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MNpepgnucnoBne

1 PABPABOTAH TlocypapCTBEHHbIM OHOMXETHbIM Y4YpexXAeHWEM 34paBOOXpaHeHus ropoga MOCKBbI
«Hay4yHO-npakTUYeCcKnii KIUHUYECKNIA LEeHTP AMarHOCTUKM W TefeMefuuUHCKMX TexHonoruii JenaptameHTa
3apaBooxpaHeHus ropoga Mockebl» (FTBY3 «HMKL, AnT A3M»)

2 BHECEH TexHu4yeckum KOMUTETOM MO cTaHgaptu3aumn TK 164 «/CKyCCTBEHHbIN WHTENNEKT»

3 YTBEPX/JEH W BBEJEH B EVNCTBUE MMpukasom defepanbHOro areHTcTBa Mo TEXHUYECKOMY pe-
rynvpoBaHuio 1 MeTponornun ot 29 oktabpa 2025 r. Ne 1299-ct

4 BBEJAEH BMEPBbIE

MpaBuna NpUMeEHeHMa HaCTOSALLEero cTaHgapTa yCTaHOoB/eHbl B cTaTbhbe 26 defepasibHOro 3akoHa
0T 29 uioHa 2015 r. Ne 162-®3 «O cTaHgapTulaumm B Poccuiickon depgepauuun». VMIHpopmaums o6 ns-
MEHEeHMAX K HacToALWeMy cTaHaapTy NybankyeTca B eXerogHom (Mo COCTOSHUI Ha 1saHBapsa Tekywero
roga) UHopmaLMoOHHOM yKasaTene «HauuoHasibHble CTaH4apThl», a ouuManbHbli TEeKCT U3MEeHEeHUN
N NonpaBoK — B eXeMeCsAYHOM MH(OPMALMOHHOM yKasaTene «HauuoHanbHble cTaHgapThbli». B cnyvae
nepecMoTpa (3aMeHbl) UM OTMEHbl HACTOALLEro cTaHjapTa CooTBeTCTBYLee yBeJoMeHne byaeT
ony6/siMKoBaHO B GnvkKanliem BbINyCKe eXemMecA4YHOro MHOPMaUUOHHOro ykaszaTensa «HauuoHasbHble
cTaHgapThi». CooTBeTCTBYyWLWAas UHpopmauns, yseoMNeHe N TEKCTbl pasMeLLalnTCca Takke B WH-
hopmaLnoHHON cucTeme o6Lero nob3oBaHNs — Ha odmumanbHoOM caliTe defepasbHOro areHTcTBa no
TEexHUYeCcKoOMYy perynnpoBaH1io U MeTposiornm B ceTu NMHTepHeT (Www.rst.gov.ru)

© OdgopmneHne. dPreyY «MHCTUTYT cTaHgapTmMsayum», 2025

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJIHOCTbLI0 MM YaCTMYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
npocTpaHeH B KauyecTBe OPMLMANBHOIO M3faHusa 6e3 paspelleHuns defepasbHOro areHTcTBa No TEXHUYECKO-
My PerysimpoBaHuio 1 MeTposiornu
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BBepneHne

BHeapeHne cucTteM NoAAepXKW MPUHATUA BpayeOHbIX pelleHulii B peasibHYl KIUHUYECKYH NpakTuKy
SABMISIETCA OAHVMM M3 BaXHeWLWunx HanpaBneHnin ungposoli TpaHchopmauum 3gpaBsooxpaHeHus (cm. [1]). Mpu-
MEHEeHMe pPasINYHbIX CUCTEM NOAAEPXKKA NMPUHATUSA BpavyebHbIX peleHnin nomoraeT yny4ywnTs c60p 1 aHanus
[aHHbIX, coKpaliaeT KO/IMYeCTBO OWNOOK B MEANLNHCKON AOKYMEHTaLNK, a TakkKe KOTHUTUBHYI Harpysky Ha
MeAMLMHCKMI NnepcoHan B YacTu MOBCEAHEBHbIX 3a4ay aHann3a MMewLleincs MeguuuHCKORn nHdopmMauumn o
nauueHTe u, Kak crneacteue, cnocob6CTBYET MOBBLIWEHUID KayecTBa MPUHATUA KIWMHUYECKUX pelueHunid u ad-
PEKTMBHOCTU fleyebHO-AgnarHocTnyecknx npoueccos (cm. [2], [3]).

HecmoTpsa Ha foOKa3aHHYl NepcnekTMBHOCTb BHEAPEHWUS CUCTEM MOAAEPXKN MPUHATMA BpayvyebHbIX pe-
WweHunii peanbHan apPeKTUBHOCTb AAHHOIO HanpasB/ieHNs CylwecTBeHHbIM 06pa3oM 3aBUCUT OT kayecTBa pa-
60Tbl KOHKPETHbIX NPOAYKTOB, BbIBOAMMbIX paspaboTunkamu 1 Npou3BoANTENSAMU Ha PbIHOK. B cBO ouyepenb
3TO Ka4eCTBO 3aBMWCUT OT KayecTBa MCXOAHbIX MaTepuanos, UCMOb3yeMblX B NpoLeccax co3faHus u TectTupo-
BaHWA NPOAYKTOB, BKAOYasA cO3faHne OTAEe/bHbIX airopuTMOB U MOoAeNned MalwnHHOro o6yyeHuns.

MonyyeHHble B yCNOBUAX HAUMOHA/IbHOTO 34paBOOXPaHeHNs pe3ynbTaTbl NMPUMEHEHUSA Pa3fIMUHbIX CU-
CTEM WCKYCCTBEHHOIO MHTennekTa ybeanTebHO A0Ka3biBaT, HACKO/IbKO BaXHbl BONPOCHI cTaHAapTusauum u
TecTMpoBaHMa NPOAYKTOB U Mogesneli MalwnHHOro obyyeHus (cm. [4]). B aToli cBA3M cTaHgapTm3auns pasniny-
HbIX NPOLLECCOB CO34aHUSA CUCTEM MOALEPXKKN MPUHATMA BpayeObHbIX peLleHuin ABASEeTCS OAHWM U3 BaXHbIX
3TanoB ob6ecneyvyeHns NpUemaemoro kadectsa, aekTMBHOCTM 1 6e30NacHOCTM paboTbl Taknx CUCTEM.
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HALUWOHANbHbBIN CTAHAOAPT POCCUWMCKOW SEALEPALUMN

CUCTEMbI NOAAEPXKN MPUHATUA BPAUYEBHbIX PELLUEHNW
C NPUMEHEHVMEM NCKYCCTBEHHOIO WHTEJIJIEKTA
ONA N3BNEYEHUSA OAHHbIX U3 HECTPYKTYPUPOBAHHbIX MEAULIMHCKMX 3AMUCEN

MeToAabl hopMnpoBaHUsA Habopa AaHHbIX A1 06YYeHUss U TECTUPOBAHMS.
MeTPUKM OLLEeHKN Ka4vecTBa

Artificial intelligence-powered clinical decision support systems for data extraction from unstructured medical records.
Curation of training and validation datasets. Quality metrics

Jata BBegeHna — 2026—01—01

1 O6nactb NpUMeHeHUs

HacToswuii cTaHgapT ycTaHaBAnBaeT TpeboBaHUs K pa3paboTke M TECTUPOBAHWIO CUCTEM MOAAEPXKKA
MPUHATUS BpaueOHbIX PELUEHUIA B YacTu:

- npouecca M3BJieYeHNs AaHHbIX U3 HECTPYKTYPUPOBAaHHbIX MeAULUHCKUX 3annceil;

- MeTof0B POPMUPOBAHUS HAGOPOB AAHHbLIX AN Leneid 06yYeHUsi U TeCTUPOBaHUSI CUCTEM MOAAEPXKKN
MPUHATUS BpauyeOHbIX PeLlEeHNiA;

- MeTpWK OLEHKU KauecTBa paboThbl CUCTEM MOAAEPXKNA NPUHATUS BpavyeBHbIX PeLlEHUA.

2 HopmaTuBHbIe CCbIIKU

B HacToAWeEM cTaHAapTe UCMOMb30BaHbl HOPMATUBHbIE CCbINIKU Ha cnefylolwmne cTaHfapThl:

FOCT P 59921.0 Cuctembl UCKYCCTBEHHOIO WHTeNieKTa B KAMHMYeCcKon mMepuumHe. OCHOBHble MOJIO-
XeHus

FOCT P 59921.5 CucTeMbl UCKYCCTBEHHOIO MHTE/NEKTA B K/IMHUYECKon meauuymHe. YacTte 5. TpeboBa-
HUA K CTPYKTYpe W NopsAKy NpuMeHeHus Habopa fgaHHbIX 415 06yYeHUa U TeCTUPOBaHUA airopuTmMoB

FOCT P 59921.11—2025 CucteMbl WCKYCCTBEHHOIO WHTENNEKTa B KJAUHMYECKOW MeanuuHe. Habopbl
JaHHbIX 471 TECTUPOBaHWUA a/iropuTMoB. MeToAbl KOHTPONA Habopa AaHHbIX HA YHUBEPCA/IBHOCTL U CTPYKTY-
pUpPOBaHHOCTL

MprumedyaHne — [Mpu NOMb30BaHWM HACTOSILLMM CTAHLAPTOM Lie/Iecoo6pa3Ho MpoBepUTh AelCTBUE CCbIoY-
HbIX CTaHAAPTOB B MH(pOPMALMOHHOW CUCTEME OBLLETO MOMb30BaHUA — Ha orUManibHOM caiiTe defepasibHOTO areHT-
CTBa MO TEXHUYECKOMY PETY/IMPOBAHUIO 11 METPOJIOMMM B CeTU VIHTEPHET MM Mo eXXerofHOMYy UH(DOPMaLMOHHOMY yKasa-
Teno «HauyoHasbHble CTaHAApPTb», KOTOPbIA OMy6/IMKOBaH MO COCTOSIHMIO Ha 1 sitHBapsi TEKyLLero roga, 1 no Bbimyckam
€XEeMEeCsYHOTO UHChOPMALMOHHOTO yKasaTens «HauyoHaslbHble CTaHAapTbl» 3a TEKYLUMIA rof. ECnm 3aMeHEeH CCbINOYHbII
CTaHAapT, Ha KOTOpbI/i JaHa HeAaTVpOBaHHAs CCbIfKa, TO PEKOMEHAYETCS WUCMO/b30BaTb AECTBYIOLLYH0 BEPCUIO 3TOrO
CTaHJapTa C y4eTOM BCEX BHECEHHbIX B [JaHHYH BEpPCU0 M3MeHeHUIA. Ecnn 3aMeHEeH CCbUTOYHbIA CTaHAapT, Ha KOTOpbI
[laHa AaTMpOBaHHas CCbika, TO PEeKOMEHAYETCS MCMo/b30BaTh BEPCHIO 3TOT0 CTaHAapTa C yKasaHHbIM BbiLE TOf0M YT-
BepxaeHus (NpuHsATWs). Ecnm nocne yTBEPXAEHWS HACTOSILLErNO CTaHAApTa B CCbUIOUHbLIA CTAHAAPT, HA KOTOPbIA AaHa
[aTVpPoBaHHAs CCblfka, BHECEHO M3MEHEHMWe, 3aTparvBatollee nosiokeHe, Ha KOTOpPOe JaHa CCbIfka, TO 3TO MOJIoKeHue
peKkoMeHayeTcsl NPUMEHATL 6e3 yyeTa JaHHOTO M3MEHEHUSl. EC/IM CCbIIOYHbIA CTaHAAPT OTMEHEH 6Ge3 3ameHbl, TO MoJ1o-
)XEHVE, B KOTOPOM [aHa CCblIKa Ha HEro, PEKOMEHZYETCS! MPUMEHSITb B YaCTW, He 3aTparMBatoLLeil 3Ty CCbUIKy.

