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Mpegucnoeue

1 PASPABOTAH locypgapcTeeHHBIM DHOMETHBEIM y4YpexaeHWeM 3gpaeooxpaHeHnsa ropoga Mocksbl
«HayYHO-NPaKTUYECKUN KNUHWYECKUIA LUEHTD OUArHOCTUKW W TeneMeduUUMHCKUX TexHonoruid [enaprameHTa
sgpasooxpaHexus ropoaa Mockesi» (FTBY3 «HIMKL AT OA3M»)

2 BHECEH TexHu4eckuM KOMWUTETOM Mo cTaHaapTuaauuk TK 164 «MckyccTBEHHBIR MHTENNEKT»

3 YTBEPXIEH /1 BBEOEH B OEWNCTBME Mpukasom ®egepancHOro areHTCTBa MO TEXHUYECKOMY
PETYNUPOBaHWK U MeTponoriy oT 28 oktabpa 2024 r. Ne 1518-cT

4 EBEJEH BIMNEPBLIE

lNpasuna npuMmeHeHus Hacmosawezo cmandapma ycmanosneHsl 8 cmamee 26 @edepansHozo 3aK0Ha
om 29 uioHs 2015 2. Ne 162-®3 « 0O cmandapmusautu 6 Pocculickold @edepayuii». Mupopmayua 06 u3z-
MeHEeHUSAX Kk Hacmoawemy cmandapmy nybrukyemcsa e exe200HoM (o COCMosHUI0 Ha 1 AHeapsa mekyuwieao
2o0a) UHOPMAaUUOHHOM yKaldamene «HauuoHameHeIe cmaHiapmsl», a o@uUUaneEHLIU MeKcm U3MeHeHUL
U Nonpasok — 8 eXeMecA4YHOM UHGOopMayuoHHOM ykadamene «HayuoHansHeie cmarvdapme». B crayvae
nepecmMompa (3amMeHbl) Unu omMeHbl Hacmosweeo cmaddapma coomeemcemeywouiee yeedomnenue 6ydem
onybnukogaHo 8 bAuxalwem GbINyCKe eXeMecAYHD20 UHOopMayuoHHO20 yKkasamena «HauuonanbHele
cmardapmel». Coomeemomeytowan urndopmayus, yeedoMIeHUe U MeKCMbl PasMeLwaimea Mmakxe 8 UH-
thopmauuoHHoU cucmeme obuwezo nonsk3ogaHus — Ha oguyuansHoM caume PedepanbHo20 azeHmemea no
MexXHUYeCKoMY pe2ynupoeaHuo U Mmemponozuu e cemu MHmeprem (www.rst.gov.ru)

© Odopmnenre. PIBY «MHCcTUTYT cTanpapTuaaummns:, 2024

Hactoawuin ctaHpapT He MoXeT BbiTh NONHOCTLIO UMK YACTUYHO BOCNPOM3BEAEH, TUPAXNPOBAH W pac-
npocTpaHeH B kayecTse oduuuansHoro usnaHua 6es paspeleHua PefepanbHOro areHTcTBa No TEXHUYECKO-
MY PEryrnUMpPoOBaHMI0 U METPONOIMK
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BeepeHue

HactoAawwria cTaHOapT CoOOepXUT PYKOBOAALLME YKa3aHWUa No NpUMeHeHuKo nonoxeHu MOCT ISO 14971
8 OTHOLLEHWW NPOLECcca YyNpaBneHus PUCKamu Npu OLEHKe CUCTEM UCKYCCTBEHHOTO WHTEMNMNEeKTa B KayecTBe
nporpammMmHoro oBecnedyeHus, ABNSIOWErOcs MeqULMHCKUM U3nenuem.

Hactoswwui cTaHaapT agantvpyeT W ACNONHAET NPWUHLUWNGEI M NPOUEcc ANA YNpaBneHus puckamwu,
CBA3AHHBLIMW G NPUMEHEHWEM MEeAWUMHCKMX nanenuid. MpeacTaBneHHbie AONONHEHWA NpeaHasHa4YeHbl ANs
OKa3aHWA MOMOLLW U3rOTOBWMTENSAM CMCTEM WUCKYCCTBEHHOMO WHTENNEKTa no YnpasreHuo puckamu npu pas-
paboTke u No NPUMEHEHWIO CUCTEM WCKYCCTBEHHOrO WHTENNEeKTa B KadecTBe NporpaMmmHoro obecneveHus,
ABMAKLIErOCA MeANUMHCKMM M3fenuenm.

HacToswwui cTadgapT No3BonUT U3raTOEBMTENSM 3HEKTUBHO YNPABNATL PUCKAMM, CBA3AHHLIMK C NPK-
MEHEHWEM CUCTEM WCKYCCTBEHHOID WHTENNEKTa, SBNAIWKUXCA MEOUUWHCKUMK nagenuamun, n Bynet cnocob-
cTBOEaTE BE30NacHOCTH, Ka4ecTBY W MHHOBALMOHHOMY DasBUTUIO B AaHHOW obnacTw.



FOCT P 71737—2024

HAULWOHANBbBHBLIM CTAHOAPT POCCUMMCKOW 9 EOEPAUUMN

CUCTeMbl HCKYCCTBEHHOTO MHTENMNEKTa B 34PaB0OXPaHeHnK
NMPUMEHEHWE MEHEOXMEHTA PUCKA K MEOWUWMHCKWUM U3OENWUAM
0OblKne nonoxeHus

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

Oarta eregenus — 2025—01—01

1 O6nacTb NnpUMeHeHUs

Hactoawuii ctaHaapT onpefenseT Nnopagok ynpagneHus puckamu npy paspaboTke CUCTEM UCKYCCTBEH-
Horo uHTennekTta (CKK):

- OLEHKY YCNOBWIA BOIHWKHOBEHWUS PUCKOB, CBA3aHHLIX ¢ paBoToin CUK;

- aHanW3 penyTaunoHHONW HagexHocTK narotoeutena CHUIA;

- NpPOBEPKY NPUrogHOCTU Menonb3oBaHuAa CHUM B KOHKPETHBIX YCNOBUEAX,

- NOPAAOK CUEHKN cooTReTCcTBMUA xapaktepuctvk CUW ycTaHoBneHHbim TpeGosarHuam;

- TECTUPOBAHWE HA HanW4We TexHonorvyeckux aedektos pabotel CUW W COOTBETCTBUE BRIXOAHKIX Na-
pameTpos pabotel CUW peaynstatam akcnepTHOro MHEHWSA Bpada.

HacToAalluid cTaHAapT He M3MeHseT U He NpoTueopeYuT TpeBoraHuaMm MOCT ISO 14971, FOCT P 55544.

2 HopmMmaTuBHbIE CChINKW

B HacToswem cTaHgapTe UCNoNb3oBaHbl HOPMATHMBHLIE CCHINIKK HAa cneayluye cTaH4apThi:

[OCT 180 13485—2017 Wanenua megvumnHckne. CUCTEMBI MEHEMKMEHTA KadecTea. TpeboBaHua ans
uenen perynnpoBaHng

FOCT ISO 14971—2021 Wagenua meanuuHckue. [prMeHeHWe MeHemDKMEHTa PUCKA K MeaULMHCKUM
U3genusm

FOCT P 55544—2013/IEC/TR 80002-1:2009 MMporpammHoe obecnedeHne MeguUWMHCKUX W3OEnui.
YacTte 1. PykoBoacteo no npumeHeduio MCO 14971 k nporpamMMHomMy obecnedyeHud MequUMHCKUX H3aenui

MOCT P 55544—2013/IEC/TR 80002-1:2009 MMporpammHoe obecnedyeHue mMeguUMHCKUX W3AEMWMA,
YacTe 1. PykoeoacTteo no npumeHeHnio MCO 14971 k nporpamMmMHoMy oBecnedeHnio MequUWHCKUX W3aenuii

[FOCT P 57449/ISO/TR 24971:2013 Wagenua meguuuHckne. Pykosoacteo no npumeHeduo MCO 14971

FOCT P 59921.0 CucTemsl UCKYCCTBEHHOID MHTENMNeKTa B KNMHWUYeckol MeauuuHe. OCHOBHbIE NONO-
WMEHWH

MOCT P 59921.5 CucTeMbl MCKYCCTBEHHOTD MHTENNEKTA B KNWHUYECKOW MeauuuHe. Yacte 5. Tpebosa-
HUS K CTPYKTYPE U NOpALKY NpUMeHeHus Habopa AaHHbLIX Ana 0by4YeHWs U TECTUPOBaHWA anropuTMoB

