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MpeaucnoBue
Llenn, OCHOBHble npuHUMNbI K obWwMe npasBuia MpoBeAeHNs paboT Mo MEeXrocyAapCTBEHHOW
cTaHfapTn3aumy ycTaHoBNEHbI

FOCT 1.0 "MexrocygapcTBeHHas cuctema ctraHgaptmsaymm. OCHOBHbIE MOMOXEHUA" 1

FTOCT 1.2 "MexrocygapCTBeHHasd cuctema craHgaptusaumn. CraH4apTbl MeXrocyaapCTBeHHbIe,
npasuia U pekoMeHZauuM No MEeXrocyfapCTBEHHOW cTaHAapTu3auuu. MpasBuna pa3paboTkv, NPUHATUS,
06HOBNEHMA N OTMEHBI"

CseaeHunAa o ctaHgapTe

1 NOATOTOB/EH paboueii rpynnoii, cocToswein U3 npeactasuTenein O6WecTBa C OrpaHUYEHHONA
OTBETCTBEHHOCTbIO "MEAUTECT" (OO0 "MEAUTECT", rMockea), O6wectBa C OrpaHW4eHHON
OTBETCTBEHHOCTLH "Aypura" (OO0 "Aypura", r.Mocksa) n O6LLecTBa C OrpaHMYEHHOV OTBETCTBEHHOCTLIO
"Komnanusa "N1TA" (OO0 "KomnaHusa "I/1TA", r.MockBa) Ha OCHOBE COOGCTBEHHOrO MEPEBOAA Ha PYCCKUA
A3bIK @HINIOA3bIYHOW BEPCUM CTaHA4APTa, YKa3aHHOro B NyHKTe 5

2 BHECEH ®egepasibHbIM areHTCTBOM MO TEXHUYECKOMY pPerynmpoBaHnio 1 MeTposiorum

3 MPVHAT MexrocygapcTBEHHbIM COBETOM MO CTaHAapTM3auuu, MeTponormm u ceptudumkaumm
(npoTokon ot 30 ceHTs6psa 2022 r. N 154-11)

3a npuHATME NPOrosI0CoBavIu:

KpaTkoe HavMeHoBaHuWe cTpaHbl Kog cTpaHbl no CokpallleHHoe HaMeHoBaHWe HauoHasIbHOTo
no opraHa no craHgaptusauuu
MK (UCO 3166) 004-97
MK (UCO 3166) 004-97
Benapycb BY loccraHpapT Pecny6nuku Benapycb
Knprusns KG KbipreisctaHgapt
Poccus RU PoccTtaHgapt
Y36ekncTaH Uz Y3ctaHgapt

4 [Mpukasom dPepepanbHOro areHTCTBa MO TEXHMYECKOMY peryMpoBaHuUi0 U MeTposiornn oT 26
oKTA6pst 2022 1. N 1196-cT MexrocyaapcTBeHHblli ctaHgapT MOCT IEC 62304-2022 BBefeH B AelCTBME B
KayecTBe HalMoHaslbHOro ctaHgapta Poccuiickoin depepaummn ¢ 1 ceHTAabpa 2023 T.

5 HacTosiwmii cTaHaapT MAEHTUYEH MeXayHapogHomy cTaHgapTy IEC 62304:2006* "MporpaMmHoe
obecneyeHne MeauLMHCKOro wusgenus. [poueccbl >XM3HEHHOTO UMKIa nporpammHoro obecrneveHus"
("Medical device software - Software life cycle processes", IDT), Bknoyasa usmeHeHne Amd.1:2015.
N3meHeHne Amd.1:2015 BbigeneHo ABONHON BEPTUKaIbHOW NMHWER, pacnofiOKeHHOM Ha NOAsAX HanpoTUB
COOTBETCTBYHOLLIErO TEKCTA.

* [locTyn K MeXAyHapoAHbIM U 3apy6eXHbIM JOKYMEHTaM, YNOMSHYTbIM B TEKCTE, MOXHO MOJYy4nTb,
obpatusLnch B Cayx6y nogaepxky nonb3osaresnei. - NpvmeyaHne n3rotoButens 6asbl aHHbIX.

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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HanmeHoBaHune HacTosduwlero crtaHgapta W3MEHEeHO OTHOCUTE/IbHO HaumMeHOoBaHUA YKa3aHHOro
MeXxayHapoaHoro CtaHgapTta asid npueeeHnsa B COOTBETCTBME C

FOCT 1.5 (nogpasgen 3.6).

Mpy nNpMMEHeHWW HacTosLWero craHgapTa PeKkoMeHAyeTCs WUCNOoMb30BaTb BMECTO  CCbII0YHbIX
MeXyHapoAHbIX CTaHAapTOB COOTBETCTBYIOLME WM MEXIOCYAAapCTBEHHbIE CTaHAapTbl, CBEAEHUS O
KOTOPbIX NPUBEAEHbI B AOMNONHUTE/TLHOM

npunoxenumn JA
6 Hactoswuin ctaHgapT NOAroTOB/IEH HA OCHOBE MPUMEHEHMS

OCT P M3K 62304-2013*

* lMprkasom @egepasibHOrO areHTCTBa MO TEXHWUYECKOMY peryiMpoBaHuil0 M MEeTposiorum ot 26
oKTA6pst 2022 1. N 1196-cT

FOCT P M3K 62304-2013 oTMEHeH ¢ 1 ceHTAGpst 2023 T.

7 BBEOEH BIEPBbIE

WHpopmayusi 0 BsedeHUU 8 odelicmsue (NpekpauwjeHuu odelicmsusi) Hacmosiyeao cmaHoapma u
uaMeHeHUl K HeMy Ha meppumopuu yKasaHHbIX Bblle eocydapcms Myb/ukyemcsi 8 ykasamesisx
HayuoHa/IbHbIX cmaHdapmos, u3dasaeMbix 8 IMuX 20cydapcmsax, a makxe 8 cemu VIHmepHem Ha calimax
coomsemcmsyrwux HayuoHa/lbHbIX 0p2aHo8 Mo cmaHdapmu3sayuu.

B cnyyae nepecmompa, USMEHEHUST U/lu OMMEHbI Hacmosweao cmaHdapma coomsemcmsyoujast
uHghopmayusi 6ydem oryb/iukosaHa Ha ouyuasbHOM uHmepHem-calime MexaocydapcmBeHHO20 cosema
Mo cmaHdapmusayuu, Memposio2uu u cepmucghukayuu 8 kamasioze "MexeocydapcmseHHble cmaHdapmal”

BBegeHue
MporpaMmHoe ob6ecneyeHne 4acTo SABASETCA HEOTbEMNEMON YacTbio TexHonorun MEANLMHCKNX
W3AENNN. Co3sganne BE3OMACHOIO n pesynstatmsHoro MEAULIMHCKOIO U3AENNSA, cogepxatiero
nporpammHoe obecneveHve, TpebyeT 3HaHUA O ero npefHasHadeHun, a Takke [oKasaTesbCTB TOro, 4TO
nporpammHoe obecrneyeHne HagexHo PyHKUNOHMPYET, He co3gasas HegonycTumbix PUCKOB.

Hactoswmin ctaHgapT onpegensiet ocHoy [MPOLLECCOB XM3HEHHOTO UMK/a COBMECTHO C
JEATENNbHOCTBIO 1 3AOAUAMUY, HeobxoAMMbIMW OS5 MPOEKTUPOBAHUSA U TEXHUYECKON NOALEpPXKKN
(o6cnyxmusaHns)  6esonacHoro  NMPOFPAMMHOIO  OBECMEYEHUA  MEAMLIMHCKUX — WU3OENVN.
HacTosawwii ctaHaapT onpeaensiet Tpe6oBaHnsa A5 KaX[0ro

MPOLLECCA »mn3HeHHoro umkna. Kaxgbiin MPOLIECC XM3HEHHOMO UuK/Ia COCTOMT M3 COBOKYMHOCTM BUAOB
JEATENbHOCTW, npuuem 6onblumHcTBO Brgos JEATE/IbBHOCTW, B cBOWO o4vepefb, COCTOAT M3 Habopa
3ALAY.

B KayecTBe OCHOBHOW KOHuenuuu nonaraetcd, 4to [MPOPAMMHOE OBECMNEYEHUE
MEANLIMHCKX U3OENNN npoeKkTupyeTcs 1 06CMYXMBAETCS C MCMO/Mb30BAHNEM CUCTEM MeHemKMeHTa
KauvectBa (cm. 4.1) n cuctem MEHE>XMEHTA PUCKA (cm. 4.2). MPOLUECC MEHEIXKMEHTA PUCKA yxe
[0CTaTO4HO XOPOLUO ONucaH B MexayHapogHom ctaHgapte 1ISO 14971:2007. MNoaToMy HacTosAWMA cTaH4apT
MCMNO/b3YEeT CCbIIKW Ha 3TOT CTaHAapT. HekoTopble He3HaumTesibHble [AOMOSHUTENbHbIE TPeboBaHWUs K
MEHEIDKMEHTY PWCKA Heobxogumbl Ansi NpOrpaMMHOro obecneyeHusi, OCOBEHHO B 061acTu
onpegeneHvs BkNnaga akTOpOB MNPOrpamMMHOI0 obecnedyeHusi, cBs3aHHbix ¢ OIMACHOCTAMU. 21un
TpeboBaHusi ycTaHOBMEHbl B pasgene 7 kak MPOLECC MEHEOXMEHTA PWCKA nporpammHoOro
obecneyeHus.

fAsnseTca M nporpaMMHoe obecriedeHne hakTopoM, crnoco6eTayowmm OMACHOWM CUTYALINW,
onpefenserca Bo Bpema JAEATE/IBHOCTW no wuaeHtudwmkaumm OMNACHOCTU B MPOLECCE
MEHEIXMEHTA PUCKA. OMACHbIE CUTYALMI, koTopble MOryT 6bITb KOCBEHHO BbI3BaHbl MPOrpaMMHbIM
ob6ecneyeHnem (Hanpumep, NPefoCcTasNAs BBOAALLYIO B

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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3a6nyxaeHve UvHgopMaLmio, KoTopask MOXET BbI3BaTb HEBEPHYK peakuuio  aAMUHUCTPUPOBAHMUS),
paccmaTtpuBaloTcs, Korga onpefensercd, ABNAETCA /M NporpaMMHoe o6ecrneyeHve Crnoco6CTBYHOLLMM
(hakTopom. PelueHne noaseprHyTb nporpammHoe obecneyexnve YIMPAB/TIEHVIO PUCKOM npuHuMaeTcs B
TeueHne JAEATENbHOCTU no YMNPABNEHNKO PUCKOM B TMPOLECCE MEHEOXXMEHTA PUCKA.
NMPOLECC MEHEO)XMEHTA PWCKA nporpaMMHOro obecneyeHusi, Tpebyemblii HACTOALMM CTaHOApTOM,
[O/MKeH 6bITb BKNtoUueH B MPOLECC MEHE)KMEHTA PUCKA un3genus cornacHo 1ISO 14971:2007.

MPOLIECC paspaboTkn MPOrPAMMHOIO OBECMEYEHWA coctounT n3 MHoxectsa [JEVNCTBUIA.
3tn JEVNCTBUSA nokasaHbl Ha pucyHke 1 v onucaHbl B pasaene 5. MOocKonbKy MHOXECTBO MHLMEHTOB B
3TO 06nacTM CBA3AHO C 06CNYXUBaHMEM WM TexHudeckoi nogaepxkoii CUCTEM MEONLIMHCKNX
W3AENNN, Bkntoyas Henoaxopsiye OGHOBMEHWA NPOrPpaMMHOrO O6GecreyeHuss W ero MOAEpHU3aLmK,
MPOLIECC TexHuueckol nogaepxku (06CnyxmBaHUsA) NporpaMMHOro 06ecrnevyeHnst CUMTAETCsl CTOMb Xe
BaXHbIM, kak n NMPOLIECC pa3paboTkn nporpaMmmHoro obecneyeHuns. MPOLECC TexHM4YecKon NoaaepXKu
nporpaMmHoro obecneveHnsi odeHb Noxox Ha MPOLECC paspaboTtkn MPOITPAMMHOIO OBECMNEYEHUSA.
OTO NoKasaHo Ha PUCYHKe 2 1 onucaHo B pasgerne 6.

MpumeyaHve - HaunoHaslbHbIM TEXHUYECKUM KOMUTETaM CriefyeT 06paTuTb BHUMaHue Ha TOT (pakT,
yto WN3rOTOBUTENSAM o6opynoBaHUss W UCMbITaTe/IbHbIM -~ OpraHuM3aunsaM  MOXET noTpebosBaTbeA
nepexoAHblii nepuog, nocne ony6/MKOBaHWS HOBOrO, U3MEHEHHOrO UM MepecMOTPeHHOro fokymeHTa IEC
unu ISO, B TeYeHne KOTOPOro OHW MOTYT NPOU3BOANTL NMPOAYKLUMIO B COOTBETCTBUN C HOBbIMU TpeboBaHMAMMN
N ocHawartbcs 060opyfoBaHWEM A1 NMPOBEAEHMS HOBbIX WM MNEPECMOTPEHHbIX UCMbITaHWiA. Komwutert
peKoOMeHAyeT, YToObl cogepXaHue 3Toi nybsvkaumm Gbl10 MPUHATO AN 0653aTeNbHOT0 NMPUMEHEHNS Ha
HaUVOHa/IbHOM YPOBHE HE paHee Yem yepes Tpu roga ¢ gatbl nyonvkauum.

MoTpelHacTi &nﬁ,f:
Jakazumka OCBNETHOPE Hed
l, Biis QeATeNLHOCTH BHE 0BNACTH NPUMBHEHNA JAHHOTD CTAHGaPTa L f e

BWObl AERTENBHOGTH no papaborie CHCTEMB NMPOTPAMMHOINS O6ECNEYEHMA (BrnYan MEHEIHMEHT FHUCKA]

7S
A4

T NPROLUECS MEHEMEMEHTA PUCKA nporpamesiorn cfiacrnsusmHmm
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MRt pm e AHENHI MpaerTipoeaHke PaapatoTra WunnameHTaume | Wemarpaums MO | TectipoeaHwe Brryck MO
paapationm M0 TRaGoBaA APEATERTYPil [OBTANBHDND MNPOMPAMMHBL | » TecuposaHie |MPOCPAMMEBON | Ha cHoTEMHOM
kMo o awaika Mo BNOKOR HHTEMDELMA CUCTEME YPOBsHE

EMPOLUECT sseHsnmaseHTa sobdgrypsEndn maorpamesHon oOscnsssHim

B NPOUECS pawexus npodnew nporpamuHon oBecneyasua

PucyHok 1 - Kpatkuii 063op NMPOLIECCOB n JEATE/IbHOCTW no pa3paboTke NnporpaMmMHOro
obecneyeHus
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.3 OoywpcTRNEHWE MagRdEaLIMA

B NPOUECE waHaixmaHTa soHbHrypauMy Mporpame-nng ohacnasaHism

B MPOLUECT peies i npodane s nponpEmedHon abescneismma

PucyHok 2 - Kpatkuii 063op NMPOLIECCOB n JEATE/IbHOCTW no TeXHUM4YecKoli noaaepxke
nporpamMmmHoro obecneyeHus
HacTtoswuin ctaHgapT maeHTudomumpyeT aga gononHuTenbHbix MPOLIECCA, KoTopble cuuTatoTcs
BaXHbIMW Ana  paspabotkm 6e3onacHoro NPOMPAMMHOIO OBECMEYEHUA MEAVUMHCKOIO
N3OENNA. 310 MPOLECC MeHemKMeHTa KOHdurypauun nporpaMMHoOro ob6ecnedveHus (pasgen 8) wu
MPOLLECC paspelueHuss npobaem nporpaMMHoro obecneyveHuns (pasgen 9).

