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BBegoeHue

B npownom nporpammHoe obecnevyeHue, cBA3aHHOE CO 3paBooXpaHeHnemM, B OCHOBHOM UCMONb30Ba-
nocb Ans peannsaun HEKPUTUYHBIX aaMUHUCTPATUBHBIX PYHKUMINA, NpeacTaBnstoWMX He3HAUYNTENLHYIO MOo-
TeHUMAaNbHYIO Yrpo3y AN naunueHTOB Mo CPaBHEHUO C BNUAHWMEM Ha paboTy opraHusauuu. MeguumHckme
CUCTEMbI B OCHOBHOM ObIN HECTIOXKHBIMWU KU YacTo coaep:Kanuy 6onbwon obbeM agMUHUCTPAaTUBHBIX (2 HE Me-
OULIMHCKMX) OaHHBIX, NpeaocTaBnAwLIWMX cnadbyo nogaepKky Ans npuHAaATusa peweHun. daxe meanumnHcKue
CUCTEMbBI NOAAE PXKKN NPUHATUSA peLlleHni BbINM OTHOCUTENBLHO NPOCTBIMU, C MOHATHOW NOTMKOWU 1 UCNOMNb30Ba-
INCb B KAYeCTBE He OCHOBHOIO, a, CKopee, BCNOMOraTeNnbHOro cpeacTtea And NpuHATUSA pelleHnin. Ho B 3TON
obnacTn NponU3oLLNN 1N NPOoACIKAKOT NOCTOAHHO MPOUCXOANTL Cepbe3HbIe NU3MEHEHUS, NOBLILLAOLLNE CTEMNEHb
NOTEeHLManbHOro prucka ang naumueHToB.

B cBS3U ¢ npUMeHeHneM MeguLMHCKOro NporpaMmmMHoro obecne4veHumns obinmv 3aperncTprupoBaHbl cepbes-
Hble HecvacTHbIe cnydaun, HanpuMep B cdpepe CKPUHUHIa U BbISOBOB Bpayven, Korga B pesynbTaTte oTKasa npo-
"pPaMMHOro obecneveHUsa Bpavn He ObININ BbI3BaHbI K NauMeHTaMm, Haxoasawmmes nog yrposon. NoaobHelie
cliydan He TONbKO NPUYUHANK CTpadaHUs nauneHTam, HO U NpUBOAUNK K neTanbHOMY ncxoay. CyLEeCTBEHHO
ObINno nogopBaHo aoBepue obwecTBeHHOCTU. Cdepa cKpUHUHra 3adboneBaHnn paclunpsaeTcs, BOBNEKaeTCo
DonbLIOe YACNO NM0AEN, YTO TPEDYET BLICOKOW CTENEHU A0BEPUS (KaK C aaMUHUCTPATUBHON, TaK U ¢ MeULINH-
CKOM TOYKWN 3PEHUA) K NporpaMMHOMY obecrneyeHnto B TOM, YTO OHO CMOoCOOHO BLIABMATL HOpManbHLIE U He-
HopMarnbHbIE CUTYaLUU, «POPMUPOBATL BbI3OBbLI» UMK «OCYLLIECTBNATE 0OpaboTKy» B CUTYaALIUAX, KaXKYLLIUXCH
TOoTeHUManbHO onacHbIMU. Takoe nporpamMmmHoe obecneveHmne gomkKHO bbiTb Be3onacHbIM.

Bo BCceM MUpe oTMeYaeTcs pacTtyllee 6eCnokKoMcTBO No NoBoAY O0NbLUIOTo YMcna NnpeaoTBpaTUMbIX KIn-
HUYEeCKMX HecHYacCTHbIX clyvyaeB, OKa3blBaloLWUX HEraTMBHOE BO3AENCTBUE Ha NAUMEHTOB, N3 KOTOPLIX 3HAYU-
TenbHad YacTb NPUBOAUT K NeTanbHOMY nUcxoay unn HegeecnocobHoctu [1]1—[6]. K Takum npeaoTBpaTUMbIM
KMUHUYECKUM HecYacCTHbIM CrydasiM OTHOCATCA, Hanpumep, HenpaBUnbHbIA UMW HEMONMHbLIA AMarHo3 Unn apy-
e HenpasuIbHO NpUHATBLIE pelieHust. CNocobCTBYIOWNM 3TOMY PaKkTOPOM HYacTo SIBMAETCS OTCYTCTBUE UMK
HenonHoTa MHdopMauun, a nHoraga nNpocTo He3HaHUe, Hanpumep, MeaULUMHCKUX BO3MOXHOCTEN B CNOXKHbBIX
crnyyasix Unn B3anMMHOro BIIMSIHUS NPpUMEHAEeMBbIX NeYebHbIX CpeacTB.

Bce valle yTBepxgaetcs, UTo MHOpMaLNOHHBIE CUCTEMEI, TAKMe KaK nogaepKka NpuHATUA peLlleHnn,
NPOTOKONUPOBaHWE, BbldaYya pekoMeHadauMn U pyKoBOACTB, MOTYT CYLLEeCTBEHHO CHU3UTb HeraTUBHLIA 3do-
hekT. Bonee yactoe npuMeHeHne cUcTemM NoaaepPKKU NPUHATUA PeLLeHUA U KOHTPOoNA 3aborneBaeMoCTU HEU3-
bexxHO cnocobcecTBOBano Obl UX PA3BUTUIO N COBEPLUEHCTBOBaAHUIO. Takke MOXHO NPeanonoXnTb, YTO Noa
BO3JEUCTBNEM BPEMEHN N MeaUNKO-topnandecknx pakTopoB Bpayn byayT Bce DonblUe nonarartbesl Ha Takue
CUCTEMbBI, MEeHbLLUEe obpallasd BHUMaHWe Ha X Nponu3BognTenbHOCTb. IeNCTBUTENLHO, N0 Mepe UHTerpauun
noaobHbIX cUCTEM B cpepy MeauLMHCKOro obcnyXxuBaHusa nobasa HecnocobHOCTb MCNOMb30BaTh cTaHaap-
THbIE CpeacTBa NnoaaepKkn MOXKeT ObiTb OCYXXAEeHa Ha HOPUANYECKOM OCHOBAHUMN.

YcuneHne noggep Xk NpUHATUA pelleHN MOXET OXMadaTbCHa He TOMNMbKC HenocpeaCTBEHHO NPU fneve-
HAW, HO N B 0DNAcTSIX, TakKe BaXKHbIX AN obecneveHns 6e3onacHoOCTU naumeHTa, Hanpumep npu NpUHATUA
peLleHNs O HanpaBneHUn K cneumanncTy, korga owndka B Bblgavye «NpaBuibHOrO» HanpaBneHUs NN « CBOEB-
peMeHHOW» Bblaaye HanpaBneHUs MOXeT MMeTb cepbe3Hble NocneaCcTBUS.

DKOHOMMYECKMEe (paKTopbl Takke MOTyT NPUBECTU K POCTY YiCIia CUCTEM NOAAEPXKKA NPUHATUSA peLle-
HUW, HanpumMep anst oowero N/Mn 3KOHOMUYHOTC Ha3HavYeHUA NekapcTB UMM 3KOHOMUK Ha KOTTMYECTBE U CTOU-
MOCTW KITMHUYECKNX UCTIBITAHNN,

CucTeMebl, NoAobHbIE cCUCTEMaM NOAAEPXKKU MPUHATUSA peLUeHNN, AMEIOT 3HaYNTEeNbHbIN NoTeHUWan Ans
CHWXKEHNSA Yncna MmeanuLUHCKMX OLUMDOK U YIyYLLEHUS KNMHUYECKOW NpaKTUKKU. Hanpumep, 3HaunUTeNbHOe YMC-
Nno onybnuKoBaHHLIX CBMAETENLCTB NOATBEPXAaeT CHUXKEHME OLLMDOK M HeraTUBHbLIX MHUMAEHTOB Npu npuMme-
HEHUN 3NEeKTPOHHLIX HasdHavyeHUW nekapcte. OgHako Bce nNoAaocOHble CUCTEMbl NOTeHUManbHO MOTYT Takke
HaHecTu 1 Bped. lNpuynHon Bpeaa MoOXeT cTaThb crienoe U/unm HenpodpeccnoHanbHoe UX UCNoNb30OBaHUE, He-
CMOTPA Ha TO, YTO pa3paboTYMKM MOTYT CHMXKATb BEPOATHOCTbL NOA0OHLIX OOCTOATENLCTB, HAaNpUMep, nocpe-
OCTBOM WHCTPYKUUA (PYKOBOACTB) MO MNPUMEHEHMUo, obydalolmMX KYypCOB W 3KPaHHLIX Mpe3eHTalun.
[ToTeHUuManbHbIN Bped MOXeT ObiTb CKPbIT TaKKe B KOHCTPYKUUM CUCTEMbI B ClieayoLmnx cnydasx:

- NNoxas gokasatenbHasa basa ana pa3paboTku:;

- OLUMOKN B NPOEKTHOW NMOruKe, He NMo3BonsoLLMe NpaBUbHO peann3oBbiBaTh NOCTaBNEHHbIE Lenu;

- OIKMBKM B NOTMKEe NpW npeacTtaBneHnn yCcrnewHoro onbita WUnu gokasaTenbCTB Ha cTagun Nnpoek-
TUPOBAHUS;

- NI0X0€ UNU 3anyThiBatoLLiee npeacTaBneHne nHdopmaLnm Um noxue cpeacTsa nomcka nHdopmaLum;

IV
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- HEBO3MOXXHOCTb OOHOBNEHUS MHCbOpMaLI,I/II/I B COOTBETCTBUA C TEKYLLUMM YPOBHEM 3HaHUMN.

HeI{OTODbIe HEOAOCTATKA TAKUX CUCTEM TIPOABITAOTCH HE CPA3y N MOTYT ObITb HE 3aMeUYeHbl NMoJib30Ba-
TEJIIEM.

CnegyeT OTMETUTb CYLLECTBEHHOE yBennyeHne oHaHcupoBaHua Ha MHpopMaLMOHHbIE TEXHOSIOTUN U
yrpaBneHne nHdopmalnein BoO MHOTMX HaLUMOHanbHbIX cuctemax 3apaBooxpaHeHusi. CBA3aHHble C 3TUM rpa-
k1 npoBeaeHns paboT BecbMa Hanps)KeHHble, a NoCTaBfeHHble Lenun - ambuumosHble. MoXXHO oxunaaTb,
4yTo nogobHoe yBennyeHne pruHaHCMPOBaHUA NPUBIIEYET HOBLIX NPOU3BOAUTENIEN, HEKOTOPLIE N3 KOTOPBIX
MOTYT He 3HaTb MeauLUuHCcKon cneundukn. aHHble obcToATeNbCTBa MOTYT NPUBECTU K 0O6pa3oBaHuio cpebl
MOBbILUIEHHbIX PUCKOB AN 340POBbA NaLUEeHTOB.

BypHoe pa3BuTne MHPOPMaLMOHHBIX 1 KOMMYHUKALMOHHBLIX TEXHOMOMMN OXnaaeTcs B TenieMmeauumHe.
MHorue nporpamMmmHble NpoAyKThl ANa cdepbl 3apaBooXpaHeHuns, NoAAePKNBaOLLUE NMPUNOXKEHNS Teneme-
ONLMHBIL, 6yAyT MHHOBALMOHHBIMW U HEMNPOBEPEHHBLIMU, @ OTAaneHne Bpaven oT NaLMeHTOB YBEIUYUT YNCTIO
BO3MOXHbIX OLIMOOK, caenaB nx Npu 3ToOM MeHee odeBuUaHbIMU. BospacTatowee npuMmeHeHmne MobunbHbIX
MHHOBAL,MOHHBIX MHPOPMAaLMOHHBIX YCTPOMUCTB, 0COBEHHO B HOBbIX 0BNacTax, Takke, BEpPOATHO, ByaeT cBs-
3aHO C pUcKamu.

XOoTS1 Ham eLle Aaneko A0 BHeApeHUs NOSTHOCTbI0 6e30yMaXkHbIX TEXHOMOMIN B BonbHULUAaX, Bpadn obLuen
NPaKTUKN BO3MMAaBAOT ABMKEHNE B 3TOM HanpasneHnn. HeBo3MOXHOCTb UCNOMNb30oBaHMA Bymarn 1 niieHKN no-
BbILLIAET CTENEHb UCMOMb30BaHNSA KOMMbIOTEPOB U 6a3 AaHHbIX. IckaxkeHne 1 noTeps AaHHbIX HE TONbKO NPUBO-
OAT K aAMUHUCTPaTUBHOMY Xaocy, HO MOTYT TakKe CYLLEeCTBEHHO NOBMUATL Ha NevYeHne nauneHToB.

Yrposa noteHUManbHOro Bpega ans nayueHToB nNpu UCNonb3oBaHUM UHPOPMAaLMOHHBIX U KOMMYHUKa-
LMOHHBIX TexHonorun (MKT) B MeguumHe yeenmimMeaeTcs No Mepe pocTa Yucna ux BHeapeHUU, yCrnoXXHeHUs
npunoXxeHnn n nosblweHunss gosepus K UKT. B cpeae cneymanmctoB 1 oOLWLECTBEHHOCTU pacTeT OeCnokKoUCTBO
No NoOBOAY UHLUWMAEHTOB, BbI3BaHHbLIX COOAMU NporpaMMHOro obecneyeHns n npmBeaLInx K HeraTUBHbLIM Nocne-
OCTBUAM ANSA 340P0BbA NaLUEHTOB.

CnepnoBaTtenbHO, pag opraHM3aunn 3gpaBooxXpaHeHns BCce valle onmpaeTcsl Ha ctaHgapThl No «obec-
nevyeHuno CpeacTB KOHTPONA», BKNoYaa cTaHaapThl Mo «PYKOBOACTBY» U «yNpaBNeHnto puckammy» . BaxkHbIM
CBOWUCTBOM CPeCTB KOHTPONS ABMNAETCH ynpaBneHne puckamMmun B KOHTEKCTe Bpeda Ansl NaUUeHTOB 1 HeaocC-
TaTOYHOM KavecTBe NneveHusa. CpeactBa KOHTPONA 3a4acTyo OXBaThIBaOT NMOKYNKY U MPpUMEHeHWe Nporpam-
MHBIX MPOAYKTOB ANa cpepbl 3gpaBooXpaHeHuns.

Cbou unu HegocTaTKM NporpaMMHbIX NPOAYKTOB ANd cdepbl 34paBooOXpaHeHUs MOTyT, pasyMeeTCcs, oKa-
3blBaTb HeraTMBHOE BO3AENCTBME HE TONbKO HernocpeacTBeHHbIM NMpUinHeHueM Bpeda naumeHTam. Hanpu-
Mep, OHWU MOTYT co3faBaTb agMUHUCTPATUBHbIE HeYyAOoDBCTBa N Aaxe agMUHUCTPATUBHBIN Xaoc, BvsitoLme
Ha paboTy MegULUHCKOro ydpexaeHus, Bknovasa BoO3MOXHble donMHaHcoBbIe noTepun. Bpea, HaHeceHHbIN naum-
eHTy, TakKe MOXeT UMEeTb NocneacTBua AN MeAULMHCKOro y4pexaeHus, Hanpumep dpurHaHcoBble NnoTepu
n3-3a cygebHoro pasbupartensctea. [MogobHble HeraTUBHbIE OpraHM3aLUOHHbIe BO3OENCTBUA MOTYT UMETb
3Ha4YeHWe Ana MeaULMHCKOro ydypeXXaeHusl, ogHako B HacTosAlWeM cTaHgapTe OHUM He YyYUTbIBatoTCH, eCnu
TOMBKO OHM HE NPUBOAAT K MPUYNHEHWIO Bpeaa nauueHTy. Hanpumep, cbol B LiIeHTpanbHOW cUcTEME yyeTa na-
LINeHTOB BONbHULbI, HECOMHEHHO, BbI30OBET CYLLIECTBEHHbIE aJMUHNCTPaTUBHbIE HeyaobCcTBa, HO Takoe Hera-
TUBHOE BO3JEWUCTBUE NEXUT BHE obnacTth NpUMMEeHeHUsa HacTodWero craHgapTa, eclid OHO He MOXeT
MnoTeHuManbHO HaHeCTU Bpea NnauneHTy (4To B NpuHUMne Bo3MoXHo). OBnacTbio NpUMEHeHNs HacToSLLEero
cTaHAapTa aBnseTcs NoTeHUManbHbIA Bped And naumeHTa.

Be3onacHOCTb NekapCcTBEHHbLIX NpenapaTtoB M MeaULUMHCKUX MPUBOPOB BO MHOTMX CTpaHax obecnevnBa-
eTCsl MHOXXECTBOM HOpUaNYEeCcKUX U aaMUHUCTPaTUBHBIX Mep. Hanpumep, B EBponenckom cotose 6e3onacHoCTb
apnsaeTcs npeametTom psaga anpektus EC [7]—[9]. NoaobHblie Mepbl 3a4acTyro NOAKPENMATCA CTaHAapTaMu,
CBSA3aHHbIMU C obecnevyeHnem 6e30nacHOCTU, Kak HaLuoHanbHbIMU, TaK U MeXAYHaPOAHbIMU, BKNOYast CTaH-
aapTel MexagyHapogHou opraHmsaumm no ctaHgaptusaum (MCQO), MexgyHapoaHoro snekTpoTexHU4eckoro
komuteTa (M3K) n EBponenckoro komuteta no ctaHgaptusauum (CEN). NporpammHoe obecneveHne, HeODXO-
anmoe Ans npasunbHOro NPUMeEHeHUs NN PyHKLUNOHNPOBaHUA MeQULIMHCKUX NMPpUbopoB, 3a4acTyio OXBaThl-
BaeTCcA AaHHbIMWA HOPMAaTUBHbLIMU AOoOKyMeHTamMu. OgHako Apyrvme Buabl nNporpaMmmHore obecnedeHus,
MCNOMNb3YEMOro B 34paBooXpaHeHn, 0bbIMHO He pernamMmeHTUpYoTCs NoA0OHbIM 0bpaszoM. HacToALwmMN cTaH-
0apT OTHOCUTCS K NporpaMmmMHoOMy obecneveHunto, NpuMeHaIeMomMy B MeauLuHe, 3a UCKIMIoYEHNEM NPOorpaMmmMHO-
ro obecnevyeHns, HeobxoaMMoOro Ansa NPaBUNbHOMO MNPUMEHEeHUA UMM PYHKUMOHMPOBAHUA MeaMLUHCKNX
npMoOopPoB.

Heobxoanmomn npeanochinkon Ansa onpeaeneHns n peanmsaunn Hagnexalmx cpeacTB KOHTPOMS MPoekK-
TUPOBAHUA U NPOU3BOACTBA B LENsAX MUHUMU3ALUMA PUCKOB ANA nauneHTa npu cbosix UM HenpasuibHOM

V
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(PYHKLUMOHUPOBAHUN NPOrpaMmMHOro obecneveHust ABNSETCHA YEeTKoe NOHUMAaHUE OMacHOCTU, KOTOPYIO Mpo-
rpaMMHbBIA NPOAYKT MOXET npeacTaBnsaTh ANs NaUnMeHTOoB B criydae ¢bost Unn HenpeagycMOTPEHHOTO COBLITUS
N BEPOSITHOCTM JaHHOro cbost Unm cobbITUs, HAHOCSLWEro Bpea nauneHTy. Kpome Toro, ecriv nponu3BoanTensim
1POrpaMMHBIX NPOAYKTOB ANsl cpepbl 34paBOOXPaHEHUS ACIMKHO ObITb BbIAAHO PYKOBOACTBO MO KOHTPOIMIO
1POEKTUPOBAHUA U NPOU3BOACTBA (M MO NPUMEHEHUIO pa3paboTaHHbIX CTaHOAAPTOB), TO cneayeT yYUTbIBaTb,
UYTO CpeacTBa KOHTPOMA ANs NporpaMmMHbIX NMPOAYKTOB, NpeAcTaBnsaowmx Hedbonsline puckn, dyayt oTnu-
YaTbCHA OT CPEACTB KOHTPONSA ANs NporpaMMHbIX NMpoayKToB, npeacrtaBnsatolmnx bonsline pucku. Cpeacrea
KOHTPOMNS1 AOMMKHBbI COOTBETCTBOBATL YPOBHIO PUCKA, KOTOPLIA NPOrpaMMHbIA NPOAYKT MOXET NpeacTtaBnsTh
nns nayyeHta. C 3Ton Lenbio BO MHOMMX cTaHAapTaxX, HOpMaTUMBHBLIX akTax U cneundukaumnsix, CBsI3aHHbIX C
KOHTPOMNEM PUCKOB MPU NPOEKTUPOBAHUN N NPON3BOACTBE, NMPOorpaMMHbIE NMPOAYKTLI FRPYNMUPYIOTCS B OrPpaHun-
YEeHHOoEe YMNCIOo KIMaccoB UM TUNOB B 3aBUCUMOCTU OT CTEMNEHU PUCKA, KOTOPLIA OHWU MOTYT NpeACcTaBAThb.

