW MHCTPYMEHTA BETCTBOBaTEL TpeboBaHWUAM
Ta coKpallakT BpeMs 1 He MOXeT BbICTPO OT- FOCT P M3K 62304
onepauuu 1 CHKaT pearvpoBaTk Ha Henpea-
PUCK BUAEHHYIO CUTYauMo
(Hanpumep, BeicTpoe
CMeLLeH1e TKaHu)
B.4.4 BeiBoAabl

B naHHom npumepe noebiwerHe YPOBHA ABTOHOMHOCTH yeennunBaeT TOMHOCTb M CKOPOCTb CMEHbI UHCTRY-
MeHTa, a Takke MoxeT cHuanTb PUCK noepexaenuns TkaHen na-3a owmnbku OMNEPATOPA. B koHe4HOM cyeTe pelweHue 0b
1cnonb3oBaHuK Toro unu nHoro YPOBHA ABTOHOMHQOCTH ByaeT 3aBUCETb OT HECKOMBKUX (hakTopoBs, onpeaensemMbIx
KOHKpeTHoW peanusauuen. Kpome toro, nonHocteto ABTOMATUYECKOE nosvunoHMpoBaHWe MHCTPYMEHTa MOXKET npu-
BECTU K HEBHUMATENBLHOCTW UMK NOTEPE OCBEACMIEHHOCTM O cuTyauumn co ctopoHsl OMNEPATOPA u, kak cnegcTtBue, K
noBbilweHuio PUCKA, 3aBucawlero ot HeobxoguMOCTV BbINOMHEHUSA CPOMHBIX OeACTBUA Npu cMmeHe MHcTpymeHTta. MPO-
EKTUPOBAHWE C YYETOM KCMNYATALUWMOHHOW NPUIOOHOCTW B cootseTtcTBuKM ¢ FOCT P M3K 62366-1 formkHo
MoMOYb KOMMeKTMBy paspaboTumkos oueHuTe PUCKK SKCMNYATALMOHHOW MPUMOOHOCTM 1 komnpomucebl npu
npoekTupoBaHuun. bonee Toro, noebiwenve YPOBHA ABTOHOMHOCTH moxeT NoBbICMTbL 3aBUCUMOCTb OT NMporpam-
MHoro obecrnedyeHns, peanuayrLLero TakTUneHy obpaTHyto cBAask, ana obecnevyeHua BEE3OMNMACHOCTW, yto Bynet cno-
cobcTBoBaTh paspaboTke nporpammHoro obecnedenun. FOCT P MOK 62304 comepXuT pykOBOACTBO MO OpraHu3auuun
MPOLEECCOB XXM3HEHHOIO LUMKIIA nporpammHoro obecneveHns, npegHasHa4eHHoro ans MeamuMHCKnX npubopos.

B.5 MNpumep 4. Xupypruueckasa ycTaHoOBKa ¢ po60TOTEXHUYECKOW nogaepxkon, paborarwwan
B KOMMWpYHOLWEM pexume

B.5.1 OnucaHne meauUMHCKUX thakToOpoB

B paHHoM npumepe paccmoTpeHa XYPI1, paboTtawowas B KONUPYHOLWEM pexume, npedHaszHadeHHaa ans nosbl-
LUIEHUS TOYHOCTW OBWKEHWIA XUPYPIUHYECKUX MHCTPYMEHTOB MPU MUHUMAMNBHO WHBA3MBHBIX XMPYPrUYEcKMX onepauusix.
M3W copepxuT Teneynpaensemblil CEpBOMEXaHU3M, C NoMOLLb0 KoToporo xupypr (OMNEPATOP) ynpaBnsaeT ABMKEHNAMN
XUPYPrUYECKUX UHCTPYMEHTOB, UCMONL3yA 3a4al0luiA KOHTponnep u Habnaas npu atom obnacTb XMpYpruyeckon one-
pauun no ctepeonsobpaxeHuto. B gaHHoM npuMepe paccmoTpeHbl pasHele YPOBHIM ABTOHOMHOCTIA pns ogHoro v3
aTanoB onepauun no onpegeneHuio Lenesor obnactv ang M3W npu nanapockonnyeckon XMpYpriyyeckon onepauun no
yoaneHuo unv paspesy TkaHu. B Tabnuue B.7 npeacTtaBneH pesynsraT oueHky enuaHua YPOBHA ABTOHOMHOCTH Ha
MPOUECC MEHEIXXMEHTA PUCKA ansa gaHHoro npumepa.
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B.5.2 Metop knaccudmkauum YPOBHSA ABTOHOMHOCTHU
B naHHOM npuyMepe Mcrnonk3oBaH MeTop knaccudukauum YPOBHEW ABTOHOMHOCTM Ha ocHOBE BECOBLIX KO-
athMUMEHTOB, B KOTOPOM Kaxaas yHKUMA UMEEeT OMHaKoBbIe BeCOBLle KoadduumeHThl (0,25). PaccmoTpeHsl cneay-

lowne cueHapuu:

FOCT P 60.2.2.2—202

3

- BusyaneHasa ngeHtndurkauus: OMNEPATOP noeHtuduumpyeT uenesyo obnacte, NCNOMNb3ys BU3yanbHyH obpar-
HYI0 CBA3b Yepes 3KpaH cTtepeomonuTopa (YPOBEHE ABTOHOMHQOCT =0,25/M=1,G=0,S=0, E=0);
- BM3yanbHas uaeHTUUKaUMS ¢ ynydweHunem maobpaxeHus: ONMEPATOP naoeHTuduumnpyeT Uenesyo obnacTb,
UCMonb3ys BU3yarnbHy obpaTHYH CBA3b, KOTOpas MMEET BO3MOXHOCTb NOBLICUTE KA4eCTBO M30DpaeHWs, YTODLI MOMOYb
onpedenuTb Uenesyio obnacte (YPOBEHL ABTOHOMHOCTHUM =05/M=1,G=0,6,5=0,3, E=0,3);
- ABTOMATWUYECKAA noentudmkaums c cermentauven: M3C noentudmunpyeT uenesyto obnacTte B none 3pe-
Hua OTNEPATOPA (YPOBEHb ABTOHOMHOCTHM =09/M=1,G=1,58=1, E=0,6).
B gaHHOM MpUMepe MCMonb3oBaH MeTop knaccudmkaumm YPOBHEN ABTOHOMHOCTH Ha 0CHOBE BECOBBIX KO-

athMUMEHTOB.

B.5.3 Bnuanve YPOBHA ABTOHOMHOCTH na NMPOLECC MEHEOXMEHTA PUCKA

Tabnuuya B.7—lpumep 4. Bnuaune YPOBHA ABTOHOMHOCTH na NMPOLIEECC MEHE[IXXKMEHTA PUCKA

OyHKUs/ BnusHwe noeblweHus YPOBHA ABTOHOMHOCTH [oNONHUTENLHBIS
3AOAYA QLACHOCTI KOMMEHTapum
CHuxeHne PUCKA YeenuyeHve PUCKA
MpoeHTun- HenpaBuneHoe [NoBblweHne kavectea | [MoBbiWeHWe KavyecTBa Moebiwenne YPOBHA
dukauma onpepernexue n3obpaxeHna W cerMeHTauus MoryT ABTOHOMHOCTH
LIENEBON MoNoXeHus Le- ynyyliaet NpUBECTU K OLUMBOYHOM YBENUYMBAET 3aBMCUMOCTb
obnactu neson obnacTtu, MOEHTUUKAUUOHHYK | naeHTUdKrKaumMy Leneeor | oT NporpaMmMHOro
npvBogsLlee K cnocobHoCTb obnactu. obecneyenus o6paboTkn
HeHamepeHHomy | OTMNEPATOPA. CermeHTauma Moxet n3obpaxeHus. 1o
NMOBPEXAEHMIO CermeHtauuns NpUBECTU K NoTepe MOXET MOBMUATH
TKaHu nossonsaet OMNEPATOPOM Ha Knaccudpmkaumto
UaeHTMULMPOBaTh OCBEAOMMNEHHOCTH O BE3OIMACHOCTI
0CODEHHOCTH, HE cuTyauum nporpaMmMHOro
BOCMNPUHUMAaEMbIE obecneyeHusa u
YErNoBEYECKUM [a3om CBA3AHHbLIE C 3TUM
[enCcTBMA B COOTBETCTBUK
¢ MOCT P M3K 62304
B.5.4 BbiBoObl

MoBbiweHne YPOBHA ABTOHOMHOCTH obneryaet naeHTudukayuio uenesoin obnactv 1 B obliem cnyyae CHu-
waeT PUCK HeHamepeHHOro olwnbo4Horo nopesa TKaHu Npu nanapocKonnM4ecKon XMpyprityeckon onepaunu. MNpm noebl-
weHun YPOBHA ABTOHOMHOCTHM 3aBUCUMOCTbL OT NporpammMHoro obecrneyeHisi, peanunayoLero noBblWeHWe KavyecTBa
n3oBpaxeHnsa U cermMeHTauumio, Takke gomkHa sospacTtate. FOCT P MOK 62304 copepvT pyKoBOOCTBO MO OpraHvM3auuun
MPOUECCOB XXMN3HEHHOIO LUWKINA nporpammHoro obecneveHua ana meguunHckux npubopos. NMPOEKTUPOBAHUME
C YUYETOM 3KCMNNYATALIMOHHOW MPUMOOHOCTU & cootsetctaum ¢ FOCT P M3K 62366-1 0omHO NOMOYL KOMnek-
TuBy paspaboTuukos oLeHUTs PUCKIA SKCINYATALMOHHOW NMPUMOOHOCTM 1 koMnpoMUcehl Py NPOEKTUPOBAHUN.
Kpome Toro, nonHocTeto ABTOMATUHECKAA noeHTudurkaumsa ¢ cerMeHTaumed MOXeT NPUBECTM K HEBHMMATENbHOCTU
Unu noTepe oceegomreHHocTH o cutyauun y OMNEPATOPA u, kak cnegcteue, K noeelleHuio PUCKA, zaBucALLero oT go-
Bepua ONEPATOPA k cnocobHocT M3 npaBunbHoO naeHTUUUMPOBaTE LeneByto obnacTb.

