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NHpopmayusi 06 usmeHeHUsX K Hacmosawemy cmaH0apmy nybnukyemcs e exea00HOM UHgopmay u-
OHHOM yKasamene «HayuoHanbHble cmaHdapmbly», a MeKcm U3MeHeHUl U rnonpasok — 8 €XemMeCsa4HOM
UHOPMaYUOHHOM yKazamerne «HayuoHanbHble cmaHOapmbl». B criyyae nepecmompa (3ameHbl) unu om-
MeHb! Hacmosauwie2o cmaHO0apma coomsememsyrouiee ysedomrneHue 6ydem onybnukoeaHo 8 exxemecsy-
HOM UHGOPMAaYUOHHOM yKalzamene «HauuoHaneHblie cmaHlapmely. Coomeemcemeyioujas uHgopmauus,
yse0omeHuUe U MeKCmbl PasMewaomcecs maKkke e UHhopmalUuoHHOU cucmeme obuiez0 rnosib30e8aHus — Ha
ochuyuanbHom calime ®edepanbHO20 azeHmemea o0 MEexXHUYECKOMY pe2ynuposaHulo U Memposioz2uu 8
cemu ViHmepHem

© CrangaptuHgopm, 2015

B Poccuiickoit degepaummn HaCTOAWMI CTaHAAPT HE MOXET ObITb MOMHOCTLIO UMM YaCTUYHO BOCMPO-
U3BEAEH, TUPAXMPOBAH W PacnpOCTPaHEH B KayecTBe odmumanbHOro mndganus 6e3 paspeweHua depe-
panbLHOro areHTCTBa N0 TEXHUYECKOMY PerynnpoBaHuio u MeTposnorum
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FOCT 30324.0.4—2002
BBepeHue

Hacroswmit ctaHaapT siBNsieTCs NpsiMbiM NPUMEHEHUEM MexayHapoaHoro cranaapra IEC 60601-1-
4:1996 Medical electrical equipment — Part 1: General requirements for safety — 4. Collateral standard:
Programmable electrical medical systems («N3aenusa meamumHckue anekrpudeckue. Yacto 1. Obme Tpe-
GoBaHusa 6esonacHocTu. 4. TpeboBaHnss 6€30NaCHOCTU K NPOrpamMMUpyemMbiM MEAULIMHCKUM 3MEKTPOHHBIM
cUcTeMamMy), MOArOTOBIIEHHOrO TexHuyeckum KomuteTom MOK 62 «M3penua meauuuHcKue anekTpude-
cKne».

Hacroawumi ctanaapT siBNAETCS AONONHUTENbHBIM CTaHAAapTOM NO oTHOwWeHuo K FTOCT 30324.0 «W3-
Aenusa MeauuuHCKue anektpudeckne. Yacts 1. Obwme TpedosaHusa 6e3onacHOCTU» (aanee — obLUmiA CTaH-
aapr).

JononHuTenbHble cTaHaapTbl ycTaHaBnueatot obmue TpeboBaHus 6€30nacHOCTM NPUMEHNTENBHO K:

- rpynnam usgenuii MeaumuMHCKOro HasHaveHus (Hanpumep, K peHTreHOBCKOW annapartype);
- cneymnansHeIM XapakTepucTukam BCen aNeKTPOMEAMLMHCKOW annapaTypbl, He PacCMOTPEHHbLIM NoAPO6GHO
B 00LWem craHgapTe (HanpuMmep, aNeKTpoMarHuTHas COBMECTUMOCTD).

Homepa paszenos, NyHKTOB W MOAMNYHKTOB HACTOSALLErO0 AOMNOMHUTENbHOrO CTaHAAPTA COOTBETCTBYIOT
Hymepauuu obuero ctaHgapra.

Homepa nyHKTOB U PUCYHKOB HACTOSILLErO AOMOMHUTENBHOMO CTaHAapTa, AONONHAWMX 00U CTaH-
[apT, HaunHatTcs ¢ uudpbl 201, AONONHUTENBHBLIE NPUNOXEHUA 0603Ha4eHbl Oyksamu AAA, BBB u T. A.

TepMUHbI, UICMONb3yeMble B HACTOSILLEM CTaHAapTe, HabpaHbl NponucHeiMKU Byksamu. MeToabl UcCnbI-
TaHWI NO TEKCTY HACTOSALLEro CTaHAapTa BblAENEHbI KYPCUBOM.

Bce wupe B MEONUMHCKNX SNEKTPUYECKUX U3OENTNAX ncnonb3yoTcs KOMNbIOTEPDI, 4acTo B
KpUTHYECKUX, C TOYkM 3peHna BE3OMACHOCTW, ycnoeusax. Micnonb3oBaHue KOMMNbIOTEPHbLIX TEXHONOTUI B
MEOVMUMHCKNX SNEKTPUYECKUX UIOENNAX 06ycnoBnuBaeT BbICOKUW YPOBEHbL CIIOXHOCTU 3TUX U3-
Aenui, yCTynamwLmMin NLLb YPOBHIO CNOXHOCTM Bnonornyeckon cuctemol opranmsma NMAUUEHTA, ana aua-
FHOCTUKU W/UMK NeYeHusi KOTOpPoro npegHasHadeHo 1o unu uHoe U3AENNE. MogobHaa cnoxHOCTL O3Ha4a-
€T, YTO MPU UCMbITAHUSIX HEKOTOPbIE CUCTEMATUYECKUE OTKA3bl MOTYT OCTaTbCA HEBbIABMEHHbIMU. B COOT-
BETCTBMM C 9TUM HACTOALMIA CTAHAAPT BbIXOAMT 3a PAMKU TPAAMLUOHHLIX METOAOB UCMBLITAHUA U OLIEHOK
rotoBbIx Kk Bbinycky NSAEMUIA n skniouaet Tpe6Gosanus K npoueccy ux paspabotku. McnbitaHue rotosoro
usgenusa camo no cebe He ABNSAETCA AOCTATOuYHbIM ycroBuem onpeaeneHuss BE3OMACHOCTU cnoxHbix
MEAULUMHCKUX SNEKTPUUECKUX USAENUN.

Hacroswumin ctaHaapt ycraHaesnusaet TpebosaHus Kk npoueccy pa3paboTku u ero aranam ¢ TeMm, Yto-
Obl ux BbinonHeHue obecneunno BE3SOMACHOCTb MEAUMUMHCKUX SNEKTPUYECKUX W3OENUA,
Bkmovatouwmx NPOrPAMMUPYEMbBIE 3JIEKTPOHHBIE MOACUCTEMbI (M3MC). MNouatua «ynpasnexHue
PUCKOM, u «UUKIT PABPABOTKU», ABnsiowmMecs OCHOBHbIMU NOHATUAMWU AAHHOTO cTaHaaprta, Moryt
TaKKke UMEeThb 3HadyeHue u npu paspabotke U3OEJUA, B coctae koTtoporo He Bxoaatr NMPOMPAMMUPYE-
MbIE 3NIEKTPOHHbIE CUCTEMbI.

B 3aBMCMMOCTU OT KOHKpPETHON 3aaauu 3hPeKTUBHOE NPUMEHEHUE HACTOALErO craHaapTta Tpebyer
COOTBETCTBYIOLLIEH NOArOTOBKM B crieaylowmx obnacrax:

- BE3OINACHASA SKCMNYATAUA koHkpeTHOro meauumnnckoro USOENNSA;

- npouecc paspaboTtku koHkpeTHoro U3OENNA;

- Metoabl, obecneunsaowme ABCOJIIOTHYHO BE3OMACHOCTbL; metoabt AHAJIM3A PUCKA u
YNPABNEHWUA
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M E XTIOCYAAPCTBETUHHUbB # CTAHAOAPT

U3pgenua meauuMHCKUE aneKTpuyeckue

YacTtb 1
OBLUWME TPEBOBAHNA BE3OMNACHOCTU

4. TpeGoBaHusa 6e30NaCHOCTU K NPOrpaMMUpyemMbiM MeAUUUHCKUM 35eKTPOHHbIM CUCTEMaM

Medical electrical equipment. Part 1.
General requirements for safety. 4. Safety requirements for programmable medical electrical systems

Dara BBepenmna — 2015—01—01

PA30EN NEPBbIN. OBLUWE NMONOXEHUA

1 O6nactb pacnpocTpaHeHus u uesnb

1.201 O6nacTb pacnpocTpaHeHus

HacTosLmit AONOMHUTENbLHBIA CTaHAAPT ycTaHaBnueaeT Tpebosanna BE3OMACHOCTU U3OENUNA
MEONLUMHCKNX 3SNEKTPUYECKUX v MEOUUMWHCKUX J3NEKTPUYECKUX CUCTEM, BkniovaroLmx
NMPOrPAMMUPYEMBIE 3NEKTPOHHbLIE NMOACUCTEMbI (M3IC) [panee — MNPOMPAMMUPYEMBIE
MEONUMHCKNE SNEKTPOHHBLIE CUCTEMBbI (MM3C)).

MpumeyaHue — HekoTopble cUCTEMBI C NPOrpaMMHLIM 0BecneveHneM, UCnosibayemble B MeULMHCKNX
Lenax u He oTeedvatoume onpegenenuam: U3AENME MEOVMUMHCKOE 3NEKTPUYECKOE no 2.2.15 TOCT 30324.0
wnu MEOMLUMHCKAA SNEKTPUYECKAA CUCTEMA no 2.203 MOCT IEC 60601-1-1, He BxoaAT B obnacTb NpUMeHe-
HUA HacTosILero cTaHAapTa, HanpuMep MHorue MeguLUHCKUE MHPOPMAaLIMOHHbIE CUCTEMBI.

TpeboBaHWsl HACTOSILLIETO CTaHAapTa ABNATCA 06A3aTeNbHLIMK.
1.202 Lenb

Hacrosawuit ctaHaapT ycraHaBnuBaeT TpeGoBaHWA K NpoLeccy paspaboTkm NporpaMmMmMpyemblx anek-
TPOHHbIX MeanUUHCKuX cuctem (MM3C) u cnyXuT 0CHOBON ANA pa3paboTku YaCTHbIX CTAHAAPTOB, BKMIOYas
pykoBoacTBO no TpeboBaHusam BE3OMACHOCTU ana cuwkenns PUCKA u ¢ uenbio ynpasnenus PUCKOM.
Hacroawwmin ctraHgapT npegHasHayeH ans:

a) cepTMPUKALMOHHbIX LIEHTPOB,

b) NBFTOTOBUTENEN;

C) pa3paboTuYMKOB YACTHbIX CTAHAAPTOB; HACTOALLMI CTAaHAAPT YCTaHABNUBAET TpeboBaHUA K:

d) TexHnyeckum 3agaHusamMm,

€) apxXuUTeKType,

f) peTanbLHOMY NPOEKTY U €ro peanu3auuu, BKnovasa pa3paboTky NnporpaMmmMHOro obecneyeHus,

g) moaudmkamu,

h) TEXHUYECKOMY KOHTPOIMO u nposepke COOTBETCTBUA,

j) mapkupoke n SKCIMNNYATALUOHHbLIM OAOKYMEHTAM;

HACTOSILLMIA CTAHAAPT HE pacnpoCTPaHAETCA Ha:

k) npou3BoaCTBO annapaTHoro obecneveHus,

M3paHue ocpuuymansHoe
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I) konupoBaHue nporpaMMHOro obecneyeHus,

m) YCTaHOBKY U CAayy B 9KCnnyaTaumio,

n) PyHKLUNOHMPOBAHUE U TEXHUYeckoe obcnyxusaHme NMMAC,
0) cHsaATue NMM3IC c akcnnyaTauumm.