B HacTodwweM cTaHaapTe npeacTaBneH Nnoaxoa K knaccudgmkaummm nporpaMmmMmHbIX NpoaykToB Ans cdepsl
3apaBooxpaHeHus. OnpeaeneHsl NsATb KNAcCOB pUCKa, obnerdyaroLmnx cCopTUPOBKY 0OODLLIEHHBIX TUMOB U OT-
OesbHbIX MPOrpaMmMHbIX NPOAYKTOB B 3aBUCUMOCTU OT NPUMEHSEMbIX CPeACTB KOHTPOSSA NPOEKTUPOBaHUSA U
MPOU3BOACTBA B COOTBETCTBMU C YPOBHEM pUCKA. Takum 0bpasoMm, npeanoKeHHasa Knaccudukaumst MOXeT
cTaTb NPeanocbINKON Ans pas3paboTKu cTaHgapTOB NO KOHTPOSIHO NPOEKTUPOBAHNA U MPOn3BoaACTBa. B 3TUX Le-
NaAX MOXeT noTpeboBaTbhed bonee noapodbHbIN, rMyOOKNUA N CTPOTUIA aHaNU3 PUCKOB AS151 KOHKPETHOIro Nnporpam-
MHOIO NMpoayKTa, HeXXENM TOT, KOTOPbIA NoTpeboBancs Ans npouecca obuen knaccndukauum B HacTOALLEM
ctaHgapTe. [lpuBeaeHbl NpuMepbl NPUMEHEeHUSs NpoLlecca HasHavYeHUs Knacca pucka ang HeCKoNbKUX pasHbIX
TUNOB NMPOrpaMMHbLIX NMPOAYKTOB ANs1 cpepbl 3paBOOXPaHEHUS.

TepMuH «nporpamMmmHblie NpoAYKThI ANst cpepbl 34paBOOXPaHEHUSA» OTHOCUTCS K NIOOOMY NporpaMmmMmHOMY
NPOAYKTY, NpeaHasHavYeHHoOMY AN MeaULIMHCKMX Lienen, He3aBUCUMO OT TOro, NpeAcTaBlieH N OH Ha PbIHKE,
ABNAETCA NN OH KOMMEpPYECKUM U cBOBOAHO pacnpocTpaHseMbiM. [1osToMy TpeboBaHUA HACTOSLLEro CTaH-
aapTa pacnpocTpaHATCH Kak Ha KOMMepYecKue nporpaMmMHbie NpoayKThl, Tak U, HanpuMep, Ha MeauLUHCKoe
nporpamMmHoe obecneyeHne ¢ OTKPbITbIM MCXOOQHBIM KOAOM, a TakKXKe Ha nporpaMmHoe ocbecneveHune, paspado-
TAHHOE TOMbKO ANS1 OAHOMO MEANLUHCKOrO yupeXaeHnsa 1Unn rnpuMmeHsieMoe ToOMbKo B OAHOM MEeAULMHCKOM
yupeXaeHunn, Hanpmmep B 6onbHuue. CylecTBYET WNPOKNA AManasoH pasHoobpasHbIX NporpaMmMHbIX Npo-
OYKTOB ANs cpepbl 3apaBooxXpaHeHUst, HaumMHasi OT NPOCThIX Hay4YHO-UccneaoBarteibCcknux 6as aaHHbIX 1 A0
cnuctem obpaboTKM BbLISOBOB N MOBTOPHBLIX BbI3OBOB, MEAULMHCKUX CUCTEM NOoAAEePKKN MPUHATUS peLleHnn,
CUCTEM BMTEKTPOHHOIC y4eTa 340pOBbSA, ANCNETYEPCKNX CUCTEM CKOPON NOMOLLN, BONbHUYHBIX CUCTEM KIMTUHUN-
Yeckux nadbopaTtopun n cuctem ansi Bpaden oduien npaktuku. B npunoxeHnn B npuBeaeHsl YeThipe nprumMepa
MPUMEHEHUS HACTOALWEro ctaHgapTa K pasHbIM MporpaMmMHbIM NMpoayktam Aansa cdepbl 34paBooXpaHeHuns.
OaHako nporpammHoe obecneveHue, Heobxogumoe Ansa NpaBUbHOro NPUMEHeHNs N PYyHKUMOHUPOBAHUS
MeONULMHCKUX NprubopoB, HE OTHOCUTCH K oBrnacTtn NnpuMeHeHUsa HacTosWero craHgapTa.

VI
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

UMHdopMmaTU3auua 3gopoBbLA

KIIACCUPUKALUA YIPO3 BESOIACHOCTU OT MEOULUUHCKOIO NMPOI'PAMMHOIO
OBECINEYEHUA

Health informatics. Classification of safety risks from health software

Ilata BBeaeHna — 2010—07—01

1 ObnacTtb NpUMeHeHus

HacTtoawmnm ctaHgapT oTHocUTCA K cdpepe obecnevyeHnsa 6e30nacHoOCTU NaLNeHTOB U COAEPXXUT PYKOBO-
[ICTBO MO aHannay u KnaccudukaLmm yrpos u puckoB And nauyueHToB Npy NpuMeHeHnn NporpaMmMHbIX MPoayK-
TOB A8 cchbepbl 3apaBooXpaHeHuns, obecnednBatoLlee oTHeceHne nboro NporpaMMHOro NPoayKTa K 0gHOMY
13 MATWN KNaccoB pucka. TpeboBaHNA HACTOALLIEro cTaHgapTa pacnpocTPaHATCA Ha Yrpo3bl U PUCKU, KOTOPLIE
MOTYT NPUMUHUTL Bpea nauueHTy. Jpyrue Bnabl pUckoB, Hanpumep doMHaHCOBbLIE U OpraHnU3aLMOHHbIE PUC-
KU, HEe OTHOCATCH K 06NacTn NpUMMEeHeHUs HacToSALWEero ctaHaapTa, eCrniv TONbKO OHU HE HEeCYT NOTEeHLNanbHON
yrposbl ANa naumneHTa.

TpeboBaHMsA HacTosLLEro cTaHgapTa pacnpocTpaHaATca Ha Nobon nporpaMMHbIA NpoayKT Ans cdepbl
3[paBOOXPaHEeHNs He3aBNCUMO OT TOro, MPUCYTCTBYET N OH Ha PbIHKE NporpaMmMHoro obecrnevyeHns U npoaa-
eTcd N OH UNn pacnpocTpaHaeTca becnnaTtHo. [MpuBeaeHbl NpUMeEpPbl NPUMeHeHna knaccudukaLMoHHON
CXEeMbl.

TpeboBaHUA HacToALLIero cTaHdapTa He pacnpocTpaHanTcsa Ha Noboe nporpaMmmMmHoe obecrnedeHune, He-
obxoanmMoe Ansa npaBUbHOrC NPUMEHeHNa N OYHKLMOHUPOBaHUA MeJULIMHCKNX NpUOopoB.

[TpumeyaHune—Hacroawmn ctaHgapTt npeagHasHadeH ans Knaccundpukaumm mMmeauumHCKOro nporpamMmmHoro
obecnevyeHns B COOTBETCTBUM C ODLWMMIN KITacCaMmn PUCKa B LENSX NPUHSATUA PELLEHNN (HAanNnpUMepP, Kakne cpeacTBa KOH-
Tpons cneagyeT NnpuMeHnTb ans obecneveHns besonacHocTn). Hactoawmm ctaHgapT He npegHasHadeH anst NPUMEHEHNS
aHann3a puCcKOB 1 yrpaBlieHNA PUCKaAMN K NPOEKTUPOBAHUNIO NPOrpamMMHbIX NPOAYKTOB Ans cdhepbl 34paBoOOXpaHeHUs Unn
01151 CHUXXEHUS KaKnX-Nnbo naeHTMPnUnpOBaHHbLIX PUCKOB A0 NMPUEMNEMOro YPOBHSA (CM. nNpunoxeHune A).

2 TepMUHBLI N onpeaeneHus

B HacTodleM cTaHgapTe NpuMeHeHbl cregyolme TepMUHbl C COOTBETCTBYOLWMMK onpeaeneHnamMu:

2.1 Bpea (harm). CmepTb, pusnyeckas Tpasma UW/nnu noBpexxgeHne 3aopoBba UMM CaMOYyBCTBUSA Na-
LMeHTa.

2.2 onacHocTb (hazard): lNoTeHuManbHBIM UICTOYHUK HaHeceHUA Bpeada [10].

2.3 nporpaMMHbIN NPoAyKT AnA cdepbl 3gpaBooxpaHeHUa (health software product): lNporpam-
MHOe obecneveHune, npeaHasHavyeHHoe A1s1 UICNONb30BaHUS B cpepe 3apaBooXpaHeHUs B LieNnaxX oxXpaHbl 300-
POBbLS, 3a UCKIMIOYEHMEM NPOrpaMMHOro obecneveHuns, KoTopoe HecbxoaMmo Ans NpPaBUNMbHOMO NPUMEHEHUS
MeauLMHCKOro npundopa.

2.4 npousBoauTenb (Mmanufacturer). ®usmdeckoe Unu rpuagndeckoe nNuLoO, oTeevarllee 3a paspa-
DOTKY, NPOU3BOACTBO, YNAKOBKY UMW MapKUPOBKY NPOrpaMMHOre npoaykra Aans cgepbl 3apaBooXpaHeHUs,
KOMMOHOBKY CUCTEMBI UM aganTaLuio NporpaMMHOro NpoaykTa oo Toro, Kak oH byaeT npeacTaBfeH Ha PhIHKE
nnnn BBeAeH B aKcnnyaTtauuio, He3aBUCUMO OT TOro, BLIMOMHAKTCA NMU 3TU ASUCTBUA caMUM NULOM UMK
TPeTben CTOPOHOM MO ero nopyyeHuto.

U3pgaHne odbvumanbHoe
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[TpumeyaHnune— 3ammcTBoBaHo ma [11].

2.5 nauueHT (patient): Jltoboe nuuo, K KOTOPOMY MPUMEHSIETCA UIMTU KOTOPOE UCNOSb3YeT NPOrpaMmMHbIN
NPOAYKT ANg cpepbl 34paBOOXpPaHEHUS.

[TpumeyaHne—B HacTosAWEM CcTaHAapTe AaHHbIM TEPMUH OTHOCUTCH TaKXKe K 340POBbIM NIGOAM, KOrga 310
Heobxoanmo (Hanpumep, 340POBLIN YeNoBeK obpalwaetca K base 3HaHuK Ansa nony4veHnss nHpopmaymm, CBA3aHHON CO
300POBLEM).

2.6 npopaykt (product): Bcsa COBOKYNHOCTb MaTepuanoB 1 yCnyr, OTHOCALLINXCS K NporpaMmMHoOMy obec-
MevyeHunto, NnpeanaraeMomMy nonb3oBaTesno, BKIoYast MHCTPYKLWX MO MPUMEHEHNIO N, B crnyvyae HeobXoaMmMoc-
TN, 0OyYveHue.

2.7 puck (risk): KombuHaunsa npasgonogobus HaHeceHUs Bpeda U Cepbe3HOCTM 3TOro Bpeda (CM. pas-
nené4).

[TpnmedyaHwmnme— 3anmmcTteoBaHo u3 [10].

2.8 aHanu3 puUckoB (risk analysis): Cucrematndeckoe UCNONb3oOBaHWUEe AOCTYNHOW MHpopMaunn ans
MOeHTUPUKALMN ONacHOCTEN U OLLIeHKU PUCKOB.

2.9 Knacc pucka (risk class). Knaccudgpukauma nporpaMmmHOro npogykra ans cgoepsbl 3gpaBooxpaHeHnd
B COOTBETCTBUMN C PUCKOM, KOTOPLIM OH MOXET NpeacTaBAaATb A1 6e30nacHOCTM NaLUeHTOB.

2.10 6e3onacHocTb (safety). HezaBUCMMOCTL OT HegoNyCcTUMOro pucka HaHeceHus speaa [10].

2.11 paonycTuMbIn pUck (tolerable risk): Puck, npuemnembii B JaHHOM KOHTEKCTE C y4eTOM CYLLUEeCTBY-
oL e cucTemMbl LeHHoOCTe B oblecTtse [12].

3 lpuHUMNBLI aHann3a onacHOCTEeU U PUCKOB

[1lpounsBogUTEN NPOrpaMmMHbIX NMPCAYKTOB ANA cdpepbl 3apaBooXpaHeHUa A0IMKHbI TOYHO 3HATb onac-
HOCTW, KOTOPbIE UX NPOAYKT MOXET NpeAcTaBNATL ANA NaLUeHTa B crniyvyae HenpaBuibHOW paboTbl NN BO3HUK-
HOBEHUS HEMPEAYCMOTPEHHOIO CODLITUS, a Takke BEepPOSITHOCTb KOHKPETHOM ONacHOCTM NPU UCNONb30OBaHUN
NporpaMMHOro npoaykta B npuemMnemslix ycnosusix. [NogobHoe 3HaHne Heobxoaumo ans onpeaeneHus Tpedy-
eMbIX KOHTPOJbHBIX MEPOMNMPUATUIA, a TaKKe XXEeCTKOCTU UX MPUMEHEHUS, YTODbl CHU3UTb PUCK AN NauneHToB
00 AONYCTUMOro YPOBHS. TakMMn MepOnpUATUAMN MOTYT ObITb, HANpUMep, BCTPOEHHbIE cpeACcTBa camMmogmar-
HOCTUKWU, UHCTPYKL MM NO NPUMEHEHUIO N NpeaBapuTensHoe obydeHne. CTeneHb A0NYCTUMOCTU PUCKA 3aBUCUT
OT ODCTOATENBLCTB N CYLLECTBYHOLLMX MOHATUNA B ODLLIECTBE U PErYNATUBHLIX OpraHax.

Heobxoanmon npeanocuinKon AaHHOro npouecca ABNAeTCS BbINONHEHWe aHanmsa onacHoCcTen 1 pUCKOB.

CyLlecTBYIOT pa3HoobpasHble Noaxoabl K aHann3y onacHocTen U pUCKoB. Bce OHM NCNOoNb3YoT psig Oa-
30BbIX NOHATUN. CyLleCTBYOLWME CTaHAAPTHI, PYKOBOACTBA M NyONMKaLIUMN UMEROT TeHASHLUMIO K KOHLUEeHTpaLun
Ha KOHKpPEeTHBLIX obnacTax AeATeNnbHOCTU (HanpumMmep, 3MeKTPOHHbIE CUCTEMBI BE30MacHOCT, adPOHAaBTMKA)
NN Ha NpeaMeTHbIX obnacTax (HanpuMmep, PUHAHCOBLIE PUCKUA, PUCKN OTHOCUTENIbHO CODCTBEHHOCTU, PUCKIA
0e30nacHOCTU NMUYHLIX AaHHbIX). B 3TOW CBA3U MX cneayeT UHTEPNPETUPOBATL B KOHTEKCTE NPOorpaMMHbIX Npo-
OYKTOB ANsi cpephbl 3apaBooxXpaHeHnst. HacTtosawmnm ctaHaapT OCHOBAH Ha psaae UCTOUYHUKOB, YTO obecnevnBa-
eT ero COOTBETCTBMEe ObWenpuHATBIM nonoxeHusam. B pasgene «bubnuorpadpusa» npuBeaeH Ccrmcok
10Ne3HbIX MCTOYHUKOB MHGpopMaL UK no gaHHoU Teme. ['1pn paccMoTpeHnn gaHHOro noaxoaa NpUMeHUTEeNnbHO
K NMporpaMMHbIM NpoaykTamMm Ans cdepbl 34paBOOXPaAHEHUS YUYUTbIBANUCL Knaccudpukaumst U KOHTPOINb
MeOULIMHCKMX NPUDOOPOB C TOUKMN 3peHUs De3onacHOCTU (CM. NpUnoXxeHune A).

Hwxe npuBegeHbl OCHOBHLIE NOHATUA ANA Uenen HacTosawero ctaHgaprta. JaHHeIM pasgen He npegHas-
HayeH ANng paccMOoTpeHUda BceX acnekToB aHanmsa onacHOCTe U PUCKOB.

Puck ans 6e3onacHoOCTU nauueHTa npm UCnonb3oBaHnUM NporpaMmmMHOro Npoaykta A4ng cpepbl 34paBooX-
PaHEeHUs 3aBUCUT OT BO3IMOXXHbIX MOCNeACTBUN, KOTOPbIe MOTYT UMETb MeCTO B pe3ynbTaTe HernpaBU/TIbHOW pa-
OOThI NpOrpaMMHOrc NPoaykKra Ui nNpuBeCcTU K HebnaronpusaTHOMY COObITUIO, a Takke OT npasaocnoacdus
BO3HUKHOBEHUSA TakuX nocneactBMn. Takum obpasom, MOHSATUE pUcKa BKOYaeT B cebs ABe COCTaBMsIto-
e — nocneacTeme 1 npasgonogodue.

[TpumevaHnHuns

1 B [10] puck onpeageneH kak «k KoMbMHaLUns BEPOATHOCTU COBbITUS U ero NocneacTBUUY, Toraa Kak B HaCTOSALWEM
CTaHAAapTE PUCK ONpeaerneH Kak «kKombuHaums npasgonogobns HaHeceHunst Bpeaa n CEPbE3HOCTU 3TOro Bpeaa» (em. 2.7).
BeposATHOCTL BO3HUMKHOBEHUST OMNACHOCTU MOXET OblThb BblpaXXeHa B HEKOTOPbLIX 0BMacTsaxX KONMMYECTBEHHO KaK BEPOSAT-
HOCTb, OCHOBaHHAas Ha PEeTPOCNEKTUBHOM UMK 3KCNEepUMeHTarnbHOM aHanuie cboeB n ctatTucTuke MHUMAEeHToB. Becbma
ManoOBEPOATHO, YTO TAKOW NOAX0o4 MOXET ObITb MNPUMEHEH K HE30NaCHOCTU NPOrpaMmmMHbIX NPOAYKTOB ANns cdhepbl 34paBo-

2
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OXPaHEHUA, T1Ae CTaTUCTUKa U AladHHbIE OTCYTCTBYHOT U NOTOMY Tp86y6TCFI KaveCTBEHHAA OUEHKA. HOCI{OﬂbI{y BEPOATHOCTD,
HECOMHEHHO, MOXXeT ObITb BblpaXe€Ha KOIIMYeCTBEeHHO, rnpearodvtnteribHee Narnosrib3oBarb T€pPMUH «npaanononotﬁme», KO-
TOprﬁ TOHHEE OTpaxXaeT CMbICIT N NO3TOMY UCNOJIb30BAH B HACTOALWEM CTaHAAPTE.

2 B [14] puck onpegeneH Kak « kombuHaunsa BEeposATHOCTU cobbiTuA M ero nocneacrems». [laHHoe onpegenexHue
NMEET TOT XKe HEeJOCTAaTOK, OTMEeYEHHbIN B NpumMeyaHnm 1, B OTHOLLEHUU UCMONb30BAHUSA TEPMUHA «BEPOSATHOCTb» BMECTO

«npasgonogobue». bonee Toro, HaCTOAWMW CTAaHAAPT OTHOCUTCS TOSNBKO K CODBITUAM, KOTOPbIE, BO3MOXHO, MOIYT HAHEC-
TV Bpea NauneHTam, No3BonseT OLEHNTb CEPLEIHOCTL 3TOrO BPeAa, N HE KacaeTCs MHbIX CODbITUI. [103TOMY TEPMUH «CO-
DbITME» HE MCNONb3YETCH.