M3gaHne opuuynanbHoe
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3 TepMuHBbI 1 onpeaenieHns

B HacTodAwem ctaHgapTe npuMeHeHbl TepMuHbl no FTOCT P 59921.0, a Takxe crefylouime TePMUHbI C
COOTBETCTBYIOLUMMN onpefesieHUSAMN:
31

anropntTM CUCTEMbI NOAAEPXKKU MPUHATUA BpayvebHbIX pewleHuii; anroputMm CIMMNBP: KoHeyHo-
yrnopsif04eHHOE MHOXECTBO TOYHO ONpeAesieHHbIX NpaBuN ANs pelleHns KOHKPeTHOl 3ajaun B cucteme
NoAAEPXKN MPUHATUA BpauyebHbIX peLleHWii.

MpumeuvaHune — Anroput™m CIMNBP moxeT 6bITb NpeAcTaB/ieH MOAEe/bio MallMHHOro 06y4YeHus, MaTema-
TMYecKo mMmoaenbio (dhopmynoii), NocnefoBaTelbHOCTLI MHCTPYKUMIA N0 06paboTKe BXOAHbIX AAHHbIX WN MHOI Npo-
rpaMMHOW peanusauuveii. [laHHoe onpefesnieHne OCHOBAHO Ha OOLLEM OnpefesieHnn anroputMa, npesycMOTPEHHOM
FOCT 33707—2016 (nyHKT 4.39)1).

[FOCT P 71671—2024, nyHKT 2.2]

3.2

baHHble: MpefocTaBneHve nHgopMaLmm B hopMasbHOM BUAe, NPUIOLHOM ANsi nepefayn, UHTepnpe-
Tauum unm o06paboTKM NIABMU UKW KOMMbIOTEPAMU.
[FOCT 33707— 2016, nyHKT 4.259]

3.3 XW3HEHHbIA UMKN: Pa3BuTve cUCTEMbl, MPOAYKLMU, YCAyru, MPOEKTa WUAM Apyroii co3gaBaemoii
4e/I0BEKOM CYLLLHOCTM OT 3aMbiC/ia A0 CNUCaHus.
34

WCKYCCTBEHHbIW WHTE/NIEKT: KOMMMEKC TEXHOIOTMYECKNX peLleHni, NO3BONSKLWUA NUMUTUPOBATb
KOTHUTUBHbIE DYHKUUM YenoBeka (BkNoyas camoobydyeHue, NMOUCK pelleHuii 6e3 3apaHee 3afaHHOro as-
ropyutma un JOCTUXEHME MHcaiTa) U NosyvyaTb NPu BbIMOSIHEHUN KOHKPETHbLIX NPakTUYeCKn 3Ha4YMMbIX 3adad
06paboTKM AaHHbIX pe3y/bTaTbl, CONOCTaBMMble, Kak MUHUMYM, C pe3ynbTaTaMu UHTennekTyanbHoW ges-
TeNbHOCTWN YenoBeka.

MpumeuyaHne — KOMNIEKC TEXHOMNOTMYECKUX PELUeHWA BKIHOUYAET B cebs MHAIOPMaLMOHHO-KOMMYHUKaLMW-
OHHYI0 MHCPPaCTPYKTYpy, nporpamMmmHoe obecnedeHne (B TOM 4uc/ie, B KOTOPOM MCMO/b3YHOTCS METOAbl MalUMHHOIO
06y4yeHus1), NPoLEeCChl U CEPBUCHI MO 06paboTKe AAHHbLIX, aHA/IU3Y N CUHTE3Y PEeLLEHWA.

[FOCT P 59277—2020, nyHKT 3.18]

35

MallMHHoe oby4yeHue: MNpouecc aBTOMaTMYECKOro 06y4YeHUs 1 COBEPLUEHCTBOBAHUS MOBEAEHUS CU-
CTEeMbl UCKYCCTBEHHOrO MHTE/NNeKTa Ha OCHOoBe 06paboTkM MaccuBa 06yvalLWmnX AaHHbIX 6e3 ABHOro npo-
rpamMmMmupoBaHus.

[FOCT P 59895—2021, nyHkKT 2.1.7]

3.6 MeauuMHCKas MHopMauoHHasa cuctema MeguumMHCKOW opraHmsauymun; MUC MO: Mporpam-
MHOe obGecneyeHune, npegHasHa4YeHHOe ANs cbopa, XpaHeHusi, 06paboTkM N NpepocTaBNeHus NHGopMaynm,
Heob6XxoANMOI ANA aBTOMaTU3auMy NPoLEeCcCOB OKasaHuA 1 ydyeTa MegULMHCKON NOMOLLM M MH(DOPMaLMOHHO
noAAepPXKN MeANUMHCKMX PpaBGOTHMKOB, BKAOUYAs UHpopMaLmMio 0 naymeHTax, o6 okasbiBaeMoin UM MeauLLnH-

CKO MOMOLLM M O MEAULMHCKON AeATeNbHOCTM MeAULMHCKNX OpraHu3saumnii.

MpumeyaHne — TepMuH aganTupoBaH u3 [5].

1) IFOCT 33707—2016 (ISO/IEC 2382:2015) «/HthopMmaLmMOHHbIe TeXHOMorMn. Cnosapb».
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3.7

MeTpuKa (B noaxogax K kayecTBy): MaTepuanbHas Mepa HEKOTOPbIX acnekTOB XapaKTepUcTuk kaye-
cTBa.
MpumeyaHunsa

1 lpyruMu c/iloBamm, 3TO CMOCO6 Ha3HAueHWst ONPee/EHHOTO 3HAUEHMS C UCTIOMb30BaHNEM METOAO0B U3MEPEHWS
UMM TECTUPOBAHUS 15 KOJIMUECTBEHHON OLIEHKM 06bEKTa KauecTBa, Kak LuKasia KpuTepuid, cTeneHb, BeC, MarHutyaa,
OTHOLLEHWe Wn yTBepXAeHHast chopma U T. 4,

2 B [1]1) «<maTepranbHan Mepa» onpeaensieTcsi Kak yCTpoicTBO, NMOCTOSIHHO BOCMPOM3BOASILLEE WM NOCTaB/IsO-
LLiee BO BPeMs CBOETO WCMO/b30BaHUsS KOMMUECTBO 3afaHHbIX BUAOB, KAXA0€ C Ha3HAYeHHbIM 3HAUYEHWUEM.

3 [lonyckaeTcsi NPUMEHEHNE CUHOHUMA «METPUKA KauecTBa» A8 YHADUKALUM C APYTMY TepMUHaMK 1 onpeje-
NEHNSIMM HACTOSILLEro cTaHaapTa.

[ApanTuposaHo u3 F'OCT P 54837—2011, nyHKT 4.4]

3.8

Habop AaHHbIX: COBOKYMHOCTb faHHbIX, MPOLEAWNX NpeaBapuTeNibHY0 NoAroToBKy (06pa6oTky) B
COOTBETCTBUM C TpeboBaHMAMM 3akoHogaTenbcTBa Poccuiickoii ®depgepauynn 06 nHdbopmaumm, nidopma-
LMOHHbIX TEXHO/IOTUAX W O 3aliMTe MHopMaLUM 1 HEOBXOAUMbBIX ANSA pa3paboTkM nporpamMmHoro obecne-
YeHMA Ha OCHOBE MCKYCCTBEHHOrO WHTENNEeKTa.

MpumeuvaHne — CoBo «HEOBXOAMMOCTU» 3aMEHEHO HA «HEOBXOAMMBIX» AN YHADUKALMM C APYTUMMN TEp-
MUHaMU U1 onpefeneHnsMy HaCTOSILLEro cTaHaapTa.

[ApantupoBaHo u3 FOCT P 59921.4—2021, nyHKT 3.5]

3.9

nporpammHoe obecneyeHne (Mporpamma; NporpamMmmHoe CpeAcTBO): YnopsifoyeHHas nocnenosa-
TeNIbHOCTb UHCTPYKUMIA (KOZOB) ANSA BbIYUC/UTENBHOIO CpeAcTBa, HaxoAswascs B namsaTn 3TOro cpeacTaa
W npeacTaBnstowan coboli onucaHne anropuTma ynpaBneHma BblYUCAUTENbHBIMU CpeacTBaAMU U AelicTBUIA
C AaHHbIMU.

[FOCT P 53622—2009, nyHKT 3.8]

3.10

cucTtema noanepXKM NPUHATUA BpadebHbIX pewleHuid; CIMBP: MporpamMmmHoe oGecneyeHue, no-
3BofisiloLee nytem o6paboTky M UHTepnpeTauun cobupaemoin nHopmaLMm Ha OCHOBE anropuTMoB nog-
JepXuBaTb NPUHATME BPayoM peLLleHMs Ha Bcex aTamax nevyebHOo-AMarHoOCTMYEeCKOro npouecca C Lesbio
CHMXEHUS OWMNBOK 1 NOBbILWEHNA KayecTBa Oka3biBaeMOW MefULUHCKO MOMOLLH.

[FOCT P 71671—2024, nyHkT 2.1]

4 CokpaleHus

B HacToAwem cTaHfapTe UCNOJb30BaHbl CreayloLlWne CoKpalleHus:

B — 6a3a faHHbIX;

NN — WNCKYCCTBEHHbIA WHTENNEKT;

NC — nHdopmMaLnoHHaa cuctema;

HO — Habop JaHHbIX;

HMA — HOpMaTWBHbLIN NPaBOBOW akT;

O00 — 31€eKTPOHHbIN JOKYMEHTO060pOT;

OMK — 3afieKTpoHHaa MepuumnHckasa Kapra,

NLP — o6paboTka ecTtecTBeHHOro s3bika (natural language processing).

1) PykoBoactBo VCO/M3K 99:2007, MexayHapoAHblii cnoBapb Mo MeTposiorni. OCHOBHbIE W OOLME MOHATUS W
cooTeTcTByHOWMe TepmuHbl (VIM) (International vocabulary of metrology — Basic and general concepts and associated
terms (VIM)).
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5 V3BneyeHne gaHHbIX N3 HECTPYKTYPUPOBAHHbIX MEAULMHCKNX 3anmncei

5.1 O6lee onvcaHue NPOLLECCOB MCMO/b30BaHUSA 3/1IEKTPOHHbIX MEAULMHCKUX KapT Kak
NCTOYHUKA AaHHbIX A1 paboTbl CUCTEM MOAAEPXKKMA MPUHSATUS BPaYebHbIX peLlueHnit

5.1.1 Cuctembl BegeHna DMK, Bkaoyasa Bxogdauwme B HAX MeAULUUHCKUE LOKYMEHTbI, AB/IATCA OCHOB-
HbIM UCTOYHMKOM AaHHbIX gna pab6otbl CMMBP.

