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AKTYAJIbHbIE BOIMPOCbI MIPABOBOIO PETY/INPOBAHUS
BHEOPEHUS MEOULUNHCKWUX U3LEJIMA C UICKYCCTBEHHbIM
UHTEJIJIEKTOM B POCCUNCKOU ®ELEPALINN

AHHOTaums. B HacTosiLee BpeMsi 34paBOOXpaHeHNE NMEPEXNBAaET aTar LUngpoBoi TpaHChopMaLmy.
Beupay peanusaumm HaumoHasibHbIX NPOeKToB B Poccurickor @eqepaumm nponcxoquT TpaHcghopMayns 3gpa-
BOOXPaHEeHWs1, nocpenCcTBOM KOTOPOM UCMOb3YHTCS COBPEMEHHbIE LMGDPOBLIE TEXHOAOMMN 4J151 PELLUEHNS
3afay, HarpaB/IeHHbIX Ha Y/y4lLUEeHNe COCTOSIHUS 340PO0BbS rpaxsgaH, AOCTyrna K CBOEBPEMEHHON U Kade-
CTBEHHOU MeguunHCKon nomoLun. B Poccurickon degepaumm B paMkax peannsaumm HaunoHa bHbIX MpOeK-
TOB BHEAPEHNE Takoro poja MHHoBauui CTasio O4HUM U3 MPUOPUTETHbIX HarpasaeHui. MeauymHckue naae-
JINST C TEXHOJIOMNSIMU UCKYCCTBEHHOIO MHTEJITIEKTA CrIOCOBHbI aHaImM3npoBaTk OrpOMHbIE MacCuBbl MHGbopMa-
Lum, TeM caMbIM MOBbILLIAST CKOPOCTb Y TOYHOCTb MOCTaHOBKU AMarHo3a v Bbibopa MeToga ie4eHusi. Bmecte
C TEM, CTPEMUTESIbHOE Pa3BUTNE TEXHOIOMI MOPOXKAAET KOMITJIEKC akTyaslbHbIX BOMPOCOB, B TOM 4YUC/IE
ropuaNYECKNX, 4115 peannsaumm v nPUMEHEHS BbiLLeyKa3aHHbIX MEQULIMHCKUX nagenni. [encTayroLyee 3a-
KOHOZAATEeIbCTBO O MEAULMHCKUX U3aesmsix B Poccuiickon ®egepaumy npakTuHeCKu He COLEPXXUT HOpM 06
ornpeaeneHuy rnpaBoBoOro cratyca MeauUNHCKUX 3[ENI C UCKYCCTBEHHbIM UHTE/I/IEKTOM, O oCTperncTpa-
LINOHHOM MOHUTOPUHIE. Takxe, akTyaslbHOCTb AaHHOW TeMbl OnpeaesieHa CoLmnabHO-9TUHECKUM aCreKTOM,
Tak Kak BHEAPEHNE NCKYCCTBEHHOIO MHTEJIIEKTA B Chepy 34paBOOXpaHEHMS MOAHYMAET BOMPOCH! JOBEPUS
HacesieHus, NPe[oTBPaLLeHNs BO3HUKHOBEHWST HEXXEenaTe ibHbIX PeakUni rnpv MPUMEHEHUN MEANLIMHCKUX 13-
aennii. CoOoTBETCTBEHHO, HOBU3HA B JaHHOW CTaThbe 3aK/Il04aeTcsl B TOM, YTO aBTOPOM MPEAIOXKEHO orpese-
JIEHWE MOHATUS «MEANLMNHCKNE U3AENNS C TEXHOJIOMUSIMU MCKYCCTBEHHOIMO UHTE//IEKTa» U HOPMbI 4J15 NpoBe-
AEHVST MOCTPErncTpaLmoHHOr0 MOHUTOPUHra. ViccrnenoBaHue BbillieyKa3aHHbIX BOMPOCOB nNpaBoOBOro pery-
JINPOBaHWs BaXKHbI 4151 CO3a4aHns1 6e30rnacHoV cpeabl NPYMEHEeHUsT COBPEMEHHbIX TEXHOJIOMN A1 peann3a-
Lum CO CTOPOHbI rocyaapcTBa KOHCTUTYLMOHHOMO rfpaBa rpaxaaH Ha oxpaHy 340pO0BbS, MOJyYEHWsT Kaqe-
CTBEHHOU 1 6e30rnacHoON MeauLMNHCKOM MOMOLLN.

