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MpeaucnoBue

1 PASPABOTAH locynapcTBeHHbIM OHODKETHBIM yYpexOeHUeM 34paBooXpaHeHusa ropoda Mocksbl
«HayyHo-npakTUYeckui KNMHUYECKUIA LUEHTP OMArHOCTMKU U TeneMeduuuHCKUX TexHonornin JenaptameHTa
3gpaBooxpaHeHun ropoga Mockebl» (FTBY3 «HMKL OuT O3M»)

2 BHECEH TexHu4eckum komuteToM no ctaHgaptusaumm TK 164 «ckyCCTBEHHbBIA MHTEMMEKT»

3 YTBEPXIEH /1 BBEOEH B JEWCTBME lMpukazom denepanbHOro areHTCTea no TEeXHUYEeCKOMY
perynupoBaHui u metponoruun ot 28 oktabpa 2024 r. Ne 1518-ct

4 BBEJEH BIMNEPBbIE

lMpasuna npumeHeHUs HacmMosWweao cmaHdapma ycmaHosneHsbl 8 cmamee 26 @edepanbHO20 3aKoHa
om 29 uwHa 2015 2. Ne 162-@3 «O cmanOapmu3zayuu e Pocculickol @edepayuuy. MHpopmayusa o6 us-
MeHeHUSX K HacmosuieMmy cmaHdapmy nybnukyemcs 8 exe200HOM (o cocmosHu Ha 1 aHeaps mekyuieao
2o00a) uHgopmayuoHHOM yKalamese «HauuoHanbHble cmaHOapmbly», a oguyuanbHbIl meKcm U3MeHeHuUl
U MonpasoKk — 8 eXeMEeCSYHOM UHOPMaUUOHHOM ykazamene «HauyuoHansHele cmaHdapmsl». B cnyyae
nepecmMompa (3aMeHsl) unu omMeHbl Hacmosiueao cmandapma coomeemcemeyroujee yeedomneHue bydem
onybrnukogaHo € bnuxallieM 8bifycKe eXeMecsyHo20 UHMOPpMaUuUOHHO20 ykazamens «HayuoHansHsle
cmaHOapmbi». Coomeemcmayowas UHhopMayus, yeedomiieHue U MmeKkcmbl pa3Mewlaromces makxe 8 UH-
chopmayuoHHoU cucmeme obuie2o rnonb308aHus — Ha ogulyuanbsHoM calime ®@edepanbHo20 azeHmemea o
MexXHUYeCKoMYy pezynuposaHuro U Memposoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© OdhopmneHune. ®IBY «MHCTUTYT cTangapTuaauuuy, 2024

HacToswmn ctaHgapT He MOXeT ObITb NOMHOCTLID UMW YAaCTUYHO BOCnpouniBeaeH, TMpaxXnpoBaH U pac-
NMPOCTpaHeEH B Ka4veCTBe OCbI/ILlMEJ'[bHOFD nagaHna 6es pa3peleHnsa fDe,u,epaanoro areHTCTBa Nno TeXHN4eCKo-
MY perynupoeaHui 1 MeTponorun
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BeepneHue

HacTosawmin ctaHgapT coaepXuT pyKoBoAALLME YKa3aHWs o npumeHeHuto nonoxeHun FTOCT ISO 14971
B OTHOLUIEHWMM NpoLecca ynpaBneHus pruckamMmu Npyu OLEHKe CUCTEM WMCKYCCTBEHHOrO MHTEMNNEeKTa B KauecTBe
nporpamMmMHoro obecnedyeHus, ABNALWEroCca MeAULWHCKAM M3aenvem.

HacTtoawmin ctaHgapt aganTupyeT W OOMOMHAET MPUHUKMLI U Mpouecc ANA yrnpasBneHus puckamu,
CBA3aHHBIMW C NMPUMEHEHWEM MeaWuUMHCKMX u3nenuin. MNpeactasneHHble OA0NOMHEeHWs nNpeaHasHadveHbl ans
OKa3aHusa NMOMOLUN WU3rOTOBUTENAM CUCTEM WMCKYCCTBEHHOMO MHTENMEKTa Mo ynpaBneHW puckamu npu pas-
paboTKe U Mo NPUMEHEHUK CUCTEM WUCKYCCTBEHHOIO WHTENNeKTa B Ka4ecTBe NporpaMMHoro obecnedyeHus,
ABMNAKLWErOCs MEANLMHCKUM N30ENUEM.

HacTosawmin ctaHaapT NO3BOMUT U3roTOBUTENSIM 3hHEKTUBHO YNPaBnsaTh pUCKaMU, CBA3AHHLIMW C NPU-
MEHEHWEeM CMCTEM WCKYCCTBEHHOTO MHTENNeKTa, ABMNAIWNXCA MeAMUUHCKUMKU n3aenuamu, u byneT cnocob-
cTBOBaTb H@30MacHOCTH, Ka4eCcTBY U MHHOBALMOHHOMY Pa3BUTUIO B JaHHOW 06nacTu.

v
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HAUMWOHANBbHBLIN CTAHOAPT POCCUMUCKOWN OEOEPALUMU

CucteMbl UCKYCCTBEHHOTO MHTENSEKTa B 34paBOOXPaHeHMU
NMPAMEHEHWE MEHEOXMEHTA PUCKA K MEAWUMHCKMUM U3OENMUAM
O6wmre nonoxeHUn

Artificial intelligence systems in healthcare. Risk management for medical devices. General provisions

Data BBegeHua — 2025—01—01

1 O6nactb npumeHeHUnA

HacTosAwmin ctaHgapT onpenenaeT NopsaaoK ypaBneHUs puckamm npy pazpaboTke CMCTEM UCKYCCTBEH-
Horo uHTennekra (CUW):

- OLEHKY YCMNOBWUA BO3HUKHOBEHWA PUCKOB, CBSI3aHHbIX ¢ paboton CUN;

- aHanus penyTaunoHHOW HagexHocTu narotoeutens CUWU;

- NPOBEPKY NPUrogHocTn ncnonb3oBaHua CHYW B KOHKPETHBIX YCNOBUWSX;

- NOPSIAOK OLIEHKN COOTBETCTBUA XapakTepucTuk CUW yctaHoBneHHbIM TpeboBaHWAM;

- TECTUPOBaHWE Ha Hamnu4ue TexHonorndeckux gedektor pabotel CUM 1 cOOTBRETCTBME BLIXOAHLIX Na-
pameTpoB paboTtel CUIW peaynstatam 3KCnepTHOro MHEHWS Bpaya.

HacTtodawmin cTaHgapT He M3MEeHSIET U He NpoTuBopedYnT TpebosaHuam MOCT ISO 14971, TOCT P 55544.

2 HopmaTuBHbIe CCbINKK

B HacToslem cTaHOapTe UCMONb30BaHbl HOPMATUBHBLIE CCbIMNKW Ha cnefyrle cTaHaapThbl:

FOCT ISO 13485—2017 N3penusa meanuuHckne. CUCTEMbI MEHEKMEHTa KadecTBa. TpeboBaHus ans
uenen perynupoBaHus

rOCT ISO 14971—2021 Wzpenua meguunHckue. NpUMeHeHWe MeHegKMeHTa pPUCcKa K MegUUMHCKUM
M3Oenusm

rOCT P 55544—2013/IEC/TR 80002-1:2009 lMporpammHoe obecneyeHne MeOUUMHCKUX W3Oernuii.
Yacte 1. PykoBogcTBo no npumeHeHuio MCO 14971 k nporpammHomy oBecneyeHnio MeguLMHCKUX U3aenui

FOCT P 55544—2013/IEC/TR 80002-1:2009 lMporpammHoe obecnedeHue MeauuuHCKMX W3Oennii.
Yacte 1. PykoBogcTBo no npumeHeHuio MCO 14971 k nporpamMHomMy 0BecnedeHnio MeguLMHCKUX U3aenni

FOCT P 57449/ISO/TR 24971:2013 Nagenua meguumHckie. PykoBoacTBo nNo npumMeHeHuto MCO 14971

FOCT P 59921.0 CucTeMbl UCKYCCTBEHHOIO WHTEMMEKTa B KNUHUYecko MeguuuHe. OCHOBHbIE MOMo-
X¥eHus

FOCT P 59921.5 CucteMbl MCKYCCTBEHHOTO MHTEMMEKTA B KMMHMYECKon MeauuunHe. HYacTtb 5. Tpeboga-
HUA K CTPYKTYpe W Nopsiiky NnpuMeHeHnsa Habopa gaHHbIxX Anst 06yyeHna u TeCTUPOBaHWS anropuTMOoB

