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Mpeancnosue

Llenu v npuHUMnbl cTaHgapTusaumm B Poccuiickoin ®eaepaummn ycraHoBneHsl deaepanbHbiM 3akOHOM
oT 27 nekabpsa 2002 r. Ne 184-03 «O TexHUYECKoM perynmpoBaHiny», a npasuna npuMeHeHnst HaunoHanbHbIX
ctaHaapToB Poccuiickoii Pegepaumm — MOCT P 1.0—2004 «CtaHgapTusaumns B Poccuiickon degepaumn.
OCHOBHbI€ NMOOXEHUs»

CeepeHuA o cTaHpapTe

1 NOArOTOBNEH deaepantHbIM rocyfapcTBeHHbIM yupexaeHueM «LieHTparnbHbIA Hay4Ho-ucecneao-
BaTeNbCKAN UHCTUTYT opraHnsauum n uHdopmaTmusaumn sgpasooxpaHeHust Pocagpasa» (LHWANOW3 Po-
c3gpasa) M FocydapCTBEHHBIM HayvHbIM yupexaeHuem «LleHTpanbHbIA Hay4Ho-UccnegoBaTelbCkUA 1
OMbITHO-KOHCTPYKTOPCKAA MHCTUTYT POBOTOTEXHUKMA U TEXHUYECKON KNGEpPHETUKU» Ha OCHOBE COBCTBEHHOMO
ayTEeHTUYHOro NepeBoda Ha PYCCKUI A3bIK CTaHAapTa, ykasaHHoro B NyHkTe 4

2 BHECEH TexHuU4eckum KoMuTeToM Mo cTaHaaptusaummn TK 468 «MHbopmaTMsaums 340poBbsy rnpu
LUHWUNOWN3 Pocsapasa — eanHonuyHelM npeacrtasutenem NCO TK 215

3 YTBEPXXOEH W BBEJEH B AENCTBWE Mpukazom ®eaeparnsHoro areHTCTBa No TeXHU4eckoMy pe-
rynupoBaHuio U MeTpornorin ot 14 ceHtsabpsa 2009 r. Ne 404-ct

4 HacTrosiuiA ctaHgapT MaeHTUYeH mexayHapogHomy ctangapty MCO/TC 25238:2007 «UHdbopmaTtu-
3auus 3gopoBbs. Knaccudpumkaums yrpos 6e3onacHoCcT OT MeAMLMHCKOro nporpammHoro obecrneveHusi»
(ISO/TS 25238:2007 «Health informatics — Classification of safety risks from health software»)

5 BBEAEH BMEPBLIE

UHebopmayus 06 U3MeHEHUSIX K HacmosiueMy cmaHOapmy rybrukyemcs 8 exe200Ho uzdaeaemom UH-
gopmayUOHHOM yKkasamersie «HayuoHanbHbie cmaHoapmbly, @ MEKCm U3MeHeHUl U ofpasok — 8 exeme-
CSIYHO U30asaeMbix UH(hOPMaUUOHHbIX ykasamensix «HauyuoHaneHele cmaHOapmel». B cnydae nepecmompa
(3ameHbi) unu ommeHbl HacmosWe2o0 cmaxHdapma coomeemcmeyrouwjee yeedomeHue 6ydem orybnuxkosaHo
8 eXxeMecsIYHO u3dasaeMoM UHGOPpMalyUIOHHOM yKka3amerne «HayuoHarneHele cmaHdapmbly. Coomeememay-
owasi UHgopMayusi, yeedoMIeHuUe U meKkcmel pasMeujaromces makxe 8 UHghopMayuoHHoll cucmeme obue2o
10/1b308aHUsT — Ha oghuyuarnibHoM calime PedepanibHO20 a2eHmemea 1o MeXHUYECKOMY peaynuposaHuto U
Mempornoauu 8 cemu UIHmepHem
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Hacroawuid ctaHaapT He MOXeT GbiTb NOMHOCTBLIO UMK YacTUYHO BOCTIPOM3BedeH, TMpaXUpoBaH 1 pac-
npocTpaHeH B kKayecTBe ouLmManbHOro usgaHust 6es paspelueHus degepanbHOro areHTCTBa No TEXHUYECKOo-
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BeegeHue

B npownom nporpamMHoe obecneyeHne, CBA3aHHOE CO 34paBOOXpaHEHNEM, B OCHOBHOM UCMONb30Ba-
nocb ANA peanuaaumn HEKPUTUYHBIX aAMUHUCTPaTUBHBIX (OYHKUMWIA, NPeACTaBAALMX HE3HAYUTENBbHYIO Mo-
TeHUManbHyIo yrpo3y Ans NauneHToB Mo CPaBHEHUIO C BAMSAHWEM Ha paboTy opraHusauunm. MeauuuvHckue
CUCTEeMbl B OCHOBHOM ObIfIN HECMOXHBIMU 1 4acTo coaepxanu 6onbluoi 06beM agMUHUCTPaTUBHLIX (a He Me-
OVNLNHCKNX) AaHHbIX, NpeJocTaBnsaowWwmnx crabyo nogaepkky Ansa NpUHATUA peleHuin. laxe MeauuMHcKue
CUCTEMBI MOAAEPXKKN NMPUHSTUS peLLeHNIA BbIN OTHOCUTENBbHO NPOCTLIMU, C MOHATHOM NOTUKOW U UCNIONb30Ba-
NMCb B Ka4eCcTBe He OCHOBHOrO, a, ckopee, BCoMoraTenbHoro cpeactea ana NpUHATUA pewweHuin. Ho B aTon
obracTun NponsoLLnn U NPOAOITKAKT NOCTOSIHHO MPOUCXOAUTL CePbe3HbIe U3MEHEHUS, NOBbLILAIOLWNE CTENEHb
noTeHLManbHOro pucka Ans nawuMeHTos.

B cBS131 ¢ MpUMeHeHneM MeaNLIMHCKOro NporpammHoro obecneveHns Gbinn 3aperucTpupoBaHbl cepbes-
Hble Hec4acTHbIe crlyyau, Hanprumep B cchepe CKpUHUHIA U BBIZOBOB Bpaye, koraa B pesynbraTte oTkasa npo-
rpammHoro obecrneyeHns Bpaun He GbiNM BbI3BaHbI K NauueHTam, Haxoaawmmca nog yrposon. MoaobHele
Cryyaun He TOMbKO NPUYMHSNNU CTPagaHusa nauueHTam, Ho U NPUBOAUNN K neTanbHoMy ucxoay. CywecTBeHHO
6bIn10 nogopeaHo aosepue obectseHHOCTU. Cihepa CkpUHWHIa 3aboneBaHuin paclumMpaeTcs, BOBIeKaeTcst
60mbLUOe YNCIOo Noden, UTo TpebyeT BbICOKOW cTeneHn AoBepus (Kak ¢ agMUHUCTPaTUBHON, Tak U C MegULUH-
CKOW TOYKWN 3peHUsT) K MporpammMHoMy obecneqeHnto B TOM, YTO OHO CNOCOBHO BLIABMATL HOpMarnbHbIe U He-
HOpMarbHblE CUTYaLMK, «(HOPMUPOBATL BbI3OBBI» UIU «OCYLLECTBAATL 06paboTKy» B CUTYaLMUAX, KaXYLLIMXCA
noTeHuUManbHo onacHbIMW. Takoe NporpammHoe obecneyeHne gomKkHO GbiTb 6e30nacHbIM.

Bo Bcem Mype oTMeuvaeTca pacTyLee 6ecnokoiAcTBo No nosoAdy 60sbLoro Yucna npeaoTBpaTUMbIX Kiu-
HUYECKMX HECHACTHBIX CryYyaeB, OKa3biBAIOLUX HEraTUBHOE BO3AEWCTBUE Ha NALUEHTOB, U3 KOTOPBIX 3HaYU-
TenbHas YacTb NPUBOAWT K NleTanbHOMY Ucxody unu Hegeecnoco6HocTu [11—[6]. K Takum npegotepaTUMbIM
KMMHUYECKMM HECYACTHBIM CIly4asiM OTHOCSITCS, HarnpuMep, HenpaBUIbHbIA UM HENOMHBLIA AuarHo3 unu apy-
rMe HemnpasWrbHO NPUHATBIE pelueHnsi. CnocobCTBYIOLWMM 3TOMY (hakTOPOM HacTo ABNAETCA OTCYTCTBUE U
HenonHoTa MHopMaL MK, a UHorAa NMPOCTO He3HaHWe, Hanpumep, MeAMLIMHCKUX BO3MOXHOCTEN B CIOXKHBIX
CnyYasix Unu B3anMHOro BUSIHASA NPUMEHSIEMbIX NeYebHbIX cpeacTB.

Bce yalle yTeepxgaeTcs, YTO MHOPMALMOHHBIE CUCTEMBI, Takue Kak noaaepXka NPpUHATUA pelleHui,
NpOTOKONMPOBaHMe, Bblgadya pekoMeHaaunn N pyKoBOACTB, MOTYT CYLUECTBEHHO CHU3UTb HeraTMBHbIA 3gh-
cexT. Bonee yactoe NpUMEHeHUe CUCTEM NoAAEePXKKU NPUHATUA PELIeHNIA U KOHTPONS 3aboneBaeMoCcTy Hens-
6exHo crnocobcTBoBaNO Obl MX Pa3BUTUIO M COBEPLUEHCTBOBAHUIO. Takke MOXHO NpeAnonoXuTb, YTO NoA
BO3JENCTBMEM BPEMEHW U MeauKo-topuandecknx dakTopos Bpaqu 6yayT Bce Gonblue nonaratbesl Ha Takue
CUCTEMbI, MeHblUe obpallas BHUMaHWEe Ha 1X NPou3BOANTENbHOCTb. [leCTBUTENbHO, N0 Mepe UHTerpauun
nodoBHLIX cuctemM B cdepy MeauumHekoro obcnyxusaHus niobaa HecnocoBHOCTb UCMONb30BaTh cTaHaap-
THblE CpeacTBa NOAAEMKKMA MOXET BbiTb OCYXAeHa Ha topuanYeCcKoM OCHOBaHWUN.

YcuneHne noaaepKku NPUHATUS PELLEHNA MOXET OXMAaTbCA He TOMbKO HeMoCcpeaCcTBEHHO Npu neve-
HUW, HO 1 B 0BnacTsX, Takke BaXHbIX Ans ob6ecnevyeHns 6e30nacHOCTU NauueHTa, HanpuMep Npu NPUHATUN
peLUeHnst 0 HanpaBeHUU K cneunanucTy, koraa ownbka B Beldaqe «NpaBuibHOIrO» HanpasneHUsl Ui «CBOeB-
peEMEeHHO» Bblaaye HanpaBleHUst MOXeT MMeTb CepbesHble NOCNeACTBUS.

OkoHoMMYEecKne haKTOPbl TakKe MOTYT NMPUBECTU K POCTY YMCia CUCTEM NOAOEPKKUA NPUHATUSA peLle-
HWI, HanpuMep Ansa obLero UMM 3KOCHOMUYHOTO HasHaYeHWs NIeKapCTB UM SKOHOMUW Ha KOTMYEeCTBE U CTOU-
MOCTU KIMTUHUYECKUX UCMbITaHNA.

CucTemel, nogobHble cucTemMam Noaaepkkv MPUHATUS peLUeHUA, UMeloT 3HavMTe bHbIN NoTeHLan ans
CHIKEHMS Yncna MeauLMHCKUX OLUMBOK 1 YIydLLEHNSA KIIMHUYECKON NpakTUKi. Hanpumep, 3HauMTenbHoe Ync-
no ony6nMKoBaHHBIX CBUAETENLCTB NOATBEPKAAET CHNXKEHMNE ONBOK N HeraTMBHbIX MHLMAEHTOB Npu NprMe-
HEHWUW 3MEKTPOHHbIX HasHa4YeHui nekapcts. OaHako Bce nogobHble cUCTEMbl MOTEHUMANbHO MOTYT Takke
HaHecTu 1 Bpea. MpuunHoii Bpeaa MoXeT cTaTb crenoe Unnu HenpodeccnoHanbHoe UX UCMoNb3oBaHme, He-
CMOTpPS Ha TO, YTO pa3paboTUMKMA MOTYT CHUXKaTb BEPOSTHOCTb NOA0GHbLIX 06CTOATENBCTB, HanpuMep, nocpe-
ACTBOM WHCTPYKUMIA (pYKOBOACTB) MO MPUMEHEHWUIo, 0By4vatlolMX KypCOB U 3KPaHHbIX MpeseHTaLui.
MoTeHUManbHbIA Bped MOXET ObITb CKPbIT TaKKe B KOHCTPYKLMN CUCTEMBI B CReAYHOLWMX ClyYasx:

- Nrnoxas gokasaTenbHasi 6asa ans paspaboTku;

- OLWMBKM B MPOEKTHO JIOrMKe, He NO3BOMAOLLME NPABUMLHO peannaoBbiBaTb NOCTaBMNEHHbIE Lenu;

- OWNBKN B fOTUKE NPV NPeAcTaBfeHnn YCMeLWwHoro onbita U AokasaTenbCTB Ha cTagun npoek-
TUPOBaHUS;

- MNoXoe 1Ny 3anyTeiBatoLlee npeacTasneHne NHopMaLm Unm nNroxve cpeacTsa noucka MHdopmaunm;

v
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- HEBO3MOXHOCTb OOHOBMNEHNST MHCpOPMaLNK B COOTBETCTBMM C TEKYLLMM YPOBHEM 3HaHUA.

HekoTopble HegocTaTKN TakMX CUCTEM NPOSABMATCA He cpasy U MOryT BbITb He 3aMeyeHbl NoNb3oBa-
Tenem.

CneayeT 0oTMeTUTb CyLLIECTBEHHOE yBeNMYeHne hHaHCUPOBaHNS Ha UH(POPMaLIMOHHBbIE TEXHOMOTNN U
ynpasrneHue nHdopMaLein BO MHOTMX HaUMoHanbHbIX cuctemax 3gpaBooxpaHeHus. CesisaHHble C 9TUM rpa-
hukm npoBeaeHUa paboT BecbMa HanpsikeHHble, a NocTaBneHHble Lenn - ambuunosHele. MoxHo oxuaaTts,
yTo nogobHoe yBenuyeHne puHaHCUpPOBaHUS MPUBMEYET HOBLIX MPOU3BOAUTENENR, HEKOTOPbIE 13 KOTOPbIX
MOTYT He 3HaTb MeaWULMHCKONM cneundnki. aHHble 06CToATENLCTBA MOTYT NPUBECTU K 06pasoBaHnio cpeabl
MOBLILLUEHHBLIX PUCKOB ANsi 3A0POBbS NaLUEHTOB.

BypHoe pa3BuTre MHPOPMALIMOHHBIX M KOMMYHUKALIMOHHBIX TEXHOMOMMI 0XXMAAETCA B TenemeanuuHe.
MHorune nporpamMmmHble NPoAyKTbl Ans cepbl 34paBooXpaHeHunsi, nogaepXxnsaroLme NpUNoXeHus TenemMe-
ANLnHBL, 6yayT NHHOBALMOHHBIMW N HEMPOBEPEHHEIMU, a OTAaNeHne Bpadei OT NAUNEHTOB YBENUYUT YUCTIO
BO3MOXHbIX OLUMGOK, cAenas UX Npu 3TOM MeHee ovYeBUAHbIMU. BospacTarollee npuMeHeHne MoOBUMbHBIX
WNHHOBALMOHHBIX MHCPOPMAaLIMOHHEIX YCTPOMCTB, 0COBEHHO B HOBLIX 06nacTsix, Takke, BeposiTHO, byaeT cBs-
3aHO C puUcKamu.

XoTa Ham elLle ganeko Ao BHeApeHWs MONMHOCTL0 6e30yMakHbIX TEXHOMOTWIA B 60MnbHULIAX, Bpaum oben
NpPaKTWKW BO3IMaBSOT ABWKEHWE B 3TOM HanpaeneHnn. HeBo3MOXHOCTb UCTIONb3oBaHUS Bymaru 1 nneHku no-
BbILLAET CTeMneHb UCMOMb30BaHNUs KOMMbIOTEPOB U 6a3 AaHHbIX. MckaxkeHue 1 noTeps AaHHbLIX HE TOMNbKO NPUBo-
AAT K aAMUHUCTPaTUBHOMY Xa0Cy, HO MOTYT TakKe CyWeCTBEHHO MOBMUATL Ha JleYeHue NaLueHToB.

Yrposa noTeHumMansHOro Bpeaa Anst naunMeHToB Npy UCnonb3oBaHum MHGOPMaLMOHHBIX U1 KOMMYHUKa-
UMOHHBIX TexHonornin (MKT) B MeauumMHe yBenuumMBaeTcs NoO Mepe pocTa yucna Ux BHeApeHWA, YCNoXXHEeH s
NpUIoxeHun n nosbiweHns gosepusi K IKT. B cpeae cneumnanvcTos 1 0bLLecTBEHHOCTU pacTeT 6eCnoKoUCTBO
Mo NoBOAY NHUWAEHTOB, BbI3BAHHBLIX COOAMM NPOrpaMMHOro obecneveHus 1 NpuBeaALIUX K HeraTUBHBLIM Mocre-
ACTBMSIM ANS 300POBbS NaLMEHTOB.

CnepoBarTenbHo, psifi opraH1M3auunin 3aapaBooXpaHeHnst Bce Yalle onupaeTcs Ha cTanHgapThl No «obec-
MeyveHno CPeACTB KOHTPOSY, BKIOYasA cTaHAapThl MO «PYKOBOACTBY» U «yNpPaBreHuio puckamuny» . BaxkHbiMm
CBOWCTBOM CpeACTB KOHTPOIIS IBNSETCS ynpaslieHne puckamn B KOHTEKCTe Bpeaa A NauueHToB U Heoc-
TaToOYHOM KadecTBe fievyeHus. CpeacTBa KOHTPOMA 3a4acTyio OXBATLIBAKOT NOKYMNKY U NpUMEHEHNe nporpam-
MHBIX MPOAYKTOB AN cdepbl 30paBOOXPaHEHUS.

C6ou nnu HegocTaTKN MporpaMMHbIX NPOAYKTOB ANA cchepbl 3gpaBoOXpaHeHNA MOryT, pasyMmeeTcs, oka-
3blBaTb HeraTUBHOE BO3AENCTBME He TOMbKO HENOCPEACTBEHHBLIM NPUYNHEHNEM Bpeaa nauueHTam. Hanpu-
Mep, OHW MOTYT co3aBaTb agMUHUCTpaTUBHbIE HeyAoBCTBa UNW AaXe aAMUHUCTPaTUBHLIA Xaoc, BNUsoLLMe
Ha paboTy MeaULMHCKOTO yYpexaeHusl, BKNoYan BO3MOXHbIE (huHaHCOBbIE NoTepu. Bpen, HaHeCceHHbI nauu-
eHTY, Takke MOXeT UMeTb NocneaAcTBUA ANA MeQULMHCKOro yupexaeHusi, Hanpumep uHaHcoBble noTepu
ns-3a cyaebHoro pasbupatenscTea. MogobHble HeraTMBHLIE OpraHU3aUMOHHbIE BO3AENCTBUS MOTYT UMETb
3HayeHWe AN MegUUMHCKOTO yUYpexaeHUs, OQHaKo B HACTOsILLeM CcTaHO4apTe OHU He YUYUTLIBAOTCsl, ecrnu
TONBKO OHU HEe MPUBOASAT K NPUUMHEHUIO Bpeaa naumeHTy. Hanpumep, c6oit B LieHTpanbHOM cucTeMe y4yeTta na-
LneHTOB 60MbHULLbI, HECOMHEHHO, BbI3OBET CyLLECTBEHHbIE aiMUHUCTPaTUBHLIE Heyao6CcTBa, HO Takoe Hera-
TMBHOE BO3AEWCTBUE NEXUT BHe obnacT NPUMEHEeHWs HacTosWero craHgapTa, €CliM OHO He MOXeT
noTeHUManbHO HaHeCTn Bpea NauueHTy (4TO B NpUHUUNE BO3MOXHO). ObnacTbio MpUMeHeHUst HacTosiLero
CTaHaapTa ABNseTcs NoTeHUManbHbIA Bped 4na nauveHTa.