N3meHeHve 1 pno6aBnset B HacToAwmii ctaHgapt TpebosBanus K YCTAPEBLUEMY/HACNELYEMOMY
NMPOrPAMMHOMY OBECIMEYEHWIO, ecnn pa3paboTka NporpaMMHOro obecnedyeHms Gbina npoBedeHa [o
nosiBNeHMs Tekylelk Bepcun, C Lebl  OKasaHWs MOMOLWM  W3rOTOBUTENSM, KOTOpble  [O/KHbI
NPOAEMOHCTPMPOBaTL COOTBETCTBME HACTOSLEMY CTaHAapTy [/ COOTBETCTBUSA EBponeiickM AMpekTBaMm.
Vi3ameHeHns B knaccudgomnkaumm 6e3o0nacHOCTU MPOrpamMmMHOro 06ecneyeHunst BKIKUakoT YyTOYHEHUE TPpeboBaHWi
1 06HOoBNEHUE Knaccudukauuy 6e30MacHOCTM NPOrpaMMHOr0 06eCneYeHUs, a Takke Noaxod, OCHOBaHHbIN Ha
OLIeHKE PUCKOB.

HacToswuin cTaHaapT He ycTaHaB/MBAET OpraHu3auuoHHy CTpykTypy V3FOTOBUTENA wnn To,
Kakoe CTPYKTYpHOe noapasfesieHMe opraHmsauum LO/MKHO OCYLWeCTBNATL BbinosHeHne TMPOLIECCA,
OEATENBHOCTU unu 3AJAYN. TpeboBaHWe COCTOUT B TOM, YTO B LENSAX COOTBETCTBMSA HACTOALLEMY
ctaHgapty NPOLIECC, AEATENBHOCTL nnn 3AAAYUA 00/MKHbI ObITb 3aBEpLUEHbI.

HacToAwumin ctaHAapT He YycTaHaBnvMBaeT HauMeHoBaHue, dopmar WM TOYHOe cofepXaHue
[JOKyMeHTauuu, Kotopas 6yaet co3faHa. TpeboBaHne cOCTOMT B TOM, YT06bl SAJAYN AOKYMEHTUPOBAIUCD,
a pelleHue, Kak ohopMIATbL 3Ty AOKYMEHTaUM0, OCTaeTCcAa 3a Nosib3oBaTesieM 3TOro craHjapra.

HactoAwuin ctaHgapT He MpeanucbiBAeT KOHKPETHYHD MOZENb XWU3HEHHOro uukna. lMonb3oBaTenu
OTBETCTBEHHbI 3@ BbIOOP MOAEMN XXM3HEHHOTO UMKIa A1 NpoekTa MporpaMMHOro obecnevyeHns M 3a
oTobpaxeHne NMPOLECCOB, AEATE/IbBHOCTU n 3AJAY HacToswero ctaHgapTa NPpUMEHUTENBHO K 3TOW
Moaenu.

MNpunoxeHne A COAepXUT pasbACHEHUA MYHKTOB HacTosdlwlero craHgaprta. lNpunoxeHne B cogepxut
pekomMeHgaumMm no NosoXeHnam ctaHaapTa.

[ns ueneii ctaHpapTa:

"NOMKEH" O3HayaeT, 4YTO COOTBETCTBME TPeOOBaHUAM WM  UCMbITAHUSAM 06s13aTesibHO  A/1A
COOTBETCTBUSA HACTOALLEMY CTaHAapTY;

- "cnepyet" O3HaA4yaeT, YTO COOTBETCTBME TpPebGOBaHMAM WM UCMbITAHUSAM HAacTOsILLEro cTaHgapTta
pekoMeHA0BaHo, HO He 0643aTeNlbHO 411 COOTBETCTBUA TPeO0BaHUAM HACTOALENo CTaH4apTa,;

"MOXeT" WuCnonb3yercs AN OnucaHus AONyCTUMOro crnocoba [OCTWXEHUS COOTBETCTBUSA
TpeboBaHuIo;
- "yCTaHOBUTL" O3HAYaeT onpeaensTs, AOKYMEHTUPOBATbL N OCYLLECTB/ATb BbINO/IHEHNE;
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- TaMm, rAe B HacTosWeMm cTaHgapte WCMNofb3yeTcsd TepMUH "ecnn MPUMEHMMO" B COYETaHUn C
Tpe6yembim MPOLIECCOM, AEATE/IbHOCTbLIO, 3ANAYEN unmn npoaykumeii, MU3TOTOBUTE/b gomkeH
ucnons3osare [POUECC, [AEATEJ/IbHOCTb, 3A0AYY wnn npoaykuumwo, ecnm He  MOXeT
[OOKYMEHTUPOBAHHO ONPOBEPrHYTb HEOBXOAMMOCTE NPUMEHEHNS.

BBegeHune K nonpaske 1

Mepsoe n3gaHue ctaHpgapTta IEC 62304 6bi10 onybnmkoBaHo B 2006 rogy. Hactosiwas nonpaBska
npegHasHaveHa An1a [o6asnieHus Tpe6osaHuii kK YCTAPEBLUEMY/HACNELYEMOMY MPOrPAMMHOMY
OBECIMNEYEHUIO, rge paspaboTka nporpaMMHOrO o6ecneyeHust SABNSETCA npeablayliein K cyliecTByoLei
TeKylleid BepcuM, C LeNbio OKasaHWs MOMOLLM M3roTOBUTENSIM MNPOAEMOHCTPUPOBATL COOTBETCTBME
HacTosileMy CTaH4apTy [718 COOTBeTCTBUA EBponeiickum gvpektuBam. M3mMeHeHust B kiaccudmkaumm
6e30MacHOCTM NPOrpamMMHOr0 obecneyeHnsl, BHECEHHble HACTOSILLE MOMPaBKOW, BKIOYAIOT YTOYHEHWE
TpeboBaHWiAi ¥ O6GHOBMEHME Knaccudmkauum 6e30MacHOCTM NPOrpaMMHOrO  obecneyeHnst € Lefblo
NPUMEHEHNS PUCK-OPUEHTMPOBAHHOTO noaxoda. [apannenbHO npogo/mkaeTcs pabota no paspaboTke
BTOpOro nsgaHus IEC 62304.

1 O6nacTb NnpuUMeHeHuUsi

1.1 *Uenb

HactosAwuin ctaHgapT ycTaHaBivBaeT TpeboBaHMA K Ku3HeHHoMmy uukny MPOMPAMMHOIO
OBECMEYEHWA MEAVNUMHCKUX N3OENNIA. CosokynHocTs MPOLIECCOB, AEATE/NIBHOCTU n 3A0AY,
ONUCaHHbIX B HACTOSILEM CTaHAapTe, ycTaHaBMBaeT 06wy ocHoBy Ans MPOLIECCOB XM3HEHHOro Lumkia
MPOrPAMMHOIO OBECMEYEHUNA MEAVULUWHCKUX U3AENNIA.

1.2 *NMpuMeHNMOCTb

HacTosawuii ctaHaapT NpMMEHSIETCS Mpu paspaboTke u TexHuyeckoi nogaepxke NMPOMPAMMHOIO
OBECMEYEHUA MEAULIMHCKUX U3AENVIA, koraa nporpaMMHoe obecneyeHne camo no cebe sBnsietcs
MEOVILUVHCKUM W3[EIVNEM wnu korga nporpammHoe obecrneveHue SBASETCA BCTPOEHHOW Wau
HeoTbeM/IeMOI4 YacTbio rotosoro MEAVLIMHCKOIO U3AENNSA.

MpumeyaHne 1 - HacTosilWMIA cTaHZapT MOXEeT MPUMEHSATLCA Npu pas3paboTke U 06CyXUBAHWUM
nporpaMMHOro obecrneyeHusi, KOTOPoOe camo Mo cebe ABNSAETCA MeAULMHCKUM u3fdenvem. OfHako, npexpie
yem 3TOT TUM NPOrPaMMHOr0 obecrneyeHns MoOXeT ObITb BBELEH B 3KCr/yaraumio, He06XxoAMMO OCYLLEeCTBUTb
[JONOSTHUTENBHYI0 [eATe/IbHOCTb N0 paspaboTke Ha CUCTEMHOM YPOBHe. 3Ta CUCTEMHas AeATe/lbHOCTb He
BXOOMT B 06/1aCTb MPMMEHEHNS HACTOALLEro CTaHAapTa, HO ee onncaHne npueeaeHo B IEC 82304-1 [22].

HacTtoswmii ctaHgapT onucbiBaeT MPOLIECCHI, npegHasHaveHHble A151 NPUMEHEHMS K NPOrpamMMHOMY
obecrneyeHunto, KOTOPoe BbINOMHAETCA Ha NpoLeccope Wan ApyruM nporpamMmmHbIM obecneyeHnem (Hanpumep,
WHTEPNpeTaTopom), BbINOSHAEMbIM Ha NPOLECccope.

HacTosAwmin ctaHgapT NpMMEHSIETCA HE3aBUCUMO OT YCTPOCTBa (YCTPOICTB) NOCTOSAHHOIO XpaHeHwus,
MCnosib3yeMoro(blx) 4719 XpaHeHUs1 NPorpaMMHOro obecneveHns (Hanpumep: XecTKuin ANCK, ONMTUYECKWIA ONCK,
NOCTOAAHHaA unn dneLl-nNamaTb).

HacTosAwmin ctaHgapT NPUMEHSIETCS HE3ABMCMMO OT crnocoba A0CTaBKM NMporpamMMHOro obecneyeHus
(Hanpumep: nepepaya No CETU WX 3/IEKTPOHHON nouTe, onTuyeckuii anck, donew-namatb uan EEPROM).
Cam cnoco6 [ocTaBku nporpammHoro obtecnedeHmsi He cumTtaetcsa MPOMPAMMHBLIM OBECIMEYEHMEM
MEOVNLVHCKNX M3AENNIA.

HacToawmini ctaHgapT He 3aTparnMBaeT BOMPOCbI BaMAauum UM OKOHYATE/IbHOTO YTBEPXAEHUS
MEOVUMHCKOIO W3AOENNA, paxe korga MEJOVUMHCKOE W3AE/ME nonHOCTbIO  COCTOUT 13
NPOrpaMmMHOro obecneyeHus.

MpumeyaHve 2 - Ecnv MeAUUMHCKOE M3Aenve BK/IoYaeT BCTPOEHHOE MporpammHoe obecrneveHue,
npegHasHavyeHHoe pans paboTbl Ha mnpoueccope, TO K NPOrpaMMHOMY O6GecrneyeHuto MpPUMEHSATCA
TpeboBaHNA HaCTOsILLEero cTaHgapTta, BkI4as TpeboBaHus, Kacawolyecss NporpamMmMHOro obecneyeHus
HEen3BeCTHOro nponcxoxaeHus (cm. 8.1.2).

MpumedaHve 3 - Banugaumio U Apyrylo OesTenbHOCTb Mo paspaboTke Heo6XOoAMMO MPOBOAUTL Ha
CMCTEMHOM YPOBHE, NpexXAe Yem nporpaMmHoe o6ecneyeHne U MeauUMHCKOe n3aenve MoryT GbiTb BBeAEHbI
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B 3KCnyaTauuio. dta CUCTEMHASA AEATENbHOCTb He BXOAMT B 06/1aCTb NPUMEHEHNA HaCTOALLEro ctaHaapTa,
HO ee onucaHue npvBeLeHo B COOTBETCTBYIOLMX CTaHAapTax Ha npogykuuio (Hanpumep, IEC 60601-1, IEC
82304-1nT.4.).

1.3 B3anmocBa3b ¢ gpyrumm ctaHgapramm

Mpu paspa6otke MEANLIMHCKUX U3AEMNIA, B OTHOLIEHUN XU3HEHHOTO Lykna MPOrPAMMHOIO
OBECMEYEHUA MEANLUMHCKNX U3OENVN, HacToAWmi CTaHAapT 06bIYHO UCMOb3YyeTC COBMECTHO C
ApYrMU NpUMEHNMbIMKU CTaHgapTamu. NpunoxeHne C nokasbiBaeT CBA3b MeXAy HACTOALWMUM CTaHAapTOM U
OPYrMMU yMeCTHbIMU CTaHAapTamu.

1.4 CooTBeTCcTBME

CoO0TBETCTBUE HACTOSALLEMY CTaHOAPTy ONpefesnisieTcs Kak BbIMOSIHEHNE BCEX YCTAHOBJ/IEHHbIX B HEM
MPOLECCOB, AEATENBbHOCTW n 3A0AY, B COOTBETCTBUMM C KNacCcoM 06e30MacHOCTU MpOorpaMMHOro
obecneyeHus.

MpumeyaHne - Knaccel 6e3onacHocT MPOMPAMMHOIO OBECIEYEHNA, HazHaveHHble KaxaoMy
TpeboBaHuI0, yKasblBAKTCS B HOPMATMBHOM TEKCTE, CneaytoLem 3a TpeboBaHmaMN.

COOTBETCTBME YCTaHABMMBAETCSA NOCPEACTBOM NPOBEPKU BCEN AOKYMeHTaLuu,

Tpebyemoii HacTosLMM CTaHaapToM, Bkaouas GANT MEHEIXXKMEHTA PUCKA, v oueHkn MPOLIECCOB,
JEATENBbHOCTW n 3AJAY, TpebyeMbix COr/lacHo knaccy 6e30nacHOCTV NPOrpaMMHOro o6ecneyeHms.

MpumeyaHve 1 - laHHble OLEeHKM MOTyT BbiTb cAenaHbl NyTeM BHELUHErO WV BHYTPEHHEro ayauTa.