1.203 CBA3b C APYIrMMM CTaHOApTaMu

1.203.1 TOCT 30324.0

B yactn MEOULUMHCKUX SNEKTPUYECKUX USOEJNINA HacTosLWMI cTaHaapT SBNAETCA AONONHe-
Huem k FOCT 30324.0 u ero usmeHeHusim. 3gecb 1 ganee npu ceoinkax Ha FOCT 30324.0 unu HacToAWMN
[ONONHUTENbHbIA CTAHAAPT NPUHATA cregytoLasi TePMUHOMOTUS:
- «0BLUMIA CTaHAapT» — TOMbLKO AnA 06o3HavyeHua FTOCT 30324.0;
- «HACTOALLMI AONOSIHUTENbHBIA CTaHAAPT» — TONbKO AnsA o0603HauyeHuss aaHHoro cranaaprta (FOCT
30324.0.4);
- HaCTOALWMII cTaHgapT» — ans 0603HavyeHusa koMOuHauun obLero ctaHgapta U HacTOsILEero AONOSHU-
TEnLHOro craHaapra.

1.203.2 YacTHble cTaHgapTbl

TpeboBaHWsA YaCTHOrO CTaHAapTa UMEKOT NPUOPUTET HaA COOTBETCTBYIOLLMMMU TPeBOBAHMAMM HACTO-
ALLEro AOMNONMHUTENIBHOTO CTaHAapTa.

1.203.3 HopMaTUBHbIE CCbINKK

B HacTOsILLEM AONONMHUTENBLHOM CTaHAAPTE UCNOMb30BaHbI CChINKM Ha Cneaylowmue CTaHaapThbl:

FOCT 30324.0—95 (M3K 601-1—88) Uspgenua meauuuHckue anekTpudeckue. Yactb 1. O6wwme Tpe-
6oBaHus 6esonacHocTH

FOCT IEC 60601-1-1—2011 Usgenus meaumuuHckue anekTpudeckue. Yacte 1. O6wme TpebGosaHus
GesonacHocTK. TpeboBaHusa 6€30NacHOCTM K MEAULIUHCKUM INEKTPUYECKUM CUCTEMaM

FOCT ISO 9001—2011 Cucrembl kadectea. TpeboBaHua

ISO 9000-3:1991 Quality management and quality assurance standards — Part 3: Guidelines for the
application of ISO 9001 to the development, supply and maintenance of software (O6wee pykoBoaACTBO Ka-
YECTBOM M CTaHAApTbl No obBecneveHuto kadecTra. Yacto 3. PykoBoasime ykazaHua no npumeHeHuto 1ISO
9001 npu paspaboTke, nocraBke U 06CNy>XMBAHUU NPOFPaMMHOIO obecneyeHms))

IEC 60788:1984 Medical radiology — Terminology (MeanuuHckas pagualmMoHHasi TEXHUKA. TepPMUHBI
n onpeaeneHus)

2 TepMUHBbI U onpeaeneHus

2.201 Ucnornb3yemble TEPMUHBI

B HacTosiLLeM AOMOSIHUTESNbHOM CTaHAAPTE NPUMEHSIIOTCA TEPMUHBI C COOTBETCTBYIOLLIMMU Oonpeaerne-
Husimu no MOCT 30324.0, FOCT IEC 60601-1-1, IEC 60788, a Takke AONOSNHUTENbHbIE TEPMUHbLI NO
2.201.1—2.201.15. AncaBuTHbIM yKkaszaTenb TEPMUHOB NPUBEAEH B NPUNOXEeHUU AAA.

2.201.1 UAKI PASPABOTKN

Heo6xoauWMble OENCTBUA, NPEANPUHUMAEMBIE HAYUHAA C HAYanbHOW (KOHUENTyanbLHOW) CTaaumu pas-
paboTkn npoekTa Ao OkoH4YaHus npuemkn NMMI3C (nposepkn COOTBETCTBUA).

2.201.2 AHANN3 ONACHOCTEN

Onpeaenenne OMACHOCTEW 1 BbI3biBAIOLMX UX MPUYMH.

MpumedyaHue —KonnyectseHHas oleHka ONMACHOCTU He sxoaut B AHANM3 ONACHOCTW.

2.201.3 MAKCUMAJIbHO AOMYCTUMbIN PUCK
BenununHa PUCKA, koTopas onpegerneHa B kKa4eCTBE MaKCMMarbHO A0NYCTUMON.

MpumedaHunme — OTa BenuuMHa MoxeT ObiTb onpefeneHa Ansa Bceid NMMIC wunm AnA KOHKPETHOW
OMNACHOCTHW.

2.201.4 NPOrPAMMUPYEMAA MEOVMLIMHCKAA SNEKTPOHHAA CUCTEMA (MM3C)

W3OENTME MEOVLUMHCKOE SNEKTPUYECKOE unu MEOVUUHCKAA 3NEKTPUYECKAA CUCTE-
MA, skntovaroas MPOrPAMMUPYEMYIO SJIEKTPOHHYIO MOACUCTEMY (M3r1C).

2.201.5 TPOrPAMMUMUPYEMAA DJIEKTPOHHAA NOACUCTEMA (MN3IC)

CucreMa Ha OCHOBE OHOTO UMM HECKOMbKUX LIEeHTPanbHbIX MPOLECCOPOB, BKIOYAKOLWaa nporpaMMHoe
ofbecneyeHne u nHTepdeiic.

2
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2.201.6 OCTATOYHbINA PUCK

PUCK, BbisiBNeHHbIN BO Bpemsi nposeaeHusi AHANIM3A ONACHOCTEW u coxpansiowwmiica nocne 3a-
BepLUeHua onepauui no ynpasneHnio PUCKOM.

2.201.7 PUCK

BenuunHa BepoAaTHOCTM BO3HMKHOBEeHUA OMACHOCTW, npuuunHsiowen spea u creneds TSPXKECTU
BpEAHOro BO34enCTBuUS.

2.201.8 QOKYMEHTALUA NO YNPABNEHUIO PUCKOM

COBOKYNHOCTb AAHHbLIX MO Ka4eCTBY, KOTOPas NPeAyCMOTPEHa HaCTOALLUM CTaHAaPTOM.

2.201.9 CBOAKA AAHHbLIX NO YNPABJNEHUIO PUCKOM

JokymeHT, no3sonsiowmin BoisButb kaxxayio ONMACHOCTD u ee npuuvHy Ana npoBeAeHUs aHanu3a
PUCKA u TEXHUYECKOI O KOHTPONA kaxaoin ONMACHOCTMW.

MpumeyaHue — ITOT JOKYMEHT MOXET ObITb U3NOXKEH Ha Bymare UNu NpeacTaBneH B 3NIEKTPOHHOM BU-
de.

2.201.10 BE3OMNACHOCTb

OrtcyrcTBue Hegonyctumoro PUCKA.

2.201.11 ONACHOCTb

BpeaHoe Bo3aeiictBue Ha MALIMEHTA, apyrme nuua, XXMBOTHBIX UMM OKPY>XKAIOLLYIO Cpeay, NPUYMHOMN
kotoporo asnsetTca MEOULIMHCKOE 3NEKTPUYECKOE U3OENUE.

2.201.12 ABCONIOTHAA BE3OMACHOCTb

Bbicokasi BEpPOSITHOCTb TOr0, YTO paccmaTpuBaemasi cuctema yposneTsopseT TpeboBaHusam BE3-
OMNACHOCTW npu (pyHKUMOHMPOBaHUK B 3a[laHHbIX YCMOBUSIX B TEYEHUE YCTAHOBNEHHOIO nepuoaa Bpeme-
HU.

2.201.13 TSDKECTb

KauyecTBeHHbI KpuTepuii BO3MOXHbIX nocneacresuin ONMACHOCTN.

2.201.14 COOTBETCTBUE

Ouenka NMM3C (unu ee COCTaBMSAIOLLIMX) HA COOTBETCTBME TPEOOBAHMAM TEXHWUYECKOrO 3aaaHus BO
BPEMSi UNKU NO OKOHYaHUM nNpouecca pa3paboTku.

2.201.15 TEXHWYECKMN KOHTPOJIb

OueHka pe3ynbTaToB OnpeaeneHHoro atana paspatotku NMM3C (unu ee cocTaBmnsAOLLMX) HA COOTBET-
cTBue TpeboBaHUAM, YCTAHOBIIEHHBLIM Ha HAa4anbHON CTaanumn 9TOro arana.

2.202 TepMmuHonorus

B HacTosILLeM AONONHUTENLHOM CTaHAAPTE UCNOMb30BaHA CNEAYIOLLAA TEPMUHONOTUA:

«OOMKEH» — COOTBETCTBUE TPeOOBaAHMAM CTaHaapTa 06A3aTenbHo;

«pPEeKOMeHJyeTCA» — COOTBETCTBUE TPEOOBAHUAM CTaHJapTa PeKOMEHAYEMOE, HO He 06s3aTenbHOE;

KMOXET» — MCMNOSNb3YT ANst ONUCAHUA JOMYCTUMBIX NYTEH JOCTUXKEHUA COOTBETCTBUA TpebGoBaHUAM
cTaHgapra;

«YCTaHOBIEHHbI» — UCMNOMb3YeTCA B KAYECTBE CCbIMKM HA MHAOPMAaLMIO, MPUBEAEHHYIO B HACTOS-
LUEeM AOMOSIHUTENBHOM CTaHAAPTE UMK CCbINMOYHbLIX CTAHAAPTAaX U KacaloLLylOCA, Kak NpaBumo, KOHKPETHLIX
pabounx ycnoBuin, METOAUK UCMbITAHUIA UM 3HAYEHWI, CBA3AHHbIX C hOPMYNMPOBKOI COOTBETCTBUS;

KHOPMUPOBAaHHbIN» — UCMONbL3YETCS B KA4YECTBE CCbINMKW Ha MHopmauuio, ykasanHyio MSFTOTOBW-
TENEM B COMNPOBOONTEIbHbLIX (nanee — SKCMITYATAUMOHHbBIX) OOKYMEHTAX vnu uHOM AOKY-
MEHTauum, oTHocALWelcs Kk paccmartpuBaemon NMM3C 1, Kak npaBuno, KacaloLWwenca HasHa4ve-HUsE CUCTEMB,
napameTpoB UMW YCIOBUI ee 3SKcnnyaTauuu, Unm UCMbITaHui ANs onpeaeneHuss COOTBETCTBUA TEXHUYE-
CKUM TpeboBaHuAM.

6 NWpeHTuUukaums, mapKupoBKa U AOKYMEHTauus

6.8 SKCIMIYATALMOHHBIE AOKYMEHTbI

6.8.201 Bcs Heobxoaumas uHdopmauus no OCTATOYHOMY PUCKY pomkHa GbiTe npeacTaBneHa
kak B MHCTPYKUMAX MO SKCNNYATAUUN, Tak n 8 JOKYMEHTALIMM MO YNPABNEHUIO PUCKOM.