Knro4yeBble cnoBa: MeguUMHCKNE U3LENS, TEXHOIOMN NCKYCCTBEHHOIO UHTEJINIEKTA, HalUMOHa lbHbIE
MPOEKTHI, rpoLeaypa rocyaapCcTBeHHON perucTpaymum, nocTperucTpaLuoHHbI MOHUTOPVIHI, 34PaBOOXpaHe-
Hue, rnpou3BOANTE b, YNOJTHOMOYEHHbIN MPEeaCTaBUTb MPOU3BOAUTENS (M3rOTOBUTESISI), MOHUTOPUHI 6E30-
rnacHocCTH.
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CURRENT ISSUES OF LEGAL REGULATION OF THE
INTRODUCTION OF MEDICAL DEVICES WITH ARTIFICIAL
INTELLIGENCE IN THE RUSSIAN FEDERATION

Annotation. Healthcare is currently undergoing a stage of digital transformation. Due to the
implementation of national projects in the Russian Federation, healthcare is undergoing a transformation,
through which modern digital technologies are used to solve problems aimed at improving the health of
citizens and access to timely and high-quality medical care. In the Russian Federation, as part of the
implementation of national projects, the introduction of such innovations has become one of the priorities.
Medical devices with artificial intelligence technologies are able to analyze huge amounts of information,
thereby increasing the speed and accuracy of diagnosis and treatment choice. At the same time, the rapid
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development of technology generates a complex of urgent issues, including legal ones, for the implementation
and application of the above-mentioned medical devices. The current legislation on medical devices in the
Russian Federation contains practically no provisions on determining the legal status of medical devices with
artificial intelligence or on post-registration monitoring. Also, the relevance of this topic is determined by the
socio-ethical aspect, since the introduction of artificial intelligence in the healthcare sector raises issues of
public confidence and the prevention of adverse reactions when using medical devices. Accordingly, the
novelty of this article lies in the fact that the author has proposed a definition of “medical devices with artificial
intelligence technologies” and standards for post-registration monitoring. The study of the above-mentioned
issues of legal regulation is important for creating a safe environment for the use of modern technologies for
the implementation by the state of the constitutional right of citizens to health protection, to receive high-

quality and safe medical care.

Key words: medical devices, artificial intelligence technologies, national projects, state registration

procedure, post-registration monitoring,
manufacturer (producer), safety monitoring.

Poccuinickon ®epepaumn, Hapsgy € Apy-

MMM Pas3BUTbIMK CTpaHamMu, B HaACTOsILLEe
BPEMS aKTUBHO UCMOMb3YKTCA TEXHOMNOMMU UCKYC-
CTBEHHOIO WHTEeNNeKTa B MeOuUMHCKON cdepe.
CTOoUT OTMETUTbL, YTO TEXHONOTMMN NCKYCCTBEHHOIO
WHTENNEKTa HanpasfeHbl Ha obneryeHve AesTenb-
HOCTU MEOUUMHCKMX PabOTHUKOB MpU PELUEHUN He
TONMBbKO PYTUHHBIX 33[a4, a TakKe Npu NeYeHun n
npoBeAeHNN ANarHOCTUYECKNX NCCNENOBaHNIA naum-
€HTOB. /IHbIMKN cioBamu, UCKYCCTBEHHbIA NHTENNEKT
«CMOCOBEH yNyyLWNTb MPOMUNAKTUKY 1 Tepanuio
naumMeHToB, a TakXe MNPOLEeCC MPUHATUA KIMHUYe-
CKUX peLueHun» [1].

BmecTte ¢ TeM naHgemunsi KOpPOHaBMPYCHOW
WH(peKLMM 3HaYNTENbHO MOATONKHYNa rocyaapctaa
K uudpoBmzaumn 30paBOOXpaHEHUs, TaK Kak
NCNONb30BaHNe TEXHOMOMMIN NPOAEMOHCTPUPOBAaNO
CBOE 3HayeHVe 0N MOLAep>XaHus YCTOMYMBOCTU
cepbl 3gpaBooXpaHeHnst BO BpeMs nokgayHa. BHe-
ApeHVe UMgpoBbIX TEXHOMOMN B chepy 34paBOOX-
paHeHVsi, B NepByrO o4epenb, Obl0 HanpasneHo Ha
obecrneveHne [OCTYMHOCTU TPaXKAaH K SNEeKTPOH-
HbIM cepBucam 1 Ha hopMrpoBaHNe equUHOro Lnd-
POBOro KOHTYpa 34paBOOXPaHEHUS1.