MpumeuaHne 2 - HecmoTps Ha TO 4TO [AO/DKHbI ObiTb BbIMOMHEHbl Yyka3aHHble MMPOLUECCHI,
JEATENBHOCTb n 3A0AYW, cyuwecTByeT onpefesieHHas rMOKoCTb B METOAax OCYLLEeCTB/IEHUS 3TUX
MPOLECCOB u BbinonHennsa JEATENbHOCTN n 3AAAY.

MpumeuaHne 3 - Ecnu kakne-nnbo TpeboBaHusl, coaepXxalme CNoBOCOYETaHMe "COOTBETCTBYHOLLNM
o6pasom”, He O6blM  BbINOHEHbI, TO AN MNPOBEAEHUS OUEHKM HeobxoauMo npefocTaBUThb
LOKYMEHTVPOBaHHbIe 060CHOBaHUS.

MpumeyvaHne 4 - TepMmuH "COOTBETCTBME", WCMNOMb3YyEMbIA B cTaHgapte WCO/M3K 12207,
NPUMEHSIETCA B HACTOSLLEM CTaHAapTe TakuM e 06pa3om.

MpuveuaHne 5 - CoorsetctBne YCTAPEBLUEMO/YHACNEOOBAHHOIO TMPOIMPAMMHOIO
OBECIEYEHUNA cm. B nogpasaene 4.4 HacToslLLero ctaHgapra.

2 HopmaTuBHbI€ CCbIJIKU
B HacTosileM cTaHgapTe WCMnosib30BaHa HOpPMAaTuBHAsA CCblIKa Ha Ccrnegywwmii ctaHgapt [ans
LAaTUPOBAHHON  CCbIIKA  MPUMEHSIOT  TOMbKO  YKa3aHHOE W3[4aHWe CCbIIOYHOro  cTaHgapta, Ans
HeAaTMpOBaHHOI - MocneaHee n3gaHue (BkYas BCe N3MeHeHus)]:
ISO 14971, Medical devices - Application of risk management to medical devices (V3genus
MeauumHckue. NprMeHeHre MeHeMKMeHTa pucka K MegUUMHCKUM N3AENNSM)

3* TepMuHbI N onpeaeneHus
B HacTosLeM cTaHgapTe NPMMEHEHbI cneaylowmne TepMUHbI C COOTBETCTBYHOLLMMU ONpeaeneHnsamu.
3.1 AEATENBbHOCTb (ACTIVITY): COBOKYNHOCTb M3 OAHOW WAy 605ee B3aMMOCBSI3aHHbIX WK
B3aumogericTaytowmx 3A0AY.

3.2 AHOMANNA (ANOMALY): /lto6oe ycrioBre Wan COCTOSIHME, KOTOPOE OTK/IOHSIETCA OT OXWAAHWUNA,
OCHOBaHHbIX Ha TpeboBaHuAX crneundukaunii, NPOEKTHO-KOHCTPYKTOPCKNX AOKYMEHTOB, CTaHAapToB U T.4.,
6o OT Ybero-To BocnpuaTUS unm onbita. AHOMATN moryT

6bITb 06HapPYXXEHbI BO BPEMS MPOBEPKU, TECTOB, aHan3a, KOMNUIALMK, ucnons3osaHnsa NPOrPAMMHOIO
OBECMNEYEHNA MEANLIMHCKOIO N3AENUVA nnv npunaraeMoil JOKyMeHTaumum 1mbo B Apyrux cryvasx.

MpumeyaHune - OcHoBaHo Ha IEEE 1044:1993, onpegenexve 3.1.

3.3 APXUTEKTYPA (ARCHITECTURE): OpraHusauuoHHas ctpyktypa CYCTEMbI nnn komnoHeHTa.
[IEEE 610.12:1990]
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3.5 COCTABHAA YUACTb KOH®UINYPALIMN (CONFIGURATION ITEM): O6bEKT, KOTOPbIA MOXET
ObITb OHO3HAYHO ONpPeaeneH B AaHHON KOHKPETHO TOUKe.

3.4 3AMNPOC HA WM3MEHEHME (CHANGE REQUEST): [okymeHTMpOBaHHas cneuudukaums
N3MeHeHus, KoTopoe 6yaeT caenarHo B MPOrPAMMHOM OBECIMEYEHMN MEOVLIMHCKOIO N3AENNA.

MpumeyaHne - OcHoBaHoO Ha ISO/IEC 12207:2008, 4.7. ‘ ‘

3.6 MOCTABNSAEMbIA PE3YNbLTAT (DELIVERABLE): Tpe6yemblii uTor wau Bbixog (BKIKOUas
pokymeHTtaumio) AEATENNbHOCTU nnn 3ALAYUN.

3.7 OUEHUMBAHUE (EVALUATION): Cuctematnueckoe onpefeneHne CcTerneHn COOTBETCTBUSA
06beKTa YCTaHOB/IEHHBIM KPUTEPUSIM.

[ISO/IEC 12207:2008, 4.12] ‘ ‘

3.8 BPEJ, (HARM): HaHeceHne ¢un3nmueckoro NoBpeXaeHus UM Apyroro BpeAa 340POBblo Ntoaei
b0 Bpeaa MMYLLECTBY UM OKpyXatoLLeli cpefe.

[ISO 14971:2007 2.2] ‘ ‘
3.9 ONMACHOCTb (HAZARD): MoTeHuunanbHbIn nctouHuk BPEJA
[ISO 14971:2007 2.3] ‘ ‘

3.10 USFrOTOBUTE/Ib (MANUFACTURER): ®usnyeckoe unim lopuamyeckoe nnuo, OTBETCTBEHHOE 3a
NPOEKTUPOBaHME, W3rOTOBMIEHNe, yNaKoBbIBAHWE WWAM  MapkupoBky MEAMLIMHCKUX W3OENNW;
yCTaHoBKY, CO60pky unu MoHTax CWCTEMbI; wnu agantaumo MEOVLUMNHCKOIO W3OEIVA nepepg
BbIMYCKOM ero B obpalieHne u/wav BBOAOM B 3KCr/lyaTauuio He3aBMCUMO OT TOrO, BbIMOJSHAET /U 3TU
onepauun BbILLEYNOMSHYTOE J/IML0 UMK TPETbSA CTOPOHA OT €ro UMeHM.

MpumeuaHne 1 - K onpeaeneHnto U3roToBUTENsE MOTYT NPUMEHSITLCS MOMIOXEHUS HALMOHA/ILHOTO MK
PEerMoHasIbHOrO PEry/IMPOBAHNS.

MpumeyaHune 2 - OnpegeneHne Mapknuposku cMm. B ISO 13485:2003, onpegeneHue 3.6.

[ISO 14971:2007, 2.8]

3.11 MEAWUMHCKOE W3AENMUWE (MEDICAL DEVICE): /lo6oii MHCTpyMeHT, annapar, npubop,
yCTpOIiCcTBO, 060pyAOBaHue, MMNAAHTAT, in Vitro peareHT wunu Kanubpatop, nporpammHoe obecnedeHwue,
MaTtepuan nMbo nHble NoA06HbIE WU CBA3AHHbIE C HUMU U3aenus, npefgHasHadeHHble ISTOTOBUTE/IEM
ONS NPYMEHEHNS K YesI0BEKY NO OTAE/TLHOCTU U B COYETaHUW ApYr C APYrOM B LeSiaxX:

- ANArHoCTMKW, NPOPUNAKTUKN, MOHUTOPUHTA, JIeYEHUS NN 06/1ervyeHns 3aboneBaHuii;

- ANArHoCTMKM, MOHUTOPWHIA, NeYeHnst, obneryeHns nnm KoMneHcaumm noceacTeuii TpasMmbl;

- WCCNefoBaHust, 3aMelleHns UM WU3MEHEHUS aHaTOMWYECKOro CTPOEHMS WU (PU3noNornieckmx
MPOLIECCOB;

- NoAAEPXaHNA NN COXPAHEHNS XU3HMU,

- yNpaB/ieHNs 3a4atmem;

- pesnHpekumn MEANLIMHCKNX N3OENNN;

- nonyyYeHnss MHdopMauun A8 MegULMHCKMX Leneil NocpeacTBOM uccrefoBaHus in vitro npoo,
B3AATbIX 13 TeNa YesioBeka, Npu ycrioBmn, YTo Ux oyHKLMOHaNIbHOE BO3AENCTBUE Ha YE/T0BEYECKNIA OpraHn3Mm
He peanusyeTcsd 3a cyeT hapMaKoormyecknx, MUMMyHOIOTMYECKNX NN MeTaboIMYEeCKNX CPEACTB, HO MOXET
NnoAdepXnBaTbCA TakKMMu CPefCcTBaMu.

MpumeyaHne 1 - Onpegenenne 6bi10 paspabotaHo LleneBoii Mpynnoi Mno6asbHoi MapmoHusaumm
(GHTF). [ISO 13485:2003, onpegeneHve 3.7].

MpumeyaHve 2 - OnpegeneHvs, MUCNosb3yemble B PErympoBaHuM pasHbiX CTpaH, MOryT UMeTb
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HEKOTOpble pas/inyus.

MpumeyaHne 3 - B covetaHnn ¢ IEC 60601-1:2005 n IEC 60601-1:2005/AMD1:2012 TepMuH
"MeguumMHckoe n3genne” nMeeT To Xe 3HavyeHue, Yto n ME OBOPYNOBAHWE nnn ME CUICTEMA (KoTopble
onpegeneHbl TepmmHamm IEC 60601-1).

3.12 NPOrPAMMHOE OBECMNEYEHVWE MEAWUMHCKOIo W3JENMUA (MEDICAL DEVICE
SOFTWARE): MPOrPAMMHASA CUCTEMA, pa3paboTaHHasi kak cocTaBHas 4acTb

paspabarbiBaemoro MEAVUMHCKOIO U3AE/NNA wnu npefHasHadyeHHan A1 UCMONb30BaHUS B KayecTse
MEAVNUMHCKOIo U3AENNA.

MpumeuvaHne - B ato onpepenenve Bxogut MEAVILIMHCKOE W3AE/IVE - nporpamMMHbIA NPOAYKT,
KoTopbIli cam no ce6e sensetcs MEANLUMHCKAM U3OENVEM.

3.13 OTYET O NMPOBJIEMAX (PROBLEM REPORT): 3an1cb 0 hakTMYeCcKoM W/in

BO3MOXHOM nosegeHun NMPOMPAMMHOIO OBECMEYEHVA MEAVMUMNHCKOIO W3AEJINA, u3 koTtoporo
nonb3oBareflb WM 3avHTepecoBaHHOE /MU0 MOryT Yy3HaTb O TOM, 4YTO SHABNSAETCA OMacHbIM, He
COOTBETCTBYHOLLMM NPeAYCMOTPEHHOMY HasHa4YeHuo, AN O TOM, YTO

NPOTUBOPEUUT CrieLUdnKaLmn.

MpumeyaHue 1 - HactoAwumii ctaHaapT He TpebyeT, utobbl kaxxablin OTUET O

MPOBJIEMAX npusogun K nsmexHennsam s MPOrPAMMHOM OBECIMEYEHU MEOANUWMHCKOIO N3AENMNA.
N3rOTOBUTE/Ib moxeT oTknoHnte OTYHET O MPOBJIEMAX gns HEBEpPHO MOHATOro, OWWGOYHOro unm
HeCyLLeCTBEHHOIO COObITUS.

MpumevaHne 2 - OTYET O TPOBJ/IEMAX MoxeT oTHocuTbcsa K rotosomy [NPOIMPAMMHOMY
OBECIMNEYEHVMKO  MEAVLUWHCKOIo W3AEAMA  wam  k  MNPOrPAMMHOMY  OBECIMEYEHUIO
MEAVUMHCKOIO U3AENNA, ewe HaxogsAwemycs B npouecce pa3paboTku.

MpumevaHne 3 - Hactosawwmii ctaHpgapt Tpebyer ot M3TOTOBUTE/A ocywecTBNATb HEKOTOPYH)
[OONOMHNTENbHYO NOCnefoBaTe/lbHOCTb AeicTBuin (cM. pasaen 6) no kaxgomy OTHETY O MNPOBJ/IEMAX,
OTHOCALLEMYCS K YXe BbINyLEHHOMY MPOAYKTY, C Ue/bio 0becnevyeHns naeHtugukaumm n BbINOSHEHUSA
npeanucaHHbIX AeACTBUIA.

3.14 NPOLIECC (PROCESS): CoBOKYyNMHOCTb B3aMMOCBSI3aHHbIX W B3aMMOAEWCTBYIOLMX BWAOB
OEATENBbHOCTW, npeobpasytoLasn BXo4bl B BbIXOAbI.

[ISO 9000:2005, onpegenexune 3.4.1]

MpumevaHne - TepmuH "OEATE/IbHOCTbB" BkNOUaEeT Ucnosb30BaHne pecypcos.

3.15 PErPECCUOHHOE TECTUPOBAHUE (REGRESSION TESTING): WcnbiTaHue, koTopoe
HeobxoAMMOo ANs1 onpefeneHns BIMAHNUA U3MeHeHN B KomnoHeHTax CUCTEMbI Ha ee hyHKUMOHAIbHOCTD,
HaLeXHOCTb UM 3KCMyaTalOHHbIE XapakTePUCTUKN U HA CO3[aHNe AOMNOMHUTENbHbIX AeIeKTOB.

[ISO/IEC 90003:2004, onpepenenHue 3.11]

3.16 PUCK (RISK): CoueTaHue BepoATHOCTU npuunHeHns BPELOA vn Taxectn atoro BPEJA.

[1ISO 14971:2007 2.16] ‘ ‘

3.17 AHANMN3 PUCKA (RISK ANALYSIS): CwucTtematnyeckoe WCMNOSb30BaHWe [OCTYMHOW
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nHpopmauum ana naeHtudpmkaumm ONACHOCTU n onpegenenuna PUCKA.

[ISO 14971:2007 2.17] ‘ ‘

3.18 YNPAB/TIEHME PUCKOM (RISK CONTROL): MPOLUECC npuHATUA peLleHnii U BbINOHEHNS
Mep No yMmeHblueHntio PVICKOB A0 yCTaHOB/IEHHbIX YPOBHEN WA NOAAEPXAHMIO UX HA YCTAHOBMEHHbIX
YPOBHSX.

[1ISO 14971:2007 2.19] ‘ ‘

3.19 MEHEL)XMEHT PUCKA (RISK MANAGEMENT): Cuctematnyeckoe NpUMEHEHUE MNOSUTUKM,
npoueayp W npakTUYecKnx MeToAOB MeHemXmeHTa Ana pewenna 3AJAY aHanusa, oueHuBaHuA,
ynpasneHus n moHutopuHra PUICKA.

[1ISO 14971:2007, 2.12, mogucumuymposaHo - Ppasa "1 MOHUTOPUHIA" 6blna yaaneHa) ‘ ‘

3.20 ®ANN MEHEAXMEHTA PUCKA (RISK MANAGEMENT FILE): CoBOKynHOCTb 3anuceil u
OPYrvx 0OKYMeHTOB, co3gaBaembix B MPOLLEECCE MEHEI>KMEHTA PNCKA.