[locneacTteue, T. e. Bped, HAHECEeHHbLIN NaUUeHTy, MOXeT NPUHUMATL pasHble POPMbI, HAUYMHAA OT He-
3Ha4YUTENbHOrO BECNOKOUCTBA U A0 NeTanbHOro ncxoga. ocneactsnsa mMoryT ObiTh KnaccndunumpoBaHbl Mo
KaTeropuam. Takne kateropum noanexart MHTepnpeTaunm B COOTBETCTBUN ¢ 0BNacTbio NPUMEHEHUS, B AaH-
HOM cnydae — npumeHeHuna VIKT B 3apaBooxpaHeHnn. Hactoawmm ctaHgapT onpedensdeT S KaTeropun «no-
cneacTBUN» 1 obnacTn Ux npuMeHeHuns (cm. 4.2).

BO3MOXXHOCTb TOr0, YTO ONACHOCTb BO3HUKHET MPU A0CTaTOYHO NpeacKasyeMblX 0OCTOSATENLCTBAX, MO-
XXeT ObITb Bblpa)XXeHa KONMMYECTBEHHO KaK BEPOSITHOCTb, OCHOBAHHAA Ha PeTPOCNEKTUBHOM UMM SKCMEepPUMEH-
TanbHOM aHanuae cboeB 1 cTaTUCTUKE MHUUOEHTOB. BecbMa ManoBeposiTHO, YTO TakoW noaxod MoXeT ObITb
MpUMeHeH K 6e30nacHOCTU NporpaMMHbIX NMPOAYKTOB ANd cepbl 3apaBooXpaHeHust, rae ctaTUCTUKa U AaH-
Hble OTCYTCTBYIOT U MOTOMY TpebyeTcs KavecTBEHHas oLeHKa. HacTosilwmnin ctaHagapT onpeaensieT 5 kKateropui
«npasgonoaobusi» n obnactn nx npumMmeHeHust (cm. 4.3).

Kak y>ke otTMme4yanochb, pUck ang 6e3onacHoCTU naymeHTa npu Ncnofib30BaHMM NporpamMmMHOre nNpoaykra
ang cgepbl 34paBOOXPaHEHUs 3aBUCUT OT NOCNEACTBUN, K KOTOPBLIM MOXET NPUBECTU HENpaBuibHasa paboTa
MporpaMMHOre NpPoayKra, a Takke oT npaBaonoaodbust BO3HUKHOBEHUST TakMX NOCNeACTBUN. YPOBEHb PUCKOB
MOXET ObITb NMpeacTaBneH MaTpuLen pUCckoB, Y KOTOPOW npasagonoagobue 1 nocneacrTeme sIBAsSIIOTCA ABYMS ee
pasMepHOCTAMU (B COOTBETCTBUK ¢ Tabnuuen 1).

Tadbnwuwua 1

[locnencreune
[lpaBaoonoaobue
Hanxyalwee HaMMeHbLLee
HauBbiCcluee 1 2
3
4
HanmeHbluee 5 6

Kaxaasa ssyerka matpulbl NpeacTaBnsdeT ypoBeHb pucka. Takum obpasom, B MaTpULLE PUCKOB 25 siueek
npeacTaBnAaAnT 25 YPOBHEN PUCKA, CEPbEe3HOCTb KOTOPLIX YMeHbLUaeTcda npu ABWXKEeHUM No AnaroHanu ot ne-
BOW BEpPXHEN S4EeMKMN K NPaBOMN HUXKHEN.

[1aHHbIE YPOBHU pUcka MOryT BbITb CTPYNMUMPOBaHbI B KNacchl Creayowmm cdbpasom:

- KNnacc HaMBLICLLEro pucka obpasyeT rpynna g4yeek, pacnonoXeHHasa B NeBoW BEpXHEN YacT MaTpuLbl,
Takme kak 1, 2 n 3;

- Kllacc HaUMEHbLLUEro pucka obpasyeT rpynna a4yeek, pacnoroXeHHas B nNpaBov HUXKHEN YacTn Tabnun-
Ubl, TakKue Kak 4, 5 n 6.

NTak, suenkn maTtpuLbl PUCKOB MOTYT ObITb COOTHECEHBI C KnaccamMmun pucka. ['pu rpynnmpoBaHnin g4eeKk B
Knacc HeobxoaMmMo y4YUThbIBaTb 0OCTOATENLCTBA B paMKkax obnacTtn NnpUMeHeHUs U 3HavyeHus, onpeaeneHHblie
ONA KaXOoW KaTeropum nocrnegctBma M npasgononobus. Lenbto siBNSieTCA CHMMXKEHUe CroXHOCTU Mnocpe-
OCTBOM UAeHTUPUKAUNU siUeeK, COOTBETCTBYIIOLLMX OAUHAKOBOMW CTEMNEHU pUCKa ANA nauueHTa, U rpynnmpoBa-
HUE UX B KMacc Ha 3TOM OCHOBaHUWU. Takum obpas3om, He3HauvuTenbHoe MnocneacTBUME C BbICOKUM
npaBaonoaocdbmnem MoXeT ObITh NPUPaBHEHO K HaUXyaLlemMy nocneacTBuio, HO ¢ MeHbLLMM Npasaoncaodbmnem.

B HacTodweMm cTaHaapTe onpegeneHbl NATb KNaccoB pucka (CMm. 4.4).
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4 OnpepeneHne Knacca pucka nporpaMmMHoOro npoaykra gns codepsl
34paBOOXpPaHeHUs

4.1 BBegeHue

B naHHOM pa3sgene onpegeneHbl KaTeropun nocneacTBuin, ABNAOLWNXCA pe3ynbTaToOM ONacHOCTEN, U
KaTeropun npasgonoaodus peannsaumn gaHHbIX NOCNEACTBUN B KOHTEKCTE NporpamMMHbIX NMPOAYKTOB AN
ccoepbl 3apaBooxpaHeHns. B Hem Takke onpegeneHbl Knacchl pyUcka Ana nporpaMMHbIX NPOAYKTOB AN cde-
Dbl 34paBOOXPaHEHUS U CBA3b AaHHbIX KNAacCoB C NPearioXXeHHbIMWN KaTeropuamMmimn nocneacTsnii N Ux npasgo-
nogobua nocpeAcTBOM MaTpuLbl pyuckoB. B npunoxeHun B nokasaHo npuMeHeHue AaHHbIX onpeaeneHuin K
pa3HbIM TUNaM NPOrpaMMHbIX MPOAYKTOB ANA cdepbl 3ApaBooOXpaHeHus.

4.2 OnpepeneHune KaTeropuu nocneacTtBun

OnacHocTKh (noTeHUuManbHble BO3SMOXHOCTU HaHeCceHUa Bpeda), KoTopble NporpaMMHBIA NPOAYKT ONS
cpepbl 34paBoOOXpPaHEHUS MOXET NPeACTaBNATb A4S NaLUUMeHTa B cnydae HenpasuibHOM paboTbl NN BbI3BaH-
HOMO UM HeBNaronPUATHOro cobLITUA, AOIMKHBI ObITh onpeaenexHbl. Kpome Toro, A0mMKHbl ObITb WAEHTUDULIN-
POBaHbI NOTEeHUWanbHble NocNeacTBUSA AaHHbIX onacHocTen. Kaxagoe nocneacteme gOMKHO OblTb OTHECEHO K
OAHOW U3 crieayroLWmnX KaTeropumn:

- KaTacTpoduniecKkune;

- CepbesHbIE;

- 3HaYUTENbHbIE;

- CYLLIeCTBEHHbIE;

- He3Ha4YuTernbHbIE.

[TpnmeyvaHune—Her HeoBXoaMMOCTM naeHTUMUUMPOBATL U KnaccnpmnumpoBaTb BCE BO3MOXHbIE MOCe-
aOcTBms. AHaNM3 B Lensx naeHtTndunkaymm peanncTUHHbIX NocneacTBUm U BO3MOXHOCTEN MX BO3HUKHOBEHUS A0IKeEH BbITb

BbINOMNHEH TONMBKO B TOW CTEMNEHN, KOTOpasi TpebyeTca Ans yBEPEHHOro OTHECEHUS MPOAYKTA K KNaccy pUcka nocpeacTBOM
nTepaLMoOHHOro npouecca, onncaHHoro B 4.0.

KaTteropun nocneactBMn Ao0SMKHbI MHTEPNPEeTUPOBaTLCA B COOTBETCTBUM € Tabnuuen 2. OnncaHna KaTte-
ropun nocneacTBn dbinu paspaboTaHbl A4 Lenen HacTosIWero ctaHgapTa, HO cornacoBaHHbIMU C MPUHATbI-
MW B ApYrix obnactsx U AononHUTENbHbIX gncuunnuHax 1n noaxogax (em. [15]—[17]).

B cnydae, korga umeeTca COMHEHMe, K KOTOPOU U3 ABYX KaTeropun cneayet oTHeCTU nocneacTeme, oHo
OOIMKHO ObITb OTHECEHO K KaTeropum, COOTBETCTBYOLWLEN Bonee TsKenbiM NocneacTBUSIM.

[1pn onpegeneHUn onacHOCTeN, KOTOpLIe NporpaMMHBIA NPOAYKT UMK TUN NPOAYKTOB ANA cdpepbl 3apa-
BOOXPaHeHUa MOXeT npeacTaBnaTh ANga naumeHTa, He cnegyeT oTBepraTb ONacHOCTb TONMbKO U3-3a YBepeH-
HOCTW, UTO caM NporpaMmMHbIA NMPOAYKT UNN 3aloXeHHbIe B HEM CBOMUCTBa TaKOBbIl, YTO He CyllecTByeT
0DCTOATENLCTB, MPU KOTOPbLIX ONACHOCTb MOXET BO3HUKHYTh. [MoTeHUansHasa BO3MOXHOCTb HAaHECEHUS Bpe-
na (onacHoCcTU) NauneHTy Npr NCNoNb30BaHUM NPOrpaMMHOro NPoayKTa AomkHa ObiTb onpeaeneHa, Kak ecnu
Obl TAKNX CBOWUCTB Y NpoayKTa He ObINo U OHU peann3oBbIBannch Obl HENPaBUMBHO.

Tadbnwuwua 2

AHTepnpeTauusa
KaTteropuu
nocneacTBUu
Konu4ecTtBo
OCNencTBuUe
crnydaeB
Katactpodudeckne |JletanbHbln ncxon MHoOXecTBO
YcTonyumBasi HegeecnocobHOCTb U NMieboe COCTOSHUE, NPU KOTOPOM NPOrHo3npyeT- | MHOXeCTBO
CA NeTarnbHbIW NCX0 NN YCTONYMBAaS HEAEECNOCOOHOCTL; CEPbE3HAs TPABMA UMK
He4eecnoCObHOCTL, NOCNEACTBUA KOTOPOW He ByayT npeoaoneHsl B bnmxanwee
BpEMS
CepbesHble JleTanbHbIN Ucxon EAnHWYHBbIE
YcTonyumBasi HegeecnocobHOCTb U NMoboe COCTOSHUE, NPU KOTOPOM NPOrHoO3npyeT- | EAMHNYHBbIE
CA NeTarnbHbIW NCX04 NN YCTONYMBAaS HEAEEeCnoCOBHOCTL; CEPbE3HAs TPABMA UMK
He4eecnoCobHOCTL, NOCNEACTBUS KOTOPOW He ByayT npeoaoneHsl B bnmxanwee
BpeEMS]
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MHTepnpeTauus
Kateropuu
nocneacTBUU
Konu4ecTteo
[locnencreune
Crnyyacs
CepbesHasi TpaBMa unm HeaeecnocobHOCTb, BOCCTAHOBNEHUE MOCINe KOTOPOU OXU- | MHOXECTBO
aaeTcs B bnivxkavwee BpemMs
Cepbe3Hasi NCnXonorndyeckas TpaBsma MHoxecTBO
3Ha4YUTErNbHbIE CepbeaHas TpaBmMma nnm HegeecnocobHOCTb, BOCCTAHOBNEHUE MOCINEe KOTOPOW OXU- | EAnMHNYHbIE
aaertcs B bnmxanwee Bpems
CepbesHas Ncuxonorndyeckas TpaBsma EanHWYHbIE
He3HnaunTenbHas TpaBmMma Unv TpaBMbl, BOCCTAHOBIEHUE MOCNE KOTOPbLIX HE OXU- | MHOXeCTBO
aaetcs B bnmxanwee Bpems
CyLwecTBEHHAas NCUXONorndyeckas Tpasma MHOXeCTBO
CyLeCTBEHHbIE He3naunTenbHas TpaBmMma Unv TpaBMbl, BOCCTAHOBIEHUE MOCNE KOTOPLIX HE OXU- | EAnHMYHbIE
aaetcs B bnmxanwee Bpems
CyLwecTBEHHAas NCUXONorndyeckas Tpasma EAnHWYHBIE
HesHaunTenbHas TpaBma, BOCCTAHOBNEHWE NOCIEe KOTOPOU oxXunaaetcs B bnvmxan- | MHOXXecTBO
LIee BpeMS
HesHaunTenbHOE NCUXONOrMYEecKoe paccTpPoOuCTBO; BECNOKONCTBO MHoXecTBO
He3HaunTenbHbIE HesHaunTenbHas TpaBmMma, BOCCTAHOBNEHWE NOCIE KOTOPOU oxXnaaetcs B bnwxan- | EauHnyHble
Liee BpeMS; HE3HAUYUTENbHOE NCUXONOMMYEeCcKoe PacCcTPOUCTBO, DECMOKONUCTBO; It0-
Oble HECYLWECTBEHHbIE MOCNEACTBUS

[1pn onpeageneHnn onacHoOCTEN, KOTOpbIe NPOrpaMMHbIA NPCAYKT ANA cdoepbl 34paBOOXPaHEHUA MOXET
npeacTaBnATb ANa nayueHTa B criydae, ecn oH HenpaBUibHO PYHKLUMOHUPOBAN UK Bbi3Ban HenpeasuaeH-
Hoe cobbITUe, He cneayeT OTBepraTh ONacHOCTb TOMNBKO NOTOMY, UTO AaXKe B cliyvae ee BO3HUKHOBEHUS Naum-
eHT Obl He nocTpagan, Hanpumep dnarogaps 64UTENBHOCTM NOMNb30BATENSA UM APYTNX CODBLITUA, BHELLHUX MO
OTHOWEHUIO K NnporpaMmmHOMY npoaykty. HaHHbIA dpakTop COOTBETCTBYET onpedeneHuo BO3MOXHOCTU
BO3HWUKHOBEHMA ONMacHOCTW, NpeacTaBneHHoOMY B 4.3 1 5.95.

4.3 OnpegeneHue npasgononobmua nocneacTtBun

[na kaxxgoro s naeHTUMULUMPOBaHHBLIX NOCNeacTBUA AOIMKHO ObITh onpeaeneHo npasgonoaodbune Bos-
HUKHOBEHWSA NOCNeACTBUA B AOCTATOUHO NpeackasyeMblX 0OCTOSATENbCTBAX.

[Tpunmedanune—KakykasaHo B 4.2, HET HEODXO0ANMOCTU MAEHTUDUNLMPOBATL BCE BO3MOXHbIE NOCNEACTBUS.
AHann3 BO3MOXHbIX NOCNEACTBMU N onpeaenenmne npasgonogobmnsa nx BO3HUKHOBEHUA CNeayeT BbINOMHAThE TONBKO B TOW
CTENEHN, KOTOPas Heobxoanma Ans yBEPEHHOIo OTHECEHUS MPOrPaMmMHOro NPOAYKTa K Knaccy pucka nocpeacTBomM ntepa-
LUMOHHOIO npouecca, onncaHHoro B 4.6.

[MpaBagonoaodbue nocneacTBMS A0MKHO ObITb OTHECEHO K OAHOW K3 cneayoLlmX KaTeropun:

- OYeHb BbICOKOE;

- BbICOKOE€;

- cpegHee;

- HA3KOE;

- 04YeHb HU3KOE.

Kateropun npasaonogodbus AoSKHbl MHTEPNPETUPOBATLCHA B COOTBETCTBUN € Tabnuuen 3. OnnucaHus KaTe-
ropuin npasgonoaocdus obinKy paspaboTaHbl 4Ns Lenel HACTOosILLEro ctaHaapTa, 04AHako OHM COOTBETCTBYIOT KaTe-
ropusim B Apyrux obnactax, Hanpumep B 0bnactn KoprnopaTtuBHOro yrnpasneHus B 3apaBooxpaHeHnn (cm. [18]).

B cnyvae, korga uMeeTcsl COMHEHMe, K KOTOPON U3 ABYX KaTeropun cnegyet oTHECTU npasgonoaobue
NoCneacTBMsl, OHO AOITKHO ObITb OTHECEHO K KaTeropum, COOTBETCTBYOLLIEN Donee BLICOKOMY NpaBaonoaoduto
(cMm. Tabnuuy 3).
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[Mpu oueHke npaBaonogodbue nocneacTBNA He AOIMKHO NMpeyMeHbLUaTbCs N3-3a KakUX-rMbo Xxapakrepuc-
TWK camMoro npoaykTa, BKtoYasa OTHOCALMECA K HEMY MHCTPYKLIMK N0 NPUMEHEHNo (CM. onpeaeneHmne npoaykK-
Ta B 2.6). B KOHTEKCTe gaHHOro nogpasaena TepMuH «npasgonogobmne» He UMeeT OTHOLLEHUS K BEPOATHOCTU
HenpaBunbHOro PyHKLMOHNPOBAHMA NPOrpaMMHOro npoaykra unm K HebnaronpmatHomy cobbiTuio. IMeHHo
paBaonogobme nocneacTBUMM B pesyfbTaTe HenpaBunbHOro yHKUMOHUPOBAHUA UM HebGnaronpuATHOro
HeraTMBHOIo cobbiTUS 0ObIMHO OLEHMBAETCH Ha NPaKTUKe.

Tabnmnuya 3

KaTteropuu
OnucaHue
npasaonoaobus
O4eHb BbICOKOE Obsa3arenbHO UMK NOYTU 00A3AaTENbHO, OYEHb BEPOATHO, YTO CODbITUE NMPON3OUAET
Bbicokoe He ob6sa3atenbHO, HO BECbMA BO3MOXHO; OXMAAETCAH, YTO cobbiTne npomnsongeTt B DOnb-
LLMHCTBE CriyYaeB
CpeaHee BO3MOXHO; €CTb BEPOATHOCTbL, YTO CODbITUE NPON3ONAET
Huskoe CobbiTe MOXET NPON3OUTH, HO B BONBLUMHCTBE CIy4aeB HE NPON3ONAET
O4yeHb HN3KOE He3HauntenbHas nnm Npaktmyeckn He3HaunTeNnbHas BEPOATHOCTb CODbITUS

OpagHako gonycTMMO y4UThIBaTb AOCTATOYHO NpeackasyemMble 0O6CToATEeNbCTBA, BHELUHWE MO OTHOLLEHUIO
K nporpaMMHOMY NpoaykTy. Hanpumep, ecnn ngeHTUdNLMPOBaHHBIM NOCNeACTBUEM ONMacHOro cobbiTusa AB-
naeTcd TpaBMma, TO Npu oLeHKe npasaonoaodbunsa AaHHOro cobbiTUA, NPpUBEALLEro K pearbHon TpaBMe navumeH-
Ta, MOTYT Y4YUTBLIBaATbCA, Hanpumep, cnegyoLme dakTopbl:

- BO3MOXHOCTb TOro, 4to onacHoe cobbiTne OygeT 3amedeHO Mofb3oBaTeneM C COOTBETCTBYHOLLUM
YPOBHEM KBanudukauum go Toro, Kak nocrneacrBne nponsonaerT;

- BO3MOXHOCTb TOro, YTO NocneacTeBuma yaacTtca usbexaTb, NOCKOMNbKY YMCNO ONacHbIX CODLITUN B TeYe-
HMe HEKOTOPOro Nepuoaa BpeMeHun 40 BO3HUKHOBEHWS NOCNeACTBUA MOXKET YBETMYNTb BO3MOXHOCTb BbisIBIE-
HASA ONacCHOCTU;

- BO3MOXHOCTb TOro, YTO NauMeHTa oCMOTPUT Bpay 4o TOro, Kak eMmy byageTt HaHeceH Kakon-nnbo Bpea,
npuyem BpemeHn byaeT gocTaTouHO ANs NpoBeaeHus 3hdeKTUBHOrO NevYeHnsa nnmn tepanuu.