BesonacHocTb NekapcTBEHHbIX NpenapaTos 1 MeauuUMHCKMX NprbopoB BO MHOMMX CTpaHax obecneunsa-
€TCsl MHOXECTBOM HOPUANYECKNX M afMUHUCTPaTUBHLIX Mep. Hanpumep, B EBponelickoM cotose 6esonacHoCcTb
asnsieTca npeameTom psiga aupektus EC [7]—[9]. NoaobHble Mepbl 3a4acTyto NOAKPENNsoTCA CTaHAapTamu,
CBsI3aHHbLIMK ¢ obecrneveHnemM He30MacHOCTU, Kak HaLMOHAIbHBIMK, TaK U MeXAyHapoAHbIMU, BKITHOYast CTaH-
AapTbl MexayHapogHon opraHusauum no ctaHgaptusaunm (MCO), MexxayHapoaHOro aneKTpoTeXHUYecKoro
komuTeTa (MOK) n EBponelickoro komuteTa no ctanaaptusauum (CEN). MNporpammHoe obecneyeHne, Heobxo-
AMMOe A NPaBUITbHOrO NMpUMeHeHUst nu byHKUMOHNPOBaHMS MeQULIMHCKUX NPpUBOopoB, 3a4acTylo OXBaTbl-
BaeTcs [AaHHbIMA HOPMaTUBHLIMK AoKyMeHTamn. OaHako Apyrve Buabl NporpaMmmHoro obecrneveHus,
MCMONbL3yeMoro B 34paBooxXpaHeHnn, oBbIMHO He pernameHTupytoTcs NogobHbIM o6pasom. HacToswumiA cTan-
AapT OTHOCUTCS K MPOrpaMMHOMY obecrnedeHuno, NPUMeHAEMOoMyY B MeULMHE, 33 UCKITIoYEeHeM NporpaMmmHo-
ro obecneyeHnsi, HeobXxoAMMOro Ans MPaBUNbHOTO MPUMEHEHUs UK (YHKLMOHUPOBAHUA MEANLIUHCKUX
npubopos.

Heobxoaunmoli npeanockinkon Ansi onpegeneHusa n peanusauym Hagnexawmux cpeacTs KOHTPONA Npoek-
TUPOBAHWSA U NPON3BOACTBA B LENsiX MUHAMU3ALMW PUCKOB ANS naumeHTa npu cb6oax unm HenpasunbHOM

Vv
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(pyHKLMOHMPOBAHUM MporpaMMHOro obecriedeHnst sIBMseTcs YeTkoe NMOHMMaHWe OnacHOCTU, KOTOPYHD Mpo-
rpaMMHBIA MPOAYKT MOXeT NPeACTaBnsATb ANs NauueHToB B criyvae c6os Unm HenpegycMoTPeHHOro coBbITUs
1 BepOATHOCTM AaHHoro c6os unn cobbiTus, HaHocsALero Bpe nauueHTy. Kpome Toro, ecnv nponssoantensm
nporpamMmMHbIX NPOAYKTOB ANs cepbl 34paBoOXpaHeHUst AOMKHO ObiTb Bbl4AHO PYKOBOACTBO MO KOHTPOSO
MPOEeKTUPOBaHNSA U NPOU3BOACTBA (M MO NPUMEHEHUIO paspaboTaHHbIX CTaHAAPTOB), TO CNeAYeT yuMTbIBaTb,
YTO CPeACcTBa KOHTPOMS AN NPOrpaMMHbIX NPOAYKTOB, NpeacTaBnaowmx Hebonblune puckn, 6yayT oTnu-
YyaTbCsl OT CPeACTB KOHTPONS ANs NPOorpaMMHbIX NMPOoAYKTOB, NpeAcTaBnsowmx Gonbwmve pucku. Cpeactea
KOHTPONSA AOMKHBI COOTBETCTBOBATL YPOBHIO pUCKa, KOTOPbIA MPOrpamMMHbIA NPOAYKT MOXET NpeacTaBnaTh
Ans nauneHTa. C 3Tol Lernblo BO MHOMUX CTaHAapTax, HOpMaTMBHBIX akTax 1 crielmduKkaLmsix, CBA3aHHbIX C
KOHTPOSIEM PUCKOB MpK MPOEKTUPOBAHUU 1 NMPOU3BOACTBE, NPOorpaMMHbIe MPOAYKThI FPYNANPYIOTCA B OrpaHu-
YeHHOE YMCIIO KIMaccoB UMM TUMOB B 3aBUCMMOCTM OT CTEMEHN PUCcKa, KOTOPLIA OHWU MOTYT NpPeacTaBnsTh.

B HacTosllWeM cTaHaapTe npeacTasneH noaxoa K knaccudukawum nporpaMMHbIX NPoAyKToB Ans cdepsbl
3apaBooxpaHeHust. OnpeaeneHsl NATh KNaccoB pucka, obreryaroLlmx copTMpoBky 060BLLEHHbIX TUMOB U OT-
JenbHBIX MPOrpamMMHBIX MPOAYKTOB B 3aBUCUMOCTU OT MPUMEHSIEMbIX CPEACTB KOHTPOMNS NPOEeKTUPOBAHUS 1
NPOU3BOACTBa B COOTBETCTBUM C YPOBHEM pucka. Takum obpasoM, npeanoxeHHas knaccudukauma MoxeT
cTaTb Npeanochinkoli Ans paspaboTkv cTaHAaPTOB MO KOHTPOTTHO NMPOEKTMPOBaHWS U NPOU3BOACTBa. B aTux ue-
nsx MoxeT noTpebosatbest 6onee NoapoGHbLIA, INYyBOKNA 1 CTPOTAIA aHaNM3 PUCKOB A5l KOHKPETHOC Nporpam-
MHOTO MpOoAyKTa, HeXernu ToT, KoTopbli NoTpeGoBarnca Ans npouecca obluei knaccugukalm B HacTosLLEM
cTaHaapTe. MpvBeaeHbl NpMMepbl NPUMEHeHWs NPOoLLecca HasHaYeHUs Kacca pucka Ans HeCKONMbKUX pasHbIX
TUMOB NPOrPaMMHbIX MPOAYKTOB ANsi chepbl 34PaBOOXPaHeHUs!.

TepMUH «MporpaMmMHble NPoAYKTbl ANs cepbl 3ApaBOOXpaHEeHUA» OTHOCUTCS K JIo6oMY NporpaMMHOMY
npoayKTy, NpeHasHa4eHHOMY Ans MEAULIMHCKUAX Lienei, He3aBUCUMO OT TOro, NMPEACTaBIIeH MU OH Ha PbIHKE,
ABNAETCA M OH KOMMepPYeCcKUM Ui cBoboAHO pacnpocTpaHsaembiM. MoaToMy TpeboBaHWUs HAaCTOALLEro CTaH-
JapTa pacnpocTpaHstTCs kak Ha KOMMepYeckue NporpaMmMHbIe NPoAYyKTbI, TaK U, HAaNPUMep, Ha MeAULIMHCKOe
nporpaMmHoe obecrieveHne ¢ OTKPbITBIM UCXOAHBIM KOZIOM, a Takke Ha NporpaMmmHoe obecnedexue, paspabo-
TaHHOe TOIbKO Al OAHOr0 MeAMLMHCKOTO YUPEXAEHUS UM NpUMeHsieMoe TOMbKO B OAHOM MeAULUHCKOM
yupexaeHuu, HanpumMep B GonbHuLe. CyllecTBYeT LIMPOKWIA AnanasoH pasHoo6pasHbIX NporpaMMHbIX Npo-
OYKTOB Ansi cpepbl 3apaBooXpaHeHnsl, HaunmHas OT MPOCTbIX Hay4yHO-UccneaoBaTenbeknx 6a3 gaHHbLIX U 4o
cuctem 06paboTkM BLISOBOB U MOBTOPHLIX BLIZOBOB, MEANLMHCKUX CUCTEM MOAAEPXKKN NPUHATUA pelleHni,
CUCTEeM 3MeKTPOHHOIO y4eTa 340POBbS, ANCNeTYEPCKUX CUCTEM CKOPOIA MOMOLLIM, 6OMbHUYHBIX CUCTEM KIUHU-
Yeckux nabopaTopuii n cucTem Ans Bpavein obLueln npakTuki. B npunoxeHun B npueegeHbl YeTbipe Npumepa
NpUMeHeHUs HacTosLLEero cTaHaapTa K pasHbiM MPOrpamMMHbIM NpoaykTam Ans cepbl 3apaBoOXPaHEHUs.
OpHako nporpammHoe obecneveHue, Heobxoanmoe 418 NPaBUNbHOTO NPUMEHEHUS NN (PYHKUUOHWPOBaHUA
MeAWLUMHCKMX NpuBopoB, He OTHOCUTCS K o6racTi NPUMEHeHUs HacTosLWEero cTaHaapTa.
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Oara BBegeHns — 2010—07—01

1 O6nacTb NnpUMeHeHun

HacToswwuii ctaHaapT oTHocuTes K chepe obecnedeHns 6e3onacHOCTU NAUUEHTOB U COAEPXUT PYKOBO-
ACTBO Mo aHan1ay u Knaccudukaumum yrpos U puckoB As1s NaluMeHTOB Mpu NPUMEHEHUN NPOrPaMMHbIX MPoayK-
TOB 4Ns cpepbl 3apaBooxpaHeHms, obecneunBatollee oTHeceHue M6oro NporpamMMHOro NPOAYKTa K oAHOMY
13 NSATW KNaccoB pucka. TpeGoBaHWs HacToSALLEro cTaHaapTa PacrpoCcTPaHSIITCA Ha Yrpo3bl U PUCKU, KOTOPbIE
MOTYT NMPpUYUHUTE Bped nauneHTy. [pyrie Buabl pUCKOB, Hanpumep (puHaHCOBbIE U OpraHU3aLMOHHbIE pUC-
K1, He OTHOCSTCS K 06NacTu NpUMeHeHWs! HacTOSAILLEro CTaHAapTa, eCNnu TOSNbKO OHW He HeCYT NOTeHUMaribHOM
yrposbl Ans nauueHTa.

TpeBoBaHna HacToALLero cTaHAapTa pacnpocTpaHATCA Ha NGO NporpamMMHbIA NPOAYKT Ans cdepsl
34paBOOXPaHEHNs] HE3aBMCMMO OT TOTO, MPUCYTCTBYET I OH Ha pPbIHKE NMporpamMmmMHoro obecneveHus U npoaa-
eTca N OH Unu pacnpocTpaHsieTcss 6ecnnatHo. MpueeaeHbl NPUMepbl NPUMEHEHUs KnaccuUKaLMOHHOM
CXEMBI.

TpeboBaHNa HacTosLLero cTaHaapTa He pacnpocTpaHATCA Ha Ntoboe nporpammHoe obecneyeHue, He-
obxoanmoe Ans NpaBuibHOMC NPUMEHEHUS N PYHKLMOHMPOBaHUA MEANLIMHCKUX NPUGOPOB.

MpumeyaHune—HacToswmn cTangapT npegHasHaveH ansa Knaccudukaumm MeguuMHCKOro NporpaMmMHoOro
obecneyeHusi B COOTBETCTBUM C OBLWMMM KNaccaMm pUcka B LENAX NPUHATUS pelleHunii (Hanpumep, Kakue cpeacTBa KOH-
Tpons cneayeT NpuMeHnTb Anst obecnedeHwst 6eaonacHocTu). Hactoawmi ctaHaapT He NpeaHasHaydeH anst NpUMeHeHust
aHanm3aa pUCKOB M yNpaBIieHUsi pUCKaMM K NPOEKTUPOBAHUIO NMPOrPaMMHbIX NPOAYKTOR Ans cdepbl 34paBoOXpaHEHUs nnu
ANA CHWKEHUS Kaknx-nnbo naeHTUMNLMPOBAHHBIX PUCKOB 40 MPUEMNEMOTO YPOBHSA (CM. Mpurioxexue A).

2 TepMuHBI 1 onpeaeneHus

B HacTosilweM cTaHaapTe NpUMeHeHbl cnedyolme TePMUHbLI C COOTBETCTBYIOLLIMMU OnpeaeneHnsamMn:

2.1 Bpea (harm): CwmepTb, husnyeckasn Tpasma U/unm nospexaeHne 3nopoBbs UM CaMo4vyBCTBUA Na-
LueHTa.

2.2 onacHocTb (hazard): lMoTeHuUWanbHbIN UCTOYHUK HaHeceHna Bpeaa [10].

2.3 nporpamMmMHbIN NpoayKT AnA cdepbl 3gpaBooxpaHeHun (health software product): Mporpam-
MHoe obecreyeHune, NpedHasHavYeHHoe ANA UCNONb30BaHUs B cchepe 3apaBooxXpaHeHus B LieNsxX oxpaHbl 340-
POBbSl, 32 UCKIOYEHNEeM NporpaMMHoro obecnedeHus, kKoTopoe Heo6XoaAUMO AN NPaBUMbHOrO NPUMEHEHUs
MeauLmMHeKoro npudopa.

2.4 npoussogutenb (manufacturer): dusuueckoe unn puamHeckoe NULO, oTsevalollee 3a paspa-
GOTKY, NPON3BOACTBO, YNAKOBKY UMW MAPKUPOBKY NpOrpaMMHOro npoaykTa Ans cdepbl 34paBooXpaHeHust,
KOMMOHOBKY CMCTEMbI UM aganTauumio NporpaMmMHOro NpoAyKTa Ao Toro, kak oH byaeT npeAcTaBneH Ha pblHKe
nvnn BBedeH B 3KcNnyaTauuio, He3aBUCUMO OT TOro, BLIMOMHATCA NN 3TU AeNCTBAS camMUM fIULOM Wi
TPEeTben CTOPOHOWN MO ero NOpPy4EeHNIo.

Uspanune opuunanbHoe
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MprnmeyaHwu e — 3aumcTeoBaHo us [11].

2.5 nauueHT (patient): NMoBoe nnLo, K KOTOPOMY NPUMEHSETCS UM KOTOPOE NCMOMb3yeT NPOrPaMMHbIA
npoayKT Ans cdepbl 34paBooOXpaHeHUs.

MpumeyaHue— B HacToAWweM cTaHAapTe AaHHbIN TEPMUH OTHOCKTCS TakKe K 340pPOBbIM NIOAAM, Koraa a1o
Heo6xoauMo (Hampvmep, 3A0POBLIN YenoBek obpalwaeTcs k 6a3e 3HaHWI AN NonyYeHns nHpopMaLumK, CBA3aHHOW CO
300pPOBLEM).

2.6 npopaykr (product): Bcsi coBokynHOCTb MaTepurarnoB U YCyr, OTHOCSILUMXCS K MporpaMMHoMy obec-
neyeHuto, NnpeanaraemMomy nonb3oBaTento, BKIoYas MHCTPYKLUA NO MPUMEHEHNIO 1, B CryMae Heobxoanmoc-
T, 0by4yeHue.

2.7 puck (risk): KombuHauna npasgonogobusi HaHeceHWsl Bpeda U cepbe3HoCcTU 3Toro Bpeda (CM. pas-
aen 4).

MpwnmeyaHwune— 3aumcTeoBaHo us [10].

2.8 ananus puckos (risk analysis): CuctemaTtndeckoe Mcnonb3oBaHWe JOCTYNHOW MHbopMaumm Ans
naeHTUdMKaLMN ONacHOCTEN U OLLEHKM PUCKOB.

2.9 knacc pucka (risk class): Knaccudukauums nporpammMHoro npoaykra ansi chepbl 34paBooxXpaHeHnst
B COOTBETCTBUM C PUCKOM, KOTOPbI OH MOXET NpeacTasnsTh A1s 6e30MacHOCTM NaUneHToB.

2.10 6e3onacHocTb (safety): HesasncMMOCTb OT HeAONYCTUMOroO pyUcka HaHeceHus Bpega [10].

2.11 ponycTuMbIi pUck (tolerable risk): Puck, npriemnemblii B JaHHOM KOHTEKCTE C y4eTOM CYLLEeCTBY-
toLLei cucTembl LieHHocTel B obLuecTtse [12].

3 MpuHUMNBbI aHanM3a onacHOCTeN U PUCKOB

MpownssogunTeny nporpaMMHbIX NPOAYKTOB AN cdepbl 30paBoOXPaHeHNs AOMKHBI TOYHO 3HaTb ornac-
HOCTW, KOTOPbIE X MPOAYKT MOXET NPeacTaBNATL A4N151 NalueHTa B crydae HenpasuiibHON paboTbl U BO3HUK-
HOBEHWA HernpeaycMOTPEHHOro COBbITUSA, a Takke BEPOSTHOCTb KOHKPETHOM ONacHOCTU Npu MCNONb30BaHWM
nporpamMMHoOro NpodykTa B npuemMnemelx ycrosusix. NMogobHoe 3HaHWe Heobxoanmo Ana onpeaeneHns Tpeby-
€MbIX KOHTPOINbHBIX MEPOMPUATUIA, a TaKKe XKECTKOCTU NX MPUMEHEHNsT, YTOObI CHU3WUTBL PUCK AMA NAUUEHTOB
40 A0NYCTUMOrO YPOBHSA. TakiMn MeponpuUATUSIMU MOryT BbITb, HAaNPUMep, BCTPOEHHbIE cpeAcTBa camoanar-
HOCTWKW, UHCTPYKLMI NO NPUMEHeHUIo 1 npeasaputensHoe obydeHne. CTeneHb 40MYCTUMOCTY pUCKa 3aBUCUT
0T 06CTOATENLCTB U CYLLUECTBYIOLMX NOHATUIA B 0BLLECTBE 1 PerynsaTUBHBIX OpraHax.

Heobxoammoi npeanockinKkon 4aHHOTo npoLiecca sIBMsIeTCA BbIMOIHEHWE aHanusa onacHoCTen U PUCKOB.

CyLiecTByIOT pasHoobpasHble noaxoabl K aHanusy ornacHocTei U puckoB. Bee oHU ucnonbaytoT pag 6a-
30BbIX MOHATUIA. CyLLecTByOLME cTaHAapThl, PYKOBOACTBA M MyBnMKaLmMm UMeIoT TeEHAESHLMIO K KOHLIeHTpaLumm
Ha KOHKPETHbIX 00nacTsiX AesTenbHOCTA (Hanpumep, 3MeKTPOHHbIE cucTeMbl Be3onacHOCTU, aspoHaBTUKA)
nnu Ha npegMeTHbIX 06nacTsx (Hanpumep, UHAHCOBLIE PUCKU, PUCKU OTHOCUTENIBHO COBCTBEHHOCTU, PUCKN
6e30MacHOCTM NIMYHbIX AaHHbBIX). B 3TOM CBA3K UX creayeT MHTeprnpeTUpoBaTh B KOHTEKCTE NPorpaMMHbIX Npo-
OyKTOB Ans ccepbl 3apaBooxpaHeHns. HacToawmiA cTaHaAapT OCHOBaH Ha psifie UCTOYMHUKOB, YTO obecneyvunsa-
eT ero cooTBeTcTBME OOLWEnpuHATEIM nonoxeHusm. B paspene «bubnuorpacdusa» npuseaeH CNUCOK
nonesHbIX NCTOMHUKOB MHpopMaL i no gaHHon Teme. Mpu paccMoTpeHUn aHHOro noaxoaa NPUMeHUTeNbHO
K nporpaMMHbIM MpodykTaM Ans cdepbl 34paBOOXPaHEHUsl y4MTbIBANUCH Kriaccudukauma U KOHTPOSb
MeANLMHCKMX NPUBOPOB C TOYKM 3peHnst 6e30MacHOCTY (CM. NpuroXeHue A).

Hwxe npuBeaeHbl OCHOBHBIE NOHATUS AN Lenei HacToawero ctaHgapra. [laHHbI pasgen He npeaHas-
Ha4yeH A1s PacCMOTPEHNs1 BCeX acnekToB aHanmnaa onacHOCTEN U PUCKOB.

Puck ans 6esonacHoCTM NauyeHTa Npu UCNonb3oBaHWUM NPOrPaMMHOro nNpoaykTa ansi cepbl 34paBoox-
paHeHWs 3aBUCUT OT BO3SMOXHbIX MOCIeACTBUIA, KOTOPbIE MOFYT UMETb MECTO B pe3yfbTaTe HenpaBubLHON pa-
GOTbl MPOrPamMMHOro NPoAyKTa UM NPUBECTU K HebnaronpuaTHOMY cobbITUIO, @ Takke OT npasgonoao6ua
BO3HWMKHOBEHUSI TaKMX MOCNeACTBUA. Takum oBpasom, MOHATME puUcka BKIoUYaeT B cebsi ABe COCTaBnA-
LuMe — nocneacTene U npasgonogobue.