Hanuune Heobxoanmoii MHcopmauum nposepsalT nytem npocmotpa MHCTPYKUMU MO 3KCMNYA-
TAUMU n JOKYMEHTALM MO YMAPABIEHWNIO PUCKOM.
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PA3JEN AEBATbIN.
HEHOPMAJ/IbHASl PABOTA 1 YC/NIOBUA HAPYLEHWUSA;
NCMNbITAHNA HA BO3JENCTBUE BHEWHNX ®AKTOPOB

52 HeHopmanbHaa paboTa M ycnoBuAa HapylweHus

52.201 fokymeHTaumMA

52.201.1 [JokymeHTbl, pa3paboTaHHble B COOTBETCTBMM C HACTOALWMM CTaH4apTOM, LOJDKHbI coxpa-
HATLCA N COCTaB/IATb HEOTbLEMJ/IEMYIO YacTb AOKYMEHTauun no Kayectsy B cooTBeTCTBUMKU C 6.3 ISO 9000-3 un

pucyHkom 201.

[lokyMeHTaLus no KkayecTBy

[Apyras [lokymeHTauus
[OKymMeHTauus no ynpasfieHuio
no KayecTBy puckom (52.201.2)
MeToab! MeTop oueHKM TpeboBaHus K

mgeHqu'anKa- MeTog knaccu- Bepoe,THL(t)CTM TeXHU4eckomy Tapf:ﬁii?mek Tpe6oBaHua PesynbTa-

un ukalum ypon- S SEenns 3afaHuio Ha ng CVICTeyNFI)bI K UCMbITAHUAM  Thbl OLLEHKN
onacHocTei (;;ZTSZK?ZTMS) onacHocTn no, (52_207.2) (52.208.1) (52.212)
(52.204.3.1.8) -204.3.2. (52.204.3.2.4)

_r “r X X X X X
Pesynbrarsl MnaH Tpebosanns k TpeGosa- i
MAQQ’Tqua_ ynpasnenusi TEXHUYECKOMY TpeGoBanws HUS K KOH- MeToabl n OC;ZEOH

LMW onacHocTeli P/ICKOM 3afjaHunio Ha : apxmg}gype CTpyKLUK pesynbrarbl PUICK
. npoBepkn Ha
(52.204.3 1.9) (52.202) (ngMZ%%) (52.207.2) (52208.1) coponaegcmme (6.8.201,
(52.210.6)
1
KN Mnax TEXHW- MnaH npoBepKm CBO/JKA IAH-
PA3PABOT- YECKOIO Ha COOTBET- HbIX TTO YTIPA-
Kn KOHTPONA CTBWNE BIEHWIO
(52 203) (52.209.2) (52.210.2) PNCKOM (52.201.3)
OnacHocTb OnacHocTb OnacHocTb OnacHocTb
Ns 1 Ne 2 Ne n Ne n+1
MeTogap!l 1 pesynbTaTbl
ONACHOCTb 1 ee npuauHs TEXHWUYECKOIO KOHTPONS
(52 204.3 1 10) (52.209 3)
(52 204 4 5)
Ananus . OueHka YnpanneHuc TEXHUYECKU
OMACHOCTEN PUCKA PUCKOM KOHTPO/b
(52204 3 1) (52,204 3.2) (52.204.4) (52 209)

PucyHok 201 - CopepxaHne JOKYMEHTALIMW MO YMNPAB/IEHNIO PUCKOM n CBOAKWN AAHHBLIX MO
YMNPABNEHUNIO PNCKOM

52.201.2 [lokyMeHTbl, Ha3biBaemble aanee JOKYMEHTALMEW MO YNPABNEHWIO PUCKOM, gonx-
Hbl YTBEpXAaTbCcsa, Ny6MKoBaTbCA U U3MEHATLCA B COOTBETCTBUM C MpaBuiaMy CUCTEMbl ynpasieHus [0-
KyMeHTauuen, 4To cooTBeTCTBYeT TpeboBaHmsam 6.2 ISO 9000-3.

52.201.3 CBOJAKA OAHHbIX MO YMNPABJIEHNKO PUCKOM pgomkHa hopMMpoOBaTLCA Ha NPOTSXEHUN
Bcero LUMK/TA PA3PABOTKW kak yactb AJOKYMEHTALUWW MO YMPABJIEHNKO PWCKOM. OHa poshkHa
cogepxaTb MHdopmaLmio no:

a) ugenTudmkaumn ONMACHOCTEM 1 NpuUmMH, Bbi3bIBAIOLUX WX;

b) oueHke PUCKA;

c) mepam BE3OMACHOCTW, npumeHseMbiM ana yctpaHeHna PUCKA wavm gna ero KOHTPOASA, BKIO-
yasa Tpebyemyo ABCOTIOTHYIO BE3OMACHOCTD;

d) oueHke adhdpekTMBHOCTM ynpasneHna PUCKOM;
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e) TEXHUYECKOMY KOHTPOIIO.
Coomeemcmeue nposepsrom rniymem npocmompa JOKYMEHTALNN 10 YTIPABJIEHVO PUCKOM.

52.202 Nnan ynpasneHus PUCKOM

52.202.1 UBTOTOBUTEIb aom«eH paspabortatb nnaH ynpasneHus PUCKOM.

52.202.2 3TOT NNaH AOIMKEH BKNIOYATh:

a) obnactb pacnpocTpaHeHus nraHa, onpeaensoLLyo NpoekT unu usgenve n dassl LUMKNA PA3PA-
BOTKW, k KOTOPbIM NPUMEHNM 3TOT MNaH;

b) LMKIT PABPABOTKN (52.203), Bkntodas nnad TEXHUYECKOIO KOHTPOJIA 1 nnaH npoBepku Ha
COOTBETCTBWE;

C) OTBETCTBEHHOCTL No ynpasneHuto PUCKOM B cooteeTcTBumn ¢ 4.1 FOCT ISO 9001;

d) npouecc ynpaeneHua PUCKOM,;

€) TpeboBaHuAa No NepUoOaNYECKOMY NEPECMOTPY.

52.202.3 B npouecce pa3paboTkn Bce nameHeHusi B nnaHe ynpasneHuss PUCKOM gomkHbl perucrpu-
poBaTbCA.

Coomeemcmeue niposepsom npocmompom JOKYMEHTALINN IO YITPABJIEHUIO PUCKOM.

52.203 LIMKN PASPABOTKHU

52.203.1 Mpu npoekTupoBaHum n paspadotke NMMIC Heobxoaumo onpeaenuts LUIMKIT PASPABOTKN.

52.203.2 UMKN PASBPABOTKW Heo6xoaumo pas3butb Ha OTAENbHbIE 3Tanbl U 3a4aHusi C TOYHO onpe-
AEeNeHHbIMU BXOAHBIMUA U BbIXOAHBIMU AAHHLIMU M NOCNEA0BATENLHOCTLIO AEWCTBUI NO KaXaoMmy aTtany pa-
60ThI.

52.203.3 LMK PASPABOTKW gomkeH BkntovaTh obwme cnocobbl ynpasnenns PUCKOM.

52.203.4 UMK PA3PABOTKW gomkeH BknovaTb TpeOOBaHUSA K AOKYMEHTaLUN.

52.203.5 MeponpusaTtua no ynpasnenuio PUCKOM aomkHbl NPOBOANTLCA HA NPOTsHKeHMM Beero LIK-
JIA PASPABOTKW, rae ato Heobxoaumo (52.204).

Mpumeyvanune — lpumep LUMKITA PASPABOTKU gaH B npunoxeHun DDD.
Coomeemcmeue nposepsirom npocmompom JOKYMEHTALINN 0O YITPABJIEHUO PACKOM.
52.204 Mpouecc ynpaBneHua PUCKOM

52.204.1 Npouecc ynpasneHna PUCKOM gomkeH BknoyaTh:

- aHanus PUCKA,

- ynpasneHne PUCKOM.

52.204.2 3T0T Npouecc AOMKEH NPUMEHATLCA Ha npoTshkeHumn Beero LIMKITA PASPABOTKI.

52.204.3 Ananus PUCKA

52.204.3.1 AHAIN3 OMACHOCTEN

52.204.3.1.1 pnentudpmkaumio ONMACHOCTEW BbINONHSIOT B COOTBETCTBUM C MIIAHOM MO YNPaBMeHuIo
PNCKOM (52.202).

52.204.3.1.2 OMNACHOCTWN aomkHbl ObiTb MAEHTMMULUUPOBAHBLI ANS1 BCEX NPAKTUYECKM BO3MOXKHBIX
cuUTyauun, BKMOYas:

- HOPMATIBHYO SKCIMNYATALUIO;

- HENPABUJILHOE UCMONb30BaHUE.

52.204.3.1.3 JomkHbl ObITb paccmoTpeHbl crnieaytome OMACHOCTW, ecnu cyulecTByeT BEPOATHOCTb
UX BO3HUKHOBEHUS:

- OMACHOCTMU ana NAUMEHTA;

- OMACHOCTMU pnsa ONEPATOPOB;

- OMACHOCTMU ansa o6cnyxuBatoLero nepcoHana;

- OMNMACHOCTW gns okpy>KaroLux;

- ONACHOCTW ana okpyxatoLlen cpeabl.

52.204.3.1.4 JomkHa OblTb paCCMOTPEHa NOCNEeA0BaTENLHOCTb COOLITUI, CMOCOOHBLIX MPUBECTU K BO3-
HUkHoBeHMIO OMNMACHOCTN.

52.204.3.1.5 PaccMaTpuBaemble NpuynHbl BO3HUKHOBEeHUST OMTACHOCTEW A0MmKHbI YUNTbIBATb, €GN
YMECTHO, CNEeAYLLUE MOMEHTbI:

- yenose4veckne hakTopsbl;

- NOBPEXAEHNEe MEXAHUYECKOW YacTu;
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- HapyLleHusa B NnporpaMMHOM obecneyeHuu;

- oLWMBKN B CUCTEME;

- BO3Je1NCTBUE BHELUHMX (paKkTopoB.

52.204.3.1.6 Mpu Heobxoamumoct AHANN3 PUCKA pgomkeH BKMOYaTh CneayloLme BONpoChl:

- COBMECTMMOCTb KOMMOHEHTOB CUCTEMbI, BKMOYAA MEXaHUM4YecKylo 4acTb U nporpammMHoe obecneve-
HUE;

- uHTepdec nonb3oBaTens, BKNoYas A3blk KOMaHA, npeaynpexaennst u coobweHuns o6 owmnbkax;

- TOYHOCTb MepeBoda TeKCTa, UCMONb3yeMOro B nHrepdence nonb3osarens u 8 MHCTPYKUUAX MO
SKCIMNYATALNN;

- 3aLMTY AaHHbLIX OT NpeAHaMepPeHHbIX U CryvanHbIX OLUMOOK YenoBeka;

- KpuTepuin cooTHowweHna PUCK/nonbaa;

- cneumdmyeckne ocobeHHOCTU NPorpammMHOro obecneyeHus.

MpumeyaHNne —HeobXofUMO TakKe y4UTLIBATE BOIMOXHBIE BIIUAHNS:
- COBMECTMMOCTU pasnu4HbIX GrIoKOB Nporpamw;
- COBMECTMMOCTU NporpamMm oGpaboTku ¢ NOCTynatoWMMKU AaHHEIMU B LiMGPOBOIi chopMe.

52.204.3.1.7 Heobx0auMO UCMONbL30BaTh MeToAbl naeHTudmkaumm OMACHOCTEW, cooTeeTcTBylO-
wue onpegeneHHomy atany LUMKITA PASPABOTKW.