TexHonornmm NCKyCCTBEHHOIO UHTENNEKTa NPo-
HUKNN B chepy obpaLLeHNss MegUUMHCKNX U3GENuia,
B 4aCcTu pa3paboTKu 1 NPOU3BOACTBA MEANLIMHCKUX
N30enuin, NPUMEHSIOWLMX NporpaMMHoe obecrneve-
HME C WCKYCCTBEHHbIM WHTENNEKToM. MuHucTep-
CTBOM 3[paBooxpaHeHusi Poccuiickon Pepepaummn
ny6nukyetcs lMepevyeHb OTEYECTBEHHbIX MeAVLUH-
CKUX U3OEeNnii Ha OCHOBE TEXHOSOMMI UCKYCCTBEH-
HOro WHTENNEKTA, 3aperncTprpoBaHHbIX B
PocaspgpaBHagsope. Mo coctosaHuio Ha 01.10.2024
PocagpaBHag3opoM B pamMKax rocygapCTBEHHON
perncTpauumn MeouUMHCKUX U3OEeNuin 3apernctpu-
posaHo 28 MU ¢ NW. Tem He MeHee, cornacHo ocy-
OAPCTBEHHOMY PEECTPY MEOULMHCKUX W3OEeNuin un
opraHusaumii  (MHAMBUAOYanbHbIX MNpeanpuHUMaTe-
Ne), OCYLLECTBASIOWMX NPOU3BOACTBO U U3rOTOB-
JIeHVe MEOULUMHCKMX MU3OENUIA B HACTOsLLLEEe BPeEMS
PocapgpaBHag3opom 3apeructpupoBaHo 45 MW ¢

healthcare, manufacturer, authorised representative of the

MW, cpeon Hux 50 OTEYECTBEHHbLIX MEAUNLMHCKMX
N3gennin 1 5 NHOCTPaHHbIX MEAULIMHCKUX U3OENNIA.
Ctont otMeTuTb, 4TOo C 2023 roga Ha4yanocb ux
aKTVBHOE BHEOPEHUNE B CBA3Y C BHECEHVNEM U3MEHE-
HUA B depepalibHbIi NPoekT «Co3gaHne eguHoro
LMPOBOro KOHTypa B 30paBOOXPaHEHNN HA OCHOBE
ennHon rocyoapCTBEHHON MHOPMaLOHHOM
cuctembl B cdepe 3gpaBooxpaHeHus (EMMC3)»,
3akpenuBLWNMN 00A3aHHOCTb CyObekToB Poccui-
ckon ®Pepepaumm npruobpetartb Takoro poga Meau-
LUUHCKE M3penus ans nedebHbiX ydpexgeHun. Ha
OCHOBaHMN CTaTUCTUYECKMX OaHHbIX, NPeacTaB/ieH-
HbIX MuH3gpasom Poccuu, B 2023 rogy KOnMYecTBo
00paboTaHHbIX  MCCNEOOBaHUA  NCKYCCTBEHHbIM
nHTennekTom coctasuno 251 150 nccnegosaHui, 3a
2024 wXx KONMUYECTBO 3HAYUTENIbHO BO3POCNO U
cocTtaBuno 6onee 2 MSH., COrnmacHo AaHHbiM Komu-
Teta CoeTa Pepepaumm no counasnbHON NONTUKE.