B.6 MNpumep 5. YcTaHOBKa Ny4yeBOW Tepanuu nog BU3yarnbHbIM KOHTPOIEeM

B.6.1 Onucanve meguuuHCcKuX drakTopoB

TpeboBaHusa K ycTAHOBKE Ny4eBOW Tepanuu nog BuayansHbiM koHTponem (J1ITBK) onpegenenel B [13]. ITBK npen-
ctaBngaet cobon NMPOLIECC, npu koTopom Bu3dyansHoe u3obpaxeHue ucnonb3ytoT npy nedexdun NAUMEHTA, obecneun-
Bas HacTPOWMKy nonoxeHus ueneson obnactu MALUMEHTA oTHoCuTENbHO MCTOYHUKA 0BryyeHns Takmum obpasom, 4Tobel
obnyyeHvne nonagano Ha uenesyto obnacte NMALUWMEHTA, ykazaHHy0 B nnaHe O03HOW Tepanuu.

M3C ans NMPOUECCA NTBK cocTtouT 13 BHellHero nyyesoro obopynosaHus (BI1O) n nogknio4eHHOW K HEMY U
B3auModenCcTByoLWen ¢ HUM ycTaHoBku JITBK. Paboyasn ctaHums (Mnun ctaHuMW) HabnogeHus, kotopas MoXeT BbITe pac-
nonoxeHa BHe npouenypHoro kabuHeTa, He aAenseTcs Yacteio MAC. Tepanus HaunHaeTca nocne nHuynagun NMPOLECCA
neyeHus, Hanpumep Haxatuem Ha kHonky «BKIl». B gaHHom npumepe paccmotpeHo BnuaHue YPOBHA ABTOHOMHO-
CTH Ha MNMPOLECC MEHEIKMEHTA PUCKA Toneko ans ycraHosku JTITBK.

YcraHoBka JITBK B cBoem cocTaee MMeeT (hopmMupoBaTenb M3obpaXKeHna Ansa nonyyYyeHnsa OByMEpPHbIX U Tpexmep-
HbIX n3obpameHnin MALMEHTA. [JaHHoe n3obpaxeHne MOXET ObITb NONYYEHO C NOMOLLBK Pas3nNUYHbIX TUMOB (OMKCUPO-
BaHHbIX, HENOABWXHO YCTAHOBMEHHbIX, HE3ABUCHUMBIX M MOABUKHBIX UMW UHTErPUPOBaHHbLIX hopMupoBaTenen nsobpaxe-
HuA. Mocne nonyyeHus n3obpaxeHsa NPOMCXOANT pacyeT HeobxodMMbIX NONPaBoK, KOTopkle NepegatoTcs Ha BI1O.
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B naHHOM npyvmMmepe paccMmoTpeHa uckniodmntensHo yetadoska JITBK, YPOBEHB ABTOHOMHOCTH koTopon onpe-
AENAIT perncTpaums peansHoro u3obpaxerus v pacyeT nonpasok. KoHkpeTHoe obopynoeanuve, T. e. BINO, koTopoe ocy-
LecTBNAET NepeMelleHne Ans oTpaboTkM nonpagok, He BXoauT B cocTas ycTaHosku JITBK, noatomy B atom cnydae JTTBK
He MOXET CYMTaTbCHA OTHOCALLMMCH K poBOTOTEXHUKE.

B.6.2 MeTog knaccudukaunm YPOBHA ABTOHOMHOCTH

Mpwu paccmoTtpenun YPOBHEW ABTOHOMHOCTM B Tabnuuax A.1 1 A.2 B 4acTW UX UCMONb30BAHUA NPU aHanuae
n300paxeHusa c Uenblo onpegeneHus OTKNOHeHW BekTopa obnyydeHus MALMEHTA v nepegayu aTMx OTKNOHEHWIA Ha
TNUHEWHBIN YCKOpUTENb YCTAaHOBMNEHO, YTO pasHble YPOBHWM MOTMYT ObITh CrpynnUpoBaHbl B creaytowme Tpu knacca N1TBK,
OcHoBbIBaAck Ha cnocobHocTtn OMNEPATOPA HABNMKOOATb, PASPABATEIBATE BAPUAHTLI, BEIBMPATE BAPUAHT u
KOPPEKTMPOBATL PACCYMTaHHbLIE OTKMOHEHWA, NepefaBaeMble Ha NMHENHBIN YCKOPUTENb!

- aBToHOMHas JITBK, npu koTopoi nony4darT n3obpaxeHne ana HacTpoiku, nocne vero NMAUKMEHTA otnyckarT Ha
BpeMs NpoBedeHWs aHanv3a M300paxeHnss U BblYMCIeHNA HeoBXOAMMBIX OTKMOHeHWA. B BonbluvHCTBE criy4aes aHanus
1M300paXKeHMa OCYLLECTBNAKT B ApYroM MecTe, U ato aenaet gpyron OMNEPATOP, He orpaHnyeHHbIn pamkamu M3W. Mpu
atom y OMNEPATOPA noctaTodHO BPEMEHW Ha NPOBEPKY pacyeToB, BLINOMHAEMbIX NporpaMMHEIM obecneyeHnem;

- onepatuBHas N1TBK, npu koTopon nonyyeHue naobpaxeHnsa Ang HACTPOWKKU, pacyeT NonpaBok U UX NpUMeHeHue
ocyLlecTBNAT Ao tex nop, noka NAUWMEHT octaetcs B nonoxeHun ans nevyeHnsa Ha M3OW. B gaHHom cnyyae y OlME-
PATOPA Bpema Ha NpoBepKy NpaBUMNbHOCTM pacCYMTaHHbLIX MONpaBoK orpaHnyYeHo. Ecnv oH onpegenseT, 4To nonpasku
paccyMTaHbl HenpaBuIbHO, TO cnegyeT NMbo OTMeHWUTL NevebHyto npoueaypy, MMBo NPOBECTW HOBLIV pacyeT NonpaBok;

- JITBK peankHoro BpemeHu, nNpyv KOTOPoW M3obpaxeHne Ons HAaCTPOWKKM popMUpyeTcs BO BpeMs nedebHon npo-
LUeaypel M NOMpaBKW, paccyuTaHHble yctaHoBkol JITBK, vcnonesyloTca HEMOCPEeACTBEHHO ANA YNpaBneHus NUHEWHbIM
yckoputenem 6e3 sMmewarensctsa ONEPATOPA. Ha gaHHom ypoeHe OMNEPATOP MoXeT MMeTb MnNu He UMETb BO3MOX-
HOCTUW ONpefensTe NPaBUNBHOCTL PAcYeToB B npeaenax Tpebyembix AoNyCKOB Ha BPEMS peakuuu.

OnuvcaTtenbHblidi MeToq AaeT knaccudumkauno noeblweHna YPOBHA ABTOHOMHOCTHM B M3OW gna JITBK, npu-
BedeHHyk B Tabnuvue B.8.

Ta6nuua B.8—Tpumep 5. OnucartensHas knaccudukauna YPOBHA ABTOHOMHOCTH M3W ana NNTBK

YpoBeHb Obo3HaveHve Knacc NNTBK

1 [MonHocTeio py4Hon (FM)

TeneynpaeneHue (TO)

3anporpammrpoBaHHOe BhinonHeHne (PE)

CoBmecTHoe pelueHue (SD) ﬁ.?.;ol?OMHaﬂ g_?giamwaﬂ —

Moppepxka pewenun (DS)

CwmewaHHoe peweHue (BD)

PykoBoammoe pelueHue (GD)

ABTOHOMHOE pelueHune (AD) NTBK

KoHTpone onepatopa (OM) — — peanbHoro
BPEMEHU

Ol | NN

s
o

[MonHas aBTOHOMHOCTbL (FA)

Mepekpbite YPOBHEW ABTOHOMHOCTH ansA nepebix ABYX KNACCOB MMeeT MeCTO MOTOMY, YTO B AaHHOM Cy-
yae YPOBEHb ABTOHOMHOCTH He siBnsieTca eQUHCTBEHHBIM DakTopoM, NpuBoasaLLmMM K yeenudeHuio PUCKA, apyrium
CyLLecTBeHHbIM (hakTopoM ABNAETCA KOMUYECTBO BpeMeHU, KoTopoe Heobxoaumo ONMEPATOPY ansa peakuun Ha paccyu-
TaHHYH U NPUMEHEHHYI MHOPMaLUHD.

[Mpn ncnonb3oBaHMKM OMHAPHOTO MeToda KraccuduKaumm YeTblpe YacTu MedUUWMHCKOW Npouenypbl, 8 UMEHHO —
HABIMIKOOATb, PASPABATBLIBATE, BLIEUPATE v BLINOMNHATL, gomkHel BbiTe NpaBUIibHO onpedeneHsl Ana ny4eBoi
Tepanuu:

- HABJNMKOOATL: pernctpaums naobpaxeHus, nony4eHune nHopmaumm o6 naobpaxeHuu;,

- PABPAGBATBIBATDL: pacyeT nonpaBok, KOTOpbIE AOMKHbI BbITh MPUMEHEHBI UCXOAS M3 NPeaBapuUTENbHON MHAOP-
Mauum 06 n3obpaeHun 1 Nony4YeHHbIX n3obpaKeHui;

- BbIBUPATbL: paccuuTtaHHble nonpaBku moryT 6eiTe nubo oueHeHsl ONEPATOPOM v uameHeHbl unv ogobpeHsl,
nunbo yctaHoeka JITBK peanuayeT paccuntaHHoe oTknoHeHne ABTOHOMHO;

- BbIMOJIHATL: npumMeHeHWe nonpaeok NyTem WM3MEHeHWsl NnaHa neyeHus NMbo CMelleHWst COOTBETCTBYHLMX
ocel NMHeNHOro YCKopUTens.