52.204.3.1.8 B JOKYMEHTALW MO YMPABJIIEHNKO PUCKOM pomkHbl ObITb OTpaXeHbl UCMNONb3Y-
eMble MeToAbl (Hanpumep, aHanu3 AepeBa HEUCNPABHOCTEN, BO3MOXHbIE OTKa3bl U UX NOCNEACTBUS).

52.204.3.1.9 Pe3ynbTatbl NPUMEHEHNA 3TUX METOA0B Heobxoaumo peructpuposaTb B JOKYMEHTA-
LU NO OBECIEYEHUIO YPOBHA PUCKA.

52.204.3.1.10 Kaxxaas u3 sbisiBrieHHbIx ONACHOCTEW 1 ee npuumHbl 4OMKHBI PEMMCTPUPOBATHLCS B
CBOJIKE OAHHbIX MO YIMPABNEHUIO PUCKOM.

CooTBeTcTBUE NpoBepsaloT npocmoTpoM CBOOKU JAHHBLIX MO YNPABIEHUKO PUCKOM.

52.204.3.2 Ouexka PUCKA

52.204.3.2.1 [Ans ka0l u3 BbisiNeHHbIx OMACHOCTEW gomkHa 6bITh NpoBeaeHa oueHka PUCKA.

52.204.3.2.2 OueHka PUCKA pomkHa npoBOAUTLCA HA OCHOBE OLIEHKM BEPOATHOCTWM BO3HUKHOBEHUS
kaxgon OMNACHOCTW u(unu) ctenenn TAXXKECTW nocneacteui kaxxgon ONMACHOCTHN.

52.204.3.2.3 Metopa knaccudukaymm yposHa TSXKECTU gomkeH peructpupoatbes B JJOKYMEHTA-
LU NO YMNPABINEHMIO PUCKOM.

52.204.3.2.4 Vcnonb3yemblit MeTof OLEHKM BepoATHOCTM BO3HMKHOBeHMA OIMACHOCTW porkeH
ObITb MO0 KONMMYECTBEHHbIM, MO0 Ka4eCTBEHHLIM M AOMMKEH permctpuposatbca B JOKYMEHTALIAA MO
YMPABNEHUIO PUCKOM.

52.204.3.2.5 B CBOJKE AAHHbIX MO YNPABIEHWUIO PUCKOM npoTue kaxaoit us ONMACHOCTEN
JoJpkHa ObITh ykasaHa oueHka PUCKA.

Coomeemcmeue niposepsiiom rpocmompom JOKYMEHTALN MO YIPABJIEHUKO PUCKOM.

52.204.4 YnpasneHue PUCKOM

52.204.4.1 YnpaeneHue PUCKOM nomkHO ocyLlecTBRATLCA TakuMm oBGpasom, utobbl obecneunBancs
npueMnemblil ypoBeHb oueHku PUCKA ans kaxaon us naeHtuduumnposanHsix ONACHOCTEWN.

52.204.4.2 PUCK cuuTtaetca npuemnembiM, ecnum OoH mMeHble unu paseH MAKCUMAJIBHO OOMy-
CTUMOMY PUCKY 1 CHUXEH 40 HAMMEHBbLUETO NPaKTUYECKN LOCTUXKUMOIO 3HAaYEHUS.

52.204.4.3 Metoabl no ynpasneHuto PUCKOM [omkHbl yMeHbLUATb BEPOATHOCTb BO3HWUKHOBEHUA
OMNMACHOCTW u(nunu) cteneHb ee TAXXKECTW.

52.204.4.4 Metoabl no ynpasnennio PUCKOM gomkHbl 6bITb HanpaBneHbl Ha BbISIBIIEHUE MPUYUHBI
OMACHOCTW (Hanpumep, Ha CHMXEHUE BEPOATHOCTU €€ BO3HUKHOBEHMSA) U (MNKN) HA YCTAHOBKY 3aLUMUTHbIX
CpeacTB, KOTOpble JOMkKHbI cpabaTtbiBaTh npy Hanudum OMACHOCTW, unu Ha TO n gpyroe BMECTE C y4ETOM
cneayLwmx npUopUTETOB:

- 6e30nacHOCTL, NPeAYCMOTPEHHYIO KOHCTPYKLUER;

- 3alUMTHbIE CPEACTBA, BKIOYasa CUrHarnbl TPEBOTK,

- goctatoyHyo mHdopmauyuio no OCTATOYHOMY PUCKY, npeaHasHadeHHyto ans MNOJIb3OBATE-
A,

52.204.4.5 TpeboaHue(a) no ynpaenennto PUCKOM aomkHo(bl) ObiTb BHECEHO(b)) B CBOOKY OAH-
HbIX MO YMNPABINEHUIO PUCKOM (nu6o HenocpeACTBEHHO, NMMBO NyTEM NEPEKPECTHLIX CCLINOK).

52.204.4.6 OueHka ahdekTmBHOCTM MeToaoB no ynpasneHuto PUCKOM pomkHa ObiTb OTpaXeHa B
CBOJIKE OAHHbLIX MO YMPABNEHUIO PUCKOM.

6
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Coomeemcmeue nposepsiom rnpocmompom JOKYMEHTALINN 10 YIPABJIEHUIO PUCKOM.
52.205 Ksanudukauua nepcoHana

MpoekTupoBaHue n moaudmukaums NMMVSC AOMKHEI BbINOMHATLCA NEPCOHANOM, KBanudukaumusa KoTo-
poro cooTBeTcTByeT TpeboBaHusam 4.18 TOCT I1SO 9001.
Coomeememeue Nposepsiom rnpocMompoM coomeemcemsyrowieli Kapmomeku nepcoHana.

52.206 TexHuyeckoe 3agaHue

52.206.1 Ha NMM3C u Ha kaxgyto u3 ee noacuctem (Hanpumep, M3MC) AOMKHO COCTaBMATLCA TEXHMU-
yeckoe 3agaHue (T3).

MpumMmeyaHuwue — Mpumep cTpykTypsl NMMOC aaH B npunoxeHun EEE.

52.206.2 B TEXHUYECKOM 3aAaHun AOIMKHO ObITb AaHO geTanbHoe onucaHue dyHkumii MM3C, ceAsaH-
HbiX ¢ PUCKOM. K Takum pyHKUMAM OTHOCATCA (pyHKumm, koTopble ynpasnsaoT PUCKOM, BosHuKaloLWMM
oT:

a) NPWUYUH, BbI3BAHHbLIX BO3JEWCTBUEM OKPY>KAIOLLMX BHELLUHUX YCIOBWIA;

b) NpuYMH, BbI3BAHHbIX BO3AENCTBUEM rAe-HUOyaL B MM3C;

C) BO3MOXHbIX COO€EB.

52.206.3 NS Kaxgon U3 aTUX hyHKUUIA B TEXHUYECKOM 3a4aHUKM AOMKEH ObiTb ykazaH ypoBeHb AbB-
CONMOTHOW BE3OMACHOCTW, Heobxoaumeii ans ynpasnexms PUCKOM.

Coomeemcmaeue nposepsiom npocmompom JOKYMEHTALNN MO YIPABJ/IEHUO PUCKOM.

52.207 ApxuteKTypa

52.207.1 Apxutektypa MM3C gomkHa yaoBneTBOpsATbL Tpe6OBaHUAM TEXHUYECKOro 3aaaHus.

52.207.2 Apxutektypa MM3C u kaxxaomn us ee noacucTeM AomkHa 6blTb NoApo6HO onpeaeneHa.

52.207.3 Tam, rge sT0 YMECTHO, TEXHUYECKOE 3a/jaHne JOIDKHO coaepxaTth cneayowme TpeboBaHuns:

a) pacronoxeHue cpeacTs no ynpasnesuio PUCKOM no OTHOLUEHUIO K NOACUCTEMAM U KOMMOHEHTaM
nvacC.

MpumeyvyaHue — lojcUCTEMbI U KOMMOHEHTEI BKNIOYAKOT Aatimnku, npusogbl, MAMNC n nHtepdencsl,

b) pesepBupoBaHue;

C) pasHEeCEeHHOCTb;

d) NPOLEHT U TUMNbl OTKA30B KOMMNOHEHTOB;

€) Hanuuue SMeMeHTOB ANArHoCTUKKU UMW YPOBEHb ANArHOCTUKU;

f) oTka3bl, 06YCNOBNEHHbIE 0BLLEN NPUINHOI;

g) cuctemaTuyeckue oTkasbl;

h) nepnoanyYHOCTL U NPOAOIMKUTENLHOCTbL UCTIbITAHUNA;

j) PEMOHTONPUIO4HOCTb;

K) 3awmTy OT NpeAHaMepeHHbIX UMK CryYaiiHbIX OLLMOOK YenoBeka.

Coomeemcmeue nposepsitom rpocmompom JOKYMEHTALINN 11O YTIPAB/IEHUO PUCKOM.

52.208 KOHCTPYKLUUA U BbiNONHeHUe TpeGoBaHUN

52.208.1 Mpu HeobxoammocTu obuiasi KOHCTPYKUMA MM3C gomkHa ObiTe pa3buta Ha NOACUCTEMbI C
COBCTBEHHON KOHCTPYKLMEN U TEXHUYECKUMMU TPEBOBAHUAMM K UCTIbITAHUSAM.

52.208.2 Mpu HeoBX0ANMOCTU AOMKHbI BbITb HOPMUPOBAaHLI crneayioLime TpeboBaHus K:

a) meTogam paspaboTKkum NporpaMMHOro obecneyeHus;

b) anekTpoHHOMY annapaTHoOMy obecneyeHuto;

C) UCMNOSb3yEMbIM B KOMMbIOTEPE MHCTPYMEHTaM AN pa3paboTku U KOHTPONS NPorpaMMHOro obecne-
YeHus;

d) gartuumkam;

€) npuBoAam;

f) untepdpericy MMSC-nonb3oBartenb;

@) UCTOYHMKAM NUTaHUS;

h) ycnosuam OKpy»xatoLlein cpeabl;

j) HCTpyMeHTankHbIM cpeacTBam Ans NPOrpamMmmMUpPOBaHUs;

k) cneuncunyeckum 0CoGEHHOCTAM NPOrpaMMHOro obecneveHus.
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Mpumedvyanue — [lpu HeOBXoAUMOCTM AOMKHBI BbITH yUTEHEI crieyuduieckne ocobeHHOCTU NOCTPOEHUS
BLIMUCNUTENBLHOW CETH.

Coomeemcmeue npoesepsom npocmompom [JOKYMEHTALINN MO YIPABJTEHUIO PUCKOM.
52.209 TEXHUYECKU KOHTPOJb

52.209.1 JomkeH 6biTb npoegeH TEXHWUYECKUM KOHTPOIb BbinonHeHus TpeBosaHuii BES3-
OMACHOCTMW.

52.209.2 [na geMoOHCTpauun cnocoboB NpoBepku BbinonHeHusa TpebdoaHnin BE3OMACHOCTU Ha
kaxxaom atane LIMKNA PASPABOTKN pomkeH 6biTk paspatotan nnaH TEXHUYECKOIO KOHTPONA.

52.209.3 B CBOOKY JAHHBLIX MO YMPABJIEHNKO PUCKOM pomkHbl ObiTb BKNIOYEHbI CCbINKU Ha
mMeToabl u pesynbtatel TEXHUYECKOIO KOHTPOIA.