FOCT P NCO 31000—2019 MeHeawmeHT pucka. MprHUMNbI U pyKOBOACTBO

n puMedHaHue — ﬂplﬂ NonNE30BAHWK HACTOALWWM CTaHOapTOM HEHECOOEpBSHO NpoBEPUTL neﬁc‘raue CChINO4-
HblX CTaHOapTOB B HHCbOpIU'IaLLU'IOHHOIﬁ cucTeme oDLLEero Nonb30BaHMe Ha UCpMuHaﬂbHOM cante ‘-‘Denepaﬂbuoro dreHTCTBa
Nno TEXHUWHECKOMY perynnposaHWD M METDONOIMM B CETH MHTBDHET WK NO exerogHomy HHq]OpMELMDHHGM}’ yKa3arte-
N «HauWoHanNbBHLIE CTaHAAPTLIR, KOTOPLIA ONyDNUKOBAH N0 COCTORHWKD HA 1 AHEAPA TEKYLWErD roda, v No Bbinyckam
EXEMECAYHOIO MHHOPMALMOHHOTD YKasaTens «HalMoHankHeIe CTaHAAPTL» 33 TekyIWWA roa. Ecnu 3ameHeH coeliNovHsIR
CTaHaapT, Ha I(DTprII;"l daHa HegaTUpoBaHHEA CCbINKAa, PeKOMEHOYETCH MCNONb30BATh ,JZIE!I:‘!CTB’YK)[LW?D BEPCHMH 3TOMND CTaH-
OapTa ¢ y4eToM BCEX BHeCeHHbIX B NaHHYH BEDCHID MamMeHeHWin. Ecnu 3ameHeH CebiNo4HbIA CTaHOdapT, Ha KDTOpblﬁ OaHa
AaTupoBaHHaA CCelNKa, peEKOMEeHOYETCA MCNONL30BaTe BEPCHID 3TOMD CTaHgapTa C YKa3aHHbIM BeILe rogomM YTEepwOeHUA

WNapanve ohuumansHoe
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(npwHATHA). Ecnv nocne yTBEPKAEHMA HACTOALLEND CTAKAAPTA B CCbINOYHBIA CTAHAAPT, HA KOTOPbIA 0aHA NaTUPOBRaHHARA
CChINKA, BHECEHO W3IMEHEHWE, 3aTparyBaloles NoNoXKeH1e, Ha KOTOPOE AaHa CChINKA, TO 3TO NONOKEeHUE PEKOMEHAYETCA
npumeHsTs Bea yueta gaHHoro uameHesus. ECnu couiNouHLIN CTaHAAPT oTMeHeH Be3 3aMeHkl, TO NONKeHWe, B KOTOPOM
AaHa CCLIMKA HAa HEero, PEKOMEHIYETCS NMPUMEHATL B YACTW, HE 3aTParvBalowen 3Ty GCbInKY,

3 TepMuHbI M onpegeneHus

B HacToAwem ctavgapte npumeHeHsl Tepmudel no FOCT P 59921.0, a Tawke cneqylowmMe TepMUHSLI C
COOTBETCTBYHILLMMU ONpPeeneHusMiA;

3.1 MeHeQXKMeHT pucka (MeguuMHCKUX m3genni): CucTeEmMaTUHECKOE NPUMEHEHUE NONWTUKW, NPO-
LEeayp M NpakTW4eckux METOAOB MEHEMKMEHTa ONA PeLeHnA 3agad aHanwuaa, OUueHWBaHWeA, ynpaBneHusa v
MOHWTOPWHTa PUCKa MeOMUMHCKUX M3Oenuid Npy oUeHKe CUCTEM MCKYCCTEEHHOTO MHTENNeKTa B Ka4ecTee npo-
rpaMmHoro obecrneveHus, ABNAWErocs MeguUMHCKMM M3devem.

3.2

thain MmeHegxMeHTa pucka: COBOKYNHOCTE 3anUCei U Apyrux AOKYMEHTOB, CO3aBasmMbIX B NpoLecce
MEHeMKMEeHTa pucKa.
[FOCT ISO 14971—2021, nywkT 2.23]

3.3

BbiCliee pyKOoBOACTBO: JIMLO MNK rpynna Nyu, ocyLLecTBNALWMWX PYKOBOACTBO W yNpasneHne Uaroto-
BHUTENEeM Ha BbICLUEM YPOBHE.
[FOCT 1SO 14971—2021, nyHKT 2.26]

4 O6wue TpeboOBaAHNA K MEHEKMEHTY pPUCKa

4.1 Mpouecc MeHeQKMEHTa pMCKa

MaroToBuTens OOMKEH YCTAHOBUTL, BHEAPUTE, AOKYMEHTUPOBATE U NogaepKueaTs B paboyem cocTon-
HWW HEMPEPbIBHBIA MPOUECE:

a) ons naeHTVdrKaLMm oNacHOCTENR 1 ONacHbIX CUTYaLMA, CBA3AHHbLIX C MEAWLMHCKUM N3aennem;

b) onpenenexus 1 OLUEHWBAHWA CONYTCTBYHOLLMX PUCKOS;

C) yNpasneHwa 3TUMKH pUCKamu;

d) MOHUTOPKHIa Pe3yNLTATUBHOCTA MEp NO YNPaBMNeHWio PUCKaMH.

ITOT nMpouect ACIMKEH NPUMEHSTLCA HA NPOTMHKEHWM BCETO KU3HEHHOTO UMKNA MeAVLMHCKOro Mapenusi
W BKNYATL B ceBA cneayolue 3nemMeHThbi:

- aHanma pucka;

- OLEHVBAHWE pPUCKa;

- yNpaBneHWe PUCKOM;

- NEATENLHOCTE HA CTAUW NPOU3BOACTEA WU NOCTNPOU3BOACTBEHHYI) A8ATENbHOCTb.

Ecnu cywecteyer JOKYMEHTUPOBAHHLIM NPOLECE, YCTAHABAWBAKLLWMA CO34aHMe NPoaykLHK B pamkax
HKWNIHEHHOTO LUMKMA, TO OH QOMKEH BKMKYaTE COOTEETCTBYHOWWE YacTh NpoLecca MeHeXMeHTa pLuckKa.

NMpumedaHun

1 lNpouecck! ®KM3HEHHOID UMKNA ONUcaHel, HanpuMep, B pasgene 7 NOCT 1SO 13485—2017.

2 [okyMeHTUPOBaHHLIA MPOLECC B paMKax CUCTEMBI MEHBIKMEHTa KadyecTBa MOXET DbITh WCNONL30BAH 4117 Ch-
CTEMATHMYECKOrD pelleHns EoNpoCoB Be3onacHoCTH, B YacTHOCTM ANA 0DecneYeHusA BOIMOKHOCTH paHHen H,ﬁ,eHTW;bW
KaLMWK ONacHOCTER W ONacHkBIX CUTYaUUA B CNOMHBLIX MBOULMHCKWUX M3Oenuax.

3 CxemaTtnyeckoe NpeacTaBneHue NpoLUecca MeHemMKMeHTa pUcka NpuMBeneHo Ha pucyHke 1. B zasucumocTu ot
KOHKPETHOM CTAAWM MWIHEHHOTD UMKNA OTAENbHLIM 3MeMeHTaM MEeHeDEMeHTa pucka MoxeT BuiTk yneneHo ocoboe
3HadeHne. Kpome Toro, AeATENbHOCTL N0 MEHEKMEHTY PMCKa MOMET DbiTh BbiNONHEHA MTEPaTWBHO MW NO3TAMNHO B
32BMCHMOCTW OT KOHKPETHOIO MEOVUMHCKOro M3genus.
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/r AHanua pucka \

v

MpeaycMoTpeHHoe NpUMeHeHe W 06oCHOBaHHO

NPOrHOIUPYEMOE HENPaBUNEHOE NPUMEHEHWE. 2
WpoeHTbMKaLUA XapaKkTepUcTUK, MMEIOLLX OTHOLLIBHUE %,
K Ge3onacHoCTH. s
WMpoeHTudmral|ua onacHoCcTel U ONacHbIX CHTYALIWA. g
OnpegensHke pucka @
\ O pu / 3

h 4
OueHunBaHue pucka

YnpaeneHve puckom

AHENU3 BOIMOMHOCTEH YNPaBNeHUA PUCKOM.
BrinonHeHwe mep no ynpasneHuio PpUcKoM.
OUeHWBAHWE OCTATOMHOTO PUCKE.

AHaNW3 COOTHOLLEHWA PUCK/NONbL3A.

PUCKM OT BRINONHEHWSA Mep MO YNPaBMEHHIO PACKOM.

k MonHoTa YNpaBneHua prckoM _/

LJ
MeHemKMEHT pucka

MNnaH meHemKMeHTa pucka

h A
OLieHWMBaHKe COBOKYNMHOIO OCTATOYHOIO pUcka

A A
AHanua MeHeKMeHTa pucka

L 4

Ynpaenenue puckom \

OBan nHdopMaLwa.

CBop uHdbopMaLuK.

AHanuz HOpMaLIMK.

