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MNpeaucnoewne

1 NOOMOTORNEH OhiyecTeom ¢ OrpaHiYeHHoR oTRETCTEEHHOCTEY « MEOWVTECT (D00 «MEOWUTECT )
Ha OCHOBE COBCTBEMMOTO NepeBoda Ha PYCCKWE Rabik AHINORIBMHON BEDCHA SOKYMEHTA, YEKAIAHHOMD o
MyHETE 4

2 BHECEH TexHHYSCHHM BOMATETOM N3 CTaHGapTHaaymyd TK 436 «MeHeammenT KadecTea i obwwe
ACNEKTB MEOWLWHCKHE HIGENAHY

3 YTBEPHOEH W BBEOEH B OEMCTBWE NMpuxaiom ®enepansHOre areHTCTEa NO TEXHUHECKOMY
pEMYMWPOBAHWK: ¥ METRoNonK 0T 19 okTabBpAa 2021 r. Ne 1156-cT

4 HacToawsi cTasaapT AENAeTCH MOQUEHUHMDORAHHEIM MO CTHOWEHWKD K QoKyseHTy Mexoyuapogsorg
hopyMa peEryNATORGE MeduuMHCKKE Hagendd (IMDRF) IMDRF/SaMD WGEMN12 FINAL: 2014 «MparpammHoe
OGECNeYEHHE KaE MEJNUWMHCKDE Manenue. OCcHOBHLIE NoOxXoasl K KEaTeropdpoeanuin puckar (IMDRF/SaMD
WEM1Z FINAL:2014 «Software as a Medical Device. Possible Framework for Risk Categorization and Corre-
sponding Considerationss, MOD} nyTes WakeHEHA 6ro CTRYETY k.

MamaHeHHsE CTRYETYRHLIE INEMEHTE B TEKCTE CTAHGADTA Bul0eNEHEl KYDCHBOM.

ConocTapnexsie CTPYKTYDEl HACTOALEND CTAHOADRTa CO CTRYKTYPOA NPUMEHEHHOND B HEM OOKYMEHTA
NPHBEOEH0 B DONONHUTENEHOM NRAnoEe K 04

& BBEJEH BINEPBLIE

MNpasuna NoUMeMaHUS Hacmaaweso cmavdapma yomaHoaTers @ omames 256 PedepansHoa 28K0Ha
ot 28 urpRa 2015 20 N 162-03 « O cmandapmuzayuld 8 Pococulickol Pedepayuus. Hugdopsmauun of ua-
MEHSHLAX ¥ HacmoAWaMy cmakdapimy Nyinukyemcs & exe2odHonM (M0 COCMoaHLg Ha T ANSS0R MEeKyYLLE S0
2oda) uHghopMALUOHROM Yrasamens «Hayuosansiee Cmandapmeis, 8 GRULUANEREND ITEKCITI UIMEHEMLIT
U AOTDEEcK — & GHEMECAYHONM UHDODMaLLORHOM Ykatamene vHaywoHanstbie cmakdapmels. B cnydae
AELECMOMPE [IaMensl) LWL oIMMetsl HMacmafiyeso cimakdapma commagmemaysiyes yaedosnaxue Bydem
anybnukoeano 8 BouXadilenm GETYCHE BREMECAYHNOS0 WHIDODMAULUONHOSD WKaZamens sHayuonanbiibe
cmakdapme s, CoomeememMayiiuas URropMayud. YeedoMnete U MEKCME! PasWeLUanitics Maxke & uH-
chopMaLtaREO0 cucmeme obilyesn MONs630EaHUA — Ha CPuyuansHoM calme Gedepansyo20 asgrmcimes no
MEXHUYBCHOMY DESYMUDOSFHIID U MamponozUy & cemu Humeorem {wwaw.rst. goviu)

Z Odopmnenne, ©IEY «PCT», 2021

HacToAwmi CTAHO3PT HE MOMET GBiTh NONHOCTED WK YACTHHHO BOCTIPOMIBENEH, TMPaMWpORAH W pac-
NPOCTPAHEH B KAYECTEE OPHUMANEHOM WaganvA Gea paspeleHMA PenepansHons aneHTCTaa No TEXHUYeCKo-
Wy PEMYIMPOBAHMIO M METRONCTAN

]
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Mpunowesue A (cnpagoyiog) NpHMeEDRl NROrpaMMHOIS 0BECNEYEHAA, PACCMaTRYBABMOrD Kak
MEQWULMHCKDE WIASNKE, GEMORCTPMPYIOWWE NPUMEHEHHE CHCTEMEB: KAaTErOpH POBAHAA
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Beenenue

MNporpammHEe CpedcTea CTAHOBRTCA BCE DONee BamMbMK 1M WIPEKT PEWaoWyI0 ponk B 30paB0oxpa-
HEHMIA ONS MEOMAX KTHHRYSECKME @ 3aMUHACTRATABHBLY LEMNer.

MNporpaMmMEEe cpeacTEa, MCNoNBIVEMBIE B CHCTEME 30PAB0oXpaHeHis, dwHKLMOHUDYIOT B YoIOBKMAX
CACHHOND COUMATNEHO-TEXHWSECKDND CHPYHEHHA, BEMHMNAMALETD NpOMpEMMHOS, annagaTHos OSECcneseHne,
CETH | NIOOEH, W HacTo CTAHOBATCA YacTed BONes KpYNHLIX CHCTEM, KOTOPRIE OONKHE paGoTaTh BIAMMOCER-
JaHHD. ITH NpOTPamMMHbIe CPeOCcTEa YacTo JABMCAT OT GPYTONS KOMMEDHECKOMD, MMEIOWErocR roToBOM Npo-
rpamMmHorD obecnEHeHWA W OT APYIMX CHCTEM M B33 JadHbiX KaK WCTOHHWKDE HCKOOHBLIX AaHHBIX,

TN NpOrgamMMHBEX CPEOcTE, WMCNONBIYEMLIX B 30PARCOXPAHEHMW, OTBEHAET CNpegenaHuin MeguLMH-
CHOM WIGEenya, oprade Hagaopa W EOHTRONA KOHTPOMHEYICT TakHe NporpamMmMHLIe COegoTea Bo BCEM MADE
COOTEETCTAYIOW WM 0Bpasom.