ObcToATEeNbCTBA, KOTOPbIE MOTYT ObITb YYTEHBI NMPW onpeaeneHnun npasgonoaobus, AomKHbl COOTBE-
TCTBOBATb CEPbE3HOCTU paccMaTpuBaeMoro rnocneacTBusl, a CTPOrocTb KPUTEPUEB HaNPAMYH 3aBUCUT OT
CEepPbEe3HOCTU NocneaCcTBUS.

He ponyckaeTcda npeanonaraTb Hanndne Haunmydwmnx obcToATeNnbCTB BO BCcex crydyasax. Hanpumep, He
onyckaeTcd npegnonaraTbh, YTo onepaTop Bcerga MMeeT A0CTaTOYHY KBanudukaL o U/nnmv onbIT, MOCKOb-
Ky TOTMYHO NPeanonoXunTb, YTO BO3MOXHbI 0OCTOATENbLCTBA, MPWY KOTOPLIX NMPorpaMMHbIA NPoayKT UCNOMNb3y-
eTcAa onepaTopoM BMNEpPBbLIE, N YTO onepaTopbl, AaXe npoleawune obyyeHne, MOryT UMeTb HeoCTaTOUYHYIo
KBanudpmkaumo. YUeT Takux obCcToAaTeNbCTB Kak BO3MOXHbBIX, OMEBUAHO, BaXXeH, Korga BO3MOXHOe Mocre-
[ICTBME BecbMa Cepbe3Ho, HanpuMep neTanbHbIA NCXOA.

4.4 Knacchbl pucka

Hactoawmn ctaHaapT basnpyeTcst Ha KOHLUENLUWW KNacCoB pUCKa, KaXKabl U3 KOTOPLIX NMpeacTaBnsieT
KOMBUHaLUMIO KaTeropun nocneacTBUA U KaTeropun npasgonogodus. NpeanoeHbl NATb KNaccoB pucka, 0060-
3Ha4YeHHble oT A Ao E.

Kaxabln Knacc npeactaBnseT rpynnmpoBKY KOMOUHaL WA NocneacTBUA U nX npasagonoacbus, Kotopble B
obLluemM cnyvae npeacTaBndaAlOT OAMHaKOBLIA YPOBEHb pucka Anst besonacHocTU nauueHToB. Knacc A npea-
cTaBngeT HaMbonbLUMKA NOTEeHLUMAaNbHbIN PUCK, a KNnacc E — HanMeHbLnn.

KoMmbuHaLun, COOTBETCTBYHOLLME KNaccamM pUcKa, npuseaeHsl B Tabnuue 4.

[TpumedaHune—PeweHne 0 TOM, Kakne s4enkmn Tabnuubl rpynnupyroTcs BMecTe, ob6pasys Knace, NPUHUMaeT-
CH HA OCHOBAHUWM PACCMOTPEHUSA OMPeaENEHNN KaXXA0W KaTeropmm nocneacTemn un npasgonogodus. Noatomy goctoBep-
HOCTb Tabnuubl 4 3aBUCUT OT ONbITA €€ NPUMEHEHUS B PA3HbIX 06NacTaAX, OTHOCAWMXCH K MHDOpMaTU3aumm 340POBbS, U
OT WCNONb30OBaHUS KNaccoB MNPV OnpeaerieHnn CpeacTB KOHTPONA, MPUMEHMMbIX K MPOAYKTaM M3 pa3sHblX KIacCoB
ansi obecnevenns nx besonacHocTU. JJaHHbIM ONbIT Ba)XeH NPY BO3MOXHbIX MNOCNEAYIOWLMX KOPPEKTUPOBKAX HACTOSALLEIND

cTaHgapTa.

6
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Tabnunuya 4

[lochnencTeuA
Ipasaonogobue
KaTaCTpOd)L‘I‘-IECKMe Cepbe3Hble 3HAUTEJIbHbIC CyLWeCTBEHHbIE He3HauvnTelNnbHbIC
O4yeHb BbICOKOE A A B B C
Bbicokoe A B B C C
CpeaHee B B C D D
Hwnakoe B C D D E
O4yeHb HU3Koe C C D E E

4.5 OnpepeneHue Knacca pucka nporpaMMHOro npoaykra gna cdepbl 34paBooXpaHeHUs

KoMbuHauun nocneacTsmnm 1 X npasaonogoduns A0MKHbI ObITh pa3MeLlleHbl B MaTpuLe PUCKOB, ONUCaH-
HoW B 4.4 (cM. Tabnuuy 4), ¢ UCNONb30BaHUEM UTEpPAaLIMOHHOrO npoLecca, onucaHHoro B 4.6. [NporpaMMHOMY
NPOAYKTY ANA cepbl 3apaBooXpaHeHUa NpucBanBaeTca HaMBbICILUUMA U3 MOAEHTUPULUMPOBAHHBLIX ANA HEro
KNaccoB pUCKa, Npu 3TOM Knacc A COOTBETCTBYET HaMbONbLUEMY PUCKY, a Knacc E — HaumeHbluemy.

4.6 UTepauUOHHbLIN NpoLecc

Knacc pucka, K KoTOpOMY OTHOCUTCH NPOAYKT, 3aBUCUT OT KOMOUHAaL MM KaTeropmmn NocneacTBumn 1 KaTe-
ropun npasaonogodbunsa. Takum obpasom, BbicOKasa KaTeropus nocneacTBUn B COMETAHUN C HU3KUM NpaBAoo-
nobmnem MmoxeT ObITb OTHECEeHa K bonee HU3KOMY Kaccy pucka, Yem bonee HM3Kasa KaTeropusa nocneacTBuin,
HO B codeTaHuu ¢ bonee BbICOKMM npasgonogobuem. Xota nobon aHanms Hanbonee BepoaATHO OyaeT UsHa-
YyanbHO cOKYyCMpPOBaH Ha pearbHbIX HAaUXyALWKWUX NOCneacTBUAX, Takke dyaeT HeobXxoaMMo paccMOTPeTb U
MeHee cepbe3Hble NocneACcTBUA A0 TEX Mop, NoKa B Xode ntepaunin He bygeT obecneyeHa yBepeHHOCTb, YTO
NPOAYKTY B KOHL|e KOHLIOB NPUCBOEH HAaWBLICLLUMA U3 BbIABNEHHbIX KacCcoB pucka.

5 AHanunTu4yeckuu npouecc

5.1 BBeageHue

B naHHoOM pasgene npeacTaBneHbl HEKOTOPbIE U3 MPOLLECCOB, KOTOPbIe A0/KHbBI ObITb pPACCMOTPEHbI NMPU
aHanuse B Lienax onpeaeneHnsa Knacca pucka.

5.2 NMpuBnevyeHue sanHTepecoBaHHbIX CTOPOH

INMrobon aHanuns gonmxkeH ObITb OCHOBaH Ha YeTKOM U YMECTHOM rMyOUHHOM NOHUMAaHUN CUCTEMBI, cpeabl,
B KOTOPOWU cucTeMa ByaeT UCNONb30BAaTLCH, U NOMb3oBaTENeN, ANS KOTOPLIX CUcTeEMa npeaHasHaveHa. Cne-
ayeT 3apy4YnUTbCd cornacruem 1 pelleHnsAMn Co CTOPOHBI NMpedcTaBUTenen sanHTepecoBaHHbIX B MPOrpaMmMHOM
npoaykTe ans cdepbl 3apaBooxXpaHeHnUs CTOpPoH. Hanny4viwmm cnocodbom AobUTLCA 3TOro SIBNSIETCA co3gaHue
rpynnel, No KpanHen Mmepe, U3 cnegyrowwmnx y4acTHUKOB!

- cneunanncTbl, y4yacTBYOLWME B NPOEKTUPOBAHUN, pa3paboTke U akcnnyaTtaunum CUCTEM;

- MONb30BaTENMU;

- Nnua, BOBNeYeHHbIe B AENMOBYIO UMM TEXHOMOTMYECKYHO cpeay, B KOTOPOW cuctema dyaeT UCNONb30-
BaTbCA.

Takke MOXET ObITb NMNOME3HbIM BKMIOYEHUE B AaHHYIO rpynny npeacraBuTenein lopucToB U 3KCNEPTOB Mo
yripaBlIeHUIO.

UTo KacaeTcd NPOAYKTOB, KOTOPbIE ACITKHbLI PACnpOCTPaHATLCH HAa KOMMEPYECKOU OCHOBE, HEODX0OANMMO
NCKMIOYUTL BNUSIHNE KOMMeEpPYeCKUX MHTePEeCcOB Ha pel3ynbTaThkl aHanmaa.

5.3 NMNoHnmaHue cpedbl cCUCTEMbI U NONb30BaTEeNA

[TepBbIM WIarom B paboTte chopMUPOBAHHOW rpynnbl ABNASETCH AOCTUXKEHWUE 0DLLEero NnoHUMaHus! No chne-
Oy MM BONpocaMm;

- Ha3Ha4YeHne CUCTEMBI;

- cpeda, B KOTOPOU NpeanonaraeTcs UCNoNb3oBaTh CUCTEMY (K pakTopaM OKpyXKatolen cpeabl, noane-
XallMM pacCMOTPEHUIO, OTHOCATCH He TONbKO don3nveckme akTopbl, HO U, HAaNpUMep, cTeneHb NpUBNeYeHUS
MeAULMNHCKNX 3KCNEPTHBLIX 3HAaHUN);
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- XapaKkTepucTuku 1 pexxumel paboTbl CUCTEMBI;
- YeNnoBeKO-MaLNHHBIN MHTEPdENC:

- IMHaMMKa NpPoLECcCcOoB, C KOTOPbIMU cucTeMa ByaeT B3aMuModencTBOBaTb U Ha KOTOpble oHa byaeT BNn-
ATb.

NocTurHyToe obllee noHMMaHe A0MKHO ObITb AOKYMeHTanbHO odopMeHo, BKItodas Nobble paccMoT-
DEHHbIE U NPU3HAHHbIE HepearbHbIMU CLUEHapuu.

5.4 AHanus nocneagcTBUA

[Mpwn onpegeneHnn NocneacTBUA, ecnm cuctema byaer HenpaBunbHO paboTaTb UNK NpueeaeT K Hebna-
roNpUATHOMY COBLITUIO, rPYNNa A0MKHA BbINMONHUTL crieaytoLlee:

- obecneunTts, YTOObLI AaHHLIA NPoLUECcC HanpaBnAncs AenoBbIMU, NpodeCcCNoHanbHBIMU UM NOMb30Ba-
TeNbCKNMWN NHTEepecamMmn B NPOTUBOMONOXKHOCTb, HANpUMep, KOMMepPYeCcKUM UHTepecam;

- ITHOPUPOBATL BCTPOEHHbLIE CPeACTBa KOHTPOMSA N XapaKkTepPUCTUKN Be30MNacHOCTU CUCTEMBI;

- BBISIBUTb HEONAronpusATHbIE CODLITUS, KOTOPLIE MOTYT NPOU3CNTU B Criydae, ecnii CUCTEMA HENPaBUIb-
HO (PYHKLMOHMPOBaNa, Bbl3Bana HenpeaycMoTpeHHoe cobbIiTUe N NCNosfib3oBanachk HeHaanexalwum obpa-
30M, BKITOYas:

- YyernoBeYvecknin paktop (cnyvyamHble UNn yMblWEHHbIE OENCTBUA UM Be30eNCTBUSA);
- bnsnveckne coou;

- norndeckme cobou;

- KOMMYHUKALMOHHBbIE COOU;

- cboun annapaTHbIX cpeacTB;

- cbon nporpaMmmHoro obecrevyeHust;

- 0bpaTtuTb 0coboe BHUMaHME Ha CLUEHapUK, cHUTaroLWneCH «40NYCTUMbIMA HAUXYALWUMN CRyYasiMnA» |

- cobupaTb MHpoOpMaLUnto O peanbHbIX MHUMAEHTaX, CBSA3aHHbIX C CUCTEMOM, N AeNaTb U3 3TOro BbIBO-
Abl,

- cobupatb MHpopMaLnio 0 peanbHbIX UHLUUMAEHTaX, CBA3AHHbLIX C aHaNOrM4YHbIMW NPOrPaMMHBIMK NPO-
OyKTaMu, 1 aenaTb BbIBOAbI HA OCHOBE Yy)KOTO OMnbITa, BKOYas cnydau, onmcaHHble B COOTBETCTBYHLLUX NYyO-
NMUKaUnax;

- obecneunBaTb NpUBNEYEHNE BCEX 3aUHTEPECOBAHHBIX CTOPOH;

- MOOWPSATb MHHOBALMOHHOE MbILLIEHNE;

- BbISIBNIATL NMt0O0E CKPLITOE UMM BO3MOXKHOE BO3AENCTBUE, HE TOMBKO NpuBoasilee K HemMeaeHHbIM Mo-
CNeacCTBUSIM;

- ObITb TBOPYECKON, OCTaBasACb peanucTUYHOW;

- MOJNTHOCTBIO YUYUTBIBATE TOUYKU 3PEHUS NONb3oBaTenen n nuy, nNpeacTaBnalowWnMx MeguLIMHCKYo cpeay,
AN UCNoNb30BaHUA B KOTOPOW NpeaHasHavyeHa cuctema.

5.5 AHanu3 npasgonogodousa nocnencTBuUn

[Mpn oueHke npasgonogodbusa nocneacTsya, NMPOUCXOASALLIEro B AOCTAaTOMHO NpeackasyemMblX obctosa-
TenbcTBax, rpynna AomkHa BbIMONHUTL cnegyoLlee:

- U3YYUTb MepedeHb HebnaronpUATHLIX CODLITUN, KOTOpblIe MOTYT NMPOU3OUTU NPU HenpaBUTbHOM
PYHKUMOHUPOBAHUK NporpaMMHOro npoaykra 1 1. ., ACNONb30BaHHLIM NPpWU onpegeneHnun KaTteropum no-
CneaCcTBUN;

- choKycupoBaTbCA B MEpPBYHO odepedb Ha HauxyallnMx HeBnaronpUATHBIX CODLITUAX WU nocnea-
CTBUSAX;
- MpoaHanNM3npPoBaThb NPOoLECChl, KOTOPbLIE MOTYT NPUBECTU K HAHEeCEeHUIO Bpeaa NnauneHTy B pesynbraTte
HebnaronpUATHLIX COBLITUIA, N OrpaHNYEeHUs, CONYTCTBYIOLWME AaHHbLIM NpoLueccaMm;
- paccMOTpPEeTb NPOoLble MHUWUAEHTBI, KOTOPbIe NPUBENN K HaHeCeHUIo Bpeaa, BKNoYas criydan, onnucaH-
Hble B nuTeparype;
- paccMOTPETb BCE BO3MOXHbIE M3MEHEHUS N TeEHAEHLUMN B OCTaTOMHO NpeacKkazyemMon nepcnekTnee B
obnact NpUMeHeHUsa NPoAYKTa;
- MPUHUMATb BO BHUMAHUE NPU pacCMOTPEHUN YeroBedeckoro paktopa cneayroume obcToaTenseTea:
- MOTUBALNIO;
- paboune Harpyskm 1 BO3SMOXHOCTU;
- KOMMNETEHTHOCTb;
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- CTUMYIbI U NMPENATCTBUS;
- pabouyyto cpeay;

- BbISIBUTb OBCTOATENBLCTRA, KOTOPbIe MOTYT NOBLICUTL NpaBacnoaodbune nocneacTBUs;

- n3beraTb HEOBOCHOBAHHOW YBEPEHHOCTN B KBanUUKaLmm MeanLmnHCKoro paboTHMKa nnmn nonb3oBaTe-
N4, 4OCTaTOUMHON, YTOObI N3beXxaTb NocneacTBUNA;

- MPUHUMATb BO BHMMAaHWE CMOXHOCTb peLlleHniA Unn NpoLeccoB;

- MPUHUMATb BO BHUMaHWe 0OOCHOBaHHbIE NPeanonoXeHUst 0 AOCTYMHOCTM YEeNOBEYECKUX U NHBIX pe-
CYPCOB, N 0OCOBEHHO BNUAHNE NUX HEXBATKW;

- IPUHUMATb BO BHUMAaHWUE B3aUMO3aBUCUMOCTb CODLITUA B LENoYKe;
- MPUHUMATb BO BHUMaHWUE BPEMEHHYIO 3a[1epXKKy MexXay HebnaronpusiTHbiM CoBbITUEM, BbI3BaHHbLIM
CUCTEMON, U NOOLIM NocNeacTBUEM, KOTOPOE MOXET NPOU3CUTHN;

- MPUHUMATb BC BHUMaHUE 0ObeM npeanpuHMMaemMbiX AENCTBUN U CTENEHb yAaneHHOCT W NbbIX Nocne-
OCTBWUIA OT onepaTtopoB. Hanpumep, cnctema «BbI3OBOB U MOBTOPHLIX BLIZOBOB» AN CKPUHUHIA TPYAN MOXET
obpabaTtbiBaTb MHOMME ThICAYM NAUMEHTOB, BblABUIras Ha NepBblv NaH cTaTUcTUdeckoe npasagonoaobune no-
CNeacTBUSA B criydae, ecnu HernpasuibHaga paboTta cMcteMbl NOBNUSANA Ha 6onbLLIOE YNCTIO NALMEHTOB, Pacrio-
NOXEHHBbIX Ha yaaneHHOM pacCcToAHUW OT NuL, paboTalolnxX ¢ CUCTEMON N UMEIOLLIMX Maro cpeacTB UK He
MMEeRLLNX X BOOOLLE Ans1 TOro, YTobbl pacrno3HaTb, YTO HEBnaronpusTHoe cobbITUe UMENO MeCTO.

5.6 UTepauuu

Kak 6b1no oTMeYeHo B 4.6, Knacc puUcka, K KOTOpOMY OTHOCUTCS NPOAYKT, 3aBUCUT OT KOMOUHALIMK KaTero-
DU NOCNeacTBUANA N KaTeropun npasgonogodus. Beicokasa kateropmsi nocneacTsviA B KOMOUHaALUUNA ¢ HUSKUAM
npasgonoaocdbuem dyaeT oTHeceHa K bonee HU3KOMY KNnaccy pucka, Yem bonee HU3Kasa Kateropusa nocneacTesun,
HO ¢ BonbLKMM Npasacnoacdbuem. Takum obpasom, XoTs Nbon aHanns Hanbonee BePOATHO ByAeT U3HaYansHoO
ChOKYCUPOBaH Ha HanxXyaLnxX NOCNeacTBUAX, TakKe byaet HeobXxoaUMo paccMOTPETb MeHee cepbesHble Nocne-
OCTBUSA U X npasaocnoaodbune. OgHako He Bce nocneacTtBusl U X npasgonoaodue cnegyet paccMmartpuBaTth B
xoae npouecca utepaunn. MtepayMoHHbIN NPoLECC A0MKEH NPOoAoKaTbCA TOMbKO A0 TEX Mop, Noka He byaer
OOCTUTHYyTa YBEPEHHOCTL B NPpaBUNbHOM OnpeaeneHnn Knacca pucka, T. €. Korga He ocTaHeTcs ApyrMx KoMOnHa-
LN NocCNneacTBUst U ero npaBgonoaodbunst, COOTBETCTBYIOLLMX ODonee BbICOKOMY Kaccy pucka.

5.7 lNepecMoOTpbLI

N3MeHeHns1 B nporpaMMHOM NpoayKTe Unu B obnacTtn ero npuMeHeHmns dyayt nNpoucxoanTb BpemMs OT
BpeMeHUN, HanpuMmep B creayroLmx cnyyaax:

- NpU BBeAEHNN HOBbLIX U USMEHEeHUU CYLLEeCTBYIOLWNX PYHKLWN;

- NpU NpPoABUXXEHNN B HOBYIO cpeay (Hanpumep, BeiBegeHne nccnegoBaTebCkou CUCTEMBI Ha LLUMPOKNIA
PBIHOK, BbIXO HA PbIHOK CObITA B HOBOW CTpaHe, NepeopUeHTaLnMa Ha Apyryio MeaAULUUHCKYO cnelmnanmsanuto,
cpeay 3apaBooxXpaHeHUs Unn TN MeauUMHCKOro yupexxaeHus);

- NpY BBe4eHUN HOBLIX UM U3SMEeHEHUW CYLLIECTBYOLMX MHTePdenCOoB C APYIMMN CUCTEMAaMMN.