\_ TNpsAnpuHvMaemMsie ABIACTBUR

PHC}’HDK 1 — CxemaTtn4Hoe npecragnedHve npouecca MeHe¥MeHTa PUCKa

OUEHKY COOTBETCTBWS OCYLLBCTBNAKT NOCPEACTBOM NPOBEPKY COOTBETCTBYIOLINX [OKYMEHTOB.
[AganTuposano no MOCT I1ISO 14971—2021, nogpasgen 4.1]

Warotosutenio CUW cnegyeT npMeHATH OCHOBAHHLIM Ha yYETE PUCKOB NMOAX04 K BbIABNEHWIO, OLEHKE
W MOHUMaHHI PUCKOB MCKYCCTBEHHOro MHTENNEeKTa, KOTOPLIM OHM NOABEPraTcsA, M NPMHMMATE Hagnexaline
Mepbl N0 YMEHbLUEHWID PWCKOB B COOTBETCTBMM C WX ypoBHEM. Lienb cUCTeMbl yNpaBneHna pHcKaMu 3akmnioya-
eTcA B OKazaHWi uarotoenTeno CUW conencTens B e MHTErpaLUMK B 3HaYMMbIE BU/bl A8ATENbHOCTH 3aKA34YM-
ka. Puckw cnegyet anpegensate Takum obpa3om, YTobbl oHM GbinK CBA3aHBI C uensamMu npumeHenns CUA. Mpu
3TOM HE BCE Uenu WMeloT OTHOWEeHWEe KO Bcem Brgam ncnonesosadma CHMK, v B 3aBrncumocTty oT xapakTepa
NPpUMEHEHUA B HEKOTOPLIX cnyvaax Heobxogumo onpeaenyTs AONCMHUTENLHBIE LEMK.

4.2 OTBeTCTBEHHOCTL PYKOBOACTBA

CTteneHb OTBETCTBEHHOGTM PYKOBOACTBA OMNPBAENEHa B COOTBETCTBMA C NPWBEAEHHOW B
FOCT 1SO 14971—2021 (nogpasgen 4.2).
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Mpu ycTaHOBMNEHWA KPUTEPWEB AOMYCTUMOGTU pUCKa cnenyeT yunThisaTe oTnuuus CHUW oT TpaguumoH-
HbIX MEAWLWHCKWX N3fenii.

Mpumeyvanune — Hekotopsie CHUK moryT npeaocTasnsaTh AONONHWTENLHYH hyHKUWKD PACIUMPEHWS WNK 3ame-
Hb! 0BA3aHHOCTEN, KoTopbie paHee (Dea npumeHedus CKW) Bxoannu B oBazadHocTH nepcorana, noatamy npu Heobxoaw-
MOCTH CNEefyeT YTOUHATL TpeboBaHnA Be3onacHocT.

TpeboBaHusa De3onacHOCTW OOIMKHBI BKMIOYaTL PE3YNbTaThl OLUEHOK OrpaHy4YeH i ¥ Npov3BoavTeNbHO-
ctu CWK, a Tawxe HeobxogumMylo NOAroTOBKY NMepcoHana Ons agekBaTHON peakuun Ha BO3MOMXHLIE oLIMBKK
pabotel CHIA.

4.3 KomneTeHTHOCTL Nepcaxana

KoMmneTeHTHOCTE NUL, BLINONHAKWWX 3a0a4yi MeHepKMeHTa pucka, onpeaensior 8 COOTBETCTBUN C© Tpe-
tosaHuamuK FOCT 1SO 14971—2021 (nogpazzen 4.3).

Inua, BLiNonHAKWWE 3a8a4v MeHEMKMEHTa PUCKa MESMUWHCKMX W3QENUA, AOMKHEl obnagaTte gocTa-
TOYHBIM 06beMOM crelWankHbIX 3HaHWA B KOHKpeTHOM npeameTHon ofnactu, a Take obLMMY 3HaHWAMK O
AaHHbix (Habopax AaHHeBIX), KOTOpLIe UCAONBL3YIDT ANs obyJYeHus W Banuaauun (TectuposaHua) CUA. Momu-
MO Ka4ecTBa [JaHHbIX HEOBX0JMMO NOHUMAaTb KOHTEKCT AaHHbBIX.

NMpumeyarnue — Y nogei cylecTByOT HEKOTOPble WM3KONDrMYECKME Pa3NUYMA, KOTOPblE MOKHO 06bACHWUTE
pasnUHUAMMK B WX demorpachuyeckux XapakTepucTMkax (Hanpumep, NNoTHOCTE TKaHW MONOYHO eneasl). PaapabBoTka
CWM Bea yueta Aemorpachudeckux XapakTepucTUk MOXeT NPUBECTH K HeNpeaHaMepeHHOMY CMELLEHII0 U NOCNeyoLWeH
HekoppekTHoi paGote CHMM.

4.4 MNMnaH MeHeMKMeHTa pUcKa

PaapaboTky nnaHa MeHemMXKMEeHTa pucka OCYLWECTBMAKT B COOTBETCTBMM C MPUBEAEHHBIM B
FOCT I1SO 14971—2021 (nogpasgen 4.4). JononHWTENBHEIE PYKOBOAALUME YKA3aHWA No NNaHy MEHEOMKMEH-
Ta pucka npegctasnedsl B TOCT P 57449,

4.5 ©@ann MeHeKMEHTa pUCKa

PyrkoeogsuKre yrkasaHns oTHOCUTENBHO darna MmeHegmeHTa pucka npueeneHsl B FOCT ISO 14971—2021
(noopasnen 4.5). [lononHuWTeNbHbIe PYKOBOAALLME YKa3aHWS OTHOCWMTENbHO dhafina MeHemxMeHTa pUCcKa B YacTu
nporpamMmHoro obecnedyeHus Kak MeguumuHeKoro wanenua npeacraenedsl B FOCT P 55544,

5 AHanu3 pucka

5.1 MNpouecc aHanu3a pycka

AHanua pucka NpoBoAsT B COOTBETCTEMW ¢ npuBeaeHHbIM B MOCT ISO 14971—2021 (noapasgen 5.1). B
npoLecce aHannaa pucka NpUMeHSsIoT Take nonoxedus MOCT P MCO 31000—2019 (nyHkT 6.4.3).

5.2 MpegycMoTpeHHOe NPpUMeHeHWe U 060CHOBAHHO NPOTHO3MPYeMOoe HenpaBHULHOe
npuMMeHeHUe

[dokyMeHTUpOBaHWE NPELYCMOTPEHRHOIO NPUMEHEHWA W 0BOCHOBEHHO NPOrHO3UPYEMOro HENPaBUINBHO-
ro NpMMEeHeHWRA NpoBoaAT B cooTBeTcTBuK ¢ TpebGosanuamu MOCT 1ISO 14971—2021 (nogpaspen 5.2).

HdononHuTeneHo B paMkax MeHeKMeHTa PUCKa MegMUMHCKUX uadenvin npumeHuteneHo K CU npume-
HAT nonoxeHus MOCT P MCO 31000—2019 (nyHkTel 6.3.1, 6.3.2).

B nononHeHue k nonoxexHuam, npueeaeHHsiM 8 FTOCT P MCO 31000—2019 (nyHKT 6.3.1), ona MeauuuH-
CKUX OpraHusauwi, nenonesywmx CHIA, Heobxogumo pacwmnpuTe cpepy yNnpasneHua puckamm npruMeHeHns
CWMW, cpegy npouecca ynpaeneHus puckamyn CHUW v KpuTepuun OUEHKM 3HAYMMOCTW pyucka ONA NogaepmKm
npoueccos NPUHATHA peleHuid. MNepedyeds pa3paboTki unu npumeHeHna CHUIA gomkeH BbiTh 3a00KYMEHTU-
POBaH W BKMKOYEH B NPOUEce yrnpasBneHusa puckamn MeguLUMHCKOW opraHusaunm uni y narotosutens CAN.

Kpome Toro, cnegyeT yuuTelBaTe LENW U HasHaueHue CUW, paspaboTaHHbix UNW MCNONb2YEMbIX Meau-
LMHCKON opraHuaauven.

dokymeHTupoBaHue npegycMoTpeHHoro npumeHeHus CHIW srnwodaeTt (Ho He orpaHu4uBasTCcsa) cneay-
wowee:

- npenHasHayeHue (Hanpumep, ona QUarHocTUKKY, NpodunakTukKn, Habnwaesns, nevyeHns unu oénerye-
HWA TeveHus 3aboneBaHuin);

i
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- OCHOBHbI@ 32034 (HanpumMep, MHTepNpeTaLna MedULIMHCKUX M30BpakeHnii):

- UENEeBYID rpynny (HANPUMEp, NauWeHTH C NOA03PEeHUEM Ha HAanUYWe naTonoriu);
- YCNOBUA NPUMEHEHWS;

- cNocoBHOCTE K HeNpepbiBHOMY 0BYJYeHID;

- HAnUYWe NPOTURONOKA3AHMIA.

5.3 WpeHTUhMKAUMA XapaKTePUCTHK, CBA3aHHLIX ¢ De30NacHoOCTLH

WaeHTUduMKaLMIo XapaKTepucTuK, CBR3aHHBIX ¢ Be20nacHOCTRI0, NPOBOAST B cOOTBETCTBUY ¢ Tpeboea-
HuaAmu MOCT 1SO 14971—2021 (noapasgen 5.3).