5.1.2 NuTepnpeTtaumsa MK nytem ucnonb3osaHusa anroputmos CIIMNBP, Bknwyaa mMofenn MallvHHOro
006yyeHus, ABNSAETCS CMOXHOW Hay4yHOW M TEXHO/IOTMYECKOW 3ajauvein B cuny craegyrwmx ocobeHHocTeli MK
KaK NCTOYHMKA AaHHbIX (CcM. [6]):

- NpMMeHeHue paspaboTumMkamu OYHKUUI NMOBTOPHOrO UCMOMb30BaHWA (KONMMPOBAaHWA) OA4HaXAbl BHe-
CEHHbIX JaHHbIX B HOBble 3anucu, NpuMBOAALLEE K HANMynio Ay61MpOBaHHOW M HEMPOBEPEHHON BpPavyoM WH-
dopmaynm;

- [eueHTpann3oBaHHbIN xapaktep cucteM BegeHus DMK, MHOrme m3 KOTOpbIX CO34aHbl Ha ycTapes-
LWNX TEXHOIOTUAX W UCMONb3YIOT flI0KaNIbHO-yCTaHaBMBaeMble B MeAWLMHCKUX OopraHusauunax cepsepa 6e3
BO3MOXHOCTV BefeHus eanHoi obuwel B[], npuBogsawWmnii K parMeHTUPOBaHHOMY XpPaHEHU MeanLUHCKOM
nHhopmauum B Taknx 3MK;

- OTCYTCTBUE €AMHON HOPMAaTUBHO-CMPABOYHOW MHGOpMauUn AN KOAUPOBAHUSA KAWHUYECKOW MHAOp-
Mauun B MeAMLUHCKAX OOKYMeHTax, Bk/wvas BpayebHble OCMOTPbl U MPOTOKO/bl MHCTPYMEHTA/IbHOTO WUC-
cnepoBaHus;

- HekayeCTBEHHOE 3anoJIHEHME 3KpaHHbIX (DOPM NOMb30BaTENAMMU,;

- oTcyTCTBME POPMATHO-/IOTMYECKOr0o KOHTPONSA Npy BBOAE AaHHbIX Nosb3oBatensamMu ana gpopmuposa-
HUS HEMEeAJ/IEHHO 06paTHON CBA3N WM NPUHYAUTENBHOE UCMpPaBfeHNe MOb30BaTeIbCKMUX OLWNOOK;

- NPenMyLLeCTBEHHO TEKCTOBbI CNOCO6 BHECEHMA MHopMaLun B MEAULUHCKME OOKYMEHTbI, NPUBOAS-
LWWUIA K XpaHEHUD HECTPYKTYPUPOBAHHbLIX MeAULMHCKNX 3anucei, Tpebywnx npeaBaputenbHoin 06paboTku
ON5 NoNyyYyeHNs MalnHHO-YUTaeMblX U MalWMHHO-NOHUMAaeMbIX NPU3HAKOB.

5.1.3 na obecneyeHns npuemsaemMoro kayectsa pabotbl CMMNBP Heob6xognumo, 4tobbl B CIMMBP 6bin
peann3oBaH HenpepbiBHbI KOHTPONb KayecTBa BXOAHbIX AaHHbIX, UCNOMb3YEMbIX ANA aHannsa u nHTepnpe-
Tauuu, BkIOYasa POPMaTHO-I0TUYECKUIA KOHTPOJ/Ib 3aMO/IHEHHOCTU, HEMPOTUBOPEUYMBOCTMU, HANMUYUA OWN60Y-
HbIX UM @aHOMasibHbIX 3HAYEHUA W T. 4.

5.1.4 Ona aHanusa n uHTepnpetaynm gaHHolx CMMNBP nonyvaeTt ux:

- U3 NONb30BAaTENIbCKOrO UHTepdelica nam cuctemsl BegeHns 3MK, koTopas, B CBOK oyepefdb, obecne-
ynBaeT MHTepdelic ¢ nonb3oBaTteneM 1 BBOA M3HAYas/IbHO CTPYKTYPUPOBAHHbLIX WM YACTUUYHO-CTPYKTYpUpO-
BaHHbIX AaHHbIX;

- U3 HECTPYKTYPUPOBAHHbIX 3anuCceil, KOTOpPble TaKXe MOryT ObiTb MOJIyY4E€Hbl U3 COOCTBEHHOrO MOJb30-
BaTe/IbCKOro MHTepdheica namn yepes nHTerpaynto cuctemol BegeHns 3MK ¢ CMMBP.

5.1.5 B 3aBMCMMOCTU OT NPUHATON apXUTEKTYPbl U nepeyHss PyHKLMOHaNIbHbIX BO3MOXHOCTEN, peanu-
30BaHHbIX B CIMNBP, n3BnevyeHne gaHHbIX U3 HECTPYKTYPUPOBAHHbIX MEANLUHCKAX 3anMceli BO3MOXHO NyTeM
OHNaliH-U3B/IeYeHNs, aHanm3a 1 06paboTku, a Takke OT/IOKEHHOr0 M3B/leYeHus, aHanusa n 06paboTku.

Mpn oHNaiH-n3BeYeHNn, aHannse n obpaboTke Nosb3oBaTeslb BHOCUT MHpoOpMaLuo B COOTBETCTBYIO-
wnii nutepdelic MK unu CrMBP, BBeAEHHbIE CBEAEHMS Cpa3y Xe OTNpaBAAlTCA ANA aHanusa, MosyyeH-
HbI pe3ynbTaT BO3BpallaeTcs M BU3yanmsnpyeTtcs B MHTepdelice nonb3oBaTens.

Mpyn OTNOXEHHOM W3B/IEYEHUU, aHanmze u ob6paboTke HakonseHHas B DMK umHdopmayma nepBoHa-
yasnbHO 3arpyxaetcsa B CMIMBP gna o6paboTkn, B paMKax KOTOPOW OCYLLeCTBASEeTCA W3B/IEYEHUE W aHau3
LaHHbIX, (hopMUpOBaHMEe K cCoXpaHeHue pe3ynbTaToB WHTepnpeTauun. MNonb3oBatens B UHTepdeice IMK
unn CMMNBP gaeT komaHgy ANa nonydeHusa pesynbtatoB paboTbl CIMMNBP, koTopblie 6biAM Nepeg 3TuMm npea-
BapuTesIbHO MOATOTOBJ/IEHDI.

5.1.6 Mpyv NPUMEHEHNN OTIOXEHHOIO WM3BMEYEHUS, aHann3a n 06paboTKu faHHbIX U3 HECTPYKTYpUpO-
BaHHbIX MeAULMHCKMX 3anucein, Bxoasawwmux B coctaB DMK, cnegyeT npugepxumBaTtbCA TPEXYPOBHEBOW ap-
xuTektypbl CIIMBP, ycnoBHO npeacTaBfieHHON Ha pucyHke 1. KaxAablii ypoBeHb npegHasHauvyeH Ans CBoOei
KOHKpeTHOl 3apauun. Mocneaywuwime ypoBHU B KauyeCTBe BXOAHbIX AaHHbIX WCMOMb3YIOT pe3ynbTaTtbl paboThbl

npeablayu,ero ypoBHs.
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VIHble NCTOYHUKM

NHgopMaLLmmn

PucyHok 1— Apxutektypa cbopa, n3BneyeHus n xpaHeHusa aaHHbix B CIMBP

5.1.7 faHHble, cobpaHHble B uTore B LUNpoBoM npodnae naumeHta, MoryT 6biTb UCXOAHBIM UCTOYHM-
KOM Ans paboTbl Mogenei MalMHHOTO 06yyeHnsa 1 MHbIX anroputmoB CIIMNBP, KoTopble Ha BbIXOA4E BbigakT
pesynbTaT cBoeli paboTbl — KJMHUYECKN 3HAUYMMBIE HOBble 3HAHWUS O NauueHTe ANA Bpava.

5.1.8 lMporpamMMHasa peanusauus npeanoXeHHon apxutektypbl CMMNBP mMoxeT Bk/4YaTb HECKOJIbKO
nocnepoBaTesibHbIX NPOL,ECCOB paboThbl CAAHHbIMW, NPUBEAEHHbIX HA PUCYHKE 2.

Hakonnenue
MeaULIMHCKMX
3anuceii B IC
MoCTaBLLNKOB

- BeleHne MenLnH-
CKNT paboTHuKam*
OMK, Hakonnexune
WHbIX faHHbIX B MUC
MO u npoyux cucrte-
max;

- cobnogeHne Tpebo-

BaHuii HMA no Bege-
Huo AMK/D[0;
-o6e3nunumnBaHmne
3anuceit;

- nepegava ob6esnu-
UEHHbIX JaHHbIX B
cnneprP

mipuem 3anuceii ot
MCTOYHUKOB;

- NpoBepkKa Ha Hau-
une nepcoHasibHbIX
[aHHbIX;

- NpoBEepkKa Ha cooT-
BeTCcTBME TpeGoBa-
HWii NO NosiHoTe 3a-
nofiHeHus;

- COEANHEHNE faHHbIX
BOKPYF O4HOMO nauu-
eHTa;

- BblSIB/IEHME U UC-
KNoYeHne ownbou-
Hbl X 3anuceii, gyénei

N3BneyeHne

- N3Bne4vyeHne npusHa-

KOB 13 HECTPYKTYPUPO-

BaHHbIX TEKCTOBbIX
3anuceit;
- (hopmaTtHo-noruye-

CKMii KOHTPONb M3BNe-

YeHHbIX AaHHbIX Ha
npegmMmeT KayecTsa,
- COXpaHeHune nspne-
YEeHHbIX MPNU3HaKOB B

BA

dopmmpoBaHne

uncpoBoro
npocpuns
nayueHTa

- coegnHeHne fgaHHbIX
BOKPYT 3NN30/,0B ne-
YyeHus;

* pacyeT 0N0/HN-
TeNbHbIX faHHbIX;

- huHanNbHbI hop-
MaTHO-/10TMYeCcKnin
KOHTPO/b AaHHbIX;

* NpoBepKa LiesIoCTHO-
CTU 1 HenpoTuseope-
UMBOCTU fLaHHbIX

wz-s-ii—‘

AHanuns n
MHTepnpeTauus
[AaHHbIX

- NpUMeHeHune anro-
putmos CMMBP;

- (hopmupoBaHme pe-
KOMeHaauuii

PucyHok 2 — TMpouecchbl cbopa, U3BeYeHUs 1 NOAroToBkM AaHHbIX B CIMTNBP

5.2 TMopsgok c6opa MeaAnUMHCKUX 3annceli oT NOCTaBLMKOB

521 VCTOYHMKOM MeanuUHCKNX 3anuceli gna paboTtel CMMBP MoryT 6biTh passiMiHble MHOPMAaLNOH-

Hble cucTemMbl (MOCTaBLYMKN 3anuceit), BKAOYas:

a) MMC MO, B KOTOpbIX ocylwecTBnsieTca BegeHne 3MK;

6) WHble MH(OPMALUOHHbIE CUCTEMbI B Chepe 3paBOOXpPaHEHWs, B KOTOPbIX HakanjiMBawTcs Meau-

LUMHCKNEe 3anncu:

1) TenemeguuUHCKNE CUCTEMBI;
2) cUCTeMbl AMCTAHLMOHHOIO MOHUTOPUHTA;
3) pelweHus gns npenpelicoBbiX U NpefCcMEHHbIX OCMOTPOB U T. 4.
B) Mpouve MHPOPMAaLMNOHHbIE CUCTEMbI, TaKMe Kak nepcoHasibHble MeAULUUHCKAE MOMOLWHUKA U T. 4.
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5.2.2 Bce nonyyeHHble OT NOCTaBLIMKOB MeAULMHCKME 3annucu NpUHUMAKTCA CTPOro B 06e3/1M4YEeHHOM
Buge. MNMpouyecc ob6esnnumBaHMsa Me[ULMHCKMX 3annceil AO0/IKEeH OCYLWecTBAATbCA B 3alUWEHHON WHppa-
CTPYKType COOTBETCTBYIOLLEro oneparopa NepcoHasibHbIX AaHHbIX (MEAULWHCKOA opraHusaunmn nam uHon op-
raHusauunn, ecnu faHHble 6bi1M cobpaHbl HE B paMKax MeAULMHCKOW opraHuM3auuu).