MpumevyaHwns

1 B [10] puck onpegeneH kak «kkoMBUHaLUsi BEPOATHOCTU COBbITUSA U ero NocnefcTBuii», Toraa Kak B HaCcToAWEM
cTaHgapTe pUCK onpeaerneH kak «<koMmbuHaums npaegonoaobusi HaHeceHus Bpeaa v cepbe3HOCTU 3TOoro Bpeaa» (em. 2.7).
BepoaTHOCTb BO3HUKHOBEHUSI OMAacHOCTVM MOXET GbiTh Bblpa)XeHa B HEKOTOPbIX 0BnacTsiX KONMMYECTBEHHO KaK BEpoAT-
HOCTb, OCHOBaHHas Ha PEeTPOCMNEKTVBHOM UMK SKCNepUMeHTarnbHOM aHanu3e c6oeB 1 CTaTUCTUKE MHUMAEHTOB. Becbma
ManoBeposiTHO, YTO TAKOW NoAXod MOXeT ObITb NpuMeHeH K 6e30NacHOCTY NPorpamMMHbIX MPOAYKTOB Ans cdepbl 34paso-

2
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OXpaHeHus, rae ctTatncTuka n gaHHble OTCYTCTBYHOT U NOTOMY Tpe6yeTc;| KayeCTBeHHas OUEeHKa. nOCKOﬂbe BEPOATHOCTD,
HECOMHEHHO, MOXeT ObITb BblpaXeHa Konn4eCcTBeHHO, NpeanovYTuTenbHee NCNofb3oBaTb TEPMUH «npaap,ono,qume», KO-
TOprVI TOYHee oTpa)kaeT CMbICN U NO3TOMY UCMNONb30OBaH B HACTOALWLEM CTaHOapTe.

2 B [14] puck onpegeneH kak «koMOUHaUUsi BEpOsSITHOCTU coBbiTs 1 ero nocneactevs». [JaHHoe onpegeneHve
MMEET TOT e HeOCTaTOK, OTMEYEHHbIN B MpUMeYaHun 1, B OTHOLWEHUN NCMOMNb3OBaHNS TEPMUHA KBEPOATHOCTE» BMECTO
«npaegonogobrey. Bonee Toro, HACTOALWMI CTaHAAPT OTHOCUTCH TOBKO K COBLITUSIM, KOTOPbIE, BO3MOXHO, MOTYT HaHeC-
TV Bped nauueHTam, No3BossieT OUEHNTb Cepbe3HOCTb 3TOrO BPeAa, U He KacaeTcsi MHbIX COObITUIA. [TO3TOMY TEPMUH «CO-
ObITE» HE NCTMONb3yeTCs.

MocrieacTsue, T. e. Bped, HAHECEHHbIN NauneHTy, MOXeT NPpUHUMaTL pasHble PopMbl, HaYuHasa OT He-
3HauuTenbHOro GecrnokoncTsa U Ao rneTanbHoro ucxoda. MNocnedcTsus MoryT BbiTh KaccuULMpoBaHbl No
KaTeropusiM. Takue kaTeropuu NoanexaT UHTeprnpeTaunm B COOTBETCTBUN C 06MacTbio MPUMEHEHWUA, B AaH-
HoM cny4dae — npumeHeHus VKT B 3gpaBooxpaHeHnn. HacTosawmia ctaHgapT onpeaensieT 5 kateropumn «no-
crneacTBUA» U oBracTi nx NnpUMeHeHust (CM. 4.2).

BO3MOXHOCTB TOro, 4TO OMAacHOCTb BO3HUKHET NPU JOCTAaTOMHO NpeackasyeMblx 0bcTosaTenscTeax, Mo-
XeT OblTb BblpaXeHa KONMMYeCTBEHHO KaK BEPOSITHOCTb, OCHOBaHHAasA Ha PeTPOCNEKTUBHOM UMW 3KCNepUMEH-
TanbHOM aHanuse cboeB 1 CTaTUCTUKE MHUMAEHTOB. BecbMa ManoBeposTHO, YTO Tako noaxod MoxeT ObiTb
npuMeHeH kK 6e3onacHocT NporpaMMHbIX NPOAYKTOB ANs cdepbl 34paBoOXpaHeHus], rae craTucTuka u AaH-
Hble OTCYTCTBYHOT U MOTOMY TpebyeTcs kayecTBeHHas oLeHka. HacToswumi ctaHaapT onpegenseT 5 kateropui
«npaegonogobus» n o6nactn X NnpuMeHeHnst (cM. 4.3).

Kak y)xe 0TMevanoch, puck anst 6e3onacHocTy nauMeHTa npu UCnonb3oBaHUM NPorpaMMHOro NpoayKTa
ans ccepbl 34paBoOXpaHeHUst 3aBUCUT OT MOCNEACTBUIA, K KOTOPBIM MOXET NPUBECTU HenpaBuibHas paboTa
nporpamMmMHOro NpoaykTa, a Takke oT npasgonofobuns BO3HUKHOBEHWS Takux NOCNEeACTBUN. YPOBEHb PUCKOB
MOXeT OblTb NpeAcTaBneH MaTpuLUeln pUCKOB, Y KOTOPOR Npasaonogobue U nocneacTBue ABNATCA ABYMSA ee
pasmMepHOCTSIMM (B COOTBETCTBUM ¢ Tabnuvuen 1).

Ta6nuuya 1

Mocnencreue
Mpaepononotue
Haunxyauiee HanMmeHblLlee
HawuBbicluee 1 2
3
4
HaunmeHbluee 5 6

Kaxpgas siuelika MaTpuLbl NpeacTaBnsieT ypoBeHb pucka. Takum obpa3om, B maTpuLie puckoB 25 syeek
npeacTaBnsaoT 25 ypoBHEH pUcKa, Cepbe3HOCTb KOTOPBIX YMEHbLUAETCA Npu ABMKEHWN MO ANaroHanu ot ne-
BOWN BepXHEN AYEMKN K NpaBoN HUKHEN.

[aHHble ypoBHM pucka MoryT BbITb CrpynnMpoBaHkbl B KIacckl Cregyrowmm o6pasom:

- KNnacc HauBbICLLIEro pucka obpasyeT rpynna sveek, pacronoXeHHas B eBoi BepxXHen YacTi MaTpuLbl,
Takve kak 1,2 1 3;

- KIacc HanMeHbLUero pucka obpasyeT rpynna syeek, pacnonoXeHHas B MpaBoi HWKHER YacT Tabnu-
Lbl, Takne kak 4, 5 n 6.

WNTak, sueitkn maTpuLbl pUCKOB MOTYT BbiTb COOTHECEHbI C Kaccamu pucka. Mpu rpynnMpoBaHnm aveek B
Krnacc HeobXoAnMO yUnTEIBaTL 0OCTOATENILCTBA B paMKkax 0b6nacTi NpUMEHEHUs 1 3HaYeHus1, onpedeneHHble
ONs Kakgon KaTeropun nocrnedcTsBus U npaegonododbus. Llenbio siBASETCA CHMKeHWEe CRoXHOCTM nocpe-
OCTBOM UaeHTUUKaLnmn ssueek, COOTBETCTBYIOLLMX OAMHAKOBOW CTENEHU pUcKka Ans nauMeHTa, U rpynnuposa-
HAE WX B KracC Ha STOM OCHOBaHUW. TakuM obpasoM, HesHauyuTeNlbHOe MOCreAcTBUE C BbICOKMM
npasgonogocdunem MoxeT GbiTb NPUPaBHEHO K HaUXydLeMy NocneAcTBMLo, HO C MeHbLUMM Npaedonogobuem.

B HacTosweM cTaHaapTe onpegeneHsl NATb KNaccoB pucka (cM. 4.4).
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4 OnpepgeneHue Knacca pyucka nporpaMmMHoOro npoaykra ansa cdepbl
3ApaBooOXpaHeHus

4.1 BBepeHue

B naHHoM paspene onpeAeneHbl KaTeropun nocreacTeui, ABNAIOLWUXCA Pe3ynbTaToM OnacHOCTeNn, U
kaTteropuu npasaocnoaobua peanusaunyM AaHHbIX MOCNEeACTBUA B KOHTEKCTE MPOrpamMMHBLIX NPOAYKTOB ANA
chephl 30paBooXpaHeHna. B HeM Taioke onpefieneHbl KIaccbl pUcka Ans NPorpaMMHbIX NpoAykToB Ans cde-
pbl 30paBoOXPaHEeHUs U CBA3b AaHHBIX KMacCcoB € NPeAnokeHHbLIMU KaTeropusamm NocneacTeuin u UX Npasao-
noao6usa nocpeAcTBOM MaTpuLbl puckos. B npunoxeHnn B nokasaHo NpUMeHeHWE AaHHbIX onpeaeneHuin K
pasHbIM TUMaM NPOrPaMMHbIX MPOAYKTOB ANs chepbl 3ApaBooXpaHeHuUs.

4.2 OnpegeneHue KaTeropui nocneAcTBUmn

OnacHocTu (noTeHuManbHbIe BO3SMOXHOCTU HaHeCeHUA Bpeaa), KOTopble NPorpaMmMHbIA NPOAYKT ANns
Cd)epbl 3ApaBooXpaHeHa MOXeT NpeACTaBlATb A4 NauueHTa B cnyvae Hel'lpaBVIJ'leOIZ pa6OTbI NI BbI3BaH-
HOrc UM HeGnaronpPUATHOrO cobbITUA, AOMKHBI BbITh onpeaeneHbl. Kpome Toro, A0mkHbl BbITb UAEHTUDULK-
poBaHkI NOoTeHLManbHbIe NocneACcTBUSA AaHHBIX onacHocTen. Kaxaoe nocneactsme A0IMKHO BbITb OTHECEHO K
O[HON M3 CreayroLMX KaTeropuii:

- KaTacTpodndeckme;

- CepbesHble;

- 3Ha4UTESbHbIE;

- CylleCcTBeHHbIE;

- He3Ha4YnTesnbHbIE.

MpumeyaHune—Her HeobxoaumocTn naeHTMPMUMPOBaTL M KnaccuduumpoBatb BCE BO3MOXHbIE Mocre-
OCTBUS. AHanu3 B Lensx naeHTndmkauny peanmcTuyHbIX NMOCNeacTBUin N BO3MOXHOCTEN X BO3HUKHOBEHUS OIKEH ObiTh

BbINOSTHEH TOMBKO B TOM CTENEHK, KoTopasi TpebyeTcsi 4nsa yBepPeHHOro OTHECEHWs NPoAYyKTa K KIaccy pucka nocpeacTBoM
MTepaLMOHHOro npouecca, onMcaHHoro B 4.6.

Kateropuu nocneacTsnii AOMKHbBI MHTEPNPETUPOBATLCA B COOTBETCTBUM ¢ Tabnuuei 2. OnucaHus kaTe-
ropuit nocneacteuii Beinn paspaboTaHbl AN Leneil HacToAWero ctaHaapTa, HO COrnacoBaHHbIMU C MPUHATLI-
MU B Apyrnx obnacTsax U AOMOMHUTENbHbIX AUcLmnnnHax u nogxoaax (em. [15]1—[17]).

B cnyyae, korga MMeeTCsl COMHEHWE, K KOTOPO U3 IBYX KaTeropuin cnegyeT oTHeCTU NocneacTsne, oHo
OOJDKHO BbITb OTHECEHO K KaTeropum, COOTBETCTRYIOLEN Bonee TAXenbIM NOCNeACTBUAM.

Mpu onpeaeneHnn onacHOCTen, KOTOPbIE NPOrpaMMHBIA NPOAYKT UK TUN NPOAYKTOB ANA cdepbl 3gpa-
BOOXpaHEHUs1 MOXET NPeACcTaBNsATh ANA NAaUUeHTa, He crieyeT OTBepraTb ONAacHOCTb TOMbKO U3-3a YBEpEeH-
HOCTUW, YTO caM MNPOrpaMMHbIA NPOAYKT UMW 3arnoXeHHble B HEM CBOWCTBA TaKoOBbl, YTO He CyllecTByeT
06CTOATENLCTB, NPU KOTOPBIX ONACHOCTb MOXET BO3HUKHYTL. MoTeHuManbHas BO3MOXHOCTb HaHeCeHUs Bpe-
Aa (onacHoCTW) NauneHTy Npu NCNofb30BaHUW NPOrpamMMHOro NPoAyKTa AoMKHA ObITb onpeaeneHa, kak ecnu
6bl TaKMX CBOWCTB y NpoAyKTa He BbINo unn oHU peanu3oBbiBanncb 6bl HeNPaBUbHO.

Tabnunua 2

UHTepnpeTtauus
Kateropuu
nocneacTeumn
Konuuectso
Mocnencrtene
cnyvaes
Katactpodudeckue |JleTanbHeii ncxoa MuoxectBo
Ycronuneasn HegeecnocobHOCTL U NMoboe COCTOAHUE, NPU KOTOPOM NPOrHo3upyeT- | MHoxecTBo
Csl NneTanbHbIA UCXOM UK YCTOWUMBAsi HEAeeCnOCOBHOCTL; Cepbe3Han Tpasma unu
HepeecnocobHOCTL, NocneacTBUsl KOTOpon He ByayT npeogoneHsl B 6nuxariwee
Bpems
CepbesHble NetanbHbI Ncxopn EavHuuHble
Ycronunean HegeecnocobHOCTb 1 Nioboe COCTOHUE, NPU KOTOPOM NPOrHo3upyeT- | EguHnyHble
Cs1 NeTanbHbIM UCXOM UK YCTOWUMBAst HEAEECNOCOBHOCTL; CEpbe3Has TpaBma unm
HeaeecnocobHOCTL, NocneacTBUsl KOTOpon He 6yayT npeogoneHsl B 6nunxariwee
Bpems
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WHTepnpeTauus
Karteropuu
nocnencTeuii
Konuuecteo
MocneacTteue
cnyvaes
CepbesHas TpaBMa Ui HeaeecrnocobHOCTb, BOCCTaHOBMEHWE MOCNe KOTOPOW OXU- | MHOXeCTBO
paetcs B Grnivxarillee BpeMs
CepbesHasn neuxonormdeckas tpasma MHoxecTBO
3HaumnTenbHble CepbesHas TpaBMa unu HegeecnocobHOCTb, BOCCTaHOBMEeHWE NoCe KOTOPOW OXK- | EAMHMYHbIE
paetcs B bnuxanwee Bpems
CepbesHan ncuxonornyeckas TpaBma EavHuyHbie
HeaHauuTenbHan TpaBMa unv TpaBMbl, BOCCTAHOBIIEHME MOCIIE KOTOPbIX He OXK- | MHOXecTBO
paetcs B bnuxanwee sBpems
CyulecTBEHHas Ncuxonornyeckas Tpasma MHoXecTBO
CyuiecTBeHHbIe HeanaunTenbHas TpaBMa Unv TpaBMbl, BOCCTAHOBIIEHWE MOCIIE KOTOPbIX He OXu- | EQuHnYHble
naetcsi B bnuxanwee spemsi
CyuwiecTBeHHasi NCUXOnorMyeckasl TpaBma EavHndHbie
HeaHaunTenbHan TpaBma, BOCCTAaHOBINEHUE NOCIe KOTOPOoW oxuaaertcsi B bnuxan- | MHoxecTBo
wee BpeMsi
HeaHaunTenbHOe NCMXOIIOMYeCcKoe paccTponNCcTBO; 6ECMNOKOMCTBO MHoxecTBO
HesHaunTenbHblie HesHaunTeneHasi TpaBMa, BOCCTAHOBMNEHME MOCHE KOTOPON oxunaaetcs B bnuxan- | EguHnYHbIe
Lee BPeMsl; He3HauMTENbHOE NCUXONOrMYecKkoe pacCTpoNCTBo; 6eCrnoKONCTBO; Nio-
Oble HecylwecTBEHHbIE NOCNeacTBMA

Mpun onpegeneHnn onacHOCTEN, KOTopbIe NPOrpaMMHbIA NPOAYKT ANsi chepbl 34paBooXpaHeHns MoXeT
NpeAcTaBnsATb AN NauMeHTa B cryYae, ecriv OH HenpasuibHO hyHKLMOHUPOBA UMW Bbi3Ban HenpeaBnaeH-
Hoe cobbiTue, He criegyeT OTBepraTh OMacHOCTb TOMLKO MOTOMY, UTO AaXe B Cliydae ee BO3HUKHOBEHMS naLu-
eHT 6bl He NnocTpagan, HanpuMmep bnarogaps 64UTeNbEHOCTU NONbL3CBaTENSA UK APYTMX COBLITUIA, BHELLHWX MO
OTHOLUEHWIO K MporpammHOMY MpodykTy. OaHHbln hakTop COOTBETCTBYET OnpefenieHUio BO3MOXHOCTU
BO3HWKHOBEHWS oNacHoCTU, NpeacTaBneHHoMmy B 4.3 n 5.5,

4.3 OnpegeneHue npaBgonofobua nocneacTBUn

Ana kaxgoro 13 MaeHTUDULNPOBaHHBIX NOCNEACTBUA OOIMKHO 6bITb onpegeneHo npasgonogobue Bo3-
HUKHOBEHWA NoCcneaAcTBMA B AOCTAaTOYHO NpeCKka3dyeMblX obcToATENbCTBAX.

MpumMeyaHue—Kak ykasaHo B 4.2, HeT HeoBX0AUMOCTU MAEHTUDULMPOBATE BCE BO3MOXHbIE MOCNEACTBUSI.
AHann3 BO3MOXHbIX MOCNEACTBUN 1 onpeaeneHne npasgonogobusi X BOSHUKHOBEHUS CrneayeT BbiNOMHSATL TOMNBKO B TOW
cTeneHu, koTopasi Heobxoauma Anst yBepeHHOro OTHECEHUS NPOrPaMMHOI0 MPOAYKTA K KIaccy pycka NocpeacTBOM UTepa-
LUMOHHOIO mpouecca, OnMcaHHoro B 4.6.

MpaBaonoaobue nocneacTBUA AOMMKHO ObITh OTHECEHO K OAHON 13 CneayoLnx KaTeropuii:

- 0YeHb BbICOKOE;

- BbICOKOE;

- cpefdHee;

- HU3KOE;

- OveHb HU3Koe.

Kateropum npasgonogobus 40MKHbI MHTEPNPETUPOBATLCA B COOTBETCTBUM ¢ Tabnuuei 3. OnncaHus kaTte-
ropuid Nnpasaonofobus 6elnv paspaboTaHel AN Leneli HacTOALLEero cTaHaapTa, O4HaKo OHU COOTBETCTBYIOT KaTe-
ropvsiM B Apyrvx obnacrax, HanpumMep B oBnactu KopropaTMBHOrO yrpasneHns B 3gpasooxpaHeHnn (cm. [18]).

B cnyyae, korga nmeeTca COMHEHWe, K KOTOPON U3 ABYX KaTeropuin crieqyer oTHecTn npasgonogobuve
NocneacTBUsi, OHO AOMKHO BbITb OTHECEHO K KaTeropuy, COOTBETCTBYIOLL e 6onee BbicokoMy Npasaonoaobuto
(cm. Tabnuuy 3).
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npl/l OUeHKe npasnonoao6me nocneacTBmMA He AOJDKHO NpeyMeHblaTbCA U3-3a Kaknx-nuoo Xapakrepuc-
TUK cCaMOro npodykra, Bkio4Yaa oTHoCcAWNnecAa K HeMy UHCTPYKLIKM NO NPUMEHEHUIo (CM. onpegeneHne Npoayk-
Tas 26) B KoHTeKcTe AaHHoro nogpasaena TepMUH «MpaBaonoaobue» He UMeeT OTHOLIEHUS K BePOSITHOCTH
HenpaBuUIbHOIo beHKLI,I/IOHI/IpOBaHVIﬂ nporpaMmMHOro npogykra unu K HeGHaI'OI'IpMFlTHOMy cobbiTuio. MUmeHHo
npaBnonono6me nocneacTsuni B pesynbTarte HeﬂpaBMﬂbHOﬂ)(byHKuMOHMpOBaHMﬂ unnn HeGﬂaFOHpMﬂTHON)
HeraTUBHOro cobbITUA OBLIYHO OLEeHMBaeTCA Ha npakTuke.