[ISO 14971:2007 2.23] ‘ ‘

3.21 BEBOMACHOCTDb (SAFETY): OtcyTtctBue Heponyctumoro PUCKA.

[ISO 14971:2007 2.24]

3.22 BAlLULLIEHHOCTb (SECURITY): 3awuta nHchopMauumn 1 gaHHbIX OT YTEHUS AN U3MEHEHUS UX
NOCTOPOHHUMU NIULAMW UK CUCTEMAMM TakuM 06pa3oM, YTOObl aBTOPU30BAHHBLIM /TMLLAM U cUcTeMaMm LOCTYn
K H/M He 6bl1 3anpeLLeH.

MpumeyaHue - OcHoBaHo Ha ISO/IEC 12207:2008, 4.39.

3.23 CEPbE3HAA TPABMA (SERIOUS INJURY): MNMoBpexaeHue nnv 3abonesaHne, KOTOpoe:

- HECET Yrpo3y XWU3HU;

- NPUBOAUT K CTOMKOMY YXYALUEHWIO (PYHKLMOHMPOBAHMS OpraHu3Ma Wanm K NOCTOSIHHOMY yuiep6y
(HeobpaTMoMy NOBPEXAEHNIO) CTPYKTYPbI TENa;

- TpebyeT MegULMHCKOTO WIN XMPYPrMYeckoro BMeLlaTeNbCTBa C Le/bio NPefoTBpalLeHnst CTOKOro
yXyAweHns YHKUMOHMPOBaHWUST OpraHM3Ma WM MOCTOSIHHOTO yuiepba (HeobpaTtumMoro MOBPEXAEHNS)
CTPYKTYpbI Tena.

MpumeyaHue - CTolkoe yXy/LleHNe 03HaYaeT HeobpaTMMoe yXyALleHne Uan yTpaTy 4acTu CTPYKTYpbI
NN OYHKUMIA OpraHn3mMa, 3a UCK/IYEHNEM HE3HAYMTENBHOTO YXYALLEHNS Unn yulepoa.

3.24 MOAENb XXUSHEHHOI'O LWWK/A PASPABOTK NMPOrPAMMHOIO OBECIMNEYEHNA
(SOFTWARE DEVELOPMENT LIFE CYCLE MODEL): KoHuenTyanbHas CTpyKTypa, OXBaTblBaloLlias
CylLLeCTBOBaH/ME NpPOrpaMMHOro obecneyeHust OT onpefenexHus TpeboBaHWiA A0 Bbifycka MNPOrpaMMHOro

obecneyeHus, koTopas:

- onpegenser MPOUECCHI, JAEATE/BHOCTb W 3ALAYN, BkIlOYeHHble B pas3paboTky
MPOrPAMMHOIO OBECMNEYEHA MEANLUMHCKOIO U3AENNS;

- ONMUCbIBAET MocnefoBaTesIbHOCTb U B3anmo3aBmucumocTs mexay AEATE/IbBHOCTbIO n 3AAAYAMU;
- naeHTUmumpyeT atanbl, Ha KOTOPbIX BepudmumpyeTcsa nonHoTa KOHKpPeTHbIX NMOCTABTAEMbIX
PE3Y/IETATOB.
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MpumevaHne - OcHoBaHo Ha ISO/IEC 12207:1995, onpegenexve 3.11.

3.25 MPOrPAMMHASA COCTABHASA YACTb (SOFTWARE ITEM): flio6ast naeHTUULMpyemast

(BblaensiemMasl) YacTb KOMMbIOTEPHO MPOrpaMMbl, T.€. UCXOAHbIA KOA, O6BLEKTHBIA KOf, YNpaBnstowmii kog,
ynpasnstowye AaHHbIe UM Ha6op 3TUX 3/1IEMEHTOB.

MpuveuvaHve 1 - PasfgeneHne nporpamMmbl Ha COCTaBHble 4aCTV MOXHO OXapaKTepu3oBaTb Tpems
TepMyHamu. BepxHuit ypoBeHb - NMPOTPAMMHAA CUCTEMA. CaMblii HWKHWI YPOBEHb, HWXE KOTOPOro
nogpasfeneHne Ha COCTaBHbIE 4acTW He ocyliecTensietcs, - MPOFPAMMHBIA B/IOK. Bce ypoBHM
KOMMO3MLMK, BK/OYAA BEPXHUA W HWXHWIA YPOBHW, MOXHO Has3BaTb MPOMPAMMHBLIMA COCTABHbLIMW
YACTAMW. Torga MPOrPAMMHAA CWUCTEMA coctouT u3 ogHoro waum 6onee MPOMPAMMHBIX
COCTABHbIX YACTEW, u kaxgas NMPOrTPAMMHASA COCTABHAS YACTb B cBOIWO ouepeib COCTOMT W3
OAAHOTO WA 6onee MPOIMPAMMHbLIX B/IOKOB wnn nogpasgeneHHbix MPOMPAMMHBLIX COCTABHbIX
YACTEW.

OTBETCTBEHHOCTbL 3a 06ecneyeHne ctenenun getanmsauun NPOrPAMMHBIX COCTABHbIX ‘ ‘

YACTEW 1 NMPOrPAMMHbIX B/IOKOB Bo3naraetcs Ha MU3FTOTOBUTENSA.

MpumeyaHne 2 - OcHoBaHo Ha ISO/IEC 90003:2004, 3.14 n ISO/IEC 12207:2008, 4.41.

3.26 e ucnosnb3yeTcs.

3.27 MNPOrPAMMHAA CUCTEMA (SOFTWARE SYSTEM): CosokynHocTb [MPOMPAMMHbBIX
COCTABHbIX YACTEW, npeaHasHaueHHbIX /151 BbINOSIHEHNS KOHKPETHOM (OyHKLMM UK Habopa qyHKLWIA.

3.28 MPOrPAMMHbIN BNOK (SOFTWARE UNIT): MPOMPAMMHASA COCTABHAS UYACTb, koTopas
He MOXeT ObITb pa3fenieHa Ha 6onee Menkue YyacTu.

MpumeyaHue - YposeHb aetanunsauuun NMPOTPAMMHbBIX B/IOKOB onpegensetca USTOTOBUTE/EM
(cm. B.3).

3.29 NOHIM MNporpamMmHoe O6ecneyeHne HeunssecTHoro NMpoucxoxaeHus (a66pesuarypa) (SOUP
software of unknown provenance (acronym)): MNMPOMPAMMHAA COCTABHAA YACTb, kotopas yxe
paspabotaHa 1 obLieAoCcTynHa, HO He Oblna npefHasHadeHa ANns BkAwuveHus B coctaB MEAVLIMHCKOIO
M3OENNSA (Takke nssBectHoe Kak "rotosoe M0")
unn MPOrPAMMHAA COCTABHAA YACTb, paspaboTaHHas paHee, AN KOTOPOI HEAOCTYMHbI ‘ ‘

Tpebyemsble 3anvcy MPOLLECCOB pa3paboTku.

Mpumeyanne - MPOrPAMMHAA CUCTEMA MEOVLINMHCKOIO U3AENNA cama no cebe He MOXET
cuntarbesa NMOHT.

3.30 CUCTEMA (SYSTEM): CoBoOKynHasi KOMMO3uuuMsi, cOCToslliasi M3 OogHoro wuauM 6Gonee
MPOLIECCOB, annapaTHbiXx CpeAcTB, MNPOrpaMMHOro ob6ecneyeHus, nwgael W cpeacts, kKoTopasi
obecneymBaeT CNOCOBHOCTL YA0BETBOPUTL 3asB/IEHHYIO NOTPEBHOCTL WU Lesb.

MpumeyaHue - OcHoBaHo Ha ISO/IEC 12207:2008, 4.48. ‘ ‘

3.31 BAAAYA (TASK): OTgenbHas yactb paboTbl, KOTOPYO HEO6XOAMMO BbINOHUTD.

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
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3.32 NPOCNEXNBAEMOCTb (TRACEABILITY): CTeneHb, A0 KOTOPO MOXET 6biTb yCTaHOB/EHa
B3aMMOCBSA3b MexXay AByMs unum 6onee pesynstatamu (npogykramu) MPOLIECCA pa3paboTku.
[IEEE 610.12:1990]

MpumeyaHue - TpeboBaHWs, apXMTEKTYpa, Mepbl N0 YNpaBAeHWNIO PUCKOM U T.4. ABASIOTCS NpumMepamm
noctaensieMbix pesynbratoB MPOLLECCA pa3paboTku.

3.33 BEPUDPUKALUUA (VERIFICATION): MNoaTrBepXxaeHne BbINOIHEHMST YCTAHOB/IEHHbIX TpeboBaHuii
Ha OCHOBe NnpefcTaB/eHNs 06bEKTUBHbIX CBUAETE/LCTB.

MpumeuaHne 1 - TepmuH "BepudmumpoBaH" MCMOMb3yeTcs Ans 0603HavyeHusi COOTBETCTBYHOLLErO
craryca.

[ISO 9000:2005, onpegenexune 3.8.4]

MpumeyaHne 2 - MNpu npoekTupoBaHun 1 paspadotke BEPUPUKALNA otHocutes k MPOLIECCY
NpoBEpPKU pe3ynsTatoB KoHkpeTHoit AEATE/IbHOCTW, uTo6bl onpefenvTb COOTBETCTBME TPeboBaHWsAM,
yCTaHOB/IeHHbIM K 310 AEATE/IbHOCTN.

3.34 BEPCUS1 (VERSION): VpaeHTudmumpyembiii oTgensHelii BapnaHt COCTABHOWM UACTU
KOHOUTYPALMIN.

MpumeyvaHne 1 - W3meHeHne BEPCWN MPOIMPAMMHOIO OBECIEYEHWA MEAVNMUMHCKOIO
W3LAENWNA, npmBogsuiee K nosieneHnto Hoeoit BEPCUI, TpebyeT AeicTBuiA No ynpaBneHno KoHdurypaumei
nporpamMMHoOro ob6ecnevyeHus.

MpumeyaHue 2 - OcHoBaHo Ha ISO/IEC 12207:2008, 4.56.

3.35 OMACHAA CUTYAUUA (HAZARDOUS SITUATION): OG6cTosATENbCTBO, NMPU KOTOPOM Jloau,
MMYLLECTBO U OKPYXXatoLasa cpefa noaBepraroTcsi BO3AENCTBUIO O4HON nnn Heckonbknx OMACHOCTEWN.

[MCTOYHUK: ISO 14971:2007, 2.4]

3.36 YCTAPEBLUEE [HACNEAYEMOE] NPOrPAMMHOE OBECMNEYEHUE (LEGACY SOFTWARE):
MPOrPAMMHOE OBECIMNEYEHVME MEAVUUVHCKOIO U3AENNA, koTopoe 6bI10 ferasibHO BbiNyLEHO B
obpallleHne © no-nNpexHeMy [AOCTYMHO Ha pPblHKE, HO A1 KOTOPOro HefOCTAaTOYHO OOBEKTUBHBIX
CBWAETENLCTB TOr0, YTO OHO ObI/I0 pa3paboTaHo B COOTBETCTBUM C TekyLLell Bepcueit HacTosLLero cTaHaapTa.

3.37 BbIMYCK (RELEASE): KoHkpetHas BEPCUA COCTABHOW YACTU KOH®UTYPALNN,
[OCTyNHasi Ansi onpeaeneHHoi uenw.

MpumeuaHue - OcHoBaHoO Ha ISO/IEC 12207:2008, onpegenexve 4.35.

3.38 OCTATOYHbIA PUCK (RESIDUAL RISK): PVCK, ocTatwowmiica nocie BbinosHeHns mep MO
YMNPAB/TIEHIO PUCKOM.

MpumeuaHve 1 - AgantupoBaHo 13 ISO/IEC Guide 51:1999, onpegeneHue 3.9.

MpumeuaHue 2 - ISO/IEC Guide 51:1999, onpegeneHve 3.9 ncnosb3yeT TepMUH "3allnTHbIe Mepsbl”, a
He "mepbl no YTNPABEHNIO PUNCKOM". OgHako B KOHTEKCTe HacToAlero crtaHgapra “saluTHble mepbl”
ABMAIOTCA /LWL OAHUM 13 BapnaHToB ynpasneHns PUCKOM, kak onucaHo B 6.2 [ISO 14971:2007].

[ISO 14971:2007, 2.15]

3.39 ONPEAENEHUNE PUCKA (RISK ESTIMATION): MPOLIECC, npvmeHsiemblli AN1s1 MPUCBOEHUS
3Ha4eHuli BePOATHOCTY BO3HMKHOBEHMS BPEJA n TsxecTn aToro BPEJA.

[ISO 14971:2007, 2.20]

3.40 OUEHMBAHUE PUCKA (RISK EVALUATION): MPOLIECC cpaBHeHuss PUCKA, KoTopblli yxe
onpepeneH, ¢ ycrtaHoBneHHbIMU KpuTepuamu PUCKA gns yctaHosneHusa gonyctumoctn PUCKA.

[ISO 14971:2007, 2.21]
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4* O6wme TpeGoBaHUA

4.1* Cuctema MeHeAXMeHTa KayecTBa

N3roTOBUTE/Ib NMPOrPAMMHOIO OBECMNEYEHVA MEOVLUMHCKOIO U3AENNA pomkeH 6biTh
CMoco6GeH MNpPOAEMOHCTPMPOBaTL €ro  COOTBETCTBME TpeboBaHMAM NOTpebutTens u  MNPUMEHVMbIM
perynvpylowmm TpebosBaHmsm.

MpumeuaHne 1 - [emMoOHCTpauuss 3TOW CNOCOOGHOCTM MOXET ObiTb OCyLEeCTB/IEHA MpX MNOMOLUU
CUCTEMbI meHemkmeHTa kayecTBa, KoTopast COOTBETCTBYET CneAyLlumM TpeboBaHUSAM:

- 1SO 13485 [8] nnun

- HaUMOHa/IbHOMY CTaHAapTy Ha CUCTEMY MEHe)KMeHTa KayecTtsa uau

- CMCTEMe MeHeMKMeHTa KauecTBa, Tpebyemoit HauMoHasIbHbIM PeryiMpoBaHueM.

MpumeyaHne 2 - PykoBOACTBO MO MPUMEHEHWIO TPe6GOBaHW CUCTEMbI MEHEMXMEHTa KayecTBa K
MPOrPAMMHOMY OBECIEYEHUIO moxHo HaliT B ISO/IEC 90003 [15].

4.2 * MEHEOQ)XMEHT PUCKA

N3rOTOBUTESb pomkeH npumeHaTts NMPOLUECC MEHEIDXKMEHTA PUCKA B cootBetctBumn ¢ ISO
14971.