Momumo o6LiKx CBOMCTB, BNMAKLLMY Ha 6e30NacHOCTL U NPOKMABOANTENLHOCTL NporpaMmMHore obecne-
4enun, ocoboe 3Haverve gna CHUW vmetoT Ka4ecTBO W agekBaTHOGTE AaHHbIX (HaDopoB gaHHbIX), UCNONB3Y-
eMbix AnA obydeHua W Banudauuy (TectvpoeaHua) CUW, PesyneTatel BanvgauloHHeIX TecTUposadmin CUN
cneayeT NpoaHanuaMpoBaTth, YTobbl OLUEHWTL PUCKK OLUMBKW B BLIXOAHLIX AaHHBIX, KOTOPLIE MOTYT NPAMO WK
KOCBEHHO MOBNUATL Ha 6830NacHOCTh NaLUeHTa.

[anHble 0ByuYeHWA 1 TECTUPOBAHWA CNegyeT NPOBEPATL HA NPEOMET WX AKTYaNbHOCTU W COOTEETCTBIS
Hame4deHHoW uenu. O6bem Tpebyembix 0BYYaOWMX W TECTOBLIX OaHHbIX (HaGopoB ASHHLIX) MOKET BapbW-
pOBaTLCA B 3aBMCUMMOCTH OT NpeanonaraeMoi @yHKUMOHaNBHOCTU UM CNOXHOCTW oKpyxeHus. Obyqatolime 1
TecToBLle Habopbl OaHHbBIX O0MKHE 0bnagate TaKMMK XapakTepucTMKaMK, kak BanaHc knaccoe, ux pacnpe-
Aenexve W T. A., 4To6bl 06ecneuynTs BbICOKYO NPOrHoanpyemyro cnocobHocts CUN.

Habopbl ganHeix  ans  oby4eHns W TECTMPOBaHWSA [OOMXHLI  COOTBETCTBOBaTb TpeboBaHwsmM
rOCT P 59921.5.

5.4 NpeHTudhmKauMA oNnacHOCTER M ONacHbIX CUTYaUWi

WMoeHTHduKayWio onacHoCTER W ONACHBIX CUTYauuld NPOBOAAT B COOTEETCTBUMM C TpeboBaHWAMMK
MOCT I1SO 14971—2021 (nonpasnen 5.4).

WaroToBuTenb AomkeH WOeHTUDWLUMPORAaTL U OKYMEHTUPORaTE BLISBMNEHHLIE U MpeanonaraemMsie pu-
cku. Ana CUW npegnonaraemeiMy prckamu MCNONb30BAHWA MOTYT ABNATECA Creaylouwne;

- OWKBKK 3KCNNyaTaUWKM (HEKOPPEKTHO 3af0aHHLIe NapaMeTpbl MOTyT NOBNUATE Ha paGoTty CMM v npu-
BECTH K HeXenaTenbHbIM NOCNeACTEUAM ANS NPUHATOrO PelleHus Bpada W, kak cnegcTeue, AnA nayueHTa);

- HEKOpPeKTHas HacTpoika GanaHca mexay YyBCTBUTeNBHOCTLIO W cneunduyHocTeo CUK (MoxeT npu-
BECTM K OWMBOYHEIM peayneTataM paboTel ClAKM v noTeHuUansHo K NPONycKy AWarHoaa unv ero U3MeHeHu );

- CNO¥HLIA (KOMNNEKEHLIR) Au3aiid uHTepdeica CU (MOXeT NPUBECTU K NPeas3aTocTh UNKM YpeaMep-
HOMY HeHaanexallemy BAUMAHWI0 Ha MedUUMHCKUA NepcoHan B Ka4ecTBe NonbL3osaTens);

- npuMeHeHre CUI He No HazHaYeHWHo.

NMpumeuaHue — MpeanonaraeMbie PUCKK HE OrPAHNYUEIOTCA BLILLENEPEYMCIEHHBIMMN.

Mpu BO3HMKHOBEHUW NpegnonaraemelX PUCKoB npu akcnnyatauun CHMW MeguuMHCKUM opraHuzaumsam
HeobXxoAUMOo HanpaenATe MHAOPMAaLUMI O BO3HMKLIEM CODbITUM M3roTOBUTENIO NOCPedCTBOM 3apaHee onpe-
AeneHHbIX BUAOE KomMmMyHukauuu (oBpaTtHoit ceasu). MaroToeuTens B cBo ovepenb o6sa3aH oTpaxaTk OaH-
HYH MH(POPMALMIO B OTHETE MO MOHWUTOPKUHTY paboTel CMW ans perynupyowiero opraqa.

5.5 OnpeneneHne pucka

OnpenensHne pucka NpoBOAAT B COOTBETCTBUKM ¢ TpeGosanuamu FOCT ISO 14971—2021 (noppas-
nen 5.5).

C uensio aeHTUMUKaLWKU (onpefeneHua) pucka npumeHsawT nonoxedwa MOCT P MCO 31000—2019
(nyHKT 6.4.2).

B pononHeHue k nonoxeHuamM, npueegeHHeim B FOCT P MCO 31000—2019 (nyHkT 6.4.2), npu onpege-
nexun pucka Heobxooumo y4uTbiBaThL cneayrulee:

- aHanu3 pMCKOB BKMIOYAEeT OUEHKY PMCKOB, CBA3AHHEIX C MEQULWHCKMM W3genvem (PUcK onpegensioT
KakK co4eTaHue BepoATHOCTU NPpUYMHEHWA Bpeda U TAMECTH 3TOMo ape,qa};

- CU umewT mHOro oblwmx xapakTepucTVK C CUCTEMaMK, HE OTHOCHAWMMMCH K WCKYCCTEEHHOMY WH-
TENMNEKTY, N HA BEPOATHOCTE NPUYMHEHWA NOTEHLMANLHOMO Bpeaa BNWAKT Takue hakTopsl, Kak HanemHocTe
annapaTHoro ofecneyeHus W yAobBCcTBO UCNONbL30BaHWA (Kak U B cryyae ¢ ApYriMy pUCKami, CBA33HHbIMK C
nporpaMmMmHeIM obecneyeHnemM, BEPOATHOCTE HenporHosupyemoro noeegeHna CUW cnowHo ougHnTe, 1 K HEn
cnegyeT OTHOCUTECHA TaK XKe, Kak W K cboam nporpaMmmHoro obecnedyeHns);
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- MCX0O8 U3 BbIABNEHHbLIX PUCKOB MOMYT I'IO'FpEEDBEITbCH O0NONHATENBHBIE MEPONPUATHA NO OLIEHKE pU-
CKOB.

MpumevwaHuns

1 Boamo¥HOCTE 4peamMepHoro AoBepua K peaynetatam pabortel CUA maoxkeT npueecTu k HeobxooumMocTy aononHu-
TEMNbHBIX OLEHOK PUCKOB uenonbaoBaHns CAM.

2 BepoATHOCTE HM3KOMD Ka4ecTBa HAabOPOE AaHHBIX (HanpuMep, HecGanaHCHPOBAaHHLIE OaHHLIE) MOXET NPUBECTH
K NOBLILUEHHOW BEPOATHOCTM PHCKOB B npougecce pabotel CHIN.

3 Cnepyet yunTeiBaTh BoamoxHoe enusHue CHM Ha meguuuHckve yeTpoicTea.

6 OueHnBaHue puUcka

6.1 O6wme NnonoXxeHUA

[ns kakaol UaeHTUGULMPOBAHHON ONAacHOR CUTYaLMKM M3rOTOBUTENE AOMKEH OUEHWUTL PUCKM, KOTO-
phie Y¥e onpeaenexsl, v YCTaHOBUTh, ABAAETCA M PUCK JONYCTUMBIM, UCNOMb3YS KPUTERPUM OONYCTUMOCTU
pUCKa, YCTAHOBMNEHHbIE B NNaHe MEHEKMEHTa pucka.

Ecnu puck sBnAeTcAa AONYCTUMBLIM, TO OTHOCWTENbLHO 3TOW OMAcHOW CUTyauWuu, YCTAHOBMEHHbLIE B
7.1—T7.5 TpeboBanva HE NPUMEHAIOT (T. €. NEPEXOQ HEMOCPELACTBEHHO K 7.6), U OUEHEHHbBIR PUCK JOMKEH
ObITE PACCMOTPEH Kak OCTATOYHBIA PUCK.

Ecnu puck ABNAETCA He[oNyCTUMbIM, TO M3TOTOBWTENb AOMBKEH DCYLIECTBMTL AeATENLHOCTE N0 ynpas-
MIEHUI0 PUCKOM, YCTAHOBNEBHHYI0 B 7.1—7.6.

PeaynetaTel 37010 OLEHWBAHWA PHUCKE SOMKHEI DBITh 3@perncTpupoBaHsl B thaine meHeqKMeHTa pucka.

OueHky COOTBETCTBWSA OCYLIECTBNAIT NOCPedCcTBOM NpoBepku daina MeHempKMeHTa pucka.