FOCT P MCO 31000—2019 MeHemmeHT pucka. NpuHUMNbI 1 pyKOBOACTBO

M pumedyaHune — an nonbL30BaHMM HACTOALWLKMM CTaHOapToOM uenecooGpaaHo NpoBepUTb [EWCTBME CCbINoY-
HbIX CTaHOapTOB B MHCbOpMaLWIOHHDFI cucrteme DGLLI,GFO nonb30BaHWA Ha OCbMLI,I/IaJ'IbHGM canTe d)e,qepaanoro areHTCcTea
no TEXHWYECKOMY pPEerynmpoBaHuWio M METPONOrMn B CeTn MHTepHBT N1 No exerogHomy VIHCbOpMaLI,MOHHDMy yKasarte-
no «HaunoHansHble CTaHOapTbl», KOTOpb!PI OI'Iy6]'IHKOBaH Nno COCTOAHWUI0 Ha 1 AHBaApA TeKyllero roga, v no BbiNyCKam
exemecna4Horo MHCbOpMaLlVIOHHOFO yKa3atensa «HaunoHanbHble CTaHOapTbi» 3a TEKyLLI,MI;'I rod. Ecnu 3ameHeH cCbINoYHbIN
CTaHOapT, Ha KOTOprIﬁ AaHa HegaTWUpoBaHHaA CChiNKa, pEKOMEeHOYETCA MCNONb30BaTh ,ELeﬁCTByIOLIJ,yIO BEPCUIO 3TOro CTaH-
AdapTta C y4eTOM BCEX BHECEHHbLIX B OaHHYKO BEPCUKD nameHeHuin. Ecnv 3ameHeH cCbinoYHbIn CTaHgapT, Ha KOTOpb]I?I AaHa
OaTpoBaHHasA CCbllka, pekoMeHOYeTCA MCMNoNb30BaTh BEPCUHD 3TOINC CTaHaapTa € YKa3aHHbIM Bbille rogomM yTeepXaeHns

M3paHue ochbnumnansHoe
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(HDMHHTMH). Ecnun nocne yTBEPXKOEHNA HACToALLEero ctaHgapTa B CCbIMOYHbIN CTaHOdapT, Ha KOTOprI:’I OaHa gatupoBaHHan
CCblIlKa, BHECEHO M3MEHEHWe, 3aTparuearllee NoONoXXeHWe, Ha KOToOpoe aHa CCbIfiKa, TO 3TO NoNoXXeHne pekoMeHOyeTca
NPpUMEHATL bes y4eTa 0aHHOro MaMeHeHUAa. Ecnu ccbinoyHbin CTaHOapT OTMeHEH 6e3 3aMeHbl, TO NONOXEHUE, B KOTOpOM
AaHa CCblfika Ha Hero, pekoMeHayeTcd NpUuMeHATb B 4acTu, He SETPQFMB‘&IOLLlEFI 3Ty CCbIIKY.

3 TepMuHbI U onpegeneHus

B HacTosilem cTaHgapTe npuMeHeHsl TepMunbl no FTOCT P 59921.0, a Takke cnegyroliue TEPMUHBI C
COOTBETCTBYHLLUMUN OnpeaeneHnsMu:

3.1 MeHeQXMeHT puUcKa (MegUUMHCKUX u3genuin): Cuctematuyeckoe nNpMMeHeHne MonMTUKK, Npo-
Lueayp W npakTUYecKUX MeTOLOB MeHe)XMeHTa ONS pelleHus 3aad aHanuaa, OUeHUBaHWA, yrpaBneHusa u
MOHUTOPWHTA pUCKa MEeAULIMHCKUX U3AENUA NPKU OLIEHKE CUCTEM UCKYCCTBEHHOIO MHTEMNMNeKTa B KayecTBe npo-
rpaMmmHoro obecnedeHusl, ABNAKLETOCS MegULNHCKUM N3Oenem.

3.2

charin meHeKMeHTa pucka: COBOKYNHOCTL 3anuceit 1 pyrux AOKYMeHTOB, CO34aBaeMeblX B npoLecce
MeHe[oXMeHTa pucka.
[FOCT ISO 14971—2021, nyHKT 2.23]

3.3

BbiCllee pyKOBOACTBO! JIMLO UMK rpynna nuy, oCyLEeCTBSALWMX PYKOBOACTBO W yNpasiieHne naroto-
BUWTEMNeM Ha BbiCLLIEM YPOBHe.
[TOCT ISO 14971—2021, nyHKT 2.26]

4 O6wue TpeOOBaHNA K MEHEKMEHTY pUCKa

4.1 Mpouecc MeHeOXXMeHTa pUcKa

MaroToBuTens OOMKEH YCTaHOBUTL, BHEAPUTL, AOKYMEHTMPOBaTL U NOAAepKMBaTh B pabodYemM cocTos-
HWW HEeMNpPepbIBHLIN MPOUECC:

a) Ana MOeHTUMUKaAL MK ONacHOCTEN 1 OMACHbLIX CUTyaUWid, CBA3aHHbBIX C MEOULMHCKUM U3enuem;

b) onpeneneHvsa ¥ oUEHMBAHUA CONYTCTBYIOLWWX PUCKOE,

C) ynpaeneHus aTUMKU pUckamu;

d) MOHUTOPWHTa PE3YNLTAaTUBHOCTU Mep MO YNpaBneHuo pUckamMu.

3TOT npoyecc AOMKEH NPUMEHATLCA Ha MPOTAKEHNW BCEro XKMU3HEHHOTO UMKNa MeauLUHCKOro n3genus
1 BKIOYaTh B cebs creayiowme aNeMeHThl;

- aHanus pucka,

- OLleHMBaHWe pUCKa;

- yNpaBneHue puUCcKoM;

- AEATENBHOCTL Ha CTaAuW NPOU3BOACTBA WM NOCTNPOUIBOACTBEHHYIO AEATENBHOCTL.

Ecnu cyuwecTByeT OOKYMEHTMPOBaHHLINA MpOLece, yCTaHaBNUBaKLWMA co3gaHne npoaykuMm B pamMKax
KM3HEHHOTOo LMKIA, TO OH [OMKEeH BKIoYaTk COOTBETCTBYOLME YacTK NpoLecca MeHeXMeHTa puckKa.

MpumevaHnusa

1 MNpouecchl XUM3HEHHOTO LUWKNa onuMcaHsl, Hanpumep, B pasgene 7 FTOCT ISO 13485—2017.

2 [loKyMeHTMPOBaHHbIN MMpoyecc B paMKax CUCTeMbl MEHEeMKMeHTa KayecTBa MOXeT BblTb MCNONb3oBaH ANA CU-
CTeMaTW4eCKOro peLueHns BONpocoB 6e30nacHOCTH, B YaCTHOCTKU Ans obecrnevyeHns BO3MOXHOCTU paHHen naeHTndu-
KaLuy ONacHOCTEN W OMACHBLIX CUTYAUWIA B CNOXHBIX MEAWLIMHCKUX U3OENUAX.

3 CxemaTuyeckoe npefcTaBneHue npouecca MeHegXMeHTa pucka npuBedeHo Ha pucyHke 1. B 3aBucumocTu oT
KOHKDPETHOW CTaAMW KM3HEHHOTO UMKNa OTAEMbHbIM 3NeMeHTaM MeHeKMeHTa pucka moxeT BbiTe yaeneHo ocoboe
3HaveHune. Kpome TOro, AeATeNbHOCTE MO MEHEeMKMEHTY pucka MOXEeT ObiTb BbIMOMIHEHA UTEPATUBHO MMM NO3TaMNHO B
3aBWCHMMOCTM OT KOHKPETHOrO MedULIMHCKOro U3denws.
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/ AHanus pucka \

MpenycMoTpEHHOE NpUMeHeHUe U 0GOCHOBAHHO
MPOrHO3UPYEMOE HEMPABUMNBLHOE NPUMEHEHHWE.
MpeHTUhMKaALMA XapakTepUCTUK, UMEOLLMX OTHOLLIEHWE
K Be3onacHocTH.

WneHTuchmkaLua onacHoCTel W ONacHLDX CUTYaLUA.

\ OnpeaeneHue pucka )

;

OueHvBaHue pUcka

YnpaeneHne puckom

h 4

T
OueHka pucka

AHanu3 BO3IMOXHOCTER YyNpaBneHWUs pUCKOM.
BoinonHeHue mMep No ynpaeneHuio pUCKOM.
OueHWBaHWE OCTATOYHOIO pUCKa.

AHanus cooTHOLLEHUA pUck/nonbaa.

PuUcKM OT BLINONHEHUA Mep No YNpasneHWuIo pUckoM.

\ MonHoTa YNpaBneHsl pUCKOM /

!