5.2.3 MNpu nony4vyeHun 3anucein oT noctaBwukos CMMBP gomkHa BbIMOMHUTL NPOBEPKY HA MUHUMab-
HYI0 NOJSIHOTY M AOCTOBEPHOCTb MpPefoCcTaB/ieHHbIX cBeAeHuin. Hanpumep, CIMBP He gos/mkHa perncrpupo-
BaTb MEAULMHCKYI 3anncb W M3B/EeKaTb W3 Hee AaHHble, eCc/in He M3BECTEH KakKon-nnbo u3 ob6sA3aTesibHbIX
napameTpoB, HanpuMmep BO3pacT W Mosl.

5.2.4 Mpoweawre npoBepky MeguunHckme s3anucu coxpaHsatTca B CMMBP B HemsameHHOM Buge. Bce
AaHHble, koTopble CMMBP wu3Bnevyetr M3 NosyYeHHbIX 3anucei, AOMKHbI OGbiTb COXpaHeHbl B 6a3e AaHHbIX
CMNMNBP B oTaenbHOM pasjene.

5.2.5 3anpewaeTca BHECEHUe U3MeHeHWn co cTopoHbl CIMIMBP B nony4yeHHble Ans o6paboTkn megu-
LMHCKMe 3anncu, OHU AO0/DKHbI OCTaBaTbCA HEU3MEHHbIMU B TeYeHMe BCEero XusHeHHoro uyukna CHMNBP. Mony-
yYeHHble B pe3ynbTate paboTtbl CMIMBP gaHHble, BKIOYAA M3B/E€YEHHbIE NPU3HAKM U UTOTOBbIE peKoMeHgauumn
ONA Bpaya, A0KHbI OblTb COXpaHeHbl OTAE/IbHO OT UCXOAHbIX MEeANLNHCKAX 3anuceil.

5.2.6 MonyyeHHble OT MOCTaBLUKOB MefUUMHCKME 3anucy MOTyT cofepXaTb faHHble, HeobXxogumble
Ans pab6otsl CIMNBP, B BUAe CTPYKTYPMPOBAHHbLIX U HECTPYKTYPUPOBAHHbIX AaHHbIX.

B cnyyae CTpYyKTyprMpOBaHHbIX AaHHbIX KaXAbli NpU3HaK nepegaetcsa oTAe/IbHbIM MOAEM, COAepXallnm
3HayeHWe [AaHHOro fnpu3Haka, a Takke [AOMOJIHUTE/IbHbIMU MeTafaHHbIMU, BK/OYaa KIUHUYECKU 3HauYuMble
aTpubyThl, Hanpumep gata U3BMEeYEeHUs Npu3Haka.

B cnyyae HeCTpyKTYpPMpPOBAHHbLIX AaHHbIX MeAUUUHCKasa 3anncb COAEPXUT OAHO WU HECKOMbKO MOnNew,
B KOTOPbIX XpaHUTCA TekcToBas uUHopmauusa. [ns nonyyeHus nNpusHakoB M3 Takoi MHGopmauum TpebyeTtcs
NCNosib30BaHWe AOMNOMHUTE NbHbIX afifOPUTMOB U3BJIEYEHUS OaHHbIX.

5.3 TMopsgoK U3BneYeHns gaHHbIX U3 MegUUMHCKUX 3anuceli

5.3.1 OCHOBHbIM 06beKTOM Anst paboTbl anroputmoB CIIMBP aBnseTcsa npusHak — AOCTaTOYHOE YCNo-
BMe AN NpUHAANEeXHOCTU 06bekTa HEKOTOPOMY knaccy. Kaxabli Nnpu3Hak COAepXUT AaHHble, NO3BoNsaoWwme
caenatb BbIBOA, O HANUYUN UHTEPECYHLero AsBneHus.

5.3.2 AnA un3BnevyeHns NpPU3HaKoOB U3 HECTPYKTYPUPOBAHHbIX MeAMLUHCKUX 3anuceil moryT ObiTb MC-
Nno/sib30BaHbl Crefylolime MeToAbl:

- NporpaMMHOe conocTaB/ieHMe Koga fnpu3Haka co crneyunasnbHblM CNPaBOYHUKOM KOAOB, BCTPOEHHbIM B
CMNMNBP n HacTpanBaembliM creymnanbHO Nog pasfinyHble 0CO6EeHHOCTN paboThl cuctem BegeHns DMK u nHbIx
NCTOYHNKOB MEANLUHCKNX 3anuceil, B TOM YMucne ¢ y4yeToM 0coBeHHOCTel KOHKPeTHOro nNpoAykTa, ucnosb3ye-
MbIX (0OpPMaTOB KOAUPOBAHWS U XpaHEHUS 3anuceil U pyrnx TEXHUYECKUX 0COHBEHHOCTEN;

- U3BJsieYyeHne C NOMOLLbI0 TexHonoruii NLP 1 cooTBeTCTBYOLWMX MoAeneil MallMHHOIO 06yYeHus;

- pacyeT 3HayeHusa npusHaka [Mcnonblyetcs B cnydae, ecnu CIMBP nMeeT kaknme-To 3HavyeHus npu-
3HaKOB, HA OCHOBaHWM KOTOPbIX OHa CaAMOCTOATE/IbHO paccyuTbiBaeT 3HauYeHne APYroro npusHaka, Hanpumep
CMMBP moxeT n3Bneyb npusHak «MHaekc maccobl Tena» (MMT) nyTem pacuyeTa no COOTBETCTBYHOLLEN popMY-
le Ha OCHOBaHWW YUCOBbIX AaHHbIX O POoCcTe W Bece];

- u3BsieyeHne nporpammHoi dyHkuuen (CMMBP oco6biM anropuTMoM, peaniM3oBaHHbIM B KoAae, U3-
B/leKaeT 3HayeHne npusHaka u3 UCXOA4HOW MHOpMaLUK, HanpuMmep TakuM 06pa3oM U3B/IEKAOTCHA MPU3HaKu
13 OTBETOB NaLMEHTOB Ha BOMPOCbl aHKeTbl AucnaHcepusauun);

- WHble MeToAbl, BKYasa rmbpuaHbliA nogxoa.

5.3.3 N3BneyeHHble ana pab6otel CMMBP npu3Haku MOryT 6biTb OTHECEHbl K O4HOMY M3 CNeAylLimnx
BUAOB:

- gemorpadmyeckme gaHHble, HanNnpumep nos, BO3pacT, PervMoH NpoXuBaHus, AaHHble 0 MecTe paboTsl,
couymanbHbIn cTatyc U T . 4.;

- [aHHble 06 obpal,eHun B MeguLUHCKME opraHu3auun, BkIYas Aatbl U TUNbl cnyyvaes obpalleHus,
ncxofdbl M pesynbTaThbl 1eYeHUs, Kogbl ANarHo30B U T. A.;

- AaHHble 0 3aperncTpmpoBaHHbIX 3abosieBaHusAX, BkAYas koabl MKB-10 [7], gaTbl nepBoli perncrpa-
uMm 3aboneBaHns 1 nocnegHero obpaweHns, Tun 3abonesaHus (0CTpoe WAN XPOHUYECKOE) U T. 4.;

- KNVHW4YEecCKne pdaHHble, BKYas husnMonornyeckue faHHble W faHHble 0O6BbEKTMBHOIO OCMOTpa na-
uneHTta (Hanpumep, apTepuanbHOe AaB/fieHue, pocT, BEC, YacToTa CepAeyHbiX COoKpalleHuin un T. 4.), a Takke
CUMMTOMbI ¥ CUHAPOMbI, U3BNEYEHHbIE N3 BpayeObHbIX OCMOTPOB (Hanpumep, KypeHue, ronosHas 60/b, OTArO-
LWEHHbI aHaMHe3 U T. 4.);
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- nabopaTopHble faHHble, Hanpumep o6l MiA XONEeCTEPUH, TOKO3a KPOBU, KPEaTUHUH U T. 4.;

- [aHHble WUHCTPYMEHTas/bHbIX UCCNeA0BaHnn, KOTOpble U3B/IEKalTCA M3 NPOTOKOSIOB 06CnefoBaHunii,
BK/l0OYAsA yNbTpasBykoOBOE UCC/efoBaHWe, 3/71eKTpoKapamorpaMmy, KOMMNbIOTEPHY ToOMorpadgui, peHTreHo-
rpacuio, mammorpaduio U T. 4.;

- faHHble 0 Ha3Ha4YeHHOM W NPOBefEeHHOM JIeKapCTBEHHOM /le4YeHun, BKI0Yasas HaMeHOoBaHuWe nekap-
CTBEHHbIX NpenapartoB, KPaTHOCTb Nprema, ekapcTBeHHY opmy, 403y U T. 4.;

- [aHHble 06 ap(PeKTUBHOCTM M 6e30NacHOCTN Ha3HAUYEHHbIX NIeKapCTBEHHbLIX NpenapaTtos W npouuve.