BuHapHbI MeToq faet knaccudukaumio nosbilwerua YPOBHA ABTOHOMHOCTH B M3W ana NTBK, npueenex-
Hyto B Tabnuue B.9.
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Ta6bnuua B.9— BunapHas knaccudukauma YPOBHEW ABTOHOMHOCTH

FOCT P 60.2.2.2—2023

Vposers | BBIMOMNHATL | BLIBUPATL | PABPABATLIBATL |  HABMHOOATH ABTJE’I;%“}"(”"‘“ O”ej?l?rg"}?“a“ peQIIE-!{oro
BPEMEHU
0 OlNEPATOP OlrEPATOP | OMNEPATOP OlEPATOP % X —
1 OMNEPATOP OMNEPATOP | OMNEPATOP M3U — X —
2 OMNEPATOP OMNEPATOP M3 OlMNEPATOP — X —
3 OlMNEPATOP OMNEPATOP M3 M3U — X —
4 OMNEPATOP M3 OMNEPATOP OlMNEPATOP — X —
5 OlNEPATOP M3 QlEPATOP M3K — X —
6 OMNEPATOP M3 M3 OlMNEPATOP — X —
7 OlNEPATOP M3 M3 M3 — X —
8 M3 OMNEPATOP | OMNEPATOP OlMNEPATOP X — —
9 M3 OlrEPATOP | OMNEPATOP M3 — — —
10 M3 OlMNEPATOP M3 OlMNEPATOP — — —
M M3 OMNEPATOP M3 M3 — — —
12 M3W M3 OMNEPATOP OlMNEPATOP — — —
13 M3 M3K OMNEPATOP M3 — — —
14 M3 M3 M3 OlMNEPATOP — — —
15 M3 M3 M3 M3 — — X

[nsa Bonee 4eTKOro NOHMMaHWA 1 pasrpaHuyeHnsa mexay Tpems knaccamu JITBK tabnuua B.9 nocTpoeHa oTHOCK-
TeneHo rpadel «BbIMONHATEL». Cnegyetr oTMeTUTL, YTO 3HA4YeHWE YPOBHS COOTBETCTBYET MCXOOQHOMY BMHapHOMY mo-
pPAOKY.

B.6.3 AHAIIU3 PUCKA Ha kaxxgom YPOBHE ABTOHOMHOCTH

AsTtoHomHas NNTBK: YPOBEHL ABTOHOMHOCTW aons astroHomHon [1TBK Haxogutea B guanasore ot 1 go 7 (ana
onucaTensHoro metoaa) nubo paseH 0 1 8 (ons BuHapHoro MmeToaa), cooTBeTcTBEHHO. B 0Bomx meTogax knaccudukaumm
HauBbiclwne YPOBH ABTOHOMHOCTH He ucnonbeaytoT, Tak kak SAOAYN «BbIBUPATb» 1 «BbINONHATb» ucnonHset
OMNEPATOPR.

OnepatueHas JITBK: YPOBEHb ABTOHOMHOCTH ons onepatuBHoi JITBK HaxoguTca B ananasoHe ot 1 oo 7
(ana onucatensHoro Metona) nubo paeex 0, 2, 4, 6, 8, 10, 12, 14 (ans BuHapHoro MeToada), cooTBeTCTBEHHO. B 0Bounx
MeTofax knaccudukauuu Hauseicwne YPOBHU ABTOHOMHOCTU He ucnoneaytoT, T. K. SAOAHN «BBIBUPATE» 1 «Bbl-
MONMHATb» mcnonHaetr ONEPATOP. OcHoBHoe pasnuune mexay aBtoHoMHol JITBK n onepatueHon JTTBK coctouT B
onpeaeneHnn Toro NPOMeXyTka BpeEMEHN, B TEYEHUE KOTOPOro AomkHa 6biTe BeinonHeHa 3ALAYA «BbIBEVUPATb».

NTBK peansHoro epemexn: YPOBEHE ABTOHOMHOCTH onsi ITBK peanbHoro BpeMeHW HaXoAUTCA B Auana3oHe
o7 8 pgo 10 (ang onucaTtensHoro Metoaa) nubo paseH 15 (ana 6vHapHoro meToda), cOOTBETCTBEHHO. B 06oux meTogax
knaccucpukaumm JITBK nmeet Boicokmn YPOBEHbL ABTOHOMHOCTH. maBHbiM 06pa3om, aTo ABNSETCA CreacTBUEM
Toro, 4to 3AJAYN «BbIBUPATb» n «BbIMOJTHATb» peanuaytotes Toneko ¢ nomoLlbio M3W.

M3FOTOBWUTEIb nomkeH pewnTb, Kakon MeToq kKnaccudgmkaLmm Mcnons3oBaTe — ONUCaTeNbHbIA N BUHAPHIA.
B criyyae HeonpeaeneHHoCTU PEKOMEHOYETCA NPeanonoXuTh, YTO NOAXOOALLMM ABNSAETCS TOT METOoA, B COOTBETCTBUM C
koTopeiM JITBK nmeet Gonee Beicoknin YPOBEHE ABTOHOMHOCTH.

B.6.4 Bnusinne YPOBHA ABTOHOMHOCTH na NMPOLECC MEHEOXMEHTA PUCKA

Mcxona u3 npuBedeHHOW Bbile oueHku Bnuanue YPOBHA ABTOHOMHOCTHM na NMPOUECC MEHEOXXMEHTA
PWUCKA sBnaetca Hanbonee cyulectBeHHbIM Ans onepatusHoi JITBK u JITBK peaneHoro Bpemenn. ABTOHOMHOCTb
B OCHOBHOM MCMOMb3YyHT AN MOBbLILLEHWA TOYHOCTW 0Bny4eHua ¢ NOMOLLbO OBHAPYXEHUS 1M KOMMNEeHcaLuMn CMeLLeHns
ueneeoi obnactu 4o UnNv Bo BpeMsa Tepanuu.

B Ttabnuue B.10 npencTaBneHbl pe3yrbraTbl oueHkW BrnvsHua YPOBHA ABTOHOMHOCTH Ha TPOLECC
MEHEOXMEHTA PUCKA ona M3W gaHHoro Tuna.
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Tabnuua B.10— lNpumep 5. Bnnaune YPOBHA ABTOHOMHOCTH na NMPOLECC MEHE>KMEHTA PUCKA

BnusiHwe noeblweHus YPOBHA ABTOHOMHOCTH

MbIX LIeneBbiX No3uuuii
npuvBoOsT K Henpa-
BMMBHOM NO3ULMK
OBNYYEHWA 1 He-
NpaBUNEHOMY NEYEHMH

onpepeneHus Lenesoi
nosuuum 1 onee
TOYHOrO pacyeta
npegnonaraemMomn
NOMNpaeKu ¢ NMOMOLLEH

BbIYMCNEHHOW LIENEBON
no3nuMn BBMAY Henpa-
BUMLHOW perucTpaumm
n3obpaxeHus nubo
HenpaeuIbLHOro

S | onackocTw i
CHuxeHune PUCKA YeennyeHune PUCKA
OnepartuB- Owwbka B npaBuneHoMm | Bonee TouHas yctaHoBka | HenpaBunbHas OnepatusHag JITBK
Haa [ITBK onpefeneHnn Leneson | noauumn ansg obnyyeHus YCTaHOBKa NOMOXeHUs | NOBLILLAET TOYHOCTb
No3vLMK U HETOYHbIN MALMEHTA 3a MAUMEHTA nepBoHa4YansHoro
pacyeT npeanonarae- cyeT Bonee ToYHOrO 13-3a HenpaBWITLHO Mo3NLMOHUPOBaHKS,

HO HE y4uTbiBaeT
cmelleHus MALM-
EHTA u uenesoi
obnactu, nocne
NpYMeHeHWA

CMELLEHUA Lieneson
obnacTu, HETOYHOE
nporHo3npoBaHvue
npegnonaraemMblx
NMONOXEeHUsI 1
CMELLEHUA LieneBon
06rnacTK, HETOYHbIN
pacyeT npeanona-
raemblX MONoOXeHWUn
uenesoi obnacrtu,
orpaHuyeHuns BJ1O,
HecnocobHoro
peann3oBaTtb
3aaHHbIe N3MEHEHKS,
npyMBoasLmMe K
OLIMOOYHOW 30HEe
obnyyeHns n Henpa-

Bbnarogaps onepaTUBHbIM
ABTOMATHUYECKIM
HacTponkam napameTpoB
neYeHus, CBA3aHHbIX CO
CMEeLLEeHMEM Lienesow
obnactu, u UcknYeHue
3[0POBbIX TKaHel 13
30Hbl 06NyYeHus.
O6ny4eHne
He3aMennMTensHo
OTKMO4YaeTcs Npu
oBHapyXeHUn
orpaHuyeHunn
obopynoBaHus, 1
HexKenarenbHoe
obnyveHue He
npovcxoauT 13-3a

3anasgbiBaT Unm
HenpaeubHbIE.
CTonKHOBEHUS Mexay
MALUMEHTOM n M3WU
Bonee BepOATHLI
13-3a MHOTOKpPaTHO
NpUMEHSAEMbIX
ABTOMATUYECKMX
HacTpoek NapaMmeTpoB
neyeHus.

OMNEPATOP Tepset
OCBEAOMMNEHHOCTL O
CUTyauuu BO BpeEMS
MPOLECCA NTBK
peansHOro BpemMeHu

W He MOXeT BbICTpO
oTpearmpoBaTk Ha

MAUMEHTA ucnone3oBaHuA bonee pacdeTa nonpasok, NnonpasBoK W Ha4ana

TOMHOro anropuTma a OMNEPATOP He neyeHus
aHanuaa naobpaxeHus MOXKET 0OHapyXKUTb
W BCEX OO0CTYMHbIX 3TO 00 Ha4yana
AaHHbIX ANS permcTpauun | NedYeHus, oTcyTCcTBrE
n30bpaxeHunsa 1 pacyeTa OCBELOMITEHHOCTH O
nonpaeok cuTyauum

NTBK Owwbka B npaBunbHOM | YcoBepLlLUEHCTBOBaHWe ABTOMaTU3MPOBaHHbIE

pearnsHoro onpeneneHun BCEro npouecca HACTPONKK

BpEMEHU NONOXEHUS W neyenus NALMEHTA rnapameTpoB feveHns

BUIIbHOMY NEYEHUIo MeAIeHHON peakunm Ype3BbIHalHYo
MAUMEHTA OlMNEPATOPA cuTyauuio
B.6.5 BeiBoAbl

[Mpn nevennn ¢ nomouwsto JITBK peansHoro BpemeHu ncnone3yoT 6onee Boicokun YPOBEHL ABTOHOMHOCTHU
Ana gocTuxeHws Bornee TOYHOTO HaBedeHWs MNy4a, NO3BOMANOLLEro CHU3UTL NNaHOBYK Ny4eBYH0 Harpysky B MHTepecax
MAUWMEHTA. MNockonbKy CHWeHWe BepoAaTHOCTU noebllweHHoro PCKA npoucxognt Bnarogaps npegoctasnenuto ONME-
PATOPY uzoBpameHuii 1 MHOpMAaLIMM 0 NO3ULMK, MOBLILLAETCH aHauuMocTs SKCMMYATALIMOHHOW NPUrOOHOCTW
Ans oueHkn Toro, cmoxeT nn ONEPATOP obpaboTtaTe Bo3poclimid o6beM UHopmMaumi. Kpome Toro, noseiweHve YPOB-
H5A ABTOHOMHOCTH npueoanT K HeobxoomMMocTy oueHkM BepoaTHocTh notepy ONEPATOPOM ocBegoMneHHOCTU O
CUTyauuu Ons Kax4oro KoHKpeTHoro cnyyasn. B HacTosawee Bpemsa nonHaa ABTOHOMHOCTL He gonyckaetca ong no-
no6HeIX cucTtem cornacHo FOCT P M3K 60601-2-1, nockonbKy Tpebyetcs, 4Tobel OTNEPATOP mor NMPEPBATL neyebHyto

npoueaypy B nioboe Bpems.