CylecTaysll4e HODMATHBL ANA NporpamMMycre OBecneyeHnA MedUUMHCKMY Ua0entd B Gonbuiei
cTeneHd obpalWeHsl & NporpamMMHbM CPeOcTEasM, BCTPOEHHLIKM B annapaTHos ODeCcneseH e MegHUKHCKenD
YCTPORCTES M 3ATPArWESCT, 8 CCHOBHOM, Bped ANA 3A0006LA, NEpEaaqy IHERMMH WKW BEWECTE B OprakuamM
YEMNOBEKE WAK M3 Hero, cTensHe DMEeLaTansCTea B Opradnan, CNkaocTe YYBCTBWTENEHBIX OPraHoB, BReMA
WMCNoABI0RaHKA, 3adonesanud, NDoUECcCE ¥ PUCKY GNA OGWeCTREHHOIT J0000BEA. KOMABTEHTHOCTE NoNB30-
BaTENA, BOJASHCTAME HA HACENEHWE B CEBAIW C HHDEKLUHOHHLIMK 3350NEBaHAAMA ¥ T. M.

MeorpamMmiEe CpEacTEa MESMUMHCEAX HAOENMR YacTo cNocobHel COOTBETCTROBATE MX NpeanonarasmMo-
Ry MEOMLMHCKORMY HAIHAYEHWED BHE 32BAMCHMMOCTH OT anfapaTHor oDeCcgSeHna MEJULMHCKON YCTPOoRCTRA.,
S3T0 BCE HALLE NPOMCXOOMT Ha annapaTHomM ohecnedetiii OOLWLErD HAIHAYEHWA W NOCTARNASTCA B PAINHYHEIE
NeqEGH B YHPENRIEHKA CO MHOWECTBOM TEXHONOTMHECKIY NNaTdops (HANPHMED, NEPCOHANBHEIG KOMMTLIOTE:
Pil, chapTdorsl, B obNayHol TexXHONorHs) nersorg aoctyna. Npx aToM Bce Bones NoBLIWASTCR BIaHMOIEH-
CTEHE C J0YTAMK CHCTEMAaMKA W Ga3amk JaHHbx (HanpHMep, Yeped CeTH CBRIK W VIHTepHET).

CROMHOCTE NPCrPamMMEoro OECHeHe A MEQWUKHCKWX MAOENHA W HAPACTANLAA D33HMOCEAIL CHCTEM
MpegocTaBNRET HODLIE BOIMOWHOCTH, KOTOPEIE, Kak NPaBHng, oTCYTCTEYIT B annapaTHomM OGecneseHdy mMa-
AHUHHCENK Magendn.

ATHM COIOAINTCA HOBBKE W YHHKANBHEE 330344, HANDHMe:

= NpoTpaMMHoe obeCheyeH e MESULKHCKOMD H3TENHA MOKET paboTaTe MHASE NPW WCNONLI0BAHHH pas-
NEYHES aNNAPaETHEX MNaTgopM;

= MAMOTOBMTENE Y2CTo 0a8T GOCTyN GNA NONLACEATENA NPOTPaMMHOND OOBCHEYEHNA MEOHLMHCKOD 13-
OEMKA K ODHOBNEHHOH BEPCAM NDOMPaMMbl © LUENLG B2 YCTAHOREHM,

=8 CBA3W CO CA0eR HedrInYeckol NpUPoRoR (KNOHeaoe oTnNHH«e ) NporpammEce oDecnedeHwe magn-
LIMHCKOTD MIZENKA MOKET ObiTh BOCNDOMABENEHD MHIEECTEOM KOMWA ¥ NoNYyYdTE WHPOKDE pacnpocTpaHe-
HHE, 4acTo DEs KOHTDONA GO CTOPOMSE! NPOX3BE0EHTENA.

Bones Toro, CYLWECTEYIOT SCMoKTH MHUIHEHHOMD LWKNa NporpaMmMycry obecneYasus MeQuunHCKorD Wa-
O&MWA, KOTOPLIE 0030aKT JON0NHHTENEHEBIE 33 gaqM;

- GRICTDOE PAIBNTHE,

- YACTLIE WAMEHEHWA,

- NpEZOCTARNEHHE OBHOBNEHWA NOCPEICcTE0M MACCoBoN M BRCTROM PacnpocTpaHeE KA.

HacToAWXR cTAHZapT PAacnpocTPAHASTCA HA CNEURhHYEcKWA THNT NporpaMMicre obecnedeHis, KoTo-
poe caMo No cefe ABNAETCA MEdWUMHCHHM WaOenves. Takoe NporpamMmHos obBcneqdeHH e B PAsMEIX TEDMUHO-
norvd IMDORF HaasieaeTch «llporpasmios OGecnedeHde Kak MeddyrHcEoe nanenkes [Software as a Medical
Device (SaMD)], ero onpegeneqye npiesgeso B gokyMente IMDRFISaMD WGEIM10.

