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Mpeancnoeue

1 PASPABOTAH locynapCTBeHHLIM DHOMDKETHBIM yypexaeHuem 3apaBooxpaHeHus ropoda Mocksbl
«HayuHo-NpakTYecknin KNMHUYECKUIA LIeHTP OMArHOCTUKKM U TeneMedUUUHCKMX TexHornoruin OenaptameHTa
3gpaBooxpaHeHuns ropoda Mocksbl» (FTBY3 «HIMKL, AT O3M»)

2 BHECEH TexHu4eckum koMuteToM no ctaHgaptusaunm TK 164 «cKkycCcTBEHHbIA MHTENNeKT»

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom denepanbHOro areHTCTBA MO TEXHWUYECKOMY
perynupoBaHnid u metponorum ot 7 oktabpsa 2024 r. Ne 1388-ct

4 BBE[OEH BIMNEPBbIE

MNpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHoeneHbl 8 cmamse 26 @edepanbHO20 3aKOHA
om 29 uwHa 2015 2. Ne 162-03 «O cmaHdapmuszayuu e Pocculickoll Pedepayuuy». MHpopmauus ob
u3MeHeHUsx K Hacmosuwemy cmaHdapmy nybnukyemcs 8 exe200HOM (N0 COCMOAHUI Ha 1 sHeapsa meKyuweao
2o00a) uHghopMayuoHHOM yKazamene «HayuoHanbHble cmaHOapmeiy, a oghuyuanbHbil MmeKecm uamMeHeHul
U MONPasoKk — 8 EXEeMEeCcHYHOM UHOPMAaUUOHHOM ykazamene «HauyuoHanbHeie cmaHOapmel». B cnyyae
rnepecMmompa (3aMeHbl) Uunu ommMeHbl Hacmosuje2o cmaH@apma coomeemcmeyouwiee ygedomMneHue bydem
onybnukoeaHo 8 bruxaliweM 6bINyCKe eXeMeCsYyHO20 UHGHOPMAaUUOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmbl». Coomeemcmeyrwas UHopmayud, yeedoMieHUe U MeKcmbl pasMewarmcs makxke 8
UHghopMayUuoHHOU cucmeme obue20 nofib3osaHus — Ha oghuyuansHoM calime @edepanbHo20 a2eHmMemaea
10 MEeXHU4YeCKOMY peayriuposaHuo U Memponozauu 8 cemu ViHmepHem (Www.rst.gov.ru)

© Odopmnenue. OIBY «MHCTUTYT cTaHgapTusauum», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OCbMLI,I/‘IElJ'IbHOFO n3naHua bes pa3pelieHunsa G)e,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

TenemegUUMHCKNE TEXHOMOTMK NO3BOMSKT MNOBLICUTL AOCTYNMHOCTE MeOQUUUHCKUX YCNYyTl, B TOM YKCrie
AnAa coumnarnbHO YA3BUMbIX KaTeropmﬁ HaceneHus. BHe,EI,DEHMe OUCTaHUMOHHOro HabnwaeHna 3a CoCToOAHUEM
300p0OBbA NAaUMNeHTOB NO3BONIAET ONTUMU3NPOBAaTL PEeCYpPChl CUCTEMbI 34PpaBOOXpPaHEeHWA, B NepBytlD o4epenb
3a CHEeT paHHero BbliABMNeHWA TPEeBOXHbLIX MPU3HAKOB U NpenoTepalleHna cny4yaeB rocntann3auii B pesynb-
TaTe HeCBOEBPEMEHHOTO OKazaHusa MeOWUUMHCKOW noMowu. NoBbileHne OOCTYNHOCTU MeaUUMHCKON NMOMO-
w1 un LIVICbDOBMZBaLI,Mﬂ CUCTEMbI 30PaBOOXpPaHeHNA NpPpuUBOOAT K HAKOMIEeHUK bonblwnx 06beMoB pa3Hopon-
HbIX MegUUWHCKMX gaHHbIX. Obunue VIHCbOpMaLI,MVI TakKxXe OTKpbIBaeT BO3IMOXHOCTW OnA BHeApPeHWNA CACTEM
WCKYCCTBEHHOIO MHTENIEKTA (CMM), npegHa3HavyeHHbIX ONnA aHanu3a gdHHbIX. Momumo npenocrtaBnsaeMblX
npenmyLlecTe, UCNnonb3oBaHUe CHh conpaxeHo C paaoM pPMCKOB aKCnnyaTauuun, CrnocoBHbIX MOBMNWATL HAa
Be30nacHoOCTbL OaHHbIX NaUuMeHTOB M Ka4YeCcTBO OKasbiBaeMOW MeAULIMHCKOW nomolin. HacTosawmn ctaHgapT
yCTaHaenMBaeT 06LLI,ME,‘ nonoxeHusa B 0bnacTu cucTem OWCTaHUMOHHOIO MOHWUTOPKWHIA Ha OCHOBE UCKYCCTBEH-
HOro MHTEenmneKTa B 34paBO0OXpaHeHUN.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

CUCTEMbI AWCTAHUNOHHOINO MOHUTOPUHIA HA OCHOBE UCKYCCTBEHHOIO MHTENNEKTA
B 30PABOOXPAHEHWUU

O6wue TpeboBaHunA

Remote monitoring systems based on artificial intelligence in healthcare.
General requirement

Data BeepeHuna — 2025—01—01

1 O6nacTtb NpUMeHeHuA

HacTtosauwmin CTaHgapT pacnpocTpaHAaeTcAa Ha CucteMbl AMCTaHUMOHHOIO MOHUTOPWMHIA Ha OCHOBE WUC-
KyCCTBEHHOTO MHTENNEeKTa, npegHa3Ha4dyeHHble And NnpuMeHeHusd B KMUHUYECKON MeduuuHe.

2 HopmaTuBHbIE CCbINKK

B HacTosflwem cTaHgapTe UCNONb30BaHbl HOPMATMBHLIE CChIMKW HA cnefyrollue cTaH4apTh:

FOCT P 50444 MMpubopsl, annapaTtbl  obopynoBaHme MeguumnHekoe. OBuyme TexHudeckue TpeboBaHus

FOCT P 59921.0 CucTeMbl MCKYCCTBEHHOTO MHTEMNMEKTa B KNMHWYeCcKon meauuuHe. OCHOBHbIE MOMo-
KeHus

FOCT P M3K 82304-1 MeguuuHcKkoe nporpamMmHoe obecnedeHue. Yacte 1. Obwme TpeboBaHusa K
©e3onacHOCTM NPOrpaMMHbIX MPOAYKTOB

MpumedaHue— lNpy NONb30BaHUM HACTOALLMM CTaHAAPTOM LienecoobpazHo NPOBEPUTL AEHCTBUE CCINOYHbIX
CTaHZapToB B MHOPMAaLUMOHHOW cucTeMe 0BLLero Nonb3oBaHUa Ha oduumMansHoM cainTe PegepanbHOro areHTCTBa Nno
TEXHWYECKOMY PErYNMPOBaHMI0 U METPOIOrK B ceT IHTEPHET UNnu Mo exerogHoMy MHAOPMaLIMOHHOMY ykasaTtento «Ha-
UMOHamNBHLIE CTAHAAPTLI», KOTOPLIV ONyBnMKoBaH No COCTOSHWIO Ha 1 AHBApsA TEKyLLEero roaa, v rno BbiMycKaM exeMecsay-
HOTro MH(OPMALIMOHHOTO YkasaTensa «HauuoHanbeHble cTaHaapThi» 3a TekyLMi rogd. Ecrnv 3aMeHeH cChINoYHbIi CTaHAAPT,
Ha KOTOpbIA JaHa HedaTMPOBaHHAsA CCbIMKa, TO PEKOMEHAYETCS MCMONb30BaTh ASACTBYIOLLYI BEPCUIO 3TOr0 CTaHdapTa
C YYETOM BCEX BHECEHHbIX B JaHHYK BEPCUIO M3MEHEHWIA. ECNM 3aMEeHEH CCbINOYHbIi CTaHAApT, Ha KOTOpLIA AaHa AaTu-
poBaHHas CCbiNka, TO PeKOMEHAYETCS UCMONb30BaTh BEPCUI0 3TOTO CTaHOApTa ¢ YKasaHHbIM Bhille rodoM YyTBEpKAEHUS
(NnpuHaTKUA). Ecnu nocne yTBepXOeHWUs HACTOALLEro CTaHAapTa B CChINIOYHBINA CTAHAAPT, Ha KOTOPLIA AaHa AaTUPOBaHHAS
CCbINKa, BHECEHO M3MEHEHWE, 3aTParMBalLLEee NMONOXKEHWE, HA KOTOPOE AaHa CCbINKa, TO 3TO NONOXKEHNE PEKOMEHOYETCH
npuMeHsATb Bes yyeTa AaHHOro M3MmeHeHus. Ecnu ccbinoyHbin cTaHgapT oTMeHeH 6e3 3aMeHbl, TO NONOXEHUE, B KOTOPOM
[aHa CChifka Ha Hero, PEKOMEHAYETCHA NPUMEHATL B YACTW, HE 3aTparvBatoLLEei 3Ty CCbINKY.