Ta6bnuua 3
Kareropuun Onncanme
npasgononobus
OueHb BbiCOKOE O6sa3aTenbHO UnNKu NoYTH 0653aTenbHO; OYEHb BEPOSITHO, YTO COBLITUE NpousonaeT
Bricokoe He ob6si3aTenbHo, HO BECbMa BO3MOXHO; OXMUAAETCA, YTO coObITME nponsongeT B 6onb-
LWUMHCTBE Cry4yaes
Cpennee B0O3MOXHO; €CTb BEpOSATHOCTb, YTO COObITUE NPON3OUAET
Huskoe CobbiTne MoXeT NPon3oiTH, HO B 6ONbLUMHCTBE CIy4YaeB He Npou3onaet
OuyeHb Huakoe HeaHauutenbHaa nnm NpakTMYeckn HeaHauynTenbHasi BEpOsSITHOCTbL COObITUSA

OgaHako OoMyCTUMO YUnUTbIBaTb AOCTATOUHO NpeAckasyemble 06CToATENLCTBA, BHELIHWE MO OTHOLLEHUIO
K NMporpaMMHOMy MpodykTy. Hanpumep, ecnin naeHTUOULMPOBAHHLIM NOCNeACTBMEM OMACHOTO coBbITUA AB-
nseTcA TpaBMa, TO Npu oLeHKe NpaBaonoaotus AaHHOro cobbITUS, MPUBEALLEro K pearnsHO TpaBme nauueH-
Ta, MOTYT YYUTLIBATLCA, Hamnpumep, creayowme dakropb:

- BO3MOXHOCTb TOro, YTO onacHoe cobbiTve GyaeT 3aMeyeHO Nonb3oBaTerieM C COOTBETCTBYHOLLMM
ypoBHeM KeanudukaLlum 4o Toro, Kak nocneacTsue NpousonaeT;

- BO3MOXHOCTb TOT0, UTO MOCNEACTBUA yaacTCa U3bexaTb, NOCKONbKY YMCNO OnacHbIX cOBbITUN B Teve-
HWe HeKOTOPOro Nepuoda BpeMeH! 4o BOSHUKHOBEHUS MOCNEACTBUS MOXKET YBENUHUTL BO3SMOXHOCTL BbiSiBNe-
HWA OMACHOCTHU;

- BO3MOXHOCTb TOrO, YTO NaLMeHTa OCMOTPUT BpaY 40 TOro, kak eMy 6yaeT HaHeceH kakoW-nubo Bpea,
npuyemM BpemeHun ByaeT AOCTaTOUHO Ans nNpoBeAeHNa 3 eKTUBHOMO NeYeHna nnu Tepanuu.

O6cToATeNLCTBA, KOTOPLIE MOMYT BbiTh YUTEHBI NPU onpeaeneHUn npasaonodobus, AOMKHLI CooTBe-
TCTBOBATb CePbe3HOCTU PaccMaTpUMBaeMoro MocneacTsus, a CTPOroCTb KPUTEPUEB HANPAMYIO 3aBUCUT OT
CepbesHOCTU NOCNeacTBUA.

He gonyckaeTcs npegnonarate HaNUMYME HaUy4Wwnx o6CTOATENLCTB BO Beex crydvasx. Hanpumep, He
JonyckaeTca npegnonarath, YTo orepaTop Bcerga UMeeT oCTaTouHYH KBanudukaLuio Wnumn onbiT, NOCKOSb-
Ky NOrMYHO NPearnonoXunTb, YTO BO3MOXHBLI 06CTOATENLCTBA, NPU KOTOPLIX NPOrPamMMHBIA NPOAYKT UCNOMb3Y-
€TcA onepaTopoM BrepBble, U YTO ornepaTopbl, Aaxe npoleawne oGyveHne, MoryT UMeTb HeAOCTaTOUHYIO
KBanuukaumio. Y4eT Takux o6CToATENbCTB Kak BO3MOXHBIX, O4EBMAHO, BaXeH, koraa BO3MOXHOe nocne-
ACTBME BECbMa CepPbe3Ho, Hanpumep neTasbHbIn UCXoa.

4.4 Knaccbl pucka

Hacrosawuin ctaHaapT 6asnpyetcs Ha KOHLUEMNLUMN KNAaccoB puUcka, Kaxablil U3 KOTOPbIX NpeacTaBnsaeT
KOMGMHaLMIO KaTeropuin NOCNeAcTBUA U kaTeropuit npaesgonogobus. MpeanoxeHbl NATL KNAccoB pucka, 06o-
3HadeHHble oT A 1o E.

Kaxgblil knacc npeacTasnaeT rpynnMpoBKy KOMOGUHaUMI NOcNeacTBUA U UX NpaBaonoaobus, kotopble B
obwem criyyae npeacTaBnAT OAUHAKOBLIA ypoBeHb pucka ana 6esonacHocTn nauueHToB. Knacc A npega-
cTaBnseT HanbonbLlNA NOTEeHUManbHbIA PUCK, a Knacc E — HauMeHbLLWA.

KombuHauum, cooTBETCTBYIOLLME Kaccam pucka, npuseaeHbl B Tabnuue 4.

M p 1 mMeyaHune— PeweHune o TOM, Kakue suerkn Tabnuubl rpynnupyioTcst BMecTe, 06pasysi knace, NpuHumaeT-
€A HA OCHOBAHUM PacCMOTPEHUsI onpeaeneHnin KaXQoM KaTeropum NnocneacTsui u npasgonoaobust. Mostomy goctosep-
HOCTb Tabnuubl 4 3aBUCUT OT ONbITA €€ NPUMEHEHUS B Pa3HblX 06NacTsx, OTHOCALWMXCH K MHOpMaTM3auum 340POBbS, U
OT UCMNonb3oBaHMs KNaccoB nNpu onpeaeneHnn cpeacrts8 KOHTPONA, NPUMEHUMBLIX K NMPOAYyKTaM M3 pa3HbiX Knaccos
ansa obecneveHust ux 6es3onacHocTU. [laHHbIN ONbIT BaXXeH NPU BO3MOXHbIX MOCHEAyI0WMX KOPPEKTUPOBKAX HACTOALWENO
cTaHgapra.

6
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Tabnuuya 4

Mocnencreus
Mpasponopobue
KaTaCTpod)qucme Cepbe3Hbie 3HauvUTENbHbIC CylleCTBEHHbIS He3Ha4YuTenbHble
OueHb BbICOKOE A A B B C
Boicokoe A B B C C
CpegHee B B C D D
Huakoe B C D D E
OuyeHb Hu3koe C C D E E

4.5 OnpepgeneHue Knacca pucka nporpaMMHoOro npoaykra ana cdepbl 34paBooXxpaHeHus

KombuHauum nocneAcTBWiA U nX npaBaonoaobuns AomkHbI 6bITb pasMellieHbl B MaTpULLe pUCKOB, OMUcaH-
Hon B 4.4 (cm. Tabnuuy 4), ¢ UCMoNb30BaHNEM UTEPaLMOHHOIO npoLlecca, onucaHHoro B 4.6. MNporpammHomy
npoaykTy Ans cdepbl 34paBooOXpaHeHUs NPUCBaNBaETCA HaMBBICILMA U3 MAEHTUMDULMPOBAHHBIX ANSl Hero
KraccoB pucka, Npun s3Tom knacc A cooTBeTCTBYeT HanbonbLuemy pucky, a knacc E — HanmeHbLluemy.

4.6 UtepauuoHHbLIA NpoLecc

Knacc pucka, K KoTOPOMY OTHOCUTCSI TPOAYKT, 3aBUCUT OT KOMBUHaLMK KaTeropum NocneacTBUN U KaTte-
ropvu npaegonogobus. Takum obpasom, Bbicokas KaTeropusl NocneAcTBUN B codeTaHWM C HU3KUM Npaeaono-
Aobrnem moxeT BbITb OTHECEHa K Bonee HU3KOMY Kraccy pucka, yeM 6ornee HU3kasi KaTteropusi nocneacTeun,
HO B coveTaHunn ¢ 6onee BelcokuM npaegonogobuem. Xota nioboit aHanus Hanbonee BeposATHO ByaeT nsHa-
YanbHO CcOKYCMPOBaH Ha peasbHbIX HaUXYALWX NocrneacTBusx, Takke byaet HeobxoanuMo paccmoTpeTb U
MeHee cepbesHble MoCneacTsmsa 40 Tex Nop, Noka B XxoAe utepauuin He 6yaeT obecneveHa yBepeHHOCTb, UTO
NPOAYKTY B KOHLE KOHLOB MPWCBOEH HaWBbICLUNIA U3 BbISIBIIEHHBIX KITACCOB pUCKa.

5 AHanuTU4ecKui npouecc

5.1 BBepgeHue

B naHHom pasgene npeacrtaBrieHbl HEKOTOPLIE U3 NPOLEeCCOoB, KOTOPbIE AOIMKHbI 6bITb paccMoTpeHbl Npu
aHanunae B Luenax onpeaenieHns Krnacca pucka.

5.2 I'IpuBnequue 3anHTepecoBaHHbLIX CTOPOH

ITiobol aHanm3 AormkeH 6bITb OCHOBaH Ha YETKOM 1 YMeCTHOM I'J'Iy6I/IHHOM NMOHMMaHUM CUCTEeMbI, Cpefbl,
B KOTOpOI;I cuctema 6yp,eT MCNONbL30BaTLCA, U NoNb3oBaTenen, Ana KOTOpbIX CUCTeMa npeaHa3HavyeHa. Cne-
ayeT 3apy4vnTtbCd cornacnem un pelieHMAMM co CToOPOHbI npeacTaBuTenein sanHTepecoBaHHbIX B NPOrpaMmMHOM
npoaykre ana chepbl 3apaBooXpaHeHWA CTOPOH. HaMJ'Iy‘-ILIJI/IM crnoco6om nobuTbea aToro ABNsieTcs cosgaHe
rpynnel, no KpanHen mepe, 13 cneayownx y4aCctHUKOB:

- cneunanncThl, yd4acTBylowue B NpoeKTupoBaHuUK, pa3pa60TKe 1 aKcnnyaTtauun CUCTeMm;

- NoNb3oBaTesn;

- Nnla, BOBlNeYeHHbIe B AeNTOBYIO UNN TEeXHONOMNM4YeCKyo cpeay, B KOTOpPOU cuctema 6y,qu NCNOJb30-
BaTbCA.

Takke MOXeT ObITb NOMe3HbIM BKIoYeHUE B AaHHYIO rpynny npegcraBuUTernen IOpUCTOB N 3KCNEPTOB Mo
ynpasneHuto.

YUto kacaeTtcs NpoAyKTOB, KOTOPbI€ AOJTKHbI PACNPOCTPaHATLCA Ha KOMMeleeCKOI‘/lI OCHOBe, HeobxoanmMo
UCKIMIOYUTb BITUAHUE KOMMepPYeCKUX MHTepeCOB Ha pe3ynbTaTbhl aHanuaa.

5.3 MNoHumaHue cpeabl cCUCTEMbI U NONb3oBaTens

MepBbIM Warom B paboTe cchopMUpoBaHHON rPynnbl ABASETCA AOCTWKEHUE 0B ero noHMMaHus no crie-
OyoLMM Bonpocam:

- Ha3Ha4YeHWe CUCTEMBI;

- cpepa, B KOTOPOW NpeanonaraeTcs UCNomnb3oBaTb cucTemy (K chaktopam oKpyKatoLlen cpeabl, nogne-
XallM pacCMOTPEHUIO, OTHOCATCA He TOMbKO (husnyeckue pakTopbl, HO U, HAaNpUMep, cTeneHb NPUBIIEYEHUS
MEAULIMHCKUX 3KCMIEePTHBIX 3HAHWN);
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- XapakTepUCTUKA N PEXKUMBI paboTbl CUCTEMBI;

- YenoBeKko-MalUNHHbIA UHTepdeinc;

- AUHaMKMKa NPOLLEeCCOoB, C KOTOPbIMU crucTema ByaeT B3anMoaeiCTBOBaTL U Ha KOTopble oHa ByaeT BMu-
ATb.

HocTurHyTtoe obLuee noHMMaHue 4omkHO BbITb JoKYMeHTansHo obopMIeHo, BKoYas Miobble paccMmoT-
peHHbIE 1 Mpu3HaHHbIe HepearbHbIMU CLEeHapuin.

5.4 AHanu3 nocneacTBun

Mpw onpeaeneHnn NocneacTsunin, ecnu cuctema GyaeT HenpasBubHO paboTaTb UNK NpusedeT K Hebna-
ronpuUsATHOMY cobbITWIO, rpynna AomkHa BbINONHUTL cregytoLlee:

- obecneunTb, YToBbl AaHHbIN NpoLecc HanpaBnAnCcs AenoBbiMU, NpodeccrnoHanbHbIMU UK MoMb30Ba-
TenbCKUMU UHTEpecamMun B NPOTUBOMONOXHOCTb, HAaNpUMep, KOMMepPYeCKUM UHTepecaM;

- ITHOPUPOBAaTbL BCTPOEHHbIE CPeaCcTBa KOHTPOMA U XapakTepncTuki 6e30nacHOCTN CUCTEMBI;

- BbISIBUTb HeBraronpusaTHbIe cODbITUS, KOTOPLIE MOTYT NPOU3OWTH B Criydae, ecriv cuctemMa Hernpasurb-
HO (DYHKLMOHMPOBANa, Bbi3Bana HenpegycMoTpeHHoe cobbiThe Unu 1cnonb3oBanack HeHagnexalmum obpa-
30M, BKItovas:

- YenoBeYeckuid hakTop (CryyaiHble NNy yMblLLNeHHble AeACTBUS Un Be3aencTBus);
- conanyeckue cbon;

- noruyeckune cbou;

- KOMMYHUKaLNOHHBIE cOou;

- cboun annapaTtHbIX CPeACTB;

- cbon nporpammHoro obecneveHus;

- 06paTuTb ocoboe BHUMaHWE Ha CLeHapun, cumMTaoLwmecs «4oMyCTUMBIMU HauXyawWwumMn cny4aammy;

- cobupaTtb NHpOoPMaLMIo 0 peanbHbIX MHLMAEHTaX, CBA3aHHbLIX C CUCTEMON, U AenaTb U3 3TOro BbIBO-
Aabl;

- cobupaTb MHopMaLMIo O pearnbHbIX MHUMAEHTaX, CBA3aHHBIX C aHANOrMYHBIMWU NPOrPamMMHBIMU NPO-
AyKTaMu, U enaTtb BbIBOAbI HA OCHOBE YY)KOro OnbiTa, BKIKOYAs Criyyau, OnncaHHbIe B COOTBETCTBYIOLWMX Ny6-
NUKaUUaX;

- obecrneunBaTtb NpUBNeYeHUE BCEX 3aUHTEPECOBaHHbIX CTOPOH;

- NOOLWPATb UHHOBALMOHHOE MbILLSIEHME;

- BbISIBMSATb N060E CKPLITOE UMM BO3MOXKHOE BO3AENCTBUE, He TONBKO NpUBoasLLee K HeMeaneHHbIM Nno-
crneacTBUsIM;

- 6bITb TBOPYECKOW, OCTABASICb PEANIMCTUYHOM;

- NOMHOCTLI0 YYATHLIBATb TOYKU 3pEHUSI NOMb3oBaTenen 1 Nuy, NPpeacTaBNAoLWNX MEAULIMHCKYIO cpeay,
ANSA UCNoNb30BaHUA B KOTOPOW NpeAHasHaveHa cuctema.

5.5 AHanus npaBgonopoousi nocneacTBUmn

Mpu oueHke npaegononocGua NocneacTBUsA, NPOUCXoAsLLero B A4OCTATOMHO NpeAckasyeMbix o6cTos-
TenbcTBax, rpynna AoMkHa BbIMOMHATL cnegyiollee:

- U3y4uTb NnepevyeHb HebnaronpuSATHbIX COBLITUNA, KOTOpbIE MOTYT MPOU3OUTU MPU HenpasUNbHOM
bYHKLMOHUPOBAHMM NPOrpaMMHOrO NpoAyKTa U T. M., UICNONb30BaHHLIA NP onpedeneHun KaTeropun no-
cneacTBUn;

- cchokycupoBaTbcsl B MepBYl0 ouepelb Ha Hauxyawux HebnaronpusaTHbIX cobbITUAX U nocnea-
CTBUSX;

- NpoaHanM3npoBaTh NPOLECChl, KOTOPbIE MOTYT NPUBECTU K HAHECEHNIO BpeAa NauueHTy B pesynstate
HebnaronpuATHbIX COBLITUIA, U OrpaHUYeHuUsl, CONYTCTRYOLWME AaHHBIM NpoLeccam;

- paccMOTpETb NpOLUSble MHUWAEHTHI, KOTOPbIE NPUBENWU K HAHECEHUIO Bpeaa, BKITKoYas cry4vau, onucaH-
Hble B nuTepaType;

- pPaccMOTPETb BCE BO3MOXHbIE M3MEHEHUS! U TeHAEHLMN B 4OCTaTOMHO NpeAckasyeMol nepcnektnee B
obnacTu NpUMeHeHUs NPoaYKTa;

- NPUHUMATL BO BHUMaHWE NMpu paccMOTPEHMU YenoBedeckoro akTtopa cneayolume obcrosTenscraa:

- MOTUBALMIO;
- paboune Harpysku U BO3MOXHOCTY;
- KOMNETEHTHOCTb;
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- CTUMYIIbI U NPEnATCTBUS,
- pabouyto cpedy;

- BbISIBUTb 0BCTOSATENbLCTBA, KOTOPLIE MOTYT MOBLICUTL Npaeacnoaobne nocneacTsus;

- n3beraTb He06OCHOBaAHHON YBEPEHHOCTY B KBaNMUKaLNM MeAULNHCKOro paboTHMKa UK Nornb3oBaTte-
ns, AoCTaTOYHOW, YTo6kI n3bexaTb NocneacTBUiA;

- MPUHUMATb BO BHUMaHWE CNOXHOCTb peLUeHniA U NPOLECCOB;

- NPUHMMaTL BO BHUMaHWe 060CHOBaHHbIE NPeAnONOXeHNs O AOCTYNHOCTU YeMOBEYECKUX N UHBIX pe-
CYPCOB, U 0OCOBEHHO BMUSIHNE NX HEXBATKW;

- MPUHUMATL BO BHUMaHWE B3aMMO3aBMCUMOCTb COOLITUIN B LIEMNOYKe;

- MPUHUMATbL BO BHUMaHWE BPEMEHHYIO 3afepXKy Mexay HebnaronpusiTHelM cobbiTUEM, BbI3BaHHbLIM
cucTemon, 1 NiobbiM NOCreacTBMEM, KOTOPOE MOXET MPOU30TH;

- MPUHUMATb BO BHUMaHWe 06beM npeanpuHUMaemblX 4eACTBUIA U CTeMNeHb yaaneHHOCT M NiobbIx nocne-
OCTBUIA OT onepaTopoB. Hanpumep, cuctema «BbISOBOB M MOBTOPHLIX BBI3OBOBY ANS CKPUHUHIA rpyan MOXET
obpabaTbiBaTbh MHOMME ThICSYM MALWEHTOB, BbIABWras Ha NepBsbli NnaH ctaTucTudeckoe npaesgonogobue no-
CreacTBuUs B criyyae, ecnn HenpasuibHas paboTa crucTeMbl NOBNMsANa Ha 6onbLuoe YMCo NauneHToB, pacno-
MOXeHHbIX Ha yaarieHHOM paccTosiHMM OT Nuu, paboTarLwmMX C CUCTEMON U UMEeroLW X Maro CPpeacTB Uin He
NMeLLNX UX BooBLLEe Ans Toro, YTobbl pacnosHaTh, YTO HebnaronpusaTHoe cobbiTUE MMENo MecTo.