N3mMeHeHna B NporpaMMHOM NpoayKkTe UM B obnactn ero npUMeHeHnst MoryT NPUBECTU K U3SMEHEHUHD
Knacca pucKa, K KOTOpoMY JoMmKeH OblTb 0THeCeH npoaykT. [o3ToMy A0MmKHbI NMPOBOAUTLCSA COOTBETCTBYOLLNE
nepecMoTpPbl Kak Nepruoandeckn, Tak U npn BHECEHUX UMW NNaHUPoOBaHUN NoObIX U3MEHEHUI, KOToPbIe MOTYT
MOBMUATL Ha Kacc pyUcka NporpaMMHOro Npoaykra.

5.8 [lokymMeHTaLuA

AHanUTUYEeCKNA npoLecc AoMKeH ObITb MONHOCTLIO JOKYMEHTUPOBAaH, BKITHOYasN:

- PACCMOTPEHHBbIE CUTYaLIUMN HENPaABUNBHOW PaboThl U HEBNAronpUATHLIX CODLITUN, a TaKkKe UX nocnea-
CTBUSA, BKIMoMada U Te, KOTopble Dbl OTKINOHEHbI KakK HepeanbHbIe;

- aHann3 npasgonoaodbusa nocneacTBUN, BKKOYAA cUeHapun, OTKIMOHEHHbIEe Kak HepearnbHbIe;
- UTepaL OHHBbIN NMPOLECC 1 NOr1Ka, KOTopble NPUBENU K YBEPEHHOMY onpeaeneHunto Knacca pucka.

[daHHaa gokyMeHTaunsa OoMKHa paccMaTpUBaTLCA Kak OCHOBHAast AOKYMeHTauuMs No cucteme, NoCTOSAH-
Hasl AOCTYMNHOCTb W aKTyanbHOCTb KOTOPOW ACIKHLI ObITb 0becrneveHsl.

5.9 bubnuoreka MHUUAOEHTOB

PewieHnst no 060CHOBaAHHBIM NOCNEACTBUSIM U BO3MOXKHOCTAM UX BO3HUKHOBEHUS AOIMKHbI ObITh B 3HAYK-
TeNbHOW CTENeHn NogkpenneHsl ceblfikamu Ha Bubnnoteky MHUMAEHTOB. MNo3ToMYy AOMKHBI BbITh NPEayCMOT-
PeHbl cpeacTBa ang cobopa n XxpaHeHUa nHgopmMmaumm od MHUMAEHTAaX.
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6 lNMpumepbl onpegeneHns KNaccoB PUCKA ANA NPOrpaMMHbIX NPOAYKTOB

[TpumMepbl onpeaeneHns Knacca pucka ang pasHbiX TUMOB NPOorpaMMHbIX NPOAYKTOB ANs cdoepbl 34paBo-
oXpaHeHua npueedeHbl B NpUnoXeHunn B.

7 B3anMocCBA3b KNacCoOB pPUCKa C NPOEKTUPOBAHUEM U KOHTPONEM
NPOU3BOACTBA NPOrpaMMHbIX NPOAYKTOB

Ba)kHbIM NpMMeHeHeM HacTosALWero ctaHgapTa aBnaeTca onpeaeneHne Kiaccos pucka ans pasHbliX TU-
MNOB NPOrpaMMHbIX NPOAYKTOB AN cdepbl 3apaBooOXpaHeHus, Ans Toro YTobbl crpynnmMpoBaTh UX B LENsSIX COo-
3[aHUA PYKOBOACTBA (CTaHAapTa) No NpoeKTUPOBaHUIC N NPON3BOACTBY AaHHbIX NpoayKToB. CYLHOCTb Takux
CpeACTB KOHTPOMA U CTPOrocTb, C KOTOPOW HAANEXNT NPUMEHATL UX, ByAyT 3aBUCETb OT Kilacca puUcka, K KoTo-
POMY OTHOCUTCA NPOAYKT. XOTA LieNblo HAacToSALWEero ctaHaapTa He iIBNAeTcs onpeaerieHne Toro, Kakme cpe-
[ICTBA KOHTPONSA creayeT UCMoMb3oBaTh AN onpeaenieHHbIX KNaccoB pucka, B npunoxeHnn C npuBeaeHa
MNNOCTPaLNa CYLWHOCTU B3aMMOCBA3N MeXay KnaccaMmn pucka M BO3MOXHBIMU cpecTBaMy KOHTPONSA A
yrpaBliEHNS PUCKAMMU.

10
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[TfpunoxeHue A
(cnpaBo4HoOe€)

MporpaMMHbIe NPOAYKTLI ANA cepbl 34paBOOXPaHEeHUA U MegULUHCKUe Nnpubopsbl

A.1 Obwmne cBeaeHUnA

Bo mMHOrMX cTtpaHax 6e30nacHOCTb MEAULIMHCKMX NPUOOPOB obecnevynmBaeTcs 3akoHo4aTeENbHbIMKU MepamMn. KoH-
TPONb Pa3NNYHbIX BUAOB NPOrpaMMHOro obecneyeHus oTnMYaeTcs B Aetansx, HO B LLENTOM MPUMEHSAETCA B LEeNsxX onpeae-
NEHUA NPaBUIIbHOCTU NPUMEHEHNA MeANLMHCKOro npmbopa.

Ha npaktuke, no KpamHen Mepe B HaCTosiLee BPEMS, NporpamMmmHblie MPpoayKTbl Ans cdepbl 34paBooXpaHeHus
(CM. 2.3) He OXBaTbIBAKOTCS AaHHbIMK CPpeacTBaMmn KOHTpons. [pumepamm ABNSATCH CUCTEMbI Bpadven 0bLLEN NPaKTUKN,
BbI30Ba U MOBTOPHOro BbI30BA, nccnegoBatenbckne 6basbl AaHHbIX, NporpaMmmMmHoe obecneveHne anst aneKTPoHHbIX Npea-
NMCaHNN, QNCrneT4epCcKne CUCTEMbI CKOPOW NOMOLLM U T. A.

[Tpn paccmoTpeHnmn Knaccuukaumm NporpaMmmMHbIX NPOAYKTOB ANs chepbl 34paBOOXpPaHEHNsT UMEET CMbICI Ol e-

HUTb NOAX0A, NPUHATBIN AN MEANLMNHCKUX NPUOOPOB, N B paMKax AaHHOIo Nogxoaa B3anMoOCBsI3b MeXAy Knaccnukaum-
AMU U cpeacTBamMn KOHTpons Ansa obecneveHns 6e30onacHoOCTH, YToObl, HACKOMBbKO 3TO BO3MOXHO, noaxoabl Obinu

CXoAHbIMW. [laHHBIM BOMPOC pAaCCMOTPEH B HACTOALWEM NPUNoxXeHun. B uensx KpatkocTn He NpuBeAeH yrnybneHHbIn aHa-
nun3, a psa CrnoXHbiX Npobnem n BONPOCOB, CBA3aHHbLIX C onpeaeneHnsMu, doinm ynpoLweHsl.

[Toaxon, OTHOCAWMWUCH K MEAULUMHCKMM NMpubdopam, OCHOBAH Ha CNeayoLWeM:

- BO-MepBbIX, NO3BOMNAET KnaccndbununpoBaTb NpUbOPLI NO Krnaccam Ha OCHOBE OCO3HAHHOIO NOTEHLUMANbHOIO PUCKa
018 NAUNEHTOB {0DbIYHO NO YEThIPEM KITaccaM € NOJKNaccamm);

- BO-BTOPbIX, NO3BONAET NPUMEHSATb CPeAcTBa KOHTPOMNSA B OTHOLLEHUU NPOEKTUPOBaHUSA, MPOU3BOACTBA, CUCTEM Ka-
4yecTBa, MapKUPOBKU U T. 4., NPUYEM OXBaT CPeACTBaMU KOHTPOMNS U CTPOrocTb UX MPUMEHEHUS 3aBUCHAT OT Knacca: Yem
BbiLLE KNacc puUcka, Tem bonee }ecTkme cpeacTBa KOHTPONS.

B AaHHOM CUeHapUun BONMpPOC pUCKa NOAHNMaEeTCH B IBYX OYHEHb PA3HbIX KOHTEKCTAX — B KOHTEKCTE I{.I'IaCCMd)HI{aLI,MM
U B KOHTEKCTE CPeactTB KOHTPOIIA CUNCTEM KaveCTBA.

Cuctema knaccudumkaumm ocHoBaHa Ha OCO3HAHHOM NOTEHUManbHOM PUCKe AN nauneHToB. OaHako ans meanLUnH-
CKMX NpubOpoOB onpeaeneHne Krnacca pucka He TpebyeT aHanmaa pucka kak TakoBoro. Knaccnduvkaums CcywecTBEHHO 3a-
BUCUT OT NPUMEHEHNN Npubopa, HanpuMmep SBNSAETCH MU OH MHBA3UBHbBIM, HEUHBA3UBHbLIM, aKTUBHbIM, KOHTAKTUPYET NN C
KOXEW UNu HEeT, NnepegaeT Nu 3Hepruto Teny u 1. 4. Knaccuurkaumsa OCHOBbIBAETCH HA NPEANONOXEHNN, YTO, C HEKOTOPbI-
MW UCKITIOYEHUAMMN, MHBA3MBHbIE MPUOOpLI NpeacTaBnsAoT DONbLWMKA NOTEHUMANbHBIM PUCK, YEM HEMHBAa3MBHbIE NMPUOOPHI.
[TporpammMHblie NpoayKThl Ana cdhepbl 3apaBoOOXpPaHEHUSI HE MOTYT DbITb OXapakTepn3oBaHbl TAKUMU TEPMUHAMMU, KAK «UH-
BA3UBHbIN» UITN KAKTUBHbIN», UTN YTO OHU KOHTAKTUPYIOT C KOXEW. Takum 0bpasom, cuctembl Knaccupumkaumm, NCrnonbaye-
Mbl€ ANs1 MEANUMHCKUX MPUOOPOB, HE MOTyT DbITb NPUMEHEHLI K NPOrpaMMHbIM NPOAYKTam Ansi cdhepbl 34paBoOOXpaHEHUS.

Hanpotus, 06bIYHbIM KOHTPONBHBIM MEPOMPUATUEM SIBNSIETCH TPEOOBAHUE HANMUYMA Y NPON3BOANTENS YOOBNETBO-
PSAIOWEN TEXHNYECKUM TPEeBOBAHMAM CUCTEMbBI KavecTBa. HacTblo gaHHoro TpeboBaHmnsa moxeT BbiTb TpeboBaHME ynpas-
NEHUA PUCKAMU U NPOBEAEHNS NMONTHOW U yIrNybrneHHOW OLEHKN PUCKOB NPU UCMONBb30BaHUM Npubopa, a TakKke CHUXEHUS
PUCKOB A0 NMPUEMITEMOIO YPOBHSI.

HacTosawmn ctTaHgapT KacaeTcsl PUCKOB TONBbKO B KOHTEKCTE CUCTEMbI Knaccndmkaumm NporpaMmmHbiX NPOayKTOB
nns cdepbl 3paBoOOXPaHEHNA U, ABNASICh TAKOBbIM, pacCcMaTpuUBaeT NoTeHUManbHbI PUCK ANA NAUMEHTOB MPU UCTONb30-
BaHUN MPOrpaMMHbIX MPOAYKTOB B 00LWEM cMbicne. B HacTosilwem cTaHgapTe He paccMaTPUBaOTCH KOHTPOIbHbIE MEPO-
npuAaTUSA No obecneveHnto 6e3oNacHOCTU NPOrPpaMMHbIX NPOAYKTOB Anst cdhepbl 3apaBooxXpaHeHnsi. OgHaKO B HEM YUUTbI-
BAETCH, YTO, ECNN KOHTPOIbHbIE MEPONPUATUS AOIKHbI ObITb BHEAPEHDLI, TO NPeABaAPUTENBHO crieayeTt Knaccnnumnpo-
BaTb MNporpaMMHble NPOAYKTbl ANSA cepbl 3gpaBooxpaHeHusi, 4Tobbl obecnevntb Ans 6e30nacHOCTU MNauUeHTOB
COOTBETCTBME CPEeACTB KOHTPONs pucky. CpeactBa KOHTPONS MOryT, pa3yMeeTcsl, BKIo4vatb TpeboBaHue K cucteme
yNpaBneHus KA4eCTBOM, a B €ro paMmkax — TpeboBaHne NnpuMeHeHusi Mpouecca NOMHOM OLEHKU PUCKOB AN NPOrpamMmmMHO-
ro NPOAYKTA U CHMXEHUST PUCKOB A0 NMpuemMnemoro ypoeHs. OgHako aHanu3 pUCKOB B AAHHOM KOHTEKCTE He SIBMAETCH
npeamMeToM HACTOALLEro ctaHagapTa.

MmeeT cmblicn nccnegoBaTtb, MOTYT M CUCTEMbI KIaccuukaumm, NpuMeHseMble B KOHTEKCTE MEeAULIMHCKNX NPUOO-
POB, NPUMEHSATBCSH K NPOrpaMMHbIM NPOAYKTam Ans cdepbl 3gpaBooxpaHenus. [1o npuumHam, ykaszaHHbIM B AAHHOM NPU-
NOXEHUN, MOXHO caenaTb BbIBOJ O TOM, 4TO MX NMPUMEHUTb Henb3s. OTcloaa BbITEKAeT akTyarnbHOCTb HACTOSLLENO
cTaHgapTa.

A.2 PykoBogctBo FDA no nporpaMmMHOMY obecnevyeHuio

B CLLUA YnpaeneHue no KOHTPONKO 3a npogykramu nutaHusa u nekapcteamm (FDA) paspaborano pykoBoacTsBo Mo
nporpaMmmMmHoOMy obecrneyeHunto, OXBaTbIBAEMOMY CPeACTBaAMU KOHTPOSA ANs MeANUMHCKNX NpnbopoB. OHO COAEPKNUT Ma-
Tepuanbl, UMeloLWne 3Ha4YeHne Ans HacTosALWeEro craHgapTa.

11
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B [20] npeacraBnena knaccndukaumsa Takoro nporpamMmHoro obecneveHms ncxoasi N3 YpoBHSA €ro 3Ha4MMoCcTu ans
He3onacHOCTU NaumeHToB unn onepatopoB. CyTb U 06bEM AOKYMEHTAUMKU, HEODXOAMMOW ANs NPEanpoOaaXKHOro npea-
CTaBNEHUSA, 3aTEM COMNOCTABMATCH C YPOBHEM 3HAYUMOCTU. YPOBEHb 3HAYUMOCTN ONpeaenaeTcs OUEHKOW CEPbe3HOCTU
TPaBMbl, KOTOPYIO NPUOOP MOXET HAHECTU UINN MPUYUHUTDL, HANPAMYIO NN KOCBEHHO, NALMEHTY UK ONEPaToOpPy B PEe3yb-
TaTte cboeB B paboTe npnbopa, KOHCTPYKTUBHBIX HEAOPADOTOK UMK NPOCTO NPU NPUMEHEHUN NPUHBOpPa HE NO HA3HAYEHUIO.
B AaHHOM pyKOBOACTBE onpeaerneHbl TpU cneayowmx ypPoBHA 3HAYUMOCTI:

- BBICOKMWN — eCnun COOU NN CKPbITbIe OWNBKN NPOEKTUPOBAHUSA MOTYT NPUBECTU HENOCPEACTBEHHO K NNETANbHOMY
NCX0AY UITN HAHECEHWUIO CEPBLE3HOIO Bpeaa ANns NaumeHTa unm onepartopa; ypoBeHb 3HAYMMOCTHU TaKKe onpeaenseTcs Kak
BbICOKUIN, €CNN COOWN UITN CKPbIThIE OWNBKN MOIyT KOCBEHHO NPUBECTU K NETanNbHOMY UCX0AY UMM HAHECEHNIO CEPLE3HOIO
Bpeaa ansi naumeHTa unm onepartopa BCrneacTBUe NCKaXKEHUA N 3aepXkn nHdbopmaumm nnbo AencTBun MeanuHCKOro
PADOTHUMKA;

- cpeaHnn — ecnmn cbon nnun CKpbITble OWNMDOKU NPOEKTUPOBAHUA MOTYT NMPUBECTU HEMOCPEACTBEHHO K HAHECEHUIO
HE3HAUYNTENBHOIO Bpeaa Ans naumeHTa unm onepartopa; ypoBeHb 3HAUYMMOCTM TaKXKe onpeaensieTcs Kak cpeaHnmn, ecnm
cOON MNK CKPbIThIE OLLNDOKM MOTYT KOCBEHHO NPUBECTU K HAHECEHUIO HE3HAYUTENBHOIO Bpeaa Ans naymeHTa unm oneparo-
pa BCNEACTBUE NCKAXEHUS MNW 3aaepXXkn nHdopmaumm nmdo AencTBUN MEANLMHCKOTO PpaboTHUKA;

- HU3KNN — ecnun cO0M nnun CKpbITbiE OLLMDOKM NPOEKTUPOBAHUSA HE MOIYT NPUBECTU K HAHECEHUIO KaKoro-nnbo Bpeaa
ANs naumeHTa unm oneparopa.

Cepbe3sHbii Bpeq onpeaerneH Kak TpaBMma Unv 3aboneBaHne, KOTOPOoe:

- YIPOXaEeT XN3HWU;

- MPUBOAUT K YCTOWUYMBOMY yXyalweHnto PyHKUMN OpraHnama Uim K yCTONYMBOMY MOBPEXOAEHUIO CTPYKTYPb!
opraHmn3ma,;

- TpebyeT MEegUUMHCKOrO UM XUPYPrnyeckoro BMeLwarenbcrea gns npeaoTBpalleHns YCTOMUMBOro yxXyaweHns
OYHKUMX OpraHnama nnm ycTonymBoro rnoBpeXxgeHus CTPYKTypbl OpraHnama.

TepMnH «yCTOMUYMBLING OMPEeAeneH Kak «HeobpaTumoe yxyaweHne nnu noBpexaeHne CTPYKTYpbl Unn pyHKUNN
opraHmama, 3a UCKIMIYEHNEM HE3HAYUTENBbHbIX YXYALWEHUN NN MNOBPEXAEHNNY .

He3HaunTenbHbIN Bpen onpeaerneH Kak Bped, KOToOpbI HE noanagaeT noj onpejerneHne cepbe3Horo Bpeaa.

Ocoboe 3HavYeHne MMEET PEKOMEHJALNS, B COOTBETCTBUM C KOTOPOWN YPOBEHDL 3HAYMMOCTUN OLUEHUBAETCS €40 CHU-
XXEHUS ONacHOCTUY», T. €. NpUbop, cogepxawmm nporpammHoe obecneveHne, 4OMKeH oueHuBaTbcsa 6e3 yyeTa NPUHATbIX
MEP MO CHMXEHUIO ONACHOCTU. B HacToAWeEM CTaHAapTE YCTAHOBNEHO aHanormvHoe tpeboBanmne (cm. 4.2 n 4.3).