3 TepMuHbI U onpeaeneHus

B HacToswem ctaHgapTe npuMeHeHbl TepMiHbl no FOCT P 59921.0, a Takke cnegyolmMe TepMUHbI C
COOTBETCTBYLLUUMK OnpeaeneHusiMn:
Sul

aBsTopuzauma: lposepka, NOATBEPKAEHNE U MpefoCcTaBNeHWe npas NorM4eckoro AocTyna npu ocy-
LecTBrneHnn cybbekTamu OOCTyna NorMYeckoro 4ocTyna.
[TOCT P 57580.1—2017, nyHkT 3.15]

3.2 APXUTEeKTypa aneKTOpHﬁ: Cuctema XpaHeHnA OaHHbIX, KOTOpble MOTYT HaxoAUTbCA B pasgenax
KECTKOro OUCKa 1 onepaTuBHOM NaMATH 3MEKTPOHHO-BBIYUCIIUTENBHOW MaLUMHbI.

MapaHune ochbuumnansHoe
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MpumMeyaHNe — ApXUTEKTYPa OUPEKTOPUIA ONpedensier, Kakylo CTPYKTYPY NPUHUMaKT aifbl B KaXaom U3
pasfenoe, co3f4aeT Npasuna ons ux reHepaumu, a Takke ynpasnseT dainamm B COOTBETCTBUM ¢ 0COBEHHOCTAMM Kaxao
KOHKpPETHOW (halnoBon CMCTEMBI.

3.3

ayTeHTUdUKauua: [leiicTBUs No NpoBepKe NOANUHHOCTU cyDbekTa AocTyna u/unu obbekTa gocTyna,
a TakXke Nno NpoBepKe NpuHaonexHocTu cybbekTy focTyna u/unu 06bEeKTY 4OCTYNa NpeabsaBNEHHOro UOEH-
TudpukaTopa goctyna u ayTeHTUUKayMoHHOW MHopMaLuK.

MprvMeyaHue — AyTeHTUMKaALWUS paccMaTpUBaeTCs NPUMEHUTENBHO K KOHKPETHOMY cyBbekTy goctyna
WUnu KOHKpeTHOMY 00bEeKTY JoCTyna.

[FOCT P 58833—2020, nyHkT 3.4]

3.4

6e3onacHocTb MHchopMauum [AaHHbIX]: CocTosiHME 33 MLLEeHHOCT MHbopMaLnK [daHHbIX], Npy KO-
Topom obecnevnBalwTcs ee [MX] KOHDPUOEHUMANBHOCTbL, AOCTYNHOCTL U LLENOCTHOCTb.
[FTOCT P 50922—2006, nyHKT 2.4.5]

MpumMmedyaHue — besonacHocTb UHGOPMaUWMKM (LaHHLIX) ONpedenseTcsa OTCYTCTBMEM HedOMyCTMMOrO pucKa,
CBSI3aHHOTO C YTEYKOW MHGOPMALNMU NO TEXHUYECKUM KaHanam, HecaHKLMOHUPOBAHHBIMKY U HeNpeaHamMmepeHHbIMU BO3-
[AeiACTBUASIMI Ha AaHHble U (MNW) Ha OpyTUe pecypchbl aBTOMaTU3MPOBAHHOW MH(DOPMAaLMOHHOM CUCTEMBI, UCMOMNb3YEMbIE
npy NpMMeHeHU MH(OPMAaLMOHHOW TEXHOMOrUK.

3.5 BpayebHasa komuccua: Ocobbli opraH, OYHKUMOHUPYIOLLMIA HA NOCTOSHHOW pPEerynspHoi oCHOBe
npy Kaxgon MeOuuMHCKON opraHusauuu, B LensiXx COBepLUeHCTBOBaAHMSA OpraHM3aunn okKaszaHua MeouuuH-
CKOM MOMOLLW, MPUHATUS PEeLleHnn B Hanboree CroXHbIX M KOHMIMKTHBIX Cly4asx no Bonpocam npodu-
NaKTUKW, OUAarHOCTUKK, NeYeHns U MedUUUHCKON peabunutaumn, onpefeneHus TpyaocnocobHOCTH rpaxaaH
N NpodeccMoHanbHON NPUro4HOCTM HEKOTOPbLIX KaTeropnin paboTHWKOB, OCYLLECTBNEHUSI OLEHKW Ka4ecTsa,
obocHoBaHHOCTU M 3 HEKTUBHOCTY NeYebHO-ANArHOCTUYECKUX MEPOMNPUATUIA, B TOM YUCNEe, HAa3HAYeHUs Nne-
KapCTBEHHbIX MpenapaToB, obecneyYeHns Ha3HaYeHNs M KOPPEKLMN NeYeHUs B Lensix ydyeTta AaHHbIX nauu-
eHTOB nMpu obecnevyeHUM NeKapCTBEHHLIMY Mpenapartamu, TpaHcnnaHTauuu (nepecaikn) opraHoB U TKaHemn
yenoBeka, a TakkKe NPUHATUA peLleHUs Mo UHbIM MeOULMHCKUM BOMPOCaM.

3.6 ronocoBoOW NOMOWHMK: [MporpamMmHbIA NPOAYKT, CO30aHHBIA B TOM YUCIE C UCNOSIb30BaHWMEM TeX-
HOMOMUIA UCKYCCTBEHHOTO MHTENMNEKTa, NpeAHa3HauYeHHbIN ANA pacno3HaBaHUsl YenoBeYeCcKon peun, pearmpo-
BaHWS W BbINOMHEHWUS AEWCTBMIA B OTBET Ha YCTHLIA 3anpoc.

3.7

uHcopmauusa: CeegeHus (CoobLLeHUS, OaHHbIE) HE3ABMCUMO OT YOPMbI UX NpeacTaBNeHus .
[[1], cTaTbs 2]

3.8 KNMHU4YecKune PeKoMmeHOgauynn: ﬂ,OKyMEHTbI, coepxallme OCHOBaHHYH Ha Hay4YHbIX OOKa3a-
TENLCTBAX CTPYKTYPUPOBAHHYH MHCDOpMELI,VHO no BONpoCam I'IpOCbVIJ'IaKTVIKM, AWarHoCTuKn, rnevyeHna U pea-
61/Iﬂ|/|TaLtMM, B TOM 4HKUCne npoTOKOInNbl BedeHNA (I'IpOTOKOJ'IbI J'Ie‘-IEHVIﬂ) nauueHTa, BapuaHTbl MeOUMHCKOro
BMellaTensCTBa U onucaHue nocrnefoBaTenbHOCTU OeWUCTBUA MedULMHCKOTo paGOTHMKa C y4EeTOM Te4eHud
3860HEBEHMH, HaNMYNA OCNOXHEHMIA W CONyTCTBYHLUWMNX SEGOHGBanﬁ, NHbIX Cba](TOpOB, BNMAAKOLWNX Ha pe-
3yNnbTaTbl OKa3aHWA MEONLMHCKON MOMOLLN.