CCHOBHAA UEME HACTOAWEND CTAHOAPRTA — packpsiTe GA30BLE NOOXOO, COMMACOBAHHYID TEPMUHONOD-
rred, obwre 1 ocobbe BonNpochl QNA MITOTOSWTENRSR, PErYNSTOPOE ¥ NoNLICEATENEN SNA HANDABNEHKA YoK-
NKEA HA PEWEHNE ACKIICHATENEHEE 390a4, CEAIAMHLIXY C MCIONEICEAHKER NPOMPaMMHOM ofecneseHy A KaK
MEOHMUMHCKOI M3OeNKA NOCPEACTBOM:

= YCTAHOBNEHWA ODWER TEDMHHONOTHK W NOAX00a GNA KaTeropiiauun picEa nporpasmMions obecneyve-
HHA KaK ME0HMUHHCKOTS HAdenqs;

- NPENEnNaH KOHKPETHOR WHopMauny OnA OnWcaHqnA NporpamMmmMHorD 0DecnevsHrA Kagk MeguuH-
CHOM MAJenna B KOHTEKCTE IHANMMOCTH MHGopMAaLKK, NPEeJocTABNAEMON NRorPaMMibiv obacnedeHnen kak
METHLMHCKHM WIOEMKEM ONA NPAHATHA DEWeHAA O MEJHUWHCEWY YONyrax, COCTORHWH WK CHTYaUWK © OKa-
JAHHEM METWLMHCKMX YoNyr, EyHELMOHANLHOCTI,

B
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- NPEACCTABNEHWA KDHTEDWER ANA EaTEropHIaUdy NPporpanmHore obecnedqenia Kag MEeduurHCKoro
HIOENME Ha OCHOBE KOMOWHXDPOBAHWA SHAYUMOCTH  WHQOPMALUK, MPEOOCTARMNAEMOR  NDOTREMMH b
oBecneqeHEM KaKk MeJULMHCKHM MANENHEM ANA NPUHATAR DELUEHHA O MEAMUWHCKMY YCIYTax 1 CHTYaLUMA ©
DESIAHMEM METHLMHCKMY YCIYT MK COCTOAHWA, CERIAHHOND C NPOrpaMMHEIM 05ECNeusHNE R Kak MEQALKHCKMM
NADETHEM.

PaspaBoTaHeelil B HACTORLWEM CTaSHOAQPTE NOOXOE NPEOHIIHEYEH TONBKD ANA coidaduA obweno no-
HUM3HWA NPOrPaMMHOTD OGECNEYSHMA KaK MESWLWHCKOMD WADen9A. HacToAwWR cTaqgapT He JasteHAeT W
HE WIMEHRET CYLIECTEY:OLNE DEMYNATODHIE KNACCUhHEaUMOHHBIE CUCTEME MNK TpeGoaaHnA. Heobxoguma
paneHefwan gopaboTia GasHoro BONPOCS 00 HCNONEIORSHME 2Toro 3308070 NOAXOZS ONA BOIMOMHEK LE-
Neil perynvpoRaH e,
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HAUWMOHANBHBIN CTAHAOAPT POCCHMWMCKOWNW DEOQEPALUMMK

NPOrPAMMHOE OBECNEYEHWE KAK MEOMUWHCKOE W3OEMKWE
OCHOBHLIE NOAXOAL] K KATETOPUPOBAHMIO PHUCKA

Sofware as a medical device, Possibla framework for risk celegonzation and coresponding considarations

Oarta epegeHnA — 2022—10—01

1 OBbnacTbe NpPUMEHEHWSA

HAacTORLWKWA CTAHOADT YCTAMABMWMBAET CUCTEMY KATErOPHMPOBAHKE DUCKA, NPHUMEHAEMYID K NDOrpans-
HOMY ODECNEYEHMID KaK MEOHLMHCKOMY HAOENKI0, KOTOROR NOONAOaeT NOO COOTEETCTEYICWEE ONpaneneHbe
[cr. [1]), ¥ He pacnpOCTRaHASTCA Ha ODYIWE THNEL MPOMpaMMHorg obecnaqdeHHa.

Mporpamskoe obecnedeH e, NPEAHASHAYSHHDE B KAYECTES JONONHATENLHOE NPUHALNENHOCTIA K Me-
OALMHCKEOMY M0N0 (T.e. NpOrpaMMEoe olecnedenne, KTopoe camMo No Ceba He WMEET MEOHLMHCKOrD Ha-
IHAYEHWMA) HE BXOOQWT B 0BNaAcTeE NPUMEHEHMA HACTORALWBID cTangapTa.

HacTOALWKMA CTAHAApT PACCMATRHBEAEST NPOTEAMMHOS OGECIEYEHWE KaK MEJWULHHCKOE WAOENMe HEeaa-
BHCHID OT NPOMRaMMHOA TEXHONOTHM M- NNaTOOo0MEe (HANPUMED, MOBUNEHEE NPANOEeHHA. chnadHBe Tex-
HOMOTHK, CepBap).

HacToAwmit cTaKaapT He pacnpoCTPaHSEETCA Ha NPOrpaMMHoe 0BeCneYeHre, KOTOpoe YNPaanaAeT Ui
obecnedyBaeT NRABMNLHOE EYHELMOHMPORAHWE ATTAPATHON YACTH MENMLUMHCKOID Ma0enMa.

HacToAWWA CTaHOapT HE MMEET LENbI0 JamMesy WK CoOZOaHHe HOBBIX METOO0B MEHEOMMEHTA PHCHE,
a TONEKD MCNONBLIYET NDUHUMIEL YNPABNSHUA DUCKOM (HANPUMER, YCTAHOBNEHHEE B MEXOYHAPOAHBIX CTaH-
OagTax) Ana onpegenaxis OBy pMCKOD B OTHOLWEHWE NPOTLaMMHOTe 0BECNEYEHHA KK MEJWULMHCKOTD WMa-
OENHA.