OueHuBaHWe COBOKYNHOMo OCTatoyMHOro pucka

1]
MeHemKMEHT pucka

MnaH MeHeKMEHTa pUcKa

A 4
AHanus MeHemKMeHTa pucka

4 YnpaeneHne puckom \

O6wwan nHopMaLma.
Céop uHdopmaLun.
Axanua nHcbopmau .
\_ [lpeanpuHumaemsie neACTBUA

PHCYHDK 1 — CxemaTudHoe npeacrtaeneHuve npouecca MeHegXXMeHTa pyucka

OueHKy COOTBETCTBUS OCYLLECTBAT NOCPEACTBOM MPOBEPKM COOTBETCTBYHOLMX LOKYMEHTOB.
[AnanTupoeaHo no MOCT ISO 14971—2021, noapasnen 4.1]

Marotoeutenio CUW cnegyeT NpyMeHsiTb OCHOBaHHLIA Ha y4eTe PUCKOB MOAXOL K BhISIBMEHWIO, OLEHKe
M MOHMMAaHWIO PUCKOB MCKYCCTBEHHOTO MHTENMeKTa, KOTOPLIM OHW NOABEepraTca, U NPUHUMAaTEL Hagnexaliue
Mepbl MO YMEHbLUEHWUIO PUCKOB B COOTBETCTBMM C UX YPOBHEM. Llenb cucTembl ynpasneHus puckamMu 3aknoda-
eTcs B oKasaHuu uarotoentento CUW coneicTens B ee UHTErpaLun B 3HaYUMble BUALI OeATENLHOCTN 3aKasyu-
ka. Pucku cnegyet onpenensts Takum obpasom, 4To6bl oHK BbInK cBA3aHbl ¢ uensMu npumeHeHus CUWN. Mpu
3TOM He BCe Leny UMetoT OTHOLLEeHWe KO BCeM Buaam ncnonssosaHua CHIN, 1 B 3aBUCMMOCTM OT XapakTtepa
NPUMEHEHUSI B HEKOTOPLIX cny4Yaax HeobxoauMo onpefenTs AONONHUTENbHBLIE Lienu.

4.2 OTBeTCTBEHHOCTbL PYKOBOACTBA

CTeneHe OTBETCTBEHHOCTW pYKOBOLCTBA oOMpedeneHa B COOTBETCTBMM C  MPUMBEAEHHOW B
OCT ISO 14971—2021 (nogpaznen 4.2).
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Mpwn ycTaHoBRNEHWU KpMTEpUEB AOMYCTMMOCTU pUCKa cnegyeT y4ntbiBaTh otnnydus CUK oT Tpaguumon-
HbIX MeOULIMHCKUX U3aenuni.

MpumMmeuaHune — Hekotopele CMW MoryT npefoctasnaTb AOMOMHUTENBHYIO (DYHKUMIO paclUMpeHns unmu same-
Hbl 0BA3aHHOCTEN, KoTopkle paHee (6e3 npumeHeHns CUW) Bxognnu B 06A3aHHOCTM NepcoHana, noaTomy npu Heobxogu-
MOCTW cnegyeT yTouHaTb TpeboBaHusa GesonacHocTy.

TpeboBaHus 6e30NacHOCTU JOMKHLI BKNOYATL peaynbTaThl OLEeHOK OrpaHUYeHnin U NponM3BoanTenbHO-
ctn CUMW, a Takke HeobxoaumMy NOAroTOBKY NMepcoHana Ans adekBaTHOW peakuuMy Ha BO3MOXHbLIE OLLIWMBKM
pabotbl CUN.

4.3 KoMmneTeHTHOCTb NepcoHana

KoMneTeHTHOCTb ML, BEINOMHAOLWMUX 32434 MeHeXKMEHTa pUcKa, onpeaensioT B COOTBETCTBUN C Tpe-
Boeanuamu FOCT ISO 14971—2021 (nogpasgen 4.3).

Nuua, BbinonHaWLWME 3aAa4M MEHEeAXMEHTa PUCKa MeQULMHCKUX U3Oenuin, AomkHbl obnagaTte AocTa-
TOYHbIM 06BLEMOM CneLnanbHblX 3HAaHWA B KOHKPETHON npegMeTHOM obnacTtu, a Takke obWuMU 3HaHUSIMU O
OaHHbIX (Habopax AaHHBIX), KOTOPbIE UCMONBL3YIOT ANa 0byyeHusa v Banugaunm (tTectuposanusa) CUW. Momu-
MO KayecTBa [aHHbiX HEODXOAMMO NOHMMATL KOHTEKCT AaHHbIX.

MpumeyaHue — Y nogen cylecTBYIOT HEKOTOPLIE (PU3MOMNOTMHECKNE Pa3NMYKS, KOTOPbIE MOXHO 0BBACHUTL
pasnuyMaMK B MX geMorpacu4eckux XapakTepucTukax (Hampumep, NNOTHOCTE TKaHW MOMOYHON eneswl). Paspabotka
CWW Bes yueTta gemorpadmyeckmx xapakTepuCTUK MOXET NPUBECTW K HeNpegHaMepeHHOMY CMeLLeHWIO 1 NocreaytoLLei
HekoppekTHol pabote CHUI.

4.4 NNnaH MmeHeOXMeHTa pUCKa

PaspaboTky nnaHa MeHeoKMeHTa puUCcKa OCYLECTBMST B COOTBETCTBUM C MNPUBEAEHHbIM B
[OCT ISO 14971—2021 (nogpa3gen 4.4). [lononHUTENbHbIE PYKOBOASALLME YKa3aHUA No NNaHy MeHemXMeH-
Ta pucka npeactaenedbl B FTOCT P 57449,

4.5 ®ann MeHemXMeHTa pUcka

PykoBogsilLne ykasaHWs OTHOCUTENbHO chaina MeHemxkMeHTa pucka npusegeHsl B FOCT ISO 14971—2021
(nogpasnen 4.5). [lononHUTENbHbIE PYKOBOAALLME YKa3aHWA OTHOCUTENbHO dhaina MeHeQXMEeHTa puUcka B 4acTu
nporpaMmmHoro obecnevyeHnsa Kak MeguuUUHCKOro uagenua npeacraeneHsl B FOCT P 55544,

5 AHanu3 pucka

5.1 Mpouecc aHanu3a pucka

AHanus prcka NnpoBoAsT B COOTBETCTBUM C NpuBeaeHHbIM B FTOCT ISO 14971—2021 (nogpasgen 5.1). B
npoLecce aHanusa pucka npumeHstoT Takke nonoxernua FOCT P MCO 31000—2019 (nyHKT 6.4.3).

5.2 MpepycMmoTpeHHOe NpUMeHeHne U 060CHOBaHHO NPOrHO3MpyeMoe HenpaBunbLHoe
npuMeHeHUe

[JoKkyMeHTMpOBaHMe NpegycMOTPEHHOTO NPUMEHEHUS U1 0GOCHOBaHHO MPOTrHO3MPYEMOro HENPaBUITbHO-
ro NPUMEeHeHWUs NPOBOAAT B cooTBETCTBMU ¢ Tpebosanusmu MOCT ISO 14971—2021 (nogpasnen 5.2).

[ononHUTENBHO B paMKax MeHEIPKMEeHTa pucka MeOULUUHCKUX U3AEeNUin npuMeHuTensHo kK CUW npume-
HatoT nonoxeHua TOCT P MCO 31000—2019 (nyHKkThl 6.3.1, 6.3.2).

B nononHeHue k nonoxenunsam, npueeaeHHsIM B FTOCT P MCO 31000—2019 (nyHKT 6.3.1), ona MeauLmH-
CKMX opraHu3auui, ncnoneaywwwmx CU, Heobxogumo paclumpuTs cdepy ynpaeneHus puckaMmu npuMeHeHus
CWW, cpeny npouecca ynpaeneHus puckamu CUWN u KpuTepum OLEHKW 3HAYMMOCTKU pyUcKka ANs NoaOepXKKu
MpOLLeCCOB NPUHATWA peleHWid. MNepedeHb pa3paboTkm unu npumeHeHus CUIN nomxkeH ObiTb 3a00KYMEHTH-
pOBaH W BKITIOHYEH B NPOLIECC yNpaBneHns puckamm MeguUMHCKON opraHnsaunm unu y narotosutens CUN.

Kpome TOro, cnegyet yunThiBaTh Lenu 1 HasHadyeHne CUW, paspaboTaHHbIX UMK UCNONb3yeMbIX Meau-
LIMHCKOW opraHu3aumen.

[oKyMeHTUpOBaHME NpenycMoTpeHHoro npumeHeHna CUW BknwoyaeT (HO HEe orpaHuYMBaeTcs) cregy-
loulee:

- MpeJHasHavyeHune (Hanpumep, 4NS AWarHoCTUKK, NpounakTMkn, HabnogeHus, nedeHms unu obnerde-
HWUS TeveHusi 3aboneBaHni);

4
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- OCHOBHbIe 3afa4u (Hanpumep, MHTeprnpeTauns MeaMUMHCKNX N300paxeHni);

- LieneByto rpynny (Hanpvumep, nauMeHTbl ¢ Nogo3peHWeM Ha Hanudre naTonorum);
- YCINOBUSA NPUMEHEHMS;

- CNOCOBHOCTb K HEMPEpPbIBHOMY 0ByYeHNIo;

- HanWM4Ke NPoOTUBONOKA3AHMA.