Coomeemcmaue nposepstom npocmompom JOKYMEHTALN 10 YITPABJIEHUKO PUCKOM.

52.210 COOTBETCTBUE

52.210.1 JomkHo obecnevneaTtbca COOTBETCTBUE TpebosaHusm BE3OMNACHOCTN.

52.210.2 JomkeH ObiITb paspaGotaH nnaH nposepkn Ha COOTBETCTBWE, BbINONHEHUE KOTOPOro
AOJDKHO MOATBEPAUTL MPABUIBHOCTE NPUMEHEHHBIX Tpebosannin BESOMNMACHOCTW.

52.210.3 PykoBoguTenb rpynnbl, BoinonHawwen nposepky Ha COOTBETCTBUE, pomkeH GbiTb nu-
LIOM, HE 3aBUCUMbIM OT FPYNMbl, BbINOJHAKOLLEN pazpaboTKy npoekTa.

52.210.4 Jlobble npod)eCcCMOHanbHble B3aMMOOTHOLLUEHUSA MEXAY YfeHamMu rpynnbl, BbIMOMHAOLEN
npoepky Ha COOTBETCTBUE, n uneHamu rpynnel, BbINOMHSAOLWENR pa3paboTky, A0MKHbI ObITb OTpa)eHbl
B JOKYMEHTALIUW MO YNPABINEHNIO PUCKOM.

52.210.5 Hu oauH uneH rpynnbl, BbINOMHAOLWEN pa3paboTky, He MOXET BbINOMHATL NPoBepKy Ha CO-
OTBETCTBWE cBoero npoekra.

52.210.6 B JOKYMEHTALMIO MO YMNPABINEHUIO PUCKOM pormkHbl ObiTb BKIMOYEHBI CChINKW Ha
meToabl nposepkn Ha COOTBETCTBWE u nx pesyneTarhl.

Coomeemcemeaue nposepsrom npocmompom JJOKYMEHTALINU MO YIPABJIEHUIO PUCKOM.

52.211 Moaudukaums

52.211.1 Ecnu BcA KOHCTPYKUMA UK Kakue-nubo ee yactu SIBNSAIOTCA pe3ynbTaTtom moaudukauum pa-
Hee pa3paboTaHHOW KOHCTPYKUUW, TO HACTOSALUMI CTaHAAPT NPUMEHSIETCA MONHOCTLIO K pa3paboTaHHOW
BNEpBble KOHCTPYKuuKu, nNubo B npouecce moaudukaumMu AOKyMeHTauus paHee pa3paboTaHHOro npoekra
[OIDKHA ObITb NPOBEPEHA HA COOTBETCTBUE.

52.211.2 Bes gokymenTaums, otHocsawasnca k LIMKITY PASPABOTKN, aomkHa ObiTb nepecMmoTpexa,
M3MeHeHa um ogobpeHa B COOTBETCTBUM C MPaBUNAMKU KOHTPONA AOKYMEHTauuu cornacHo 4.5.2 NOCT ISO
9001 nu6o B COOTBETCTBUM C TPEGOBAHMAMU IKBUBANEHTHOTO HOPMATMBHOIO AOKYMEHTA.

Coomeemcmeue nposepsirom npocmompom JOKYMEHTALNU 10 YITPABIIEHUO PUCKOM.

52.212 OueHka

52.212.1 Ana npoepku coorBeTcTBus NMMIC TpeboBaHUsIM HACTOALLEr0 CTaHgapta AOMkHa ObiTb
npoBefeHa oOueHka, pesynbTatbl KoTopoi BHocAT B JOKYMEHTALIMIO MO YIMPABNEHUIO PUCKOM.
OueHka MOXET BbINOSHATLCA BHYTPEHHEW Cny>00i HOPMOKOHTPONS.

Coomeemcmeue nposepsiom npocmompom [JOKYMEHTALINU 10 YIIPABJIEHWIO PUCKOM.
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B HacTosleM ykasaTene ANS KawAoro TepMUHa yka3aH COOTBETCTBYIOLLMIA HOMep MoAnyHKTa HacTosLlero [o-
nofnHuTensHoro craHgapta (2.201), obwero craHgapta (OC-2), a Takke npuBeaeHo obo3HadeHue TepmuHa no IEC

60788 (MP-..-.) u FOCT IEC 80601-1-1 (A-).

ABCOMIOTHASA BESOMACHOCTH

AHAINMN3 OMACHOCTM

BE3OMACHOCTb

JOKYMEHTALMA MO YMPABNEHUIO PUCKOM
N3rOTOBUTENb

W3OENVE MEOVNLMHCKOE 3NEKTPUYECKOE

MHCTPYKLIMS MO SKCNNYATALIMM

MAKCUMANBHO AONYCTUMBIN PUCK

MEAVUUMHCKAS SNEKTPUYECKAA CUCTEMA

HOPMANBbHASA 3KCMYATALIMA

OMNACHOCTb

OMNEPATOP

OCTATOUYHbIN PUCK

MNALUMEHT

MNOMNb30OBATESb

NPOrPAMMUPYEMAS MEIMLIMHCKASA 3NEKTPOHHAA CUCTEMA (MM3C)
NPOMPAMMUPYEMAS 3MEKTPOHHAA NMOACUCTEMA (M3MC)
PUCK

CBOJKA JAHHBIX MO YMPABINEHUIO PUCKOM
COOTBETCTBUE

COMPOBOANTENBHBIE (SKCTMMTYATALMOHHLIE) AOKYMEHTBI
TEXHUYECKA KOHTPONb

TSHKECTb

YCINOBWE EAUHUYHOO HAPYLLEHWA

LIMKN PASPABOTKM

2.201.12
22012
2.201.10
2.201.8
MP-85-03
0C-2.2.15
MP-82-02
2.201.3
A-2.203
0C-2.10.8
2.201.11
MP-85-02
2.201.6
MP-602-03
MP-85-01
22014
2.201.5
22017
2.201.9
2.201.14
MP-82-01
2.201.15
2.201.13
0C-2.10.11
2.201.1
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MpunoxeHue BBB
(cnpaBoyHoe)

O6ocHoBaHue

O6wWwue nonoxeHus

HacTtoswuid ctaHgapT TpebyeT, 4Tobbl npouecc paspabotkm NMMIC Kak npouecc, BKIOHaIOLMIA OnpeaeneHHble
aneMeHTbl, 6bIn onpeaeneH u TWwaTtenbHo cobntofarncs, NOCKOobKY paccMaTpuBaeMblil TUM U3JeNniA HEBO3MOXHO oOLje-
HWBaTb MO MPUHLWMNY roAeH/He rofeH NyTem UCMbITaHUS roToBOW MpoAYKUMK. MpeanaraeMblil Nofgxo[ ycTaHaBnuBaeT,
yTo TpebyeTcs gns obecnevenns BESOMACHOCTU, npu stom MONB3OBATEJIKO aaHHoro ctaHgapTa npeaocTaBns-
eTCcA npaBo pellaTb, KakuM oBpa3om STOro JocTW4b. Takoi nopxof aHanormdeH NoAXoAdy, NPUHATOMY B CTaHfapTax
cepumn 1ISO 9000. Tak kak npegnonaraetcs, 4To MNMOJIB3OBATE/b fomkeH UMEeTb COOTBETCTBYIOLLYIO KBanudukayuto,
NoApPOoBHOCTH W YTOUHEHWS NPU U3NOXEHUU cTaHAapTa Gbiny cBefeHbl K MUHUMYMY. Bo3aMOXHO noBTOpeHue oTAenbHbIX
YacTel Takoro npoLecca, Ho Takue TpeboBaHWSA He NPUBOAUMUCE, Tak Kak He0BX04MMOCTE MOBTOPEHUS NMpoLieAyp ABNA-
€TCA WHAWBWAYanbHON ANSA KaXKAOrO KOHKPeTHOoro mpoekrta. HeobxofMMocTb Takvx MOBTOPEHUIA BO3HUKAET Takke Mpuw
6onee NOMHOM NOHWMaHWUM CYLLIHOCTU NPOEKTa, KOTOPOe BO3HUKAET B XOA4e npoLecca ero pa3paboTku.

YacTblo npolecca ABMAeTCH JOKyMeHTauuWs, Heobxogumas Ans ynpaerneHus npoueccoM paspabotku. Kpome To-
ro, NPOCMOTP AOKYMEHTaLMKN NO3BOSMSET KOHTPONMPOBaTL COOTBETCTBME NMPUMEHSAEMOro npoLecca pa3paboTku npouec-
CY, M3noxeHHoMy B HacToseM cTaHgapte. CBOOKA OAHHbLIX MO YMNPABJIIEHUIO PUCKOM saBnsieTcs YacTbio 4OKYy-
MeHTaumu 1 obecneynBaeT AICHOE NOHWMaHMe BONpocoB, cBsidaHHbIX ¢ BESOMNACHOCTBLIO u Mepamu, NpuHUMaeMbiMn
4nsa ee obecneyveHnsa B TeHeHWe U No OKOHYaHWU npolecca paspaboTku.

MoavepkuBaeTcs, 4To Npouecc no ynpaeneHnto PUCKOM xoTa n He MoxeT 6biTb eanHbiM Ans NMM3C, Heobxo-
AWM BCrefcTBUE UCKIIOYNTENBHOR CMOXHOCTU paccMaTpuMBaeMblX TEXHONOMMIA U rapaHTupyeT BoisiBrieHne OMNMACHO-
CTEW Ha paHHWX cTaausx pa3paboTku. BuiseneHne ONACHOCTEW Ha paHHuX cTagusix paspaboTku Heobxoaumo ans
Toro, YTobbl BNOCMeACTBUN XecTKoCcTk TpeboBaHuii B oTHoweHun BE3OMNACHOCTU pana cooTBeTCTBYIOWMIA pe3yrb-
Tar.

HacToswuidi cTaHgapT AOMMKEH NPUMEHSATHCH NMLaMu, MMEIOLMMU COOTBETCTBYIOLLYIO KBanudukauuo. 3To ycno-
BWE HamnpasrieHo Ha obecrneveHne HemnpepbIBHOrO COOTBETCTBUA TpeboBaHuii CTaHfapTa YPOBHIO pa3BuUTUA U 06beMy
3HaHWi B obracTax obecreveHnst kadecTBa nporpamMm U MeToank oueHkn ONMACHOCTEN. MONb3OBATENMIO HacTos-
Ljero ctaHgapTa B KOHKPEeTHbIX 06cTosiTENLCTBAX, BO3HMKalOLWMX B npolecce pa3paboTkn MMIC, Tak unu mHaye npu-
JeTcs MPUMEHsTL CBeAeHUsA, nybrnukyemele B cneuuansHoil nutepaTtype. Ha paHHuX cTaausix paspaboTku vaule uc-
Monb3YIT METOLAWKY aHannsa «CBepXy BHMU3», TaKyto Kak aHanus ¢ Ucnornb3oBaHueM fepeBa ownbok. Korga npoekTt 6o-
Nee feTanu3npoBaH, TO Ha4MHaeT LUMPpe UCMONBL3OBATLCA METOMKa aHanu3a «CHU3Y BBEPX», Takas Kak BUAbl OTKa3oB M
aHanu3 peXxuMoB HapyLLEeHUS U UX NOCNEACTBUIA.