BHegpeHne  TEXHONOrMn  MCKYCCTBEHHOIO
VHTENNeKTa MOXET UMETb KaK PUCKKU, Tak 1 co3pa-
BaTb HOBblE BO3MOXXHOCTU OJ151 BbISIBIEHUS NaTOSO-
rnn n 3abonesanuii. H.B. AnnknepoBa oTme4aer, 4To
015 MVHUMU3aUmMn PUCKOB HeobxoduMa «4omnosHu-
TenbHas MNoAroToBKa MeauMUMHCKNX pPaboTHUKOB B
4YaCTN OCBOEHUSA HOBbIX TEXHOMOMI, B TOM YUCIE N C
ncnonbdosaHnem N» [1]. Takxe, ons ymMeHbLUEHUSA
pucka ownboK 1N HETOYHOCTEN B MOCTaHOBKE Oua-
rHO3a He06XOOUMO NOCTOSAHHO 0By4aTb NCKYCCTBEH-
HbIl MHTENNEKT U NPaBWfIbHO BbICTpaMBaTb anro-
putmbl. K npumepy, B CLUA npu uncnone3osBaHun
NpOorpamMMbl HA OCHOBE TEXHOJIOMUN NCKYCCTBEHHOMO
WHTENNeKTa, No3BONSAIOLWEN AMarHoCTMpPOBaTh nepe-
JIOM 3ansiCTbsi MO PEHTFEHOBCKMM CHUMKaM ObIfio
BbIAICHEHO, 4YTO nNpu OBHapY>XeHUn 3acTapenbixX
CPOCLUMXCHA MepesioMoOB TEXHOMOMMU WUCKYCCTBEH-
HOrO MHTENNIEKTa UHTEPMPETUPOBANN UX KaK nepe-
JIOM, HY>KOALWNIACA B HaKNaablBaHUM runca n Mobu-
m3auum KoHeyHocTu [2]. COOTBETCTBEHHO, HEOOXO-
OMMO MUHUMU3NPOBATb PUCKIN, CBSI3aHHbIE C MprMe-
HEHMEM TEXHOJOMMIA MCKYCCTBEHHOIO VHTENNEKTA B
MEOVLIMHCKUX U3JENnsaX, Tak Kak KONm4ecTBo obpa-
6aTbIBaeMbIX JaHHbIX PACTET.
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CTOUT OTMETUTL, YTO agMUHNCTPATUBHbIE NPO-
Lenypbl, B TOM YUCNE rocyaapCTBEHHas perucrpa-
uma MM ¢ N, kak n B OTHOLLEHUN VHbIX MeOULINH-
CKUX M30eNui, OCYLLECTBNSETCA B COOTBETCTBUN C
[MpaBunamn rocygapCTBEHHOW peructpauum megm-
LVHCKUX N30ennii, yTBEP>KAEHHbIX MOCTAHOBIEHNEM
lNpaButensctBa Poccuiickon  depgepaunyn  OT
30.11.2024 Ne 1684 (nanee - lNpasuna). BHegpeHne
NoNo>XXeHn 06 0COBEHHOCTAX BHECEHNS N3MEHEHWI
B JOKYMEHTbI, COOep>KalLMecsa B PerncTpauioHHOM
[OCbe Ha MEOVLUUHCKUE U3OEeNusi ¢ TEXHONOrNsAMUN
WUCKYCCTBEHHOIO WHTENNEKTa, CTaNio HOBENOW B
3aKOHOOAaTeNbCTBE, Tak Kak AENCTBOBaBLUNE paHee
MpaBuna rocygapCTBEHHOW perncrpaumm MeguumnH-
CKUX W3OENUn, yTBEPXXAEHHbIE MOCTaHOB/IEHNEM
MNpaButensctBa Poccuiickon  depepaunyn  OT
27.12.2012 Ne 1416 He copep>xanu MONOXXEHUN,
HaNPSAMYH OTHOCSALLMXCS K MEANLMHCKUM U3OENNSAM
C TEXHONOMMAMY NCKYCCTBEHHOIO NHTENNEKTA.

B uenowm, npouenypa rocynapCTBEHHON peru-
cTpaunnm MeguUMHCKUX W3OENUA C TEXHONOrmsiMm
WCKYCCTBEHHOIO MHTENNIEKTA aHanornyHa Tom, KoTo-
pyto Poc3gpaBHag30p OCYLLECTBASAET B OTHOLLEHWN
KNacCuMYecKnx MegnuuHCKnX wmnspgenuin. BmecTte ¢
Tewm, B [MpaBnnax onpegeneHbl 0CO6EHHOCTN BHECE-
HUA M3MEHEHUN B [OKYMEHTbl, COAEp)KalUMecs B
KOMMAEKTE PEMMCTPaLMOHHOIrO AOCKHE Ha NPOorpamMm-
Hoe obecneyeHne C NPUMEHEHNEM TEXHOJOIMIA
WCKYCCTBEHHOIO WHTENNEKTa, SBASOLLEecs meau-
umHCKUM nsgenvem. B cooteetctBum ¢ n. 135 lMpa-
BUN 3aABUTENb MPEACTaBNAET 3asBfeHME, B KOTO-
POM yKasbIiBaeT NHGOPMALMIO O BEPCUN NPOrpamMm-
Horo obecrneyeHusi C MNPUMEHEHNEM TEXHONOrnin
WUCKYCCTBEHHOIO VHTENSIEKTA, SABASIOLLEroca meau-
LMHCKNUM N3OENVEM, a TakKXXe CBEAEHUS O pe3ynbra-
Tax KAUHUYECKUX WCMbITaHWIA nporpammMHoro obe-
CneYeHns ¢ NPUMEHEHNEM TEXHOOMIA UCKYCCTBEH-
HOro WHTENNEeKTa, SBNSOWErocss MeguuMHCKUM
n3genvem.