5.3.4 N3BNe4YeHHble Npu3HaKkym MOryT UMeTb craeayllne TUnbl 3Ha4YEeHWUA:

- GMHapHble, HanpUMep KypeHue, NpUuemM aHTUIMNEepPTEH3MBHbIX NpenapaTtoB U T. 4.;

- 4yncnoBble NPU3HaKU, HanNpuMep TemnepaTypa, YyactoTa CepAeydHbIX COKpalleHuin, apTepmanbHoe gaB-
neHve, pocT, Bec, 3HayeHns nabopaTopHbIX TECTOB U T. 4.;

- TEKCTOBble, Hanpumep (QOPMy/AMpPOBKA AuarHo3a, Ha3BaHWe NeKapCTBEHHOrO CpPeAcTBa, Ha3BaHwe
cumnTomMa U T. 4.;

- [aTtbl, HaNnpuMep JaTta poXAeHus, garta perucTpauum nauueHTta, gara cCMeptM U T. 4.;

- Bpems, Hanpumep BpemMs rocnutanusaunmn, Bpema U3MepeHuUsa Kakoro-to npusHaka;

- KaTeropuasnbHble, NpeAcTaB/eHHbIE KO4AMWN 3HAYEHUI M3 CMPaBOYHMKOB, HanpumMmep kKog 3aboneBaHus
no MKB-10 [7], kog cumnTomMa, Kog nona uT. 4.;

- OHTO/I0rM4Yeckne, nNpeacTaBNeHHbIe KOgaMy 3HAYEHUN N3 OHTOMIOTMYECKON 6a3bl 3HAHWUIA.

5.3.5 V3BneyeHHble B xoae paboTtbl CMMNBP npusHaky Ao/MKHbI 6bITb coxpaHeHbl B B, CMNMNBP oTaens-
HO OT XpaHunuuia noslydyeHHbIX ANa 06paboTKn UCXOAHbIX MeULUHCKUX 3annce.

6 O6y4yeHne N TecTUpoBaHWEe CUCTEM MNOAAEPKKN MPUHATUA
BpayeOHbIX peLleHni

6.1 O6wme TpeboBaHUA K HAGOpaM AaHHbIX 411 06YUEHUS] CUCTEM NOAAEPXKKNA NPUHATUS
BpayebHbIX peLleHui

6.1.1 OcHoBHa#d 3afaya cosgaHua CIIMBP cocTouT B NOMyYeHUU OTpaxawLlero ypoBHsa noTpebHoCTH
Bpayeli NnporpaMMHOro cpeacTBa ANA peleHna KOHKPEeTHbIX 3a4a4y, NnpefycMOTPeHHbIX cneyudunkaumnein npo-
n3sogmuTtens.

6.1.2 O6paboTKa BXOAHbIX OaHHbIX, MosydyeHHbIX CIMMBP Bo Bpems akcnnyartauuu, ocyuiectBnseTtcs
C nomouibio cooTeBeTcTBYtOWMX anroputmos CIMNBP, pa3paboTaHHbIX ANA PeLeHns KOHKPETHOW KAnHuye-
CKO 3afaun (Hanpumep, BbISAB/IEHWA NOLO3PEHUs Ha 3abosieBaHne, NoJsiyyeHue MporHosa, OLEeHKa PuUCKa,
KOHTPO/Ib J@aHHbIX U T. 4.).

6.1.3 OpgHoli u3 rnaBHbIX 3agady cos3gaHua anroputma CIMBP gasnsetca BbI6Op M NOATOTOBKA MaTtepu-
ana, oTpaxalLliero COBpeEMEHHbIN YPpOBEHb 3HaAHWI M OMbiTa cneunManncToB (Bpayei, 3KCNEPTOB, YYEHbIX,
neparoros). Takumu maTtepuanaMmy MoryT ObITb:

- YTBEPXAEHHbIe KNMHNWYECKNEe peKoMeHaaLuunu;

- HayuyHble nyb6aukauuy B Cneumnann3npoBaHHbIX XypHanax;

- oTyeTbl BcemupHOl opraHu3auum 3gpaBOOXpaHeHUs No nporpaMme KOHTPons 6e3onacHocTu u ad-
heKTUBHOCTU MeauuuHCckux uspgenunii («The WHO prequalification project»), pasmelieHHbiMK Ha calite Bce-
MUWPHO opraHm3auuny 34paBoOXpPaHeHns B MHPOPMALNOHHO-TENEKOMMYHUKALNOHHON ceTn NHTepHeT;

- yyebHble mMaTepuasnbl MeAULUHCKUX YHUBEPCUTETOB;

- 6asbl 3HaHWIA;

- Habopbl faHHbIX, OTpaxarLuime NpoLecchbl ANarHOCTUKM U neyeHnsn (3abosieBaHns M BbI3[0POBAEHUSA)
peanbHbIX NayneHToB.

6.1.4 Mpy MCNoONb30BaHUN TEXHONOTMIA MalIMHHOIO 06yyeHus ana cosgaHus anroputmos CMMNBP Bax-
Hellwunm aTtanom CTOUYKWN 3peHus 6esonacHocTU, ahPEKTUBHOCTM M kavecTBa paboTel CMIMBP asnseTca nog-
roToBka cooTBeTcTBYOWMUX HA. MeTpukn paboTbl Mogeneli MalWunHHOTO 06y4yeHus, ncnonb3yembix B CIMBP,
6yayT rnaBHbiM 06pa3oM 3aBUCETb OT KayecTBa MCNOMAb3yeMbIX ANa 06yyeHus HU.

6.1.5 Mpoueccbl noarotoBkn HA 1 MawmnHHOrO 0byyeHMs Ha uX OcHoBe (M APYrux cnocob6oB MMUTH-
poBaTb KOTHUTUBHbIE (PYHKLUWM Bpaya) AO/HKHbI OCYLECTBNATLCA NOATOTOB/EHHLIM MEPCOHA/IOM, UMEIOLLLUM
npeAcrtassieHne o TexHonornax WA, metogax n anroputMax MalMHHOIO obyyeHus, metogax paboTbl C AaH-
HbIMW, a Takxe geTanbHOe npeacTaBneHue o colgasaemoii CIMMNBP, BkAuyas ee npefgHasHayeHne, yCcnoBus
NPUMEHEeHNA 1 pellaemble faHHbIM NPOAYKTOM 3ajauu.
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6.2 O6Lme TpeboBaHNSA K NOATOTOBKE HAGOPOB AAHHbIX A1 TECTUPOBAHUSA CUCTEM MOAAEPXKKM
NPUHATUS BpaYveGHbIX peLleHui

6.2.1 Ana obecneyeHnsa Tpebyemoro ypoBHAa fosepusa Kk pabote CIIMBP Heo6Xx0AUMO NMPUMEHEHNEe KOM-
MIEKCHOro noaxofa K TECTUPOBAHWIO WM KOHTPOJIIO KayecTBa, BK/lOYalOLW,ero npouecchl, nepeyucrieHHble B
6.2.1.1—6.2.1.3.

6.2.1.1 BHyTpeHHee TecTupoBaHue CIIMBP, npegHa3HayeHHOe ANA NPOBEPKM COOTBETCTBUA NPOAYKTA
TeXHUYeCcKoin [OKyMeHTauuu Npou3BOAMTENA, NPOBOAAT Ha TecToBbix HJ. MNoaTBepxAeHHOe MNpoXoxAeHue
BHYTPEHHEro TeCTUpPoBaHNA CBUAETENLCTBYET O TOTOBHOCTW MPOAYKTA K MPOBEAEHUI0 KIIMHUYECKUX UCCneno-
BaHW WM K cnegylolemy atany XXM3HEHHOTO LMKNa.

6.2.1.2 BHellHee TeCTMpOBaHWe, BK/AOYAsA BHELLHIOW KAWHWYECKYIO Banupauuto, npefHasHavyeHo Ans
HEe3aBUCUMOW NPOBEPKN AOCTUXEHUS 3asAB/IEHHbIX Mpou3BoguTeneMm MeTpuk paboTtbl CMMNBP, B TOM uucne
B pamMmkax npouenyp peructpauun CIIMNMBP B kavyecTBe mMeguuMHCKOro msgenunsa. Ansg 3Toro ucnbiTaHUA He-
06X04MMO UCNO/b30BaTb BEPUdULMPOBaHHbIA H B MegMLMHCKON opraHvM3auun, npoBoasweli KianHuyeckne
NCnbITaHNA.

6.2.1.3 Banugauus BO Bpems akcnnayatauuu (MOHUTOPWHI) MpefHasHavyeHa AN Nepuoauyveckoi npo-
BEPKM COBNIOAEHNS 3aAB/IEHHbIX Npou3BoanTenem MeTpuk pabotbl CIMTMBP BO BpemMs npuMeHeHUs B peasib-
HOM KAMHWYECKOW npakTuke. B aTOM mcnbiTaHUM A0OnNyckaeTcs UCNoAb3oBaTb BepuduuympoBaHHbin HL opra-
HM3auuun, nNpoBoAswWel MOHUTOPUHT, NGO pe3ynbTaTbl NPOBEPKM AOCTynHocTu paboTtbl CMMNBP, Hanpumep
KO/IMYEeCTBO NOJIOXKUTENbHBIX OTBETOB Ha o6pauieHns k CIMIMBP, konnyectso c60€B U T. 4.

6.2.2 NOMUMO MNPOLECCOB KIMHUYECKUX WCMbITAHWUW, BK/IOYaA TeCcTUpoBaHue W Banugauuto, Leseco-
o6pas3Ho nogaepxuBaTb NPOLECChl HE3aBUCUMbIX K/TMHUYECKUX UCCNefOoBaHuii, HanpaBieHHbIX Ha cbop Ao-
NOSIHUTENbHBIX AaHHbIX ahekTnBHOCTM, 6e3onacHocTn u kavyecTBa paboTtbl CMMNBP, B TOM uyMcne c uesnblo
OLLEHKN K/IMHWYECKOW, OpraHn3aunMoHHON M (PUHAHCOBO-3KOHOMWYECKON LenecoobpasHOCTU BHeApeHus u
passutua CIIMBP.

6.2.3 KnuHunuyeckne wncnoitaHna CIIMBP, Bknwvyas BHYTpeHHee TeCcTupoBaHMe, AO0/IKEH OCYLW,EeCcTB/ATb
NMOArOTOBJIEHHBIV NepcoHas, uMerLwuii npeacTasneHme Kak 0 MeTOA0/10rMYeCKUX OCHOBax NpPoBefeHus Ku-
HUYeCcKUX MCNbITaHWii, UCMOMb3yeMbIX MeToAax U nokasatensax kadyecrsa pabotsl CIMBP, Tak 1 obwee npea-
cTaBfeHne 0 npefHa3HayeHUn M 0COBEHHOCTAX peanusaunn Tectupyemoii CMMBP.

6.2.4 BHyTpeHHee TecTupoBaHue CIIMBP BbinonHAeTCsa nyteM UCNO/Sib30BaHUA 3apaHee MNOAITOTOB/IEH-
Horo HA, cofepxaliero BXoAHble NMPU3HaAKN WU CONOCTaBNIEHHbIE UM BbIXOAHbIE NPU3HAKWU (3TaA/IOHHbIE 3Have-
HUS). BHYTpeHHee TecTupoBaHne HeO6X0AMMO NPOBOAUTL Kak Npu pa3paboTtke CIIMBP, Tak 1 npy noarotoeke
K BbINYCKY HOBbIX Bepcuii CIMIMBP n/unu otaenbHbIX anroputMmos, BxoAsawumx B coctas CIMMNBP. Tpe6oBaHus K
npoueccy BHyTPEHHEro TECTUPOBAHUA A0/DKHBLI ObITb onpefeneHbl Takum o6pa3omM, YTo6bl MOXHO 6b1s10 y6e-
ONTbCA B AOCTVXKEHUW 3aABNI€HHbIX B TEXHNYECKON AOKYMEHTauum mMmeTpuk.