5.6 Utepauun

Kak 6b1r10 0TMeYeHO B 4.6, Knacc pucka, K KOTOPOMY OTHOCUTCA NPOAYKT, 3aBUCUT OT KOMBUHaLMK KaTero-
pyUM MOCNEACTBUIA U KaTeropuv npasaonogodbust. Beicokas Kateropusi nocneacTBuil B KOMBMHALMN C HASKAM
npasgonono6uem Byaet oTHeceHa k 6onee HA3KOMY Krlaccy pucka, Yem Bonee HU3Kas Kateropyst NocneacTsUin,
HO ¢ BonbLlunM npasaonogobuem. Takum 0bpasom, XxoTa Nobol aHanus Haubonee BepoATHO ByaeT u3HavarnbHO
cchoKycupoBaH Ha HanxyaLwmx nocnegcTeusix, Tawke byaet HeobxoanMo paccMoTpeTb MeHee cepbesHble nocre-
ACTBUSt N X npaegonoaobue. OgHako He Bce nocneacTsus U UX npasaonogobue criegyer paccmarpuyBartb B
xofe npovecca utepaunii. tepaunoHHbIA Npouecc AomKkeH NPOAomKaTbCcA TOMbKO A0 TeX Mop, noka He byaer
[OCTUrHyTa YBEPEHHOCTb B MPaBUIIbHOM OrnpeaeneHnn Knacca pucka, T. €. Korga He ocTaHeTcsl Apyrux KombuHa-
L1 NOCNeacTBns 1 ero Npaeraonogobus, COOTBETCTBYOLMX Boree BLICOKOMY KNaccy pucka.

5.7 MNepecmoTpbl

M3meHeHMs1 B NporpaMMHOM NpoayKTe Unn B 0bnact ero npumeHeHUs 6yayT npoucxoanTb Bpems ot
BpeMeHU, Hanpumep B cnefyloLnX cnyYasx:

- NPy BBEAEHUA HOBbIX UM U3MEHEHUN CYLLECTBYIOLLMX (DYHKLIWIA;

- NPy NPOABWKEHWUM B HOBYIO cpefy (Hanpumep, BelBedeHe UccneaoBaTenbCckoin CUCTEMBI Ha LIMPOKNIA
PbIHOK, BbIXOA Ha pbIHOK cObITa B HOBOW CTpaHe, NepeopueHTaLus Ha ApYrylo MeauunHCKYHo cneunanusauuio,
cpeqny 34ApaBoOXPaHeHUst U TUN MeaULMHCKOTO YUpeXaeHus);

- MpY BBEAEHWU HOBbIX UM U3MEHEHUN CYLLIECTBYIOLLMX UHTEPENCoB C APYrUMN cUucTeMamu.

MameHeHus B NporpaMMHOM NpoayKTe Uiv B obnactu ero npuMeHeHna MoryT NpUBeCTU K U3MEHEHWIo
Krnacca pucka, K KoTopoMy AormkeH 6biTb OTHECEH NpoAyKT. Mo3ToMy A0SKHBI NPOBOAUTLCS COOTBETCTRYOLNE
nepecMoTpbl Kak Nepuoguyecku, Tak u NpU BHECEHUU UMW NIIaHUPOBaHUN NMIOBLIX U3MEHEHWIA, KOTOPbIE MOTYT
MOBMNUSATb Ha KIlacc pyUcka NporpaMMHOro npoaykra.

5.8 NokymeHTauusa

AHanUTU4YeckuUin NpoLecc A0MKEH ObITb NOMHOCTLIO AOKYMEHTUPOBAH, BKIOYAs:

- pPacCMOTPEHHBIE CUTYaLMK HeNpaBuIlbHOW paboThl U HEBNAroNPUATHBLIX COBLITUI, a TaKkke UX nocnea-
CTBUSI, BKITloUAsi U Te, KOTOpble ObINU OTKNOHEHBI Kak HepearnbHbIE;

- aHanu3 npaegonoaobus NoCNeAcTBUIA, BKMOYas CLieHapWK, OTKNOHEHHbIE KaK HepeanbHble;

- UTepaLMOHHBIN NMPOLIeCC U NOruka, KOTopbie MPUBENU K yBepeHHOMY onpeaeneHnio knacca pucka.

[aHHasa JokyMeHTauust 4oMKHa paccMaTpuBaTbesl Kak OCHOBHaA AOKYMEHTaUus No cucteme, NOCTosH-
Hasi AOCTYMHOCTb U aKTyanbHOCTb KOTOPOW A0MKHbI 6bITh 06ecneyeHsl.

5.9 bubnuoTteka UHLMAEHTOB

PelueHunsa no 060cHOBaHHbLIM NOCNEACTBUAM U BO3MOXHOCTAM UX BO3HUKHOBEHWA AOMKHBI ObITb B 3Ha4U-
TENbHOW CTeNeHn NoAKPEenseHbl cebifikamn Ha BUBnnoTeky MHUMAEHTOB. Mo3ToMy AOMKHBI BbITb NPeayCMOT-
peHbl cpeacTBa Ansa cbopa U xpaHeHUsa UHdopmaumm 06 MHUMAEeHTax.
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6 Mpumepbl onpeaeneHus KNaccoB pUcka ANs NPOrpaMMHbIX NPOAYKTOB

MpuMepbl onpeaeneHus Knacca pucka AnNs PasHbIX TUNOB NPOrPaMMHBIX NPOAYKTOB AN cdepbl 3apaBo-
oXpaHeHUA NpuBeeHbl B NPpUNoxeHun B.

7 B3aumocCBsi3b KNaccoB pUcKa C NPOEKTUPOBAHMEM U KOHTponem
NPOU3BOACTBa NPOrpaMMHbIX NPOAYKTOB

BaxHbIM NpUMeHeHUeM HacTosALLero cTaHaapTa ABnseTcs onpeaeneHue KNaccos pucka Ans pasHbIX Tu-
MOB NPOrpaMMHbIX MPOAYKTOB Ans chepbl 30paBooXpaHeHns, ANA Toro YTobbl crpynnupoBaThb UX B LEMAX Co-
3[aHus pyKoBOACTBa (CTaHaapTa) No NPOeKTUPOBaHWUIO U NPOU3BOACTBY AaHHLIX NPOAYKTOB. CYLIHOCTbL Takux
CPeaCTB KOHTPOSSA 1 CTPOTOCTb, C KOTOPOI HAANEXUT NPUMEHSTL MX, BYyT 3aBUCETh OT Kracca pucka, K KoTo-
POMY OTHOCWTCSl MPOAYKT. XOTS Lienbio HAaCTOAWEro cTaHaapTa He ABnseTcsa onpeaeneHue Toro, kakue cpe-
ACTBa KOHTPOMS criedyeT UCNoNb3oBaTh ANA onpeAeneHHbIX KaccoB pucka, B npunoxeHun C npuseaeHa
WNIOCTPaLUS CYLLHOCTY B3aUMOCBA3U MeXAy Krlaccamu pucka U BO3MOXKHBIMUA CpeacTBaMu KOHTPOMS Ans
yrnpaBreHust pruckamu.
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MpunoxeHue A
(cnpaBo4Hoe)

MporpamMmmHble NpoAyKTbl AN cepbl 34paBOOXPAHEHUA U MeAULIMHCKUE NPUGopLI

A.1 Obwme cBegeHnsa

Bo mHormx crtpaHax 6esonacHocTs meguuMHCKUX NpubopoB obecnedmnBaeTcs 3akoHoAaTenbHbiMU Mepamu. KoH-
TPOIb Pa3nUYHbIX BUAOB NMPOrpaMMHOro obecrneveHns oTrMyaeTcsi B AeTansx, HO B LENOM NPUMEHSIETCS B LENSsX onpeze-
TNIeHUs1 NPaBUITbHOCTU NPUMEHEHUs1 MeAULIMHCKOTO npubopa.

Ha npaktuke, no kpanHen Mepe B HACTOsILLee Bpemsl, MPOrpaMMHbIe NPoAyKThl Ansi cdepbl 34paBOOXpaHEHWs!
(cm. 2.3) He oxBaTLIBAKOTCA AaHHLIMKM CpeacTBamMU KOHTponsi. MNpumepamuy ABMSIOTCS cUCTEMbI Bpaden obLLen NpakTuKK,
Bbl30Ba U MOBTOPHOIO BbI30BA, UccregoBaTenbckue 6a3bl AaHHbIX, NporpammHoe obecriedeHune Ans 3NEeKTPOHHBLIX Npes-
nMcaHuin, ANCNeTYEPCKUE CUCTEMbI CKOPOW MOMOLLM U T. 4.

Mpu paccmoTpeHun knaccudmkaumm NporpaMMHbIX NPOAYKTOB Ansi cdepbl 3ApaBooXpaHeHnst UMEeT CMbICH OLie-
HUTb NOAXoM, NPUHATLIN ANsl MEAVMLMHCKMX NpMBOpOB, 1 B pamMKax AaHHOTO NoaxoAa B3arMOoCBA3b Mexay kraccudukaum-
SIMM U CpeACcTBaMM KOHTponsi ansi ob6ecneveHnst 6e30nacHOCTH, YTOObI, HACKONMbLKO 3TO BO3MOXHO, MOAXOAbl Gbinu
CXOAHbIMW. [laHHbIl BONPOC paCCMOTPEH B HACTOSILLIEM NMPUIOXXEHUU. B Lensix kpaTkocTy He NpuBeaeH yrnybneHHbIN aHa-
nu3, a psij CNoXHbIX Npo6rem 1 BONpocoB, CBSI3aHHbLIX € onpeaeneHnsiMm, 6binv ynpoLLeHsbi.

Mopxopn, OTHOCSILLMICS K MEAULMHCKUM NpubopamM, OCHOBaH Ha crieflyloWem:

- BO-NepBbiX, No3BornsieT knaccuduumposaTts Npubopb! MO KnaccaMm Ha OCHOBE OCO3HAHHOTO NOTEHLMANbLHOIO pycka
Ans naumeHToe (06bIYHO NO YeTkIpeM Krnaccam ¢ nogkraccamm);

- BO-BTOPbIX, MO3BONSET NPUMEHSITb CPeACTBA KOHTPOSIS B OTHOLLEHWM NPOEKTUPOBaHWS!, NPOU3BOACTBA, CUCTEM Ka-
4YecTBa, MapKMPOBKM U T. [., NPUYEM OXBaT CPEACTBaMMU KOHTPOIS U CTPOrOCTb MX MPUMEHEHUS] 3aBUCAT OT Kracca: YemM
BblLLE Kracc pucka, Tem boree XecTkme cpecTBa KOHTPOISI.

B gaHHOM cueHapuy BONpoC pUcka NoHUMAETCS B [IBYX O4YE€Hb Pa3HbIX KOHTEKCTAX — B KOHTEKCTE Krnaccudmkaumm
M B KOHTEKCTE CPEeACTB KOHTPOIIsi CUCTEM KavecTBa.

Cucrema knaccudukaumm 0OCHOBaHa HAa OCO3HAHHOM NOTEHUMANBHOM pUcKe ans nauneHToB. OgHako Ans meavnumvH-
ckux NpubopoB onpeenexHne knacca pucka He Tpebyet aHanu3a pucka kak TakoBoro. Knacendmkaums CywecTBeHHO 3a-
BUCUT OT NPUMEHEHWI Npubopa, Hanpumep SBNAETCH I OH UHBA3UBHLIM, HEMHBA3NBHBIM, aKTUBHBIM, KOHTAKTUPYET Mu ¢
KOXEW UNW HeT, nepegaeT Ny SHepruio Teny u T. 4. Knaccudmkaumsa oCHOBLIBAETCS HA NPEANONOXEHNN, YTO, C HEKOTOPbI-
MW UCKTIOUYEHUSIMU, MHBA3UBHbIe NPUBoPLI NPeacTaBnAT 60NbwWMA NOTEHUManNbHBLIA PUCK, YeM HEUHBa3UBHbIEe NPUGOpbI.
MporpammHble NpoAyKThl A5 chepbl 34paBOOXPaHEHUsI HE MOTYT BbITh OXapakTEPU3OBaHbI TAKUMU TEPMUHAMM, KAK «KUH-
Ba3UBHbINY UITN KAKTUBHBIA», NN YTO OHU KOHTaKTUPYIOT € KOXen. Takum obpa3om, cuctemsl knaccndukaumm, ncnonbaye-
Mble A58 MEAUUMHCKMX NPUGOPOB, He MOTYT BbITh NPYMEHEHB! K MPOrpamMmMHbBIM NPOAYKTaM 4ns chepbl 3APABOOXPAHEHMS.

HanpoTue, 06bIMHBIM KOHTPOMNBHLIM MEPOMNPUSITUEM ABNSIETCA TpeboBaHWe Hanuuus y NpouseoauTens yaoBneTBo-
psiloWeln TEXHNYECKUM TPeBGoBaHUAM CUCTEMbI KauecTBa. YacTbio gaHHoro Tpeboeanna moxeT 6biTb TpeboBaHwe ynpas-
TNEeHUs1 PUCKaMU U NPOBEAEHNS NOTHOW U YrIy6neHHOW OLEHKM PUCKOB NMPY UCMONb30BaHUM NpMbopa, a Takke CHWKEHWS
PUCKOB 4O NPUEMITEMOTO YPOBHSI.

HacTosiumin ctanaapT kacaeTcsl pUCKOB TOMNBbKO B KOHTEKCTE CUCTEeMbl Knaccudmkaumm nNporpamMmmHbIX NPOAYKTOB
ansi cdepbl 3ApaBOOXPaAHEHUS U, SIBNSASICb TAKOBLIM, PacCMaTpyBaeT NOTeHUNanbHbIA PUCK ANs NALMEHTOB NPU NCNONb30-
BaHUW NPOrpaMMHbIX NPOAYKTOB B 06Wwem cmbicrie. B HacToswem cTaHgapTe He paccMaTpuBalOTCs KOHTPOIbHbIE MEPO-
npusATKA no obecneveHunio 6e30NacHOCTY NPOrpaMMHbIX NPOAYKTOB Ansi capepbl 3apaBooxpaHeHmns. OfQHAKO B HEM YUUTbI-
BaeTCs, YTO, ECNMN KOHTPOIbHbIE MEPOMNPUATUS AOKHbI ObiTh BHEAPEHbI, TO NpeaBapuTensHO creagyeTt knaccuduumpo-
BaTb NporpaMMHble MPOAYKTHl Ans cdepbl 3apaBooxXpaHeHus, 4Tobbl obecneunTe Ans 6e3onacHOCTM NauUMEHTOB
COOTBETCTBME CPEACTB KOHTPONsA pucky. CpeAcTBa KOHTPONsS MOFYT, pasymeeTcsl, BKMoyaTb TpeboBaHMe k cucrteme
ynpaBIieHUsl Ka4YEeCTBOM, a B €ro pamkax — TpeboBaHve NpMMEHeHNs NPOoLEcca NOMHON OLEHKU PUCKOB ANs MPOrpamMmmHO-
ro NPOAYKTa U CHWXEHWS PUCKOB A0 Npuemriemoro ypoBHsi. OgHaKko aHanua pucKoB B JaHHOM KOHTEKCTE He SBNsieTcs
npegMeToOM HacTOSILLEro cTaHgapTa.

MmeeT cMbICn MCCreaoBaTth, MOTYT M CUCTEMbI KnaccudmKaumm, NPUMeHsieMble B KOHTEKCTE MeAMLMHCKUX Npubo-
POB, NPUMEHATBLCS K NPOrpamMMHbIM NPOAYKTaM Ans cdepbl 3apaBooxpaHenus. 1o npuumHam, ykasaHHbIM B J@HHOM Mpu-
TNOXEHNMN, MOXHO caenaTb BblBOZ O TOM, YTO UX MPUMEHUTb Henb3dA. OTCloga BbITEKAeT aKTyanbHOCTb HaCTOSILLEro
craHgapTa.

A.2 PykosogctBo FDA no nporpammHomy obecnevyeHunio

B CLUA YnpaeneHve no KOHTPOMO 3a NpoayktamMu nutanust u nekapcteamu (FDA) paspabotano pykoBogcTBO Nno
nporpamMMHoMy o6ecnedeHunto, OXBaTbiBAEMOMY CPeACcTBaMMU KOHTPONS AN MeauUMHCKMX npubopoe. OHO coaepXuUT Ma-
Tepuansl, UMeloLmMe 3HaYeHne st HacTOsILLEero cTaHaapTa.

11
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B [20] npeacTraBneHa knaccudukaumsi Takoro NporpamMmmHoro obecneveHns cxoasi U3 ypoeHs ero 3Ha4MMOoCTH Arist
6e3onacHOCTM NaumeHToB unu onepatopoB. CyTb M 06beM AOKyMeHTauumn, Heobxogumon AN NPeanpoAaXHOro npea-
CTaBMeHWsA, 3aTEM COMOCTABMSANTCSH C YPOBHEM 3HAYMMOCTH. YPOBEHb 3HA4YMMOCTH ONpeaernseTcs OLEHKOW Cepbe3HOCTH
TPaeMmbl, KOTOPYIO NPMOOP MOXET HAHECTW UNW NPUYUHUTB, HAMPSIMYIO UITM KOCBEHHO, NaLMEHTY Un onepaTtopy B peayrb-
Tate cboer B paboTe npuGopa, KOHCTPYKTUBHBLIX HEAOPABOTOK UMM NPOCTO NPY NPUMEHEHUU NPUGOPa He NO HAa3HAYEHUIO.
B maanHom pykoBoacTBe onpegeneHsl TpPU Cneayomx YPOBHS 3HAUUMOCTH:

- BbICOKMI — ecnu c60i Unm cKpbiTblie OWMOKM NPOEKTMPOBaHNS MOTYT NPUBECTU HENOCPEACTBEHHO K NeTanbHOMY
MCcXoAay NNV HaHEeCEHUIO CEPbEe3HOTO BPeaa AN NauueHTa unv onepaTopa; ypoBeHb 3HaUMMOCTU Takke onpeaensieTcsl Kak
BbICOKWUI, €cnu cOOM MNK CKpbITble OWMBKN MOryT KOCBEHHO NPUBECTU K NETANbHOMY UCXOAY WU HAHECEHNIO CEPLE3HOTO
BpeAa Ana nauMeHTa unu onepaTopa BCreACTBUE UCKAXKEHUS UMW 3a8epKk1 MHpopMauum nubo aencTeni MeaULIMHCKOIO
paboTHuka;

- cpeAHUn — ecnn c60i UK CKPbITbIe OWNOKM NPOEKTUPOBAHUS MOTYT NMPUBECTU HENOCPEACTBEHHO K HAHECEHUIO
HE3Ha4YUTENbLHOrO Bpeaa ANs NnauMeHTa unu oneparTopa; YPoBEHb 3HAYMMOCTHU TaKKe ONpeaensieTcs Kak CpeaHuii, ecrnm
¢c60M nnu cKpbITbie OLUIMBKM MOTYT KOCBEHHO NPUBECTU K HAHECEHMIO HE3HAYUTETBHOTO Bpega A NauneHTa unm oneparo-
pa BCNeACTBUE UCKAXKEHUS UK 3aepXku nHdopmauum nubo AencTBUIA MeaUUMHCKOTO paboTHUKA;

- HU3KNN — ecrim c6OW UK CKPbITbIe OWNGKN NPOEKTUPOBAHWS HE MOTYT NPUBECTU K HAHECEHWIO Kakoro-nnbo Bpeaa
AN nauveHTa unuv onepartopa.

CepbesHblii Bpeg, ornpeferieH kak TpaBma unm 3abornesaHue, KOTOpoe:

- YrpOXaeT XU3Hu;

- NPUBOANT K YCTOWHYMBOMY YXYALWEHUIO (DYHKUMWA OPraHM3Ma unm K yCTOWHMBOMY NOBPEXAEHUIO CTPYKTYPbI
OpraHuama;

- TpebyeT MEAMUMHCKOTO WINM XMPYPIMHECKOro BMEWaTenbCTBa Ans NpeaoTBPaWeHns YCTONHUBOIO yXyOWweHust
hyHKUMIA OpraHM3Ma nnv ycToMUMBOro NOBPEXAEHUA CTPYKTYPbl OpraHn3mMa.

TepMyH «ycTONuUMBLIN» OnNpefeneH Kak «HeobpaTumoe yxyaweHWe Unu noBpexaeHne CTPYKTYpbl Unv pyHKUMMA
OpraHnMamMa, 3a UCKIIYEHNEM HE3HAUUTENBHBIX YXYALWEHUA NN NOBPEXAEHUN Y.

HeaHaunTenbHbIN Bpea onpeaerneH kak Bpea, KOTOpbIi He noanagaeT noj onpeaeneHne cepbe3Horo Bpeaa.

Ocoboe 3HaveHne mMeeT peKOMeHgaumns, B COOTBETCTBMU C KOTOPOM YPOBEHb 3HAYMMOCTU OLEHWBAETCS «A0 CHU-
XeHwns onacHocTW», T. e. Npubop, cogepxawmi nporpammHoe obecneveHne, JOMKEH oueHMBaTLCA 6e3 yueTa NPUHATBIX
Mep MO CHUXEHUIO ONAcHOCTU. B HacToAwem cTangapTe yCTaHOBNEHO aHanorm4Hoe TpebosanHue (cM. 4.2 n 4.3).