CTOoUT OTMETUTD, YTO B HOBbIX NpaBnnax 6binu
3aMETHO COKpaLleHbl CPOKM MpoBeAeHns npoLe-
Oypbl FOCYAapCTBEHHOW peructpaumn 1M BHECEHUS
N3MEHEHNI B KOMMNEKT perncTpaunuoHHoro gocee. K
npuMepy, Npu YCNoBUW MPaBUNbHOIO 3anofIHEHUSA
OOKYMEHTOB 1 NPenoCTaBneHnsi 4OCTOBEPHbIX CBe-
OEHUI O MeOMLMHCKOM n3genuu, PocsppasHaasop B
TedeHun 10 gHel NpUHMMAET PELLUEHNE O BHECEHUN
N3MEHEHNA B OOKYMEHTbI, Cofep>Xallnecs B KOM-
NieKTe PErmMcTPaumMoHHOro gOChe.

OvHamn4Hoe pasBuUTME TEXHONMOrMM WCKYyC-
CTBEHHOIO VHTEeNeKTa TPebyeT rMOKOCTM 1 afanTmB-
HOCTW HOPMAaTVBHOI NpaBoBol 6a3bl Af1st obecneye-
Hust 6e3onacHocTn, 3PHEKTUBHOCTN U STUKN €ro
npyMeHeHnsa. BHegpeHne MeOuUMHCKUX U3Jenuin C
WNCKYCCTBEHHbIM WHTENNIEKTOM B JleyebHo-npodu-
NaKTUYeCKUX Yy4pexkaeHusX, HadaBlleecs CTpemMu-
TEeNbHOE B pamKax peanu3aumm HaumoHaslbHOro
npoekTa «3apaBoOXpaHeHe» 1 NPOLoMKaloLeecs

B CBSI3M C LeNsiMM HalMoHanbHOro npoekTta «Hosble
TEXHONMOrMN COepexXeHnsi 300pPO0Bbs», ONPEnennuso
HEeobXxooMMOCTb BHECEHUS M3MEHEHU B HOPMaTUB-
Hble NpPaBOBble aKTbl O/1S1 BbINOJIHEHUS MOCTaB/EH-
HbIX HaLUMOHasNbHbIMK MPOEKTaMu Lienen 1 3agau.

HecoBepLUeHCTBO HOPMAaTUBHOIO MNpPaBOBOro
PErynMpoBaHus MegUUMHCKUX W3OEeNUin C UCKYC-
CTBEHHbIM VHTENNEKTOM CYLLECTBYET B UHbIX MOCY-
JapcTBax, Tak, Hanpumep, WHOCTPaHHble aBTOpPbI
MULLYT, Y4TO «NpPo6nemoit B MHAYCTPUN MELNLNHCKOrO
060opynoBaHnst ABASKOTCS ObICTPbIE TEMMbI TEXHOMNO-
rmyeckoro nporpecca. LndpoBble TexHonoruu
NMOCTOSSHHO BO3HMKAKOT, TPeOys OT nNpou3BoguTeneil
KOppPEeKTpoBaTb CBOM paspaboTku. [Ons 6esonac-
HOCTWU MauVEHTOB MOMYT BO3HMKHYTb MpPOO6nemMbl C
COBMECTVMOCTBIO YCTPONCTB ” 6e30MacHOCTbO
OaHHbIX. Bonee Toro, MeKTCst BECKME KNTMHMYECKNe
[oKasaTenbCcTBa Heobxooumbl AN YCUNEHUS
3 heKTMBHOCTM 1 6€30MacHOCTM TeXHoNorun» [3].

B HacTosilee BpeMsi B HOPMaTMBHbIX NpaBo-
BbIX aKTax pasbsiCHeHus no obpawieHnto M ¢ A
coepykaTcsi TONbKO MO BOMPOCY WX perncTpauumn um
BHECEHUNIO VM3MEHEHUIN B PErMcTpauMoHHOEe OO0Che.
Takxe, ¢ 1 siHBapst 2025 6bIn BBEAeH B AelicTBUE
FOCT P 71737-2024, KOTOPbLIN COAEPXXUT NONOXe-
HUSA O pa3paboTke CUCTEMbl MEHEO)KMEHTa PUCKA,
HeobxoouMoN Npu nogayve LOKYMEHTOB Ha rocyaap-
CTBEHHYIO PErncTpaunio MegUUNHCKNX N3OENNIA.

Vicxoos n3 BbILWEN3IOXKEHHOrO, B HacTosLLEe
BPEMsi OTCYTCTBYET HOpPMaT/MBHOE 3aKpernieHune
MOHATUS «MEeOQUUMHCKOE U3OEeNnMe C TEXHOOrUsMm
WCKYCCTBEHHOIO WHTENNIEKTa», KOTOpoe Obl Mono-
XKUNO Hayano pasBuUTU0 HOPMOTBOPYECTBY B OTHO-
LEHN HOBbIX BUOOB MEOULIMHCKMX N30enni.