3.9

KOHMaeHUnanbHocTb MHdopmauynu: ObazatencHoe ANs BbINOMHEHWS JIMLOM, MOMYYMBLUMM JO-
CTyn K onpepeneHHor nipopmauun, TpeboBaHve He nepegaBaTh Taky MHoOpMaUWio TpeTbUM nuuam 6es
cornacus ee obnagartens.

[[1], cTaTea 2]

3.10

neyawmi Bpay: Bpay, Ha KoTOporo Bo3naxeHsl OyHKLUW NO opraH1M3aunM u HenocpeacTBEHHOMY OKa-
3aHMI0 MauMeHTy MedULUKMHCKON NOMOLLM B Nepuod HabniogeHus 3a HUM 1 ero neveHus.
[[2], cTaTbsa 2]
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3.1

MegUUUHCKWe u3genus (M3genusa MegUUWHCKOrO Ha3Ha4YeHWA UM MeduUMHCKaa TexHuka): [o-
Bble MHCTPYMEHTHI, annapartkl, npubopsbl, 0bopyaoBaHue, Matepuarnsl U NpoyYne U3genus, NpUMMeHsieMble
B MEOWLMHCKWUX LIENAX OTAENbHO UMW B coYeTaHuu Mexay cobol, a Takke BMecTe ¢ OpPYyruMy NpuHaanex-
HOCTSIMK, HEODXOOUMbBIMUW ANS NPUMEHEHWUS YKasaHHbIX N34envid Mo HasHa4YeHuto, BKIoYasa cneynanbHoe
nporpammMmHoe obecneyeHne, U NpegHasHavyeHHbIe NMpoW3BoAMTENneM ONA NPogUNaKTUKX, OUArHOCTUKM,
nevyeHnsa M MeduMUMHCKOW peabunuTaumm 3aboneBaHWid, MOHUTOPWHIA COCTOSAHWS OpraHuama 4YeroBeka,
npoBeaeHUs MeguUMHCKUX WCCNefoBaHWin, BOCCTAHOBMEHWS, 3aMELLEHUs, U3MEHEHUS aHaTOMUYECKONR
CTPYKTYpbl UM hN3MONOrM4ecknx OyHKLUA opraHnama, NnpefoTBpalleHnsa unu npepbieaHus 6epemMeHHo-
CTU, PYHKLMOHANBHOE Ha3HA4YeHWEe KOTOPLIX HE peanuayeTca nyTem dapmMakonorMyeckoro, UMMYyHOIOM-
4YeCcKoro, reHeTU4YeCcKoro Unu MeTabonMyeckoro BO30eMCTBMA Ha OpraHnaM Yyernoseka.

[[2], cTaTbs 38]

3.12

nauueHT: Puanyeckoe nNULO, KOTOPOMY OKa3bIBAETCHA MeAWLIMHCKAsA NOMOLLL UMW KOTOpoe 0BpaTunoch
3a OKasaHWemM MeauLMHCKON NOMOLLM HE3ABUCHMO OT HaNWYMsA Yy Hero 3aboneBaHus 1 OT ero COCTOSHHUS.
[[2], cTaTbsa 2]

3.13

nporpaMmMHbINA NpoAayKT: MNporpaMmmMHoe cpencTBo, NpefHa3HavYeHHoe AN NOCTaBKW, nepegayu, npo-
02X nonb3oBaTento.
[FTOCT 28806—90, cTtatba 3]

3.14

pucK: BeposiTHOCTb NPUYMHEHWS Bpeaa XWU3HW UMK 3[00POBbK rpaxaaH, UMyLLecTBY (DU3NYECKNX UMK
PUONYECKUX MWL, TOCYAAPCTBEHHOMY UMK MyHULMNANLHOMY UMYLLIECTBY, OKPYKaloLen cpeae, XU3Hu unm
300POBLK XUBOTHBIX U PACTEHWUIA C YYETOM TSXKECTU 3TOrO Bpeaa.

[[3], cTaTes 2]

3.15 ceTeBoe XpaHunnuuie (CETEBaﬂ cucTtema XpaHeHWUA ,D,aHHbIX): yCTpDI;ICTBD XpaHeHWA OaHHbIX,
KOTOpOe obecneuynBaeT NOCTOSHHbIA OOCTyn K OaHHbIM ONA SCDCDEKTVIBHOﬂ COBMECTHON paﬁOTbl Yy4aCcTHUKOB
npouecca guCTaHUMOHHOTO MOHUTOPWHIa no CeTu.

3.16 cuctema AWCTAHUMOHHOIO MOHWTOpPUHra: MHTEJ’IHSKTyaJ’IbHaH MHCpOpMaU,MOHHaFl cucTemMa,
npegHasHadYeHHasd ana c60pa, XpaHeHus, OGpaGOTKVI n npedcrtaelneHuns MHCpOpMaLI,VIM, KacawLiencs gestenb-
HOCTU MeOULMHCKNX ODFBHM.?.ELI,I/I?I 1 npefoctaBnAaeMblX UMW YCNyr B OTHOLWEHWUW ONCTaHUMOHHOIO Haﬁmo,u,e-
HWA 3a COCTOAHMEM 300POBbA NalueHTa.

3.17

cucTemMa MCKycCTBEHHOro UHTennekra: lNporpammHoe obecneyeHune, B KOTOPOM UCMOMb3YIOTCS TEX-
HOIMOrM4yeckMe peLleHust UICKYCCTBEHHOTO UHTENEeKTa.
[TOCT P 59921.6—2021, nyHkT 3.10]

3.18

TenemeauUUHCKKEe TEXHONOIMMK: VIHpopMaLWOHHbIE TEXHONOTMK, obecnedynBarone JUCTaHLUMOHHOE
B3aMMOOeNCcTBME MEOQNUMHCKMX paboTHMKOB Mexay cobo, C maymeHTaMu 1 (M) X 3aKOHHbIMK NpeacTa-
BUTEMAMW, MAEHTUDUKAUNID N ayTEHTUDMKALMK YKa3aHHbIX NWL, JOKYMEHTMPOBaHWE COBEpLUAEMbIX MU
[EeNCTBUIA NpW NPOBEAEHUN KOHCUITMYMOB, KOHCYNbTaL WA, OUCTaHLUMOHHOTO MeguuMHCKoro HabnwaeHus 3a
COCTOSIHMEM 300POBbLA NauMeHTa.

[[2], cTaTbsa 2]

4 OGo3Ha4YeHUs1 U COKpalLeHUA

B HacTosileM cTaHaapTe NpMMeHeHbl credylowmne 0603HaYeHWUs U COKpaLLEeHUs:
CSQ-8 — onpocHuk yooesneTBopeHHocTH knueHTta yenyron (Client Satisfaction Questionnaire);
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MW — “cKycCcTBEHHBIA MHTEMNMNEeKT;

HCW — HopmaTMBHO-CNpaBoYHas MHdopMaLums;
COM — cuctema ANCTAHUMOHHOTO MOHUTOPWHTA;
CWWN — cuctema McKycCTBEHHOIO MHTENMNEKTA.

5 OOwwue nonoxeHunA

5.1 HacTtosawwmin ctaHaapT pa3pabotaH B COOTBETCTBMM C [2] M obecneyMBaeT pelleHWe crnedyrLux
3agad npu ucnons3oeaHuum CUW ana oucTaHUMOHHOIO NONMyYeHUs OaHHbLIX O COCTOAHUWM 300POBbS NauveHTa
unu 3gopoeoro AobpoeonbLa:

- YCTaHOBMNEHUE OCHOBHbIX CLeHapueB, 0683aTenbHbIX YYACTHUKOB U MHCTPYMEHTOB AUCTaHLMOHHOIO
MOHUTOPUHra ¢ ucnons3oBaHnem CUN;

- yctaHoBneHue ocobeHHocTen COM Ha ocHoBe VW, oTnnyaowmx nx oT MHbIX TUMOB CUCTEM;

- yCTaHOBNEHWe OCHOBHbIX TpeboeaHnui kK COM Ha ocHoBe .