Pykosogcteo LleHTpa no npvbopam u paguonorndeckon 6esonacHoctn (CDRH) FDA no ncnonb3oBaHuio NnpucyT-
CTBYIOLLEro Ha pblHKE NPorpamMmmHoro obecneveHnsi B MeaUUMHCKMX nNpubopax [21] copepxvT cnegyioee nonoxexHne:

«lMOCKONbKY OLIEHWTB PUCKKM Ar151 ONACHOCTEN, CBSAA3AHHbIX C NPOrpaMMHbIM obecneyeHnem, Ha OCHOBAHUW HacTOThbI
c60eB nporpammHoro obecneveHusi goctatouHo TpyaHo, CDRH npuwen K BLIBoAy, YTO yrpaBrneHne TEXHUHECKUMIN pUCKa-
MW 47151 NpOorpamMmmHoro obecrneueHns MEAULIMHCKUX NPUBOPOB A0MKHO (hOKYCMPOBaTLCS HAa CEPLE3HOCTU BPEaa, KOTOPbIN
MoxeT BblTb HaHeceH B pesynbTaTe c60si nporpaMmHoro obecrieveHusi. AHanm3 onacHoOCTelr onpeaenaeTca Kak MaeHTU-
uKaLms ONacHOCTeN M Bbi3bIBAOLWMX UX NPUYMH [22]. OcHoBLIBasicb Ha onpeaeneHusix aHanusa puckos us [11] n [23],
MOXHO CKa3aTb, YTO aHanm3 onacHOCTeN, MO CyTH, SIBNSIETCS NOAMHOXECTBOM aHanun3a puckoe; NOCKONbKY aHann3 puckoe
ANA nporpaMMmHoro ob6ecneveHrsi He MOXeT OCHOBBLIBATbCSl HA BEPOSITHOCTU MHUMAEHTA, TO peanbHas hyHKUMA aHanusa
PUCKOB ANsi MPOrpaMmHoro obecneyeHusi MoxeT ObiTb cBefieHa K PyHKUMM aHanu3a onacHocTen. C TeXHUYECKON TOYKM
3pEHUs1 NCMONb30BaHWE M0GOro U3 TEPMUHOB — «aHarnu3 pUCKOB» UMW «aHanU3 ONacHOCTEN» SIBNSAETCH YMECTHbIM.
OgHako CDRH npuHan pelieHne NpUMeHsiTb TEPMUH «aHanm3 ornacHocTel», YTo6bl NogYepPKHYTL NONOXeHWe, YTO pacqeT
pvicka Ha OCHOBaHMK YacToTbl c6oeB NporpaMMHoro obecneyeHusl, Kak Npaenno, HeMpaBoMepeH, U NoaTomy Gonee ymec-
THO YNPaenATe PUCKaMU CO CTOPOHbI NPOrPamMmMHOro obecneveHUsi Ha OCHOBaAHUK CepbLe3HOCTU Bpeaa, a He Ha OCHOBaHUN
YacToThl C60€B NPOrpaMMHOro obecrneyeHus».

B aanHom pykosogcTBe [21] Takcke npeanoxeHa knaccudukaumsl, OCHOBaHHAs Ha «YPOBHE 3HAYMMOCTW», NO CyLIeC-
TBY, C aHaNOrM4YHbIMU onpeaeneHusIMu.

Heo6x0anMo 0TMEeTUTL, YTO B PYKOBOACTBE MO NPOrpaMMHOMY o6ecneqeHnio anst MeamuuHCKUX Lenem 4eTko 3ase-
NEHO, YTO PYKOBOACTBO MO «YPOBHIO 3HAYUMOCTU» NMPUMEHMMO TONMBKO K NPeanpoaaXHbiM OLEeHKaM U «He OTHOCUTCS K
knaccudukauum npubopos (no knaccam |, Il unm Ill) nnu HenocpeACTBEHHO K aHaNW3y ONAcHOCTEWN UNWU PUCKOB». Tem He
MeHee BO3HMKaeT BOMNPOC O TOM, MOXET NM JaHHas knaccudumkaums 6biTb NPUMEHMMA K NPOrPaMMHBIM NpoAyKTaM Ans
chepbl 3gpaBOOXpaHEHHs], T. €. UCTONb30BaHa B HACTOsILLEM cTaHaapTe.

Mogo6Ho pykoBopcTBy FDA [20], HacTosiwmi cTaHgapT NpU3HaeT, |To Npobnemon Ans NporpaMmmHoro o6ecneveHns
ABNAETCA CMCTEMaTUYeckasi olumbka u UTo PUCK HE MOXKET OMNpPeEersiTbCs Ha OCHOBE 4YacToThl C60eB NporpaMMHoro o6ec-
nevenus. Mo cywecrBy, ecny olwumnbka 3anoxeHa B NporpaMmy, TO OHa 0653aTeNbHO NPOSIBUTCS, TO €CTb BEPOATHOCTL C605
nporpammel coctaensietT 100 %. Takum o6pa3om, Ansi nporpaMMHOro o6ecneveHnst aHanU3 pUCKOB CBOAUTCA K aHanu3y
onacHocTen, T. €. K uaeHTnukaumm CyTm U Cepbe3HOCTU NOTEHUMANbHOrO Bpeaa Npu NPOosIBNEHUN CUCTEMaTUHECKON
ownbkn. Hactoawmii craHgapT knaccuuumpyeT CyTb M CEPbE3HOCTb NOTEHUMANBHOIO Bpeaa Mo NATH KaTeropuam nocne-
ACTBUN (B OTNU4MeE OT TPEX KaTeropum, ycraHoeneHHbix FDA) B uensx Gonee aetanbHOro pasrpaHnyeHusl, KoTopoe He 3a-
Tparveaet onepartopoB. Kpome TOro, B HacTosilem cTaHzapte gaHo Gonee nonHoe onpeaeneHne nocneacTtewn,
HaNpUMep NPOBOAUTCSH pas3nuyumne Mexay BpeZioM Ans OAHOrO NauneHTa v BpeaoM Anst MHOTOUNUCEeHHbIX NauneHToB, 0Co-
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60 BblgENEHO HaHECEeHME NMCUXONMOrMYEcKol TpaBMbl. [ocnegHee 06CTOATENBCTBO, HANPUMEP, MOXET BbiTh JOCTATOUHO
CYLWECTBEHHbIM MpPU HenpasuIbHOW paboTe cucTembl obecneveHusi GesonacHocTn 6asbl AaHHBIX MO UCCNEA0BaHUAM
BIAY-mHDULMPOBaHHbIX NALMEHTOB C MX MaeHTUdMKaLmen. Tem He MeHee, TEPMWHbI, UCMOSb3yeMble B HaCTOsILLEM CTak-
AapTe, aHanormyHbl TeM, KOTOPbIE NCMONb3oBaHbl B pykosoacTee FDA [20].

OgHako B pykosogcTee FDA He paccmoTpeH Bonpoc o Tom, ByaeT nu Bpea AeACTBUTENBHO HAHECEH B OCTaTOUHO
npeackasyemblx 06CTOSTENBCTBAX, 8CNU Npon3onaeT HebrnaronpuAaTHOe cobbITHE, KOTOPOE NOTEHUMANBHO MOXET HaHeC-
TV AaHHbIV Bped. Hanpumep, B cny4ae HenpaeuiibHOM paboThl CUCTEMBI MPOrpaMMHOro obecneyeHusl, npegHasHaueHHOM
ANs OTNPaBKU MauMEeHTaM HanoMWHAHUIA O MOCELEHNAX BPaya, Ha3Ha4YeHHbIX UM B MONMKIMHUKE, MOXHO CKasaTb, YTO
Bpea nauneHTy MoxeT ObiTb HAHECEH B pe3ynbTaTe NPOonyLweHHOro NocelleHnst Bpaya. Tem He meHee, BepOsiTHOCTL pea-
NV3auWmn TaKOro BpeJa Ha NMPakTUKe MMeeT OTAANEHHY0 MPUHUHHYIO CBA3b, MOCKOMNBKY MNALMEHT, 3HAICLLUMIA O HA3HAYEHHOM
noceLeHun, npeanpumeT Heobxoaumoe JeicTene, korga NoMMeT, YTo NocelleHne Bpada 6bno NponyweHo unu npony-
L eHHoe noceLleHne byaeT 3ameueHo B NONMKNUHMKE U ByaeT npeanpuHsITO AeCTBME MO HAa3HAYeHUIO CNeayoLWwero noce-
weHusi Bpada. C apyrovi CTOPOHbI, 8CNW HeMnpaeunbHasi paboTa CMCTeMbI BbIZOBOB M MOBTOPHbLIX BbIZOBOB MPUBEAET K TOMY,
YTO NaUMEHT He NOMy4YnT YBeAOMMeHne o HebnaronpuaTHbIX pe3yrnbTaTax aHanuaa, TO NauneHTy He TONbKO MOXeT BbiTb
HaHeceH Bpea, HO U BepOATHOCTE peanbHO HAHECEHHOTO Bpeaa MOXET BbiTb BbICOKOW, TO €CTb NauneHT He ByaeT 3HaThb O
HeobXxoanMOCTM NOBTOPHOIO aHanmaa, a cucTema He pacno3HaeT, YTo nauneHT He Bbin Boi3BaH. LlenecoobpasHo pasnu-
YaTb nogobHble cnyyYan nNpu onpeaeneHnmn knacca pucka.

Takum o6pa3oM, HaCTOALWMI cTaHAApT yCTaHaBNMBaeT BO3MOXHOCTb peanbHOro HaHeceHsi Bpeda B Npeacka-
3yeMblx 06CTOATENbLCTBAX, €CNU Npou3owno HebnaronpusiTHoe cobbiThe, KOTOPOE MOTEHUWaNbHO MOITIO HAHEeCTH
OaHHbIV Bpes,.

BaxxHo noHMMaTb, 4TO XOTsi MaTpuua 5 x 5, onpegenstowas NATh KNaccoB pucka (CM. 4.4 v Tabnvuy 4), U BuIrmsguT,
KakK knaccuueckasi MaTpuLa pUcKoB, KoTopasi MoxXeT BbiTb NoNy4eHa, Hanpumep, B peayrbTaTe aHanvm3a puckos Ans Mmeau-
LMHCKOro npubopa B cucTeMe ynpaeneHus kavecTBOM (Hanpumep, kak B [11]), ee ocb «npaBgonopobue» umeet dyHaa-
meHTanbHoe oTnuumne. Ocb «npaegonogobue» B HacTOSALWLEM CTaHgapTe He onpedensieT KaueCTBEHHYI BEpPOATHOCTb
BO3HUKHOBEHWS HeGnaronpuaTHOro cobbITUsi B NporpammMHOM NpogdykTe ans cdepbl 3gpasooxpaHeHust. OHa onpegenseT
npaegonogobre Toro, YTo NOCNeacTBUSA AaHHOro HebnaronpmaTHOro cobbiTusi ByayT AeNCTBUTENBHO MMETH MECTO, eCnn
AaHHoe HebnaronpusiTHoe cobbiThe Nnpomaowno. OueHka AaHHOro hakTopa 0co6eHHO BaxHa NPy BO3MOXHbIX Nocneayio-
LWMX NepecmoTpax HacTosILWLero cTaHaapra.
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MpunoxeHne B
(cnpaBoy4Hoe)

Mpumepbl onpefeneHUs KNaccoB pUcka

B.1 BBegeHwe

HaHHoe NpunoXxeHne TOMbKO UMMIOCTPUPYET NPOLLECC ONPeAEneHns KIaccoB pUcka Ars pa3HbiX NPOrpamMmMHbIX Npo-
AYKTOB ANsi chepbl 3apaBooxpaHeHusi. B HeM cogepxaTtcsi nuwb NpUMephl, MO3TOMY €ro He crieflyeT UCNONb30BaTh B Ka-
YecTBe 6e3yCrnoBHOrO PyKOBOACTBA MO ONPEeAEnEeHNI0 KIaccoB pyUcka Ansi TaKUX NPOAYKTOB.

B.2 BonbHWYHasA cMCTeMa 3NeKTPOHHLIX NPeaAnMCaHUM ¢ NOAAEPXKKON NPUHATUA peLueHnn

Mpu onpeaenexHnu knacca pucka A5t 60NbHUYHBIX CUCTEM 3TEKTPOHHBIX NPeanucaHni ¢ NOAAEPKKON NPUHSITUS pe-
LEHWUI B MEPBYI0 0Uepeb criegyeT paccMoOTpeTh, Kakve NocneACTBUSI MOTYT NPOU3OWTH B crnyyae c6osi unm HenpaBuIibHOM
paboTbl CUCTEMbBI MIK KaKMe NPUYUHBLI MOTYT NPUBECTU K HENPEAYCMOTPEHHOMY COBbITHIO.

HenpegycMoTpeHHbIM cOBbITMEM MOXET OblTb Ha3Ha4YeHWe NekapcTBa He TOMY YenoBeKy, He TOro fiekapcTBa, He
TOW JO3UPOBKM, a Takke, €CINN yKasaHbl HEBEPHbIE NePUOANYHOCTB, CNocob, Bpemsi npuema unv NpUMeHeHus!, He npeg-
YCMOTPEHbI B3aUMOAENCTBUE NEKapPCTB, anneprmyeckas peakums Ha nekapcTeo.

MpvBeaeHHbIE HeNPegyCMOTPEHHbIe COBLITUSI MOMMKW GbiTh BbI3BaHbl OLWMGKON B pa3MeLeHUn AeCATUYHON 3ansiTon
B BbINMCAHHON J03e NeKapcTBa UMW Ha3HavYeHNEM NeKapcTBa, BUA UMK KONTMYECTBO KOTOPOro HE roguTCst AN KOHKPETHOIO
TUNa naymeHTa, Hanpumep Ansa pebeHka. XoTa MHOMME U3 Taknx COObITUIA MOTYT 6bITb pe3ynbTaTom HeNpaeunbHON paboTsl
cucTembl, HO Gorlee BEPOSITHO, HTO OHU NPOM30NAYT U3-3a HenpegHaMepPeHHOro BBOAA Nonb3oBaTenem HesepHoi UHGop-
MaLMK MO HE3HAHWIC UM NPU NOTePEe KOHLEeHTpaLm BHUMaHusi. MNogobHble HeGnaronpuaTHble cobblTUS, 0QHAKO, HE MOTYT
6bITb NPOCTO CNMUCaHbl HA OLIMGKK NONb30BaTENSs!, MOCKOBKY NPOEKTHLIE peweHns Nogo6GHbIX CUCTEM AOMKHbI NpegycMaT-
pvBaTh Bbigadvy COOTBETCTBYOLWMX NpedynpexgeHnin Npy AaHHbIX 06cTosTenbCcTBax. BO3MOXHOCTL Bbigaun NOZ06HbIX Mo-
TEeHUMarnbHO onacHbIX NpegrnMcaHnin MoXeT, Takum 00pa3oM, ObiTh Bbi3BaHa Kak OWMGKOW unnu HeaaekBaTHOW peakuuen
CUCTEMb! MOAAEPKKU NPUHATUA peLleHni, Tak U NPOCTo oWwKOKoI Nonb3oBaTens.

PaspaboTtumnky HegonycTMmo npeHebperare BO3MOXHOCTBIO BO3HUKHOBEHWUSA HeBNnaronpusaTHbIX cobbITUI, onupasick
Ha ybexgeHue, UTo ero NpoayKT Tak XOpoLwo pa3paboTaH, YTo NogobHble cobbITMSA He MOryT Npou3onTH. B HegaBHeM mc-
cnepgoBaHum [19] ucnonbaoBanuck 18 NOTEHUMAaNbBHO ONacHbIX CLEHAPUEB ANs TECTUPOBAaHUS YeTbiPex XopoLwo 060cHo-
BaHHbIX CUCTEM Arsi Bpayen o6LLen NpakTukK, npumeHsieMblx 75 % Bpader obueii npakTvky B Benuko6putanmu. Cuctemsi
6binn paspaboTaHbl ANs Bbigdaum npeaynpexaeHnii o Bzaumogenctsum nekapcets. OgHako HYM 0gHa U3 NporpaMm He Bblaa-
na npegaynpexaeHvsi ang Bcex 18 cueHapuveB: nydwas u3 HYX Bbigarna cemb npeaynpexaeHun, a Xyawas — yetoipe. B
crny4ae HazHaYeHWs NIeKapcTB CO CXOAHbIMU HA3BaHUSIMU HX OZJHA U3 CUCTEM He Bbldana npeaynpexaeHns Ansi Bcex Aecs-
TW TECTOBbIX Nap nekapcTs. [pon3BoanTeny BCeX CUCTEM, BO3MOXHO, Bbinn yBepeHbl B TOM, YTO B UX CUCTEMAX YUTEHbI
BCe OnacHble 06CTOATENBCTBA, HO OKA3aroch, YTO 3TO He Tak.

CnegyolmM LWIarom siBnsieTcsi onpegeneHue npaeaonoaobus nocneacTeui HebnaronpusitTHoix cobbITvi. B gaHHoOM
npvmepe nerko NpeacTaBuTb 0O6CTOATENBCTBA, NMPY KOTOPLIX, B Cly4ae BbiAaum owmMBOYHOro HazHaYeHus!, NocneacTBust
6yoyT nMeTb hopMy NeTanbHOro UCXoda Wi HeaeecnocobHOCTU B TeYEHUE ANUTENbHOrO BpeMeHu. [laHHble nocnen-
CTBUSI OTHOCSITCH K KATErOpWM «CEePbE3HbIXY.

Crneaylowum LLarom siBsieTCs OLeHKa NpaBaonoao6us BO3HUKHOBEHUS NMOcnecTBUiA B hOpMe NeTarnbHOro UCXo-
Aa vnu HegeecnocobHOCTU B «0CTATOYHO Npefckasyembix obcTositenbcTBaxy. [MogobHble «A0CcTaTOMHO Npejackasye-
Mble OGCTOSATENbLCTBaY NOAPA3YMEBAKT PacCMOTPEHUE LienoYykn coOblTWIA, BKIOYaIOWENn nepegadvy noTeHUuanbHO
onacHoro npeanucaHus oT AeXypHOro Bpaya K papMaueBTy, 3aTeM K OTBETCTBEHHOMY 3a OTINYCK IEKapCTB W, HAaKoHeL,
nprvem rekapcTea NaumeHToM, Nocre Yero BO3HWKaeT pearnsHoe nocneacteue. Moatomy oueHka npaegonoaobusi Bos-
HUKHOBEHWSI NeTarnbHOro UCXo4a Unu HegeecnocoGHOCTU BKITIOYAET pa3yMHyIo OLEeHKy Toro, 6yaeT nu owmbka B npea-
NUCaHWKN 3ameydeHa U CKOPPEKTMPOBaHa Ha KakoW-mbo u3 ctagui pacCMOTPEHHOW LienoYvku cobbiTUil, a Takke TOoro,
MOXHO I, Jaxe B clyyae npuema nauveHToM BbINMMCAHHOTO NleKapcTBa, n3bexarb netanbHOro ncxoaa unm Hegeecro-
cobHocTU. He ponyckaeTcsi npegnonaraTe HaNUYMe Hauny4ylmx UM COBEPLUEHHbIX YCITOBWUM rae-nnbo B JaHHOW Lienoy-
ke cobbiTui. Hanpumep, Hemnb3si npeanonaratb, YT0 BCE YYACTHUKM LIEMOYKM COGLITUIA SIBMSIOTCSH OMbITHBIMM
BblCOKOKBanuuLMpoBaHHbIMK Bpadamu. C apyroi CTOpOHbI, Npasgonofobue T1oro, 4To B Lenoyke 6yayT 3afeicTBOBa-
Hbl TOSNBKO MONTHOCTEH HEKOMIMETEHTHbIE NNLA, MOXET ObITb HepearnbHbIM NpeanonoxeHmem. OaHako umeHHo TpeboBa-
HUEe TOro, 4To (PakTop, KOTOPLIA MpW onpeaeneHMn BO3MOXHOCTM MOXET ObiTb MPUHAT NPUEMITEMbIM, [OIDKEH
COIMacoBbIBATLCH C CEPLE3HOCTLI0 paccMaTpUBAEMOro NocneacTBusi, onpeaersieT, YTo Kputepuii byaet Tem cTpoxe,
YeM cepbesHee nocrieacTere. B JaHHOM nNpuMepe BO3MOXHOE MOCeACTBUE SIBMSIETCH UCKITIOUMTENBHO CEPLE3HBIM.