[FOCT I1SO 14971—2021, pasgen 6]

Onsa KOMNOMNEeKCHOrO AaHanuaa pucka npuMmedsoT Takke nonoxedusa FTOCT P MCO 31000—2019
(nyHKT 6.4.3).

6.2 OueHKa nocneacTeMn

lNpw oueHke NocnNeacTeul, BEIABMEHHEIX B XOAE OUEHKN PUCKOB, M3TOTOBWTENE AOMKEH NPOBOAWTE pa3-
NUYMe Mexay oLeHKoW BO3OeWCTBMA Ha OTAENbHbLIX MWL (MepcoHan) v oUueHKoW BO3OeRcTBUA Ha obluecTBO.

AHanWa3 BO3NEACTBKUA AOMKEH ONPEAensaTh CTeNeHb BO3AENCTBMA W YUUTLIBATL CReayOLMe aNeMeHTbI:

- KPUTWYHOCTE BO3OENCTBUA;

- MaTepuaneHele 1 HEMaTepuarnkHbsle NOCNencTENA;

- KPUTEPWUK, UCTIONB3YEMBLIE ANA ONpefeneHns BO3OdenCcTEUA.

AHanu3 BO30eWCTBWA Ha OTAENbHbLIX NWU JOIMKEH ONpefendTk CTeneHb BNUAHWA pa3paboTku u/unu
ucnonesogadua CU uarotoeutenem vnu MeauuMHCKOR opradmzaunen. [JomkHsl BelTe yYTEHBl cregylowme
ANEMEHTHI:

- TUMbI AaHHBIX, NCMOMb3YeMbIX OTAENBHBIMK NKULEMMW,

- NpPOrHO3upyemoe Bo3aencTerne paspaboTkM Mnu npumeHeHns CHUIA;

- NOTEHUWANBHOE BNWAHUE NPEAB3ATOCTW HA OTAENBHOMO YenoBeka;

- NOTeHUWanbHoe BO3OeMCTBME HA OCHOBHbIE NPaBa, KATOPOEe MOXET NPUBECTY K MaTEPUANBHOMY W He-
mMaTepuansHomy yiepby Ana oTheneHoro nuua;

- Be3onacHoCTb OTASNLHOMo NUUa;

- KyNLTypHaa cpega MHOVBMOA (KOTopas MOMET MOBMWATL Ha TO, KaK CcnpefenseTcda OTHOCWMTENbHDoE
Bo3felcTeue).

AHanus Bo3fefcTBHA Ha 0BLWECTRO AOMKEH ONpenensTs Ty CTEMEHB, B KOTOpo# oBLecTRO MoxeT BbiTh
3aTpoHyTo pa3spaboTkon w/unu ncnonbiaoeanvem CHIA meguuWHcKkon opradusauunen. [omkHebl BeiTh yHTEHb
cneayiowme afieMeHThbl:

- Macwrab so3fencTema Ha oblecTro (Hackonkko Wkpok oxsaT CHUW pasnuyHbIX rpynn HaceneHus), B
ToM uucne ana koro CUK npumeHsaeTea Unu npeaHasHadeHa (Hanpumep, ee UCnonb3oBaHUe NPaBUMTENLCTEOM
noTEHUMANEHO MOXKET okazaTh Bonbluee enuaHMe Ha oBLWECTRO, YeM YacTHoe 3aJefcTBORaHME);

- kakum obpasom CHUW BnvAer Ha couunanbHbie W KyNBETYPHLIE LLEHHOCTK, KOTOPBIX NPpUOEpKMBanTCS
pasanuYHble rpynnsl HACENEHWA (BKNIOYAA KOHKPETHbIE cnocobel, koTopbiMin CUK younueaer unu ymeHswaet
paHee CyllecTBOBaBLIME MOAENW NPUHMHEHNA BPeada PasHbeiM counankHeIM rpynnam).
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6.3 OueHKa BEpORTHOCTH

Warotoeutens CHIM gonxed ougHUTE BEPOSATHOCTE BO3HUKHOBEHWA cOBLITUI 1 pe3ynsTaToB, Bel3kbiBalD-
wux pucku. BeposTHoCTs MoxeT BbiTh onpefeneHa no Ka4YecTBEHHON MnNu KONUYeCTBEHHON LWkane. BeposTt-
HOCTh MOXET 38BMCETL OT CNEOYHLLWNX NPUHHH:

- TUNOB, 3HAYUMOCTH U KONWYECTEa UCTOUYHWKOB PUCKA;

- YaCTOTh!, CYLLECTBEHHOCTH W PAcnpoCTPaHEHHOCTU Yrpo3s;

- BHYTPEHHWUX (DaKTopoB, TakuX Kak 3thdeKTMBHOCTb NOMNWTUKKA W NpoLeayp 1 MOTUBALIWMA BHYTPEHHWUX
YHaCTHWKOB,

- BHELWHWX (hakTopoB, TakUX Kak reorpadwa U Apyr1ue couWanbHele, IKOHOMWYECKHWE U 2KONOrM4ecKne
npobnemel;

- 3hHEeKTUBHOIO (CMAMYAILWErD) UNK HEPE3YNETATUBHOTO KOHTPONA.

OpraHusauusiM cnegyet BKMoYaTh PACHeThl BEPOATHOCTM TOMbKO B TEX CNY4Yasnx, KOrAa oHW NpUMEeHUMbI
W NOMesHel ANA onpedeneHns rpadnly UCnonNk30BaHrns MeTOACE OLUEHKK prckoB. MoryT BOZHUKHYTE 3HAYUTENL-
Hble TEXHWYECKMEe M 3KOHOMUYECKWEe 3a0a4M, CBA3AHHLIE C NPWHATUEM pelleHWd HA OCHOBE BEPOATHOCTEN,
0co6eHHO KOrAa BepOATHOCTL HE MOMET ObiTh pACCYUTAHA UMK pacyeT UMeeT 3HaYUTenbHY 0 NorpelluHOCTb.

6.4 OueHKa HafeXHOCTU U3TOTOBMUTENEN CUCTEM WCKYCCTBEHHOIO MHTENNeKTa

[pw oueHKke pucka crnedyeTt NPOBOAMTE OLEHKY HaaewHocTy uarctoeutena CUWM, npurogHoctu CHW K
VCMNONb30BaHWUI0 B KOHKPETHbLIX YCIOBWAX, COOTBETCTBMS 3aAENAEeMblX NapaMeTpos Banugaunn (Npw oueHke
achdekTueHocTH) CHN.

OueHka HagexHocTi uarotoeutena CUU nonxHa BbiTh OCHOBAHA Ha CNEAYHLWMX KPUTEPUAX:

- Hanu4yue NpodieccUoHanbHLIX HABEIKOB W onbiTa paboTel ¢ CUN,

- HAanNW4yKe 3HaHWK B oBnacTn aTHMKW U Npae YenoBeka B KOHTeKcTe uenoneaceaHna CUW e cchepe agpa-
BOOXpaHeHus (kak MeguUWHCKOro u3aenus);

- cobronenue craHaapTos KadecTsa v DeaonacHocTy npw paspatotie CHUN;

- HanWyue JOKYMEHTOBR O rocyaapcTBEHHON perucTpauuy PUANWYECKOro Nuua Ha TeppuTopun Poccuin-
ckol @egepalu;

- HanW4Me JOKYMEHTOE, NOTBERXOatowWwnx pa3paboTky 1 (MNK) Npaeo Ha NPedoCcTasleHne B MCNonb3o-
BaHue npegctaeneHHoln CUN.

OueHky HagexHocTu narotoeutens CUM nposoasT nytem:

- aHanW3a JOKYMEeHTauuK W cepTUWKaTOB COOTBETCTEUA (NPOBEDKW HANWYWA W aKTyansHOCTW CEpPTH-
thukaTos cooTBETCTBUA cTaHdapTam He3onacHoCTH MHOPMALKUKA U 3alLUUTEl OaHHbLIX);

- OLIEHKW Ka4YecTBa yrnpaeneHns pyuckaMmu (MCcrnefoBaHna MeEXaHM3MOB MAEHTUGMKALUMKW, OLUEHKW W KOH-
TPONs PUCKOB, CBA3AHHLIX ¢ uenone3ceadiem CHMIM B 3apaBooxpaHeHni, BRNDYAEA NPOUEAYPEl BHYTPEHHETD
ayauTa u MOHWTOpUHra);

- U3YYEHWH UCTOPUW K PenyTauuyd KOMNaHWK (aHanuaa oT3LIBOB KNWEHTOB, NAapTHEPOB W KOHKYPEHTOoR,
a Takke y4acTtua B cyaeGHbIX Npoueccax, CBA3aHHbLIX C HapylleHwam npae notpebutenein wnu Hegobpoco-
BECTHOWM KOHKYPEHUWEN);

- BKCMEPTU3bl TEXHWUYECKOrC YPOBHA W KBANNMMUKaUWMK NepcoHana (OUeHKW YPOBHA 3HAHWA W onklTa Co-
TPYAHWKOE),