5.2 [ucTtaHumoHHoe HabngeHne 3a COCTOAHUEM 340POBbLA NauMeHTa HasHavyaeTcsa nevyawuMm Bpaqdom
C y4eTOM AeNCTBYIOLMX KNUHUYECKUX peKoMeHOaLUnii N0 KOHKPETHON HO30MorK, CTaHAapToOB oKa3aHus megu-
LIMHCKOW NMOMOLLM 1 OeNCTBYOLWEro 3akoHogaTenscTBa. OCHOBHBIMKU LENAMU AUCTAHLWMOHHOIO HabniogeHus
ABMNATCS OLeHKa 3(pPEKTUBHOCTU NedebHO-OUarHoCTUYECKMX MepOoNpUsATUA, MeQULWHCKOoe HabnwaeHwe 3a
COCTOSIHMEM 300POBbSA NaLMeHTa, NpounakTuKa OCNOXHEHWA, a TakKe NPUHATUE pelleHnst 0 Heobxoaumo-
CTW OYHOro npuema.

5.3 lNepen HavYanom QUCTAHUMOHHOTO HabnaeHUs nevawlnin Bpay unum, npn HeobxoauMocTu, Bpadeb-
Hasa kKoMuccus 0bA3aHbl oNpeaenuTs NOPASOK NPOBeAeHUA AUCTaHLMOHHOTO MOHUTOPKHTA C ONUCaHWEM che-
OYIOLWX MapaMeTpoB (BKMOYasi, HO He OrPaHUYMBaNACh):

- ONUTENbLHOCTL AUCTaHUMOHHOIO HabnogeHus;

- NepevyeHb KOHTPOSMpyeMblx nokasaTenen;

- pedbepeHcHEIe U LieneBble 3Ha4YeHUs napaMeTpoB 340pOBbS ANs AAaHHOro NaumneHTa,

- 3HAaYeHWs OTKIIOHEHWUI KOHTPONMPYEMbIX NOKasaTenen, ABNSLWNecs KpUTUYHbIMKW U Tpebytolme akc-
TPEHHOTo pearMpoBaHus.

5.4 OpraHusaunoHHble NapameTpbl, onpegensemble nevyaliM Bpadom unu, npyM HeobxogumocTu, Bpa-
4eOHO KOMUCCHEN ANS KOHTPOSS B paMKax AUCTaHLMOHHOro HabnodeHus, BKNoYatloT B cebsi (HO He orpaHu-
YMBAKTCA):

- 4acToTy W PETrYNAPHOCTb M3MEPEHNA KOHTPONMPYEMbIX NapaMeTpoB;

- CPOKK 1 chopmMmaT nNpeaocTaBneHnsa perynsapHbIX OTYETOB;

- KONMYEeCTBO W PEerynsipHOCTb MOBTOPHBLIX MPUEMOB (OCMOTPOB, KOHCYNbTauwuil) C yKasaHWem Tuna
«OYHO» MMN «KAUCTAHLMOHHOY;

- NpUMeHAEMble MEOWLUWHCKUE N3Oenns U MHPOPMaLUUOHHbIE CUCTEMBI;

- COCTOsIHMA U cobbITWSA, TpebyoLe 3KCTPEHHOTO pearmpoBaHm1s;

- MeXaHW3M 3KCTPEHHOrO pearvMpoBaHusl, ero MHTerpauns B cueHapuin paboTbl;

- obecneveHre reonokaymn NayunueHTa;

- POpMUPOBAHME anNropuTMOB B3aUMOLENCTBUA ONS1 SKCTPEHHOIO pearnpoBaHuns;

- 0cOBEHHOCTH NNAHOBLIX U HEOTINOXHBIX KOMMYHMKaL WA (ONLMOHANBHO);

- 0CODEHHOCTM 1 OrpaHMYeHnsa 45 AaHHOTO nauneHTa (OnyMoHaneHo).

5.5 [uctaHumoHHoe HabniogeHwe 3a COCTOSHMEM 3[0POBbs NaLMEHTa OCYLLECTBMASET MeOWLMHCKUNA
paboTHUK, obecneynBaroLLMA MOMUMO MOHWTOPUHIA 3KCTPEHHOE pearMpoBaHue Npu KPUTUYECKOM OTKITOHEe-
HWW MokasaTenen COCTOAHWA 340POBbS NauWeHTa OT NpedenbHbiX 3HaveHuin. B ponn meguumnHckoro pabot-
HWKa MOTYT BLICTYNaTh Kak nevalivin Bpad, Tak M Bpay Ha OTAENbHO BblOENEeHHOW CTaBKe, Tak U CpedHUn
MeauuMHCKMiA nepconan. MNpu niobom BapuaHTe MeoWUMHCKUA paboTHUK JOMKeH NponTn obydyeHue no uc-
nonb3oBaHuio COM.

5.6 Ecnu guctaHunoHHoe HabnogeHne 3a COCTOAHMEM 300POBbS NALWEHTa OCYLLECTBMNSAETCA B pamKax
KNWHWYeCcKoro (Hay4YHoro) nccrnefoBaHus, 06bLeKTOM MCCregoBaHusl MOXET BbiCTynaTk 300p0BLIM 40OpoOBO-
neu, a B Ka4yecTBe KIMHWYECKOro nepcoHana MOoryT BbICTYNaTb YNeHbl UCcrnefoBaTenbCKol KoMaHabl, uMe-
oLMe KBanuuKauuo, NOOTBEMKAEHHYIO 00yYeHeM, CTaKMPOBKOW MM HANMWYMEM OMbITa BbIMOMHEHNUS Mo-
OOBHbIX 330a4, a Takke NpoLueLlne NoAroToBKy No Bonpocam TpeboBaHWil K KITMHUYECKOMY UCCNeA0BaHUKD.

5.7 Ecnu guctaHunoHHoe HabnwgeHue 3a COCTOSIHWEM 340POBbS MalWeHTa BbIMOMHAETCS B pamKax
KIMMHWUYECKOro (Hay4yHOro) MCCrnedoBaHUs, XapakTepPUCTUKU U MepeveHb nepefaBaeMblX OaHHbBIX Onpenens-

4
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HOTCA TAaKUM 06pasom, 4YTOObI OoTpaxaTb BCe OadHHbIe 06 0b6beKkTe KNMHMYEecKoro (Haquoro) nccnegoBaHA U
(VIJ'II/I) 0b nccecrnegyemMom n3gesiii B COOTBeTCTBUMK C NIaHOM KIMMHUYECKOTO (Haquoro) nccnegoBaHuA.

6 MHCTpYMEHTI:I npoeegeHna gUCTaHUNOHHOIO MOHUTOPUHIa
C ncnonb3oBaHvwem CUCTEM Ha OCHOBe MCKYCCTBEHHOIo UHTenmneKrTa

6.1 Napenua meanuuHCKON TEXHWMKKW, MpeacTaBnsolme cobo aBToMaTM3npoBaHHbIE CUCTEMbI MACCUB-
HOro HenpepbiBHOrO cbopa nokasaTenen XKU3HeLesTenbHOCTH, (hU3NYeCKoW akTUBHOCTWM W OPYrux napame-
TPOB 300POBbS, MOTYT NPUMEHSITECH C LIeNbl OTCNEXMBAHWUS B peanbHOM BPEMEHW W3MEHEHWA COCTOSHUS
30,0pOBbSA NAUUEHTa B pamKax OUCTaHLMOHHOMO HabnogeHus. 3TN HEMPEPLIBHO OTCMEXMBaeMble NapameTphbl
MOTYT BblTb MHTETPUPOBaHBI C KNMTMHWYECKMMMW OaHHbIMUW, @ Takke pesynsratamMmu nabopaTopHOn M MHCTPYMEH-
TanbHOW OUarHOCTUKM.

6.2 Napenua onsi aBTOMaTWM3MpPOBAHHOMO HenpepbiBHOrO cbopa napamMeTpoB 340pOBbS NauneHTa B
pamMkax ANCTaHUMOHHOro HabnwaeHus AomKHbl ObiTe MaroToBneHbl B cootBeTcTBun ¢ TOCT P 50444 n 3a-
perMcTpupoBaHbl B NopsKe, yCTaHOBNEHHOM AeNCTBYOLW WM 3aKOHO4aTENbCTBOM.