CHcTEMa KaTErOpMIalUWe, YCTAHARNWBAEMAR HACTOALWMM CTAMOADTOM, HE ARMNAETCA PEryMATODHOR
Knaccupuikausia  He NoOLPaIyMERAET KCNONLIDBAHKE TONBKD 3ITHX HOPM KNACCHDMEALWE. TeM HE MeHee,
NoMNGHEHAA HACTOALWEND CTAKOA0TAa CnocoBeTEYIOT CoagaHnse OELLEN TepMUHONOMIME U NOOX00a K KaTeropm-
POBAHMED DMCEA. YETAHABNWBAGMAR HACTOALMM CTAKOARTOM CHCTEMA KATEFOPAIAUNA DMCKA HE MMERT Lenki
IAMEHY WK NPOTHESNOCTARNEHWAE COOEQHAMMKD WIANK PAIBUTHN TEXHWYECKWN MNK TEXHONOMAMSCKNE CTaH-
[ApToR, CEAIAHHLIY C QEATENLHOCTLID MO MEHEIKMEHTY DHMCKA B OTHOLWEHMK NROTPAMMHON ODECNeYeHMA.

2 TepMHHbI W onpegeneHnA

B HacToAwen cTaHOapTe NpUuMeHsHLl CNegysilne TEpMaHbLl © COOTEETCTEWOWMMK ONPEaeneHnARMKA
(oM. Takwe [1]1)

2.7 nporpammHos obecneYeHHe Kak MeguurHckoe magenue; MoK [Software as a Medical Device
(SaMD)): Nporpassuios checnedeHe, e ABNKIOWEBECH COCTABHON YacTeid MEQWULMHCKOMD HITENAWA 1 Nped-
HAIHAYEHHOE 2M0 WITOTOBKMTENEM GNA NPWMEHEHAA © OOHOA WKW BONEE MEQWLWHCKMME LENAMIA.

Mpumadanus

1 OnpeganaHns MedLHHCKOR LENY COOSp#ITCR B TERMAHEY «MEOALNHCHDE HILENHeY 1t & MESHLWHCKHE WaenuA
ONR QUArHCCTREA i Wiinds, yoTAHOBNEHHLIE B PEWEHURE EFK 0 HOpMETHUEHBE NPABOBLE AETax Pocchickor Seaspauui
B OTHOLLEHHA MESHUMHCEME WINEnWi.

2 MporpamMHcs 0DECNEYEHNE KK MESMUMHCKOS WANENHE — MEOMUAHCKOE WAZEMWE, BENEHSOWES 1 ManmLmH-
CEDE WIZENHE ONA GHEHOCTIEE N Wi,

Mazganwe ogiiuManbHoe

-
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3 MNporpammHos 0DECAEYSHNE K3K MEOWMUAHCKOR AZOenWe cnocobHo paboTare HE BOMMBHITERHEX NAaTHopMax
OfLErg HAZHEYEHWR | HEMEGHUAHCRDTD ).

4 #He AENAOWSECH COCTABMON YACTRHIY O3HAYAST OTCYTOTENE HEODXOOMMOCTH B NpOrpaMmMHon ofecnedeHun ons
OCETHHERAR SNNEPRETHEMA CRE0cTBEkH MEOMLUMHCEDTD MIOENMA 810 MEDMUHHEKOM H3AHIYEHKA.

b MNporpammkos abEcneYeHnE HE CODTBETCTEYET ONPESENSHMD 4NPOrpamMMios obacneaweH9ua LEK MeI UHHCROS
MAEAWNER, BCNW B NPEIYTMOTPESHHDE HEIHAYSHWE — NPUENSHTL B OSACTEME ANNAapaTHLE CPeOcTEE MEOWUHHCKOD
MASENWA.

G Mporpammsos oBEcneqeHre KK MEQHLHHCROE HENENWE MOKET BTk HCNONbIOBRHD COEMECTHD {HANPHMED, Kk
MOOYIR} C APYIOR NEOSYELHER, BEKNNYEA MEOULMHCEHE W30emmA.

T MNporpammHos 0DECHEYSHWE KEK MEOMUMHCKDS WAGENWE MosET BhiTe CONPRMEHD C OPYTHMA MEQNLAHCEAMG W3-
DENHAME KNA ODYTAM APOrpasM MHBbIM oDecneysHwEm Kak MenuHHCEOS MISENHE, & THOHS C NPOTPEmMMHEM obecneyasmsm
OfuUErd HAIHAYEHWR,

B MoBuneHee MpANGEEHWA. COOTEETETEYVHILLME HACTORLEMY CNPE0EnEHHEID, CHNTAKNTER NRpOrpammMbss obecnersa-
HHEM KB MEOHUMHCHDS HA0EMME.

8 TMNporpamMaHos oBEcneqEHSE KAK MEQUUMHEESE HIDENWE TIHEE MOGET.

- CNocobcTe0asTe OBacnaMeHD MED W PEROMEHOSWMA ONA oONerdaeHnA 2abonesaHieR;

- NPASOCTEENATE MHMOPMAUWME ONS ONPegendHis COBMEGTHMOGTY, COHADYVHEHNR, DWATHOCTHDOBEHHR, MOHWTO-
DMHME MM NEMEHAR H3sanone-<ecEdy COCTOARMA. COCTORHUA 300p0ELE, 3800NSaaHAR WM BROESEHHER DethesToR.

2.2 NOxkMW gna neYaHHa W OHarHoCTRKH: MporpaMkHoe oBecnede iie OnA aeToMaTHYECKDH NocTa-
HOBKH OWHArHSIa WK MNa3HWpoBasde NeYsHEA.

Mpume4aHne — JaHHDE ONpeOEnsHWE NDEONONEFAET, YTD MHDODMEBLUMA, NPELOCTARNEHHAR NPOTPEMMHLIM
ofecneMERuEn, Oy0eT HCNONEIDSATECA QMR NPAHATHR HE3AMENNKTENEHOM WK CHOPORD No BpEMEHH JEACTEKA, Kax Npd-
BN, BEZ QONONHUTENEHCA NPOSSpEA DEIYNETATOE QUATHOCTHEM CO CTOPOHEL BPEHE.