5.3 UgeHTUdMKaALMA XapaKTepUCTUK, CBA3aHHbLIX ¢ 6e30NacHOCTLIO

MpeHTudukaumio xapakTepucTuK, CBA3aHHbIX ¢ 6e3onacHoCTbo, MPOBOAAT B COOTBETCTBUM C Tpeboea-
Huamu FOCT ISO 14971—2021 (nogpazgen 5.3).

Momumo obLwmx cCBONCTB, BNUAKLUNX Ha Be30MacHOCTL ¥ MPOM3BOAUTENBHOCTL NporpammMHoro obecne-
yeHwus, ocoboe 3HauyeHune ong CUW nmetoT kKa4yecTBO M afeKBaTHOCTb AaHHbIX (HAaBopoB AaHHEIX), UCNOMb3y-
eMblx ana obyveHus n Banugauun (tTectupoBanmns) CUN. Pesynbratel BanuaauMoHHbIx TecTupoBadun CUN
cnegyeT NnpoaHanuaupoBaTh, YT0Obl OLEeHNTbL PUCKM OLWIMBKKM B BBIXOAHbLIX OAHHbBIX, KOTOPbIE MOTYT MPAMO UK
KOCBEHHO MOBMWATE HA Be30nacHOCTk NauMeHTa.

HaHHble 0byYyeHusa 1 TECTMPOBaHWA crieqyeT NpoBepPAThk Ha NPEAMET MX akTyanbHOCTW U COOTBETCTBMIS
Hame4yeHHOM Uenu. ObbeM Tpebyembix 0By4YaloWMX N TECTOBLIX JAaHHLIX (HADOPOB AAHHLIX) MOXET Bapbu-
poBaTbCs B 3aBMCUMOCTW OT npegnonaraemoi yHKLMOHANBHOCTU U CNOXHOCTK OKpyXeHus. Obyuvatowme
TecToBble HAabopkl AaHHbIX AOMKHBL 0BNadaTe TakMMK XapakTepucTukamu, kak BanaHc Knaccoe, ux pacrnpe-
AeneHne u T. 4., 4tobbl obecneynTs BbICOKYIO NPOrHO3Upyemyto cnocobHocTe CHI.

Habopbl paHHbIX aAnA  obydyeHWs W TecTUPOBAHWS [OOMMKHBI COOTBETCTBOBaTh TpeboBaHuAM
FOCT P 59921.5.

5.4 UpeHTU(MKaLMA onacHOCTEN M ONAaCHbIX CUTYyaLUn

MpoeHTuguUkaunw onacHOCTERM WM OMacHbIX CUTyalWA NPOBOASAT B COOTBETCTBMM C TpeboBaHuAMU
[OCT ISO 14971—2021 (nogpaszgen 5.4).

MarotoBuTEnb OOMKEH MOAEHTUMULMPOBATE U JOKYMEHTMPOBATL BhISBMEHHbIE U NpeanonaraemMble pu-
cku. Ana CUW npegnonaraeMbsiMn pUckamMu MCNONb30BaHWUS MOTYT ABMATLCA CreayloLline:

- OWKNBKKM 3KCnnyaTauuu (HEKOPPEKTHO 3aaHHblie NnapameTpsbl MOryT NOBNUATL Ha paboty CHMW u npu-
BECTW K HeXXemnaTenbHbIM NocneAcTBUAM AN MPUHATONO peLleHns Bpada WU, Kak cneacTBUe, Ana nayueHTa);

- HEKOpPpEKTHasa HacTporka banaHca Mexay YyBCTBUTENbHOCTbIO U cneyndudHocTeio CUW (moxeT npu-
BECTW K oWwWnBo4YHbIM pesynbtatam pabotel CYIM 1 noTeHUmManbHo K NponycKy AMarHo3a Uy ero M3aMeHeHu);

- CMOXHbIA (KOMMMeKCHbIA) au3anH uHTepderica CUW (MoxeT npuBecTn K NpeaB3ATOCTA UMK Ype3mep-
HOMY HeHaanexallemy BMUSHUIO Ha MeOWUUWHCKUIA NepPCOHAan B Ka4yecTBe NoNb3oBaTens);

- npuMeHeHue CHI He no HasHa4YeHuto.

M pumeyvyaHune — I'Ipe,qnonaraeMble PWUCKKW HE OrpaHn4nBaloTCA BbillenepevyucneHHbIMIA.

Mpy BOZHWMKHOBEHWW Npeanonaraemblx pUCKOB Npw akcnnyaTtauum CUW MeOuUMHCKMM OpraHusauusiv
HeobxoQuUMo HanpaenATb MH(OPMALMI0 O BO3HMKLLEM COBLITMM M3rOTOBUMTEMND NOCPENCTBOM 3apaHee onpe-
OeneHHbIX BUAOB KOMMYHUKauun (o6paTHoi cBsian). MaroToBuUTeNb B CBOK oYepeab 06s3aH oTpaaTb AaH-
HYI MHDOpMaLIMIO B 0TYETE Mo MOHUTOPUHTY paboTel CUW ans perynupytollero opraxa.

5.5 OnpepneneHue pucka

OnpegeneHve pucka NpoBoasAT B COOTBETCTBUU C¢ TpeboeaHuamu MOCT ISO 14971—2021 (nogpas-
aen 5.5).

C uenbto ngeHTudukauun (onpegenenus) pucka npumeHsatoT nonoxedus FOCT P MCO 31000—2019
(nyHkT 6.4.2).

B pononHeHue K nonoxeHusam, npueegeHHsim B FOCT P MCO 31000—2019 (nyHKT 6.4.2), npu onpege-
neHun pucka HeoBxoaMMO y4uUTLIBATE criegyoLlee:

- aHanu3 PUCKOB BKIOYAET OLLEHKY PUCKOB, CBA3AHHBIX C MEOAUUMHCKAM U3genuem (pUck onpesenstoT
Kak codeTaHue BEPOATHOCTU NPUYMHEHWA Bpeaa U TSKeCTU 3Toro Bpeaa);

- CMM nimetoT MHOro obLMx XxapakTepucTUK C CMCTEMaMK, HE OTHOCSLLMMWUCH K MCKYCCTBEHHOMY WH-
TENNeKTy, U Ha BEPOATHOCTb NPUYMHEHWUS MOTEHLMAaNLHOTrO Bpeaa BAUSIOT Takne hakTopbl, Kak HageXHOCTb
annapatHoro obecneyeHus 1 yoo6CcTBO UCNONB30BaHUS (Kak U B criydae ¢ ApYrMMU PUCKaMu, CBA3AHHBIMU C
nporpaMmMHbIM obecrnedyeHmeM, BEpOATHOCTL HENporHo3upyemoro nosegeHus CUIA cnoxHo oLeHUTb, U K Hel
crnefnyeT OTHOCUTLCA Tak Xe, kKak U K cbosm nporpamMmmHoro obecneyeHna);
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- NCX0OA U3 BbIABITEHHbIX DUCKOB MOTYT I'IOTDE6OBaTbCF| OONONMHUTEeNbHbIE MEPONPUATUAA MO OUEeHKe pu-
CKOB.

MpumeuvaHus

1 Bo3amoxHOCTL Ype3mepHoro AoBepus K pesynstatam pabotel CUM moxeT nprBecTy kK HEOBXOAMMOCTI OOMNOMNHU-
TenbHbIX OLEHOK PUCKOB Mcnonb3osaHua CUN.

2 BepoATHOCTb HW3KOro KadecTea HabopoB JaHHbIX (Hanpumep, HecbanaHCUpOBaHHbIE AaHHbIE) MOXET NPHUBECTH
K NOBLILUEHHOW BEPOATHOCTU PUCKOB B Npouecce pabotel CHIA.

3 CnepyeT yuuTbiBaTe Bo3MokHoe BrivaHue CUIA Ha meguuuHcKkvMe ycTporcTBa.

6 OueHnBaHMWe pucka

6.1 O6wWwme nonoxeHns

[Ons kaxgon naeHTUMUUUMPOBAHHOW ONAcHOW CUTyauuW U3roTOBUTENb AOMKEH OLEHUTb PUCKW, KOTO-
pble yxe onpefeneHsl, U YCTAHOBUTL, ABMAETCH NN PUCK OOMYCTUMbIM, UCMOMb3ys KPUTEPUU AONYCTUMOCTU
pUCKa, YCTAHOBIMEHHLIE B NMaHe MEHEOXMEHTa pUcKa.

Ecnn puck senaetcs AOMYCTUMbIM, TO OTHOCWMTENbLHO 3TOW OMAacHOW CUTyauuu, YCTaHOBMEHHbE B
7.1—7.5 TpeboBaHNs He NPUMEHSIOT (T. €. Nepexos HenmocpeaCcTBeHHO K 7.6), N OLeHEeHHbIA PUCK JOSHKeH
BbITb PACCMOTPEH KaK OCTaTOYHBIA PUCK.