6.5 OueHKa NPUroAHOCTN CUCTEM WCKYCCTEEHHOFD WHTENMEKTa K UCNONELI0BAHWIO B KOHKPETHLIX
ycnoeuax

MNpu ouexke npuroaHocTM CUM K MCNONb30BAHUKO B KOHKPETHbLIX YCNOBWAX, BKNOYas onpeaeneHHbIe
Moaenu MeanuUmuHekoro obopynoBaHns, peKOMEHAYETCS BbINONHUTL CNeayuine NencTsus:

- NPOBECTK AeTanbHelM aHanua TpeboBanui v cneundmnkaymin meguumHckoro obopyaoBsaHva . y4eTom
er0 TEXHWMYECKNX XapaKTepucTUK, CTaH4apToE 6e30MacHOCTV M PErynATOpPHLIX TpeboBaHui;

- OLIEHWTb GTENEHb COBMECTUMOCTH CUM ¢ CylllgcTBYIOWMMK GUCTEMAMIW M NPOLECCAMIW B 3ApaBoOXpa-
HEHUMW, BLIAIBUMB NOTEHUWANbHBLIE Npobnenbl B3auMoaeicTBus;

- NPOBECTH TEXHUYECKUE UCMLITAHWA C Lenbio 0NpeeneHna COOTBETCTBUA XapakTepUCTUK MEULMHCKO-
ro uagenus TpeboBaHuAM HOPMaTWBHOW OOKYMEHTAUMKM, TeXHWHEeCKOW W 3KCNNyaTaunoHHOW SOKYMeHTaunm
NPoOU3BOOWMTENSA U NPUHATKUA NOCMEAYIOLIEro PELIEHWS O BO3MOXHOCTY NPOBEOEHUS KNUHWYECKUX UCTBITAHWUMA;

- NPOBECTH KMUHWYBCKUE WCTBITAHUSA (NPW 3ABEPLUIEHHOM NPOBEAEHWA TEXHWYECKMX MCMBITAHKIA), KOTO-
pele NpeacTaensioT coboi paapaboTaHHoOe K 3annaHMpoBaHHOe CMCTeMaTUYECKoR MCCneqoBaHne, npeanpu-
HATOE Ans oueHky GeaonacHocTh v AaEKTMBHOCTY MEQVLWHCKOIO U3aenus;

- OUEHMWTE PUCKM ONA KOH(MWASHUNANEHOCTU NEPCOHANBHBIX OaHHLIX NaUWEeHTOB.
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6.6 OueHKa COOTBETCTEUA 3aABNAEMbIX napameTpoB AWarHocTUYeCKON TOYHOCTU CUCTEM
WCKYCCTBEHHOTO MHTENNeKTa peanbHbiM

OCHOBHbLIM WHCTPYMEHTOM OIS OUEHKW COOTBETCTBMA ABMAKTCA MeTodbl CTATUCTMYECKOro aHanuaa.
cnonb3oBaHWe TakWx METOLOB NO3BOMAET CPABHUTEL pesyneTaThl paboTel CWIA ¢ gaHHBIMK, NONy4YeHHBIMK
8 XOAe NPOBEfEeHMs KMUHWYECKUX MCNBbITAHWIA UNK B npouecce skcnnyatauumu CUMW. B zasmcumocTi oT pe-
waemoin CMW 3aga4n moryT BbiTs NPUMEHEHE! PasnUYHele COMETaHWA NapaMeTpoB Banvaaunn (MpK oLeHKe
achheKTUBHOCTH), HANPUMED: @Hanua XapakTepucTUYECKOW KPWBOW W onpegenexHve koadduuveHTa corna-
COBaHHOCTM KnaccuduKkauuia u T. 0. Takue OCHOBHbIE NOKasaTenu, Kak YyBCTBUTENLHOCTL, cneuudnyHoCTb,
nnowage Nog XxapakTepucTMYecKon KPUBOM, AONKHEl BbITe UCNONL30BaHE! ANA XapakTepUCTUKW KaKaoro Ti-
nosoro aenctens CUIA.

Mpw cueHke pucka CHWKEHWA NapaMeTpoB Banuhauun (NpW oueHke aheKkTUBHOCTW) NPH BHEQPEHWK
CKM B HOBLIX YCNOBMAX NMPUCTANbHOE BHUMaHWe HeoDXogMMO yOenaTs credyoWwmum acnekram;

- aHanuay WaMmeHeHwWid napametpok eanvgayun CUI B HOBEIX YCNOBUAX WCNONL30BAHWA, BKIOYAR OKPY-
ALy cpedy, npoueccsl paboTel U NOBEAEHME NONL30BaTeNen;

- aHanusy ycnoBui npumeHerns CUA.

Mpumevyanune — HMeneiryemble CUW cneayet Menonk3oeate No LENEBOMY HAZHAYEHWKO B PAMKAX TUNOROM
NpoM3BOACTBEHHOMO Npouecca. [Mpouedypsl, BeinonHAeMsble ¢ npumeHeHvem CHUKM, oueHUMBaOT © NO3vLM NpoW3BOOM-
TENBEHOCTH W KAYecTBA. MaroToBuTenko cneayeT NpenycMoTpeTs Mepkl NoO MUHUMKW3AaLMKM DUCKOB W ofecnedeHuo Besonac-
HOCTH {GESBPG,D,HDCTP'I AnA NaureHToB W UX 3aKOHHBIX npe.acraameneﬁ} NpoWU3B0OCTEEHHBIX NPOUSCCOB,;

- MOHWUTOpPKHrY paBoTel CUW nocne BHeapeHns B HOBbIX YCNOBKMAX ANS CBOEBPEMEHHOMO BLIABIEHUA 1
KOPPEKTUPOBKM BO3HWUKAIOLMX 3aa4, MUHUMMU3ALWNA PUCKOB CHWKEHUSA napaMeTpoB BanuaaLm.

7 YnpaBneHue puckom

7.1 AHanKUz2 BO3IMOXHOCTENW YNpaBNeHWA PUCKOM

AHanus B03MOXHOCTEN YNPaBNEeHWs PUCKOM NpoBoaAT no npeacrtasnedHomy 8 FOCT 1ISO 14971—2021
(noppazgen 7.1).

B pawmkax aHanw3a Bo3MOXHOCTEW YNpaBNeHWsa PUCKOM Credyet yYecTb KOHTPO/b kavecTea HaGopos
[aHHbIX. ¥YNpaeneHue pyckamMmu, CBA3aHHLIMK G KAa4ecTBOM Habopoe gaHHbIX, BKMYaKT B ceba gedcTeus Ha
NPOTAXEHWW BCErD XM3HEHHOTO UMKNa OaHHbIX, TaKMe Kak NPOBEpKa MoMHOTLI, NPaBUNLHOCTWM U COrNacoBaH-
HOCTH [AaHHbLIX, 8 TaKKe NPOBepKa TOro, UTO AaHHbIe ABNATCH Haubonee penpeseHTaTUBHbLIMK Ha AaHHbIN
MoMeHT ans gadHon CHK,

7.2 BbINonNHEHWe Mep No yNpaBneHuio pucKamm

BuinonHenHwe wMep MO YNpaBneHWd pUCKaMK MPOBOOAT B COOTBETCTBMM C  TpeGoBaHuaMu
MOCT I1SO 14971—2021 (nogpasgen 7.2).

JononHuTenbHbie PYKOBOASLIME YKA3AHWSA OTHOCUTENLHO YNPABAEHUA pUCKaMW B nporpamimHom obe-
crneY“eHu MeauUMHCKKMX uagennid npeactaenedsl 8 FTOCT P 55544—2013 (pasgen 6).

7.3 OueHMBaHWE OCTATOYHOrO pUCKa

OueHWBaHKe OCTATOMHOTO PUCKa NPOBOAAT B COOTBETCTBMKM ¢ NpuBeaseHHsIM B FTOCT ISO 14971—2021
(nogpasgen 7.3).

Mpu oueHMBAHWK OCTATOYHOrO pUCKa MPWMEHAT Tawke nonoxeHus FOCT P UCO 31000—2019
(nyHKT 6.5.2), MTOCT P 55544—2013 (noppasgen 6.4) u TOCT P 57449—2017 (pazgen 5).

BapuwanTtel 06paBoTkn puckoB, onpegenelHbie warotoentenem CUW, gonxkHel BeiTe pazpaboTaHdbl TaKUM
oBpasom, 4ToBbl CHU3WUTE PUCKM A0 NPUEMNEMOro ypoBHA. Ecnn BeiscHUTCA, 4To Tpebyemoe CHUKEeHne pucka
He MOMXET BbiTe JOCTMIHYTO NyTem NpUMEeHEeHWs pasnuyHbiX BapwaHToB 0bpaboTkn pWCKOB, W3rOTOBMTENB
CWI ponkeH NpoBOAMTE AHANWA PUCKOB W BRIFOS ANA OCTATOYHEIX PUCKOB.