2.3 NOxMW ana EoOHCYNETALMKA NO NEYSHKIO W QWArHOCTHEW: [porpasmMice obecnedeHle Gna nomny-
ABTOMATUHECKOR NOCTAHOBEY OUArHIIE WK NNaHHPOBEHWA NeYeHnA.

MpumuewaHna — JaHHOE oNpegsneHie NpEaNanarast. 410 MHDOOMBUWA, NPEegOCTARNEHHAR NPOTPEMMHLIM
ofecne<eHran, GyLEr ACHoNbI0BAHA KAK NDMOWUE 8 NEHEHAN, NOMOLE B OMETHOCTHRE, KNACCHDWHALNK MMk nOeHTID -
HALMH PEHHWE NpKIHAKDE 1a50nesaHMe MNW COCTORHWA, ByOeT HONONL308aHa AnA exBopa HANPAENEHKA NOENESYHHLER
OUArHOCTHEA WIW NOCNEgyHLIAE TEPANSETHYSOKAX BMaLWLATENLETE © YHECTHEM BREYA.

2.4 MNOxMW ana npegocTagneHMA MeguurHcKod HHopmanms: MporpammHoe obecneyeH9e, noed-
CTARMAKLLEE KNAHMHECK SHASMMYM MHOPMALKID ONA BPa4Ya UMK NALMEHTE, KO HE OCYLYECTENAKLWES 14a-
THOCTHRY WK NMNaAHMPOBaHKE NEYEHWA,

Mpumedadne — JaHHOE ONPEQSNSHAE NPEONANArEET. Y70 MHDOPMELMA, NPeQOCTARNEHHSR NPOTRamMHLIN
oBecne<HeHrEn, He BHIZ0BET HEIEMEONHTANLHOM WK CROPOID N0 BOeMeHdn SEACTEHR Bpadqa.

2.5 KPUTHYECKAA KNMHWUYECKAA CUTYALMA UMW COCTOAHME: KNUHWYECKAA CHTYALMA MNKW COCTOAHWE,
KOTOP&IE NPEOCTABNAICT HENOCPEACTEEHHYIO ONACHOCTE ANA XMaHW, NPeononaraioT HeMeqnedHoe obwup-
HO@ TEPANSETWHECKOE KNH XMPYDIHUECKOe BMELLATENECTEO0 MM UMEIOT KNUHKUSCKYIO OHHIMHIY, NP KOTOpOo#
BREMA NDMHATHA PELWEHWA CTAHOBUTCA PeLUALIMM daKTopoM ONA CNACEHWA HHIHW NALWEHTa.

MpumesaHdde — JaHH0e CNPESENSHWE BRNICHAET HDUTHYSCKDS W KPEAHE TREEN0E COCTORHMA NayWeHTa.
MOEMK 0nA p&aHELEX COCTORHMA NPSOYCMaTRHARIET, KaK NPAEMnD, NPOPECCHOHARGHOE NPHMEHEHWAE ONR NONYIALEA [E-
LHEHTOE © BLICOKDHA CTENEHEH KTAHAYSCROM PACES.

2.5 TAMENAA KNWHWUYECKAA CHTYALMA WAK COCTOAHME: KNUHWYECKAA CHTYALUWA WA COCTOAHKE, KO-
TOpaA CaA3aHa C 3aB0NenaHrEn, TPABMOR UK NaATONOTHUYECKMM NPOLECTOM, COAIAHHEM G J8HOMTeHCILMa#
PYHELMOHRPOBAHUA BAKHEX GNA MUIHENEATENLMOCTH OPraHoB, HO HE NPEJCTARNAET HENOCDeOCTEEHHYH
ONACHOCTE O1A #MWAHK NALMEeHTa, HE NOEONONaraeT HeMEANEHHOT ODWWpHOID TePaneBTHHECKOND MW XI-
DYPIM4ECKOND BMELLATENECTEA W HE MMEET KNHHWSECKYID AMHAMKKY, NP1 K0TODOR BDEMA NPUHATHA PELLEHMA
CTAHDBWTCA PEWAKLLIAM DaKTOpoM ONA COXPAHEHME #HIHK NALKEHTE.

Mpume4aHne — JaHHos ONPEganaHre BENEDHEET THRER0S W CPEgHER TREECTH COCTORHKA nayaedTa. MOehA
MR SaHHEE COCTORHWA NPEQYCMATPWEEET, KK NPEEWMnG, NpodscoHaHansHae NprMeHeHRE. [Mpy CEMOCTORTENEHAM NpH-
reHEHNN MOxMIA anpothecCHOHANLHEMEA NONLIOBATENAMK WNW NAUWEHTAMKY B TRHEN0M KMTMHAYBCKOM COCTORHAW KMH-
HHYECHAA CATYALMA OOMHHE KRAccHUMPOBETECE KEY KPMTHSECKER,

2.7 YAOBRNETREOPUTENLHAR HNMHWYECKAA CHTYALWMA WNW COCTOAHME: HNUHMYeCKaR CHTYaLMA Mm
COCTORHWE, HOTOPRE HE NPEACTABAANT HENOCHEACTREHHON ONACHOCTH AMNA WKHAHK W 300POBEA NALMEHTAE, He

2
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NPEANORAEraNT KENOCPEACTBEHHENX OBWWPHLX TELANEETULECKHE UMK XMDYPIMYECKHME BMSUATENLCTE W MMa-
10T MEQNEHHYI0 KNHHRYBCKYI QMHAMURY C NREOCKATYEMBEIM DEIBHUTHEM.