Ecnu puck siBnaeTcs HeQoNyCTUMBIM, TO U3rOTOBUTENb JOMKEH OCYLLECTBUTL AEATENBLHOCTL MO yNpae-
MNEHWUI0 PUCKOM, YCTaHOBMEeHHyo B 7.1—7.6.

PesynkTaThl 3TOrO OLEHNBaHWS pUCKa AOMKHbI BbITh 3aperucTpypoBaHsl B dhanne MeHe)KMeHTa pyUCKa.

OueHKy COOTBETCTBMSI OCYLLEeCTBMSIOT NOCPeaCcTBOM NMpoBepKkK hanna MeHegXMeHTa pucka.

[FOCT ISO 14971—2021, pasnen 6]

[Ons KOMNNekcHoro aHanmMsa pucka npuMeHsloT Takke nonoxewmss TOCT P MCO 31000—2019
(NyHKT 6.4.3).

6.2 OueHKka nocnencTBum

lMpu oueHke NOCNeacTBUNA, BLISBNEHHBLIX B XOO4E OLIEHKU PUCKOB, M3FOTOBWUTENbL JOIBKEH NPOBOAWUTL pas-
nuyve Mexay OLLEeHKON BO3AEMCTBMS Ha OTAENbHLIX MWL (MepcoHan) 1 OLUeHKOR Bo34elCcTBMA Ha 0BLLecTBO.

AHanus Bo3OelCTBMSA JOMKEH ONpenenaTk CTeNeHb BO3OENCTBUA U YYUTLIBATL CNeayOLLIME 3NEMEHTDI:

- KPUTUYHOCTL BO3OEWNCTBUS;

- MaTtepuansHble U HeMaTepuanbHble NOCNeACTBUS;

- KpUTEPUU, UCMONb3yeMble ANA onpefeneHus BO3AeNCTBUS.

AHanu3 BO30eNCTBMSA HA OTOEMNbHLIX NMUL, OOMKEH ONpefensaTb CTeneHb BrusaHuA paszpaboTku u/unu
ucnons3oBaHua CUW usrotoButenemM unv MeouMUMHCKON opraHu3auuen. JomkHel BbiTh yuTeHbl criegyloline
3NEMEHTHI:

- TUNbI AaHHbIX, UCNOMNb3YEMbIX OTAEMbHBIMU NULAMM;

- MPOrHo3Mpyemoe Bo3gencTeume paspaboTkn unu npumeHerns CUW;

- NoTeHUManbHoe BNUsiHWE NpeaB3sTOCTU HA OTAENbHOro YernoBeka;

- NOTeHLUManLHOEe BO3AENCTBME HA OCHOBHbLIE NMPaBa, KOTOPOE MOXET NMPUBECTM K MaTepPUAnbHOMY U He-
MaTepuansHoMy yulepby onst oTAeNnbHOro nuua;

- BesonacHOCTbL OTAENBHOro NULa;

- KynbTypHas cpefa MHOMBMAA (KOTopas MOXET MOBMAMATL Ha TO, Kak onpefensieTcs OTHOCUMTEeNbHoe
BO3JencTBme).

AHanus Bo3geicTeMa Ha 0bLLecTBO AOMKEH oNpeaensiTh Ty CTeNeHb, B KOTOPOW 00LecTBO MOXET ObiTb
3aTpoHyTo pa3paboTtkon u/vnu ncnonssoBaHnem CU meanunHckon opraHusaumein. JomkHbl BbiTh y4TEHbI
cregywLLmMe 3NemMeHThI:

- MacwTab Bo3gencTeusA Ha obLLecTBO (Hackonkeko WKnpok oxeaT CUI pasnuuHbIx rpynn HaceneHus), B
TOoM ymncne ang koro CMM npumeHsieTcss unu npegHasHadeHa (Hanpumep, ee MCnonb30BaHue NpaBuTeNnbLCTBOM
noTeHuManbHO MOXeT okasaTh Donbllee BNUSHME Ha 00LlecTBO, YeM YacTHOe 3aJeicTBOBaHue);

- kakuMm obpasom CHIW BnmusAeT Ha couunanbHble W KyNbTypHbIE L@HHOCTW, KOTOPbIX MpUOepXKuBatTcs
pasnuyHkIe TPYnMnbl HACENEeHUs (BKITKOYAs KOHKpPeTHbIe cnocobsl, koTopsimu CUW yecunueaeT unu ymeHbLuaet
paHee CylLlecTBOBABLUWE MOLENW NPUYNHEHWS Bpeda pazHbiM COLManbHbLIM rpynnam).
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6.3 OueHKka BEpOATHOCTH

Marotoeutens CYIA gomkeH oUeHUTb BEPOSATHOCTb BO3HMKHOBEHMWS CODbITUIA M pe3ynbTaToB, Bbi3biBalo-
LLMX PUCKW. BepoATHOCTbL MOXET ObiTe onpedeneHa no Ka4eCTBeHHOM UK KONMMYeCTBEHHON Wkane. Bepoar-
HOCTb MOXET 3aBWCETE OT CIIegyIoLWNX NPUYKH:

- TUMOB, 3HAYUMOCTM N KOMMYECTBA UCTOYHUKOB PUCKa;

- YacTOThI, CYLLECTBEHHOCTU U pacnpOCTPaHEHHOCTH Yrpos;

- BHYTPEHHMX (DaKTOPOB, TAKMX Kak 3(OEKTMBHOCTb MOMUTUKMA M Npoueayp WU MOTMBaLMSA BHYTPEHHUX
Y4aCTHWUKOB;

- BHELWHUX (hakTopoB, TakMx Kak reorpadwusi u gpyrve counanbHble, 3KOHOMUYECKMEe W IKOMNOrMYeckmne
npotnemsl;

- 3(pPEKTUBHOTO (CMArYaOLLErO) UMK HEPE3YNETATUBHOMO KOHTPONSI.

OpraHvsauunamM criegyeT BKNOYATE pacyeTbl BEPOATHOCTM TOMBKO B TEX CyYanXx, KOr4a OHW NpUMeHUMEI
1 NonesHsbl 418 onpegeneHns rpaHnL, UCNonb30BaHWs METOAOB OL@HKU PUCKOB. MOryT BO3HUKHYTb 3HaUYUTENb-
Hble TEXHWYECKME N IKOHOMUYECKUE 33[ayM, CBA3AHHbIE C MPUHATUEM pPeLleHUid Ha OCHOBE BEPOATHOCTEN,
0coBeHHO Koraa BeposiTHOCTL HE MOXET ObITh paccyMTaHa UMK pacyeT UMeeT 3HAYUTENbHYIO MOrPeLLHOCTb.

6.4 OLIEHKa HageXHoCTHn W3roToBUTENEN CUCTEM UCKYCCTBEHHOIo MHTennekra

lMpn oueHke pucka cnegyeTt NPOBOAWUTL OLEHKY HageHocTu uarotoButens CUW, npurogHoctn CUU K
MCMOMNb30BaHWUI0 B KOHKPETHLIX YCIOBUSIX, COOTBETCTBUSA 3asBNsSEMbIX NapaMeTpoB Banvaauumn (Npy oueHke
adppekTnBHOCTU) CAWN.

OueHka HagexHocTu nsrotoutend CUIN gomkHa BbiTb OCHOBaHa Ha criefyrLmnX KpUTEpUsX:

- Hanu4ne NpodeccUoHanbHbIX HABLIKOB U onbiTa pabotel ¢ CUU;

- Hanu4ue 3HaHWi B 0BnacTy 3TUKK 1 NpaB YernoBeka B KOHTeKCcTe ucnonb3oBaHua CHW B cdhepe 3gpa-
BOOXpaHeHWsi (Kak MeQULWHCKOro n3aenus);

- cobrogeHne cTaHOapToB KadecTBa M bezonacHocTu npu paspabotke CUN;

- Hanu4ne OOKYMEHTOB O rOCYapCTBEHHOW perncrpauumn wpuanyeckoro nuua Ha Tepputopum Poccui-
ckon Pegepaunu;

- Hanu4yvie JOKYMEHTOB, NOATBEP¥AALLUX pa3paboTky U (MnK) NpaBo Ha NpegoCTaBneHne B UCNOMNb30-
BaHWe npepcTtaeneHHon CHN.