4.3 *Knaccudukayma nporpaMmMHOro o6ecrnevyeHusi B OTHOWEHN 6e30MacHOCTU

a) MBrOTOBUTE/Ib fomkeH NPUCBOUTL KaXXaoi MPOrPAMMHOW CUCTEME knacc 6e3onacHocTy
nporpammHoro o6ecneuenus (A, B unu C) cornacHo PUCKY npuunHeHns BPELA naumeHTy, Nonb3oBaresnto
WM HBIM ULAaM, ncxoas ns OMACHOW CUTYALIMN, B koTopyto MPOMPAMMHASA CUCTEMA MOXET BHECTU
CBOW BKNaf B HaMxXyfLem CLeHapun, Kak nokasaHo Ha prcyHke 3.

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
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PucyHok 3 - NpuceoeHve knacca 6e30nacHOCTM NPOrpaMmMHOro o6ecneveHmns
MPOrPAMMHAA CUICTEMA oTHOCUTCA K Knaccy 6e30nacHOCTM NporpaMmMHOro obecneveHus A, ecnu:
- MPOrPAMMHAS CUICTEMA He MOXeT CNoco6CTBOBATb BO3HUKHOBEHMIO OMACHOMN CUTYALNW;

- NMPOTPAMMHAS] CUCTEMA MOXeT cnoco6CTBOBaTb BO3HWKHOBEHMIO OMACHOW CUTYALUW,
koTopasi He NPMBOAMUT K HegonycTumomy PUCKY nocne paccmotpenust mep no YMPAB/IEHUIO PYICKOM,
BHELLHWMX Mo oTHoweHwuo K NMPOIPAMMHOW CUNCTEME.

- NMPOrPAMMHAA CUCTEMA oTHocuTcs K Knaccy 6e30nacHOCTM MporpaMmmHoro obecneyeHus B,
ecnu:

- MPOrPAMMHAA CUCTEMA MOXeT Crnoco6CTBOBaTb BO3HUKHOBEHUIO OMACHOW CUTYALUNI,
KoTopas npueBoauT K Hegonyctumomy PUCKY nocne paccmotpeHus mep no YMNPABEHNKO PUCKOM,
BHELUHUX MO OTHOLeHUI0 K NMPOTPAMMHOW CUCTEME, v BbiTeKalowWwmii N3 3TOr0 BO3MOXHbIi BPE/[] He
asnaetca CEPbE3HOW TPABMOA.

MPOrPAMMHAA CUCTEMA oTHOCUTCA K Knaccy 6e3onacHoCTy nporpaMmmMHoro obecnevenus C, ecnu:

- MPOrPAMMHAA CUCTEMA MOXeT Crnoco6CTBOBaTb BO3HUKHOBEHUI OFMACHOW CUTYALNIN,
KoTopasa npusoaut Kk Hepgonyctumomy PWCKY, nocne paccmotpeHusa mep no YMPABJIEHKO PUCKOM,
BHELLHUX N0 OTHOWeHuo K MPOTPAMMHOW CUCTEME, u B pesy/btate BO3MOXHbIM BPEJOM sBnsietcs
cmepTb i CEPBE3HAA TPABMA.

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
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Onsa MPOrPAMMHOW CUCTEMBI, nepBoHaYasibHO KNaccugMLMpPOBaHHON Kak Knacc 6e3onacHocTu
nporpammHoro o6ecnevenus B nnm C, NSFTOTOBUTE/Ib MOXeT peanu3oBaTtb AOMNOSHUTENbHbIE Mepbl NO
YIMPAB/IEHUIO PUCKOM, BHellHMe no oTHoweHnio Kk MPOFPAMMHOM CUCTEME (Bkiouasi nepecmoTp
apxuTekTypbl cucTembl, cogepxauweli MPOTPAMMHYHKO CUWCTEMY), 1 BNOCNeAcTBUM MNPUCBOUTb
MPOrPAMMHOW CUCTEME HoByto knaccudmkaLmio 6e30MacHOCTY NporpaMMHOro 06ecrnedeHus.

MpumeyaHue 1 - BHewHMu mepamu no YIMPABJIEHUIO PUCKOM moryT 6bITh annaparHble cpeicTsa,
He3aBucumasa NMPOITPAMMHAA CUCTEMA, MeguumMHCKMe npouenypbl nn gpyrve cpefcrsa, no3sonsoLmne
CBECTV K MWUHUMYMYy CMOCOBGHOCTb MPOrPaMMHOMO O06ecneyeHns NpUBOANTL K BO3HUKHOBEHWIO OTMACHOW
CUTYALNWN.

MpumevaHne 2 - OnpegeneHve [oONycTMMOCTU pucka cM. B nogpasgene 3.2 "OTBETCTBEHHOCTb
pykosogcTea" ISO 14971:2007.

b) He ncnonb3syetcs.

c) N3TOTOBUTE/Ib 06si3aH [AOKYMEHTMPOBATbL K/1acc GE30MacHOCTM MporpaMMHOro oGecneyeHus,
NpUCBOEHHBIN Kaxxgoii MPOTPAMMHOW CUCTEME, B ®AVNTE MEHEOXXMEHTA PUCKA.

d) Ecnu MPOrPAMMHAA CUCTEMA nogpasgensierca Ha NMPOMPAMMHBIE COCTABHbIE YACTU n
B [AanbHeliwem [MPOMPAMMHBIE COCTABHBIE YACTW B cBOWO ouvepedb NoApa3fensawTcs Ha
MPOTPAMMHBIE COCTABHbIE YACTW, 10 Takme MNPOIPAMMHBIE COCTABHBIE YACTW [o/mkHbl
HacnegosaTb knacc 6esonacHOCTW nepBoHadyanbHoli MPOMPAMMHOM COCTABHOW UYACTW  (nmm
MPOrPAMMHOW CUCTEMbI), ecim Tombko W3TOTOBUTE/Ib He 06OCHOBLIBAET B [OKYMEHTaLuM
npuceoeHve [Apyroro knacca 6e30MacHOCTM nporpamMmHoro obecneyeHuns (kKnaccbl 6e3onacHocTU
nporpamMmMHoro

ob6ecneyeHunsi, NPUCBOEHHbIE B COOTBETCTBMM C nogpasgesniom 4.3 a), 3ameHsas "TIPOrPAMMHYHO CUCTEMY"
Ha 'TNPOTPAMMHBLIE COCTABHbLIE UYACTWN"). 310 o060CHOBaHME [OO/HKHO OOBACHATb, NoYemy
MPOIrPAMMHBIE COCTABHbIE YACTW aBnstotca

N30/IMPOBaHHbIMWN HACTOJIbKO, YTO MOTyT KJ'IaCCVI(*)VILI.VIpOBaTbCFI OTAE/IbHO.

e) N3rOTOBUTE/Ib fonxeH [OKYMEHTMpOBaTb kiacc 6e3onacHoOCT NporpaMMHOro 06ecneL|eH|/|§|
KavK a0 NMPOI'PAMMHON COCTABHOW YACTW, ecnn aToT Knacc otnyaetcs ot knacca NPOrPAMMHON
COCTABHOW YACTW, u3 KOTOPOWA OH 6bI/1 BblAeNEH NPV AEKOMIO3ULNN.

f) nA coOTBETCTBUSA HACTOSIWEMY CTaHAapTy Tam, r4e HacTOsLWMIA cTaHhapT NpUMeHsIeTcs K rpynne
MPOIrPAMMHbBIX COCTABHbIX UACTEW, N3TOTOBUTE/b gomkeH ncnonb3osatb

MPOLECCHI 1 3AJAYM, koTopble TpebytoTcst Ansa knaccudukauymm MPOrTPAMMHOW COCTABHOM UACTU
C HamBbIClLeli KaTeropueli W3 Bceli rpynnbl, ecan Tonbko U3TOTOBUTE/b B ®ANNE MEHEIKMEHTA
PNCKA He npvBOAWT [OKYMEHTMPOBaHHble 0OOCHOBaHUS [ANA  UCMOMb30BaHWs 6Gosee  HU3KOM
Knaccudmkaumu.

g) Kaxgoii MPOrPAMMHOW CUCTEME, ecnu eii He NPUCBOEH Knacc 6e30MacHOCTV NPOrpaMMHOro
obecneyeHust, N0 yMO4aHMIO AO/MKEH npucBamBaTbest Knacc C.

MpumeyaHve - B nocnegywowyx pasgenax v nogpasgenax kiaccbl 6e30nacHOCTVM NPOrpamMMHOro
obecneyeHns, K KOTOpPbIM MNPUMEHSIETCH KOHKPETHOoe TpeboBaHWe, OnpefenslTcs B COOTBETCTBUAM C
TpeboBaHneM B popme [Knacc...].

4.4* YCTAPEBLUEE/HACNEAYEMOE NPOrPAMMHOE OBECMNEYEHUE
4.4.1 O6wume cBegeHnnA

B kayecTBe aJibTepHaATVBbLI MPUMEHEHUIO pa3fenoB 5-9 HacTosllero craHgapTta COOTBETCTBME
YCTAPEBLUEIMO/HACNEAYEMOIO MPOIrPAMMHOIO OBECIEUYEHUNA MoxeT 6bITb NPOAEMOHCTPUPOBAHO,
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Kak ykasaHo B 4.4.2-4.4.5.
4.4.2 featenbHoCcTb No MEHEOXXMEHTY PUCKA
B cootBetcTBUM C 4.2 HacToswwero ctaHgapta U3rOTOBUTE/Ib fomkeH:

a) oueHuTb o6yl 06paTHYyH CBf3b, BK/OYAs MOCTNPOM3BOACTBEHHYIO UWHGOpMauuo, 06
YCTAPEBLWIEM MNPOrPAMMHOM OBECIEYEHWW, kacalowycs WHUMAEHTOB UMM GIU3KUX K HUM
CUTyauuin Kak BHYTpU CBOEI opraHusauum, Tak W/unm ot nosib3oBarteneil;

b) BbinonHute AEATENBHOCTb no YMPABMEHAKO PWUCKOM, cBA3aHHYl0 C NPOAO/IKEHUEM
ncnosnb3osaHua YCTAPEBLIEIO NPOTPAMMHOIO OBECIEYEHUA, ¢ yyeTom criefytoLmx acrnekTos:

- uHTerpaumn YCTAPEBLUEIO TMPOTPAMMHOIO OBECMEYEHUNA B 06Wyl0 apXxuTekTypy
MEAVMUMHCKOIo U3AENNA;

- MOCTOSIHHOM npurogHoctn Mep no YMPAB/IEHVKO PUWCKOM, peann3oBaHHbIX B pamKax
YCTAPEBLUEIO NMPOrPAMMHOIO OBECIEYEHNSA;

- ngeHtudpmkaumm  OMACHBIX CUTYALINW, cBA3aHHbIX C NPOAO/PKEHNEM  UCMOMb30BaHNA
YCTAPEBLIEIO NMPOrPAMMHOIO OBECIMEYEHNSA;

- WAeHTU(MKauMM  NOTEHUMAnbHbIX NpUYMH, no  KoTopbiM  YCTAPEBLUEE [MPOrPAMMHOE
OBECIEYEHWE moxeT npuBecTu K BO3HNKHOBeHN0 ONMACHOW CUTYALINW;

- onpegenenusi Mep no YMPAB/IEHNIO PUCKOM a5 kakaoi NoTeHLManbHoi NprymHbl, No KOTOpOi
YCTAPEBLLUEE NMPOr’PAMMHOE OBECIEYEHWE cnocobcTtByeT BO3HMKHOBEHMIO OMNACHOW CUTYALINW.

4.4.3 AHaNN3 HeCOOTBETCTBUA OXUAAEMbIX U peasiu3oBaHHbIX pe3yibTaToB

OcHoBbIBasicb Ha knacce 6esonacHoctv YCTAPEBLUEMO NMPOMPAMMHOIO OBECIMEYEHUA (cm.
4.3), N3FOTOBUTE/Ib po/mkeH nNpPOBECTV aHa/M3 HEeCOOTBETCTBUS OXUAAEMbIX W pPeasin30BaHHbIX
MOCTABJ/IEHHbIX PE3Y/IbTATOB no cpaBHEHMWIO C TEMU, KOTOpble TpebytoTcs B cooTBeTcTBMM € 5.2, 5.3, 5.7
1 pasgenom 7.

a) N3rOTOBUTE/Ib fomKeH OLeHUTb HENPepbIBHYO NPUroAHOCTb NonyyeHHbIx PE3Y/IBTATOB.

b) B cnyyae wugeHTUUKauMm HeCOOTBETCTBUI OXMAAEMbIX W pPeasM30BaHHbIX pPe3y/bTaTtoB
N3rOTOBUTE/Ib pomxeH OLUEHUTb Bo3MoxHOe cHwxeHne PUCKA B pesynbrate nonyyeHus
otcyTcTBytoWMX PE3Y/IBTATOB u cBa3zaHHoi ¢ HuvMn JEATENTIbHOCTI.

¢) Ha ocHoBe 3toro oueHunBaHus M3rOTOBUTE/Ib gomkeH onpegenuts PE3Y/IBTATbI, koTopble
[OMKHBI BbITb MOMYYEHbI, a Takke cBA3aHHyto ¢ HUMu JEATENIbHOCTD, koTopas [o/mkHA ObITh BbINO/IHEHA.
MwuHuMasibHbiM NMOCTABTAEMbBIM PE3Y/ILTATOM fomkHbl 6bITh 3anucu TectuposaHus NMPOTPAMMHBIX
CUCTEM (cm. 5.7.5).

MpumeyaHne - AHa/IM3 HECOOTBETCTBUI OXUAAEMbIX W peasiM30BaHHbIX Pe3y/bTaToB  [OSHKEH
obecneynBaTtb BK/OYEHME B TpeBOBaHMA K nporpammHoMy obecneyeHuto mep no YMNPABNEHNKO PUCKOM,
peanu3oBaHHbIX B YCTAPEBLUEM NMPOrPAMMHOM OBECTEYEHNN.

4.4.4 [eATeNbHOCTb MO YCTPAHEHUID HECOOTBETCTBUN OXMAAEMbIX W peasim30BaHHbIX
pesynsTaToB

a) M3rOTOBUTE/b fomkeH paspaboTaTb W BbIMNOMHUTL MaH MO CO34AHUI0 UAEHTUULMPOBAHHbIX
MOCTABNAEMbIX PE3Y/IbTATOB. Tam, rge 370 BO3MOXHO, OOBLEKTMBHblE CBUAETENLCTBA MOrYT ObITb
ncnonb3oBaHbl AN popmupoBaHust Tpebyembix MOCTABMIAEMbIX PE3Y/ILTATOB 6e3 BbINONHEHMS
JEATENbHOCTW, yctaHoBneHHoli B 5.2, 5.3, 5.7 n pasgene 7.