6.2.5 Mogrotoeky HA BbinonHAT no FOCT P 59921.5.

6.2.6 BanugaynoHHbllii HI, Ansa BHYTPEHHEro U BHELIHETO0 TECTMPOBAHMUA AO/HKEH BKKYATb TWaTeslbHO
nogobpaHHble 1 3a40KYMEHTUPOBAHHbIE KIMHUYECKUEe Cryvau.

6.2.7 OTAeNbHbIA KAMHWYECKUn cnyydain (3anucb HA) oonxeH cofepxarthb:

a) BXOAHble MPU3HaKu, KOTopble MOryT ObiTb pasHbiMU A1 pas3/IUYHbIX 3TAnoB TECTUPYEMOIO KANHUYe-
CKOro npouecca;

6) BbIXOAHble COGbLITUA, NpeAcTaB/IeEHHbIe COOTBETCTBYOLWMMMN NPU3HAKaMU.

MpumMmeyaHune — Hanpumep, Ans TECTUPOBAHUS (DYHKUMM BbISIB/IEHWSI NOAO3PEHUS HA 3a60/IeBaHNE BbIXOS-
HbIM cobbiTveM HJ, 6yaeT kog anarHosa.

6.2.8 B 3aBUCMMOCTM OT TECTUPYEMOI 3afa4u N NpOBepseMbIX 3HAHWA HO30/1I0TMYECKOW Tpynnbl Ha 3Ta-
ne nogbopa HabopoB KAMHUYECKUX CNyYyaeB A UCMbITaHUI NoTpebyeTca pasHoe obuiee KOMYeCcTBO M pas-
HOoe MPOLEeHTHOEe COOTHOLIEHNE NMPOCTbIX, «CTEPTbIX» U KOMOPOUAHbLIX ClyyYaes.

6.2.9 MNpu noarotoeBke BannpaunoHHbIX HI Heob6xoaMmo ob6ecneynTb yyacTue 3KCNepToB WM MaTepu-
anos M3 pasHblX MeAULUHCKUX LWKON WU/MAN pa3HblX PEerMoHOB, CNOCO6GHbLIX NOCTaBNATb Ka4eCTBEHHO 3a0Ky-
MEHTMPOBAHHbIE C/ly4yan okalaHWs MeAULMHCKON MOMOLLM, B NPOTMBHOM c/lydyae noTpebyeTcs nepenpoBepka
npasuabHOCTM paboTbl CMIMBP B Kaxaolh MeauLMHCKOW opraHusauuu, koTopas npucTynaet K BHeLPEHWIO
CMNMNBP. Hanpumep, y nogeli B 0CO6bIX KNMMaTUYECKNX 30HAX MOTYT ObiTb OT/INYMA B NPOSAB/IEHUAX MO He-
KOTOpbIM 60/M1€3HAAM, B OTBETE Ha JieyeHue U T. M.
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6.2.10 Ana BHyTpeHHero tectuposaHua CIIMNBP HA nogrotaBnvBaeT nNpou3BoAuTENlb COOTBETCTBYIO-
wero npoaykra. 3anucu HI gna TecTMpoBaHWA He MOTyT cofepXaTb AaHHble, UCNO0J/Ib30BaHHble B MallVMHHOM
0b6yYeHnn.

6.2.11 [nA BHeLWHEN KAMHM4YecKoW Banugauuum HJ nogrotaBnvBaeT He3aBUCMMas OT NPOU3BOAUTENS
MeguunHCKasa opraHusaunsa. Lo/HKHO 6biTb UCKAOYEHO ucnonb3oBaHue HI wnu oTAenbHbIX 3anucei, [0-
CTYMHbIX U UCMOJ/Ib30BaHHbIX Ha atane co3gaHua anroputmoB CIIMBP, a Takke Ha aTane BHYTPEHHEro 1ecTu-
poBaHus.

6.2.12 MNpu noarotoBke HJA Ans TecTupoBaHuMsA yuuTbiBalT Tpeb6oBaHua TOCT P 59921.11—2025
(nyHKT 5.2.2). OCHOBHbIM fIBNSieTCA onpefgeneHne umcna 3anucein HA, HeobxogMmoro u gocTaTtoyHoro gns
hopMnpoBaHNSA HaAEeXHbIX BbIBOAOB O kayecTBe pabotel CIMBP. Mpu nogrotoBke HJA pgonxHa 6bITb o6e-
cneyeHa penpeseHTaTMBHOCTb BbIGOPKW. B cBA3M € Tem, 4yTo obecneyeHne penpe3eHTaTMBHOCTU BblIGOPKK
BEPOSATHOCTHbIM CNoco60oM ee chopmunpoBaHuUA (CnydaliHblil, CUCTEMATUYECKUA U KnacTepPHbIN O0TOOpP) COX-
HO [OCTUraemMo, UCNOMb3YKT Takne HEBEPOATHOCTHbIE cnocobbl popmupoBaHnsa HJ, kak Bbi6opka yao6cTBa
(npousBonbHan), nocnepoBaTenbHasa (cnaolwHasi) Bbl6OpKa, Bbibopka A0OPOBO/bLLEB, KBOTHbI OTGOP U T. A.
Heob6xogMmMo yunTbiBaTb OTHOCUTE/IbHYIKO 4acCcTOTYy COCTOSIHUSA B UeneBoi nonynauyum (4ont, YactoTy) gua-
rHOCTUPYEMOro (UM MPOTHO3MPYEMOr0) COCTOSSHUSA B MCNOMb3yeMOM AJ1 NpPOBefeHus wucnbiTaHnini HA, T. k.
MMEHHO OT HEero 3aBUCAT Hanbonee 3HauYMMble MeTpukn kavyectsa CIIMBP.

6.2.13 Pa3mep BbIGOpKM ANSA TecTupoBaHusa onpegenseTca M 060CHOBbIBAETCA UCXOAA U3 3a4aHHbIX
napameTpoB U ocobeHHOcTel paboTbl anroputma CIMMBP uauM Bceil cucTembl B LLENOM, a Takke C y4eToMm
LueneBoli CTaTUCTUYECKOW MOLLHOCTM 1 06ecneyeHns Heo6xoAMMOro ypoBHsS 6e3onacHoCTU, 3P eKTUBHOCTH
1 KayectBa paboTtbl CMMNBP B ycnoBusx peasnbHOl KAUHUYECKON NpakKTUKK.

6.3 Tpe6GoBaHUS K UCMO/Mb30BaHUIO HAGOPOB AaHHbIX NPU TECTUPOBAHUN CUCTEM MOAAEPXKKM
NPUHATUSA BpaYeGHbIX PeLleHWi

6.3.1 Kaxpblii aTan npouecca TecTUpPOBaHUA [O/IKEH COCTOATb B TOM, 4TO 3anucu u3 HJ nogawT Ha
Bxoa anroputma CMMBP wnan Bcein CMMNBP B uenom. Aanee CMMNBP wan anroputm CMIMBP o6pab6aTbiBaeT
Nosly4YeHHble flaHHble U BblAaeT pe3ynbTaTt, KOTOPbIA 3aTeM coxpaHseTcs B ucnonbdyemom HA.

6.3.2 1ns kax[oli Ncnonb30oBaHHOW CTPOKM AaHHbIX M3 HJ npy npoBeAeHWn uUcChbITaHUA (QUKCUPYIOT
nosy4YeHHblii pesynbtat CIMMNBP. MonyyeHHble AaHHble UCNOMb3YIOT A8 pacyeTa MaTpuubl OWKNGOK, KoTopas
Janee ncnonb3yeTca A/19 pacyeTa COOTBETCTBYHOLWMX METPUK KayecTsa.

6.3.3 B xoge 06paboTky nony4vyeHHoi 3anucu usz HA CMIMBP moxeT ocywecTBisATb hOpMaTHO-10ru-
YeCKUii KOHTPOJ/Ib NOJYYEHHbIX AaHHbIX Ha nNpeamMeT BbIAB/IEHWS HECOOTBETCTBUI (Hanpumep, NosyyYeHHble
3annucu He COOTBETCTBYIOT KpuTepusam paboTel CIMMNBP, B faHHbIX cogepXxaTtcs Nponyckn nam aHomanuu). Mpu
BbIsiBIeHUM HecooTBeTcTBUA CIIMBP Takxe BO3BpaliaeT pe3ynbTar 06paboTkm gaHHbIX, O4HAKO 3TOT pesy/ib-
TaT JONKEH coAepXaTb He pe3ynbTaT nHTepnpertaymm, a coobuieHne o6 owmnbke. B xoae TeCcTMpoBaHus Takue
otBeTbl CIMIMBP Takxe 3anucbiBaloTcA B TeCcTOBbI H/, HO He y4yacTBYHT B ganbHelilleM B pacyeTe MaTpuubl
ownb60okK pabotel CMIMBP u, COOTBETCTBEHHO, pacyeTe TOYHOCTM paboTbl anroputmos CMMBP.

7 MeTpuKn OLeHKM KavecTBa paboTbl CUCTEM MOAAEPXKKU NPUHATUA
BpayebHbIX peLueHni

7.1 TpeboBaHUA K ONpegenieHnio MeTPUK KayecTBa paboTbl CUCTEM NOALEPXKKMA MPUHATUSA
BpayebHbIX pelleHwnii

7.1.1 MeTpukn onpegensatTca ana kaxporo anroputma CIMBP B oTaenbHOCTU. Pe3ynbTatbl TECTUPO-
BaHua CIMNBP npeactaBnaioT B BUAE UTOrOBON Tabnmubl 4OCTUTHYTbIX METPUK A1 BCEX anroputmMoB, BK/IHO-
YeHHbIX B coctas CIMBP.

7.1.2 Mo wnToram NpoBefeHUss TECTMPOBaHWUS AN KaxAoh 3anncu B TecTtoBom HJ, koTopas 6bina oT-
npasneHa ans uHTepnpetauum B CMMBP 1 AnA KOTOPOW NoslydyeH OTBET, ONpeAenaTcs pesynbTaT CpaBHEHUS
oTBeTa C NPaBW/ibHbIM 3HAYEHUEM, KOTOPbIA MOXET MPUHUMATb OAHO U3 CAEAYLWNX 3HAYEHWIA:

- UCTWHHO nonoxuTtenscHblit (M) — anroputm CMMBP BbISBUA NaTONOIMI0 NpU ee Hanuuum (4N ana-
FHOCTMYECKOW 3agauun) wav npaBu/ibHO npefckasasn cobbiTve MNpu ero HacTynjeHun (4158 NPOrHOCTMYEeCKOoM
3agaun);

- NIOXHONONMOXMUTeNbHbIA (JIM) — anroputm CMMBP BbiSBUA NaToNorni0 nNpu ee oTcyTcTBuuM (4NS Ana-
FHOCTMYECKOW 3agaun) unm owmnboyHo npeackasasn cobbiTue, XOTS OHO He HacCTynuso (415 NPOrHOCTUYECKOM
3agaun);
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- NoOXHooTpuuatensHblii (JIO) — anroputm CIMIMBP He BbIABU/ NATONOIMI0 NpU ee Hanuuuu (4nsa gva-
FTHOCTMYECKOI 3agayun) uam He npepgckasas cobbiTUe Npu ero HacTynaeHun (4S5 NPOrHOCTUYECKOW 3adaun);

- UCTWUHHO oTpuuyatenbHbiii (MO) — anroputm CIMMNBP He BbiABMA NaTONOMMI0 NpPU ee OTCyTCTBUM (AN
ANarHoCcTMYecKol 3agauv) wam He npejckasan cobbiTue, KOTOpoe He HacTynuao (418 NPOrHOCTMYecKon 3a-
haun).