6.3 [Ona oTcnexvBaHWs U3NYECKMX WU UHBIX MOKasaTenen, He OTHOCALLUXCA HAaNpSAMYHD K napamMeTpam
300p0BbsA NaUMeHTa (HanpuMmep, TemnepaTypa Bo3ayxa B MOMeLLEHW, BUXEHUA NaLeHTa BO BPEMS yNpax-
HEeHWs1), AOMNYCKaeTCHd MCMONb30BaHWe HeMeOUUWHCKMX W3Oenuii, He npegHasHaveHHbIX A8 OUarHOCTUKU U
NPUHATUSA BpadYebHbIX pelleHWi, Ha KOTopble He pacnpocTpaHsieTca TpeboBaHve 06 obasaTenbHoOn peru-
cTpauuu B yCTaHOBNEHHOM nopsiake. [NorpelHoCTb M3MEPEHUIA ANs u3genuin nogobHoro poga onpegensieTcs
nnbo Ha OCHOBAHWM COMPOBOAUTENLHOM AOKYMEHTauun npovssoguTens, nubo cornacHo pesynsratam Tema-
TMYECKUX HaYYHbIX MCCNeoBaHuWN.

6.4 OcobenHoct COM Ha ocHoBe MW, oTnuyarwme nx oT UHbIX TUNOB CUCTEM HenpepbiBHoro cbopa
napameTpoB 340POBbSA NauuMeHTa, 3aKM4alnTcs B MCMonNb30BaHuMM anroputmoB VW, mogenvpyowmx eB3aun-
MOOTHOLLEHWA MEXAY OTCINEXMBAEMbIMU NapamMmeTpamun 300pPOBbA M CXEMOW HA3HAYEHHOTO NeYeHWs], a Takke
apyrumu chaktopamu. Npu ncnone3oBaHWM B paMkax MeOWUMHCKON MH(OPMaLWOHHOW CUCTEMbl MeauLMH-
ckoi opranmsauum COM Ha ocHoBe M gomkHa ObITh 3aperucTpMpoBaHa Kak MmeguLMHCKOoe uanenve c obasa-
TeNbHOW 3KCNEepPTU30iA KavecTea, Be3onacHoCTU N 3P PEeKTUBHOCTM.

6.5 Pons CMW B COM:

- He3ameanuTensHoe WHMOPMUPOBaHWE MeOuLMHCKOro paboTHWKa, OCYLLEeCTBRSWero AUCTaHLMoH-
HOe HabnwaeHwe, 0 HE0BXOOMMOCTWN SKCTPEHHOIO pearMpoBaHUs NPy KPUTUHECKOM OTKIOHEHWW Noka3aTenei
COCTOSIHUS 300POBbS NaLMeHTa OT NpefenbHbIX 3HAYEHWIA;

- OUCTaHUMOHHOE Mony4YyeHne AaHHbIX O COCTOAHUN 300POBbs NauneHTa B aBTOMaTtUYeCKoM pexnumMe npu
MCNONb30BaHUN MEeOWLMHCKAX U3OENUA, UMEeRLLUX yHKL MW Nepeaadyy AaHHbIX;

- 0bpaboTka AaHHbIX O COCTOSHWM 300PCBLSA NaUWeHTa U (MNK) WHbIX NoKasaTenen, oLueHMBaeMbIX C No-
MOLLbIO HEMEOULMHCKUX U3OEeNWA, MHTEepNpeTauusa Taknx MynbTUMOOAnNbHbIX AaHHbIX C reHepaumen oblero
OT4eTa, COMPOBOXAAEMOro NerkogoCTYNHOW ANA NOHUMaHWA aHanuTUKOW;

- MHONBKUAOYaNbHAsA HAacTPoMKa NpedernbHbIX 3Ha4YeHW NnokKasaTtenen 3qopoBba NauneHTa;

- KOHTpPOnb MoKasaTenen COCTOAHUA 300POBbS NauMeHTa U (UMW) UHbIX NoKasaTenen, OLeHMBaeMbIX C
NMOMOLUBK HEMEAULNMHCKUX U30ENniA;

- MPOrHO3MpOBaHKE COCTOAHUSA 300POBbLS NaUUEHTa,;

- paspaboTka NepCcoHNULVPOBAHHOIO CNUCKa WU NOPsAKa NPogunakTUYecknx MeponpusiTuia Ha OCHOBE
MPOrHo3a CoCToSHMA 300POBbLA NauMeHTa, BbinonHeHHoro CMW v (unn) nedawmm spayom, nnbo BpaqebHoi
KOMKUCCHen;

- MHhopMauMoHHaA NoaaepKKa nauneHTa u/nnm 3akoHHOro NpeacTaBUTeNsd, B TOM YUcne, C UCNOMb30-
BaHWMEM ronocoBbIX MOMOLLHWUKOB.

7 O6wme NPUHLUNBLI OpraHU3auMm QUCTAHLMOHHOIO MOHUTOPUHrA
C UCMNONb30BaHMEM CUCTEM Ha OCHOBE MCKYCCTBEHHOrO UHTenNmneKTa

71B npouecc UCTaHUNOHHOTO MOHUTOPWHIA C UCMOMNb30BaHMEM CUCTEM Ha ocHoBe A BOBMeYeHb
crnenyrwuimne ydacTHUKUL

- NayueHT n (VIJ'IM) €ro 3aKOHHbIA NPeacTaBUTENb;

- MeJUUMHCKaA OpraHhn3auund, ocyuwecTtendrowad JUCTaHUMOHHOE HabnogeHWe 3a COCTOAHWEM 3[0-
poBbA NauneHTa, nnbo nccnepoeaTensbCckas KoMaHaa, npoeoadllasa KrnmHn4eckoe (Haquoe) nccrnegoBaHue,
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- opraHusauusa — pas3paboTynk CUCTEMbl HA OCHOBE WMCKYCCTBEHHOTO MHTEeNneKkTa. 3ToT y4acTHUK Npo-
Lecca npeacTaenseT cobol COBOKYMHOCTL OpraHnu3auunii  CUCTEM YyNpaBneHns, OTBETCTBEHHBIX 3a pa3paboT-
Ky U BHeApeHWe anropuTMOB UCKYCCTBEHHOIO UHTENMEKTA;

- MeOMLUMHCKasa OpraHu3aluus, OCyLLIecTBMAIWaa 3KCTPEeHHOe pearnpoeaHme.

7.2 BaaumopelcTBMe Mexay y4acTHMKaMu npolecca AMCTaHUWOHHOTO MOHUTOPWHIA C MCMONb30BaHM-
eM cucTeM Ha ocHose M gomkHo BbiTh peannaoBaHo B BUAE LIMKNOB 06paTHOM CBSA3M:

- NPV B3aMMOAENCTBMW MeXOY MEedWLMHCKON opraHusaunein U nauveHToM nocrnenHvid npefoctasnsaer
JaHHble aHaMHesa, BKIYallne dMuanonornieckne nokasaTtenu, oueHnBaemMble nauueHToM caMoCTOATe b-
HO (Hanpumep, YacToTa MOYEeUCNyCKaHus, Hanuune/oTCyTCTBUE onpedeneHHbIX CUMMNTOMORE), a TakKe noee-
[leHYecKue noKkasaTenu, oLeHWBaeMble NaluueHToOM CaMoCTosATENbHO, MMBO C NOMOLLLI NMPUBIEYEHNS APYTMX
nvy. Co cBoelr CTOPOHbI, MegULWHCKUIA paboTHMK (NeYalumii Bpad) Ha OCHOBaHWKM 9TUX AaHHbLIX NpefocTaBns-
eT nauneHTy MHPOpMaLnNio O Ha3HAYEHHOW cXeMe neveHus NM6o o HeoBXOAUMOCTUN ee KOPPEKLUWK, a TAKKe O
Heo6X0OMMOCTM NPOBEAEHWNS OYHOMO NpUeMa;