MpumeyaHne - TlnaH ycTpaHeHWst WAEHTUMPULMPOBAHHLIX HECOOTBETCTBUIA  OXWUAAEMbIX U
peasin3oBaHHbIX Pe3y/bTaToB MOXET ObiTb BK/IOYEH B M/aH TEXHUYECKON NOAAEPXKMA MPOrpaMMHOro
o6ecneyenus (cm. 6.1).

6) MnaH gomkeH npegycmaTpmBaTtb ucnosb3oBaHe NMPOLECCA pelleHus npobnem ans o6paboTku
npo6nem, obHapyxeHHbix B YCTAPEBLEM MNPOrPAMMHOM OBECMNEYEHUM n MOCTABIAEMbIX
PE3Y/IbTATAX, B cootBeTcTBUM ¢ Pasgenom 9.
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B) V3meHeHusa B YCTAPEBLUEM MPOrPAMMHOM OBECMEYUEHUWN pomkHbl 6biTb BbINOMHEHBbI B
COOTBETCTBUM C pa3fenom 6.

4.4.5 OGocHoBaHue wucnonb3oBaHua YCTAPEBLUEMO/HACNEAYEMOIO MNMPOrPAMMHOIO
OBECIMNEYEHUA

N3rOTOBUTE/Ib ponxeH 3agokymeHtuposate BEPCUIKO YCTAPEBLIENO [MPOMPAMMHOIO
OBECIMNEYEHWA BMecTe C  060CHOBaHMEM  AasbHeWLero MCMNoNb30BaHNA YCTAPEBLUEIO
NMPOIrPAMMHOIO OBECIEYEHWA Ha ocHoBe pe3ynstaTos 4.4.

MNpumeyaHve - BbinonHeHne 4.4 no3BonsieT B JdanbHeilwem wucnonb3oBatb YCTAPEBLUEE
NMPOIrPAMMHOE OBECIEYEHUE B cooteetcTBumM € IEC 62304.

5 MPOLLECC pa3paboTKu NporpamMmmHOro oéecneveHus

5.1* MnaHMpoBaHne pa3padéoTKn NPorpaMMHOro o6ecrneyeHus

5.1.1 MnaH pa3paGoTKn NporpaMMHOro o6ecrneueHus

N3rOTOBUTE/Ib gomkeH co3gatb naaH (UavM nnadbl) paspaboTkym nporpamMmHoOro obecneyeHusi ¢
uenoto nposectn Bclo Heobxoaumyr AEATENBHOCTb B oTHoweHun T[MPOLECCA pa3paboTku
nporpammHoro  obecrneyeHusi, COOTBETCTBYIOLWIMIA 06/1aCTW, 3HAYMMOCTM U Knaccy 6e3onacHocTu
paspabatbiBaemoii MPOTPAMMHOM CUCTEMbl. MOAE/Nb >XW3HEHHOIMO LWK/IA PA3PABOTKM
MPOrPAMMHOIO OBECIMEYEHUNA pomkHa 6bITb NMG0 MONHOCTLIO onpeferneHa, Nnbo ykasaHa B nnaHe
(nnn B nnaHax). MNnaH J0MXeH cojepxarb:

a) MPOLIECCHhI, koTopble 6yayT ncnonb30BaTbcsa Npu paspabotke MPOMPAMMHOW CUCTEMbI (cwm.
npumeyaHue 4);

b) MOCTABNAEMBIE PE3Y/IbTATHI (Bkntoyas gokymeHTtaumio) JEATEbHOCTU n 3AJAY;

c) MPOCNEXVMBAEMOCTb wmexay Ttpe6oBaHusmu CUCTEMbI, TpeboBaHMsAMW MNPOrpaMmMHOro
obecneuenuns, ucnbitaunem MPOMPAMMHOW CUCTEMbI u mepamu no YMPABJIEHUIO PWCKOM,
BKJ/THO4YEHHBIMM B NPOrpaMMHoe obecneyeHue;

d) koHhurypaumo nporpaMMHOr0 06ecrneyeHnss N MeHeMKMEHT n3MeHeHuid, Bkitoyas COCTABHbIE
UACTU KOH®UIYPAUMWM MOHM (nporpaMMHoe obecneyeHne HEU3BECTHOIO MPOUCXOXAEHUS), U
nporpamMmmHoro obecneyeHus, UCMONb3yeMOro A/19 NoAAePXKKN paspaboTku;

€) pelweHne Npobaem ¢ NporpamMmmHbIM obecnedyeHnem A1 06paboTkm Npodaem,
o6HapyxeHHbIx B MTPOTPAMMHOM OBECIMNEYEHVN MEANLUWHCKOIO N3AENNA, ‘ ‘

MOCTAB/NAEMbIX PE3Y/IBTATAX n JEATE/IbHOCTW Ha kaxaol cTaamm XM3HEHHOro Luknia. [Knaccel A, B,
Cl

MpumevaHne 1 - MOAENb J>KM3HEHHOIO UWK/MIA PA3PABOTKN MPOIMPAMMHOIO
OBECTIEUEHUA moxeT onpefenaTb pasnvyHble anemeHTsl (MPOLECCHI, AEATE/IbBHOCTbL, 3AAAUYN 1
MOCTABNSAEMbIE PE3Y/IbTATbI) ans pasnunudbix  [MPOTPAMMHbBLIX COCTABHbBIX YACTEN B
COOTBETCTBMM C Kiaccamy 6Ge30macHOCTM NpOrpamMMHOro obecneueHus ans kaxaoi MPOMPAMMHOW
COCTABHOW YACTW NPOrPAMMHOW CUCTEMBI.

MpumevaHne 2 - AEATE/NBHOCTb n 3AAAUYN moryT nepekpbiBaTbCs WAW B3aMMOAECTBOBaTb U
MOTYT BbINOMHATLCA WUTEPATUBHO WAW  PEeKypCcMBHO. 3TO He nofpasymeBaeT TOro, 4TO [O/MKHA
MCNoNb30BaTLCA onpeaeneHHas Mofesib XXNU3HEHHOIO LuKna.

MpumevaHne 3 - Odpyrve TMPOLECCHI onucbiBaloTcA B HacTodAWeM cTaHgaprte OTAeflbHO OT
MPOLIECCA pa3paboTkn. ITO He nogpasymeBaeT TOro, YTO OHM AO/MKHbI OblTb peann3oBaHbl B BUAE
otaensHon AEATE/IBHOCTW n 3A0AY. AEATE/IbHOCTb 1 3AAAYN gpyrux MPOLIECCOB moryT 6bITb
Bk/Ito4eHbl B MPOLIECC pa3paboTtku.

MpumevaHne 4 - TnaH pa3paboTkM NPOrpamMmMHOr0 O6ecrnevyeHnss MOXET CCbl1aTbCa  Ha
cywectsyowme NMPOLECCHI nnn onpenenaTts HOBbIE.

MpumeyaHne 5 - MnaH pa3paboTkM MPOrpaMMHOIO obecneyeHns MOXET ObiTb BK/IHOYEH B MiaH
paspabotkn o6weii CUCTEMBbI.

5.1.2 NoapepxaHue nnaHa pa3padoTky NPOrpaMMHOro o6ecneyeHns B aKkTyaJibHOM COCTOAHUM

N3rOTOBUTE/Ib gomkeH 06HOBAATL NJiaH N0 Mepe TOro, Kak OCYLLLeCTB/SETCS pa3paboTka. [Knacchl
A, B, C]

5.1.3 MNnaH pa3paGoTKU NpPOrpaMMHOr0 OOecCneYeHUA OTHOCUTE/IbHO MPOEKTUPOBAHUA W
pa3paboTku CUCTEMbI

a) MBrOTOBUTESIb pomkeH ykasatb TpeboBaHus CYICTEMbI B nnaHe pa3paboTky nporpammMHoOro

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT



[OCT IEC 62304-2022 V3genvsa meguumHckue. MNporpamMmmHoe obecnedeHve. MpoLecchl XM3HEHHOTO Lmkia
lMpumeHsiemcs ¢ 01.09.2023 s3ameH FOCT P M3K 62304-2013
CrtpaHuua 17

obecrneyeHus B Ka4yecTse BXOAHbIX OaHHbIX.

b) B nnaH paspaboTkm nporpammHoro obecnevenns M3TOTOBUTE/Ib p[omkeH BKAYaTb Wn
ccblnaTbCsi Ha npoueaypbl MO KOOpAMHAUMM pPa3paboTkyM NPorpaMMHOrO ob6ecrneyeHuss ¢ pa3paboTKoit
CMCTEMbI, HEob6XoAMMO [ONS  BbINOMHEHUs Tpe6oBawwin 4.1 (Hanpumep, CUCTEMHas WHTerpauus,
Bepudvkauusa n sanugaums). [Knaccel A, B, C]

MpumedyaHne - MoxeT He CyllecTBoBaTb pasnnuuii mMexay Tpe6osaHusamn MPOMPAMMHOW
CUCTEMbI un TpeboBaHuamn CUCTEMbI, ecnim MPOTPAMMHAA CUCTEMA ABnsieTca OTAENbHONA
CUCTEMOW (Hanpumep, ecnv NporpaMMHoe o6ecreyeHmne camo no cebe SBSeTcs nsgenvem).

5.1.4 CraHpapTbl, MeTOAbl W WHCTPYMEHTbl MN/IAHUPOBAHUA pPa3paboTKM MNPOrpaMmmMHOro
oGecneuyeHuns

B nnaH paspabotkn nporpammHoro o6ecnevenns W3FOTOBUTE/Ib pgonxeH BkAYaTte WAn
ccblnarbes:

a) Ha cTaHAapTbl;

b) meTogpl;

C) UHCTPYMEHTHI,

cBA3aHHbIe ¢ pa3paboTkoii MPOMPAMMHBIX COCTABHbLIX YACTEW knacca C. [Knacc C]

5.1.5 MporpammHas uHTerpauuma v naaHMposaHme TeCTUPOBaHUA UHTeErpauum

N3rOTOBUTE/Nb pomkeH BkIWOUYATL B NAaH pas3paboTku nporpaMmHoOro obecneyeHus nnaH
nuTerpauun NMPOFPAMMHbBIX COCTABHbIX YACTEW (skmtouast MOHI) nam cocnaTbes Ha Hero, a Takke
BbINOJ/THUTL TECTMPOBAaHMNE BO BpeMs UHTerpauuu. [Knaccel B, C]

Mpumeyatve 1 - [JlonyckaeTcs o6bednHeHWe TECTWPOBAHWA WHTErpauum U TecTMpOBaHWs
MPOIrPAMMHON CNCTEMBbI B eanHble nnaH n coBokynHocTb JEATE/IbBHOCTN.

MprvmeyaHune 2 - Cwm. 5.6.

5.1.6 MNnaHupoBaHne BEPNOUKALIN nporpamMHOro o6ecneveHus

B nnaH paspaboTtkun nporpaMmmHoro obecnevenuss N3rOTOBUTE/Ib [o/mkeH BKIKYMTL WK COCaTbeA
Ha cregyouyto nHgopmaumo no BEPUOUKALINNA:

a) MOCTABNAEMbIE PE3YNbTATHI, Tpebytowme BEPUGUKALINW;,

b) Tpebyembie BEPVOUVKALIMOHHBIE 3AL0AYHN ans kaxaoin AEATENBHOCTI B XU3HEHHOM LMKNE;

C) KOHTPO/IbHbIE TOUKN, Ha KoTopbiX BEPUPULIMPYHOTCA NMOCTABTAEMbIE PE3Y/IbTATHI;

d) kputepum npremkn ans BEPNOUKALIN MOCTABNAEMbBIX PE3Y/IbTATOB. [Knaccel A, B, C]

5.1.7 NnaHuposaHne MEHEOXXMEHTA PUCKA nporpammHoro oéecrneueHus

B nnaH paspabotkym nporpammHoro obecnedyenusa W3FOTOBUTE/Ib pormkeH Bkwoyatb unu
ceblnatbea Ha nnaH ocyuwectsrieHnsa NMPOLEECCA MEHEIXKMEHTA PUCKA nporpamMmmHoro obecrneyeHus B
oTHoweHun AEATENBHOCTW n 3AJAY, Bknodas MEHELKMEHT PUCKA, npumensiowmiica k MOHIM.
[Knacchl A, B, C]

5.1.8 lokymeHTaLus No NaaHNpPoOBaHUIO

B nnaH paspaboTku nporpammHoro ob6ecnedeHns W3TOTOBUTE/Ib pomkeH Bka4Yatb, Wan
CCblNATbCA Ha WHOpMaumio O [OKyMeHTauuu, KoTopas OydeT co3jaHa BO BpeMs XM3HEHHOro Lukia
pa3paboTky nporpaMmMHOro obecneyeHus. Kaxgomy WAEHTUDULUPOBAHHOMY [OOKYMEHTY WU Tumny
[OOKYMeHTa Ao/mkHa ObITb NPUCBOEHA (MU coaepXaTbCsl HEeNOCPeACTBEHHO) creaytowas nHopmaums:

a) TUTY/NbHbIN NNCT, HAUMEHOBaHWE UM 0603HaYEHME;

b) uens;

C) npoueaypbl 1 OTBETCTBEHHOCTL 3a paspaboTky, aHa/M3, ogobpeHne n moagndukaumio. [Knaccel A, B,
Cl

MpuvevaHne - WHdopmauus [ns paccMOTPEHUss MeEHeKMEeHTa KOHurypauuym OoKymeHTauum
npusegeHa B pasgersne 8.