7.4 AHanus COOTHOLLEHWA pUcK/Nonb3a

AHanNWa COOTHOLEHWA PUCK/NONbL3a NPOBOOSAT B COCTBETCTBMK ¢ TpeBoaHuamn MOCT ISO 14971—2021
(nogpaznen 7.4).
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7.5 Pucku, BoZHUKaOLWWe BCNeACTBWE BbIMOMHEHUA mMep no ynpaBneHW pUucKom

AHanu3 pyucKos, BOZHWKAKLLKWX BCINEACTBNE BhINOMHEHWA Mep Mo YNPasrieHuid PUCKOM, NPOBOAAT B CO-
OTBETCTBUM C NpuBegeHHeM B OCT |SO 14971—2021 (noapasgen 7.5).
JdononHuTenbHble pykoBoasaWMe yKka3aHua npueenedsl B FOCT P 55544—2013 (nogpasnen 6.6).

7.6 NMonHoTa ynpaBneHnMa puCcKom

WaroToBWTENE gOnXKeH NPoOBOAWTE aHaNW3 AEATENBEHOCTU NO YNpaeneHnio puckamy ¢ uencto obecne-
YEeHHS PAacCMOTDEHWS BCEX PUCKOB OT BCEX MAEHTUMMUMPOBAHHBLIX ONACHbLIX CUTYaUMWRA, a TaKkcke 3aBeplleH-
HOCTK BCel AeATENbHOCTA N0 YNPABINEHWI0 PUCKOM.

Peaynbratsl 3100 aHanuaa AomkHbl BbiTe 3aperncTpupoBaHsl B ailne MeHeKMeHTa prcka.

OueHKy CoOTBETCTBMS OCYLLECTBNAKT NOCPeacTBOM NpoBepky daina MeHeMKMeHTa pUCKa.

[MOCT IS0 14971—2021, nogpasnen 7.6]

TecTupoeatue pabotbl CHM Ha Hann4KMe TexHonorndecknx 0edeKToB BKNIOYAET perynapHyo Nposepky
CWK ans eoiseneHus cboes B pabote, HECOBMECTUMOCTN C MHBIMKM CMCTEMaMW, HECOOTBETCTEMA (DYHKLKMO-
HanoHeIM TpebosaHUaAM, NpeabLABNAEMBIM W3roTosuTenem Kk CUA,

OueHka npon3sogutensHocTy paboTel CUW BrNKYaeT OueHKY BPEMEeHW BbIMONHEHWS KNOYeBblx one-
pauui, noTpebneHua pecypcoB (UeHTpanbHbIA Npoueccop, NaMaTe), a Takke HarpyodHoe TecTMpOBaHKe B
YCNOBUAX PEanLHOW SKCNnyaTaumu.

[ns oBecneyeHns HenpepbiBHOW paboThl MEAWUMHCKUX OpraH1saunin nponasoguTensHocTe CUI gomx-
Ha COOTBETCTBOBaTE TPeDOBaAHKMAM, YCTAHOBMNEHHLIM M3rOTOBUTENEM,

C uensto MUHUMU3AUWKM pUCKOB HeoBXxoauMo NPoOBOAWTE PerynsapHLIe NPOBEPKH HAa YA3BMMOCTL, TECTH-
pPOBaHKe Ha NPOHMKHOBEHWE M OLEHKY COOTBETCTBUWA cTaHgapTam 6e3onacHoCTH OaHHbIX.

HeobBxogumo obecneuynsaTth WWdPoBaHWE JaHHLIX W cOBNaeHWe CTaHOapToOR KOHUOEHLMANEHOCTH.

7.7 CooTBeTCTBHE BLIXOAHBLIX napamMmeTpoB DHEOTbE CHUCTEeM MCKYCCTBEHHOINO MHTENNEKTa
JKCNEPTHOMY MHEHWHD Bpa4da

B xope oueHkW ucnonsaoeaHua CUKM HeoBxogumo NpoBOAWTE aHanWa YacToTkl M YCNOBWIA MCMONL30-
BaHua CUWM meguuMHcKMMK paBoTHUKaMK (Bpadamiu) 008 BHIABNSHWA 3a4a4 NpUMEHEHWA W UMHTerpauuu B
KNUHWUYECKNE NPOLECChI.

Taioke Heobxogumo nony4aTte obpaTHyio CBA3k OT MeAUUMHCKUX paboTHWKOBE (Bpa4ei) Ans OTCrexuea-
HWs cocTosAHuA paboTtel CHN.

C uUenbio MUHMMU3aUUK puckoB wcnonb3oBaHna CUWM pekomeHgyeTcs nposefeHne perynsapHbiX Tpe-
HWHFOB A8 MEAWUMHCKOrD NepcoHana (epaYei) no nenonsaosanuio CHUN,

Ons noeeiweHna yaobetea v adpekTUBHOCTU Menonb3osanua CUWIA B kKNMHUMYECKOW npakTuke aganTa-
umio CUA nporoaaT Ha ocHORe 0BpPaTHON CBA3KM OT MeaAuUMHCKMX paBoTHUKOR (Bpadert),

8 OueHnBaHne COBOKYNHOrO OCTAaTOMHOrO pucka

OueHnBaHMe COBOKYMHOIO OCTATOYHOIO PWUCKa MPOBOAAT B COOTRETCTBMM €  TpeBoaHusmu
FOCT ISO 14971—2021 (pasgen 8).

JononHuTensHLIe PYKOBOOAWME YKA3aHWA OTHOCMTENLHO NpOrpaMMHOro oGecnedeHns MeguUUHCKMX
wznenuii npegctaenedsl 8 FTOCT P 55544—2013 (pasgen 7).

9 AHanu3 MeHe)KMeHTa pucka

AHanua nnada MeHeQKMeHTA  pWCKa NpoBOOAT B COOTBETCTBMM ¢ TpebosBaHuamM
FOCT I1SO 14971—2021 (pasgen 9).
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10 JeaTenbHOCTbL HA CTaAUMU npou3BoancTBa U NnocTnponaeoacreeHHan
AeATeNLHOCTL

10.1 Obwme TpeboBaHuA

Co3gaHue cuctembl akTMeHoro cbopa v aHanw3a vHbOPMauuKM, OTHOCAWERCA K MeQUUMHCKOMY W3-
OEeNUKD, Ha CTaAMAX NPOW3BOACTBA W MNOCTNPOM3BOACTBA NPOBOAAT B COOTBETCTEBMWM C TpeboBaHuamM
FOCT IS0 14971—2021 (nogpasaen 10.1).

JdononHuTensHble pyKOBOAAWME yKa3aHWa OTHOCHTENEHO MporpammHoro obecnedeHns MeguuuHCKUX
nagoenwid npegctaenedsl 8 FTOCT P 55544— 2013 (paagen 9).

10.2 C6op uudcopmayum

Cbop WHopmaLK OCYLWBecTENAKT B COOTBETCTBUM C npeactasnenHsiM 8 NMOCT I1SO 14971—2021
(nogpazgen 10.2).

BesonacHocTe W adhdhekTueHocTe CU Heobxoaumo oueHWBATE TaKKe B pamMKax KW3HEHHOTO LMKna
nocne Nony4YeHus PerucTpauroHHOro YOoCTOBEPEHWA, B TOM YUCNE NYTEM NPOBEAEHUA MOHWTOPWHIA B COOT-
BeTcTEMM c [1]—[3].

HabBopkl ganHeIX nexar B ocHose pa3pabotku CUW, a Tawke ABNAIOTCA HEOTEEMMNEMO YaCTh0 OLEHKK
ka4ecTea CMW B npouecce vx BHeapeHWs W Wcnonk3oBaHuA. Owubkn u aedhekTsl Npu cozgaHuy HABopoB
A@HHbIX HaNpPaAMY0 BOUAIOT Ha Ka4ecTBo Kak camvx CUMIA, Tak v Ha Ka4ecTBO UX OLIEHKW NMPW TECTUPOBAHWMMW U
MOHWTOPWHIE.

K owunBram v HegocTaTkam HaGopOB JaHHbIX, MOBLILLAKWMUM PUCKW Ha CTaguAX MM3HEHHOro uukna
CWW, oTHocaT cnegyowue:

- OTCYTCTBME CTaHAAPTU30BaHHOM AOKYMEHTaL UM U TEPMWHONOMMK KaK B Npouecce nogrotoekyn Habopa
AaHHbIX (TEXHWYECKoe 3adaHune, TpeboBaHKusa, pernamenThl, MHCTPYKLMW W T. 4.), TaK 1 yxe rotosBoro HaGopa
nauHbix (conposoguTensHas uHopmauma — readme-caiin, kaprouka Bubnuorekn Habopos AaHHbIX);

- OTCYTCTBWE NPOBEepKn KayecTea HabopoB AaHHBIX (KOHTPOME KPWTEPWMEB BEKMIOYEHWA/HEBKNIYEHWS,
aybrnivkatoe, gedeKkTos, NPONYWEeHHbLIX W HEKOPPEeKTHLIX 3Ha4YeHnn, banaHca Knaccos);

- OTCYTCTBUE AEUASHTUMUKALIMK UMW YACTUYHAR AEWOEHTUdUKALUS OaHHBIX;

- OTCYTCTBME UMK HeKkoppekTHoe oGocHoBaHne obbema euibopkn u BanaHca knaccos Habopa AaHHbIX;

- HepenpeseHTaTMBHEIA ANA Uenesol nonynAuvm Habop AaHHbIX;

- HECOOTBETCTEYHOLWAA uenesomy npuMmeHeHnio CUW sepudmkaumna Habopos AaHHbIX;

- oTcyTcTBMe BHewHen sanugauun CU Ha HabBopax gaHHbIX.