- MNPV B3aMMOLEWCTBUM MeXay nauveHTOM U opraHuaauuein-paspaboTyMKoM nauueHT npegocTasnser
AaHHble 4N HenpepbiBHOro cbopa nokasaTenei XusHegeaTensHOCTM — U3nMonormyecKme nokasartenu, oue-
HYBaeMble C MOMOLLLI MeOULMHCKUX U3OeNUi, B TOM YiChe UMeloLnx dyHKUMID nepeaadv OaHHbIX (Hanpu-
Mep, YPOBEHb apTepuanbHOro AaBneHusl, YactoTa nynbca, caTypalmnsa KPOBU KUCIOPOAOM), a Takke usunye-
CKWE M WHble NoKasaTenu, oLeHMBaeMble C NMOMOLLbI HeMeOULMHCKUX nagenuid. OpraHnsauna-paspaboTumk
CO CBOEW CTOPOHbI NpefoCTaBnAeT nauneHTy ogobpeHHY MedWUUMHCKON opraHmaaumen nHdopmaumio (Ha-
nprvMep, YBEAOMIEHWUs1 O KOPPEKLUMM paHee Ha3HauyeHHOro neveHuns);

- NPV B3aUMOZENCTBMN Mexay MeauUWHCKOW opraHv3auuei u opraHusauuneii-paspabotynkom nocneg-
HAs NpenocTasnaeT oTyeT 06 oTBeTe nauueHTa Ha HasHayeHHoe NevYeHue, PeKOMeHAaLWn U NpeackasaHns
anroputMa, a Takke cnmcok cobblThit, TpebyoLKnX akcnepTU3bl MeguUMHcKoro paboTHuka. Co CBOe CTOPOHLI
MEOWMLUMHCKWIA paBboTHUK NPUHMMAET, OTKMOHSAET UMM KOPPEKTMPYEeT peKkoMeHdauuu anroputma, npegocTtas-
NSA opraHMsauumn-paszpaboTymky obpaTHY0 CBsi3b MO NoBOAY NPUEMIEMOCTH M Be30nacHOCTM npeackasaHui
Chi.

8 Tpe6oBaHMA K cUCTeMaM Ha OCHOBE UCKYCCTBEHHOTO MHTEesNeKTa,
NPUMEeHAEMbIM B paMKax QUCTAaHLUOHHOIO HabNAeHUA 3a COCTOSAHUEM
300POBbA NauueHTa

8.1 [ng ycnewHoro BHeApPEHWUs CUCTEM Ha ocHoBe MW B npouecc AMCTaHUMOHHOMO HabniogeHus 3a co-
CTOSIHMEM 300POBbS NauneHTa Heobxoammo obecnevynTb UHTErpaunio OaHHbIX MOHUTOPUHIA C SNEeKTPOHHOWN
KapToW nayMeHTa B paMKkax MeguuMHCKOA MHOPMaLNOHHOW CUCTEMbI MeANLMHCKOW OpraHn3auun.

8.2 [ina obecnevyeHnsa onepaUMoOHHON COBMECTUMOCTM CUCTEMbI Ha ocHoBe M ans auctaHUMOHHOro
HabngeHus ¢ MeguUMHCKON MHCOPMaLMOHHOW CUCTEMOI opraHu3ayun-paspaboTumky Heobxogumo obecne-
4YMTb BbINOMNHeHWe TpeboBaHWi K Be30nacHOCTM M 3aLUILEHHOCTU MEAMUMHCKOrO NMPOrpaMMHOro npoaykra
cornacHo NOCT P M3K 82304-1.

8.3 [nqa koHTponsa pesyneratoB pabotsl CUIA meguumMHCKON opraHu3auMy pekoMeHOyeTcs NpoBoguTb
PEeTPOCNEKTUBHBIA NEPECMOTP OTYETOB, NpeaoCcTaBNAeMblX OpraHn3auven-paspaboTYnKoM, C Lenb onpege-
TNeHNA KOPPEKTHOCTW NpeackasaHmii NoTeHUNanbHbIX MN3MEHEHWIN COCTOSHUA 300P0BbLA NauuneHTa.

8.4 lMokazatenn MMHUManNbLHO NMPUEMNEMON AuarHocTuyeckon TodHocT CUW onsa npenckasaHusa no-
TeHUManbHbIX N3MEHEHWIA COCTOAHMS 300POBbLA NAUMEHTa OOMKHbI ONpeaensaTbCs NeYaliumMm Bpadvyom unv spa-
4yebHOW KOMUCCHEN C yYETOM MHAMBUOYaNbHbLIX ocobeHHocTeln M noTpebHocTen nauneHTa. Vicnonb3oBaHue
orpaHu4yeHHoro Habopa MeTpuK AMarHoCTUYEeCKON TOYHOCTM MOXKET co3aBaTh NOXHOe NpeacTaBneHne o pe-
anbHbIX pesynsratax paboTel anroputma (cM. [4]). Hanpumep, Beicokoe 3HaveHue nnowagm nog ROC-kprBoK
MOKET He NPUBOANTL K KNUHWYEeCcKon 3heKTUBHOCTM peLlleHnst N ObiTe CONPSXKEHO C HenpeaHamepeHHbIMK
W HexenaTenbHbIMKM NoBoYHbIMK adhdekTaMn, TaKUMMKU Kak HeNnpuemMnemMo BbICOKOE KONMUYEeCTBO MOXHO-NOMNo-
AKUTENbHbIX cnydaes (cM. [5]). [1ns o6beKTMBHOM OLEHKM KOPPEKTHOCTM Npeacka3aHuia cregyeT UCnonb30oBaTh
KOMBMHALMIO N3 cnegyoLlux METPUK:

- KONMWYECTBO UCTUHHO-NOMNOXUTENLHBIX NPEeACcKa3aHui;

- KONMWYEeCTBO UCTUHHO-0TpULATENbHBLIX NpeacKasaHui;

- KOITMYEeCTBO NOXHO-MOMOXUTElNbHbIX NpefckasaHum;

- KONMWYECTBO NOXHO-OTpULaTenbHbIX NPpeacKkazaHui,
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- TOYHOCTb (OTHOLIEHWE MeXAY KONMMYECTBOM KOPPEKTHbIX Mpeackas’aHuil M obWwuM Konvy4ecTBOM
cobbITUiA);

- YyBCTBUTENBLHOCTL;

- cneundUYHoOCTb;

- NPOrHOCTMYECKAs LIeHHOCTb NOMNOXUTENbHOMO pesynbTara;

- MPOTHOCTMYECKas LLeHHOCTb OTPULATENBHOMO pesynsrara;

- oueHka F1 (cpegHee rapMoHMYecKoe YyBCTBMTENLHOCTU U cneUundUYHOCTM, HaKNaabiBaLlee Wrpa-
bl Ha 3KCTPEMANbHbIE 3HAYEHWA KaXA0M U3 METPUK);

- kK03hDNLNEHT Koppensauni MaTTbloca (AEMOHCTPUPYET OTHOLUIEHWE MEXAY 3TANOHHBIMWA OAHHBIMK U
KOPPEKTHLIMW NPeacKazaHUsIMK).

MpumedyaHune— lNokasatens nnowagun nog ROC-kpuBOW oTNUYaeTcs OT BbllUeNpUBEAEeHHbIX METPUK TEM, YTO
ONd ero BblMMCNeHUs TpebyeTca JocTyn K anroputmy WA, noaToMy OH He BKITHYEH B yKa3aHHbIA NepeYeHsb.

8.5 [Ina konv4yecTBEHHOW OLIEHKM KavyecTBa B3aUMOAENCTBUS Mexay NauMeHTOM U opraHu3saumnen-pas-
paboTymMKoM pekoMeHAYeTCs NPOBOANTE NEPUOJNYECKOE aHKETUPORAHME NALWEHTOB UMW MX 3aKOHHLIX Npes-
cTaBuTeNei c Lenbi onpegeneHvs cTeneHy yooBrneTBOPeHHOCTU YCNYroW (Hanpumep, C MCMOSb30BaHWEM
afanTMPOBAHHOW ANSA PYCCKOA3BIMHOIMO HaceneHws Bepcumn onpocHuka CSQ-8 (cm. [6]). 3HaueHus Lwikansbl
CSQ-8 HaxopsTes B npegenax ot 8 0o 32, co 3Ha4YeHUsiMKU Huke 21 COOTBETCTBYHOLLMMU HU3KON YOOBMETBO-
peHHocTH; 21—27 — cpeaHel yaooBneTBOPEHHOCTU, U 28—32 — BbICOKOW YAOBNETBOPEHHOCTU. PekomeHay-
eMoe 3HayeHue WHOekca yaosnetsopeHHocTy no CSQ-8 coctaBnsaeT 24 1 Bbilwe) (cMm. [7]).