B cyLlecTBytOLEM MPaBOBOM pPErynnpoBaHnm
TONMbKO 3aKPENsIeHO onpeneneHne npaBoBoro obe-
CMneYvYeHns Kak MeguumMHCKoro uagenus. B cooteet-
ctBum ¢ TOCT P 59765-2021 ot 01.10.2022 npo-
rpammMHoe obecneyeHne Kak MeaLUMHCKOe n3genme
onpepensieTcst Kak nNporpamMmmHoe obecneyeHne, He
SABMSIOLLEECA COCTaBHOM YacTblo MEOAMUMHCKOro
M3Jennsa n npegHasHa4YeHHoOe €ero U3roToBUTENEM
ONA NPUMEHEHNSA C OOHON MEeOULVHCKON LeNbio Nn
6onee. B cBoto odepenb, FTOCT IEC 62304-2022 ot
01.09.2023 onpepensietr nporpammHoe obecneve-
HUEe MEOMUMHCKOrO M3LEeNnvsi Kak COCTaBHYH YacTb
paspabaTtbiBaeMoro MeOULUHCKOro W3Aenus uam
npenHa3HavYeHHast ons UCrnosib30BaHNs B Ka4yecTBe
MeOULMNHCKOro n3nenusi.

CoOTBETCTBEHHO, MpepnaraeTcsi BHECEHME
M3MeHeHnn B ctatbio 38 PepepanbHOro 3akoHa OT
21.11.2011 Ne 323-93 «O6 ocHOBax OxpaHbl 340P0-
Bbs rpaxkaaH B Poccuiickon depepauun», B KOTOPOIA
HeobxoouMO OMpPenennTb MeauUMHCKOE nu3genne ¢
TEXHONOTNSIMA UCKYCCTBEHHOIO WHTENNEKTA crepy-
oM obpasom «MegnUMHCKUMN N30enMsMm ¢ Npu-
MEHEHNEM TEXHOSIOTUIA UCKYCCTBEHHOIO MHTENSIEKTA
SBNAIOTCH annapaTtbl, UHCTPYMEHTbI, 06opyaoBaHue,
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KOTOpble WCMOJMBb3YIOTCA B MEOULMHCKMX LEensx
OTLENIbHO U B COYETAHUM C NHBIMU MEOULNHCKUMMU
N3OENNSMN 1 copepKaT NporpaMMHoe obecrnedeHne
C TEXHONOTNAMUN NCKYCCTBEHHOIO NHTENNEKTA, Npea-
HasHaYeHHble ONA NPOMUIAKTUKUN, ANArHOCTUKU 1
MOHUTOPVHIa COCTOSIHUSA OpraHu3Ma 4enoBeka.
OyHKLUMOHaNbHOE Ha3HavYeHne MeauUMHCKUX n3pe-
JINA C NPUMEHEHMEM TEXHOSOMMIA NCKYCCTBEHHOIO
WHTEeNSIEKTa He peannayeTtcd nyTém dapmMakonorun-
4YeCKOro, MMMYHOJIOMMYECKOro, FEHETUHECKOro Wn
MeTab0/IMHECKOro BO3AENCTBUS Ha OpraHn3M 4eso-
BEKa».

[Ona ycoBepLUEHCTBOBAHUA NpaBOBOro obe-
CNeYeHNss MOHUTOPUHra MEOUUNHCKUX W3OEeNuin C
TEXHONIOMMSAMN UCKYCCTBEHHOIO WHTENIEKTa HEeob-
XOAMMO npopaboTaTb BONPOCh!I MOCTPErnCTpaumoH-
HOro MOHUTOpWHra. Bepgp cyliecTByoLME HOPMbI
npaea, Kak npasuiio, OPUEHTUPOBaHbI Ha Tpaguum-
OHHble MEAVLIMHCKNE U3AENNSA N HE YHUTLIBAIOT OCO-
OEHHOCTN UCKYCCTBEHHOIO WHTENIEKTA, Hanpumep,
CMOCOBHOCTb K CaMOOBYYEHNIO N USMEHEHNE MOBE-
OEHNS B MPOLIECCe aKcnayaTaumn.

A.B. BacoBa oTMedaeT, 4TO B pamMKax nocrtpe-
MMCTPaLMOHHOIO MOHUTOPUHIa HeO6X0aMMO co3fa-
HMe eguHOM 6asbl AaHHbIX O HebnaronpusTHbIX
COObITUAX 1 OWKnbKax, CBA3AHHbIX C MPUMEHEHNEM
MW ¢ I, n ocylecTeneHue cbopa nHgopmauumn co
BCeX CyObeKkTOoB obpalleHuss Ha Tepputopun Poc-
cuinckon degepavyn [1].