B.7 MNpumep 6. ABTOMaTU4YECKUIA HAPYXHbIW gedmbpunnarop

B.7.1 OnucaHne MmeguUMHCKUX hakTOpoB
ABTOMATUYECKWIA HapyxHeiii aecmbpunnatop (AH[) npeaHasHaueH Ans HOpManuaauuy cepaeyHoro putma
C NOMOLLIO NOAa4M SMeKTPUYECKOro UMNyMbCca Yepes areKTpodbl, NpunoxeHHble K koxe MALUWMEHTA. Ero ucnonsbayoT
Ana (HeoTNOXKHOIC) NeYeHna yrpoXarowen »K1M3H cepaedHon apuTMUK, Takor Kak hmbpunnauma Xenyao4koB 1 Keny-
O04YKOBanA Taxukapaus ¢ oTCyTcTBMEM nynbca. Y AH[ oTCyTCTBYHOT NPUBOAbI, M OH HE MOXET NepeMeLLaTbCs B OKpYKalo-
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Wweit cpene, noatomy He aendetca MEOAWUMNHCKMM POBOTOM. AH[] paccMoTpeH B aHHOM MPUOXKEHUN B Ka4yecTBe
npvmMmepa, nockoneky oH aensetrca M3W c Beicokum YPOBHEM ABTOHOMHOCTH npv BbINONHEHUW HEKOTOPBIX CBOUX
dYHKUWUIA B OTMNMYUE OT Knaccuydeckux nechubpunnatopos ¢ pydHbIM ynpasneHuem. MNockonbky aeubpunnatopel 06614HO
MCMOMb3YHOT B HEOTNOXHbBIX CUTYaUMsX, TO, Kak NpaBumo, ¢ HUMK paboTaloT B N0AHLIX OOLLEeCTBEHHBIX MECTax. MneKTpu-
YECKWUIA LLOK, Bbl3BaHHbIN aedubpunnaTtopom, onaceH Ans HopmaneHo paboTtarwero cepaua, noatoMmy AH ncnonb3ayoT
Torga, Korga pabota gedmbpunnatopa, ogHaxael 3anyweHHas ONEPATOPOM, obecneunBaeT aBTOMaTM4ECKUIA aHanusa
3KT, nonyyaemoi OT aneKkTpoaoB, pacnonoxeHHblX Ha koxe NMALUMEHTA, onpegeneHue cepaedHbiX puTMOB W aBToMaTK-
Yeckoe BKMNoYeHWe gdecubpunnatopa npy obHapyeHUW LOoKOBOro putMa. Ecnv pydHon gepubpunnatop npegHasHadeH
ONA UCMonNb3oBaHUA MeguuuHeknm pabotHukom, To AHO — ansa ucnons3osanua ONMEPATOPOM, koTopei He ABnseTca
npodeccroHanoMm, cHmkasa npyu atom PUCK npu npumeHeHuu yctpoincTea. B gaHHom npumepe paccmotpeH NPOLECC
asTomaTtusaumm NPOLIECCA gedmbpunnaumn.

B.7.2 Metop knaccudumkauum YPOBHSA ABTOHOMHOCTH

Mpwn ucnonesosaHun gecdubpunnaTopa dyHkumumn 3A0AY « HABINMKOOATb», « PASPABATBIBATb», «BbIBUPATb» 1
«BbINONMHATL» MoryT 6bITe onNpeAeneHsl cneaylowmnM obpasom:

- HABJTIOOATL: o6HapyXeHVe BO3MOXHLIX HEOTNOXHLIX CUTYyaUui (ubpunnauus )enyaodkoB); U3MepeHue cep-
OEYHOro pUTMa ANSA BbISBMEHWUSA NOTeHUManbHOn hnbpunnaummn Xenyqoykos; onpeaeneHne HyKHoOro MoMeHTa gns no-
0341 3MNeKTPUHECKOro MMMYNbea,;

- PASPABATbLIBATb: aneKkTpuyecknid UMMynbCc pasHOW UHTEHCUBHOCTH, [K, NN OTCYTCTBUE UMMYNbCA;

- BbIBNPATb: anekTpuyecknii UMNynbc BelOpaHHOW MHTEHCUBHOCTM UINW OTCYTCTBUE MMIMYMbCa;

- BbIMNOMNHATL: nogeegeHuwe u nogkniodeHne gedubpunnatopa k NMAUMEHTY (BeinonHsetca kak war 1, T. e.
npv BeinonHenun 3AOAYN «HABIKOOATb»); nogaya anekTpuyeckoro UMMnynbca BbiBpaHHOW MHTEHCUBHOCTU B HYXKHbIN
MOMEHT BPEMEHW.

IOns oueHkn YPOBHA ABTOHOMHOCTH y AH[ ncnonb3oBaH onucaTtensHbli MeToq,. B Tabnuue B. 711 npegctaene-
Ha nHdopmauus, Heobxoaumas aAns knaccudmkaumn AHL B cOOTBETCTBMM C ONMcaTeNbHbIM METOAOM.

Tabnuya B.11 — lNpumep 6. OnucatensHeln MeTod knaccudukaumn YPOBHA ABTOHOMHOCTHM ons Hapy»KHoro
aecdubpunnatopa

B pyuyHom YPOBEHb
GyHKuma Oriicaiue qed)mﬁpgmnnmope B AHA ABTOHOMHOCTM AHL
HABMKOOATb a) OBHapy:eHne Bo3MOXHbIX He- | a) ONMEPATOP a) OMNEPATOP CoBMECTHO, HO
OTNOXHbIX CUTYaUWA M3W eeinonHaeT
KIMMHAYECKYHO
b) NamepeHne cepaevHoro b) OMEPATOP b) M3 ®OYHKLUMIO
puTMa ANs BbIABNEHUA e BOSMO)KHD“IE (NyHKTbI b 1 ¢)
BO3MOXHbIX CUTYaLMA CEpOEYHON | noaaepXKoi co
ubpunnayum CcTopoHbl M3
c) OnpegeneHuve HyxxHoro momeH- | c) ONEPATOP c) M3
Ta Ang Nofgayun anekTpUYeckoro
vmnyneca
PA3PABATDBI- | Snektpuyeckuin umnynec onpege- | ONEPATOP ¢ M3W c orpa- M3U
BATb NEHHOM MHTEHCMBHOCTM B HYXXHbIE | OrpaHU4eHHLIMK HUYEHHbIMM
MOMEHTLI BPEMEHW UMK OTCYT- 3apaHee BbibpaH- 3apaHee Bbl-
CTBUE UMMNyNbCca HeimMn BAPWAH- ©GpaHHbiMK BA-
TAMW PUAHTAMW®
BbIBNPATH SnekTpuYecknini UMNynbC Bbl- OlNEPATOP M3 M3U
BpaHHOW UHTEHCUMBHOCTH B Bbl-
BpaHHbIA MOMEHT BpEMEHW UIK
OTCYTCTBUE MMMNYNbCa
BbINOMHATb a) JocTaBka gedubpunnaropa k a) OINEPATOP a) OMNEPATOP CoBMecCTHO, HO
MNALUMEHTY v ero BknioyeHune M3W BbinonHAeT
KNMMHNYECKYHO
b) PaamelleHne gaTimkoB b) ONMEPATOP b) OMNEPATOP OYHKUMIO
(anekTpogoB) oechnbpunnsaTopa non (MyHKT C)
Ha koxe MALUMEHTA pPYyKOBOACTBOM
M3U
c) Nopaya BuIBpaHHoro umnyneca | c) ONEPATOP c) MauP
(KMMHWNYECKAA ®dYHKLUWA)
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OkoHYaHue mabnuubi B.11

4 Mockonbky BAPUMAHTbI sapanee bibpansl U3TOTOBUTENEM, nedubpunnsatop MOXET Takke BbiTe Knaccu-
hurumposaH kak ABTOMATUYECKW, Ho T. k. paBota AHJ] MoxeT BbiTh He A0 koHUa noHaTHa OMNEPATOPY, To npea-
noyTUTencHee rosopute 06 YPOBHE ABTOHOMHOCTH ycTpoincTBa.

b Horga M3W ykasblBaeT HyxHbiii MOMEHT BpEMEHM ANs NOAaYM UMMYNbCca, Ho Npu aToM OMEPATOP fomkeH
paspewnTe NPUMEHNTL paspag HaxkaTMeM KHonkw; aTto osHadvaert, 4to ONMEPATOP ecerga moxeTt BbIBUPATE BAPWU-
AHT «oTcyTCcTBME MMNYMNbCa».

B cooTBeTcTBMUM C onucaTenbHbIM MeTogoM pabota AHL moxeT BbITh kKnaccudgpuuympoaHa Ha YPOBEHL ABTO-
HOMHOCTH, paeHbiin 9, korga ONMEPATOP ebinonHaet SAOAYY « HABMIOOATE» (OM): M3W peanuayet SAOAYN «PA3-
PABATBIBATE BAPUAHTLI», «BbIEMPATE BAPUAHT» ons ucnonHenua n «BbIMNONHATL BreiBpaHHbin BAPUAHT».
OlNEPATOP konTponupyet paboty MOW un BmelwuvBaeTrca npu HeobxogumocTu. Takoe BMELLATENbCTBO O3HAYaEeT, YTO
OMEPATOP pewaet BbIEPATb gpyroii BAPUAHT. Bo Bpemsa gaHHOW npouenypbl MOTYT CYLLECTBOBATb TOYKM MPUHATMA

peLueHui, KoTopble ocyllectenseT M3W.
B.7.3 Bnusinue YPOBHSA ABTOHOMHOCTH Ha NPOLUECC MEHEXKMEHTA PUCKA
B tabnuue B.712 npeacraeneHo snuaHve YPOBHA ABTOHOMHOCTH na NPOLUECC MEHEIXKMEHTA PUCKA

ana AHA.