OueHKy HagexHocTu narotoeutens CUW npoeogar nytem:

- aHanusa JOKyMeHTauuu 1 cepTudUKaTOB COOTBETCTBMA (MPOBEPKM HANMUUNA U aKTyanbHOCTW CEpPTU-
b1KaToB COOTBETCTBUA CTaHZapTaMm bBeaonacHoCcTU MHOPMALMN 1 3aLKUThl 4aHHbIX);

- OLLEHKW Ka4ecTBa ynpasreHus puckamu (MccrnegoBaHus MEXaHM3MOoB MAEHTUMMKAL MM, OLEHKN U KOH-
TPOJIS PUCKOB, CBA3AHHbIX C Ucnonb3oBaHuem CUM B 30paBooxpaHeHnn, BKMOYan Npoueaypbl BHYTPEHHErO
ayouTta U MOHWTOPWHra);

- M3YHEHWS UCTOPUKM N penyTaunn KOMNaHuK (aHanvw3a OT3bIBOB KIIMEHTOB, MapTHEPOB W KOHKYPEHTOB,
a TakKe y4JacTusa B cynebHbIX npoleccax, CBA3aHHLIX C HapyLeHWsMK npas notpedbuTtenen unu Hegobpoco-
BECTHOW KOHKYpEHLMER);

- 3KCMEepPTU3bl TEXHUYECKOrO YPOBHS U KBanudukaumMmM nepcoHana (OLeHKM YPOBHS 3HaHWUIA K OnbITa co-
TPYQHUKOB).

6.5 OueHka npUrogHoCT CUCTEM UMCKYCCTBEHHOIO MHTENNEeKTa K MCNOoNb30BaHWUK B KOHKPETHbLIX
yCcnoBuAx

Mpw oueHke npurogHocT CUWM K MCNoNb30BaHUI0 B KOHKPETHLIX YCIOBMSAX, BKIOYasi onpegeneHHble
MoZenu MeauLMuHCKoro o6opyaoBaHnsa, pekoMeHayeTCs BhINOMHUTL Creayolune OercTBUS:

- NPOBECTU AeTanbHblA aHanua TpeboBaHui U cneuudukaumMin MeguumMHeKoro o6opyaoBaHns ¢ Yy4eToM
€ro TEXHUYECKUX XapakTepuUCTUK, CTaHOapToB 6e30MacHOCTH U perynsaTopHbIX TpeGoBaHuii;

- OLEHWTb CTeneHb coBMecTUMocT CHW ¢ cyluecTBYOWKMMY CUMCTEMaMMW 1 NPOLeccaMu B 34paBooxpa-
HEeHWW, BbIABUB NOoTeHUUansHble npobnemMs! B3aMMoOeNCcTBHSA;

- MPOBECTN TEXHUYECKMEe UCTIbITAHWA C Lienbo onpeaerieHus CooTBeTCTBUA XapakTepUcTUK MeauLnHCKo-
ro nagenus TpeboBaHWAM HOPMAaTMBHON OOKYMEHTaUWKU, TEXHUYECKOA WU SKCMyaTaluMOHHON OOKyMeHTauum
NPOU3BOAUTENS U NPUHATAS NOCNeayLWEero pelleHns 0 BO3MOXHOCTY NPoBeaeHUS KIMMHWYECKUX UCNbITaHMUIA;

- MPOBECTU KMMHUYECKMe UCMbITaHus (Mpy 3aBepLUeHHOM NPOoBeAeHMU TEXHNYECKUX UCTbITaHWiA), KOTOo-
pble NpeacTaenawnT coboi pazpaboTaHHOE U 3annaHMpoBaHHOE CMCTeEMaTUYeCcKoe UccrneqoBaHue, npeanpu-
HATOE Ans oueHKU 6e30nacHoCT U 3P dEKTUBHOCTU MEQULIMHCKOTO U3Aenus;

- OLIEHUTb PUCKW ONA KOH(PUAEHUMANLHOCTM NEPCOHaNbHbIX AaHHbLIX NALUEHTOB.

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 11/16
CrpanHuua ookymeHTa - https://GostExpert.ru/gost/gost-71737-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69381
https://gostexpert.ru/gost/gost-71737-2024?utm_source=pdf&utm_medium=69381&utm_term=page

FOCT P 71737—2024

6.6 OLIEHKa COOTBETCTBMA 3aABnNAeMbIX NapamMeTpoB ,qVIaFHOCTVI‘-IECKDﬁ TOYHOCTKU CUCTEM
WCKYCCTBEHHOIO MHTelnneKkTa pealnbHbIM

OCHOBHbLIM WHCTPYMEHTOM M5l OLEHKU COOTBETCTBUA ABMNAKTCA METOAbl CTATMCTUYECKOro aHanwaa.
Mcnonb3oBaHWe TakMx METOAOB MO3BOMSAET CPaBHWUTL pe3ynbraTel pabotel CUWM ¢ gaHHbIMKM, NOMyYeHHBIMK
B XO4e NpoBedeHWsa KIMHWYECKUX UCMbITaHWA unu B npouecce akcnnyataunn CUW. B 3aBucumocTy oT pe-
waemoil CMM 3agaqm moryT OblTe NPUMEHEHBI PasnyMYHble COYeTaHMsa NapaMeTpoB Banvaaumm (Mpy oueHke
3(h(EKTMBHOCTU), HANPYMEP: aHanM3 XapakTepucTUYEeCKON KPUBOW WM onpeneneHue koadduumMeHTa corna-
COBAHHOCTW Knaccudukauum 1 T. 4. Takne OCHOBHblE MoKasaTenu, Kak YyBCTBUTEMNbHOCTb, CNeynuYHOCTb,
nnowiagb Nof XxapakTepUCTUYECKON KPUBOW, AOMKHbI BbiTh MCNOMb30BaHbl ANA XapakTEPUCTUKNA Kaxaoro Tu-
nosoro aenctensa CUN.

Mpw oUeHKe pUCKa CHMXEHWA NapamMeTpoB Banvaaumun (Npy oueHke 3dpeKTUBHOCTI) NPY BHEOPEHWK
CWW B HOBLIX yCNOBUAX NpUcTanbHOE BHUMaHWe HeobxoguMo yaensaTh crnedyrwmnm acnektam:

- aHanuM3y n3MeHeHui napameTpos Banuaauun CHM B HOBbIX YCNOBKSIX MCMOMb30BaHWA, BKITHOYAsA OKpY-
XaroLLy cpedy, npouecchl paboTsl M NOBegeHue Nons3oBaTenen;

- aHanusy ycnosuin npumeHeHuns CUN.

M pumeyHyaHne — MCI'IbITyeMbIe Cchn cnegyet Mcnonb3oBaTtek Mo uUeneeBoMy HasHa4YeHWO B paMKax THUMOBOro
NpPon3BOACTBEHHOIO npouecca. I'Ipouep,ypbi, BbIMNONHAEMbIE C NPpUMEHEHUEM CWW, oueHmnBaoT C NoO3nuUmin npon3Boaun-
TENbHOCTW U KavecTBa. M3roToBuTento cnegyert npeaycMoTpeTb Mepbl N0 MUHUMKM3au PUCKOB U obecneveHuto Bezonac-
HOCTH (f}EBBpe,ELHDCTM anAa naumMeHToB U MX 3aKOHHbIX npenmaameneﬁ) Npon3BOACTBEHHBLIX NPOUECCOB;

- MOHUTOPWHIY paGOTbl CWW nocne BHEOPEHWA B HOBbIX YCNOBUAX OANA CBOEBPEMEHHOIO BbIABINEHUA U
KOPPEKTUPOBKM BO3HMKaAKWKMX 3aga4vy, MUHUMKW3aUn1 PUCKOB CHMXXEHWA napamMeTpoB Banvgauun.

7 YnpaBneHue pucKom

7.1 AHanu3 BO3MOXHOCTEN yNpaBneHUs PUCKOM

AHanu3 BO3MOXHOCTEN yNpaBneHusa puckoMm npoBoaAT no npeacraeneHHomy B FOCT ISO 14971—2021
(nogpasgen 7.1).

B pamkax aHanu3a BO3MOXHOCTEW ynpaBfieHWs PUCKOM crnegyeT y4ecTb KOHTPOSb kavyecTBa Habopos
OaHHbIX. YNpaBneHne puckamu, CBA3aHHbIMK C Ka4eCTBOM HabOpOB AaHHbIX, BKNOYalT B cebsa OelcTBMA Ha
NPOTSXKEHWUW BCETO }XU3HEHHOIO LMKNA AaHHBIX, TAKMe KaK NPoBepKa MOMHOTLI, NPaBUibHOCTU U COrfacoBaH-
HOCTW OaHHbIX, a TakKe NPOBEPKa TOro, YTO AaHHble ABMNAKTCA Hawbornee penpes3eHTaTUBHLIMW Ha OaHHbINA
MoMeHT ansa gaHHon CUN.

7.2 BoinonHeHWe Mep No yrpasreHUo pucKkamm

BbimonHeHve Mep MO YNpaBfeHWH puckaMmuM MpOBOAAT B COOTBETCTBMM C  TpeboBaHWMAMM
[OCT ISO 14971—2021 (nogpaszgen 7.2).

JdononHuTenbHble PYKOBOASLINE YKa3aHUs OTHOCWUTENBHO yrnpaBneHus puckaMu B NporpaMmHom obe-
crneyeHnn meguumHckux nagenui npegcraeneHdsl B FTOCT P 55544—2013 (pa3gen 6).