Pacwmpsas npepnoxerune A.B. bacoson, npen-
CTaBNAETCSA BO3MOXXHbIM CO3[aTb MHTEPHET CEPBUC
0N NPOV3BOAUTENEN U YNOMHOMOYEHHbIX NMpeacTa-
BUTENEN NpoudsoguTens (n3rotosutens) «MNepenava
AaHHbIX O (OYHKLMOHNPOBAHNM MEOULIMHCKUX U3ae-
JIMA C TEXHONIOTUSIMU NCKYCCTBEHHOIO UHTENNIEKTA>,
B KOTOpbIN vMn OymyT 3arpy>katbCsi AaHHble He
TONMbKO O HeXenaTesfbHbIX COObITUAX, CBA3AHHbIX C
NPUMEHEHNEM MEAMNLIMHCKNX N30ENUA C TEXHOMOr-
SIMU CKYCCTBEHHOIO UHTENNIEKTA, a B LIE/IOM CBefe-
HUS 0 PaboTOCNOCOBHOCT MEOULMHCKOrO U34enus
N BbIMNOMHEHUN 3aN0XXEHHbIX B HEro QyHKUMA, O
KONMYeCTBE MPOBEOEHHbIX C ero MOMOLLbIO Uccne-
OOBaHUN, Ha OCHOBaHWM KOTOPbIX COTPYyOHUKaMU
OpraHoB rocygapCTBEHHON BnacTu 6yayT NpoBoanTb
MOHUTOPVIHI 1 (DOPMUPOBaTb OCHOBAHUSA LS MpPo-
BeOEHVS NPOMUIAKTUYECKNX N KOHTPOJbHBIX (Hag-
30pHbIX) MEPOMPUSTUIA.

BaxkeH hakT, 4TO TEXHMYECKOE COMNpOBOXAE-
Hue, OTCNEeXMBaHNE U NPEeCeYeHe CUCTEMHbIX OLLIN-
OOK O0JKHbI OCYLLIECTBAATL NPOU3BOANTENSAMU-PAa3-
paboTyMKammn Ha NPOTS>KEHNN BCErO NCMOJIb30BaHUS
N NPUMEHEHNST MEOULMHCKIMX U3LENNA C TEXHOMNOMU-
SIMUN MCKYCCTBEHHOIO VIHTENIEKTA, Tak Kak BeposiT-
HOCTb YrpO3bl NPUYNHEHUSA Bpeaa XXU3HU U 300pO-
Bbsl KOJIOCCaslbHA M MOXXET BO3HUKHYTb B Ji0boe
Bpems. MeguunHCKNEe M30enmsi ¢ UCKYCCTBEHHbBIM
WHTENNEKTOM MOIYyT KayeCTBEHHO (YHKLIMOHMPO-

BaTb, TONIbKO €C/AM OHW COopep>XaT anropuTMbl
paboTbl, KOTOPbIE OTPaXKAKT NMOCTOSIHHO OBHOB/ISIE-
MbIli HA6OP [aHHbIX, B CBA3M C Pa3BUTUEM 3HAHUIA O
3aboneBaHuaX U Npoueaype MX Ne4YeHusl, 4To 0Co-
6EHHO Ba)KHO MPU NPUHATIM BpadYebHbIX pPeLLEHNIA.

Mpepnaraetca pononHuTb [NpasBuna cnepyto-
LM MOSNIOXKEHNEM:

«[lponsBognTenM 1 YMNOMHOMOYEHHbIE Npea-
CTaBUTENM MNPOW3BOAUTENS (M3rOTOBUTENS) Mepu-
LMHCKUX U3OENNii C TEXHONOMMAMU UCKYCCTBEHHOMO
VHTENNEeKTa, NpeacTaBnsome CBeaeHst 0 PyHKUN-
OHNPOBaHNE MEOMUMHCKUX W3OENUiA C TEXHOAOMM-
MU NCKYCCTBEHHOIO WHTENNEKTa NOAnexart ynpo-
LEHHOW MpoLenype BHECEHUS U3MEHEHUI B OOKY-
MEHTbI, CofepXKalmMecs B permcTpaLioHHOM OOChE.