M3 onbiTa n3BecTHO, 4TO NpU Bblga4e NoTEeHUUANbHO ONacHoro NpPeAnucaHusi OHO MOXET MPUBECTU W NMPUBOANT K
npremy BbINMMCAHHOIO, Pe3yrbTaToOM Yero sIBMAeTCs feTanbHbIA ucxod unv HegeecnocobHocTb. [prucBoeHHas kaTeropumsi
npaegonogobusi, Takum o6pas3oM, onpeaensieTcs Kak «04eHb BbICOKOE» UITU «BLICOKOE». B cooTBeTCTBUM C MaTpuLiei puc-
KOB KOMOUHaLUs «Cepbe3HO» KaTeropum NocneAcTBUs N «04eHb BbICOKON» KaTeropvm npaeaonoaobusi onpeaensiet npu-
HaAMNEXHOCTb CUCTEMbI SMEKTPOHHBIX NpeanMcaHnin ¢ NoaaepPKKoW NPUHSITUST pelleHuii K knaccy A. OgHako komGuHaumst

14



rocT P UCO/TC 25238—2009

«CEPBLE3HON» KaTeropum NocneacTBUi U «BbLICOKOW» KaTeropum npaegonogobus onpegensieT npuHagnexHocTb K Knac-
cy B. Pewenvne 06 onpegenerHnn npuHaanexxHOCTHU K KIaccy NPMHUMaeTCsl B COOTBETCTBUM C TpeBGoBaHUEM, YTO, «eCcnu
MMeeTCs1 COMHEHME, K KOTOPOW U3 ABYX KaTeropui crneayeT OTHECTU NpaBgonoaobue nocneacTemns, OHO 4OMKHO BbITh OT-
HeCeHO K KaTeropum, COOTBETCTBYIOWeN 6onee BbicokoMy nNpasgonogobuio». CnegoBartenbHo, aHHan cucTeMa AoNKHa
6bITb OTHeceHa K knaccy A.

MpoBeaeHus panbHenwero aHanuaa (utepauuin) He TpebyeTcsi, MOCKONbKY aHanu3 Heo6xoaANMOo NPOBOANTL «TONb-
KO A0 Tex Mnop, Noka B xoge utepaumi He 6yaeT obecneyeHa yBepeHHOCTb, YTO NPOAYKTY NPUCBOEH HAUBLICLUWIA U3 BbISB-
JIEHHbLIX KMacCoB pUCKay, a Knacca pucka «BbllLe», YeM Krnacc A, He CyLLecTBYeT.

MpucBoeHune knacca A cucTeMam 3MNeKTPOHHbIX NPEANUCaHUIA C NOAAEPXKKOW NPUHATUSI peLleHUii OnpaBaaHHo, Nno-
CKOMNbKY NErKo MOHSATb, YTO B Cy4ae Nnoxomn NpopaboTkn nogo6HbIX CUCTEM OHU MOTYT HAHECTU CEPLE3HLIN Bpea Nauner-
Tam. JlioGblie pykoBoacTBa, CTaHAAPTbl MM HOPMATUBHbIE [OKYMEHTbI, OTHOCSLIMECH K CpeAcTBam KOHTPOns,
NpYMeHsiemMble NPU NPOEKTUPOBAHNUN U NPOM3BOLCTBE NPOrPaMMHBIX NPOAYKTOB AN cchepbl 3apaBoOOXpaHEeHUs, A4OMKHbI
6bITb Hanbonee CTPOrMMU B OTHOLUEHWUMN NPOrPaMMHbIX NPOAYKTOB AAHHOTO TUNA (OTHOCAWMXCS K Knaccy A) n3-3a ux no-
TeHUManbHOW BO3MOXHOCTU HAHECTN Cepbe3Hblll Bpes, ecnu Ha HuX He ByaeT o6paweHo oco6oe BHUMaHKe.

B.3 Cucrema otcnexuBaHnAa UCTOPUKN GonesHn No WTpux-Kony

B AaHHOM NpUMepe paccMOTpeHa cucTema, NPonU3BoAsLLAsa HAKNENKY CO WTPUX-KOAOM, KOTOPbIN O4HO3HAYHO MAEH-
TMpnumpyeT nanky ¢ nctopuen 6onesHn naumeHTa, ¢ Tem 4Tobel NPy Nnepegaqe nctopumn 6one3Hn mexay oTaeneHnAMn
6onbHULBI €6 MOXHO 6bINO OTCNEXMBATL Ha BXOAE M BbLIXOAE W3 OTASNEHUSA NOCPEACTBOM YCTPOWCTBA CHMTLIBAHWA
WTpUx-koaa, YTobbl nAeHTMOUUMPOBaTL €€ TeKyLee MeCTONONOXEHNE.

B nepeylo ovepear cnegyert paccMoOTpeTh, KAKME NOCNeACTBUA MOTYT UMETb MECTO B crny4ae, ecnu cuctema 6yager
HenpaeunbHO paboTaTe UNKW BbI3OBET HENpeaBMAEHHOE CobbITUE.

OpHuM 13 cnyyvaeB HenpaBunbHOW PaboTel CUCTEMBI MOXET ObITb HEBO3MOXHOCTB NPOCNEXMBATL HEKOTOPOE MHO-
JKECTBO MCTOPUIN 6ONesHn, 4TO NPUBEAET K HEBO3MOXXHOCTMN ONpeaeneHns X MeCTONONOXEHNSA U HEAOCTYNHOCTU ANs Bpa-
ya, korga oHu noHagobatca. MNMocneacTeue pgaHHoro obctoaTenbcTBa GyaeT 3aBUCETb OT KIIMHUHMECKON CUTyauuwm,
MMEIoLLEN MECTO B TOT MOMEHT, KOorga ncropmst 6onestm He moxeT ObiTb HangeHa.

Haxe ¢ y4eTOM TOrO, YTO Bpay cpeaHen keanudukaumm MoxeT NPOSIBUTE OCTOPOXHOCTb U HE NpeanpumeT 4eNCTBUA
40 NonyYeHus OCTaTOYHON MHAOPMAaUMK, NOATBEPKAEHHON KakuM-Nnn6o obpas3om, nocneacTBUS CEPLE3HON UMK 3HAYK-
TeNbHOW KaTeropum BCe PaBHO MOTyT MMETb MECTO, HO Npaegonogotve nx Bo3HUKHOBEHUS GyaeT «O4YeHb HU3KUMY». 3TO
ykasbiBaeT Ha knacc C.

Komy-TO Takoe pelueHre MOXeT NokasaTbCA UNULIHE CTPOrMM, MOCKOMbBKY Ha MpakTuke nogobHblie nocneacTeus
CKopee 6y,EI,yT OTHOCUTBLCH K KaTEropuun CyLeCTBEHHbIX UMW HE3HAYUTEIbHbIX I'IOCJ'Ie,El,CTBVIﬁ CO CpeHUM WUIN HU3KNM NpaB-
ponogo6uem. 910 6bl ykasano Ha knacc D nnm E.

MoTpebyeTcst panbHeMWUA aHanus, BKITHOYasi, BOSMOXHO, UccrefoBaHme onybnvkoBaHHbIX UCTOYHUKOB, YTOGHI
OKOHYaTenbHO onpegenuTbes ¢ knaccom (C, D unm E), uyto npegcraenseTcst BrionHe o6ocHoBaHHbIM. Jlio6ble pykoBoa-
CTBa, CTaHaapTbl MNN HOPMaTUBHbIE OOKYMEHTbI, OTHOCAWMNECH K CpecTBaM KOHTPONA, NpUMeHAeMbIM NPy NPOoeKTUpoBa-
HUW U NPOU3BOACTBE NPOrpaMMHbIX NPOAYKTOB Aris cdepbl 3apaBooXpaHeHmnsi, oTHocsimxces K knaccam C, D unu E, Bpsig
nv ByayT NpeabsBhsTE K HAM TaKue e cepbe3Hble TpeboBaHUs, Kak K CUCTEME 3MNEKTPOHHbBIX NPeANMCaHNI C NOAAEPXKKON
NPVHATUSI peleHnii (OTHOCSILLLECS K Knaccy A).

B.4 UccnepoBaTenbckaa cuctema ans 6onesHen, nepegasaemMbixX NOMOBLIM NyTeM

B aaHHOM npumepe npeacTaBneHa cuctema cobcTBeHHOW pa3paboTku, NpeHa3Ha4veHHas Ansi XpaHeHUs 1 aHanu-
3a AaHHbIX No 3abonesaHnsaM, NnepegaBaeMbIM MONOBbLIM NyTeM. B cucteme XpaHsiTCs NMYHbIEe AaHHbIe NauueHTOoB.

B nepByto ovepeab criegyeT paccMoTpeTb, YTO MOXEeT NPoU3oNTH B crny4vae c6osi unv HenpaeunbHOW paboThl
CUCTEMBI.

HaHHas cuctema He ncnonb3yeTcs 4N HenocpeACTBEHHOIO NeYeHWs NauMeHToR, M MOTOMY As Hee He paccMaTpu-
BaloTCH COObITUS, BbI3bIBAKOLLME TaKne NOCNEACTBUS, KAK CMEPTh, Cepbe3Hble UMK He3Ha4vuTenbHble TpaBmbl. OgHako npo-
6neMbl C AOMXHOM 3aWwmTONW KOHbMAeHUManbHbIX AaHHbIX O MNauueHTe MOryT WMeTb MeCTO, Hampumep, npu
HeJoCTaToOYHOM UIU OTCYTCTBYIOLLLEM KOHTPOIe AocTyna 6o HegocTaToOHHO CTPOMMX TpeboBaHusiX k naponto. Takum o6-
pa3om, oTOXAECTBIeHNe nauneHTa ¢ bonesHelo, NnepegaBaeMoln NONoBLIM NyTem, HanpuMep BUY, moxeT GbiTh ocyLe-
CTBIIEHO HEaBTOPU3OBaHHbIM NULIOM UMM nvuamu. M3-3a NcrMxonormdeckor TpaBMbl, HAHECEeHHOW B CBSI3U C 3TUM
nau,meHTy, AaHHoOe nocneagcrtene 6y,qu OTHOCUTBLCA K KaTeropmu «CyLLl,eCTBeHHbIX».

Cregytolimm WaroMm sIBNsieTCs paccMoTpeHve npasgonogobus peanbHO BO3HMKAIOLLMX nocneacTeuii. Memxonorn-
YecKkas TpaBma y naumeHTa He BO3HWKHET, €CNU NauMeHT He Y3HaeT O TOM, YTO KOHMAEHUNaNbHOCTE MHAOPMaLMK O HEM
6blna HapylweHa. 3To 3aBUCUT OT OBCTOSTENBCTB HECaHKLMOHMPOBaHHOIO AOCTYNa. ECnn HecaHKUMOHWPOBaHHbIV J4OCTYN
6blN OCYLLLECTBINEH BpaYOM, KOTOPbIV HenpeaHaMepeHHO NPOCMOTpen KOHUAeHLManbHyo MHOpMaLmio, TO TakoW Bpad
Bpsg nv ByaeT nepegasaTtb KOMy-nnbo gaHHyo Hpopmaumio B My CBOro Aonra CoxXpaHaTb BpavebHyto TaviHy. OgHako
CNyYanHbIi UM HeCaHKLMOHMPOBaHHbIV AOCTYN K UHAOPMaLnn €O CTOPOHbLI Nuua, He CBA3aHHOro Bpa4vebHeiMy obs3a-
TenbCTBaMW, MOXeT NPUBECTU K Be34yMHOMY UMW YMbILLNEHHOMY pa3rnalieHunio MHdopmauum, ocobeHHo ecny AaHHbIN
nauyueHT n3eecTeH B MECTHOM coobwecTBe. TeM HEe MeHee A0 MOMEHTa, KOraa nauneHT y3HaeT O 4aHHOM MHUMAEHTe,
nporgeT gnuHHas uenodka cobbiTui, No3ToMy npasaonogobre MoxeT ObITe OLEHEHO OT CpeaHero 4o HU3koro. B niobom
cnyyae gaHHas cuctema oTHocuTes K knaccy D.
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HononHuTenbHoe paccMoTpeHue cnegyet NPOU3BECTU, ECIN B CUCTEME BEAETCSH XypHan permcTpaumm cobbiTuii, B
KOTOpOM Bkl 0OTMEYeH hakT HeCaHKLMOHUPOBaHHOMO gocTyna. «Bnageneu» cuctembl B nogobHbIX 06CTOSATENBCTBAX MO-
xeT ObITb 00513aH yBE4OMUTE NaUUEHTa O TOM, YTO yTeuka MHdopmMaumm umena Mecto. 1o o3HadaeT, 1To npaegonogobue
nocneacTeusi CTAHOBUTCS OYeHb BLICOKMMY. OgHaKo 3apaBo NpeAnonoXuTb, YTO NCUXONOrMYeckan TpaBMa, HaHOCMMas
NauueHTy, MoXeT BbITb yMeHbLUEHa, ECNN ero MHPOPMUPYET U KOHCYNbTUPYET ONbITHLIN BpayY. Mcuxonomyeckas Tpaema,
Takum obpa3om, MOXeT ObITb OLEHEHA KaK «HE3HAYMTENbHas» BMECTO «CyWwecTBeHHas». B pesynbtaTte cuctema Moxet
6bITe OTHECeHa K knaccy C.

B COOTBETCTBMM C NPMBEAEHHLIMU apryMEeHTaMmn cuctema MoxeT 6biTb oTHeceHa K knaccy C unm D. Ecnu nmelotcesa
CyLWeCTBEHHblE COMHEHUS], K KaKOMy KIaccy OTHECTU CUCTEMY, TO CUCTEMA AOMKHa OblTb OTHeCeHa k Bonee BbICOKOMY
Knaccy, T. e. K knaccy C.

MpwumedyaHwune—BoTHOWEHUN nccneaoBaTeNbCeKO CUCTEMBI, COAepXaLLen MeHee AeNNKaTHbIe AaHHbIe O
3[0pOBbE, HAMXYALMM NOCNEACTBUEM, KOTOPOro MOXHO OXNAATb, ABNAETCA HE3HAYNTENbHOE NCMXONOIMYEcKoe pac-
CTPOWCTBO (ecnu Takoeoe BoobWwe 6yaeT umeTb MECTO) C HUSKMM UMK O4eHb HU3KMM Npasgonogobuem, T. e. Takas
cucTema OTHOCUTCS K knaccy E.

HeyaueuTenbHo, YTO cMCTEMA, XpaHSILWas NepCoHanbHbIe AaHHbIE O 300POBLE BECbMA ASNUKATHOrO Xapakrepa, Ha-
npumep AaHHble o 6onesHsix, NnepegaBaeMblX NONOBLIM NyTeM, AOMKHA BbiTb OTHECEHA K OTHOCUTENIBHO «BbLICOKOMY»
knaccy. CnegyeT oxuaate, 4YTO niobble pyKOBOACTBA, CTaHAAPTHI U HOPMATUBHLIE AOKYMEHTHI NO CPeacTBam KOHTPONS,
npuMeHsieMbIM Npu pa3paboTke 1 NPOU3BOACTBE NPOrPaMMHbLIX NPOAYKTOB Ans cdhepbl 3apaBoOXpPaHeHNs AaHHOTO Knacca
(knacca C), bygyT 4OCTaTOYHO CTPOrMMU, CHOKYCUPOBAHHBIMU (KaK B PaCCMOTPEHHOM NpUMepe) Ha 3almTe AaHHbIX, 6e3-
OnacHOCTU U KOHTpOne gocTtyna.

B.5 OucneTtvyepckas cuctema cnyx0Obl CKOPON NOMOLLMN

Cdbepa okasaHust HEOTNOXKHON NOMOLWM HEN3BEXHO pewaeT NPobnemy «KNW3HU U CMepPTU», OAHAKO B PeanbHOCTH
cuTyaums MOXET CknaabliBaTeca nHaqe. B 10 BpeMs kak paspaboTka nepegoBbix peleHnin Ana AMcneT4epeckon cnyxosl
ckopon nomowm (Hanpumep, JNloHgoHckas cnyxba ckopown nomowwm cepeantsl 1990-x rogoe [24]) n B camom gene pewaet
AaHHyto npobnemy, cuctembl 6ornee paHHEro NOKONeHUs {(KoTopble, HanpuMep, He NO3BONSIIOT HanpaenaTe Gpuragbl B 3a-
BUCVMMOCTHM OT UX CNeunanm3aumm n/unn mawmtel, o60pyaoBaHHble cneumanbHoOW annapaTypon) ABNSIOTCA CKopee «noa-
OEPXMBaOLWMMNY, YeM «UCNPaBNsoWuMmy . Takas cucteMa u paccmaTpueaeTcsl B JaHHOM NpuMepe.

Mpu paccmoTpeHnn peaneHOro Hauxyawero cnydas cnegyeT onpeaenuTb BO3MOXHBIE CUTyaUun, NPU KOTOPLIX NO-
Cne 3BOHKA B CIy»0y CKOpOW NomoLLy Bpuraga He OTNpaBnsieTcsl Ha BbI3OB MNWU OTNPAaBNSETCs1 He NO TOMY aapecy.

B cny4ae netanbHOro ucxoga cneflyeT npeanosio)uTb, YTO COCTOSIHME NauueHTa Bbino KpUTUYECKUM U PSIZIOM C HUM
He Obio YenoBeka, KoTopbIi MOr Bkl cenaTh BbI3OB M OTCNeAWTb €ro BhinonHeHve. B cutyauum, korga yenoBek HaxoguT-
€51 B OAUHOYECTBE U UCMbIThIBAET OOLWMPHLINA CepAeYHbIi MPUCTYN, ManoBeposiTHO, YTO OH CMOXET Bbi3aBaTb Bpaya. Ecnu B
pesyneTaTe ucxog byaert netanbHbIM, TO 3TO He ByAeT CBSA3aHO ¢ AUCNETYEPCKON CUCTEMON. B criyuae kpynHol aBTomo-
BunbHOV aBapuwn, paHeHusi B 6010, 06pyLIEHUs] 34aHUSI UK APYIOro 3HAYUTENBHOMO MHUMAEHTA 06LIYHO NPUCYTCTBYIOT
npeacTaBuTenu OQHOW UMW HECKOMNBKUX CNYK6 9KCTPEHHOW MeauUMHCKOW nomoluy. MoXHO oXupaTtb, YTO AaHHble npesa-
CTaBMTeNny CMOryT TOYHO ONPeAenuTh Xapakrep TpaBMbl U OTCNEAUTb BOCNIPUMMYUBOCTL OpraHnama. B Takux criyyasix Tak-
Ke, ecnv neTanbHbI UCXod NpousoLlen A0 NpUbLITUS CKOPOU NOMOLLM HA MECTO NMPOUCLLECTBUSI UMK cpa3sy Mocre ee
NpubLITUS, 3TO He OTHOCUTCH K AUCTNETHEPCKON CUCTEME CYXKObl CKOPOW NOMOLLY.

MosTomy 4N AaHHOrO CUeHapus NocrneAcTBUe, BEpOsiTHO, ByaeT CBA3aHO ¢ OTAENbHOW NMYHOCTLIO, NOMNy4YMBLLEN
TPaBmy, Unuv ¢ rpynnon TpaBMUPOBaHHLIX NTI0AEN, KOorga MalluHa CKOpOoW NOMOLLY 3aiepXXuBaeTcs Unv He Obina Hanpagre-
Ha, YTO NPVBEIO K yXyOWeEHWI0 COCTOSHUS W/MNK YBENUUYEHUIO ANUTENBbHOCTU BOCCTAHOBIIEHUS! MO CPABHEHUIO C 06bIYHO
oXnaaemMon. 3To MOXET NPUBECTU K ANUTENbHOW HegeecrnocoBbHOCTU N/MNn cepbe3HON MCUXOINOrMYECKON TpaBMe NauueH-
Ta, YTO COOTBETCTBYET ONpPeaeneHunio «CyLeCTBEHHOTO» NMoCrneACTBuS.