PykooactBo LleHTpa no npubopam n pagnonorndeckon beszonacHoctn (CDRH) FDA no ncnonb3oBaHUo NPUCYT-
CTBYIOLLENO HA PbIHKE NPOrpamMmmHoro obecneveHns B MeauumHCKnx npubopax [21] coaepxut cneayowee nonoXxXeHne:

«[TOCKONBbKY OLEHUTB PUCKU ANS ONACHOCTEWN, CBA3AHHbLIX C NPOrpaMmmMHbIM 0becnevyeHnem, Ha OCHOBAHUKM YacTOThl
cboeB nporpammHoro obecneveHust goctarouno TpyaHo, CDRH npuwen K BbIBOAY, HYTO ynpaBlieHNE TEXHUYECKMMU PUCKA-
MU A8 NPOorpamMmmHoro obecneveHns MeauuUHCKMX NPpMBopoB A0MKHO (POKYCUPOBATBLCS HA CEPLE3HOCTU Bpeaa, KOTOPbIW
MOXeT BbITb HAHECEH B pe3ynbTaTte cbosi nporpammHoro obecneveHmnsa. AHann3 onacHOCTEN onpeaensieTcsl Kak MAEHTU-
dPuKaumns ornacHOCTEU M Bbi3biBalWMX X NPUYUH [22]. OCHOBLIBaAsiCb Ha onpeaeneHnsx aHanuaa puckos m3a [11] u [23],
MOXHO CKasaTb, YTO aHarnmn3 ornacHoOCTEN, No CYyTU, ABIMAETCH NOAMHOXECTBOM aHanm3a pUCcKoB; NOCKOSIbKY aHanm3 pUCcKoB
a5 NPOrpaMmmMmHoro obecnevyeHust He MOXeT OCHOBbLIBATLCH HA BEPOATHOCTU MHUMAEHTA, TO peanbHast PyHKUMA aHanuaa
PUCKOB ANS NporpammHoro obecneveHmnss MOXeT bbiTb cBegeHa K DyHKUMKM aHanmn3a onacHocTten. C TEXHMYECKON TOYKW
3PEHNA UCTMONb30BaHME Moboro N3 TEPMMUHOB — «aHarnm3 PUCKOB» UIMN «aHanm3 ONacHOCTEW» SABNSIETCH YMECTHbIM.
OpaHako CDRH npuHsan pewenne npuMeHsTe TEPMUH «aHANU3 ONacHOCTEN», YTOObI NOAYEPKHYTL NOMOXEHNE, YTO pacyeT
pPUCKa Ha OCHOBaHWUM 4YacTOTbl COOEB NPOrpaMmMHOro obecneyeHns, Kak NpaBuo, HENPaBOMEPEH, N MO3TOMY bonee ymec-
THO YNPaBnsATb PUCKAMU CO CTOPOHBI NPOrPaMMHOro obecnevyeHmns Ha OCHOBaHUN CEPLE3HOCTU BPeaa, a HE HA OCHOBaHWUK
4acToTbl CHOEB NPOrPaMmMHOro obecneyeHus ».

B gaHHoM pykoBoAcTBe [21] TakKe npeanoXxeHa Knaccnpukauns, OCHOBaHHaA Ha « YPOBHE 3HAYMMOCTUY, MO CYLLEC-
TBY, C aHanorn4YHbIMn onpegeneHnsamu.

Heobxoammo OTMETUTB, YTO B PYKOBOACTBE MO NPporpamMmmMmHoOMy obecneveHuto Ans MeanumMHCKUX Lienemn YeTKo 3asiB-
NEHO, YTO PYKOBOACTBO NO «YPOBHIO 3HAYUMOCTU» MPUMEHMMO TONMBbKO K Npegnpoaa)HbiM OUEeHKaM U «HEe OTHOCUTCH K
knaccudpmkaumm npmndopoe. (no knaccam |, Il unn lll) nnn HenocpeacTBEHHO K aHANM3y ONACHOCTEN UM PUCKOB». T€M HE
MEHEE BO3HUKAET BOMNPOC O TOM, MOXET NN AaHHas knaccndukaums bbiTb NPUMEHNMA K NMPOrpaMmMHbIM NPOAYKTaAM AnNs
cpepbl 30paBooOXpaHeHus], T. €. ICNONb30BaHAa B HACTOSLWEM CTaHdapTe.

[TogobHo pykoBogcTey FDA [20], HacTosWmMY CTaHAAPT NPU3HAET, YTO Npobrnemon ans nporpamMmmHoro obecneveHms
ABMIAETCH CUCTEMATUYECKas OWMDKA N YTO PUCK HE MOXET onpeaensTbCs HA OCHOBE YacToThl cO0EeB NporpamMmMHOro obec-
nedveHus. [10 cywecTBy, €Cnmn OWMBKa 3anoXeHa B NporpamMmmy, TO oHa 0653aTenbHO NPOSBUTCSH, TO €CTb BEPOSATHOCTL COOS
nporpammbl coctaenseT 100 %. Takmum obpasom, Ans NporpaMmmMmHoOro obecnevyeHns aHanma pUCKoB CBOAUTCS K aHanuay
OMNacHoOCTEWN, T. €. K NAEHTUMUKALMN CYTU U CEPLE3HOCTU MOTEHUMANBbHOIO Bpeaa npu nNposBleHNn CUCTEMATUYECKON
ownbkn. HacToswmm ctaHgapT KnaccnnunpyeT CyTb U CEPbE3HOCTL NOTEHUMANBHOIO Bpeaa rno nATh Kateropusim nocre-
OCTBUN (B OTNNYME OT TPEX KaTEropumn, yctaHoBneHHbIX FDA) B uensix bonee getanbHOro pasrpaHnyeHusl, KOTopoe He 3a-
TparmBaeT onepartopoB. Kpome Toro, B HacTosIWEM cTaHgapte AaHo bonee nonHoe onpeaeneHve nocrneacrBum,
Hanpumep NPOBOANTCA pasnnyme Mmexay Bpeaom ans ogHoro nauymeHta v Bpeaom Arns MHOroYMCneHHbIX nayneHToB, 0COo-

12



F'OCT P UCO/TC 25238—2009

60 BblAeNeHO HAHEeCEeHUe NCUXonorm4eckon Tpaemsbl. [locnegHee 06CTOATENBLCTBO, HANPUMEP, MOXET OblTb 4OCTATOHYHO
CYLWECTBEHHLIM MPU HENpaBunbHON paboTe cuctembl obecnedveHnss BeszonacHocTU Ba3sbl AaHHBIX MO UCCNEAOBaAHUAM
BNY-mHOMUMPOBaAHHBIX NAUMEHTOB C UX NAEeHTUPUKaunen. Tem He MeHee, TEPMUHbI, UCMONb3yeMble B HACTOSALWLEM CTaH-
OapTe, aHanorm4Hbl TEM, KOTOPbIE ncnone3oBaHbl B pykosoactee FDA [20].

OpaHako B pykosoactee FDA He paccMoTpeH BONpoc 0 ToM, byaeT nu Bpea AEUCTBUTEINBHO HAHECEH B 4OCTATOYHO
npeackasyemMbiX 06CTOATENBCTBAX, €CNU NPON3ONAET HEDNAroNnPUATHOE COBLITUE, KOTOPOE NMNOTEHUNANBHO MOXET HAHEC-
TV AaHHbIW Bped. Hanpumep, B crniyvyae HenpaBunbHOW paboTbl CUCTEMBI MPOrPaMMHOro obecrneveHust, npegHasHa4vYeHHON
O OTNPaBKU NaumeHTam HanoMMHaHUK O MNOCELLEHUSX Bpayva, HAa3HAYEeHHbIX UM B MONMUKNUHUKE, MOXHO CKa3aTb, YTO
Bped NnauneHTy MOXeT ObiTb HAHECEH B Pe3yrnbTaTe NPonyLweHHOro noceweHus Bpada. Tem He MeHee, BEPOSATHOCTb pea-
NnM3auum Takoro Bpeaa Ha npakTuke MMeeT oTAareHHy o NPUYNHHYIO CBSA3b, MOCKOSBbKY NaUUEHT, 3HaKWMN 0 HA3HAYEHHOM
noceuweHun, nNpeanpumeT Heobxoammoe AencTBME, KOraga nonMmeT, YTo noceweHne spada bbino nponyweHo unm npony-
LLIEHHOE noceLweHne dyaeTt 3amMeyeHO B NONUKITMHUKE 1 ByaeT NpeanpuHATO AENCTBUE NO HA3HAYEHUIO CNEAYIOLETNO MOCce-
LeHus Bpayva. C apyron CTOPOHbI, €CINKX HENpaBunbHas paboTta CMCTEMbI BbI3OBOB M NMOBTOPHbLIX BbI3OBOB MNPUBEAET K TOMY,
YTO NAUMEHT HE NMONYYNUT YBEAOMITEHME O HEBNAronpPUATHLIX pedynbTartax aHanmaa, 7O NAaUNEHTY HE TOJTIbKO MOXET ObITb
HaHECEH Bpeh, HO N BEPOSATHOCTb pearnbHO HAHECEHHOTO BpeAa MOXET ObITb BbICOKOW, TO €CTb NAUUEHT He ByaeT 3HaThb O
HeobBXO0AMMOCTM NOBTOPHOIO aHanu3a, a CMCTemMma He pacno3HaeT, vYToO nauueHT He Obin Bbi3BaH. LlenecoobpasHo pasnu-
YyaTb NOAODHBLIE Cry4an nNpu onpeaeneHmnmn Krnacca pucka.

Takum 0bpasom, HACTOSAWMN CTAaHAAPT YCTAaHABMMBAET BO3MOXHOCTb peanbHOro HaHeCeHnst Bpeaa B Npeacka-
3yeMblX 0BCTOSATENBCTBAX, €CNU NPOU30LWNo HebnaronpusaTHoe cobbiTne, KOTOPOE NOTEHUMANnbHO MOINO HAHECTU
OaHHbIN Bpea.

Ba)XHO NOHMMAaTBL, YTO XOTH MaTpuua 5 x 5, onpegensiowas NaTe KnaccoB pucka (cm. 4.4 v Tabnuuy 4), n BeIrMsignT,
KaK KInaccu4eckas matpuua pUcKkoB, KOTOpas MOXeET BbiTb NONYyYEHA, HANPUMEP, B pe3ynbTaTe aHanmaa pucKoB Ans Meau-
LIMHCKOro npnbdopa B CUCTEME YNPaBIEHNs KavecTBOM (Hanpumep, kak B [11]), ee ocb «npasgonogobune» nmeet dyHaa-
MeHTanbHoe oTnmune. Ocb «npaBgonogobue» B HACTOSWEM CTaHOapTe He onpeaensieT KA4eCTBEHHYIO BEPOSITHOCTb
BO3HUKHOBEHUSA HEDNAronpusITHOro cobbITUSA B NPOrpaMmmMHOM NpoaykTe anst cdepbl 3gpaBooxpaHeHus. OHa onpegenser
npasgonogobue Toro, 4To NOCNeaAcTBUS AaHHOIo HEBNAronNPUATHOro cobbITUA ByayT AENCTBUTENBHO UMETH MECTO, €CIN
OaHHoe HebnaronpuaTHoe cobbiTne nponsowno. OueHka gaHHoro dpakropa ocobeHHO BaXXHa Mpu BO3MOXKHbIX MOCNEAY -
LLMX MepecMoTpax HaACTOSALWEro craHgapTa.
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[MpynoxeHve B
(cnpaBo4HoOe)

[TfpuMepbl onpegeneHUa KnaccoB pUCKa

B.1 BBeaeHwe

[1aHHOE NpuNoXeHne TONbKO UNMIOCTPUPYET NPOLIECC onpeaeneHns KNnacCoB pucka Ansi pasHbiX NPOrpamMmmMHbIX NPo-
OYKTOB Ans cdhepbl 3apaBooxpaHeHns. B HeM cogepkaTtcs nub NPUMepPbl, NO3TOMY ero He crneayeT UCnonb3oBaTh B Ka-
yecTBe De3yCnoOBHOro PyKOBOACTBA MO ONpeaeneHnio KIacCoB pUcka Anst Taknx npoayKToB.

B.2 BbonbHM4YHaA cucTema 3MeKTPOHHLIX NpeanvMcaHvm ¢ NoaaepPXKKov NPUHATUA PeLUeHWN

[1pn onpegeneHnn Knacca pucka ans 60NbHUYHbBIX CUCTEM 3MEKTPOHHbIX NMPeanMcaHumn ¢ NoAAEPKKOW NPUHATUS pe-
LLIEHWIN B NEPBYIO OveEPEeb CrieayeT pacCMOTPETb, KAKMe NocneacTBUs MOryT NPOn3onUTH B criyvae cbos Nnn HenpaBuibHOW
PaboTbl CUCTEMBI UNN KaKNE MPUYNHBI MOTYT NPUBECTU K HEMPEAYCMOTPEHHOMY CODbLITUIO.

HenpeaycMoTpeHHbIM CODbITUEM MOXET BbITb HA3HAYEHUE NEKAPCTBA HE TOMY YENOBEKY, HE TOro NEKapcTBa, He
TOW OO3NPOBKU, a TAKXKe, €ClN YKa3aHbl HEBEPHbIE NEPUONYHOCTb, CNOCcob, BpEMS Npuema nnm npuMeHeHus, He npea-
YCMOTPEHbI B3aNMOOENCTBUE NEKAPCTB, anfeprmyeckas peakumsa Ha NekapcTeo.

[TpyBEeaeHHbIE HENPEAYCMOTPEHHbIE CODBITUS MOIMKN ObIThb BbI3BaHb! OLLMOKON B pa3MeLLEHNN OECATUYHON 3ansTON
B BbINMMCAHHOW A03€ NeKapcTBa UNm Ha3Ha4vYeHNEM NekapcTBa, BUA UIN KONMMYECTBO KOTOPOIro HE rognTCH ANs KOHKPETHOIo
TMNa nauneHTa, Hanpumep ansa pebeHka. XoTs MHOMMe U3 Takux cobbITUN MOTyT BbITh Pe3yNbTaToOM HEMPAaBUNBHOW PpaboTh!
CUCTEMBbI, HO Bonee BEPOATHO, YTO OHM NPOM3ONAYT N3-3a HEMpPpeagHaMepeHHOro BBoOAAa Norb3oBaTenemMm HEBEPHOW NHPOP-
MaLMM NO HE3HAHUIO TN NPU NOTEPE KOHUEHTPaUMUK BHUMaHuS. [1oaobHble HebnaronpustHole coObbITHUS, OAHAKO, HE MOTYT
ObITb NPOCTO CNUCaHbI HA OLIMDOKW NONb30BAaTENS, MOCKONbKY NPOEKTHLIE PELlEHNSs NOA0DHbBIX CUCTEM AOMKHbI NpeaycMmar-
PUBaThb Bblga4y COOTBETCTBYOLMX NPEAYNPEXAEHUN NPU AaHHbIX 06CTOATENBCTBAX. BO3MOXHOCTbL BblAaun NOA0OHbIX MO-
TEHUMaNbHO ONACHbLIX NPeAnMcaHuini MOXeT, Takum obpa3om, ObiTb Bbl3BaHa Kak OWLMOKOW MNU HeaaekBaTHOW peakumnen
CUCTEMbI NMOAAEPXKKN NPUHATUA PELLEHNN, TAK N MPOCTO OLLMDOKON NOMb30BaTens.

PaspaboTumky Hegonyctmumo npeHebperarb BO3MOXHOCTBIO BO3HUKHOBEHUA HEDBNAronpusAaTHbIX COBLITUIN, ONMPasiCb
Ha ybexaeHue, YTo ero NPOAyKT Tak XOpoLWo pa3paboTaH, YTo NnogobHbIe CODLITUSA HE MOTYT NPOU30ONTU. B HegaBHEM UC-
cnepoBaHuu [19] ncnonb3oBanmucbh 18 NnoTeHUManbHO ONACHbIX CUEHAPUEB ANA TECTUPOBAHUSA YETbIPEX XOPOLWO 0H60CHO-
BaHHbIX CUCTEM AN Bpadven obuwen Npaktukm, npumeHsiemMblx 75 % Bpaven obwen npaktmku B Benukobputanmm. Cncrtemso
Obinn paspaboTadsb! ANs Bblgaqvm npeaynpexgeHnin o B3aammogenctemm nekapcets. OgHako HM o0gHa U3 NPorpamMm He Bblaa-
na npegynpexaeHus ansa scex 18 cueHapues: nydwas U3 HUX Bblgana cemMb npeagynpexaeHmy, a xygwas — Jerbipe. B
cly4vae HazHavYeHns NeKapCcTB CO CXOQ4HbIMU HA3BAHUSAMM HN O4HAa N3 CUCTEM HE Bblaarna npeaynpexaeHns ans Bcex gecs-
TW TECTOBbLIX Nap NnekapcTs. [1pon3soauTenn BCeX CUCTEM, BO3MOXHO, ObINM YBEPEHbLI B TOM, UTO B X CUCTEMAX YUTEHLI
BCE OMnacHble 0O6CTOATENbCTBA, HO OKa3anochb, YTO 3TO HE Tak.

Crneayiowmm lwarom sIBMseTcs onpeaeneHne npasgonogodus nocneactTsum HebnaronpuaTHbiX cobbiTvn. B gaHHOM
NpuMepe Nerko NpeacTaBuTb 06CTOATENBCTBA, NPU KOTOPLIX, B CNy4Yae BblAaun OWMDBOYHOro Ha3Ha4vYeHus, NocneacTBus
byayT nmeTtb opMy NETanbHOroO NCXoga unn HeaeecnoCobHOCTU B TEYEHME ANUTENBHOIO BpemeHwu. [laHHble nocnesa-
CTBUS OTHOCSTCSH K KATEMOPUN «CEPLEIHbIX.

Cnegyiowmm Warom sBnseTcs oueHKa npasgonogodms BO3HMKHOBEHUSA NOCeACTBUN B POpME neTanbHOro UCXo-
a nnn HeaeecnocobHOCTU B «40CTATOMHO npeacKkasyemblx obcrtoaTenbcTBaxy. [10400HbIE «40CTATOYHO NpeacKasye-
Mble OBCTOATENLCTBA» MOAPA3YMEBAIOT PACCMOTPEHME LUENOYKM COObITUM, BKIIOYAOLWEN nepegady noTeHumanbHO
ONacHoOro npeanucaHns OT 4eXYPHOro Bpada K goapmMmaueBTy, 3aTeéM K OTBETCTBEHHOMY 3a OTMNYCK INEKapCTB U, HAKOHEeL,
NpuemM nekapcTea NauneHToM, Noce 4Yero BO3HMKAET peanbHoe nocnegcrteme. [1oatomy oueHka npaBgonogodms BO3s-
HUKHOBEHUS NeTanbHOro ncxoaa Unu HeaeecnocobHOCTU BKIMIOYAET Pa3yMHYIO OLEHKY TOro, byaet nu owmnbka B npea-
NMMCaHUN 3aMeYeHa U CKOPPEKTUpPOBaHa Ha Kakou-nnbo n3 ctagum paccMOTPEHHOWN LIENOYKU CODBbITUW, a TakxXe TOoro,
MOXHO I, Aa)<e B Clyvae npuema naymeHToM BbIMMCAHHOIO NEKaApPCTBa, n3bexartb netanbHOro ncxoga unu Heageecno-
cobHocTU. He gonyckaeTtcst npegnonaraTtbe HAaNM4Yne Hamny4wux nnm COBEPLLUEHHbLIX YCNOBUN rae-nnbo B AaHHOW LLENOY-
ke cobbiTmn. Hanpumep, Henb3s npeanonaratb, YTO0 BCE YYACTHUMKM LUENOYKM COObITUW ABNAKTCA ONbITHLIMW
BblICOKOKBanNupmnunposaHHeiMmn Bpadamu. C apyron CToOpoHsbl, npasaonogobune T1oro, 4To B LEeNo4vke dbyayT 3agencTBOBa-
Hbl TONMbKO NONHOCTBIO HEKOMMNETEHTHbIE NULa, MoXeT ObiTb HEpeanbHbIM NpeanonoXeHnem. OgHako UMeHHO TpeboBa-
HMUE TOro, 4To aKTop, KOTOPbIM MpuU onpegeneHnn BO3MOXHOCTU MOXEeT OblTb MNPUHAT NpPUEeMIIEMbIM, OOIMKEH
COIrNacoBbLIBATLCH C CEPLE3HOCTBLIO PacCMaTPUBAEMOro NOCNeACTBUSA, ONPEaENnsAeT, YTO KpUTEPUN DyaeT TEM CTPOXKE,
YyeM cepbe3Hee nocneacrteme. B gaHHOM npumepe BO3MOXKHOE NOCNeacTBne ABNSAETCH UCKITIOUYNTENBHO CEPbLE3HbLIM.