7.1.3 Mocne onpegeneHna pesynbtaToB TeCTUPOBaHMA B 3anucax HJI paccumtbiBaeTcs martpuua owu-
60K, cofepxaliaa abCoMoTHbIE 3HAYEHUA UCTUHHO MOJIOXUTESbHbIX, JIOXKHOMOTOXMUTENbHBIX, JTIOXKHOOTpULa-
TeJIbHbIX N UCTUHHO OTpULLaTEe bHbIX Pe3y/bTaToB.

7.1.4 Ha ocHOoBaHMM MaTpuubl OWMOBOK ANna kaxporo anroputma CIMBP B o6s13aTenbHOM nopsgke
OO/KHbI 6bITb ONpeaeneHbl (Ha atane co3faHua) U oueHeHbl (Ha aTanax TecTUpoBaHusa) cnegyrowmne MeTpuku:

a) nnouwagb nog xapakrepuctuyeckon kpmeoii (AUC ROC), nokasbiBawwasa obwme knaccugukaymoH-
Hble cnocobHocTn anroputma CMMNBP;

6) 4yyBCTBUTENIbHOCTbL YB (sensitivity, Se, recall), nokasbiBatowas BepOATHOCTb TOr0, 4YTO asropuTm
CMNMBP 6yneT npaBW/ibHO BbIABAATbL MALMEHTOB C Natonorvell nav npaBuibHO NpeAackasbiBaTb MNPOrHO3UPY-
emoe cobbITne, Bbluncnsemas no copmyne

Ug = UM / (UM + NO); (@9)]

B) cneunduuHocTb Cn (specificity, Sp), nokasbiBaloLwaa BepoOATHOCTb TOro, 4to anroputm CIMMBP 6y-
AeT NpaBUNbHO BbISBAATL NauueHToB 6€3 naTtofiorny Wav npaBufibHO NpefckasbiBaTb OTCYTCTBME MPOTrHO3M-
pyemoro cobbiTusi, BbluMcnsemas no copmyne

Cn = MO / (MO + Nn); 2

r) ob6wasa TOYHOCTb anroputma (accuracy), nokasbiBalLwas 06Lyi0 BEPOATHOCTb NPaBU/bHO paboTbl
anroputma CMMBP kak npu BbISBAEHUN NaUMEHTOB C NaTtofornei, Tak n 6e3 Hee, a Takke NPaBUIbHOCTb NPO-
rHO3UpOBaHMUA COBbLITUIA, BbluMcsieMas no dpopmyne

O6wasn ToyHocTb = (UM + NO) / (UM + NO + NN + N10). ?3)

7.1.5 Kpome o6sa3aTenibHbIX MeTpUK LiesiecoobpasHo ana kaxagoro anroputma CrMNBP onpeaenutsb (Ha
JTane cosfaHnsa) M OLeHUTb (Ha aTanax TeECTUPOBAHMWA) AONOIHUTENbHbIE METPUKK, NpuBefeHHble B 7.1.5.1 —
7.1.5.7.

7.15.1 MporHocTnyeckyo UEeHHOCTb MoJIoXUTenbHOro pesynbtata MUMP (positive predictive value,
PPV, precision), noka3sbiBalLLyl0 BEPOATHOCTb HaMUYMA NaToNoOrnM npu ee BbisBAeHUU anroputmom CMMBP
NN BEPOATHOCTb HaCTYMNNEeHUs CoObITUA, eCN OHO npefckas3aHo MOAesiblo MPOrHO3MPOBaHUA, BbIYUCAAIOT
no cpopmyne

AUNP = vN / A + An). @)

7.15.2 MporHocTnyeckyl LEeHHOCTb oTpuuaTtenbHoro pesynbtata lNUOP (negative predictive value,
NPV), nokasbiBaloLlyl0o BEPOSATHOCTb OTCYTCTBMSA NaTONOrMK, ecnu ee He BbisiBua anroputm CMMBP, nan Be-
POATHOCTb HE HaCTYMN/eHUss CObObITUSA, €C/In OHO He 6bINI0 NpefckasaHo MOofesiblo NMPOrHO3MPOBaHUA, BblYuC-
nawT no dpopmyne

MUOP = NO/(NO + JIO). (5)

7.1.5.3 OTHOWeHMe NpaBAonof4o6MA NoNoXMTENbHOro pesynbTata OMMP, noka3sbiBatoliee, BO CKOIbKO
pas npy NoNoXWTeNbHOM pesynbtate anroputma CMIMNBP BepoATHOCTb NpaBU/IbHOIO OTBETa MpeBbllIaeT Be-
POATHOCTb €0 OTCYTCTBUSA, BbIYMCAAT No dpopmyne

onnpP =4s /(1 - Cn). (6)

7.1.5.4 OTHoWweHMe npasgonofobua otTpuuatensHoro pesynbtara OMOP, nokasbiBalkliee, BO CKOJIbKO
pa3 npu oTpuuatensHom pesynbtarte anroputma CrMNBP BepoATHOCTb NpaBu/ibHOrO OTBETa NpeBbillaeT Be-
POATHOCTb €ro OTCYTCTBUSA, BbIYUC/AIT No popmyrie

OMOP = (1 - UB)/Cn. 7

10
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7.1.5.5 YacToTy NoxHbIX cpabaTbiBaHnii U/IC, nokasbiBalLWy 400 HEBEPHbLIX Pe3y/bTaToB K 06uemy
yucny 3anuceli 3a npegenamu knacca, Bbl4MCAAKT No hopmyne

yac =1- Cn. 8)
7.1.5.6 F-mepy (COBMECTHYI0 OUEHKY 4yBCTBUTeNbHOCTU U MLMP) BoiuncnaT no popmyne
F-mepa = 2 ®m[LMP «Ys / (MLUMAP + UB). (9)
7.1.5.7 YpoBeHb coBMnajeHnsa AnarH030B ONpeaensaT Nno BblpaXeHuo
(n~00)/N, (10)

rge N — KONMYeCTBO YCMewWHbIX cobbiTuin, rae pesynbtat CIMIMBP coBnaa ¢ OCHOBHbIM AMArHO30M;
N — ob6uwee KOMYecTBO UCTUHHbBIX ANArHO30B.

7.1.6 Ana BCcex NCnosib3yeMblX METPUK criefyeT pacCuUnTbiBaTb He TOSIbKO TOUEYHbIE OLEHKN, HO U UHTEp-
Ba/ibHble — A0BEPUTENIbHbIE NHTEpPBasibl C 4OBEPUTENIbLHON BEPOATHOCTLIO OT 95 % A0 99 %, T. e. Te Ananaso-
Hbl, B KOTOPbIX (DakTU4YeCKN C TOW WAW MHOI BEPOATHOCTbIO MOTYT BapbvpoBaTb COOTBETCTBYHOLLME METPUKMU.
Mpy 3TOM BaXHO Y4uUTbiBaTb, YTO YYBCTBUTE/ILHOCTb U CNELU(PUYHOCTb, Tak Xe, Kak U NPOrHOCTUYECKMNE LeH-
HOCTWN NOJIOXUTENBLHOIO M OTPULLATENIbHOTO Pe3ybTaToB, U3MEHATCA 3aBUCUMO APYT OT ApYyra, B CBA3N C Yem,
oONTUMMN3NPYSA OAWH nokasaTesnb, paspaboTumk anroputma CIMNBP, kak npaBuao, yxygwaeT gpyron.

7.1.7

Mnowaab Nofg xapakTepucTUYecKkoin KpMBOWM He aABnsetcs 6uHapHbIM nokasaTesnem. ROC-aHanus mo-
XeT 6bITb NnpoBefeH kKak B koopauHaTtax ((1 - Cn); UB), Tak n B kKoopauHatax ((1 - MUOP); NUMP). Mo-
cnegHuin aHanu3 npegnouvtuTesibHee, T. K. OPUEHTMPOBAH Ha Bpaya — UL0, NMPUHUMAalOLWEee pelleHne B
OTHOLLEHUN KOHKpeTHOro nauueHta. ROC-aHanus ucnonb3ywoT ANs8 npejBapuTesibHOT0O CPaBHEHUA TOYHO-
CTV usyvyaemsbix anroputmoB CMMBP, oco6eHHO ecnun nx mHoro. OgHako Hanndme AUC ROC HepocTaTtouyHo
ONS OUeHKM ahpekTMBHOCTU paboThl anroputma CMMBP. B cBA3n ¢ yem gnsa kaxgoro anroputma CIMMBP
[o/mKeH 6bITb onpeaenieH Nopor akTuBauuu 6uHapHoro knaccudukatopa (cut-off threshold) gna knaccudu-
Kauuu cnyvaes, KpUTEPUAMU ONTUMASIBHOCTU KOTOPOWA MOTyT ObITb:

- MUHMMYM OoWwKn6KKN | poga (rMnepamarHocTMKK) Npu npuemaemMoil owmnbke Il poga (rmnoguarHocTuke);

- MUHUMYM owwnbkm Il poga (rMNnognarHoCcTUKM) Npyu npuemsemoi ownbke | poga (rmnepguarHoCTuke);

- 6anaHc YyBCTBUTENbHOCTU U CNELUNGUYHOCTH;

- Makcumm3sauuns CyMMbl YyBCTBUTE/IbHOCTU M cneundunyHocTn (kpuTtepuii tOaeHa) v T. 4.

[[8], myHKT 5.4]

7.1.8 Ecnn B xofe TecTupoBaHUsA OTAe/IbHO HaGupanucb NO3UTMBHbIE W HEraTUBHbIE clyyan, Heobxo-
AVMa nonpaBka Ha OTAEe/IbHYH 4acToTy COCTOSIHUS B LiefieBoit nonynsumn. Beluncnewns npoBoasT no dop-
mMynam:

nunP =4se-04 / (Us-O4Y + (1 - Cn) -1 - OY)), (11)
MUOP =Cn- (1 - OY)/(Cn- (1 - OY) + (1 - YB) -OU). (12)
7.1.9 PacueT obuwei TouyHocTn anroputma CIIMBP ocHOBaH Ha OTHOWEHWU CYMMbl UCTUHHO MOMOXKU-

TEe/IbHbIX W UCTUHHO OTpULATENIbHbIX PEe3yNbTaToB K 06LWEeMy Yucny HabawaeHnin B BbiGoOpke. Ona TOYHOCTH
[OJKHbI ObITb paccyMTaHbl AOBepuUTeNbHble NHTEpPBasbl (99 %, 95 %). TOYHOCTb 3aBMCUT OT OTHOCMUTE/IbHONA
4acTOTbl COCTOSAAHMSA B L,eNeBOi NoNynsauMm n He MOXeT 6biTb paccumMTaHa ANa Hepenpe3eHTaTUBHOW BbIGOPKU
6€e3 nonpaBknN Ha OTHOCUTE/IbHYH 4acTOTy COCTOSIHUS B L,e/NIeBOW nonynsauuu.