TepMVIHbI n onpegeneHun

TepMUHbI 1 onpeeneHus NPUBoOAATCA Ans yhobceTea UTeHUst cTaHapTa U ¢ Lienblo yMeHbLueHUst oblyero obbe-
Ma TekcTa. Bbino cgenaHo Bce BO3MOXHOE, YToBLI caenath TpeboBaHUs MakcMMarnbsHO SICHEIMU U UCKITHOYUTL OLLIMGOY-
HOe MCcnosb3oBaHWe onpefeneHuid B kadecTse TpeboBaHuiA.

[doKyMeHTauus

CBOOKA JAHHBIX MO YHPABHEHMPO PUCKOM Heobxoauma ansa Toro, 4tobbl obecneumBaTth ynpaBrneHue
PUCKOM npu BbisBneHun ONACHOCTEMW. 3anonHeHne CBOOKN JAHHBLIX MO YIMPABNEHUIO PUCKOM npekpalla-
eTcs nocne saseplieHns LIMKINA PASPABOTKW.

UMK PASPABOTKA

LIMKIT PABPABOTKN Heobxoaum ans o§ecnequMﬂ cuctematmdeckoro koHTpona BEE3ONACHOCTU u, B 4acT-
HocTu, Ansa paHHero BeiAsneHns ONACHOCTEMW B crnoXHbIX cUcTEMaX.

Mpouecc no ynpasneHuto PUICKOM

TpeboBaHnus k npoueccy no ynpaenenno PUCKOM onpefensitoT OCHOBHYH CXeMy, B paMKkax KOTOPOi Ha ocHoBa-
HWUW oMbITa, UHTYULIMKN U CyXAEeHWUIA yeneLHo ocylecTBnseTca ynpasneHne PUCKOM. YpoBeHb geTanusauyuu BoibpaH B
COOTBETCTBUW C HACTOALUM JONOMHUTENBHBIM CTaH4apTOM. [1pn paccMOTPEHUN KOHKPETHOrO MeAULMHCKOro NpUuMeHe-
HWSI B YaCTHOM cTaHfapTe MoryT GbiTb MpefdcTaBneHbl cneupuanbHele METOANUKW Mo yrnpasneHuio PUCKOM, Bkntovas
TpeboBaHuUs TWNa rogeH/He rogeH.

Takoii npoLecc npuMeHaeTes Ha npoTaxeHun seero LIMKIA PASPABOTKU ansa onpegeneHuss agekBaTHBIX Me-
To4oB Nno ynpasneHuto PUCKOM npu BeisiBReHnn npuinH ONMACHOCTEN.

10
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OueHka PUCKA

MporpaMMHbie U ApYyrue cucTeMaTuydeckue oLMGKN He yKnafbiBaroTCs B KOHLEMNLMIO BEPOSITHOCTH KaK COBCTBEH-
Ho cobblTuA. TeM He MeHee, OCHOBHOI Lienblo HacTosLWero cTaHAapTa SABNsSeTCA YMEHbLUEHWe BEPOATHOCTU MPUCYT-
CTBYKOLUMX CUCTEMaTHYeckux oumnbok. Jpyroil npobnemoi, cBA3aHHOW ¢ NpeablAyLLel, SBNAETCA BEPOATHOCTbL OLLUGKK,
npuBoasiweit k ONACHOCTU, Bo3Hukatoleih B npouecce akcrnyatauyun. 3T komnoHeHTsl PUCKA, cBsisaHHbIe ¢ cu-
cTeMaTUYECKUMU oLLnbKamMu, KOTOpble pefKo MOAJAtoTCA KONMYECTBEHHOW OLEHKe, TLjaTenbHO paccMaTpusaroTcs B
KaxgoM HagexHoM npouecce npoektupoBarus. OueHka PUCKA aBnseTcs HeoBXOAWMBIM LLAroM Kak npu onpegeneHnu
chokyca KOHLeHTpaLmu ycunuii npu paboTe Hag NpoekToMm, Tak U npu obeyxaeHun pesynbTaToB. Bonpoc, Kak konuye-
CTBEHHO UMW Ka4eCTBEHHO OLEHMBaTL BEPOSTHOCTE BOSHUKHOBEHUS CUCTEMATUYECKUX NPOrPaMMHbIX OLUMBOK, HaXoAWT-
CA B CTaAUN pacCMOTPEHUS.

11
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MpunoxexHne CCC
(cnpaBo4HOE)

MoHaTtna PUCKA

PUCK

MoHaTne BO3MOXXHOIO PUCKA BkIOYaeT aBa afieMeHTa:

- BEPOATHOCTb BO3HUKHOBEHWS ONACHOro COo6bITUS;

- cteneHb TAXXECTW nocnencteuii onacHoOro cobbiTus.

Mpun onpepeneHun kateropnin PUCKA MOXHO BblAeNUTb TpU obnacTu:

- 06nacTb HefonyckaeMbIX 3HAYEHWI;

- o6nactb uenecoobpasHo gonyckaembix 3HadeHun (LA3);

- 06nacTb gonyckaeMbIX 3HAYEHWUIA.

O6nacTb HefoMyckaeMbiX 3HaYeHWi

PUCK HekoTopbix ONMACHOCTEW HacToMbKo BE/MK, YTO CUCTeMa, B KOTOPOW OHW CYLLECTBYIOT, He MOXeT 6biTb
npusHaHa yfoBneTBOpuTesnbHOi. B aToli o6nactm PUCK gomkeH ObiTb YMeEHbLUEeH nyTeM cHumxeHus TAXECTU u/vnmn
BEPOSITHOCTU BO3HUKHOBEHWS Takux OMACHOCTEW.

O6nacTb UenecoobpasHo gonyckaembix 3HavyeHuin (LL43)

O6nactb mMexay ob6nactamMm HefonyckaeMblX U fONyCcKaeMblX 3HAYeHUn HasbiBaeTca obnacTbio LIA3. B obnactu
LUA3 PUCK cHmxaloT 40 MUHUMASIbHOTO NPakTUYeckn AOCTVXKMMOrO YPOBHS, MPUHMMAs BO BHYMaHue pasyMHOCTb A0My-
ctumoro PUCKA u 3aTpatbl Ha ero ganbHelilwee ymeHbllieHne. Jlioboii PUCK pekoMeHAyeTCsl CHMXaTb 40 YPOBHA «Lle-
necoobpasHo gonyckaemoro 3HadeHus» (UA43). Pagom c rpaHuuein obnactm Hegonyckaembix 3HavyeHuii PUICK cnepyet
YMEHbLUTb faXe LEeHOW 3HauYMTeNbHbIX 3aTpar.

O6nacTb f0ONyCcKaeMbIX 3HAYEHWUI

B HekoTopbix cnyyasx TAXXECTb OMACHOCTW w/wnn ee BEpPOSATHOCTb HAaCTOJ/IbKO HWU3KW, YTO B CPaBHEHUU C
PUCKOM oT gpyrux gonyckaembix OMACHOCTEW Takoii PUCK okasbiBaeTcs NpeHe6pexuMo ManbiM. B aTom ciyyae
HEeT Heob6xoaumMocTu B npoueaype cHmwkeHuss PUCKA. paduueckn Tpyu ob6nactm PUCKA un3ob6paeHbl Ha PUCYHKe
CCcC.1.

BepoATHOCTb
yacras
BO3MOXHast
cnyvaiiHas
oTAasieHHas
HeBO3MOXHas

HeBepoATHaA

TAXECTb
He3HauuTe NbHas KpuTMyeckas
cepbe3sHas KaTacTpodmyeckas

PucyHok CCC.1 — TIpatpuk obnacteii PUCKA

YposHu THXECTU

TAXECTb aBnsietca ogHoii u3 coctaenswowmx PUCKA. MpuBeneHHble HWXe 4yeTbipe ypoBHS TAXXECTW asns-
I0TCA CPefCTBOM KayeCTBEHHOW OLEHKM BO3MOXHbIX nocneactsnii ONMACHOCTW u npegnaratiotca ANS UCMNO/b30BaHUA
npn pabote c NMM3C:

- KaTacTpouyeckunii: BOSMOXHOCTb HECKOJIbKUX CMEPTESIbHbIX C/ly4YaeB WN CePbe3HbIX NOPaXeHWA;

- KpUTUYECKWIA: BO3MOXHOCTb CMEPTENIbHOTO C/y4yast UM CEPbE3HOI0 MOPAXEHUS;

12
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- CEpPbe3HbIA: BO3MOXHOCTb MOpaXeHus,
- He3HAYUTENbHbINA: I'IpeHere)KMMO Manas BEPOATHOCTb NopaXeHna N ero HeBO3MOXHOCTb

Pewenune no Bbi6opy npuemnemoctn PUCKA

HacTosAwwmii cTaHaapT He onpefenseT ypoBeHb npuemnemoctn PUCKA. Mpeagnonaraetcs, 4To pyKOBOACTBO MO
onpeaenexunio npuemnemoctn PUCKA GyaeT coaepxaTbecs B YacTHbIX cTaHaapTax. Yacto npuemnemslit PUCK Gyaet
onpeaenAaTbCA No NPUHLMNY «OT criydasa K cnydatox». [pu ucnons3osaHuu noHsatus YCJIOBUE EANMHUYHOIO HAPY-
LLEHWA, onucaHHoro B nyHkTe 3 oblero ctaHfapTta, U (MNKU) UCXOAS M3 SKCMIyaTaLMOHHLIX KavyecTB aHanorn4yHoro
MEONLIMHCKOIO QNEKTPUYECKOIO U3AEJIUA, yxe ucnonb3yeMoro B MeULMHCKON NpaKkTuke, MoryT GbiTb Bblpa-
6oTaHblI HekoTophble Npasuna.

BoamoxHa cutyauus, korga ntoboit PUCK, cBsisanHbIn ¢ NM3C, npeacTaBnsaeTcs NpUeMneMbiM Npy ynyyweHun
nporHosa 3aboneeanusa MALUNEHTA. 3To He MOXET cryXuUTb OCHOBaHMEM gonylueHns HeonpaegaHHoro PUCKA. Bcee-
rga pekoMeHayeTcs UCNoNb3oBaTb NPUHUMN LienecoobpasHo 4onNycTUMbIX 3HaveHui (LA3).

Ynpasneuue PUCKOM

B HacTosiem ctaHpgapTe TpebyeTcs npuMmeHeHue npouecca ynpasnenus PUCKOM B Teuenue scero LIUKIIA
PA3PABOTKW. Llenb Takoro npouecca — obecneunts ynpaeneine PUCKOM Takum o6pasom, 4Tobbl OH 6bin MeHbLUe
MAKCUMAJIbHO AOMNYCTUMOIO PUCKA, a Takke HACTONLKO Marl, HAacKOMNbKO 3TO NpaKkTUyecku npuemnemo. Ha pu-
cyHke CCC.2 nsobpaxeHa Tunu4Has cxema npouecca ynpasnenns PUCKOM.