13 onbiTa N3BECTHO, YTO MPU BbiAa4e noTeHUumanbHO ONacHoOro npeannucaHnus OHO MOXET NPUBECTU U NPUBOAUT K
NPUEMY BbINUCAHHOIO, PE3YINbTATOM YEro SBMAETCSH NeTanbHbIM UCX04 UM HEAEECNOCODHOCTL. [1PpNCBOEHHAS KaTeropus
npasgonoaobus, Takmum obpasom, onpeaensaeTcH Kak « 0O4eHb BbICOKOE» UM «BbICOKOE» . B COOTBETCTBUM C MaTPULLEN PUC-
KOB KOMOMHaUMSA «CEPbE3HON» KaTEropum nocrneacrBUs U «04eHb BbICOKOW» KaTeropum npasgonogobus onpeaenseT npu-
HaANEXHOCTb CUCTEMbI IMEKTPOHHLIX NMPeANUCaHN ¢ NOAAEPKKON MPUHATUA peweHnn K knaccy A. OgHako KomBrHaums
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«CEePbe3HOW» KaTeropmmn NOcneacTBUM U «BbICOKOW» KaTeropum npasgonogobus onpegensiet NPUHaaNeXxXHOCTb K Knac-
cy B. PeweHne 06 onpegeneHnn NpuHagneXXHOCTU K KNnaccy NPUHUMAaETCs B COOTBETCTBMU C TPEOBOBAHUEM, YTO, «ECNN
NMEETCH COMHEHME, K KOTOPOU U3 ABYX KAaTEropumn cnegyeT OTHECTU NpaBaonoaobmne nocneacTBms, OHO AOIKHO BbITb OT-
HECEHO K KaTeropmmn, COOTBETCTBYIOWEN Donee BbICOKOMY npasgonogobuto». CrnegoBarenbHo, gaHHas CUcTema AorKHa
bbITb OTHECEHA K Knaccy A.

[TpoBeaeHUs ganbHENLWEro aHanusa (utepaunn) He TpebyeTcs, NOCKONbKY aHanma HeobXoanmo NPOBOANTL «TOJb-
KO A0 TeX Nnop, Noka B Xxoae ntepauun He byaet obecneveHa yBEPEHHOCTb, UTO NPOAYKTY NPUCBOEH HANBLICLLNN U3 BbISIB-
NEHHbIX KINAcCOB PUCKa», a Knacca pUcKa «BbllLe», YeM Krnacc A, He CyLLLeCTBYeET.

[TpncBoeHne Knacca A cnctemMmam sNeKTPOHHbIX NpeanucaHnmy ¢ noaaepXXKou NpUHATHUS peLlleHmnmn onpasgaHHo, no-
CKOINbKY NErko rnoHsATb, YTO B Cry4vae Nnoxon npopaboTkm NnogobHbIX CUCTEM OHU MOTYT HAHECTU CEPbE3HbIN Bped NauneH-
Tam. Jliobble pykoBOACTBA, CTaHAAPTbl WM HOPMATUBHbLIE [OOKYMEHTbl, OTHOCSALWMECH K CPeACTBaM KOHTPOMS,
NPUMEHSAEMBIE NPU MPOEKTUPOBAHUN N NPON3BOACTBE NPOrPaMMHbIX MPOAYKTOB AN cdhepbl 34paBOOXPaHEHNS, AOJTKHbI
ObITb Hanbonee CTPOrMMKM B OTHOLLEHUN NPOrPamMMHbIX MPOAYKTOB AAHHOIO TUna (OTHOCSALWMXCS K Knaccy A) ns-3a ux no-
TEHUMANbHOW BO3MOXHOCTU HAHECTU CEPbE3HLIN Bpel, €CNU HaA HUX He byaeT obpauweHo 0coboe BHUMaHME.

B.3 CucTtema oTcnexmBaHusa UCTOPUM DONE3HM NO WITPUX-KOAY

B gaHHOM npumMmepe paccMoTpeHa cucTemMa, NPon3Boasias HaKNnenky co WTPUX-KOA4OM, KOTOPbIN O4HO3HAYHO NAOEH-
TMdMuUMpyeT nanky ¢ nctopmen BonesHn nauneHTa, ¢ Tem 4YTobbl Npu nepegade NcTopum BONE3HN Mexay OTAENEHNAMN
DONMbHULULI €6 MOXHO ObINO OTCNEXMBATb HA BXOAE W BbIXOAE U3 OTAENEHUs MOCpeacTBOM YCTPOMUCTBA CYUTbIBAHUS
LWITPUX-KoAa, YTobbl MAEHTUDULUNMPOBATL €€ TEKYLLEE MECTOMNONOXEHNE.

B nepByto ovepegb crnegayert paccMOTPETb, KakKne NocneacTBUs MOryT UMeTb MECTO B Criy4ae, ecrnn cuctema byaer
HenpaBsunbHO padboTaTb UNKU BbI3OBET HENMpeaBuaeHHoe cobbiTue.

OaHMM 13 cny4vaeB HENPaBUITbHOW paboTbl CUCTEMbI MOXET BbITb HEBO3MOXHOCTb MPOCIEXNBATh HEKOTOPOE MHO-
XKECTBO UCTOPUN DOME3HN, YTO NPUBEAET K HEBO3MOXHOCTU ONpeaerneHust X MeCTOMONOXEHUA U HEAOCTYNHOCTU ANSA Bpa-
4ya, Korga oHm noHapgobsTcs. [locneactBme gaHHOro obctoaTenbCcTBa OyaeT 3aBUCETb OT KIMMHUYECKOW CUTyauuw,
NMEIOLLEN MECTO B TOT MOMEHT, Korga nctopmsi bonesHn He moxeTt BbiTb HangeHa.

[laxe ¢ y4eToM TOro, 4YTO Bpad cpegHen KBannukaumm MOXeT NPOsBNUTbL OCTOPOXHOCTb U HE NpeanpumMmeT 4eNCTBUN
00 NONyYeHnsa 4ocTaTtouHOU MHopMaUuK, NOATBEPXKAEHHON KAKMM-NnHo obpa3om, nocneacTBUs CEPbE3HON UMK 3HAYUN-
TENBbHOW KaTeropum BCe PaBHO MOryT UMETb MECTO, HO NpaBaonoaobmne nx BO3HUKHOBEHUSA ByaeT «O4EHb HU3KUM». DTO
yKasbliBaeT Ha knacc C.

KOMy-TO Takoe pelleHne MOXET NoKasaTbCs U3NMULLHE CTPOrMM, MOCKOMNbKY HA NPakTuke nogobHble nocneacTrBus
cKopee BbyayT OTHOCUTBLCSH K KATEMOPUN CYLLLECTBEHHBIX UNN HE3HAYUTENbHbIX NOCNEACTBUA CO CPEAHUM UM HU3KUM MNPAaB-
aonogoduem. 310 bbl ykazano Ha knacc D vnu E.

[ToTpebyeTca ganbHENWNW aHanua, BKOYas, BO3MOXHO, uccrnegoBaHmne onybnmkoBaHHbIX UCTOYHUKOB, YTOObL!
OKOHYaTenbHO onpeaenutbcs ¢ knaccom (C, D nnun E), uto npeacraenseTcs BrnonHe 06ocHOBaHHbIM. J1l0bble pykoBOA-
CTBa, CTaH4apPTbl UM HOPMATUBHbIE OKYMEHTbI, OTHOCALLMNECH K CPeACcTBaM KOHTPONSA, MPUMEHAEMbIM NPU NPOEKTUPOBA-
HUM U NPON3BOACTBE NPOrpamMmmMHbIX NPOAYKTOB AN cdpepbl 3apaBooxpaHeHns, oTHocsAwmxea K knaccam C, D vnm E, Bpsag
v dyayT NpeabsBnsATb K HUM TaKUE Xe Cepbe3Hble TPEDBOBAHUS, KaK K CUCTEME INEKTPOHHbLIX NMPEANUCaHnn ¢ NoaaepxXKon
NPUHATUS peLlleHnn (OTHOCALWLENCH K Knaccy A).

B.4 UccnepoBaTenbCcKasa cuctema gnsa donesHen, nepeaaBaemMbiX NOSIOBbLIM NyTeM

B paHHOM npumepe npeactaBneHa cuctema cobcTBEHHOW pa3paboTku, npegHasHaveHHasa ans XpaHeHUs U aHanm-
3a AaHHbIX No 3aboneBaHnsaM, nepegaBaembiM NONOBLIM NyTEM. B cUCTeMe XpaHATCH NUYHbIE AAHHbIE NALUWEHTOB.

B nepByto ovepeab crneayeT pacCMOTPETb, YTO MOXET NMPON30OUTU B cliydae cbosi unu HenpaBuiibHOU paboThbl
CUCTEMBI.

HaHHas cucrema He Ucrnonb3yeTcs Ans HENOCPEeACTBEHHOIO NeYeHnst NauyneHToB, U MOTOMY ANS HEE HE pacCcMaTpu-
BalOTCH COObITUS, BbI3biBAOLLME TaKNe NOCNEACTBUSA, KAK CMEPTb, CEPbE3HbIE UINMN HE3HAYUTENbHbIE TPpaBMbl. OQHAKO Npo-
bnembl C AOMMKHOW 3awmMTon KOHMAeHUManbHbIX AAHHLIX O MNAUMEHTE MOIYyT UMETb MECTO, Hanpumep, Mpw
HEQOCTATOYHOM UK OTCYTCTBYIOLWEM KOHTPONE gocTyna nMbo HeagoCTaTouHO CTPOrMX TpeboBaHmnsaX K naponto. Taknm ob-
pa3oM, OTOXAECTBNEHUE NaumeHTa ¢ bonesHblo, NnepegaBaeMon nonoBbiM Nytem, Hanpumep BAY, moxeT BbiTh OcyLLe-
CTBNEHO HEeaBTOPU3OBaHHBLIM NUUOM UNKU nuuamu. K3-3a NCMxXonorndyeckon TpaBMbl, HAHECEHHOW B CBS3U C 3TUM
naumneHTy, AaHHOE nocneacTeme byaeT OTHOCUTBCS K KATETOPUKN «CYLLLECTBEHHbIX.

Cneaylowmm Wwarom sBnsaeTcs paccMoTpeHue npasgonoaobus peanbHoO BO3HUKAKCLWKMX nocneacTemn. [lecnxonoru-
4yeckasi TpaBma y nayneHTa He BO3HUKHET, €CNy NauNeHT He Y3HAEeT O TOM, YTO KOH(PMAEHUManbHOCTb MHGPOPMaLUnN O HEM
Obina HapyweHa. 3TO 3aBUCUT OT OBCTOATENBCTB HECAHKLMOHNPOBAHHOIO AocTyna. Ecnm HECAHKUMOHUPOBAHHBIN AOCTYIN
ObIN OCYLWECTBNEH BPAYOM, KOTOPbIN HENPEAHAMEPEHHO NPOCMOTPEN KOHPMAEHUMANBHYIO MHOOPMAUUIO, TO TAKOW Bpad
Bpsia Nn ByaeT nepegaBaTbh KOMy-NnMbo gaHHyo MHGOPMAaLUNIO B CUNY CBOro Aonra coXpaHaTtb BpadvebHyto TanHy. OgHako
CINy4anHbI NN HECAHKUMOHWUPOBAHHbBIN AOCTYN K MHOpMaLUmMn CO CTOPOHbI NUua, He CBA3AaHHOIo BpavebHbiMn 0653a-
TENBbCTBAMMU, MOXET NPUBECTU K DE3AYMHOMY UMW YMbILWUNEHHOMY pasrnawweHnto nHpopmaummn, ocCobeHHO eCcnn JaHHbIN
NnauneHT M3BECTEH B MECTHOM coobuiecTBe. TeM HE MeEHee 40 MOMEHTA, KOrga nauneHT y3HaeT 0 4aHHOM MHUMAOEHTE,
nponaeT ANMHHAas Lenodka cobbliTK, NO3TOMY NpaBaonogobune moxXet 6biTb OLEHEHO OT CPEAHEro 40 HU3Koro. B niobom
cryyae gaHHasi cuctema oTHOCUTCA K Knaccey D.
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JononHntenbHoe paccMOTPEHUE CrieyeT NPOU3BECTU, ECNU B CUCTEME BEAETCH XypHan pernctpaunm cobbitumn, B
KOTOPOM Bbin 0TMeYeH PakT HECAHKUMOHUPOBAHHOIO gocTtyna. «Bnageneu» cuctemsl B Nog0bHbIX 06CTOATENBCTBAX MO-
XeT ObITb 06513aH yBeAOMUTb NAUMEHTA O TOM, YTO yTe4Ka MHopMaumm nmena MecTto. 3T0 03HAYaeT, YTo npapaonogobme
NOCNeACTBUS CTAHOBUTCH «OYEHb BbICOKMM». OAHAKO 34paBO NPeAnonoXuTb, YTO NCUXONOITMYECKasa TPaBmMa, HaHOCUMaS
NALUNEHTY, MOXET BbITb YMEHbLUEHA, €CINU €ro MHAOPMUPYET U KOHCYNBbTUPYET ONbITHBLIN Bpad. [lcnxonormyeckas TpaBma,
Takum 0bpasom, MOXET ObiTb OLEHEHA KaK «HE3HAYMTENbHAsA» BMECTO «CYLWECTBEHHasA». B pe3ynbrare cuctema MoxeT
ObbITb OTHECEHA K Knaccy C.

B coOTBETCTBMU C NPUBEAEHHBIMU apPryMEeHTaMM CUCTEMA MOXET BbITb OTHeceHa K knaccy C nnm D. Ecnn nmetotcs
CYLWECTBEHHbIE COMHEHUSA, K KAKOMY Kaccy OTHECTU CUCTEMY, TO CUCTEMA AO0IMKHA ObiTb OTHECEHA K DOnee BbICOKOMY
Krnaccy, T. e. K knaccy C.

[TpumevyaHune—BoTHOWEHNN NccneaoBaTENBbCKON CUCTEMbBI, CoAepXallen MeHee AeNNKaTHble AaHHble O
300pPOBbE, HAUXYALWNM NOCNEACTBUEM, KOTOPOro MOXHO OXUAAaTb, SABNAETCA HE3HAYUNTENBHOE NCUXONOTMYECKOE pac-
CTPOUCTBO (eCnu TakoBoe Boobuwe byaetT UMeTb MECTO) C HU3KUM UMK OMEHb HU3KUM npasagonogodumnem, T. €. Takas
cucTema OTHOCUTCA K Knaccy E.

HeyanBuTENbHO, YTO CUCTEMA, XPaHsiLLas NepcoHarnbHble JaHHbIE O 340POBbLE BECbMA AENTMKATHOrO Xapakrepa, Ha-
npuMep AaHHble 0 BonesHsix, nepegaBaemMbiX MOfIOBbIM NyTEM, AOMKHA ObiTb OTHECEHA K OTHOCUTENBHO «BbICOKOMY»
knaccy. Cnegyert oxugaTtb, 4TO Nobble pyKOBOACTBA, CTaHAAPTbl U HOPMATUBHbLIE AOKYMEHTBLI NO CpeAcTBaM KOHTPOIS,
NPUMEHSIEMbIM NPY paspaboTke n NPON3BOACTBE NPOrpaMMHbIX NPOAYKTOB A4nsi cdhepbl 34paBooXpaHeHns 4aHHOro Knacca
(knacca C), byayT 40CTaTOYHO CTPOrMMU, CHOKYCUPOBAHHLIMU (KaK B PACCMOTPEHHOM NPUMEpPE) Ha 3alUnTe AaHHbIX, be3s-
ONacHOCTU W KOHTPONe AgocTyna.

B.5 OucneTt4yepckasa cucrema Criyxobl CKOPOU nNomMmoLum

Cdhepa okaszaHuns HEOTNOXHOW MOMOLLUN HENIDEXKHO pelaeT Npobnemy «Xn3Hu n CMepTU», OOHAKO B peanbHOCTH
cUTyauusa MOXET CKnaabiBaTtbCsl nHa4ve. B ToO Bpemsa Kak paspaboTka nepegoBbiX peweHnn ans gQucneTyepckon crnyxoobl
CKopom nomowm (Hanpumep, JIoHaoHckas cny»ba ckopoun nomowm cepeanHsl 1990-x rogos [24]) n B camom gerne pewaer
OAaHHY0 Npobnemy, cuctemol bonee paHHEro NOKONeHUs (KOTopble, HaNPUMepP, He NO3BONAOT HANPaBNATb bpuUragbl B 3a-
BUCUMOCTM OT MX cneumanusaymm n/mnm mawmnHel, 06opyaoBaHHbIe CneymansHOW annapaTypon) ABNAKTCS CKopee «noa-
OEPXKUBAWUMN Y, YEM «KUCNPAaBNAWUMUY». Takas cuctema n paccmMmaTpmBaeTcs B JaHHOM MNpumMepe.

[Tpn paccmoTpeHun peanbHOro HanxygLero cnyyas crneayer onpeaenntb BO3MOXHbBIE CUTYaUUK, NPU KOTOPbIX MO-
Cre 3BOHKa B cnyby ckopon nomMmowy bpuraga He OTnpaBnsieTcsa Ha BbI3OB MU OTNPAaBNSAETCH HE NO TOMY agpecy.

B cny4yae netanbHOro ncxoga cnegyet npeanonoxXnTb, YTO COCTOAHUE NauneHTa bbINo KPUTUYECKUM U PSIAOM C HUM
He BbINo YenoBeKka, KOTOPbIM MOr Bbl CAenaTh BbI3OB U OTCNEAUTL €ro BbIMONHEHWE. B cutyauumn, korga YenoBeKk HaxXoauT-
CH B OAMHOYECTBE U UCTbITbIBAET OOLWLMPHBIN CEPAEYUHBIN MPUCTYN, MAanoOBEPOATHO, YTO OH CMOXET Bbi3BaTh Bpava. Ecrnin e
pe3ynbTaTe ncxoq byaeT netanbHbIM, TO 3TO HE ByAET CBA3aHO C ANCNETYEPCKON CUCTEMON. B cny4vae KpynHon aBTOMO-
bunbHOM aBapuu, paHeHus B Boto, 0bpyweHnss 3aaHna nnu apyroro 3Ha4nTENbHOro NMHUMAEHTa OObIYHO MPUCYTCTBYIOT
npeacTaBuTENN OQHOW UITU HECKOSIBKUMX CINYXKO SKCTPEHHOW MeauuMHCKOW nomowm. MoxHo oxuaaTe, YTO AaHHbIE Npea-
CTaBUTENN CMOIYT TOYHO OMNPEeaennTb XapakTep TPaBMbl M OTCNEANTb BOCNPUNMUYNBOCTL OpraHmnama. B Takmx cny4asx Tak-
Xe, €Crnn netanbHbIn NCXo4 NponsoLwen 4o npubbiTa CKOPON NOMOLWM HA MECTO NPOUCLLECTBUSA UK Cpasy Nocne ee
NPUBOLITUSA, 3TO HE OTHOCUTCSH K QUCTNIETHEPCKON CUCTEME CINYXKDObI CKOPOU MOMOLLMN.

[ToaTomy ANs A4aHHOro cueHapus NocneacTene, BEPOATHO, ByaeT CBA3aHO C OTAENBbHOW NMYHOCTLIO, NONYyYUBLLEN
TpaBMmy, UK C rpyrnnov TPaBMMPOBAHHbIX NIOAEN, KOr4a MallmMHa CKOPOU NOMOLLM 3a4epXXUBaETCH UK He Bbina Hanpasre-
Ha, YTO NMPUBENO K YXYALEHUIO COCTOSHUSA N/NNN YBENUYEHUIO ANTUTENBHOCTU BOCCTAHOBIIEHUS NO CPABHEHUIO C ODbLIYHO
OXUOAeMOWN. 3TO MOXET NPUBECTU K ANMUTENBbHOW HEQEECMOCODHOCTU N/MNKN CEPBLEIHON NCUXONMOTMYECKON TPaBMe NaLneH-
Ta, YTO COOTBETCTBYET OMNpeaerieHNI0 «CyLLECTBEHHOIO» NMNocneacTBuS.

PaccmoTpeHne npaBaonogobmus Hanxyawero nocneacTBmus AOMKHO ObiTb KOMMNMEKCHbIM. HecnocobHOCTb Hanpa-
BUTb MalLMHY CKOPOW NOMOLLM, 3aJepKKa OTMPAaBKU MaLLUHbI M OTNPAaBKa €€ Mo HEBEPHOMY aApecy (T. €. 3aaepKka oTrnpae-
KW MaLWWHbI MO NPaBUNbHOMY agpecy) MOryT ObiTb BbI3BaHbl CMEAYICLWMMU NPUHMHAMMN:

a) 3aJepXKa Bbl30Ba CKOPOU MOMOLWM (HE BXOAUT B chepy OTBETCTBEHHOCTU CNYXObl CKOPOW NOMOLLN);

b) 3agepxka oTBeTa gucrnervepa Ha 3BOHOK (MHOIo pasfnyHbIX NPUYUH, HAaNpPUMEpP, HEAOCTATOYHAA EMKOCTb BXO-
OSLWMX NIMHUW);

C) owmnbka unn HETOYHOCTL AUCTEeTHEpa NP BBOAE agpeca n/mnm noYToBOro nHaekca (13-3a nioxoun CribilWMMOCTH
nnn oWwmnbKN NpU nevaTn);

d) HanpaBneHne Ha BbI30OB HEAOCTYNHOW Dpuragsl CKOpon nomMmoLwm (bpuraga HaxoguTcs HA BbI3OBE, OTAbIXaeT UMK
No ApYyron npu4mnHe);

e) cooblweHne gucneTvepa He oW no Ao bpuragbl CKOPOW NMoMoLwm (No NPUYnHE, HEe CBA3aHHOW C CaMOWN AUCTET-
YEPCKOW CUCTEMOWN).