5.1.9 MNnaHupoBaHve MeHeMKMeHTa KOHUTrypaLm NporpaMMHOro oéecnevyeHus
B nnaH paspabotkn nporpammHoro o6ecnevennss W3FOTOBUTE/Ib pgonxeH BkAYaTtb WAn
CCblNATbCA Ha WHopMaLnio 0 MeHeMKMeHTe KOHdurypauum nporpaMMHoro obecneyeHus. 3Ta
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WHhopMaLma AoMKHA COAepXaTb MU CCbINATbCS:

a) Ha K/1accbl, TUMbI, KATETOPUN U CMIUCKU 3N1EMEHTOB, NOAEXALLMX YpaBieHuIo;

b) AEATE/NBHOCTb 1 3AAAUN no MeHeXMEHTY KOHUrypaumm nporpamMmmMHoro obecneyeHms;

C) CTPYKTYpy (CTPyKTypbl), oTBevaowyo(ue) 3a JEATE/IbHOCTb no meHempKMeHTY KoHdurypawmu
nporpamMmmHoro obecneyeHus;

d) nx B3aMMOCBA3b C APYIUMW CTPYKTypamu, TakMMu Kak paspaboTka Win TexHuueckas nogaepxka
NPOrpaMmMHOro obecneyeHus;

e) cnyyau, Korga a/ieMeHTbl JO/KHbI HAXOAMUTLCA Nof, yripaBfieHneM KoHQurypauuu;

f) cnyyaum, korga cneayet ucnonob3osatb NMPOLIECC pelwenuns npobnem. [Knaccol A, B, C]

MpyvmeyaHne - Cm. pasgen 8. ‘ ‘

5.1.10 MNoaaepxKa aneMeHTOB, NoAasexalwmux ynpasneHuto

OneMeHThl, nognexawue ynpasneHnto, AO/MKHbI BK/IOYATb MHCTPYMEHTbI, 3/IEMEHTbLI UM HACTPOIKN,
ucnosnb3ywwmecs s paspabotkm MPOTPAMMHOIO OBECMEYEHNA MEAVMUMHCKOIO WM3LENUNA,
KoTopble MOryT Bo3geiictBoBatb Ha MNMPOIMPAMMHOE OBECIMEYEHWE MEANLUWHCKOIO W3AENNA.
[Knaccel B, C]

MpumeyaHve 1 - Mpumepbl NOAOGHLIX 3NEMEHTOB BKNHOHAKOT KOMNUIATOPHbIE/acceMbriepHble BepCUN,
co3faHHble ainbl, KomaHaHble haiiibl u cneunduyHbie HACTPOKKM OKPYXEHUS.

MpumeuaHne 2 - Cm. pasgen 8.

5.1.11 YnpaBneHne COCTABHbIM YHACTAMUN KOHOUTIYPALUUN nporpaMmmMHOro oéecrneyeHusi
Ao BEPUPUKALNN

3rOTOBUTE/Ib gomkeH 3annaHnpoBaTth pasmelledne COCTABHOM YACTY ‘ ‘

KOHOUTYPALMW  nog  ynpaBneHne  MeHeMKMEHTa  KOHdurypaumu npexge, Yem OHu  6yayT
BEPN®UNLINPOBAHDI. [Knacch! B, C]

5.1.12 NpeHTudpmkauna mn npepoTBpalleHNne pacnpocTpaHeHHbIX fAedeKToB NpPorpaMmmMHoOro
obecneyeHuns

N3rOTOBUTE/Ib go/mkeH BKAKOUYUTL WAM yKasaTb B NiaHe pa3paboTky NMporpaMmHOro obecrneyeHus
npouenypy:

a) 4Ns ONpefeneHns Kateropuii 4ediekToB, KOTOpble MOrYT GbiTb BBEAEHbI HA OCHOBE BblGPaHHOV
TEeXHO/I0rMN NPorpamMmmMmnpoBaHna U NMeLoT oTHoLeHne K nx NMPOrPAMMHOW CUCTEME;

6) AOKYMEHTUPOBaHUS CBUAETENLCTB, AEMOHCTPUPYIOWMX HECNOCOBHOCTL 3TUX AeeKTOB NPUBOAUTL
K Hegonyctumomy PUCKY.

MpumeyaHne - vl_lpl/IMepr KaTeropuin feekToB WA MpUYUH, CMOCOOCTBYIOLWMX BO3HWKHOBEHWIO
OMNACHbIX CUTYALUWW, cm. B npunoxerun B n3 IEC/TR 80002-1:2009.

[Knacchl B, C]

5.2* AHanIM3 Tpe6oBaHUiA K NporpamMMHOMY o6ecneyeHuto

5.2.1 OTpeneHve 1 JOKyMeHTMpPOBaHMe TpeGoBaHWii K MporpaMmMHOMYy oGecnevyeHuo Ha OCHOBe
Tpe6oBaHunii CUCTEMbI

Ona kaxaoii MPOrPAMMHOW CUCTEMbI MEAVLMHCKOIO U3AENNSA N3TOTOBUTE/b fomkeH
onpegenuTb U [OKYMEHTUpoBaTb Tpe6osaHuss K NMPOMPAMMHOWM CWUCTEME ucxogs U3 Tpe6osaHwii
ypoBHa CUCTEMBbI. [Knacchl A, B, C]

MpumedyaHne - MoXeT He CyllecTBoBaTb pasnnuuii mMexay Tpe6osaHusamn MPOMPAMMHOW
CUCTEMbI un Tpe6oBaHusamn CUCTEMbI, ecnm MPOTPAMMHAA CUCTEMA ABnsieTca OTAENbHONA
CWUCTEMOW (Hanpumep, ecnv NporpaMMHoe o6ecreyeHmne camo no cebe SBISeTcs nsgenvem).

5.2.2 CopgepxaHune Tpe6oBaHuUiA K NporpaMMHOMY o6ecneyeHuto
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Kak npumeHumble W nogxogsawme B oTHoweHun TPOTPAMMHOIO  OBECIEYEHUA
MEAULIMHCKX W3AENVIA, N3TOTOBUTE/Ib Ao/mKeH BKO4aThb B Tpe6oBaHMA K NpOrpaMMHOMY
obecneyeHuto:

a) TpeboBaHMA K NOTEHLMAaIbHLIM BO3MOXHOCTAM U (DYHKLMOHAIbHOCTMW.

MpumeyaHwue 1 - MNpumepbl BKKYALOT:

- XapaKTepucTWKK, CBA3aHHble C BbIMNONHEHMEM (Hanpumep, Uuenu/HasHayeHue nporpamMmmHoro
obecneyeHus, TpeboBaHNsi N0 CUHXPOHU3ALNN);

- (hm3nyeckne xapaxkTepucTvku (Hanpumep, A3bIK MaLUMHHOTO Koaa, nnaatdiopMy, OnepauyvioHHYH
CUCTEMY);

- KOMMNbIOTEPHOE OKpyXXeHue (Hanpumep, annaparHble CpeacTBa, pasMep namatu, npoleccop,
4acoBOW1 Nosic, UHAPACTPYKTYPY CETK);

- HE06XOAMMOCTb COBMECTUMOCTU C MOAepHU3aUnsaMm unn mHorumu MOHM wan gpyrummn Bepcusmm
n3aenui;

b) BXxOAHbIE U BbIXOAHbIE AaHHbIE MTPOTPAMMHOW CUCTEMbI.

MpumeyaHne 2 - Hanpumep:

- XapaKTepUCTUKN AaHHbIX (Hanpumep, uMdpoBbie, 6yKBEHHO-LMAPOBLIE, hopMmar);

- AnanasoHbl;

- npegensl;

- 3HaYeHVs Mo YMONYaHuio;

c) uHTepdelicbl Mexay NMPOrPAMMHOW CUCTEMOW n gpyrumm CUCTEMAMMU:

d) nporpammHble cpeacTBa YNpaB/ieHNss CUrHasiaMu TPEBOTU, NpeaynpexaeHnsamMm n onoseLleHnemM
oneparopa,;

e) TpeboBaHumsa kK SALLMIEHHOCTW.

MpumeyaHne 3 - Hanpumep:

- CBSi3aHHbI€ C KOMMPOMMUCCOM OTHOCUTENbHO KOH(hUAEHUNATbHON MHhopMaLuK;

- naeHTUduKaums;

- aBTOpU3aLMS;

- CUCTEMHBbIN XypHan,

- HENpPepbLIBHOCTb CBA3N;

- cuctema 6e3onacHocTu/3almTa oT B3/10Ma; ‘ ‘

f) Tpe6oBaHuMs NoIb30BaTENBCKOTO MHTEepelica, pean3oBaHHbIe B MPOrpaMMHOM 0GECTEUEHNN. ‘ ‘

MpumeyaHve 4 - MNpruMepsbl B 3TON 061aCTU CBA3AHbI:

- C NOAAEPXKOI onepaLuii, BbINOMHAEMbIX BPYYHYO;

- B3aMMOAENCTBMEM MEXAY YEeI0BEKOM 1 060pyL0BaHNEM;

- OrpaHMyeHNAMN B OTHOLLIEHWUW NepcoHana,;

- obnacTamu, rge TpebyeTcs NPUCTasIbHOE Ye/TI0BEYECKOE BHUMAHME.

MpumeyaHue 5 - VIHchopMaLmio OTHOCKUTENIbHO TpeGoBaHwii k paspaboTke yao6cTBa 1

NpPOCTOThI NCMOb30BaHNS (IKCNyaTalMOHHOM NPUFOAHOCTM) MOXHO HaliTn B IEC 62366-1 [21] cpean npoumx
cTaHgapToB (Hanpumep, IEC 60601-1-6 [3]);

g) onpegeneHne AaHHbIX 1 TpeboBaHWi K 6a3e faHHbIX.

MpumeyaHne 6 - Hanpumep:

- thopma;

- pa3mMepHOCTb;

- QoyHKLMS;

h) TpeboBaHMa MO MHCTaNAsAUMM M npuemke noctaensemoro NPOTPAMMHOIO OBECMNEYEHWA
MEOULIMHCKX N3OENNIA ana pa3paboTku 1 TEXHNHYECKON NOoAAepXKKN caiiTa unn cainTos;

i) Tpe6oBaHMs, OTHOCALLMECS K METOA4AM Pa3paboTKM 1 TEXHUYECKON NoALEePXKKY;

j) Tpe6oBaHuWsA, cBA3aHHbIE C acneKTamy MHPOPMAaLNOHHBIX CETEN.

MpymeyaHune 9 - NpuMepbl BKIKOYAKT acnekTbl, KOTopble CBA3aHb!:
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- C CETeBbIMM CUTHAIaM1 TPEBOTU, NPeaynpPexaeHns U COOBLLEHUS onepaTopa;

- CeTeBbIMU NPOTOKO/TaMU;

- 06paboTKOW HEAOCTYNHOCTY CETEBbIX YCNYT;

k) TpeboBaHMA K NogaepKe Nosib3oBaTenei;
) perynvpytowime TpeboBaHus.

MpumeuaHue 10 - TpeboBaHuA c a) Ao 1) MOryT nepecekarbCs. ‘ ‘

[Knacchl A, B, C]
MpumeyaHne 11 - Bce 3T TpeboBaHMA MOTYT HE UMETBLCS B HA/TMUMM HA MOMEHT Havasia pas3paboTku.

MpumeyanHne 12 - Cpegmn npoumx, ISO/IEC 25010 [12] npmBOoAMT nHdopMaLmio 0 ‘ ‘

KaueCTBEHHbIX XapaKTepucTMKax, KoTopas MOXeT ObiTb MonesHa npu onpedeneHun TpeboBaHuii K
nporpaMMHOMY 06ecneyeHunto.

5.2.3 BkntoueHune mep YNPAB/TIEHNA PUCKOM B Tpe6oBaHUA K NPOrpaMmMHOMY 0GecnevyeHunio

N3rOTOBUTE/Ib pgomkeH Bkaoyars Mmepbl no YNPABEHNO PUCKOM, ‘ ‘

peann3oBaHHble B MPOrpaMmMHOM o6ecnquHMM B TpeboBaHus, cooTtBeTcTByOWMe MPOIPAMMHOMY
OBECIMNEYEHNIO MEOVUMHCKUX U3OENW. [Knaccsl B, C]

MpumeyaHne - 3T TpeboBaHWsi MOryT OblTb HEOOCTYMHbI B Hayasie npouecca pas3paboTku u
N3MEHATBLCA MO Mepe TOro, kak co3haeTcs nporpammHoOe obecnevyeHne U yCTaHaBMUBAKTCA AasibHenwne
mMepbl no YNPABJIEHVKO PUCKOM.

5.2.4 NEPEOLEHNBAHVE AHANTN3A PUCKA MEANLUVHCKOIO N3AENUA

N3rOTOBUTEJIb gomkeH ocyliectsuts NMEPEOLUEHNBAHUNE AHAJTIN3A PUCKA MEANLUMHCKOIO
W3OENNA, korga TpeboBaHMA K NporpaMmMHOMY 06eCnevYeHnto YCTaHOBEHbI, U, COOTBETCTBEHHO, O0GHOBUTb
3TN TpeboBaHus No pesynbratam nepeoueHkn. [Knaccel A, B, C]

5.2.5 OGHOBNEHMe TpeGoBaHuiA ‘ ‘

N3rOTOBUTE/Ib fomkeH ya0CTOBEPUTLCS, UTO CYLLECTBYIOLMe TpeboBaHUs, BK/ItoUas TpeboBaHusA K
CNCTEME, NEPEOLIEHEHbI n o06HOBNEHbLI, B cOOTBETCTBMM C pesynbratamn OJEATENBHOCTU no
aHannsy TpeboBaHuMii K nporpammHomy obecneveHuto. [Knaccel A, B, C]

5.2.6 Bepudmkayma TpedéoBaHuii K nporpaMMHOMY 06ecneveHunto

N3rOTOBUTE/Ib gomkeH BepudunumpoBaTb U AOKYMEHTUPOBATL, UTO TPEOOBaAHMS K NporpaMMHOMY
obecneyeHuto:

a) Bk/itovatoT TpeboaHnsa kK CUCTEME, B ToM uncne oTHocswmecs K YINMPABNEHWKO PUCKOM;

b) He npoTuBOpeyar gpyr Apyry;

C) BblpaXeHbl B TEPMUHAX, KOTOPbIe u3beratoT ABYCMbIC/IEHHOCTH;

d) dopmynupyloTcs B TEpMMHAX, KOTOpble MO3BOMISIOT YCTAaHOBUTH KPUTEPUM TECTUPOBAHUA U
OCYLLECTBUTb TECTUPOBAHWE;

€) MOryT 6bITb MAEHTUULMPOBAHbI YHVKa/IbHBIM 06pa3oMm;

f) aBNs0TCA npocnexvBaeMbiMu B OTHOLWEHUN TpeboBaHuii K CUCTEME win K Apyromy UCTOUHMKY.

[Knaccel A, B, C]

MpumeuaHne - HacTosiwmiAi cTaHAApT He TpebyeT MCNo/b30BaHUSA (hopMasibHO YCTaHOBEHHOrO
A3blKa.