13
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A CTapth

Onpe,qeneHVle Ka4eCTBEHHbIX

N KO/IMYECTBEHHbIX XapaKTepucTuk

BbisiBNeHne BO3MOXHbIX
OMACHOCTEW

OueHka PUCKA

onsa kaxgoii ONACHOCTU

Het
MoxHo
YMEHbLUUTb
PUCK MOXHO YMEHbLINTb
PUCK 3awuTHbIMU
chenctaany cpe CTBaUI\-III'I/I'7 Het
6e30MacHoCTH, peA ‘
3a/10KEHHbIMU
B KOHCTPYKLMIO Ja
cucTembl?
MoxHo HeT
YMEHbLWUTb
PUNCK
npegynpexae- Oa
HUAMN?
MpuHATHe MpuHaTre MpuHaTtne
COOTBETCTBYHOLLUX COOTBETCTBYHOLLUX COOTBETCTBYIOLLUNX
mep mMep mep
PUCK
a .
A npnemnem?
MosBunuce apyrue IHet
OMNACHOCTN?
Bce BbIsiIBNEHHbIE
OMNACHOCTW oueHeHbI?
Be3onacHocTb NMM3C
yAoBneTsoputenibHa?
N Otkas "

Honyctumblii PUCK

Heponyctumbiii PUCK

PucyHok CCC.2 — Tlpouecc ynpasneHns PUNCKOM

14
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MpUYKMHBI HapyLUeHUIH

OnacHoe cobbITuE MOXET Npou3onTN n3-3a HaprJeHI/IVI B CUCTEME. CyU.{eCTByI-OT ABa BO3MOXHbIX BUAa Hapylle-

- CriyYaiiHble HapyLleHus,

- cucTemMaThdeckme HapyLueHus.

Cny4aiiHoe HapyLleHue

[nsa MHOTUX cOBBITUIA MOXeT ObITk ONpeAeneHa cTaTucTUYeckass BEPOSTHOCTb UX BO3HWKHOBEHUSA. Hanpumep, Be-
POSATHOCTb HapyLUeHWs B 3NEKTPOHHOW CXEMe YacTO OLIeHUBALOT M0 BEPOATHOCTAM OTKA30B KOMMOHEHTOB 3TOW cXeMbl. B
STOM criydae BEpPOSATHOCTb HapyLUEHUST MOXET ObiTb BblpaXeHa YMCMOBLIM 3HaYeHWeM. [pu STOM CyLLecTBEHHbLIM SBMs-
eTcA npefnornoxXeHne o

cnyyYanHoi npupoAe Takoro HapyLleHus. MNpeanonaraeTcs, YTO HapyLlleHWe B annapaTHoR YacTu MOXeT ObITb Nn-
60 cniyyaiiHeliM, nubo cuctemMatTuydeckum. HapylleHve B nporpaMMHOM oBecrneyveHnn MOXeT ObiTb cryyaiiHbIM, HO €ro
rpuyvHa Beerga sABnseTca cUCTeMaTUYeCcKo.

CuctemaTndeckoe HapyLueHune

CucTtemaTnyeckne HapyLUEHUS BO3HUKAIOT M3-3a OWNGOK (BKtoyas owmnbku U ynyLweHns npu nNpoeKTupoBaHun) B
npouecce noboro LIMKINA PASPABOTKN, koTopble Npu HEKOTOPOA KOMOMHALMKU BXOAHLIX AaHHBIX UMK Npu onpepe-
JEHHbIX BHELLHUX YCIOBUAX NPUBELYT K HapyLUEHMWIO.

CucTtemaTnyeckne HapyLUEHUA BO3MOXHbI Kak B annapaTHOW YacTu, Tak U B NporpaMMHOM obecneyeHnn u MoryT
BO3HUKaTk Ha ntobom atane LIMKINA PA3PABOTKWU uagenus. NpuMepom cuctemaTudeckol owmMbku sSBnsieTca Henpa-
BUNbHasA ycTaHOBKa NOPOroBOro 3HaveHusi B 6ase AaHHbIX, MPUBOASALLAsA K onacHOMY COCTOsiHMIO. HenpaBunbHble faH-
Hble MOTYT MOABUTLCA MPU WX HEBEPHOM OMNpefeneHun, HenpasubHOM KOMUMPOBaHWKU B NpoLecce NoAroToBKU AaHHbIX
UK oLWMBOYHOM U3MEHEHWM B MpoLiecce aKcrryaTaumn. BepoAaTHOCTb BO3HMKHOBEHMS] NOAOGHBIX criydyaeB TpyAHONpes-
CKasyeMa, XOTH CyL|eCcTBYET 3aBUCMMOCTb MeXJy Ka4ecTBOM MEeTOA0B, Ucnonb3ayemelx B TedyeHue LIMKIA PASPABOT-
KW, 1 BepOATHOCTBI0 BHECEHUS TAKOro HapyLUEHUSI UK ero HeobHapyKeHus.

OueHka PUCKA

WcnonkaytoT pasnuyHble MeToAbl OUeHKW. B HacTosiliem cTaHpapTe npuBefieH NMpUMep KavyeCTBEHHOW OLEeHKW
PUCKA. He Tpebys ucnornb3oBaHWUsA Kakoro-iMbo KOHKPETHOrO METofa OLEHKW, B HACTOSALLEM AOMOMHUTENBHOM CTaH-
fapTe TpebyeTcs, UToGLI Takas oueHka npoeogunack (52.204.3.2). MNpu Hanmuum NoaxoAsLmUX AaHHLIX BO3MOXHa Takke
konuyecteeHHasa oueHka PUCKA. MeTofbl KONMMYECTBEHHON OLIEHKU MOTYT BKNIOYaTb afanTUpOBaHHbLIA MeToA Kade-
CTBEHHOI OL|eHKM, NGO MOXET NOAOWTU KaKo-TO ansTepHaTUBHLIA noaxod. Metod, ncnonbsyemslit ans oueHkn PUC-
KA, siBnsetca vacTbto npouecca ynpasneHns PUCKOM w gomxeH BbiTe onpegeneH B nnaHe ynpasneHus PUCKOM
[62.202.2, nepeuncnenue d)].

Ons onpeaenexuns ypoHeit PUCKA MoxeT npuMeHaTbea rpadpmk PUCKA, nokasaHHbIi Ha pucyHke CCC.1.

YposHu PUCKA moryT 6bITb KnaccuduymposaHsl No ogHoi us obnacreit PUCKA: Hepgonyckaemas, LIA3 n gonyc-
Kaemas.

Ha pucyHke CCC.1 naH npumep rpacduka PUCKA. OH BKkoYeH B HACTOALLMIA AOMONHUTENBHBIA CTaHAapT, YTobbl
NPOAEMOHCTPMPOBaTL METOZ OLIEHKU, HO HE NpefiHasHaveH ans oblero npumeHeHus k NMM3C. Ecnu ans oueHku PUC-
KA ucnonbayeTcsi nogxof, 0603Ha4YeHHbIN Ha 3TOM rpaduKe, TO B 3TOM clyyae criefyeT NpoAyMaTh KOHKPETHBIA rpaduk
oLieHkn PUCKA u ero uHtepnpetayuio.

ABCOJNIOTHAA BE3OMNACHOCTb

B Tex cnyyasax, korga oueHka PUCKA nokasblBaeT ero HernpuemneMocTb, ONpeAensaioT yHKUMU ynpasneHus
PUCKOM (52.206.2).

CyLlecTBYIOT ABa NPUHLMMManNbHBLIX Bonpoca:

- oBecneunBaeT nu cucTema Bce HeobxoauMble PyHKLUMK yrnipaBrenus PUCKOM?

- BypeT nu cuctema B paboyeM COCTOAHNN NOCNE aKTUBU3aLMN Taknx OYHKLMA?

ABCOMIOTHAA BE3OMACHOCTbB oTHOCUTCA K 3KChryaTaLUoHHBEIM napameTpaM paccMaTpuBaeMOil cUCTEMbI
Mpw BbINONTHEHUU eto PYHKLUMIA, cBA3aHHbIX ¢ PUCKOM.

MMetoTcs aBa anemeHTa ABCOMIOTHOM BE3OMACHOCTH:

- LLeNoCTHOCTb annapaTtHoro obecneyveHns (B OTHOLLEHUM CIlyYailHbIX HapyLUEHUR),

- cUCTeMaTudeckas LienoCTHOCTL (BKNtoYas annapaTtHoe U nporpaMMHoe obecneveHuns).

LienocTHocTb annapatHoro obecneveHus

Ecnu BeposiTHOCTb OTKasa CUCTEMbl MOXHO paccyuTaTb UK NPOLEeMOHCTPUpOBaTh (HanpuMep pacyeT, OCHOBaH-
HbIA Ha JONYL4eHUN cryqyaiiHoro oTkasa B annapaTtHoM obGecnedyeHnn), To 3TO 3Ha4eHne MOXeT ObiTb UCNONb30BaHO ANs
OnpeAereHnst ee LernocTHOCTH.

CuctemaTnyeckasi LLenocTHOCTb

YacTo, ecrnn HapyLleHWsi HOCAT CUCTEMaTUYECKUn XapaKTep, Kak, HanpuMep, B cry4ae nporpamMMHoro obecneve-
HUA, NPaKTUYECKN HEBO3MOXHO MPOAEMOHCTPUPOBATL MMM paccyuTaTb BEPOATHOCTb HapylueHus. B aTom cniyvae uc-
MONb3YHT Ka4yeCTBEHHLIA MeTof onpedeneHus ABCOIMIOTHOM BE3OMACHOCTW. Takoit MeToa [AokasbiBaeT, YTo
hyHKUMst ABCOJMIOTHOM BE3OMACHOCTW 3aBUcuT OT hakTopos, casisaHHbIX ¢ LIMKITOM PASPABOTKW, a uMeHHo:

- TEXHONOMMW 1 MeTOA 0B pa3paboTky;

- apXUTEKTYpHhI;
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- rapaHTUM KavecTBa;

- ynpaBneHWs NpoeKTUpoBaHuem,;

- FPaHUYHBIX 3HAYEHNIA NCNONb3YEMbIX MEAULIMHCKUX NOKasaTenen.

Ina kaxaoro gakropa AOMKHLI BEIBUPaTLCS COOTBETCTBYIOLME METOAbI, KOTOpble NO3BONSAT cUcTeMe yAaoBne-
TBOPUTENBLHO BHIMOMHATL 3afaHHyto (DYHKLUIO BO BCEX YKal3aHHbIX YCroBUSX B npejenax ycTaHOBMEHHOro nepuoaa
BPEMEHN. y
MeToabl onpefeneHnss COOTHOLUEHUS Mexay pasnuyHbelMKW daktopamun U nonydeHHon ABCOMIOTHOW BES-
OMNACHOCTbBIO moxHo HaitT B IEC 61508 1 ISO/IEC 15026 (cM. npunoxexue FFF).
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MpunoxeHue DDD
(cnpaBouHoe)

Moaenb LUMKIA PA3PABOTKHA

Mo HacToAWweMy cTaHAapTy HeoBXogMMO YeTKO onpefensTs, cneynduymporaTs stansl LMKNA PASPABOTKA 1
3aTeM BbIMOMHATE UX. OTO He 3HA4UT, YTO TpebyeTca NCMNonb3oBaTh Kakoi-To cTaHgapTHeln LMK PASPABOTKWU, oa-
Hako LIMKIT PA3BPABOTKU pgomnxeH oTBeyaTb onpegenieHHbM TpeboBaHUsM, KOTopele nanoxeHsl B 52,203 HacTosLero
LOMOSHUTENBHOrO CTaHaapTa.