7.2 TpeboBaHMSA K OLLeHKE MeTpUK KadyecTBa paboTbl CUCTEM NOAAEPXKKM NMPUHATUSA BpavyeOHbIX
peLweHuni

7.2.1 MokasaTtenb ToyHOCTM paboTbl anroputma CIMBP yunTbiBaeT YyBCTBUTENIbHOCTb W crnieuuduny-
HOCTb, MO3TOMY SIBASIETCS AOBOJ/IbHO 06LWMM. B 3TOW CBA3WM Npu NPUHATUM PELUEHUn O KavyecTBe peanusauunu
anroputma CIMNBP He gonyckaeTca onupaTbCs TO/IbKO Ha 3TOT nokasaTeflb, HEOH6X0AMMO Bcerga paccmartpu-

BaTb €0 KOMMJ/IEKCHO C Y4eTOM OTZAe/lbHbIX nokasaTeseli YyBCTBUTENBLHOCTU U CleunguyHocTm.
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7.2.2 lMoka3atesin YyBCTBUTENIbHOCTU U CNeundPUYHOCTU yCTaHaB/IMBAKTCA U OLEHMBAKTCA O/19 NpuU-
HATUA peleHnid cnegywmnm obpasom:

a) npu cosgaHumn CMIMBP — MUHUMaNbHbie 3HAYEHUS, 4OCTMKEHMNE KOTOPbIX TpebyeTcs obecneunTb Ha
aTtanax co3gaHna anroputma CIIMBP ana ero nocnefyrowero BK/IKOYEHUA B NPOAYKT,;

6) Mpu BHYTpeHHeM TecTupoBaHum anroputma CIIMBP — ecnum npefyCcMOTPEHHble TeXHWYecKol [0-
KyMeHTauunel nponsBogMTens MeTpuku Obliv OCTUTHYTHI HA faHHOM 3Tane, anroputm CIIMBP moxeT 6biTh
BktoYeH B CIMMNBP, ecnu 3asaB/ieHHbIE METPUKN YYBCTBUTENBHOCTU U CNEeUuUUYHOCTU He Obln AOCTUTHYTHI,
Heobxoguma gopaboTka anropnuTMa UaM NPUHSATUE pPEeLLEHMS O HEBO3MOXHOCTU ero ncnosib3osaHusa B CrrnBP;

B) MpPU BHELWHEM TeCTUpPOBaHUM — eCcnun 3asB/IEHHble NMPOU3BOAUTENIEM METPUKU OblI AOCTUTHYTHI,
npMHUMaeTca pelleHne 06 ycrnewHOM MPOXOXAEHUU UCMbITAHUA, eCNn 3asiBNIeHHble MeTPUKU He 6blin Ao-
CTUTHYTbI, TECTUPYEMbIA anropuTM NPU3HAETCHA HeKkayeCTBEHHbIM, B LenoM pesynbTaTbl ucnbitaHna CMMBP
NPU3HaKTCA HeyA0BNeTBOPUTE/IbHBIMU.

7.2.3 MNokasaTenn o6uUleli TOYHOCTU, YYBCTBUTENBLHOCTM U cneyndguyHoctn anroputma CMMNBP ycTa-
HaB/MBaKTCA M 060CHOBbLIBAOTCA Ha 3aTane paspaboTkm CIMIMBP, ncxogsa us ocob6eHHOCTen pewwaemoli Knu-
HMYECKOW 3adaun n obecnevyeHnss HeEO6XOAMMOro YypoBHS 6e30nacHOCTU, 3 (PEeKTUBHOCTM 1 KayecTBa paboThl
CMMBP B ycnoBusiX peanbHO KAUHMYECKOlW npakTuku. Mpu 3TOM peKoMeHAyeTCcs pPyKOBOACTBOBATbCA Clie-
OYOLWNUMU KPUTEPUAMMU:

- 3HauyeHus obuyeli TOYHOCTU, YYBCTBUTEIBHOCTM Uan cneyndunyHoctn meHee 0,6 — anroputm CIMMBP
MMeeT HENpPMEMJIEMO HU3KOE 3HA4yeHue, ero MCrnosib30BaHue B peasibHOol K/IMHUYECKON npakTuke Heponyc-
TUMO;

- 3HayeHus ob6Wen TOYHOCTU, YYBCTBUTENIBHOCTW WAU CNEUUdUYHOCTU HaxogAaTcs B npegenax
0,61—0,8 — anroputm CIMIMNBP nmeeT nepcnekTUBHOE 3Ha4YeHue, HO Lenecoobpas3Ho ero yny4yuieHme fo 6o-
Nlee BbICOKOrO 3HayeHus;

- 3HayeHus obuweit TOYHOCTU, YYBCTBMUTENBLHOCTM UNKN cneyndmnyHoctn 6onee 0,81 — anroputm CIMNBP
UMeeT MpPUemMsieMoe 3Ha4yeHue, ero MOXHO MCNOJb30BaTh B YC/IOBUAX peasibHOW K/IMHUYECKON NpaKTUKM.

7.2.4 Ansa anroputmoB CIMBP, npegHa3Ha4YeHHbIX A1 BbiABAEHUSA G0/bHbIX NAauMeHToB (guarHoctuye-
CKMe anropuTmbl, NPOrHOCTUYECKUE anropuTMmbl AN BbIAB/AEHUSA MaLMeHTOB BbICOKOTO pucka), Heobxoaumo
ONTMMM3NPOBATb U OLEHUBATb NOKasaTesib YyBCTBUTE/ILHOCTH, @ TakKe MPOrHOCTUYECKOW LEeHHOCTU NOJIOXN-
TeNbHOro pesynbTata npu co6MAeHUN MUHUMANbHO-NPUEMNEMbIX 3HAYEHUA cneundUYHOCTU U NPOrHOCTU-
YeCcKol LEeHHOCTM oTpuuaTenbHOro pesynbraTta.

7.2.5 Ana anroputmoB CIMNBP, npegHasHauyeHHbIX ANA BbISIBNEHUA 340POBbIX NaLUNEeHTOB (CKPUHUHIO-
Bble AMarHocTuyeckme anropuTmbl, NPOrHOCTUYECKUE anropuTMbl 418 BbIABNEHWUS NaLUEeHTOB HU3KOIO puUcka),
HeobxoAMMO ONTUMU3NPOBATbL W OUeHMBaTb nokasaTeslb CneunduruyHOCTU U NPOrHOCTUYECKON LLEHHOCTU OT-
puuaTtenbHOro pesynbtara npu co60AEHUN MUHUMAIbHO-NPUEM/IEMbIX 3HAYEHUI YYBCTBUTE/IBHOCTU U NPO-
FTHOCTUYECKON LEeHHOCTU MONOXUTENbHOro pesynbTaTta.

MpnmeyaHne — BO3MOXHO O4HOCTOPOHHEE MCnofb3oBaHve anroputMa CIMBP, Hanpumep ucnonb3oBaHue
TOMBKO A/19 MOATBEPXAEHUS NCKOMOro COCTOSHUA (T. €. AN ANarHoCTVKM). B aTOM cryyae 3HayeHus 4yBCTBUTE/IbHOCTU
M NPOrHOCTUYECKOWN LIEHHOCTU [O/MKHbI ObITb MaKCUMU3MPOBaHbI M NpY 3TOM LieHa owmn6ok Il poga (rMnofmarHoCTUKm)
[JO/MKHa BbITb NpremieMoii. Takke BO3MOXHa obpaTHas cutyaumst — anroputv CMIMBP MoxeT 6biTb NpeAHasHayeH uc-
KTHOUYUTENBHO AN CKPUHWHIA, Hanpumep ONMopTYHUCTUYECKOro. B 3ToM cnyvyae Heo6XoAyMO MakCVMMU3MPOoBaThb Crel-
NPUYHOCTb U NPOTHOCTUYECKYIO LIEHHOCTb OTpULATE/IbHOro pesynbTara, [OMyckas HU3KME 3HAYEHWs YyBCTBUTESIbHO-
CTW 1 NPOrHOCTUYECKONW LIEHHOCTU MOMOXMTE/IbHOro pesysibTara, HO MpU YC/I0BMM, YTO LieHa OLIMGOK rmnepamarHoCcTukm
npuemnemMa.

7.2.6 PekomeHayeTCcs OLEHKa W BK/OYEHME B TEXHMYECKYK AokyMeHTauuto Ha CIIMBP nokasatenei
NMPOrHOCTMYECKON LEHHOCTU MOJIOXUTE/IbHOTO W OTPULATENbHOTO pe3ynbTarta, T. K. 3TO MO3BOMSET OLEeHU-
BaTb pe3y/nbTaTbl paboTbl anroputma CIMMNBP npu npuMmeHeHun cucTembl. Hanpumep, BbiBOJ B MHTepdielice
CMNMNBP He Tonbko pe3ynbTatoB paboTbl anroputMoB CMIMBP, HO noka3ateneii NPOrHOCTUYECKOW LEHHOCTU
No3BO/IAET NPefOoCTaBUTL Bpayy MHopMauuio 0 BEPOATHOCTM NPaBUNbHOrO pesynbtata paboTel anroputMma
CIMMBP Ha gaHHbIX KOHKPETHOro 60/1bHOr0, YTO MOXeT ObiTb NCMNOIb30BAHO A1 NOHUMAaHWA BpayoM BEPOSAT-
HOCTW TUnep- n rmnogmuarHoCTUKM.
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8 ®PparmMeHTbl TECTOBbIX HAOOPOB AAaHHbIX
(AeMOHCTpaUVOHHbIE TECTOBbIE HAOOPbI AAaHHbIX)

OCHOBHOW [EMOHCTPAaLMOHHbIA TECTOBbIA HA60P AaHHbIX A1 UCNbITAHUA CUCTEMbI NOALEPXKKN NPUHSA-
TMA BpayebHbIX pelleHunid, cogepXalinin npuMepbl 3anuceil ¢ BXOAHbIMU AaHHbIMUW U pe3ynbTaTamn ux nHTep-
npetauuu c ucnosnb3osaHuem anroputma CrIMNMBP Ha npumepe «Mogenn OUEHKM pUCKA HaANU4nA aTepockne-

poTuyeckux 6nawek 6paxmouedanbHbiX apTepuii Npyu N36bITOYHON Macce Tena 1 OXMPEHUU y nauneHTos 6e3
cepAeyHo-cocyancTbix 3abonesaHuin», npuseneH B [9].
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