3asaBuTENb NPU YNPOLLEHHOW NMPOLEaype BHe-
CEHUSI NBMEHEHWNIN B AOKYMEHTbI, COAEp>Kallmnecs B
perncTpaumMoHHOM [OCbe MNOCPEACTBOM €4MHOMo
Nn4yHOro kKabuHeTa 3asaABUTENs, NpPeacTaBnsieT B
PErNCTPUPYIOWNIA OpraH 3asiBfieHne O BHECEHUU
N3MEHEHUN B OOKYMEHTbI, CopepXalinecs B peru-
CTPaUMOHHOM [O0Cbe, He BKAtoYatoLlee pesynbraThbl
KJIMHUYECKNX UCTIbITAHU NporpaMmMHOro obecneye-
HUS C MPUMEHEHUEM TEXHONOMMIA NCKYCCTBEHHOMO
VHTENNEKTa, SABMSIOWErocs MeOUUMHCKM n3ge-
nnem».

[aHHasi Hopma No3BONNT YMEHbBLUNTL agMUHN-
CTPaTUBHYIO Harpy3kKy Ha npou3BoguTenen n ynon-
HOMOYEHHbIX  NpefcTaBuUTENEn  Npou3BoguTens
(n3roToBuUTENS) NMPY NOArOTOBKE KOMMEKTa OOKY-
MEHTOB [N npouenypbl BHECEHUSI U3MEHEHUN,
NMOCnoco6CTBYET NOBbILLEHNIO 3aUHTEPECOBAHHOCTA
B Ony6/IMKOBaHMUM AaHHbIX, TaK Kak NpoBeAeHneE Knn-
HUYECKNX WCMbITaHUN TpPebyeT OOMNOSHUTENbHbBIX
pacxonoB 1M 3aHMMAaEeT LOCTAaTOYHO 60JbLLIOE Bpems
B CWUJly 3arpy>€HHOCTU WUCMbITaTeNlbHbIX LEeHTPOB,
OCYLLECTBASALLNX NPOBEAEHNE TaKOro pofa uchbl-
TaHWU.

Takum obpasom, B obpalleHn MeguLUMHCKNX
n3gennin NpUMEHEHNE NUCKYCCTBEHHOIO UHTENNEKTa
SIBNSIETCS1 COBEPLUEHHOM HOBOW obnacTtbto. B otnu-
YN OT OBLIKHOBEHHbLIX MEOULMHCKUX N30ennii, co3-
JaBaeMblX U3 0ObIYHbIX MaTepunanos, MEQUUMHCKNE
N3OeNNA C TEXHONOUAMU UCKYCCTBEHHOMO WHTEN-
neKTa TpebytoT KoaMpoBaHus 1 NPOrpamMMUpPOBaHNS.
MpuMeHeHe MEANLNHCKNX N3AENNIA C UCKYCCTBEH-
HbIM WHTENINIEKTOM UMEET LUMPOKNE MNEepCrneKTUBbI
ONsl pelleHns npobnemM B cdepe 30paBoOXpaHEeHNs,
B YaCTHOCTM KagpoBoro geduumta MeguuuHCKOro
nepcoHana, OOCTYNMHOCTU Ka4yeCTBEHHOW 1 KBanu-
(uumMpoBaHHON MeguUMHCKOM nomowm. Kak otme-
yatoT V.M. TpsizHoB 1 V.A. CamkoBa «3aKto4eHust
pas3nn4YHbIX WUCCNeaoBaHUi NMOKasblBaloT, YTO BHE-
OPEeHNe anropMTMOB MalUMHHOrO OOy4eHust MoryT
YAYYLWNTb OUarHOCTUKY, 6€30MacHOCTb N KavyecTBO
JleYeHnss MaumneHToB, a Takxe ONTUMU3VPOBaTb
3arpartbl y4pexneHuii 3gpaBooxpaHeHns» [4]. Coot-
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BETCTBEHHO, Ana 60nee ONTUMU3MPOBAHHOIO W
nocnegoBaTeNbHOr0 BHeApeHns B niedebHble npo-
unakTnyeckmne y4pexxgeHus HeobXoauMM  KOM-
MAEKCHbIN MNOOXOL, KOTOPbIN OyneT BkJYaTb He
TONMbKO MpPaBOBOE PErynMpoBaHNe BCEro >KU3HEH-
HOro UMKna MeguuMHCKOro U3genus, HoO 1 BKNo4YaTb
nogroToBKY MeaunUMHCKOro nepcoHana. lNpegnarae-
Mble BHECEHUSI U3MEHEHUI B HOPMaTMBHbIE MPaBo-
Bble aKTbl NO3BONAT chopMmnpoBaTb 3hPeKTUBHOE
B3aMMOLENCTBME MNpou3BoaUTENEN C OpraHamm
rocygapCTBEHHOW BNacTu, KOTOPOE MONOXUTESIbHO
OTPasnTCs Ha oOKa3aHuu KBannuduuMpoBaHHON W«
CBOEBPEMEHHON MEOULIMHCKOM MOMOLLMN.
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