Mpuwmeavarre — [JaHHoE ONPEQENaHNE BENNYEET YOOBNSTEORWTENLHDE COCTOAHME NALGMEHTE KNW NpaKTW-
“ECKH 300POB0E COCTORHWE NAYWeHTE. COCTORHME XapRsTEpHD ONA HEYansHeX cTaguel 3abonesaHn@ m NnerkKy TRaEs.
M=k gns faHERE COCTOARME NPEOYCMETIWBEAAT KAk NPOSECoCHOHANEHOE NREMEHEHWE, TAK M CAMOCTORTENEHDE MpW-
MaHEHHE HenpodeccnaHaNEHLIMH NONBIOBATENRMHA MM NEUMEHTIMH.

3 Kareropuu pucka

Kateropin pucka NOsMA onpegenawoT kag sosBdHaume npegyoMoTpeqHore HassadeHna Mok 1
KMHAHEHECEOA CHTYAUWK WM COCTORHWA. ¥YOTaHaBnWBarwT YeTeipe katercpui (1, 1, 111, V) kareropya IV daMeeT
CAMBIA BLICOKAR YPOBEH: DWCKA, KATEropiA | — CakMipid HHIKHIA.

Korda WarcTORWMTEMNE BHOCHT AaMeHeHHA B NOKMK B TedeHue ero MHMaHeHHOrD LWKkna, To MOMeT wna-
MEHHTECA W B0 AAARNMEHHUE O NPEOYCMOTREHHOM HA3HANEHWM NporpasMmMuoro obecnedyerna. B atom cnydae
YCTAHOBNEHHAR 00 BHECEHHA MIMEHEHHR KaTeropwA purcea atoro NMOsMM gonsHa GolTe COOTEETCTRY KDL M
oBDAaIcK NOOESPrHYTA NepeoUaHKE.

Kateropud pucka NOMIA ycTakoenessl B Tabnwue 1. MNpaseps NMOEMA mo kaTeropvas pHcka npyae-
OeHbl B ADUTOseMNULE A

Tatnwua 11— Kateropur pacga NOeMIA

MpeayeMaTpEHHOE HAdHAYEHAE TIORK A

Knusmuecgan carya LA

jcocTonHKAeE |

Enn medsmes
AW QUArHOC TH

Onn kOHCYNETALHH
MO FEUERRK # JAArHOSTHES

Onrs npeEgoCTABRREEEN
MELMUYMEERON WHE S0 aL e

Eputusackas

I

TARmanan

1

I:I"'.EI.DEH.I'IE'TE-DFIHTE.I'II:-HEH
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NMpunosesue A
(enpagoyHoe)

Npusepsl nporpaMMHiore obecnedeHna, PACCMATPHBABMOTD KK MeOWUMHCHOS WIOenue,
ABMOHCTRUPYIOWME NPUMEHEHWE CHECTEMb] KATETOPMPOBAHMA PUCKA

K kararopmea I\ oTHOCAT.

NparparpHcs obecnesesne, BeINAnHAOWES SHaNHE unbposol peHTreHarpaim 4nR NPUHRTAR PEWESEHMA O He-
HEHAK NAUMBHTOR © OCTRLIM MHEVTIETOM, 1. 8. KOM0A BLICTROR M TOMHOE ONPESnaHnE PASMAHIE MENAY MILEMUHSCEAM 1
remoppar i~eCKI MHCYTETAME MPMHUMNMANEHD BEEHHO ANA B00pa TAKTHMEM Ne4eHRE;

MO=ML, paccudTeiearues GpERTENEHRIR DEIMED NATONOIMYHELEOID MIMEHEHAR 1 ORDYHANLMY HOHEHER NOKDosDE
M CTPORLWEE CTOYETYPHYH KERPTY, PACKDEIBAHALY K PAINMHHES MOOQEMN POCTE SNA NPESOCTARNEHWA JMBTHOE MNK oNpsge-
FIEHWA FNOESHSCTESHHOMD MnK J00p0KEYecTEEHHOM XApaKTeps O4ErE NaMaHEHHR;

MM BRINOMHARLEE SHEMNAS SEHHLN COSKTROCKONHK USpeBpooniHENsHOR HRQHOCTH QMR QUarHic THROEAHNR
Ty EBEpIyTEZHOMD MEHNHTHTE WK BHDYCHOM MEHNHTATA ¥ OSTEA

MMM, cobupamwss QaHHBIE WMMYHONDMIAHECEKY NPOD ANR CEPAHMHIE HE NPegMeT BonbIWE My TafensHeix na-
TOFSHOE {NaHLEMW).

K kararopsmn Il orHoCAT:

MO=MK, wononeayowes MugpodoH CMapT-yETRoRCTEA OnA PHECaUMY NPEPLIBVCTON OEXEHWE B0 BDEMA CHA 1
BEMNHHEHWEr 38y, 4108 paabyianTe cnawen;

M=MM, npegHaIEaueHHoS QNA IBYHOEOR TEPANAK — NEYSHAR, CMEMEHRR KNA CHESEHWA NOCNB0CTEWMA THHHHTYCE
{ABOHILLIYM B YLEX ), M $OTOP0M MONEIHD HEIHAYMTENEHDE TERENEETHYECKHOE BOZ0SACTENE;

MM, npagHazHaYeHHEE OAR CHCTEME NNEHWPOBAHWA My4EE0R TEPRANHK HEK CRESCTES0 NOMOLWE M NESSHW,
VICNONEAYHLEE BHPOPMALKE OT MALUMEHTE ¥ NPEODCTREEMNAKWLEE DCO00LE NAPAMETRE, NEHERIAHHLE K ORPE0SNaHHOMY
THIY ONYAOTA W NELWEHTY OMNA NEYSHAR © BCNONE30SaHNER DEOMONOIMYSEEOMT MEgHLBHCHON WTens,

MM, vocnonbayolIEs 0aHHBIE CTOEMEHEX NHEGEA ONA NROMTHOSHROSAHKE YPOBHA PHCKA COEOW HACSNSHWA, Co-
CTABNAMWEM FEYTINY NOBLILEHHDITD PHCEE G USNeH PRIPEDOTHA CTRATEMMA NPOQWMmEKTAHECKHE MED Ha NPEaMar kano-
DEETAMEHOM PAKS:

MM, npurMedsamos N8 NPESCCTABNEHAE BHROPMaEUHK Ny TeM hoTor padipORaHKMA, MOHATORHHME pOCTa MNK
OpyTHE OEHHE KEE QONOMHEHBE © OpyToa AHOOPMALAKE, MCNONGIYEMoR MEDULHHERAM YHPEHOSHNEN 08 NOCTAHDSEN
OUATHOIA O ENOEAYSCTEEHHOM MNH S00poKaHacTERHHOM KEREKTERS NOERSMOSHNA KOMN,

K kararapun |l orHocseT.