Tabnuuya B.12— lNpumep 6. Bnnaune YPOBHA ABTOHOMHOCTH na NMPOLECC MEHEIXXMEHTA PUCKA

Bnusadue noeblweHua YPOBHA ABTOHOMHOCTH

DyHKuma/ [ononHuTensHble

SALAHA onACHOET CHuxeHne PUCKA YeenudeHne PUCKA ROMMEHTAPIN
Monava JleTanbHbIA UCxXod UK BrnusaHue oTcyTCTBYET BrivaHue otcyT- 370 3aBUCUT OT Odeu-
ANeKTpK- yXyOLleHWe COCTOAHUA CTBYET cteuin OMNEPATOPA
YecKoro MALUWMEHTA us-3a Toro, (B OCHOBHOM OT Mpa-
uMmnyneca yto M3W He moxeT BUMBHOMO pasmeLLeHus
BblBpaHHOK nofaTb 3NeKTpUHECcKUiA 3aNeKTPoaoB) UK OT
WHTEHCMUB- umMmnynec (SKCIITYA- obLelt HeMcnpaBHOCTH
HOCTK B TAUMOHHAA MNMPU- M3W kak ¢ HU3KM, Tak
BblBpaHHbIN MOOHOCTb BhixoauT n ¢ Bbicokum YPOBHEM
MOMEHT 13 cTpos) ABTOHOMHOCTHU
BpEMEHU

IleTtanbHbIA Ucxod unn
yXydLlleHWe COCTOSAHKUSA
MALMEHTA u3-3a Toro,
yto M3W He nopaet
VIMMYNbC B HYKHBIN
MOMEHT BPEMEHM

Ecnu ycTponcTBo npa-
BWIIbHO YCTaHOBMEHO, TO
6onee Beicokuin YPO-
BEHb ABTOHOMHOCTH
NPUBOOMT K MEHbLLEMY
YWCNY HENpPaBUIbHO Mo-
O3HHbIX 3MeKTPUHECKNX
MMNyNbCOB, 0COBEHHO B
cnyyae Henpodyeccuo-

MpodeccuoHans-
Hble OTNEPATOPDI
MOryT B HEKO-
TOPbLIX Cry4Yanx
npuHumaTs Gonee
onTUMankbHble pe-
weHud, Yyem AHO

HanoHoro ONMEPATOPA
QOlMNEPATOP nonyvaer BrnnsaHue oTcyTCTBYET Brinanne 370 3aBUCKUT OT Oen-
yaap aneKkTpuyeckum OTCYTCTBYET cteuin ONEPATOPA
TOKOM (pasmelLieHne anexkTpo-
goB) ona M3WU kak ¢
HM3KM, TaK U C BLICOKUM
YPOBHEM ABTOHOM:-
HOCTH
JleTanbHbIA UCcxod Unu Hanwune YPOBHA AB- MpodeccuoHars-
yXyALleHWe COCTOAHUA TOHOMHOCTH nosso- Heih ONEPATOP
MALMEHTA us-3a nset PABPABATBIBATb MOXET B HEKO-
TOro, 4To BbibpaH He- n BBIBEWPATE 6onee TOpPbIX Cry4anx
npasunesHbIn BAPW- ontumarneHble BAPWMAH- | npuHumaTs Gonee o
AHT (anekTpuyeckunin Thl, vem BAPUAHTLI onTuMansHoe pe-
MIMMYMbC) HenpoeccoHanbHOro weHue, Yyem AHO
OlMNEPATOPA
40
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B.7.4 BeiBoabl

Mockonbky AHL npegHasHayeH onsa npuMeHeHWsa HenpodeccuoHaneHbeiM ONMEPATOPOM, To noBeiweHve YPOB-
HA ABTOHOMHOCTH moxeT cHuauTb HekoTopele PUCKW BEE30MNACHOCTW, cBasaHHEIE C ero UCNons30BaHWeM. ABTO-
MaTu3aums aTUX yHKUKMA 1 obecneveHne BO3MOXKHOCTI HenpodeccuoHany NpUMeHsaTs YCTPOUCTBO TpebytoT, 4Tobel AHO
Hagnexawmm obpazom nHcTpyktvposan OMNEPATOPA Bo Bpems paboTel. Takume MHCTPYKLMM CNocoBCTBYHOT OCBEOOMIIEH-
HocTu OMEPATOPA o cuTyauuy B 4acTv BbinonHeHnst onpegeneHHbix SAOAY 1 cHKaoT HeoBXoaMMOCTb Eero 3HaKoMCTBa
¢ getansmu padotel yeTporcTea. ABToMaTtusauus 3A0AY «HABIMIOOATE», « PABPABATLIBATbL», « BLIBUPATb» n «Bbl-

MOMNHATb» ans oneiTHoro ONMEPATOPA MOXET NPUBECTU K MEHBLLEMY CHUKEHWIO UITW OTCYTCTBUIO CHMDKEHUS CBA3aHHbIX
¢ Humn PUCKOB.

41
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MpunoxeHune C
(cnpaBo4Hoe)

Xapaktepuctuku BE3OMNACHOCTU NALUMEHTOB, yunTtbiBaembie B TPOLUECCE MEHEOXMEHTA
PUCKA gna M3OW unu M3C, obnagarwwmx Hekotopbim YPOBHEM ABTOHOMHOCTH

C.1 Kateropuu NMALUMEHTOB

MPOLECC MEHEOXKMEHTA PUCKA ona M3W unu M3C, obnagatwwmx HekotopeiM YPOBHEM ABTOHOMHO-
CTH, moxeT BbITb YacTblo CUCTEMEI MEHEIXMEHTa KayecTBa opraHuzaumu. MHTerpauma gomkHa obecneunTs Mcnonb-
3oBaHue uHdopmaumm o PUCKE B kadecTBe OCHOBbI ANA NPUMHATUA peLUeHWA Ha BCEX YPOBHAX OaHHOW OpraHu3auuu,
kacatowmxca MOU unu M3C. UHTerpauusa npegycMaTpuBaeT He TOMbKO BKIHOYEHWE YCTaHOBNEHHbIX U CTaHAapTU30BaH-
HbiX MHCTpyMeHToB M MPOLIECCOB MEHEOXKMEHTA PUCKA B cywiecTByloLIMe CUCTEMbI MeHeMKMeHTa kadecTea. OHa
TpebyeT agantaumm 1 Mogndumkaunm atux MHcTpymeHtoe M NMPOLIECCOB B cOOTBETCTBUM C NOTPEOHOCTAMK NL, NpuU-
HUMAaIOLLKX pelleHns, 1 cywecTeytowmuy y HUX NMPOLUECCAMW npuHaTtua peweHuid. KniouessiM pasgenom NPOLUECCA
MEHEIXXMEHTA PUCKA asnsetca aHanus xapaktepuctuk BESOINMACHOCTU MAUMEHTA ans obecneveHns OCHOB-
HOW BE3OMNACHOCTW n OCHOBHLIX ®YHKLIMOHATNBHBLIX XAPAKTEPUCTMK M3W nunn MAC npun BBEOEHUM HEKO-
Toporo YPOBHA ABTOHOMHQOCTH, Tak kak MOW nnn M3C, obnagatwme Hekotopeim YPOBHEM ABTOHOMHQOCTH,
MOryT UCMONb30BaTh anropuTMel Ansa naeHTudukaumm kateropuid NMAUMEHTOB u ux xapaktepuctuk BESOMACHOCTHN.

Kak npaeuno, pasnu4atoT crnegyowme kateropuun NALWMEHTOB:

a) HeOOoHOLUEeHHbIW pebeHoK/MpexaeBpeMEeHHO POXAEHHBIA pebeHoK (MpexaeBpeMeHHble poasl);

b) HoBOpOXOEHHbIM pebeHok (Cc MmomeHTa poxaeHusa o 1 mec);

c) mnageHey (ot 1 mec oo 2 ner);

d) pebeHok (oT 2 go 12 ner);

e) nogpocTok (ot 12 net go 21 roga);

f) B3pocneliin (0T 21 roga go 65 ner);

g) noxwunoi/npectapensii (cTapwe 65 ner).

MMpumeyvaHua
1 K nogrpynnam neguMaTpuu OTHOCAT HOBOPOXAEHHBLIX [b)], MnaaeHuUeB [c)], oeTen [d)] v nogpocTKoe [e)].
2 MNon MAUMEHTA moxeT BbIThb ero CyLeCTBEHHOW XapaKTEPUCTUKOMN.

3 YkasaHHble Bbiwe roabl npuHagnexHoctu NMAUMEHTOB k pasHbiM KaTeropusiMm npuBefdeHbl WUCKITHYUTENBHO
ONs crnpaBkW; B HacTosllee Bpems OTCYTCTBYET MexAyHapoAHo npusHaHHoe geneHve MNMAUWEHTOB Ha Bo3pacTHble
KaTeropuu.

Bonee Bbicokne ypoBHn PUCKA oBHapy:MBaKT Ha BO3PACTHbIX rpaHMuax pasHbeix kateropui MNALMEHTOB. Onsa
HekoTopbix MAUWMEHTOB kaTeropuid a), b), c¢), d) n g) obel4HO cywlecTByoT Bonee BbicokMe ypoBHU PUCKA, Nockonbky
Mepsbl no YMNPABJIEHWKO PUCKOM, cogepxalwimecs B y4ebHOM nocobuu unu B pyKOBOACTBE orepaTopa, a Takxe oTo-
OpaxeHHble Ha MapKUPOBKe, Kak MpaBuno, He MoryT BbiTb UMW KMcnone3oBaHbl Ans YINPABNEHWA PUCKOM. He Bce
MALMEHTBI atux kaTeropnin MOryT NpoYMTaTh MHCTPYKLUMK U COOTBETCTBEHHO MMEIOT OrpaHUYeHHbIE BO3MOXHOCTU M3-
Bexxate OMNACHOCTW; gononHutensHan nHdopmMauma npveegeHa B [14].

C.2 NononHutensHoe BHUMaHne K BE3ONACHOCTHW peten (MALMEHTOB)

BE3OMNACHOCTb peteir gomkHa ObiTe 0gHON 13 Hanbonee 3Ha4YMMbIX 3ada4v, CTOALWMX neped obuecTBoMm, Tak
KaK TpaBmbl B JETCKOM W NOOPOCTKOBOM BO3pacTe ABNSTCH rMaBHOW NPUYMHON CMEPTHOCTU U MHBANWAHOCTU BO MHOTUX
cTpaHax. [leTh BXoOsAT BO B3pOCNbIA MUP, HE UMes onbiTa n3beranusa PCKA unu oueHkn cteneHn PUCKA, Ho ucnblThl-
Bas ecTeCTBEHHOe XenaHwe Bce uccrnegoBatb. CrnegoBaTenbHO, BEPOATHOCTE MOMyYeHuss TpaBM Haubonee BbICOKas B
Aetckom BospacTe. Heobxogumo paspabaTtbiBaTe ONONMHUTENBHBIE CTPaTerMy NpeaoTBpalleHns OETCKOro TpaemMaTusma,
MOCKOMbKY KOHTpOnb, oBecneunBatoLimii nonHoe npefoTBpalleHWe NoTeHUMansHO OnacHblX AeNCTBWA, HEBO3MOXEH W
NpaKkTUYeCckU HEOCYLLECTBUM.