[TpaBgonogobue cntyaumm nNo nepedncneHnto b) oueHnBaeTcs Kak «04eHb HU3koe». ObbIvHO TenedOHHbIE KOMMNA-
HUW NPEeaOCTaBNAT ANSA CNYX0 3KCTPEHHON MEeANLMHCKON NMOMOLUM KaHamnbl C BbICOKOW NPOMYCKHOW CNOCODHOCTBIO, YTO
CUNTAETCH HEOTbEMIMEMON COCTABMNAOLWEN 0becneveHns HopMmanbHON PaboThl.

16



F'OCT P UCO/TC 25238—2009

Ecnn npeanonoXuTb, YTO CUCTEMA HE ONUPAETCH Ha 3HAHUS B AaHHOW 06nacTtn nunm nmeeTt gedeKkTbl, TO NpaBaono-
nobue cntyaumm no nepevncrnenmnio d) MoxeT BbiTb OLEHEHO KaK « HU3KOE», MOCKONBbKY MOXHO NPEeaAnonoXuTs, YTo bpuraga
byaet BbICTPO coobwaTh, YTO OHa HEAOCTYNHA ANS HanpaBleHUsl HA BbI3OB.

MHTepec npeacraBnsieT cuTyauus no NnepeumncneHnto ¢). Cuctema MoxXeT He UMETb BO3MOXHOCTU MPOBEPKN MOYUTO-
BbIX MHAEKCOB U/MNW NPOBEPKN COOTBETCTBUSA aApPECOB U NOYTOBLIX MHAEKCOB NNB0 PYHKUMOHUPOBAHUE CUCTEMbI MOXET
ObITb HAPYLIEHO UNK AaTb cOON. [MOYTOBbIE MHAEKCHI, HECOMHEHHO, OYEHb MOXOXN OAWH Ha APYIOn, HE UMEIOT YETKOW NOIN-
KN N NX CIULLKOM MHOIO, 4TODObI ANCNeT4yEep MOr 3anOMMHaTb UX U COOTHOCUTBL C KOHKPETHbLIM agpecom. B aaHHOM crniy4vae
npaBgonogodue 4aHHOM CUTYyauum OLEHUBAETCS KaK « BbICOKOE», HO TAKXKe MOXET DbITb OLLEHEHO U KaK «OYEHb BbICOKOE».

KombrnHaumsa «CyLweCcTBEHHOIO» NOCNeACTBUSA C KOYEHb HU3KUM», K HU3KUM» N «BBICOKMM» NMPaBaonogodmnem no3so-
NsieT OTHECTU CUCTEMY K Knaccam pucka D, C n B cootBeTcTBEHHO. [laxe npn «04eHb BLICOKOM» MpaBaonogodumn nocnea-
CTBUSI CUCTEMA OTHOCUTCS K KIlaccy pucka B, COOTBETCTBYIOWEMY peanbHOMY HanXyaLemy Cry4ato.

[TO3TOMY NPaAKTUYECKU PUCKK OTKa3a, 06 beANHEHHbIE B CUTYaL UK MO NEPEUNCIIEHNLO C), AOITKHbI ObITh Pa3aeneHbl U
PACCMOTPEHbI MO OTAENBbHOCTU, AaXe €ClN HU OAWH U3 HUX HE MOXET MOBbLICUTb CTENEHb PUCKA Bblle Knacca B. B ceTe

OLEeHKN NpaBaonogobunsa Kak «BbICOKOIO» M «0YE€Hb BbICOKOro» cnegyert CKOHUEHTPUPOBAaTbCA HA OUEHKe NOoCneacTBUS,
YTOObI YOEaNTBCS, YTO HE CYLLECTBYET «CEePbEe3HbIX» UNMKN «KaTacTpodhu4vecknx» cueHapmeB. Ecnm xxe Takne cueHapum cy-
LLECTBYIOT, TO CUCTEMY ClielyeT OTHECTU K KIaccy pucka A.
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[MpynoxeHue C
(cnpaBo4HoOe)

UnnwocTpauuns cyTn B3auMOCBA3M MEXAY KfaccamMu pMcka U noTeHuManbHbIMU CpeacTBaMM
KOHTpONnA ANA ynpaBrieHUs puckamu

C.1 NUcnonb3oBaHne KnNaccoB PUCKa

Ll,EJ'IbPO OTHECEHUA MNPOIrpamMmMHbIX NMPOAYKTOB K KIatCaM PUCKa B COOTBETCTBUN C HACTOALLWM CTAHOAPTOM HABJTAETCH,
B OCHOBHOM, obecne4vyeHne YeTKoro Pa3ITNYnNAd MEXXY.

- NPOrpaMMHbIMWN MPOAYKTaMU, KOTOPbIE MOIYT NPEACTaBNATbE CEPbE3HLIM PUCK ANA MNAUWMEHTOB B Cliydae Hernpa-
BUITbHOIO PYHKLUNOHUPOBaHWUS,

- NporpaMMHbIMN MPoayKTaMmu, He NpeacTaBNARWNMN CEPLEIHONO pUCKa Ans NauneHToB B Cly4vae HEMNPaBUIbHOIO
D YHKUNOHUPOBaHWUS;

- NporpamMmmMHbIMU TMPOAYKTaMW, HaXO4QAWNMNCA MeXAay aTUMU ABYMH I{paﬁHOCTFIMM.

[TporpammHble NPOAYKTbI, OTHECEHHbIE K BbICOKOMY KNaccy pucka (Hanpumep, K knaccy A), oueBngHo, TpebytoT oco-
boro BHUMaHusa ansa obecneyeHms Toro, YTobbl NpeacTaBnseMble UMW PUCKU ANA NAUUMEHTOB HE MaTepunanmni3oBarnuch.

MuHMMmM3auns BEPOATHOCTU MaTepuanmaaymm pUCKOB MOXET DbITb OCTUIHYTA HECKONbKUMU HEUCKITIOUNTENbHbIMU
NyTSMW, HANPUMEP CNeayoWNMN:

- KOHTPOIb NPY NPOEKTUPOBAHMN, NMPON3BOACTBE, CONPOBOXAEHUN N OBHOBMEHUN NPOrPaMMHOIO NPOAyKTa (BKIHO-
Yasa MHCTPYKUMKM MO NPUMEHEHUIO) ANs 0becneyeHns, HACKONMbKO LenecoobpasHo, Toro, YTo HebnaronpusiTHble CobbITUS,
KOTOpblE MOTYyT NPUBECTU K BPEAHbIM NOCNEeACTBUAM, HE BO3HUKHYT HA NPAaKTUKE;

- 0by4veHne n nepeobyveHne nonb3oBaTenen ansa obecnevYeHnss X 3HaHUs 0 BO3MOXHbIX PUCKaxX U HEDNAronpusaT-
HbIX CODBbLITUAX B LENsiX NPeaoTBpaLWEHNS NOCNEACTBUN, K KOTOPbIM MOTYT NPUBECTU AaHHbIE CODLITUS;

- aKTUBHbIE aAMWHUCTPATUBHbIE CPEACTBA KOHTPOMS N NPOBEPKU B PaAMKaX OKPYKatoLWen cpebl, B KOTOPOW OYHKLW-
OHUPYET UNKN C KOTOPOU B3aUMOJENCTBYET CUCTEMA, B LIENsX BbIABNEHUS HEBnaronpusaTHbIX COObITU U NPeaoTBPaLLLEHUS
NN YMEHbLLUEHUS X NOCNEACTBUN.

Ilnua, oTBETCTBEHHbIE 3a aHANM3 U CHMXXEHNE PUCKOB B Cpepe 34paBOOXpPaHEeHNs, 3anHTEepecoBaHbl B UAEHTUMUKA-
LWN TEX MNPOrPaMMHbIX NPOAYKTOB, HA KOTOPbLIE UM CrieayeT 0opaTnTb BHUMAHNE MNPU NPUHATUN PELLUEHNS O NOKYIKE, BHEA-
PEHUN N UCNONBb3OBAHMK, A TaKXKe Npu aHanmnae cnocobos akcnnyatauun. OHM He 0653aHbl NPOSABNATL TAKOE XXe BHUMAHNE
NN NPUMEHSATL CTOMNb Xe CTPOrme cpeacTBa KOHTPONSA K NporpaMmmMHbIM NMPoaykKTam, oTHoCAWMMES K knaccam D nnn E, kak
N K Npoaykram knaccos A n B.

Ilnua, OTBETCTBEHHLIE 3a pa3paboTKy pyKOBOACTB, CTAHAAPTOB UM HOPMATUBHbLIX AOKYMEHTOB NO CPEACTBAM KOH-
Tponsi, He0B6Xo0ANMbIM MPU NPOEKTUPOBAHUN N NPOU3BOACTBE NPOrpaMmHbIX NPOAYKTOB ANSA chepbl 34paBoOOXpPaHEHUS, 3a-
MHTEPECOBAHbLI B MPOBEAEHUN PA3NNYNS MEXOY TUNaMN NPOAYKTOB, KOTOPbIEe 6e3 ageKBaTHLIX CPEACTB KOHTPONSA MOIyT
NpeacTaBnsaTb HAaMboNbLWKME PUCKK, U TUNAMU MPOAYKTOB, KOTOPbIE NPEACTaBNAT MEHbLUME PUCKW. NS NpOaYyKTOB Knac-
ca A TpebytoTcsa Hanbonee XecTkme cpeacTBa KOHTPOIS, NPUMEHSEMbIE C HAMBONbLIEN CTPOroCcTbio, a ANSA NPOAYKTOB
knacca E — HanmeHee cTporne (MoXeT BbiTb, U HE TPEDYIOTCH BOBCE).

MHcnekTopbl 1 pa3paboTymkn CTaHA4apToOB MOTYT NOCHUTATb, YTO AENneHune NporpamMmmMHbIX NPOAYKTOB HA NSATh KIac-
COB SIBMAETCH U3NMULLHEN rpagaunen, n MoryT o6 beaNHUTL HEKOTOPLIE N3 HUX B LENSAX NPUMEHEHNS YKPYNHEHHbIX TPEbo-
BaHUW K KOHTPON. Takmm obpasom, Ans uenen onpegeneHns HeobXoammbiX CPeacTB KOHTPONSA MHCNEKTOPbl MOryT
NPUHATL PeleHne He genarb pasnuuns mexgy knaccavm A n B unu mexgy knaccamm C n D.

Llenblo HacTosAWEero crangapta He ABNseTcsa onpeaeneHne cpeacTB KOHTPONs, HeobXoanmbiX ANs NnpeaoTBpaLe-
HUA NN CHUXEHWSA NOCNEACTBUN ANA NAUUEHTOB, B COOTBETCTBMU C KINACCOM pUCKa NporpamMmmHoro npoaykra. OgHako ove-
BUOHO, YTO AN NPOAYKTOB, OTHOCALWMXCS K Bonee BbICOKOMY KNnaccy pucka, Heobxogmm HamHoro bonee nogpobHbIn m
CTPOMMN aHann3 Npu onpeaeneHmnmn MeponpuaTUn Ans CHUXKEHUS PUCKa, YemM aHanua, NPoOBOANMbIN MPU X K COPTUPOBKE» B
LensiX OTHECEHUS K OQHOMY U3 KITACCOB PUCKa B COOTBETCTBUN C HACTOSALWMM CTaHAAPTOM.

C.2 OCHOBHbIC NONOXeHWnA

Knaccnukaums puckoB, OCHOBaHHAas Ha npouecce oueHkn (ChpopmMmpoBaHHaAA N3 OLUEHKN BO3MOXHOIMO BO3OEWN-
CTBUSI Ha NauMeHTa UNM HAHEeCEHNA Bpeda NaumeHTy n BEPOATHOCTM €ro peanusauumn), obecneynt obocHoBaHue Ans
CPeACTB KOHTPONS, PEKOMEHAOBAHHLIX ANsA obecneveHnss 6be3onacHocTn npoaykra. JaHHoe ob6ocHoBaHMe ByaeTr OTHO-
CUTBCH KaK K 06beMY, TaK U K CTPOroCTU KOHTPOIS, NO3TOMY NOTPEDbyeTCs nepapxnyeckas MHOroypoBHeBasi bonbnmorteka
CpeAcTB KOHTPOIS.

[Tpouecc knaccndmkaumm pUCKOB HE 3aTparmBaeT Takme BONPOChl, KAK TEXHUYECKAs apXUTEKTypa, Unun Takme hakTo-
Pbl, KAK 3aBUCUMOCTB. [1o3TOMY Knaccndukaumsi puckoB He obecnevmnBaeT 0O60CHOBAHUA NPUMEHUMOCTU. [TOCKONbKY AaH-
HbI BOMPOC AOIMKEH ObITb paAcCMOTPEH B AaNbHEWLLIEM B PYKOBOACTBAX UMW CTaHAapTax no cpeactBam KOHTPONS, TO
OTClo4a crneayeT, 4YTo noTpedutenu npouecca knaccndmkaumum pUCKOB AOIKHbI DyayT caenaTtb Takne OUEHKN BPYHHYHIO 3M-
MMPUYECKUM NYTEM.
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Bapbupyembii 06beM CpeacTB KOHTPONS, NONYYEHHbIN B pe3ynbTaTe npouecca Knaccupumkaumm puckoB, MOXET HE
cogepXaTb peKoMeHaaUum rno nx NPUMEHEHNIO ANs HEKOTOPbLIX 0BnacTen KOHTPOIA, OTHOCALLMXCS K HU3KOMY KIlaccy pUc-
ka. HaobopoT, Ans NpoayKTOB, OTHECEHHbIX K BBICOKOMY KIlaccy pucka, TpeboBaHUs A0MKHbI BbITb AOCTATOYHO XXECTKUMU U
OOIMKHBI NpeagycMmaTpuBaTth BbIMONTHEHWE TakuMX padboT, Kak HE3aBMCUMAsT IKCNepTusa, hopmanbHOE NPOEKTUPOBaHME,
BCECTOPOHHEE TECTUPOBAHNE N T. A.

[Tpouecc knaccudunkaumm pUcKoB He nNpeaHasHaveH Ans 3amMeHbl NOCTPOEeHHOW Ha bonee LWMpoKOW OCHOBE N bonee
OeTanbHON OUEHKN PUCKOB. 1ENCTBUTENBHO, OLUEHKA PUCKOB SIBMAETCH OCHOBOW 0bBecneveHusi Toro, YTo MHPpacTpykrypa u
cpena, B KOTOPOW pasMeLlaeTcs NporpaMmmMHbIv NPOAYKT A4NA cepb! 3a4paBoOXpaHeEHNs, COOTBETCTBYIOT puckam. Hanpumep,
B KOHTEKCTE MHpOpMaLMOHHON Be30NacHOCTU AaHHbIW Npouecc byaeTt ycTaHaBNMMBaTh TPEOOBAHMSA K TAKUM CPeACTBaM KOH-
TPONs, KaK 3awmra oT BUpycoB, 6e30nacHoCTb nepeaaym coobleHnn, ceteBasi 6e3onacHocTb, KOHPMAEHUNANBHOCTb AaH-
HbIX B CETSX U T. . bonee Toro, nToroBble KOMOUMHUPOBAHHLIE TPEOOBAHWS, BEPOATHO, DyayT OXBaTbiBaTb B3aMMOAENCTBUS,
NHTepdENcsl N PYHKUNOHANBHYIO COBMECTUMOCTb MPOrPaMMHOro Npoaykra ans cdepol 34paBooXpaHeHns], YTobbl 3aaeu-
CTBOBaTb UX B MHTEpecax 6e3onacHoCTw.

C.3 lNpumMmepbl KOHTPpONMpPyYeMbIX PakToOpoB

B npouecce BegeHUs U MHTeEpNpeTauun yCTaHOBNEHHOW «KNaccudukaumm puckoB» MOXeT noTpeboBaTtbCcs pac-
CMOTPEHnE cneaywmx GakTopoB, KOHTPONMMPYEMbIX COOTBETCTBYIOLWMNMN CPEACTBAMM:

- 1ENCTBUSA MO AOMONMHUTENBHOW Knaccndukaumm pucKoB;
- NeNCTBUS MO OLUEHKE PUCKOB, CBA3AHHbIX C BE30MNacHOCTbIO;
- NporpaMmMHoe ynpaslieHUE;

- NporpamMmMHoe yrnpaslieHNE pucKkamu;

- CpeacTBa NPOEKTUPOBAHUSA;

- yrnpasleHne rnpoekTMpoOBaHNEM CUCTEMB;

- KBanndomkaums n onbiT NPOEKTUPOBLLUKOB CUCTEMbI;

- NpaBuna otobpaxeHus n npegcraBneHns MHOoOPMaLnu;
- LEeNnoCTHOCTb MNPOEKTAa;

- rapaHTusi NpaBuUnbHOCTUW/aTTeCcTauns NPOEKTA;

- cpeacTBa pa3paboTKu CUCTEMBbI,

- yripaBleHne paspaboTkoOn CUCTEMBI,

- KBanupmkaums n onbiT paspadoTUNKOB CUCTEMBI;

- CpeacTBa KOHTPOMNS LUENOCTHOCTU;

- TECTUPOBaHNE/TEXHUYECKAs rapaHTUs 3alUTbl CUCTEMBI OT MPOHUKHOBEHWUS;
- cpeacTBa paspaboTkm basbl 3HAHUMN;

- yrpaBneHne NPoekTUpoBaHnemM Hasbl 3HaAHWW;

- yrpaeneHue paspaboTkon 6asbl 3HaAHUN;

- rapaHTus npasunbHocTU/aTrectTaymnsa 6asbl 3HAHUN;

- paspaboTka NoNUTNKM Be3onacHoOCTw;

- TPeBOBAHUSA K YCTONYMBOCTU U PE3EPBUPOBAHNIO;

- "AEHTUMUKaLUA N ayTEHTUMPUKaLWA,

- KOHTPONb 4OCTyNna NoNb30BaTenew;

- NOBTOPHOE NCNOMNMb30BaHNE OOBbEKTOB;

- TpeboBaHMS K XpaHeHuto/nmnaHnpoBaHme obbema namaTu;
- TpebOBaHUSA K PE3EPBHOMY KOMUPOBAHUIO;

- DyXranTepCcknmn yyeT n ayamT,;

- 3awmTta o1 ¢boeB 060pyAOBaAHUS,;

- KOHTPOIb NPOUCLLECTBUM,

- KOHTPONb HENPEPBIBHOCTU BU3HEC-NPOLECCOB;

- pa3paboTka TECTUPOBAHUS CUCTEM;

- hbopmanbHas oueHKka pa3paboTaHHbIX CUCTEM;

- pa3paboTka npoueayp aKkcnnyarayum;

- paspaboTka npoueayp ConpoBOXAEHUS;

- pa3paboTka npoueayp norb3oBaTens;

- 0by4veHmne nepcoHana;

- PYKOBOACTBO aAMUHUCTPUPOBAHNEM.

[1aHHbIN NepeveHb He ABNSETCS OKOHYaTeNnbHbBIM M NOTPebyeT AanbHENLWEro aHanmaa n NpopadoTku, Nnpexae 4Yem
OH CMOXET ObITb NPUHAT B KAKOM-NMO0 N3 pyKOBOACTB UNu cTaHaapToB. CTeneHb BOCTPEb0OBaAHHOCTU NEPEYNCIEHHbBIX KOH-
TponupyembiX akToOpoOB N CTPOroCTb, C KOTOPOW OHU AOMKHbI KOHTPONMPOBAaTLCH, ByayT 3aBUCETL OT Knacca pucka.
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