Ha pucyHke DDD.1 npuseaera mogens LIMKITA PASPABOTKM. B sToit Mogenu nocne npouecca pasbusku crne-
LYyeT WHTerpaumoHHbli npolecc. MNockonbKy NpoekT, ucxoas u3 TpebosaHuii, pasbuBaeTcs Ha cocTaBHbIe YacTW, TO 3TO
OCYLLECTBMNAETCA Ha OCHOBe (BYHKLMOHAmNbHBIX CTPYKTYPHBIX SNEMEHTOB, apXUTEKTYpbl U TEXHONOrMU M3roTOBSIEHUS.
Mpoyecc pa3buBku 3akaH4YMBAIOT TOrga, Korga NpoekTHole AaHHble JaroT BO3MOXHOCTb co3jaBaTb KOMNOHEHTH [TMAC
(NpvMepaMm Takux JaHHbIX CNnyXaT cXeMbl U KOAbI NporpamMmMHoro obecneYenns). MNocne okoHYaHWA Npouecca pa3buBkm
OCYLLECTBMAOT MHTErpaumio BCeX 3IEMEHTOB B cucTeMY. o OKOHYaHWM 06befUHEeHUs1 KOMNOHEHTOB B OAHO Liernoe
npoeogaT TEXHUYECKUIA KOHTPOJb ans Toro, YTobh! onpeaenuTb, YAOBNETBOPSAET N NOMNYYEHHAA cUCTEMa ycTa-
HOBMEHHEIM TpeboBaHWAM. Ha 3akniouWTenbHOM STane npouecca WHTerpauuu npoBoaAaT nposepky Ha COOTBET-
CTBUE ¢ TeMm, 4ToBbl y6eauTbes, 4to NMMAC paboTaeT B COOTBETCTBUN C €€ Ha3HaUYeHUeM.

NPOBEPKA HA COOTBETCTBUE

Mposepka cucTeMbl
TpeGosanws // Nnau \a cooTRETCTRUE

k MM3C
TEXHUYECKUM KOHTPOJb
®yHKUMOHaNbHbIE Kontponsb
Tpe6osanua k MMAC, n T cucTemu! nocne
BKIIOYAA apXUTEKTYPY NaH WHTErpaLum
1 MHTEpdencol z
99; Oran 2 Sran7 $ &9
> fé V4
% 05"9
PyHKUMOHANkHbIE (KomnoHeHt) TEXHWYECKWWA KOHTPONb (N

Tpe6GoBaHUs Kk noacucTeme

(Hanpumep, N3MC), DYHKUMOHANbHbIE

/ \
Mnax
BKIIOYAN apXuTeKTypy ~ UCNBITaHUA
1 uHTEpdeiick Oran 3 TE'{HW“E%K:“ Oran 6
MpoekxTuposaHue \ Mnan
KOMMOHeHTa (Hanpumep, \ / WUcnbiTaHua KOMNOHeHTa
nporpamMHoro obecneqeHmns) Aran4 >< Sran 7/
y WUcnuiranue mogyns

Pa3spaboTka KOMMNOHeHTa \\/\/\/ /

Pucynox DDD.1 — Moguens IIMKIIA PASPABOTKHA pis I[TMS3C

HacTtosLmia gononHuTenbHbl ctaHaapT TpebyeT, 4Tobbl cogepxanne LIMKINA PASPABOTKU 6eino npegcrasne-
HO B BUAE [OKYMeHTOB. OT0 TpeboBaHWe He o03HaYaeT, YTO yCTaHaBMMBAETCA XKeCTKasa CBA3b MexXAy TUMaMu JOKYMEeH-
ToB 1 LIMKINOM PASPABOTKW. B Tabnuue DDD.1 npeAcTaBneH BO3MOXHbLIA NOPAJOK peanusayum TpeboBaHuii goKy-
MeHTOB Ha aTanax LIVKITA PASPABOTKW.
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OpHUM U3 HeobxoaUMLIX AoKymeHToB aBnsetca CBOAKA JAHHBIX MO YNPABJIEHUIO PUCKOM. Ona coaep-

XUT NpUBeAEHHbIE HUXKE CTaTbW NO BCEM dTanaM COOTBETCTBEHHO!
Homep nyHKTa no HacTosiemy

AONOJNIHUTENbHOMY CTaHOapTy

- BblABNeHHbIe ONACHOCTU U BBI3BABLUME MX MPUHUHDBI .......eceiaiiiieeiie e 52.204.3.1.10;
S0UBHKA PUCKA ettt e e 52.204.3.2.5;
- TpeboBarmna K ynpaBneHuto PUCKOM ..............ccccoooviviiiiieeee e 52.204.45;

- ccbinka Ha Metofibl TEXHUYECKOIO KOHTPOJIA 1 ero pesynbTaThl............ceuen.... 52.209.3;

- oLjeHKa no adpdpeKkTuBHOCTU ynpasneHua PUCKOM ... 52.204.4.6.
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Tabnunya DDD.1— Bo3moxHbIi Nopagok peanu3auun TpeboBaHuil jokymeHToB Ha aTanax LIMKIA PASPABOTKA

Peanunsyemoe TpeboBaHune

OT1an

BoisieneHHble ONACHOCTU v BbI3BaBLUME MX NPUYUHEI

.............................................................. 52.204.3.1.10
Ouerka PUCKA ... 52.204.3.2.5
TpeboBaHusa k ynpasnexnuto PUCKOM ... 52.204.4.5
MnaH ynpaeneHusa PUCKOM........................... 52.202
LIMKIT PABPABOTKM ... 52.203
TexHun4yeckoe 3agaHne HallMMO3C ..................... 52.206
MnaH TEXHWYECKOIO KOHTPOSA ......... 52.209.2
MnaH npoeepkn Ha COOTBETCTBKME .......... 52.210.2

TpeboBaHus K TEXHUHECKOMY 3aaHUIo Ha NOLCUCTEMY
(Hanpumep, MIMC) ..., 52.206

TexHuyeckoe 3agaHue Ha apxuTekTypy NMM3C
...................................................................... 52.207.2

TexHuyeckoe 3agaHue Ha apxuTekTypy MNM3rC
...................................................................... 52.207.2

TexHu4yeckoe 3afaHne Ha KOHCTPYKLMIO NOLCUCTEMbI
...................................................................... 52.208.1

TexHu4ecKkoe 3agaHne Ha UCnblTaHNA NOLCUCTEMBI

...................................................................... 52.208.1

MeToabl u pesynstatel TEXHUYECKOIO KOHTPO/IIA * *
...................................................................... 52.209.3

MeTogabl u pesynstaThl npoBepkn Ha COOTBETCTBUE *
...................................................................... 52.210.6

OueHka 3¢hPeKTUBHOCTU METOA 0B yrNpaBneHus *
PUCKOM ..o 52.204.4.6

OCTATOUHBIM PUCK ... 6.8.201 *
Pe3ynbTaThl OLUEHKM ........cocciiiiiiiiiiiiee 52.212 *

CBOAKA OAHHBIX MO YTMPABNEHNIO PUCKOM
...................................................................... 52.201.3

*) I'IpennaraeMbm AnA jaHHoro stana AOKYMEHT NO yKadaHHOMY NYHKTY HacToAllero JonosIHUTENbBHOIo CtaH-

hapTa.
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Mpunoxexnune EEE
(cnpaBouyHoe)

Mpumepsb! ctpykTyp MM3C/N3MNC

MM3C moxeT 6bITb o4eHb npoctbiM MEOULIMHCKUM JJIEKTPUYECKUM U3OENTMEM unu cnoxHoit MEOWN-
LIMHCKOW 3NEKTPUYECKOW CUCTEMOW. Kpome Toro, MMAC moxeT 6biTb H4eM-TO CPefiHUM MeXay ABYMS yNoMms-
HYTBIMW TUNaMU.

Ha pucyHke EEE.1 nokasaHbl HEKOTOpbIe BO3MOXHbIE npuMepbl NMM3C.

Ha pucyHke EEE.1 a) nsobpaxeHa komnnekcHasa cuctema. [IMOC pa3buTta Ha paj OCHOBHBIX MOACUCTEM, KOTO-
pble B CBOK oYepefb COCTOAT U3 noAcucTeM, BirtovatoLmux MaricC.

Ha pucyHke EEE.1 6) nokasana 6onee npoctasi cxema. B aToM cnyyae ypoBeHb NPOMEXYTOYHBIX OCHOBHbIX NOA-
cuctem onyuyeH, a N3rC asnaetca nogcuctemoit NMM3C.

Ha pucyHke EEE.1 c) usobpaxeHa camas npoctas cxema NMIC.

a) MM3C (cucrema unu npudop)
l
1
MoacucTema Uy KOMMOHEHT
OneKTpoHHan SnekTpuieckas nanc
— — — — I
| | |
3nekTpoMexaHu4eckas SnexTpoHHas MporpamMmHoe
1 MexaHu4eckasi obecneveHne
b) MM3C (cuctema nnu npubop)
BneKTpoHHas OnekTpuyeckas nanc
—————— 1 —————
| | |
SnekTpoMexaHuyeckas SnexTpoHHas MporpammHoe
1 MexaHuyeckas obecneyeHune
c) MM3C (cuctema nnu npubop)
_______ T T r—————
OnekTpoMexaHuueckas SneKTpoHHas MporpaMmHoe
N MexaHu4eckas obecneyexune

Pucynok EEE.1 — Mpumepsbl cTpykTypbl NMM3C/M3MC
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MNpunoxeHune FFF
(cnpaBouHoe)

Bubnuorpadcusn

B HacTosALleM NPUNOXEHUN MpUBELEH CMUCOK AOKYMEHTOB, KOTOpbIE CryXaT pYKOBOACTBOM [ANA METOAOB Mo
ynpaeneHuto PUCKOM.

EN 1441:1997 Medical devices — Application of risk management to medical devices (YcTpoiicTBa MeauLUHcKue. Mpu-
MEeHEeHWe ynpaBneHusi puckamun K MeaULMHCKUM YCTpORCcTBaM)

ISO/IEC 12119:1994 Information technology — Software packages — Quality requirements and testing (MHdopmaLuoH-
Hble TexHonoruu. MakeTel NporpaMMHoro obecneyveHus. TpeboBaHUsA K Ka4ecTBY W UCTIbITAHUS)

ISO/IEC 15026:1998 Information technology — System and software integrity levels (MHdbopMaLMOHHBIE TEXHOMOMMN.
CucTeMHble 1 NporpaMMHble YPOBHU LIeTOCTHOCTH)

IEC/TR 60513:1994 Fundamental aspects of safety standards for medical electrical equipment (GnektpoobopyfoBaHue
MeauumHckoe. OCHOBHLIE acrnekTel 6e30MacHOCTH)

IEC 60812:1985 Analysis techniques for system reliability — Procedure for failure mode and effects analysis (FMEA)
(MeToauka aHanmsa HageXHOCTN cucTeM. MeTofMKa pexumoB HapyLleHus U aHanua sosaeiictaunii (FMEA))

IEC 60880:1986 Software for computers in the safety systems of nuclear power stations (MporpammHoe obecneyeHue
KOMMbIOTEPOB B cUCTEMax 6e30NacHOCTU aTOMHbIX 3MeKTPoCTaHLui)

IEC 61025:1990 Fault tree analysis (FTA) (AHanu3 AnarHoCcTUHeCKoro fiepeBa HeucnpaBHOCTE)

IEC 61508:1998 Functional safety of electrical/electronic/programmable electronic safety-related systems — Part 1:
General requirements (Cuctembl aneKkTpudeckne/anekTpoHHbie/nporpaMM1pyeMble 3MEeKTPOHHLIE, CBSA3aHHble C (YHK-
LMoHaneHol 6esonacHocThio. YacTe 1. ObLme TpeboBaHus)
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