CtpaTtervv BmellaTenbCTBa, HanpaBneHHble Ha 3aluTy OeTel, AOMKHbI Y4UTLIBATh, YTO AeTW — 3T0 He MarneHbkue
B3pocnkle. MNogBepeHHOCTe AeTel TpaBMaM W XapakTep WX TpaBM OTIMYaKTCA OT aHanorMYHbIX Y B3pOCMbIX Nogew.
MognoBHule cTpaTerny BMELATENLCTBA AOMKHBI TAKKE YYUTHIBATE OCHOBHOW NpuHUMN, YTo ety He 3[1OYTIOTPEBNAKOT
npeaMeTamu UMy OKpyKatoLen Cpefon, a OHU B3aMMOOEWCTBYKOT C HUMK, UCNOMb3ysa cnocobsl, oTpaxawwme obsivHoe
[AeTCKOe NoBefeHue, KOTopoe BapbUpPyeTCs B 3aBUCUMMOCTH OT Bo3pacTa W YPOBHS pa3BuTusi peberka. [Toatomy cTpaterum
BMeLLaTenbCTBa, HanpaBneHHble Ha 3almMTy AETEN, MOryT OTNMYarbCA OT CTpaterni, NpegHa3HaveHHbIX AN 3alnTbl
B3POCHbIX.

Tak Kak TpaBMbl JETEN TECHO CBA3aHbl CO CTafuen ux passButus 1 ux nogsepxkeHHocTelo OMACHOCTAM B pasHoMm
BO3pacTe, crieqyeT KnaccuguumpoBaTe AaHHble 0 AeTCKUX TpaBMax Mo BO3pacTHLIM rpynnam, 4Tobbl BeIABUTL BO3HMKA-
HOLLME 33KOHOMEPHOCTH.
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Onpenenexue Hagnexawmx mep no YMNPABIEHWMIO PUCKOM ocHoBaHO Ha MeTodax anugemMuonorim, npoekTu-
poOBaHUsA U BUOMEXaHUKN M TEXHUYECKUX AocTukeHusAX. [Npy BeiGope npothunakTUYeckux Mep crnegyeTt yuYuTbiBaTth, YTO
ponycTtumble ypoeHu PUCKA ans B3pocnbiX MOryT HE NOAXOAWTE ANS 3aluTel AeTei. [pu ucnons3oBaHum Mep, paspabo-
TaHHLIX AN 3aLWThI B3POCNbIX, HEODX0AMMO NPUHUMATL BO BHUMAHKE BCE BO3MOXHbLIE NOCNEACTBUS, KOTOPLIE MOTYT Mo-
BblcnTe PUCKW ans geten (HanpumMep, nogylwkn 6@30nacHOCTM CO CTOPOHbI Naccaxunpa B aBToMobunsax). [JomkHel 6biTb
paccMoTpeHbl Takke xapaktepuctukn NMNALMEHTA, ceaszanHelie ¢ BE3SOMNACHOCTBIO MOW.

Xapakrepuctnkn NMALUWMEHTA, paccmoTpeHHble B JaHHOM pasfene, OomkHbl 6blTk paccMoTpeHbl B NMPOLECCE
MEHEIKMEHTA PUCKA B cootBetcTBuu ¢ FOCT ISO 14971—2011 (4.2).

C.3 BoamoxHocTh U BapMabenbHOCTL (husnonornyeckux curdanoe NMALMEHTA

C.3.1 PykoBogacTtBo (cm. [15])

BoamorkHocTu 1 BapuabensHocTe NMALWMEHTA noapo6Ho onucaHel B [15]. B naHHOM pasgene npuBeneHsl KpaTtkue
cBegeHua, oTHocalmeca kK YPOBHHKO ABTOHOMHOCTU.

C.3.2 Uamenawwmecs notpebHoctn u BoamoxHoctu NMALMEHTOB

MotpebHocTtn 1 BoamoxHocTh MALMEHTOB nameHalTCA Ha NPOTAKEHUM UX KU3HWM — C AETCTBA A0 CTapoCcTW, a
BO3MOXHOCTW Ntofel B N0OOIN KOHKPETHOW BO3PaCTHOW rpynmne CyLeCTBEHHO pa3nunyarnTcd. OyHKUMOHANBHBIE M KOTHW-
TUBHbIE OFPaHW4EHUs BapbWPYHTCA OT CPABHUTENBHO HE3HAYMTENbHBLIX HapyleHuid 0o Bonee akcTpemanbHbiX opMm.
Crnegyetr OTMETUTL, YTO, XOTS HEKOTOPLIE OrpaHUYeHUss MOTyT OblTh HE3HAYMTENBLHLIMIA, HO B COYETaHWUM, KaK B crnydae
CTapeHus, OHW MOTYT CO34aBaTbk 3HAYMTENbHBIE 3aTpyaHeHus, ocobeHHo npu BBeaeHun YPOBHA ABTOHOMHOCTU B
M3W nnu M3C gna pasHbix kateropui NMAUVMEHTOB.

Hwxke npmBeaeHsl onucaHns yHKUKUI opraHruamMa 1unu soaMmoxHocTel MALVMEHTA 1 nx npakTudeckux nocrneacTeui
ONd Toro, YToObl NOBBICUTL NMOHWMMAaHWE M OCBEAOMITEHHOCTE O TOM, KaK BO3MOXHOCTU YenoBeka BnunawT Ha OCHOBHYHO
BE3OMACHOCTb 1 OCHOBHBIE ©YHKUMNOHATNBHLIE XAPAKTEPUCTUKW M3 u M3C npuy BBEAEHUU HEKOTOPOro
YPOBHA ABTOHOMHOCTH.

C.3.3 CeHcopHble Bo3amoxHocTy NMALMEHTA

CeHcopHble BoamoxHocTy MALMEHTA moryT BeiTe BaXkHbI ana dyHkumin M, G, S, E 8 MGW nnn M3C, obnagato-
Wnx HekoTopblM YPOBHEM ABTOHOMHOCTH. Huxe npuBegeHbl OCHOBHbIE CEHCOPHbIE BO3MOXHOCTH.

3peHune

3peHne CBA3aHO C OLYLIEHWEM NPUCYTCTBUA CBETA M BOCMpUATMEM (POPMbI, pa3mepa, BHellHero obnvka 1 LBeTa
BM3yanbHbIX 06BLEKTOB.

Cnyx

CnyxoBble OyHKLMW CBA3AHbLI C BOCMPUATUMEM MPUCYTCTBMA 3BYKOB M pa3NUMYeHNEM pacrnofiokeHWs, BbICOTbl TOHA,
rPOMKOCTM, KA4eCTBa W MOHUMaHWA 3BYKOB.

OcsaszaHue

OcazatenbHble QyHKLMW CBA3AHBI C OLLYLEHMEM NMOBEPXHOCTEN U UX TEKCTYpLl UNKu KadecTea. CyLlecTBYeT 3aBu-
CUMOCTb W OT APYIUX CTUMYMOB, 0COBEHHO BM3yanbHbIX N CITYXOBbIX.

Bkyc/zanax

Bkyc 1 3anax siBNAKOTCA pasHbIMW YyBCTBaMMK, HO OHW CTPYMMMPOBaHbI BMECTE W3-3a MX CXOXEro MpakTU4ecKoro
3Ha4eHuA. Bkyc CBA3aH C BOCNPUATUEM YETLIPEX OCHOBHbLIX OLLYLLEHWIA (rOPBbKOro, CragKkoro, KUCMOoro 1 CONeHoro) ¢ no-
MOLLLI PELENTOPOR Ha A3bike. ODOHAHWE CBA3aHO C UCMOMNbL30BaHNEM PELENTOPOB B HOCY ANSA BOCMPUATUA apoMaToB U
3anaxos. [1ea 4yBCTBa BKyca M 3anaxa WCnomnb3yT BMECTE s onpederneHus auana3oHa apoMaToB, KOTOpbIE MOryT BbiTe
pasnuyumebil.

PaeHoBecue

CnocobHocTh NogaepxueaTh paBHOBECHE M M3beratb nageHus 3aBMCHT OT CITOXHOW CUCTEMbI, BKITHOYAIOLLEN MO3T,
KOOPAVHUPYIOLLWIA BU3yankbHble CTUMYMbI, 0BpaTHYI0 CBA3L OT BecTUBYNApHOro annapaTa B ylax ¥ ABMKEHUA KOHEYHO-
cTeil. HenpepbIBHLIA KOHTPOMbL paBHOBECUA HEOBXOAUM MPU BLIMONMHEHUM NPaKTUYECKW BCEX BUAOB AEATENLHOCTU.

C.3.4 ®uandyeckne BoamoxHoctu NMALUEHTA

®uanyeckme BoamoxHocT NMALIMEHTA moryT 6biTh BakHbl Ana dyHkunin «HABJTHKOOATb», « PASPABATBIBATb»,
«BbIEWMPATbE» 1 «BbIMOJIHATE» B MOW nnn M3C, obnagatowmnx onpegenerHbiM YPOBHEM ABTOHOMHOCTH. Huxe
NpuBeOeHbLl HEKOTOPLIE OCHOBHbIE (P1U3NYECKME BO3MOXKHOCTH.

IoBkocTb

TloBKOCTb OTHOCUTCS K AEWCTBUAM C UCTMONb30BaHUEM PYK U KUCTEW, B YACTHOCTW: C KOOPAMHWPOBaHHLIMW AENCTBU-
AMKW no obpalleHnio ¢ NnpegMeTamu, UxX B3aTUeM, MaHUMYNMPOBaHUEM W OTMYCKaHMEM, UCTIONb3YA OAHY PYKY, nanblbl W,
Oonee KOHKPETHO, DonbLUKE NanbLbl.