7.3 OueHuBaHMe OCTAaTOMHOrO pUCKa

OueHuBaHWe 0CTaTOYHOrO PUCKa NPOBOAAT B COOTBETCTBMM ¢ NpuBeaeHHbiM B FTOCT ISO 14971—2021
(nogpasgen 7.3).

lNpy OUEHWBAHMM OCTATOYHOrO pUCKA NPUMeHsAKT Takke nonoxeHuss TOCT P MCO 31000—2019
(nyHkT 6.5.2), TOCT P 55544—2013 (nogpazgen 6.4) u TOCT P 57449—2017 (pa3gen 5).

BapuaHTbl 06paboTku puckoB, onpegeneHHble narotoeutenem CUIA, oomkHbl ObiTe paspaboTaHbl Takum
0bpasom, 4TOObI CHU3WTbL PUCKK 4O NPUEMIIEMOTO YPOBHA. ECru BbIACHUTCA, 4TO Tpebyemoe CHMXKeHWe pucka
He MOXeT ObiTb JOCTUrHYTO MyTeM MPUMEHEHWUS] pPasnMYHbIX BapuaHTOB 06paboTKM PUCKOB, W3rOTOBUTENb
CWW ponxeH NnpoBoAUTL aHAnU3 pUCKOB M BbIrO4 ANS OCTATOUYHBIX PUCKOB.

7.4 AHanU3 cCOOTHOLUEHUA pUCK/NONbL3a

AHanNM3 COOTHOLLIEHWA PUCK/Monb3a NPOBOAAT B COOTBETCTBMU ¢ TpebosaHuamu MOCT I1ISO 14971—2021
(nogpasgen 7.4).
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7.5 Puckn, BO3HMKarOWmMe BCrnencTeMe BbiNOMHEHUA Mep no ynpaBneHUWw pUCcKom

AHanu3 puckoB, BO3HWMKAaKLLMX BCNEACTBUE BbIMOMHEHWA MEpP MO yNpaBneHW PUCKOM, NMPOBOASAT B CO-
oTBeTcTBMM ¢ npuBeaeHHbiM B TOCT 1SO 14971—2021 (nogpasgen 7.5).
JononHuTenbHble pyKoBoaswme ykazaHus npueegeHsl B FOCT P 55544—2013 (nogpasgen 6.6).

7.6 NonHoTa ynpaBneHUs pUCKOM

MaroToBuTenb AOMKeH NPOBOAUTL aHanu3 OesTenbHOCTU Mo yNpaBneHu puckaMmu ¢ Lensko obecne-
YEeHUs1 PACCMOTPEHMWS BCEX PUCKOB OT BCEX MAEHTUMUUMPOBAHHBIX ONACHbLIX CUTYaLMIA, a Takke 3aBeplueH-
HOCTW BCEM OEATENbHOCTH MO YNPaBNeHUI0 PUCKOM.

PesynbTaThl 3TOro aHanusa AomkHbl ObiTb 3aperucTprpoBaHsbl B haine MmeHempKMeHTa pucka.

OueHKy COOTBETCTBUS OCYLLECTBMSAIOT NOCPeACTBOM NMPOBEpKM haina MeHemxMeHTa pucka.

[FOCT ISO 14971—2021, noapasnen 7.6]

TecTnposanue pabotel CUMW Ha Hanuume TeXHONorM4ecknx AegeKkToB BKIKYaET perynsapHyo NpoBepky
CWW pns BbisiBneHnst c6oeB B paboTe, HECOBMECTMMOCTU C UHBIMU CUCTEMaMW, HECOOTBETCTBUS OYHKLMO-
HanbHbIM TpeBGoBaHMAM, NpeabaBnaeMblM M3roToBuTenem kK CUN.

OueHka npoussoauTensHocT paboTel CU BKNOYaET oUEeHKY BPEMEHUW BLINOMHEHWS KMKYeBbiX one-
paumit, notpebneHnsa pecypcos (LeHTpanbHbIiA Npoleccop, NaMsaTk), a TakKe Harpy3ouHoe TeCTUPOBaHUE B
YCINOBUSIX peanbHOl aKcnnyaTauuu.

[nsa obecneyeHns HenpepbiBHOW paboTbl MeAMLMHCKUX opraHu3auunii nponssoautensHocts CUW nomx-
Ha COOTBETCTBOBaTbL TPeBOBaHUSAM, YCTAHOBMNEHHLIM M3roTOBUTENEM.

C uenbio MUHUMU3aUWK PUCKOB HeoBXoaMMO NPOBOAUTL PerynapHbLIe NPoBepKM Ha Ys3BUMOCTL, TeCTU-
poOBaHWe Ha NMPOHWKHOBEHWE U OLIEHKY COOTBETCTBUA cTaHAapTaMm 6e30NacHOCTU JaHHbIX.

Heobxoaumo obecneunBaTh WKU(POBaHME OaHHbIX U cOBMOAeHWe CTaHOAPTOB KOHPUAEHUMANBHOCTH.

7.7 CooTBETCTBUE BbIXOAHbIX napameTpoB paﬁoTbl CHUCTEM UCKYCCTBEHHOIo MHTENNEeKTa
JKCNepTHOMY MHEHWKO Bpa4a

B xope oueHku mncnonb3oBaHua CUM Heobxogumo npoBOAUTE aHanu3 YacToTbl M YCNOBWMIA MCNONb30-
BaHua CUW meguumHcKuMKn paboTHUKamMu (Bpadamu) ONs BbIABNEHWUS 3a4ady NpUMEHEHWUsl U UHTerpauum B
KNMMHWYECKUE NPOoLecChl.

Takke HeobxoguMMo nony4vaTs 06paTHY CBA3b OT MeAUUMHCKUX paboTHUKOB (Bpa4eil) 4Ns oTCrnexXuBea-
HUA cocTosHWUA paboTel CUN.

C uenblo MMHUMM3ALKMW pUCKOB ucnonb3osauusa CUW pekomeHgyeTcsi NpoBeAeHWe perynsipHbIX Tpe-
HUHIOB ANs MEAMLMWHCKOro nepcoHana (Bpadveil) no ucnonesosaHnio CUN.

Ons noebiweHus yoobeTea u achhekTUBHOCTK ucnons3oaHus CUI B knuH1Yeckon npakTuke aganta-
uuio CUM npoBoasaT Ha ocHoBe 0bpaTHOW CBA3W OT MeAULMHCKMX pabOTHUKOB (Bpaden).

8 OueHuBaHue COBOKYNHOro oCctato4Horo pucka

OueHuBaHME COBOKYMHOMO OCTATOYHOrO pWUCKa MPOBOAST B COOTBETCTBUM €  TpeboBaHusMU
FOCT ISO 14971—2021 (pa3aen 8).

JononHuTenbHbIe PYKOBOOSLNE YKa3aHWs OTHOCWUTENbLHO NporpaMmmHoro obecneyeHns MeguuMHCKUX
nznenun npepctaenedsl B FOCT P 55544—2013 (pasgen 7).

9 AHanu3 MeHeQXXMeHTa pUcKa

AHanua nnaHa MeHemKMeHTa  pucka MpoBOAAT B COOTBETCTBUM ¢ TpebBoBaHUsMM
OCT ISO 14971—2021 (pa3gen 9).
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10 JeAaTenbHOCTL Ha CTaAuKM NPOU3BOACTBA U NOCTNPOU3BOACTBEHHAasA
OeATeNnbHOCTb

10.1 O6wme TpeGoBaHunA

CosgaHue cuctembl akTuBHoro cbopa v aHanusa MHOpPMaunK, OTHOCALLENCs K MeOULUMHCKOMY W3-
Oenuio, Ha cTagusx MNpoM3BOACTBA WM MOCTNPOWM3BOACTBA MPOBOAAT B COOTBETCTBAM C TpeboBaHMAMMK
FOCT ISO 14971—2021 (nogpasgen 10.1).

[ononHuTenbHble PYKOBOASILLWE YKa3aHMS OTHOCMTENLHO NporpammHoro obecnedeHns MeguUMHCKMX
nsgenuin npepctaenedsl B FOCT P 55544— 2013 (pasgen 9).

10.2 C6op MHopmauumn

Cbop uHopmaLmMM OCYLLECTBASAKT B COOTBETCTBMM C npeactaBneHHsim B TOCT ISO 14971—2021
(nogpasgen 10.2).

BesonacHocte M adpdektuBHocTe CUM HeobxogMMo oueHMBaTb TakkKe B pamMKax XM3HEHHOTo UMKna
nocrie NonyyYeHns perMcTpaLuoHHOro YA0CTOBEPEHUS, B TOM YMCHe MyTeM NpoBedeHNsl MOHUTOPWHTA B COOT-
BetcTBMM ¢ [1]—[3].