MO=MEL poTORoE AHANHAMPYET OSHHEIS 9ACTOTH CEQOSYHEL CORPSLEHMA. NPESHAIHAYESHHEIS ONR NESNEWEro BpaE-
Y3 B KSHEETES NUMALLE B QUEMHOCTHEOERHEN S0MTMHH,

MO=ME, oTopoe BHTEDNONWMEYST OAHHERE QN8 TRESXMEDHOR DEXOHCTDYHLMA CEAHMDODEAHHOM MA0DPaHaHHR Ki-
MBHTERHON TOMOrpaduy NaLMEHTa, ONA COO8NCTENR B YOTEHOBKE KATETER0E NyTEM BMIYVAMMIALMA M3HyTPK BpoHxmane-
HOMD ASPEEH, B NETOHHOR TEEHW W YCTAHODEKE MAPKEPOE B MAMKOR NENHHOR THAHW SNA NPOBSESEHMA PASHOCXAPyIres 1
TOREKANEHOR SHWPYETHA;

MO=MK, roTopoe HENDNBIYET SEHHEE OTOSNEHOID YENOBEEKE ONA NPOTHIGHOOEEHAR DRCKE PEIAMTHMH HHCYMLTE MK
CEPGEYHO-COCYMOTRIA 2a00NEBaHWA © UEns0 pazpadoTey NREBEHTVEHBIX HNW ONERETHBHEN MERCTIPHMATIE;

TH2EMEL KOTOPOE WHTEMPMPYET M AHANMEHEYET MHOMECTED WECNEQ0BEHNR, KENONE3YA CTAHOARTH3MPOBAHHEES NpE-
BMAE © USNEH BR0aHH PEXOMEHOALHA MR GHATHOCTAROESHWA B KOHEDETHEN HNMHWHECKME HENPaBNSHWAR, Hanpemap
ciyHELMA NOMBR, CEOMEYHO-COCYAMCTEIA PUCK, BHANNI CONSPHAHWR EENE3E B OPrEHHIME 1 AHEMEA;

MC=ME, koTopos NaMoraeT nagHedTam © guabatom nytes pacyeta DonocHoR 40361 MHCYMMHE C y4aTam noTpeine-
HHA YITEROO0E, YPOBHA ME0KOZE B XPOBKM 30 NPEEME MWLM 1 NPEAnGnarasMon hnsiueckol GETHEHDOLTH ONR HOPpeETH-
POEEM CODTHOLWEHWA YINEA0A0E 4 BAZENEHOND MHCYTHHE.

K kararopun | oTHocET:

MOxME, koropose oTNpEENSET gaddels 3RT, cropocTd X00ebe, 480707 CEDOEYHBIL CORPEWSHAR, NPOROEHHOMTD
DACCTORHWA M MECTOHAXOHOEHHR ONA NPOBESEHWA peabunumaumy BEpamonoivHeskEoro NBUMBHTS HE CEPEED © UENbHY
HOMTRONA 0 CTOROHE METMLHHEROMS CNEUWMaNMCTE,

MCxME, cobupamnwess gaddele nuidnoysaTpa 1 3ypHANE PErMCTREUAY CHMNTOMOE © YEABH NPEQDCTARMEHNR
MHEOPMALMA ONA NPy NPERGEHAE NPACTYNE SCThL,

MO=ME, koTopos AHENEANDYET M200PHEHNE, QEMHEHWE MNE3E 1 OpyTyed MHEOPMEWHES © WEMEH NSNS0y WLIED
HAMPEAMEHHOM W OMATHOCTAYECKOM OSRCTEMA MpW ScTHIMETHIME;

MM, xoTopos MCNoNbIYET OAHHLIE OTOEMEHEX NALASHTOR 4MA NPOrHOIMPOBAHWA YPOEHA DHCEE (dyHLBOHANE-
HOCTH) i 300P0OBOND HECENBHWA, DEIBMTAR DWCKE (N0 MEMLMHC AR NOXEIEHAAM § MAMEEHK [HETRHENOE COCTORHKE |

MM, woTopoe cobrpaeT ERxoOHbBIE OaHHLIE annapata KB ob ypoBHE ¥MBHWCNOM &3, BbIGENASMOrD na-
UMEHTOM, 1 NEPE0aET MHpOpMaUWD B LaHTRENsHYID Bazy AaHHBIX NBUWEHTA ONA GankHEAWETD DECCMOTREHHE,

MO=ME, xoTopos COXpaHAET MHEOPMALWD 38 NPHLNEES NEQWI0L O RPOBRHDM GABNEHWA OnR neqabHoi yupesne-
HHA © LENEH QANbHEMLEND pACCMOTRSHNR;
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NS A, npegHaaHaqeH|oe ONR aHanKad naobpamasrn NaboparopHeR BKCCNEN0DEaHNE DWONCrTHECKMN MUOKDCTER
A LHpPOELY CRAAS08 © UENLH BRINGMHEHKA NOQCHETE KLNPHESTES KNETOL M MOponoriyeckons ohaopa;