MaHunynupoBaHue

MaHunynMpoBaHWe OTHOCUTCH K JEMCTBUAM MO HOLLEHUIO, NEpeMELLEHII0 U NepecTpoeHuo obbekToB. OHO BKMIO-
yaeT AeliCTBAS C UCMONbL30BAHWEM HOT, CTYMHEW, PYK U KUCTel: NpubnukeHue, NOOHATUE, YKNaasiBaHWe, ToNkaHue, yaa-
peHue, 3axBaTkIiBaHWE, OTNyCKaHWe, BpalleHue, BpocaHue 1 XxBataHue.

[NepemeLyeHne

[MepemelleHe OTHOCUTCA K 4eMCTBUAM MO M3MEHEHMIO PACMONOXeHUs Tena 1 nepemelleHuno ceba n3 ogHoro me-
cTa B APYroe C UCMOMNb30BaHWEM HOT, CTYMHEN, PyK U KUCTENA.
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Cuna 1 BbIHOCNWBOCTb

Cuna oTHoCUTCA K ycuUnuio, BelpabaTteiBaeMoMy NPy COKpaLLEHWM MbILLLbI UMW TPYMM MbILLL NPY BeINONHEHWW HEKO-
Topon AeaTensHocTU. Cuna MoXeT BbITk yCUnUMeM, pa3BuBaeMbIM KOHKPETHOW YacTbio TeNa Npu onpeaeneHHoM AeWcTBUN
(HanpuMep, NP TONKaHWU) MM NPUNOXEHHBIM K KOHKPETHOMY 0BBEKTY (Hanpumep, OTKpsIBaHWe Kpbilwek Ha ByTeinkax). K
Takum AEVCTBUAM OTHOCATCH HaTsKEHWE, NOAHATHE, faBneHune, crpebanune, cxumanne n ckpyumsanve. Cuna tawke 3asu-
CWT OT BbIHOCNMBOCTK, CNOCOBHOCTM NOAAEPKMBATL NPUMNONKEHHOE yeunue. 3To MOXeT BbiTe CBA3aHO ¢ paboTon cepaua u
nerkmx. OrpaHnyeHHas cuna xapakTepHa AN MHOMMX COCTOSIHUIA, CBA3AHHBIX C PVU3NHECKMMU HegoCTaTkaMu, 1 ABNSETCH
00bLIYHOW NPUYUHOW HECNOCOBHOCTK YNpaBnaTe 0bopygoBaHNEM.

[onoc

[onoc oTHOCUTCA K 3BYKaM, NPOM3BOANMBIM rONOCOBLIMW OpraHamMu, 0bei4HO B chopme pedn. HapylieHus peun mo-
ryT BAUATE Ha peydb B LENOM WMIM TONBbKO Ha OTAEMbHbIE ee acneKThl, Hanpumep: Ha apTUKYMALKID, [POMKOCTb, NaBHOCTb,
CKOpOCTb, MEMOANYHOCTE Y PUTM.

C.3.5 KorHuTtuBHbIe BoamoxHocTH NMALMUEHTA

KorHutueHble BoamoxkHocTn MALUMEHTA MoryT 6biTe BaxkHbI Anga doyHkumiA « HABITKIOOATb», « PASPABATBIBATb»,
«BbIBUPATb» 1 «BbINONMHATb» B M3 nnu M3C, obnagatowmux onpegeneHHsiM YPOBHEM ABTOHOMHOCTH. Huxke
npuBeAeHbl HEKOTOPbIE N3 OCHOBHbBIX KOTHUTUBHBIX BO3MOXHOCTEN.

Ob6Lwne

[Mo3HaBaTenbHas cnocoBHOCTL NoapasyMeBaeT NoHWMaHue, UHTerpauvio u obpaboTtky nHdopmauuu. NHdopma-
Lus BKNYaeT B cebda abcTpakumio M opraHusauunio Uaei, a TawKe ynpaBneHue BpeMeHeM.

WuTennekt

Moa WHTENNEKTOM NOHUMaIOT CNOcOBHOCTE 3HaTh, MOHUMATE U paccyXaaTb.

Mamarte

[MamsATe OTHOCKTCS K cneuupuyeckum YMCTBEHHBIM (OYHKLMAM perncTpaumMin v XpaHeHus MHopMaumm 1 ee 13-
BrieYeHns No Mepe HeoBGXoguMOoCTH.

A3bIK U rPaMOTHOCTE

A3bIK M rPaMOTHOCTE ABMSAIOTCH OCOBLIMU MeHTanbHbIMU (PYHKLUSAMUW pacrno3HaBaHWsa U UCMOMNbL30BaHWS 3HAKOB,
CMMBOMOB W APYrX KOMMNOHEHTOB A3bIKa.

C.3.6 Annepruv NALUMEHTA

Anneprun NMAUVMEHTA moryT BbiTe BaxHbl Ana dpyHkuuin «HABMKOOATb», «PASPABATBLIBATbL», «BbIBUPATb»
1 «BbIMONMHATb» B M3V unu M3AC, obnapatowmx onpegeneHHoiM YPOBHEM ABTOHOMHOCTIA. Huxe npuBedeHsb
HeKoTOpble M3 OCHOBHBIX anneprui.

KoHTakTHblE annepruv

KoHTakTHble anneprin Bbi3BaHbl annepreHamu, KOTopkle nonagalwT B OpraHvu3Mm Yepes Koxy. B yacTHocTu, oHu
cofjepxatca B nygpax, NocboHax, AyXax, apoMaTU3MPOBaHHbIX M3OENUAX, KOCMETHKE, BLITOBON XMMUK, HEKOTOPBIX Me-
Tannax wunu naTtekce, a Takke MOTyT NPUCYTCTBOBaTb BO MHOTMX ObITOBBIX, CTPOWTENbHBIX U 3NeKTpUYeckux npubopax.
KoHTakTHag anneprua pacnpocTpaHeHa npuMepHo y 15 % HaceneHusa 1 4acTo ANUTCSA BCHO KU3Hb.

MuweBkle annepruv

[Muwesas anneprua ABNSETCA peakumen WM HenepeHoCUMOCTBIO OAHOIMO MW HECKOMBKMX MPOLAYKTOB MUTaHWA.
Bonbluoe 41Mcno NpoaykToB NMTaHUA MOTYT BbI3BaTb anfepryyeckie peakummn, Hanbonee pacnpocTpaHeHHbIMW ABNAIOTCA
MOMOKO, MWeHWUa, cof, Anua, apaxvuc u poiba. M1weBbie KpacuTenu, KOHCEPBaHTbl M NULLeBble 0obaBKM TakKe mMoryT
ObITe OCHOBHBIMW NPUYMHAMUN annepruyecknx peakumi.

PecnupatopHble annepruv NAUVEHTOB

MepeHocMMble Mo BO3OyXy annepreHsl NONagaloT B OPraHuam Npu BAOXE, K HUM OTHOCATCS Mbiflb, NbiNbLA, KNELw,
nneceHb U IKCKPEMEHTLI XMBOTHBIX. Hanbonee TUNMYHOW pecnupaTopHOW annepruein SBnseTca actMa, KoTopas npuso-
AWT K CYXKEHUIO AblXaTenbHbIX NyTel U ofbILLKe.
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MpunoxeHne OA
(cnpaBo4Hoe)

ConocrtaBneHue CTPYKTYpPbI HacToAllero ctaHgapTta co CTPYKTypOﬁ npUMeHeHHOro
B HEM MeXOyHapogHoOro JoKymMeHTa

Tabnuua OA.1

CrpykTypa HacTosLero ctaHgapra

CTtpykTypa mexayHapogHoro gokymeHTa IEC/TR 60601-4-1:2017

MpunoxeHne A OBocHoBaHue onpedeneHus NOHATUN AB-
TOMATUYECKWIA, ABTOHOMHOCTbL u YPOBEHb ABTO-
HOMHOCTW wn pasnuyne mexgy MEOVWUMHCKMMW PO-
BOTAMW v gpyrummn M3 n M3C

Mpunoxexve B YPOBHW ABTOHOMHOCTW u oTHocALWMK-
€CH K HUM TEPMUHBI, UCTONb3yeMble B cTaHdaptax no M3OW

MpunoxeHne A lMpumepbl MeToOooB Knaccudukaumm
YPOBHEW ABTOHOMHOCTH

Mpunoxerure C MNpumepsl MeTogoe knaccudumkauum YPOB-
HEW ABTOHOMHOCTMU

Mpunoxerne B [pumepsl npumeHenus YPOBHEW
ABTOHOMHOCTU x MOWU/M3C

Mpunoxerne D Mpumepbl NpuMeHennsa YPOBHEW ABTO-
HOMHOCTW k MOWU/M3C

Mpunoxenne C Xapaktepuctukn BE3OMNACHOCTH
MAUMEHTOB, yuyuTeiBaemble B NMPOLUECCE MEHEQL-
KMEHTA PUCKA ana M3W/M3C, obnagatwlumnx HeKo-
Topeim YPOBHEM ABTOHOMHOCTH

Mpunoxernne E Xapaktepuctukn BE3OMNACHOCTWU TMA-
LUMEHTOB, kotopele cnegyet y4uTebiBate B [NPOLIECCE
MEHEOXKXMEHTA PUCKA ons M3W/M3C, obnagatowmx
HekoTopeiM YPOBHEM ABTOHOMHOCTH

Mpunoxenue F Cuctema ynpasneHus ¢ ouanonornieckomn
obpatHoii ceasbio 1 YPOBHW ABTOHOMHOCTH

[MpunoxeHne G lMNpumepbl pacnpegenedHHslx OCHOBHbLIX
OYHKLUMOHATIbHBIX XAPAKTEPUCTKMK

Mpunoxexnwe OA ConocTaBneHue CTPYKTYpbl HacTos-
Lwero ctaHgapTa co CTPYKTYPOW NMPUMEHEHHOro B HEM
MeXOyHapogHOro OKYMeHTa

Mpunoxexune 65 CeegeHWsi 0 COOTBETCTBMM CChITOY-
HbIX HaUMOHAMbHLIX M MEXroCydapCTBEeHHbIX cTaHaap-
TOB MeXOyHapoaHbIM cTaHaapTam, UCMOoMNb30BaHHbIM B
Ka4eCTBe CCbINOYHbIX B MPUMEHEHHOM MeXOyHapoaHOM
[OKyMEHTe

npeablaywine pasgenbsl ctasgapTta WAeHTUYHbI.