Habopbl gaHHbIX nexart B ocHoBe paspabotkun CUW, a Takke ABNAIOTCH HEOTBLEMNEMON YaCTb OLEHKU
kavyectBa CWMW B npouecce ux BHegpeHus 1 ucnonb3osanusa. Owunbku v gedekTsl Npyu co3gaHun Habopos
OaHHbIX HaNpPsAMYo BNUSOT Ha Ka4ecTBo Kak camux CHW, Tak n Ha Ka4eCcTBO UX OLEHKM NPU TECTUPOBaHUNA U
MOHUTOPUHTE.

K owwnbkam M HegocTtaTkam HADOPOB AaHHbIX, MOBBILIAKLWMM PUCKM Ha CTaAUsAX XW3HEHHOro UMKIa
CWW, oTHOCAT cnepyolme:

- OTCYTCTBWE CTaHAapTWU30BaHHOW JOKYMEHTaUMN U TEPMUHONOIMK Kak B NpoLiecce NoarotoBkn Habopa
OaHHbIX (TEXHWYeCKoe 3afaHue, TpeboBaHUA, pernamMeHThbl, MHCTPYKUAW U T. 4.), TaKk 1 yxe rotosoro Habopa
OaHHbIX (conpoBoaMTENbHAasA MHOopMaums — readme-dhaiin, KapTodka 6MbnmoTekn HabopoB AaHHbIX);

- OTCYTCTBME MPOBEPKM KadecTBa HabOpOB OaHHbIX (KOHTPOMb KPUTEPWEB BKMOYEHWA/HEBKITHYEHUS,
AyonukaTtoB, edeKTOB, MPONYLLEHHbIX M HEKOPPEKTHBIX 3Ha4eHun, banaHca KnaccoB);

- OTCYTCTBUE AenaeHTMduKaumum unm YactnyHasa genaeHTudukaumnsa gaHHbIX;

- OTCYTCTBUE UNU HekoppekTHoe obocHoBaHue obbema Bbibopku 1 BanaHca knaccos Habopa AaHHbIX;

- Hepenpes3eHTaTUBHLIN ANA LeneBon nonynsauun Habop AaHHbIX;

- HECOOTBETCTBYLW A Lienesomy npuMeHennto CUI Bepudmkaums HaboOpoB OaHHbIX;

- OTCYTCTBME BHelHen Banuagaumn CUW Ha Habopax gaHHbIX.

Cnocobbl MMHUMW3ALIMKM PUCKOB NPW pa3paboTke K npuMeHeHM HabopoB AaHHbIX:

- pazpaboTka cTaHAapTM30BaHHbLIX MeETOgoNOrMi hopMrMpoBaHna HabopoB AaHHbIX (cMm. [4]);

- pazpaboTka cTaH4apTU30BaHHbIX WabnoHoB, hOpM, YEK-NUCTOB, PernameHTOR, MHCTPYKUWA ANS co-
NPOBOXAEHWS NMpoLecca co3gaHusa U UCNonb30BaHUA HabopoB AaHHbIX;

- UCMONb30BaHWe CTaHO4apTM30BaHHbIX CTPYKTYPUPOBAHHLIX HaMMEHOBaHMI HAboPOB AaHHLIX C yKa3la-
HWEM KMoYeBbIX NapamMeTpoB (cMm. [5]);

- UCMONb30BaHWE WHCTPYMEHTOB ynpaBneHusa (guarpamma laHta v gp.), B TOM Yucne cneunanunsmpo-
BaHHbIX, TAKUX KaK peecTp HabopoB AaHHbIX (cM. [6]);

- opevuageHTUdUKauma OaHHbIX, B TOM 4YUCne ¢ NpYMMEHEHWEM crelvanbHoro nporpammHoro obecneve-
HWHA, B COOTBETCTBUM C eNCTBYKLLMM 3aKOHOO4ATENbCTBOM;

- cneynanuanpoBaHHoe obyyeHWe nepcoHana, y4yacTBYHLLEro B NpoLeccax co3faHunsi M UCNonb3oBaHus
HabopoB OaHHbIX;

- CO30aHWe aBTOMAaTM3MPOBAHHLIX CPeaCcTB KOHTPONs KadecTBa AaHHbIX U TecTupoBaHua CUA;

- cTaTucTMyeckoe obocHoBaHMe pa3mepa M cocTaBa Habopa AaHHbIX B COOTBETCTBMM C MPUMHLMMNEMMU
[oKa3aTenbHOW MeguumWHbI;

- MpPUBMEYEHNE KOMMETEHTHOrO MepcoHana ans KoppeKTHOW opMynupoBkM Heobxogumbix Tpeboea-
HWIA, pauVoHansLHOro NMNaHWpPOBaHUA BCEX NpoLeccoB 1 obecnevyeHus kavyecTBa Habopa AaHHbIX;

- NpoBefeHWe BaNUOaLMOHHbIX TecTupoBaHuil CM Ha Habopax OaHHbIX, a Takke UCNoMNb30oBaHWe Ha-
BopoB AaHHbIX U3 OTKPbIThIX UCTOYHWKOB (BnbnuoTek).

10.3 AHanuz nHdopmaumn

AHanui nHdopMaunn NpoBogAT B cooTBeTcTBMU ¢ TpeboBanusmu FOCT I1SO 14971—2021 (nogpas-
gen 10.3).

10
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[nsi KOHTpONs pWCKa, CBA3AHHOIO C M3MEHEHUSIMWU C TeYEHMEM BPEMEeHW, PeKOMEHOYEeTCs OCYLLecT-
BMATL cpaBHeHue peaynbtatoB CYW B pasHbie nepuogbl BpeMeHU. AHaNorMyHo NPUHLKANY «BTOPOTO MHEHWS»
B 30paBoOXpaHeHn BO3MOXHA Noaaep#Ka Heckonbkux sepcuii CUW ¢ uenbo cpaBHEeHUs X NPOU3BOAUTENL-
HOCTH.

10.4 MpepnpuHUMaeMblie AeWUCTBUSA

Ecnu ycTaHoBneHo, 4To cobpaHHas uHdopmMaums ceAsaHa ¢ 6e30nacHOCTLI0, TO JOMKHBI ObITh Npea-
MPUHATEI HUKENPUBEAEHHbIE OeACTBUS.

1) B OTHOLLIEHWMW paccMaTpUBaeMoro MeauUMHCKOro U3aenus:

- U3rOTOBMTENL AOMKEH NMPOBECTU aHanus dainna MeHeaXMeHTa pUcka U YCTaHOBUTb, CYLLECTBYET Nn
HeobXx0OMMOCTL B NPOBEAEHMN NepeoLeHKN PUCKOB /MM OLLEHKM HOBBIX PUCKOB;

- ©CINU OCTATOMHLIN pUck GonbLUe He ABNAETCA OOMYCTUMBIM, TO BUSIHUE paHee BbIMOMHEHHLIX Mep Mo
YNpaBneHno pUCcKOM OIMKHO ObiTh OLEHEHO M paccMaTpMBaTLCS B Ka4eCcTBe BXOAHLIX AaHHLIX ANA MOAW-
dUKauMm MeauLMHCKOro U3aenus;

- U3TOTOBUTENb OOMKEH PACCMOTPETb HEOBXOAMMOCTb MPUHATUA AEWCTBMIA B OTHOLLIEHWUU MEAULIMHCKUX
M3nenuid, BbiNyLLEHHbIX B 06palyeHme;

- BCE pelleHuns U AelCTBUS A0MKHbI 6biTh 3aperncTpUpoBaHbl B dhaine MeHeqxMeHTa pucka.

2) B oTHOLLEHUK NpoLecca MEHEMXMEHTa pUcKa:

- M3rOTOBUTENL AOMMKEH OLEHUTL BO3AEMCTBIE Ha paHee BhINOMHEHHYH AeaTeNbHOCTb NO MeHemKMeH-
Ty pUcCKa;

- pesynsTaTbl 3TOro OLEHUBAHWMS AOMKHbI BbiTb PACCMOTPEHbI BbICLIMM PYKOBOACTBOM B KA4eCTBe BXOf-
HbIX JaHHBIX ONA aHanuaa npurofHOCTU Npouecca MeHeXXMeHTa pucka (cMm. 4.2).

MpumeuyaHue — HeKkoTopele acnekTbl NOCTNPOU3BOACTBEHHOIO MOHUTOPUHIA SRMAKTCA NPedMETOM HaLUO-
HanbHOro PerynupoBaHns. B Takux cryyasx MoryT noTpeboBaTbcsa AONOMHUTENBHBIE MEDPBI (HAaNpUMep, NepCnekTUBHOE
MOCTNPOU3BOACTBEHHOE OLEHUBAHWE).

OueHKy COOTBETCTBMS OCYLUECTBMAIOT NMOCPEACTBOM MPOBEPKM (haiina MeHemKMeHTa pucka 1 4pyrux
COOTBETCTBYHLUMX JOKYMEHTOB.
[FTOCT ISO 14971—2021, nogpasgen 10.4]
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