Nk gRA KCNONEI0BEHMA NOHATLIMA NEUWMBHTAME © MHOICHACTEHHEMA XpOHN-SEcEnme 3abanesamramn. koTo-
DOE NIDNYHIET SEHHLIE O COGTORHEN 100p0Es6A ¢ BECNpoenaHLY Jar4MEos, NepadasT JaHHbIE HA MOHWTOPDHMHIOS0IA CRpEaED
W pECNDaHaeT MHEOpRALKMD GoNes BeICOKOM YOOBHA, THEYH ¥3K TAXMEAPOWMA MNM NDHIHAHM DECNMPETODHBE HIpeRL e
HE OCHOBE MABECTHBIE MAESHUMHCEME 3HaHKR, W coobwaeT STy HHBopMaUnnK MediuHHEEMK D300THHEEM;

MO, Menoneayues CAYXOEyD SYBCTENTENRHOCTE, PEYE B YENOBWMAX WyKA, OTEETE HE BONPOCHAK 00 obuwgen
GCHTYEUMH 0O CAYXAOM G LEMNBH CAMOOUSHEM NOTERH CNyXa.
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Npunosenwe JA
(CApaeo4YHoe)

ConocTapneHue cTPYKTYPLl HACTOAWArD CTAHAAPTA CO CTRPYKTYDON NDMMEHBHHOTD B HEM AOKYMEHTA

CeHDBEOnanararwke onpensnasms B 00NacTy peryNMpoEEHMA MEOHLMHCENE MA0SNMR, HENDHMED $MedMUHMHCHOS
paneEneas, TMEOMUMHCEHS HITENHA ONR OWEMHOCTHER N wilfos, SH3MMToEMTENES W ey NONHOMOYEHHER NPSQcTaerTENRD
RENAKTCA MCKNEHMTENRHOR KOMNETEHEMER penynaTopos. Mostomy gooyaedt IMDRFSaMD WEN1ZFIMAL: 2014 «Mpo-
rpEmMmMHoE OEBcne<EHWE K3K MaprUMHCKEOS Magenye, OoHOBHEE NOOXOOL ¥ ESTSMOPMPOBIHWE prcxEs DN HoNonsL30eaH
OnRA paapaboTEl HACTORALLETD CTAHGAPTE TANEXD B TOR HACTH, (08 YCTAHEENWMBAKITER NOOXO0E K FEETEMOQAPOBAHAR PHCEE
NPOrPAMMHONG DOSCNEsEHR, OTOR0S ABNASTOR MEAMUMHOEMM WAOSNNEM.

CONOCTEENSHNE CTRYETYPE! HACTORLWEN CTAHSANTE 0O CTRYRTYPOH NPHMEHEHHOM B HEM JOHYMEHTS NPHEE0EHD B
rabmaue 04 1.

TaGnuwua QA1

CIPYETYPE HACTORWEID CTARGAP TR Crpysryps aosysenta IMDRFISaMD WEN12
Beaaesua [1.0) 1.0 BeageHue
1 QBnacTe npamesesdd (2.0] 2.0 DENSSTE NPUMEHEHHR
2 TepmuHbl W onpegensHed (3.0, 4. 0w §.0) 3.0 Cnpegeneded

4.0 Mpegnoceini NOEME @ 2cnektel, BRMRDLLWE HE
BREZIMNACHOCTE NAUMEHTS

5.0 Bashwie haktopkl 4R pasneneHUA B RaTEropume
MOkEMIA

3.0 Packpeitie anpegenssas NOxhIA

3 Kararopws pacea (50w 7.0) T.0 MNMpHHLAR NEECS0EHKA KETSM DM
u 3.0 Bonpocel obwer xapaktepa ghs NoxMIA
2 9.0 CocobeHHbE BONPOCH & OTHOWEHMK M0xMIA

Mpunosedne A {cnpasodqos] Npeeaps nporpaMamsorg obe- | 100 NpanosedeA
CNEYEHHR, PACCMETEVBZEMOIT KK MEJMUMHOKOE H3Oanie,
OBMOHCTRMAPYEILLIME NDEMEHEHWE CHETEMBl KEETaropvpOsaHns
pracka [10.0)

Mpanosedne 04 [cnpasoqnos] ConooTaBnasrde CTRYRTYPE
HACTOALLEM CTAHOARTA OO CTPYETYDOHA DPAMEHEHHON B HEM
OOkyMEHTE

bBubnworpadien

: '.I:LH HHEIH PAZOEN WOEMOMEH, TH. @ NONoHEHEE DE3MBIWLEHE B NDYME paznenay HacTorRLEnD CTEHAa0TA.
gy ,ﬂ,HHHI:rIﬁ PEINEN BOENMOYEH, T @M NoNOHSHAR HE OTHACATCH K HETEFOPH DOEEHHD PHMCKa.

n FHMBYEHWAE — Mocne sarnoexos Fa30en08 HaCTOAWETD CTaHOJdpTa MpHUBedeHE! 8 CraGKAx HOMepa aHana-
MAYHHEN AW pa30en0B NPAMeHEHHOID B HEM OOXYMBEHTE.
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Bubnuospachun

[1] IMDRFSaMD WENI0  Software as a Madical Device (SaMD): Key Definiions (Mporpammnoe obecnaHeqre sak
MEQHMLMHCKDE nagenwe. DCHOBHER TEPMAHE! W DNPEgEnaHds]

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 13/16
CTpaHuua gokymeHTa - https://GostExpert.ru/gost/gost-59766-2021



https://gostexpert.ru?utm_source=pdf&utm_medium=64481
https://gostexpert.ru/gost/gost-59766-2021?utm_source=pdf&utm_medium=64481&utm_term=page

MacT P 59766—2021
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Knideosa Cnosa; MI0endA MEQUUMHCKAE, NporpammHos obacnedcHne, pUcK, KaTeropUPOBAHKE PUCKE, Npe-
OYCMOTOEHHOE NPHMEHEHWE
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