I pumevyaHne — ConocTtaeneHue CTPYKTYPbl CTaHOAPTOB NpUBEOEHO HadMHaaA C NpUNnoXxeHua B, Tak kak
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Mpunoxexune b
(cnpaBo4Hoe)

CBEHGHHH O COOTBEETCTBUU CCLINOYHbIX HAUMOHANBbHLIX U MeXrocyngapCcTBeHHbIX CTaHQapTOB
MexayHapoOHbIM CTaHAapTam, UICNONb30OBaHHbLIM B KaYeCcTBe CCbINOYHbIX B NTPUMEHEHHOM
MEeXAYHAPOOHOM OOKYMEHTe

Ta6nuua Ob.1

QEBIHANEHIE Eohl HONHETD Ciengib OBo3HavyeHne 1 HaMMeHoBaHWe CChbINOYHOro
HauMoHaneHoro, COOTBETCTBUA MEeXOyHAPOOHOro cTaHaapTa

MEXrocygapcTBeHHOro crtaHgapra

[OCT ISO 14971—2011 IDT 1ISO 14971:2007 «Mapenua meguumnHckue. NpumeHeHne MeHeq-
KMEHTa pUcKa K MEAULMHCKUM U3OENNaM»

[OCT P M3K 60601-1—2022 IDT IEC 60601-1:2005 «WM3genua meguuUMHCKME 3reKTpUYecKue.
YacTte 1. O6wue TpeboBaHnsa 6Be3onacHOCTU C yHETOM OCHOBHEIX
pYHKLUNOHAMBHBIX XapaKTepUCTUK»

MOCT P M2K 62304—2013 IDT IEC 62304:2006 «[MporpammHble cpeacTtea MeanumMHckoro obo-
pyooBaHus. XKU3HEHHbIN LMK NPOrpaMMHOTO NpoaykKTa»

OCT P M3K 62366-1—2021 IDT IEC 62366-1:2015 «W3penusa meguuuHckme. Yacte 1. Npoektu-
poBaHWE MEOVLMWHCKWX WM3OENMWA C YYETOM 3KCMyaTauMOHHON
NPUrogHOCTMY

[OCT P M3K 80001-1—2015 IDT IEC 80001-1:2010 «MHpopmaTrsauma sgopobs. MeHemKMeHT
PVICKOB B MH(POPMaLMOHHO-BBIMUCTIUTENBHBIX CETAX C MEAULMH-
ckuMmm npubopamu. Yacte 1. Ponu, OTBETCTBEHHOCTU W Oen-
CTBUAY

MpumeyaHue — B HacToAlel Tabnuue MCMONbL30BaHO ClEOYHOLlee YCNOBHOE OBO3HaYeHWE CTEmneHu

COOTBETCTBWSA CTAaHOAPTOB:

- IDT — mgeHTW4YHbIE CTaHAaPTHI.
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Bubnuorpadcun

CucTembl 1 ceTy CBA3W ANSA aBTOMaTM3auuy sHeprocmucTem obLUero nonb3o-
BaHuA. YacTte 90-7. ObvekTHble Mogeny AnA cuUnoBblix npeobpasoBartenew
B cUCTeMax pacnpeneneHHbix aHepropecypcoe (DER) [Communication net-
works and systems for power utility automation — Part 90-7: Object models
for power converters in distributed energy resources (DER) systems]

PykoBoacTBo no paspaboTke v BKMHOYEHMIO acnekToB 6e3onacHoCcTh B MeX-
OyHapoOHble cTangapTbl Ha MeguumHckne nzgenua (Guide to the develop-
ment and inclusion of safety aspects in International Standards for medical
devices)

CraHgapTr3auns U CMeXHble BMAbl geatensHocTv. OB cnosapb
(Standardization and related activities — General vocabulary)

Magenna meguumHckve anektpuyeckme. Yacte 1-10. Obwme TpebosaHus
6e30nacHOCTU € YYETOM OCHOBHBLIX (QDYHKUMOHAMNLHBIX XapaKTEpUCTUK.
[ononHuTenbHbld cTaHgapT. TpeboBaHnsas K pa3paboTke KOHTPONIepoB
Cc hmanonorndeckoil obpartHow cessbio (Medical electrical equipment —
Part 1-10: General requirements for basic safety and essential performance —
Collateral Standard: Requirements for the development of physiologic closed-
loop controllers)

Magenna meguumMHCKMe anekTpudeckue. Yacte 2-56. YacTHele Tpebosa-
HKUA BEe30NacHOCTU C YYETOM OCHOBHLIX (DYHKLIMOHAMBHBLIX XapakTepUCTUK K
MEeOWULMHCKMM TEPMOMETPaM AnA MamepeHua Temnepatypel Tena (Medical
electrical equipment — Part 2-56: Particular requirements for basic safety
and essential performance of clinical thermometers for body temperature
measurement)

Magenua MegnumHckue anekTpudeckue. Yacte 2-59. YacTtHble TpeboBaHus
©e30MacHOCTM C YY4ETOM OCHOBHbIX (DYHKLMOHAMbBHLIX XapakTepucTuK K Te-
NNoB13opaM Ansa CKpuHWHra debpunbHOW TemnepaTtypbl Tena Yenoseka
(Medical electrical equipment — Part 2-59: Particular requirements for the
basic safety and essential performance of screening thermographs for hu-
man febrile temperature screening)

Magenua megmumHckue anekTtpudeckue. Yacte 2-30. YacTHble TpeboBaHus
©e30MacHOCTH C y4eTOM OCHOBHBIX (DYHKLMOHAMNBHBIX XapakTepUCTUK K aBTO-
MaTU4eckum HeuHBasuBHbIM cchurmomarHomeTpam (Medical electrical equip-
ment — Part 2-30: Particular requirements for the basic safety and essential
performance of automated non-invasive sphygmomanometers)

W3genusa MmegmumHckue anekTpudeckue. Yacte 2-61. YacTHble TpeboBaHus
©e30nMacHOCTK C Y4ETOM OCHOBHBIX (DYHKLMOHAMLHBLIX XapakTEPUCTUK K MyMb-
cokcumeTpy (Medical electrical equipment — Part 2-61: Particular require-
ments for basic safety and essential performance of pulse oximeter equip-
ment)

Wagenua MmeduMuMHckue anekTpudeckue. YacTte 2-26. YacTHele TpeboBaHua
6e30MacHOCTH C y4ETOM OCHOBHbBIX (DYHKLMOHAMNBHBIX XapakTepUCTUK K anek-
TposHuedanorpadgam (Medical electrical equipment — Part 2-26: Particular
requirements for the basic safety and essential performance of electroen-
cephalographs)

Wagenua meguumHcKkue anekTpudeckue. Yacte 2-40. YacTHele Tpebosa-
HKUA Be30NacHOCTU C YYETOM OCHOBHBIX (DYHKLIMOHAMBHBLIX XapakTepUCTUK K
anekTpomMmuorpadam 1 nprubopam ¢ Bel3aBaHHbIM oTBeToM (Medical electrical
equipment — Part 2-40: Particular requirements for the basic safety and es-
sential performance of electromyographs and evoked response equipment)

Wapgenua meguuuHckne. Pykosoacteo no npumeHeHuk 1SO 14971 (Medical
devices — Guidance on the application of ISO 14971)
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[72] M3K 80001 (Bce 4acTtu)
[IEC 80001 (all parts)]

[13] M3K 60601-2-68:2014
(IEC 60601-2-68:2014)

[14] ISO/TR 22411:2021
(ISO/TR 22411:2021)

[15] PykorooctBo MCO/M3K 71:2014
(ISO/IEC Guide 71:2014)

48

MNpuMeHeHWe meHeoXMeHTa puckoe Ang NT-ceTel, BKMIOYAOLWMX MeOULWH-
ckue npubopsl (Application of risk management for IT-networks incorporating
medical devices)

Wzpenua meduvunHCKMe anekTpudeckue. Yacts 2-68. YacTHele TpeGoBaHuA
6e30nNacHOCTH C YH4ETOM OCHOBHBIX (DYHKLIMOHAMbHBIX XapakTEPUCTUK K PEHT-
FEHOBCKOMY paguoTepaneeTudeckomy 000pya0BaHUIO C BU3yanu3aLMoHHbIM
KOHTPOMEM, UCTONb3YEMOMY C YCKOPUTENAMMW 3NEKTPOHOB, TEPaneBTUYECKO-
My 0DOpYyQOBaHMIO C MPMMEHEHMEM MyYKa NErkMxX WOHOB W My4yKa paguoHy-
knupoB (Electrical medical equipment — Part 2-68: Particular requirements
for the basic safety and essential performance of X-ray-based image-guided
radiotherapy equipment for use with electron accelerators, light ion beam
therapy equipment and radionuclide beam therapy equipment)

JaHHble no aproHoMuKe, vucnonb3yemMeie npu npumeHeHun ISO/IEC Guide
71:2014 (Ergonomics data for use in the application of ISO/IEC Guide
71:2014)

PykoBOACTBO MO peLleHWo B CTaHgapTax BOMPOCOB CO34aHWSA OOCTYNHOM
cpefbl
(Guide for addressing accessibility in standards)
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YK 64-83:64.06:007.52:006.86:006.034 OKC 11.040.01
25.040.30

Kntoyesble crnosa: pOﬁOTbI, DO6OTOT9XHVI‘-IECKVI6 yCTpOI:‘ICTBa, MeOUUMHCKWE 2NeKTpu4eCcKne nagennd, meau-
UMHCKME SNMEKTPNYeCKne CMCTEMbl, aBTOHOMHOCTL, YPOBHW aBTOHOMHOCTW, Me4ULUMHCKHNe p060TbI
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PepakTop J/1.C. 3umunoesa
TexHwdeckuin pegaktop B.H. lNpycakosa
Koppektop M.B. EyyHas
KomneloTepHas BepcTka E.A. KoHdpatuogol

Cpaxo B Habop 29.09.2023. [MoanucaHo B nedatb 05.10.2023. ®opmar 60%84%. [apHuTypa Apuan.
Ycn. ney. n. 6,05. Yuv.-u3a. n. 4,85.

MoaroToBneHo Ha OCHOBE ANEKTPOHHOW BEPCUM, NPEaoCcTaBNeHHoN paspaboTyMkoM cTaHaapTa

CosgaHo B eAVHUYHOM ncnonHednn B PIBY «MHCTUTYT cTaHaapTuaauumn»
ans komnnektoBaHust PegepanbHoro MHGopMaLMoHHoro hoHAa cTaHaapTos,
117418 Mockea, Haxumogscknia np-1, 4. 31, K. 2.
www.gostinfo.ru info@gostinfo.ru
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