PaccmoTpeHnue npaegonogobus HaMxyawero NoCneacTBUS AOMMKHO ObITb komnnekcHsiM. HecnocobHocTh Hanpa-
BWTb MALUMHY CKOPOM NOMOLLIM, 3a3ep:Kka OTNPAaBKM MaLLMHbI M OTMNPaBKa ee Mo HEBEPHOMY agpecy (T. €. 3afiepXka oTrnpas-
KM MalLWHBI NO NPaBUIIBHOMY agpecy) MoryT 6biTb BbI3BaHbl CrieAyoLUMMMY NPUHMHAMM:

a) 3agepKka Bbl30Ba CKOPOW nomMowy (He BXoAuT B chepy OTBETCTBEHHOCTU CNyX6bl CKOPOW NOMOLLM);

b) 3agepxka oTBeTa gucneTyepa Ha 3BOHOK (MHOIO PasnUYHbIX NPUYUH, HANPUMEP, HEAOCTATOYHas EMKOCTb BXO-
OSILLMX NTUHWR);

¢) owwmbka Nnn HETOHYHOCTb AUcNeTYepa NpW BBoAe agpeca U/Mnu noYToBoro UHAEKca {(M3-3a NIoXoW CribILMMOCTH
unu owmbKM Npu nevatu);

d) HanpaBneHve Ha BbI30OB HeZOCTYNHOW Bpuragbl ckopor noMowy (6puraga HaxoAMTCS HA BLI3OBE, OTALIXAET UMK
no Apyrow npuynHe);

e) coobweHne gucnetyepa He aowno Ao 6puragbl Ckopol nomowy (Mo NpUyYMHe, He CBA3aHHOW C cCaMol gucneT-
YEpCKON CUCTEMON).

MNpaegonogobue cutyaumm No nepeuncnernto b) oueHMBaeTcs Kak «oUueHb HU3koe». O6bIMHO TenedoHHbIE KOMNa-
HWUW NPeaoCTaBnsoT ANst CnyX6 aKCTPEHHON MeAVUMHCKOW NMOMOLLM KaHarbl C BbICOKOW NMPOMYCKHOW CMOCOBHOCTLI0, YTO
CUMTAETCS HEOTbEMITEMON COCTaBIMsIOWEN ob6ecneveHnst HopMarnbHOW paboThbl.

16



roCT P UCO/TC 25238—2009

Ecnu npeanonoxuTb, YTO CMCTEMA HE ONMPAaeTCs Ha 3HaHUS B AaHHOW o6nacTu unu umeet aedieKTbl, TO Npasaono-
no6ue cutyaumn no nepeumncrienmnio d) MoxeT 6bITb OLIEHEHO KakK KHU3KOE», NOCKOSbKY MOXHO NPeanosioxuThb, uto 6puraga
6ynet 6bICTPO cooblaTh, YTO OHA HEAOCTYNHA ANA HaNPAaBIEHUs1 Ha BbI3OB.

WuTepec npepcraBnser cuTyaums no nepeqncneHmnio c). CUctema MOXeT He MMETb BO3MOXHOCTM NPOBEPKN NOHTO-
BbIX MHOEKCOB W/MNu NPOBEPKM COOTBETCTBUSA aAPECOB U NOYTOBLIX MHAEKCOB NGO hYHKLUMOHMPOBAHNE CUCTEMbI MOXET
6bITb HapyLLeHo unu gaTte cooli. MoYToBbIE MHAEKCHI, HECOMHEHHO, O4EHb MOXOXWN OANH Ha APYrOW, HE MMEIOT YETKOI NoMm-
KM 1 NX CMIULLKOM MHOTO, 4TObbI AMCneTHep MOr 3anoMMHaTL MX U COOTHOCUTBL C KOHKPETHLIM agpecoMm. B aaHHom cnyqae
npaegonogobune AaHHO cUTyaLun OLEHMBAETCS KaK «BbICOKOE», HO TaKKe MOXET BblTb OLEHEHO U KaK «OHMEHb BbICOKOE».

KomMBrHaLums «CyLecTBEHHOro» NOCNEACTBUS C «OUEHb HU3KMM», KHU3KMM» U «BLICOKMM» npasaonoqobuem nosso-
nseT oTHeCTn cuctemy K knaccam pucka D, C n B cootBeTcTBEHHO. [laxe npu «04eHb BbICOKOM» NpaBgonoaobum nocnea-
CTBUS CMCTEMa OTHOCUTCA K Knaccy pucka B, cooTBeTCTBYIOWEMY peanbHOMY Hamxydwemy criyyalo.

MoaToMy NpakTU4ecKn PUCKU OTKa3a, 00 beaVHEHHbIE B CUTyaL UM MO NEePEYNCIIEHUIO C), AOMXKHbI 6bITb pa3geneHsl U
paccMoTpeHbl Mo OTAENBHOCTY, AaXe €CIM HU OAMH U3 HUX HE MOXET MOBbICUTb CTEMNeHb pMcka Bbllwe knacca B. B ceete
OLEHKM NpaBaonoaobusi Kak «BbICOKOIO» M «O4eHb BbICOKOrO» credyeTt CKOHLEHTPUPOBATLCA Ha OLEHKe MOCNeacTBus,
yTOObI yOeanThCs, UTO He CYLLECTBYET «Cepbe3HbIX» UMM «KaTacTpodnueckux» cueHapues. Ecnu xe Takve cueHapum cy-
LLECTBYIOT, TO CUCTEMY criedyeT OTHECTU K Kraccy pucka A.
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MpunoxeHne C
(cnpaBoyHoe)

UnnwcTpayua CyTU B3aUMOCBA3U MeXAay KnaccaMun pucka n noteHuUanbHbIMU CpeaAcTBaMu
KOHTpONA ANA ynpaBrneHua puckamm

C.1 Ucnonb3oBaHKMe KNAacCOB PUCKA

Llenbio oTHeCeHMs NporpamMmmHbIX NPOAYKTOB K KIaccam pycka B COOTBETCTBUM € HACTOALWUM CTaHAAPTOM sIBISieTCs,
B OCHOBHOM, o6ecneveHne YeTKoro pasnnuus Mexay:

- MPOrpamMMHbIMU MPOAYKTaMM, KOTOPbIE MOTYT NPEACTaBNATE CEPbe3HbI PUCK ANS NAaUMEHTOB B Criydae Henpa-
BUIBHOTO PYHKLUMOHUPOBAHWUS;

- MPOrpamMMHbIMU NPOAYKTaMM, HE MPEACTaBNAOWUMY CEPBLE3HOT0 PUCKa A NALMEHTOB B CNy4ae HENpPaewubHOTO
DYHKUMOHUPOBAHUS;

- MPOrpamMMHbIMU MPOAYKTaMM1, HaXOOAWMMUCH MEXAY STUMU OABYMS KPANHOCTAMM.

[MporpamMmmHble NpoayKThl, OTHECEHHbIE K BbICOKOMY KIaccy pucka (Hanpmmep, K knnaccy A), o4eBugHo, Tpebylot oco-
6oro BHMMaHuA ans obecneveHns Toro, YTobkl NpeAcTaBnsemMble MU PUCKU NS NAaLUEHTOB He MaTepuanu3oBanuch.

MUWHUMM3aLMA BEPOSATHOCTU MaTepuanmuaaumm puckoB MOXeT BbiTb 4OCTUIHYTa HECKONBKUMW HEUCKTIOUUTENBHBIMM
NyTSMU, HaNpumep criegyoWwumn:

- KOHTPOIb MPY NPOEKTMPOBaHWMK, NPOU3BOACTEE, CONPOROXAEHUN 1 OBHOBNEHUW NPOrPaMMHOro NPoaykTa (BKNo-
Yasi MHCTPYKUMK MO NPUMEHEeHMIo) ans obecneueHmns, HacKonbko LenecoobpasHo, Toro, Yto HebnaronpusaTHele cobbITUS,
KOTOpbIE MOTYT NPVMBECTN K BPeAHbIM NOCNeACTBUSAM, HE BOZHUKHYT Ha NPaKTUKeE;

- 06y4yeHune u nepecbydveHune none3oeatener ans obecneveHnsi UX 3HaHWs 0 BO3MOXHbIX puckax u HeGnaronpuaT-
HbIX COOBITUAX B LENsiX NpedoTBpaLLeHus MOCNeacTBUA, K KOTOPLIM MOFYT MPUBECTU AaHHblE COBLITUS;

- aKTVBHbIE aAMWHUCTPATUBHbIE CPEACTBa KOHTPOMS VM NPOBEPKM B PaMKaxX OKpyXKatowen cpegbl, B KOTOPON pyHKUM-
OHVPYET UMK C KOTOPOW B3aMMOAENCTBYET CUCTEMA, B LIeNsX BbISBNeHNA HebnaronpuaTHeIX COOLITUI U NpeaoTBpaLLEHUs
U YMEHBLUEHUS UX NOCNEACTBUN.

Jlnua, oTBETCTBEHHbIE 32 aHaNW3 N CHUXXEHNE PUCKOB B chepe 3paBoOXpaHEHUs, 3auHTepecoBaHbl B UASHTUMKa-
LMK TexX NporpaMMHbIX NPOAYKTOB, HA KOTOPbIE UM criegyeT o6paTnTe BHUMaHWe NP NPUHSATUM PELLIEHUS O MOKYIKe, BHEA-
peHuM 1 NCronb30BaHUK, a Takke Npu aHanuae cnocobos akcnnyataumm. OHW He 00513aHbI NPOSIBIATH TAKOE Xe BHUMaHue
WU NMPUMEHSTE CTOMb XXe CTPOrue cpeacTBa KOHTPOIS K MPOrpaMMHbIM NpoayKTaMm, oTHocslwmmes K knaccam D nnu E, kak
M K npogykTtam knaccos A n B.

Jlnua, oTBeTCTBEHHBbIE 3a pa3paboTKy PyKOBOACTB, CTAHAAPTOB UMM HOPMAaTUBHBIX AOKYMEHTOB MO CPeACTBaM KOH-
TPOnsi, Heo6XOAMMbIM NPU NPOEKTUPOBAHMM U NMPOU3BOACTBE NPOrpaMMHbIX NPOAYKTOB Ans chepbl 3paBOOXPaHeHUs], 3a-
MHTEPEeCoBaHbl B NPOBEAEHNN Pasnuunsi Mexgdy Tunamu npogykroB, KoTopble 6e3 agekBaTHBIX CpeACTB KOHTPOMsSl MOTYT
npeacTaBnsATe HanbonbLMe PUCKK, U TUNamu NPOAYKTOB, KOTOPbIE NPeACTaBNsoT MeHbLUMe pucku. [ins npoaykTos knac-
ca A TpebyloTcs Hambonee XecTkue cpeAcTBa KOHTPOISs!, NPMMEHsieMble ¢ Hanbonbluen CTPOrocTbio, a AN NPoAYKTOB
knacca E — HaumeHee cTporve (MoXeT 6biTb, U He TpebyloTcs BOBCe).

WHcnekTopbl 1 pa3paboTynky cTaHAapToOR MOMYT NOCHUTATL, YTO AeneHne NPOrpamMMHbIX NPoAyKTOB Ha NATL Knac-
COB FIBMSIETCS M3MNULLHEN rpagaumen, u MoryT o6 beauHUTbL HEKOTOPBIE U3 HUX B LENSX NPUMEHEHUS YKPYNHEHHbIX Tpebo-
BaHWM K KOHTponto. Takum obpasom, Ans uenen onpegeneHnsi HEOOXOAMMBIX CPeACTB KOHTPOISI MHCNEKTOPLI MOTYT
NPVHATE pelleHne He genartb pasnuuns mexay knaccamm A n B unmn mexay knaccamm C m D.

Llenbio HacTosiLero cTaHgapTa He SBMsieTCsl onpejerneHne CpefiCTB KOHTPOrsi, HEOOXoAMMBIX ANsi NpegoTBpaLLe-
HUS MU CHUKEHWS MOCNeACTBWIA A5 NaUuMeHTOB, B COOTBETCTBMM C KITACCOM pUCKa NPOrpamMmMHOro npogykra. OgHako oqe-
BWAHO, YTO ANsi NPOAYKTOB, OTHOCSALWMXCS K 6onee BLICOKOMY Krnaccy pucka, Heobxogum HamHoro Gonee nogpoGHLIN K
CTPOrvi aHanu3 nNpu onpegeneHuy MeponpusTUi Ansi CHUXEHWUs pucka, YeM aHanus, NPoOBOAUMBINA MPY UX «COPTUPOBKE» B
Lensix OTHECEHUS K OJHOMY M3 KITaCCOB PUCKa B COOTBETCTBUM C HACTOSILLMM CTaHAApTOM.

C.2 OcHOBHbIe NONOXEeHNA

Knaccnoukaumsa puckoB, OCHOBaHHas Ha npouecce OueHkn (ChHOPMMPOBAHHAS U3 OLEHKA BO3MOXHOTO BO3AEN-
CTBUSI Ha MauMeHTa UMM HaHEeCEeHUS Bpeda nauueHTy U BEPOATHOCTU ero peanusaumu), obecneunTt oGocHoBaHue ans
CpeacTB KOHTPOIs, pekoMeHAOBaHHbIX Ansi obecnevenns 6esonacHocTn npoaykTa. [laHHoe obocHoBaHue GyaeT OTHO-
CUTBCS Kak K 06beMy, Tak U K CTPOTOCTU KOHTPOIIS, NMOSTOMY NOTPebyeTcs nepapxuyeckasi MHOroypoBHeBasi 6ubnuorteka
CpeacTB KOHTPOIS.

Mpouecc knaccudmrkaumm pucKoB He 3aTparMeBaeT Takue BONPOChHI, KAk TEXHUYECKasi apXMTeKTypa, Unu Takme akro-
pbl, Kak 3aBucumocTb. [oatomy knaccudmkaums puckos He o6ecneunBaet 060CHOBaHUSI NPUMEHNMOCTU. MOCKOMbKY AaH-
HbI BONPOC A0MKeH ObiTh PACCMOTPEH B garnbHENWEM B PYKOBOACTBAX WM cTaHOapTax no cpeacTBaMm KOHTPOIs, TO
oTciopa cnegyert, 4To noTpebutenn npouecca knaccudukaumm puckoB A0IMKHBI OyayT caenaTtb TAakUe OLUEHKN BPYUHYIO 9M-
NUPUYECKUM MYTEM.
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Bapbupyemsbiti 06bem CpeacTB KOHTPONS, NONYYEHHbIN B pe3ynbTaTe npouecca knaccudukauum puckoB, MOXeT He
coaepaTb peKkoMeHZaLUMi Mo MX NPUMEHEHUNIO AN HEKOTOPbIX 06nacTei KOHTPOIS, OTHOCALWMXCH K HU3KOMY Kraccy puc-
ka. Hao6opoT, Ans NpoaykroB, OTHECEHHLIX K BBICOKOMY Knaccy pucka, TpeboBaHusi 4omkHbI GbITb 4OCTATOYHO XECTKUMU 1
OOMKHbI NpeaycMaTpuBaTh BbINOMHEHUE Takux paboT, Kak He3aeucumasi akcnepTu3a, hopmanbHoe NpoeKTMPOBaHWe,
BCECTOPOHHEE TECTUPOBAHMWE U T. 4.

Mpouecc knaccudmkauum puCKoB He NpeaHasHaqeH ans 3aMeHbl NOCTPOeHHOW Ha 6onee wupokor ocHoBe 1 Gonee
AeTanbHOW OUEeHKN pUCKOB. JleiiCTBUTENbHO, OLEHKA PUCKOB SIBMSIETCH OCHOBOW 06ecrneueHns Toro, Uto nHdpacTpykrypa u
cpeaa, B KOTOPON pa3MeLLLaeTCcsl NPOrpamMmMHbIN NPOAYKT Ans cchepbl 30paBooXpaHeHUsl, COOTBETCTBYIOT puckam. Hanpumep,
B KOHTeKCTe uHdopmaumoHHon Be3onacHoCTU AaHHbIN Npouecc ByaeT ycTaHaBnvMBaTb TpeboBaHUS K TAKMM CPEACTBAaM KOH-
TPOMA, KaK 3awmTta oT BUpycoB, 6e3onacHocTb Nnepeaaqm coobuieHni, ceteBasi 6e30nacHoOCTb, KOHUAEHUMANBHOCTL AaH-
HbIX B ceTsX u T. 4. bonee Toro, utoroBble KOMGMHMPOBaHHbIE TPeGoBaHUs, BEPOSITHO, ByyT OXBaTbiBaTh B3aUMOOENCTBUS,
nHTepdENchl U hyHKLUMOHANbHYIO COBMECTMMOCTb NPOrPaMMHOrO NpoAayKTa Ansi cdepbl 3apaBooxpaHeHust, YTobel 3ageit-
CTBOBaTb WX B MHTepecax 6esonacHocTu.

C.3 Mpumepbl KOHTpONUpyembix pakTopos

B npouecce BegeHUsi U MHTEpNpeTauun yCTaHOBNEHHOW «Knaccudukaumm puckoB» MoxeT notpeboBatscsi pac-
CMOTpeHWe cneayiowmx hakTopoB, KOHTPONMPYEMbIX COOTBETCTBYIOLLMMM CpeACTBaMMU:

- DeNCTBUA NO AONMONHUTENBHON Knaccudukaumm puckos;

- AeNCTBUA NO OLIEHKE PUCKOB, CBA3aHHbIX C 6€30NacHOCTbLIO;

- NpOrpaMMHOE yrnpasrneHue;

- NPOrpamMmMHOE YrNpaBreHne puckamu;

- cpeacTBa NPOEKTUPOBAaHWS;

- ynpaeneHue NpoekTMpoBaHWeM CUCTEMBI;

- kBanudvKaumsi U onbIT NPOEKTUPOBLUKOB CUCTEMBI;

- Npaeuna otobpaxeHus 1 NpeacTaBneHna nHopmauuy;

- UenocTHOCTb NMPOEKTa;

- rapaHTusi NpaBuNbHOCTU/aTTecTauma NPoeKTa;

- cpeacTtBa pa3paboTku cUCTEMBI;

- ynpaeneHue pa3paboTKkon cucTemsl;

- KBanudvrkaums v onbIT paspaboTHNKOB CUCTEMBI;

- CpeficTBa KOHTPONS LENoCTHOCTH;

- TECTUPOBaHME/TEXHNYECKasA rapaHTusi 3alMTbl CUCTEMbI OT NPOHUKHOBEHUS;

- cpeacTBa pa3paboTku 6asbl 3HaHWIA;

- yrnpagerieHe NpoekTpoBaHmem 6asbl 3HaHWiA;

- ynpaeneHue pa3paboTtkon 6a3bl 3HaHWI;

- rapaHTusi NpaBUnNbHOCTU/aTTecTauus 6a3bl 3HaHWUN;

- pa3paboTka NonuTuKKM 6e3onacHocTy;

- Tpe6OBaHUA K YCTONYMBOCTU U PE3EPBUPOBAHUID;

- AEHTUVKALUMA W ayTeHTUdMKaLWS;

- KOHTPOJb 4OCTYNa MONb30BaTEeNew;

- NOBTOPHOE MCMNOMb30BaHUe 0OLEKTOB;

- TpeboBaHWA K XpaHeHuo/nnaHnpoBaHme obbema namsiti;

- TpeboBaHUA K pe3epPBHOMY KOMMPOBAHWIO;

- ByxranTepckui y4eT u ayauT;

- 3awuTa oT cboer obopyaoBaHWs;

- KOHTPOIb NPOUCLLECTBUN;

- KOHTPOIb HENpepbIBHOCTN BU3HEC-NPOLECCOB;

- pa3paboTka TECTUPOBaHWS CUCTEM;

- chopmarnbHas oueHka paspaboTaHHbIX CUCTEM;

- pa3paboTka npouegyp aKcnnyarauuu;

- pa3paboTka npoueayp COnpoBOXAESHWS;

- pa3paboTka npoueayp nosb3oBartens;

- o6y4eHne nepcoHana;

- PYKOBOACTBO aAMUHUCTPUPOBaAHUEM.

[JaHHblli NepeYeHb He SIBMAETCA OKOHYaTenbHbIM U NoTpebyeT AanbHenwero aHanuaa u NpopatoTkun, Npexae Yem
OH CMOKeT GbITh NPVHAT B KakOM-1MB0 13 pyKOBOACTB Unu cTaHgapToB. CreneHb BOCTPeBGOBaHHOCTM NepeHNCNeHHbIX KOH-
TponupyeMblx hakTopoB U CTPOroCTb, C KOTOPOW OHU JOMXHb! KOHTPoNUpoBaTtkes, 6yayT 3aBUCETH OT Knacca pucka.
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