Cnocobbl MUHMMUZALWN PUCKOB NPKU paspaboTke n NpUMeHeHU HabopoB AaHHbIX:

- pazpaboTka cTaHAapTU30BaHHBIX METOAONOMMIA hopMUPOBaHWS HAGopOoE AaHHLIX (cM. [4]);

- pa3paboTka cTaHOapTU30BaHHbIX WabnoHoB, QOpM, YEK-NIMCTOB, PErnaMeHToB, UHCTPYKUWK AnS co-
NPOBOXAEHWA Npouecca co3daHusa U MCNonL30BaHnA HabopoB OaHHbIX;

- UCNoNb3OBaHWE CTAHOAPTUAIOBAHHBLIX CTPYKTYPUMPOBAHHBLIX HAMMEHOBaHWI HabopoB AaHHBIX C yKa3a-
HWEM KMNIYEBbLIX NapaMeTpos (cMm. [5]);

- UCMONb30BaHWE WHCTPYMEHTOB yNpaeneHus (awarpamma [aHTa w gp.), B TOM Yuchne cneuuannanpo-
BaHHBIX, TAKWX Kak peecTp HaGopoB AaHHLIX (oM. [6]);

- AeWOeHTUPUKaUMA JAHHBIX, B TOM YMCNe ¢ NPUMEeHeHWeM cneunansHoro nporpaMmmHoro obecneve-
HWS, B COOTBETCTBMU C ASWCTBYHOLMM 3aKOHOAATENbLCTBOM;

- CNeUManu3upoBaHHoe cByyeHHe NepcoHana, yuacTBYLEro B NpoLeccax CO3gaHuA W WCMoNL30BaHWA
HabopoB AaHHLIX;

- CO30aHME aBTOMAaTH3MPOBAHHLIX CPEACTE KOHTPONA Ka4ecTBa OaHHbLIX M TecTuposaHua CUK;

- cTatucTudeckoe obocHoeaHWe pasmepa U cocTaea Habopa OaHHbIX B COOTBETCTBMKM € NpUMHUMOAMM
NOKa3aTenbHON MEAULWHBI;

- NPUWBMNEYEHNE KOMMNETEHTHOTO MepcoHana Ans KOPpPeKkTHoW cdhopMmynupoBku Heobxoawmbix Tpebosa-
HWW, pAUMOHaNEHOTO NNaHWPOBaHWA BCEX NPOLECCOoB U obecnevyeHun KadecTea Habopa AaHHbIX;

- NpoBefeHWe BanuaauMoHHbIX TecTposaHmii CMIM Ha HaGopax gaHHLIX, a Takke UCNONb3oBaHWe Ha-
6OpOB AaHHbIX U3 OTKPBITEIX UCTOYHUMKOR (BUBNUOTEK).

10.3 Ananu3 nHpopmauumn

AHanua vHopmauui NpoBogaT B cooTeeTcTBuKM ¢ Tpeboeanuamu MOCT I1SO 14971—2021 (nogpaa-
aen 10.3).

10
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[ns KOHTpons pucka, CBA3aHHOMD € U3MeHEeHUAMW ¢ TedeHUeM BPeMeHW, peKoMeHAYeTca ocyllecT-
BIIATb CpaBHeHue pesynstatoe CMW B pasHbie Nnepuoabl BPEMEHKW. AHANOMMYHO NPUHLKMMY «BTOPOrO MHEHWS»
B 30PAB0OXPaHeHNW BO3MOXKHE NoAOepKKa Heckonskux sepcnin CUW ¢ Uenb cpaBHeHWs UX NpoU3BoguTek-
HOCTH.

10.4 NpepgnprUHKUMaeMble AEWCTBHA

Ecnu yctaHosneHo, 4To cobpaHHan nHdopmauns ceAsaHa ¢ Be3onacHocTsio, To A0MKHbI ObITe Npea-
MPUHATLI HKXenpuBeneHHble NeACTBUA.

1) B oTHOLWeEHWM paccmaTpMBaeMoro MeJLMHCKOro Uagenus:

- M3roToBWTENb JOMKEH NPOBECTH aHanus aiina MeHeKMeHTa pMCKka W YCTAHOBUTh, CYLLECTBYET NK
HeobxodWMOCTk B NPOBEAEHWI NEPECLIEHKM PUCKOB WM OLIEHKWA HOBBLIX PUCKOR;

- ©CNKU OCTATOYHbIMA pyck Bonblue He ABNAeTCA AONYCTUMbIM, TO BNUAHNE paHee BLINOMHEHHLIX Mep No
YNpaBneHnio pUcKoM SOMKHO BbIT OLEHEeHO U paccMaTpHBaTLCA B KaYecTBe BXOOHLIX JaHHLIX ANS ModW-
hukauum MeauLMHCKOro Wagenus;

- M3rOTOBMTENb AOMKEH PACCMOTRETE HEOBXOAMMOCTL NPUHATUA JSACTBUIA B OTHOLWEHUW MEANLUMHCKMX
W3NENViA, BbiMyLEHHbIX B obpalleHue;

- BCE pelueHnn U AeWCTBUA AoMKHbLl BbITh 3aperMcTpUpoBaHsLl B haine MeHeaxMeHTa pucka.

2) B oTHOLWEHWM NPOLECcca MEHBMKMEHTa pUCKa:

- MArOTOBUTENE AOMKEH OLUEHWTL BO3ABACTEBWE HA paHee BLINOMHEHHYID AeATENLHOCTE N0 MEHEMKMEH-
Ty pHCKa;

- pE3synbTaThl 3TOMC OLEHWBAHWA JOMKHbI BbITh pACCMOTPEHb! BBICLIMM DYKOBO/CTBOM B KA4ECTBE BXOA-
HbIX JaHHLIX A8 aHanusa NpUroaHocT NpoLecca MeHePKMeHTa pucka (oM. 4.2).

NMpumevdaHmne — HekoTopbie acnekTsl NOCTNPON3BOACTBEHHOTO MOHWTOPWHIE ABAAIOTCH NPEAMETOM HauwWo-
HaNLHOro PerynupoBaHns. B Takux criyuasx moryT notpeGoBaTees QONONHUTENbHEIE MePbl (HaNpUMED, NepeneKTMBHoe
NoCTNPOM3BOACTEEHHOE DLEE!HIE‘IBEIHMB),

OueHKY COOTBETCTEWS OCYLLECTBASIOT NOCPeACTEOM NpoBepkn thalina MeHemMMeHTa pucka u ApyruMx
COOTBETCTBYHLLMX JOKYMEHTOB.
[MOCT ISO 14971—2021, nogpazgen 10.4]
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Bubnuorpadcua

Mopanok coobleHns cyBbekTamu oBpalleHus MEOULIMHCKUX W3aenui 060 Bcex cny4Yanx BeIABNEHWA NOBOYHEIX
,qeﬁc'ramﬁlr HE YKaiaHHbIX B WHCTPYKUWK NO NpUMeHEHWUKD MO DYKOBOOCTEE NO 3KCnNyaTauWvid MedUWMHCKOro M-
oenys, 0 HexenaTenbHbIX pEEIKLI,HFlX npy ero I'IpHMEHEHHH, 06 ocobeHHoCTRAX BSBHMG,E[&I;IGTBHQ MequLMHCHMX
uagenuin mexay cobon, o gaktax v ob obcTosTeNbCTEAX, CO30aKWNX YTPo3Y MU3HW W 300POBLI0 PaMagaH v
MEOWMUMHCKWX DEIGDTHMKGB npK NDUMMEHEHWK M IKCNNYyaTaur MEAMUWMHCKMX Hmenﬁﬁ {YTBBDH(,HEH NnpyKasom Mu-
HWUCTEPCTEa 3apaeooxpaHeHun Poccwiickoi depepaumun ot 19 oktabpa 2020 r. Ne 1113H)

MopsAnok ocyLWecTBNEHNA MOHWTOPWHIE Be30nNacHoCTM MEeOWMLWHCKUX U3genui (yTBepaeH npykasom MuHuctep-
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MonoxeHue o PegepansHol cnyxBe No Hag30py B chepe 30PAB0OXPAHEHWS (YTBERKAEHC NOCTAHOBNEHWEM
MpasuTtenscTea Pocouiickoll @enepaumy ot 30 uioHa 2004 r. Ne 323)
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