8.6 [Ina konu4ecTBEHHOM OLEHKW Ka4yecTBa B3auMMOOEWCTBMA Mexay MeOULMHCKOW opraHusauuen u
opraHuzauunen-pas3paboTyMkoM peKoMeHOYeTCsl NMPOBOAMTL MEPUOOMYECKOE aHOHMMHOE aHKETUPOBaHWE Me-
OUUMWHCKOrO nepcoHana ¢ uenblo onpefeneHns cTeneHn ux yooBneTBOPeHHOCTU OpraHn3aumnei npoLeccos 1
TexHornorusaMu. [ns JOCTUXEHUS 3TON Uenu LOonycKaeTcsl UCNonNb30BaHWe OMpPOCHWKa afanTUpoBaHHOM A4S
PYCCKOSI3bIMHOIO HaceneHus Bepcun onpocHuka CSQ-8.

9 O6bnacTtb M ycnoBusa NPpUMeHeHUA

CIOM Ha ocHoee A MoryT npuMeHsiTbCA B criefytoLlnx obnactax B coOTBETCTBUM C [8]:
- aBMaLMOHHAsA 1 KOCMUYEcKas MeanLUnHa;
- aKylLlepcTBO U TMHEKONorus;
annepronorus 1 UMMYHOIOTUS;
aHecTe3nonorua-peaHMaTonorus;
BOLlONa3Haa MeauLnHa;
racTPOSHTEPONOrus;

remaTonorus;

reHeTuKa;

repuaTpus;

OepMaTOBEHEepOonorus;

OeTcKas Kapauonorus;

- JeTcKas OHKOMorus;

JeTcKasi yponorus-aHaponorus;

OeTcKas XMpyprus;

- [eTcKkasa 3HOOKPUHOMOTUS;

- onertonorus;

MHMPEeKLNOHHbIE BomnesHu;

Kapauonorus;

KONOMNPOKTOMOrns;

KOMMYHanbHasa rMrneHa;

nevyebHasa PM3KynNbTYpa U CNOPTUBHAS MeguLnHa;
MaHyanbHas Tepanus;

- HEBponorus;
- HEMPOXUPYPrUs;
- HeoHaTonorus;
- Hedhponorus;
- obwas BpavyebHan npakTuka (cemenHaa meguumHa);
7
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- OHKOMOTNS;

- OPTOOOHTUS;

- OTOPWHOMNAPUHIONOrUs;

- opTanbMonorus;

- NapasuTonorus;

- negmarTpus;

- NracTuyeckas xmpyprus,

- npodhnartonorns;

- NCUXUATpUS;

- NCUXMaTPUA-HAPKONOrns;

- NcuxoTepanus;

- NYNbMOHOMOMNS;

- paguoTepanus;

- peBmaronorus,

- pednekcoTepanus;

- cekconorus;

- cepae4vHo-cocyaucTas XMpyprus;

- cKopas MeduuMHCKas NoMoLLb U MeduLuHa KatacTpod;

- couManbHas rmrneHa u opraHvM3aLms roccaHanuacnyxobl;

- cTOMaTonorna getckas;

- cTomMaTonorns obLLen NpakTuku;

- CTOMartonorusa optoneguyeckas;

- cToMaTtonorusa TepaneBTUYeckas;

- CTOMAaTtonorma XMpypru4eckas;

- CYpAONOrusa-oTOPUHONapUHIONOrS;

- Tepanus;

- TOKCUKOMOrng;

- TOpakanbHas XUpyprus;

- TpaBMaTonorus U opToneaus;

- TpaHcdpysmonorus,

- yponorus;

- (bTU3NaTpuUs;

- XUpYPprus;

- YerCcTHO-NNLUEeBas XUpPYpPrus;

- BHOOKPMHOMNOTKNS;

- eTcKasi OHKornornga-remMatonoruns;,

- thusnveckas v peabunuTaLnoHHas MeagnLUHa.

COM Ha ocHoBe MW mMoryT Mcnonb3oBaTbCA NPY MOHWTOPWHIE COCTOSAHWUS MauWEHTOB B CNedyHLuX
YCroBUAX, B 3aBUCMMOCTK OT (DaKTUHECKOro MeCTOHaXoXAeHWs nayneHTa:

- BHE MeJULMHCKOW opraHusayuu;

- ambynaTtopHo (B YCNOBUSAX, He NpedycMaTpUMBaOLLMX KPYrMOCYTOYHOMO O4HOTO MeauLMHCKOro Habmo-
OEHUSA U NeYeHnA);

- OHEeBHOro cTayuoHapa (B ycroBusx, MpegycMaTpuBaLLx 04Hoe MeduLMHCKoe HabngeHve v neve-
HWe B JHEBHOE BpeMsi, HO He TpebyroLuX KpyrnocyTO4YHOr0 O4HOMO MeauLUMHCKOro HabniageHusa 1 nevyeHns );

- cTaumMoHapHo (B ycrnoBusX, obecrneynBalonx KpyrnocyTovyHoe ovyHoe MeduuuHckoe HabniogeHue w
nieyeHue).

10 PUCKM NnpuMeHeHMA CUCTEM ONCTAaHLUMOHHOIO MOHMTOPUHIA Ha OCHOBe
MCKYCCTBEHHOrO MHTENmMeKTa

10.1 K HepgocTaTkam ncnons3oBanusa COM Ha ocHoee I, 13 KOTOpbIX MOTyT npou3pacTaTb PUCKK 3KC-
nnyaTtawuum, oTHOCATCA:

- HecnocobHoCTb K 0606LLEHMIO N HEYOOBNETBOPUTENLHOE KadecTBO paboTtel CUIA npu dyHKUMOHMPO-
BaHWKM B HOBbLIX YCMOBUSAX UNK B MONyASALUMM, OTNMYaKOLLENncs OT NnepBoHa4YanbHOro KoHTekcTa obyderus. Mpw
3TOM MOSIBNEHWE anropMTMOB, KOTOpble ByayT NOCTOSIHHO OBHOBNATLCS B OTBET HA HOBLIE OaHHbIE, Npefo-
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CTaBnAA BO3MOXHOCTb A5 NOCTOAHHOIO COBEPLUEHCTBOBAHMS, MOBBLICUT PUCK OTKITOHEHWA OT MCXOQHOTO Ba-
puaHTa, KOTOpbIA OblN paspelleH perynupyownMmy opraHamMu;

- HegocTaToYHasa UHTepnpeTupyemMocThk pelleHuin CUW, He no3eonsaoLLas o6bACHUTE pesynsTaThl pabo-
Tol COM Ha ocHoee A;

- CMOXHOCTb MHTErpauuu B MeguuMHCKME MHOPMAaLUOHHBIE CUCTEMBI.

10.2 Pucku npu ncnone3osanuu CIOM Ha ocHoBe UI:

- OWMBKM NpW MHTepNpeTaun AaHHbIX, BhIPAXKEHHO OTNMYALMXCA OT TeX, Ha KOoTopbix oby4ancs an-
rOpuTM;

- HEraTMBHas peakuus naluveHToB U/MNN MEOULMHCKOTO NepcoHana B CBA3M C HEMPO3pavyHOCTLH Npu-
HATMS peweHnin CUIA.

11 OcHoOBHbIe TpeboBaHMA K MH(pOpMaLMOHHOW H(pacTpykType npu pabore
CUCTeM AMCTAaHUMOHHOIrO MOHUTOPUHIa Ha OCHOBE UCKYCCTBEHHOro UHTenneKrTa

11.1 ObbekToM nepefaqn gaHHbIX sBRsieTcs WMHdopmauus, cobMpaemass B pamKkax QUCTaHUWOHHOro
HabnogeHys 1 oTpaxarLwasa MHopMaLMio 0 COCTOAHMM 340P0BbS U (UMW) OKPYKatoLWen cpegbl NauMeHTa, a
TakkKe pesyrnbTaThl aHanusa aTou MHopMauunu.

11.2 MexaHu3Mbl U NPOTOKONbLI 06MeHa nHdopmMaumnen B pamkax CIAM Ha ocHoBe MW pomkHbI cornaco-
BbIBaTbCSA C OPYTMMK CTaHAapTamMu B o6nactn nHhopmaTi3aLmmn 340POBbA, PEryNUpYOLWUMIM acnekTbl nepe-
gaqym MeouUunHCKUX JaHHbIX.

11.3 Mpw nepegave MynsTUMEOWAHBLIX JaHHBIX (HANpUMep, BUAE03anucei KOHCYNsTaLuii, pe3ynsTaToB
uccnegoBaHUi MeguUMHCKON BU3yanuaauum u gp.) 8 COM Ha ocHoee VA gomxHO GbIT NpenycMoTpeHo ce-
TeBOe XpaHunuile Hagnexawero obbema.

11.4 [JomxHbl 6biTb 06ecnevyeHbl MHPOPMUPOBAHHOCTL U AOCTWKEHWE COrNMacus MeXxay BCeMW yyacT-
Hukamu npouecca COM Ha ocHoBe VMW B Bonpoce nepeyHsa, obbemMa, XapakTepucTuMK nepegaBaeMbix/nony-
YaeMblx/aHanM3npyeMbix JaHHbIX.

11.5 Heobxoammo cobniogeHne Ge3o0nacHOCTA WM KOHMMAEHUMANbHOCTYM AaHHbIX. Onsg obecneveHus
B3aMMHOIo AOBEpPKs Y4acTHWKOB MpoLecca, a Takke A5 BbiNOSIHeHUss HOPpMaTUBHbIX TpeboBaHWIA, NONUTMKA
M NpakTuka obecneyeHs De3onacHOCTU U KOHMWUOEHLUMANbHOCTU A0MKHbLl ObiTh TLLATENBHO OMpedeneHbl 1
cobneHsbl, a TaKkkKe COrMacoBaHbl C YNOMHOMOYEHHbLIM OPraHOM MO 3aLLMTe NpaB CyObLEKTOB NEPCOHAMBHbBIX
OaHHbIX.

11.6 PekomeHAyeTcs Ucnonb3oBaHWe B npouecce paboTbl CTaHOAPTU3UMPOBAHHOW TEPMUHONOINMK (co-
rmacHo HCW cuctembl 30paBooxpaHeHuns), a Takke CTaHO4apTU3MpPOBaHHbIX dopmMaToB dawnnos ans bonee
To4HOro cbopa WHgOpMaLMK, C BO3MOXHOCTbI0O 0bMeHa Mexay opraHusauusamMu, ocylectensawwmnmm COM
Ha ocHoBe W, yHWULUMPOBaHHLIMKU AAaHHBbIMKU A5s ne4ebHo-NpodunnakTU4eckmx, Hay4HbIX U MHbIX LENen.

11.7 Mpu ucnonb3oBaHuu MHpopMaLnu, NpeacTasneHne KOTOPOW BO3MOXHO B HECKOMNBbKUX OOMHAKOBO
NMPaBOMOYHbBIX BapuaHTax (HanpuMep, YPOBEHb TIHOKO3bl B KPOBWM MOXET M3MepATbCA B MMOMNbL/N v Mr/an),
HeobxoQMMOo MCNOMb30BaTb BapWaHT, pernameHTUpoBaHHbIn ctaHgaptamu HCW (npy Hanwumm) nnu npego-
CTaBMATb BCEM y4aCTHMKaM NpoLecca BO3MOXKHOCTb KOHBEpPTaLMM MHOpMaumMK (eQUHWL N3MEPEHUsT B Mpu-
BEOEHHOM MpUMEpPE).

11.8 PekomeHpyeTcs ucnonb3oBaHue obLLen, COBMECTUMON apxuTekTypbl gupektopuin. Obuwasa cnyx-
©a KOMNLIOTEPHLIX OUPEKTOPUA 0OBLEAMHUT OTAENbHbIE aPXUTEKTYPLI AUPEKTOPUIA U 0BecnevynT MexBeaoM-
CTBEHHYIO ayTeHTU(PHUKaLMIO W aBTOPMU3aLUMIO, COXPaHSAs NPU 3TOM JTOKanbHy aBTOHOMMWIO B CO34aHUKM U Be-
OEeHUU yyYeTHbIX 3anucei. Kaxaaa opraHM3auns MOXeT MOMHOCTbK KOHTPONMMpPOBaThk CO34aHWe noKanbHbIX
y4eTHbIX 3anucer nonb3oBaTenen U npegocTaBleHne npas, COXpaHsas NpyM 3TOM BO3MOXHOCTb NPoBedeHUs
YHUPULMPOBAHHbLIX 3aMpocoB AaHHbIX, a TaKKe AOCTYNa OTAerNbHbIX Nonb3oBaTenen K cuctemam NnapTHEPOB B
COOTBETCTBMU C 3apaHee yCTaHOBMNEHHbIMW OrpaHnYeHUsiMWU. Be3onacHoCTb YHETHLIX 3anvcen 1 aBTopusaLms
MOTYT KOHTPONMMPOBATLCH Ha MecTax.

11.9 Ons obecneveHns Ge3onacHOCTM M 3alUMLEHHOCTM HeobxogMmMo obs3aTenbHOE yKasaHue YeTKo
NPONMCaHHLIX CUCTEMHBIX TpeboBaHui npu paspabotke n BHegpeHun COM Ha ocHoBe U ¢ ykazaHuem KoH-
KPETHbIX BEPCUMIA NporpaMmHoro obecnevyeHnsa/NporpaMmMHbIX KOMMOHEHTOB W Mp.
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12 OcHoBHbIe TpeboBaHUA K NpeacTaBNeHUI0 faHHbIX

12.1 BapuaHTbl npegctaBneHus unHgopmauny npyu B3auMogencTBUM Mexay nauneHToM WU opraHusa-
LMen-pa3paboTumMKoM OOMKHBI COOTBETCTBOBATL OCHOBHLIM TpeBOBaHWAM K MH(POPMAaLUKU B COOTBETCTBUM C
pazgenom 11. JomkHa BbiTb McKkntoveHa nobasi BO3MOXKHOCTE HEOL4HO3HAaYHOW TPAKTOBKM AaHHbIX, NOCTyna-
IOLLMX OT NauueHTa WK ero 3aKoHHOro npefacTaesuTens. [aHHble, NpenocTaBnsemble NaurMeHTy, MoryT BbiTh
npeacTaBneHbl TONLKO B HEM3MeHHOM BuZe. MeauUUHCKUIA/HaYYHbIA COTPYAHWK OOHKEH UMEThb BO3MOKHOCTb
onpenenste U U3MEHATL NepevYeHb U BUA OaHHbIX, KoTopble CUIW MoxeT npenocTaBnaTh NAUMEHTY UMK ero
3aKOHHOMY MpenCcTaBUTEN!O.

12.2 BapuaHThl npeactaeneHus nHopMaumnm npy B3aMMOAENCTBUN MeXay opraHvaauuen-pazpabor-
YMKOM U MEAULWHCKOW OpraHu3aluen: AaHHble MOXHO nofpasfennTb Ha npefdcTaBnsieMble B HEM3MEHHOM
BuZe (Hanpumep, rpaduk NnpMemMa nekapcTBeHHbIX npenapaToB) U B 0bpaboTaHHOM, NpoaHann3npoBaHHOM
BuZe (Hanpumep, HanM4Yne/oTCyTCTBME TEHAEHLMM K HOHYHOW rMnornukeMmi). MNMonb3oBaTtenb OOMKEH MMETb
BbIBOP, KAKOW TMN NPeACTaBNEHUA OAHHLIX EMY B HACTOSLLEE BPEMS HYXEH.
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