5.3 MpoekTuposaHne APXUTEKTYPbI nporpammMHOro oéecrneueHus
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5.3.1 MpeoGpa3oBaHue TpeGoBaHUii K NporpaMmmHoMy o6ecneueHuto B APXUTEKTYPY

N3rOTOBUTE/Ib pomkeH npeobpasoBatb TpebosaHus k MPOMPAMMHOMY OBECMEYEHUIO
MEOVUNHCKOIO WN3AENVA B pokymeHTupoBaHHyto APXUTEKTYPY, KoTtopas onucbiBaeT CTPYKTypy
nporpamMmmHoro oéecneveHus n naeHtugpuuupyet NPOrPAMMHbBIE COCTABHBLIE UACTW. [Knaccel B, C]

5.3.2 Paspa6oTtka APXUTEKTYPbI ans untepdpeiicos MPOrPAMMHbIX COCTABHbIX YACTEN

N3rOTOBUTESIb pomkeH paspabotatb M gokymeHTupoBaTe APXUTEKTYPY ans uHtepdeiicos
mexay MNMPOMPAMMHBLIM COCTABHBIMW YACTAMWM ¥ KOMMNOHEHTaMW, BHELHUMW MO OTHOLUEHMUIO K
MPOIrPAMMHBIM COCTABHbIM UACTAM (kak Aass1 nporpamMHOiA, Tak 1 AN annapaTHoin YacTn), a Takke
mexay NMPOrPAMMHBIMA COCTABHbBIMW YACTAMW. [Knaccel B, C]

5.3.3 OnpegeneHune Tpe6oBaHUii K (PYHKLIMOHAIbHBIM U 3KCNJTyaTaLNOHHbLIM XapaKTepucTukam
anemeHToB MNMOHM

Ecnu MPOrPAMMHAA COCTABHAA YACTb wupeHtudumumpoBaH kak MOHM, N3FOTOBUTE/b
LO/MKeH onpefenuts TpeboBaHUS K (PYHKUMOHANBHBLIM U 3KCM/lyaTaluMOoHHbIM XapakTePUCTUKaM 3/1IEMEHTOB
MOHTIT, KoTopble HEOBXOAMMbI A1 UX UCNOMb30BaHKA COM/TAcHO NPeAyCMOTPEHHOMY HasHayeHuto. [Knaccbl
B, C]

5.3.4 OnpepeneHve TpeGoBaHWIAI K annapaTHbIM U nporpamMmMHbiM cpeactBam CUCTEMDbI,
Tpebyembix 3nemeHTamu MOHIM

Ecnu NMPOIrPAMMHAA COCTABHAA YACTb onpegensierca kak NMOHI, N3TOTOBUTE/b gonxeH
onpegennTb annapartHble K nporpammHble cpeactBa CUWCTEMbI, Heobxoaumbie Afs1 nogaepxaHust
npaBuAbHON paboTbl anemeHTa MOHTI. [Knaccol B, C]

MpumeyaHve - TpuMepbl BK/IOYAKOT TUM W CKOPOCTbL Mpoueccopa, TN 1 pasmep namsAtv, Tun
nporpamMmmHoro otecnevyeHnss CUCTEMbI, KOMMyHVUKaLUMOHHbIE U ANCNNENHbIE TPEOGOBaHUS.

5.3.5 NgeHTudhmkaums 060cobsieHHOCTU, HeoGxoaumoii ana YNPAB/TIEHNA PUCKOM

5.3.6 Bepudwmkauna APXUTEKTYPbI nporpammHOro oéecneueHus

N3rOTOBUTEJIb gomkeH BepndunumpoBaTb U JOKYMEHTUPOBATb, YTO:

a) APXUTEKTYPA nporpammMHOro obecneveHnss peanm3dyeT Tpe6oBaHns kK CUCTEME un
nporpamMmHoMy o6ecneyeHmnto, BKvas oTHocsAwmecs K YMPABNEHWKO PUCKOM;

b) APXUTEKTYPA nporpaMMHOro obecneyeHnsi cnocobHa noaaepkvBartb B3aMOAENCTBME MexXay
MPOrPAMMHBIM COCTABHBIMW YACTAMU, a Takke mexgy NMPOIPAMMHBIMA COCTABHbIMU
YACTAMW n annapatHbIMn cpeacTBamu;

c) APXUTEKTYPA MEAVUMHCKOIO W3AENNA nopfepxuBaeT npaBuibHy0 paboTy tobbix
anemeHToB MOHTMM. [Knaccel B, C]

N3rOTOBUTE/Ib  gomxeH waeHTUdMumMpoBaTb  Ntobyto  o6ocobneHHocTs  MPOMPAMMHBIX
COCTABHbIX YACTEW, koTopas Heobxoanma ons YINPABTEHAA

PWCKOM, 1 ykasatb, kak 06ecneunTb pe3ynsTaTMBHOCTL CO3flaHHOo 060cobreHHocTn. [Knacc Cl

MpumeuaHue - B kayecTBe nprvmepa co3gaHnss 060cob6neHHOCTM MOoxHO npusecTn NMPOIPAMMHBIE
COCTABHbIE YACTW, BbInonHseMble Ha pasHbIX NpoLeccopax.

Pe3ynstaTtmBHOCTL 060COGIEHHOCTY MOXET BbITb 0GECTEYEHA 3a CUET OTCYTCTBUS OBLLMX PECYPCOB Y PasHbIX
npoLeccopoB. [pyrme cnoco6bl co3faHnst 060COGIEHHOCTM MOTYT

NPUMEHATLCSA, KOoraa pe3y/ibTaTMBHOCTb MOXET ObITb 06ecneyeHa nocpeacTBoM paspabotkn APXUTEKTYPhI
nporpammMHoro obecneuvenus (cm. B.4.3).

MpumeyaHne - [N BbINO/IHEHWST TpeboBaHWsi @) MOXET OblTb WCMNOMb30BaH aHaus
MPOCNEXXNBAEMOCTW APXNTEKTYPbI k Tpe60oBaHMAM No NporpaMMHOMY 06ecneyeHuto.

5.4* Pa3pa60Tka AeTa/IbHOro gn3aliHa NPorpaMmMHOro o6ecrneveHus

5.4.1 ipo6neHue nporpammHoro oéecneueHus Ha MPOrPAMMHbLIE B/TOKA

N3rOTOBUTE/Ib gomkeH ApobuTs NporpaMmmHoe obecneveHne, noka OHO He ByaeT nNpeacTaB/ieHo B
Buae NMPOrPAMMHbBIX B/IOKOB. [Knacchl B, C]
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MpumeuaHwue - Hekotopble MPOTPAMMHBLIE CUCTEMbI ganee He MoryT 6bITb pa3apo6/eHsl. ‘ ‘
5.4.2 Pa3paboTKa geTa/ibHOro gusaiiHa gna kaxgoro MPOrPAMMHOIO B/TIOKA

N3rOTOBUTE/Ib AomkeH 4OKYMEHTMPOBAaTb AU3aliH C A0CTATOYHON CTEMNEHbO AeTanm3aunm, C Lenbto
obecneyeHunss NpaBu/bHON peanm3aumn kaxaoro NMPOrPAMMHOIO BJTIOKA. [Knacc C]

5.4.3 Pa3pa6oTKa geTasibHOro gusaiiHa ans nHrepdeiicos

N3FrOTOBUTE/Ib fomxeH AOKYMEHTMPOBaTb Au3aliH tobbix nHTepdeiicoB mexay NPOIrPAMMHbBLIM
B/IOKOM 1 BHEWHNMM KOMMNOHEeHTamK (annapatHbIMU WA NPOrpaMMHbLIMU CPeAcTBamMu), a Takke JobbixX
nHTepdelicos mexay NMPOTPAMMHBIMA BJTOKAMW, KoTopbIlii AO/MKEH ObiTb [OCTATOMHO NOAPOGHLIM A/1A
npaBunbHoON peanmnsaunn kaxgoro MPOrPAMMHOIO BJ/IOKA un ero nHitepgoeiicos. [Knacc C]

5.4.4 BEPUOUKALNA petanbHOro gusaiiHa

N3rOTOBUTE/NIb pgomkeH BepuduumMpoBaTb W AOKYMEHTMPOBATb, YTO [AeTaslbHblii  Au3aliH
nporpammHoro obecnevyeHus:

a) peannsyeTr APXUTEKTYPY nporpaMMHOro o6ecneveHus;

b) He BcTynaeT B NpoTuBOpeuns ¢ APXUTEKTYPOW nporpammHoro o6ecnieyeHust. [Knacc C]

MpumevaHve - [na BbLINONHEHWA TpeboOBaHUSA &) MOXET OblTb  UCMOMNb30BaH aHaIn3
MPOCNEXNBAEMOCTW APXUTEKTYPbI k AeTasibHOMY An3aiiHy NporpaMMHOro obecneyeHus.

5.5* UmnnemeHTauyusa MPOrPAMMHbBLIX B/TOKOB

5.5.1 UmnnemeHTauua kaxgoro MNPOrPAMMHOIO B/TOKA .
N3rOTOBUTE/b gomkeH nvnaemeHTMpoBath kaxabii MPOMPAMMHbIV BJTOK. [Knacchkl A, B, C]
5.5.2 YctaHoBneHune NMNPOLUECCA BEPUD®UKALN MPOIrPAMMHOIO B/TOKA

N3rOTOBUTE/Ib p[omkeH YCTaHOBWUTL CTparterMu, MeToAbl W npoueaypbl Ans  Bepudmkaumm
MPOrPAMMHbBLIX BJIOKOB. Tawm, rge BEPUN®UKALWMA ocyuwecTBnsaetca nocpecTBOM TeCTUPOBaHUA,
npaBUIbLHOCTbL Npoueayp NPOBeAEHNsT TECTUPOBaHNS AomkHa 6biTb OLLEHEHA Ha agekBaTHOCTb. [Knaccel B,
C]

MpumevaHne - [donyckaetcs o06beAWHEHME WHTEerpauvoOHHOr0 TEeCTUPOBaHUA W TecTUpoBaHue
MPOrPAMMHOW CUCTEMbI B eAnHbIi nnaH 1 coBokynHocTb JEATE/IbHOCTW.

5.5.3 Kputepun npnemku MPOrPAMMHbBbIX B/TOKOB

N3FrOTOBUTE/Ib pomxeH yctaHOBUTH Kputepuu npuemkn ana NPOMPAMMHBIX B/IOKOB pgo wmx
WHTerpaumm B 6onee kKpynHole [MPOMPAMMHBIE COCTABHBIE YACTW 1 yaocTtoBepuTbCs, 4TO
MPOIrPAMMHBIE B/TOKW cooTBETCTBYHOT KpuTepusim npnemkin. [Knaccel B, C]

MpumeyaHwue - MNMpumMepbl KPUTEPUEB NMPUEMKN:

- VIMnneMeHTUpoBaHbl N TpeboBaHMA B NporpammMHOM Kofe, BKwyasd mepbl no YMNPABEHUIO

PUCKOM?

- CooTBeTCTBYET /M MPOrPaMMHbIA  KO4, npouedypaMm nporpaMMMpoBaHWs WU CTaHgapTam
KogoupoBaHuA?

5.5.4 lononHuTtenbHble Kputepun npuemkn MNPOrPAMMHbLIX B/TOKOB

Ecnn  petanbHbil  amsaliH  paspaboTtaH, W3FOTOBUTE/Ib p[omkeH BKAUATL B AM3aiiH
LONONHUTENbHBIE KpUTEPUN MPUEMKM, NPefHA3HAYEHHbIE:

- ANs NnpaBUbHON (COOTBETCTBYHOLLEN) NOC/1eA0BaTe/IbHOCTU COObITUIA;

- HeT nn B nporpaMMHOM Koge NpoTMBOpEUmnin ¢ npoekTom (gu3aiiHom) nHtepderica NMPOMPAMMHbIX
BNOKOB?
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- MOTOKA AaHHbIX M yNpaB/eHus;

- N1aHUpyemMoro pacnpefeneHma pecypcos;

- paboThbl ¢ owmnbkamu (onpeseneHvie owmnoKU, TIoKan3auus U BOCCTaHOB/EHNUE);

- HUUManm3aumm nepemMeHHbiIx;

- CamMOMarHoCTUKK;

- yNpaBsneHns namATbio U NepenosiHeHUA NaMaTw;

- F[PaHNYHbIX YC/I0BUIA.

[Knacc C]

5.5.5 BEP®UKALNA MPOrPAMMHbIX B/TOKOB

MN3rOTOBUTENIb  gomkeH  BbINONHATE  BEPUOUKALUMKO  TIPOTPAMMHbBLIX  BJIOKOB u
LOKyMeHTUpoBaTh pesynbraTsl. [Knacckl B, C]

5.6 MHTerpayua nporpaMmMHOro o6ecnevyeHusl U TeCTUpoBaHue UHTerpaumm

5.6.1 UnTerpauus NPOrPAMMHBIX B/TOKOB

N3FrOTOBUTEJ/Ib gomkeH uHTerpuposatb MNMPOIMPAMMHBIE BJIOKW cornacHo nnaHy wvHTerpauuu
(cm. 5.1.5). [Knaccel B, C]

5.6.2 Bepucmkayma vHtTerpaym nporpaMmmHoOro oGecrneueHus

N3rOTOBUTE/b pgomkeH Bepuduymuposatb, 4to NPOTPAMMHBIE B/IOKW 6b1AvM MHTErpMpoBaHbl B
MPOrPAMMHBIE COCTABHbIE YACTW w/vnn MPOMPAMMHYIKO CUCTEMY B COOTBETCTBMM C M/IAHOM
uHTerpaumm (cMm. 5.1.5), a Takke COXpaHuUTb 3anucu, CBUAETENLCTBYIOLME O MNPOBEAEHUN TakoW
Bepudpmkauun. [Knaccol B, C]

MpumeyaHve - [laHHan BepudurKaumsa 3akio4aeTcs TONbKO B MPOBEPKE BLIMOIHEHWUA MHTErpauun B
cooTBeTCcTBUM € MnaHom. Ota BEPUPUKALNA, ckopee Bcero, ocyllecTBnsieTcs B (DOPME Kakoro-nmoéo
KOHTPO/IbHOrO MepOonpuUATUA.

5.6.3 VIHTerpaunoHHoe TeCTUpoBaHue NPorpaMMHOro o6ecneyeHus

N3rOTOBUTE/Ib gonmkeH Tectuposatb nHTerpuposaHHbie NMPOIMPAMMHBIE COCTABHbLIE YACTIU B
COOTBETCTBUM C NAaHOM MHTerpauun (cm. 5.1.5) n gokymeHTUpoBaTh NosydyeHHble pesynbTtarbl. [Knaccel B,
C]

5.6.4 CoaepxaHue TeCTUPOBaHUSA NHTerpaLum NporpaMMHOro oGecneyeHus ‘ ‘

Mpn TecTMpoBaHMK UHTErpaummn nporpaMmHoro obecneveHns N3rOTOBUTE/Ib fomkeH ycTaHOBUTD,
yto wuHTerpuposBaHHas [MPOTPAMMHAA COCTABHAA UYACTb pyHKUMOHUPYET B COOTBETCTBUM C
npeAycMOTPEHHbIM Ha3HavyeHneMm. [Knaccol B, C]

MpumeyaHve 1 - NMpumepamu MOTYT CNYXUTb:

- Tpebyemasn (pyHKUMOHANBLHOCTL NPOrpamMMHOro obecneveHus;

- BbinosiHeHne mep no YMNPABIEHUWIO PUCKOM,;

- onpejeneHHas CUHXPOHM3aLmMsa 1 apyrue pexmmsl paboTsbl;

- onpegeneHHoe PyHKLMOHMPOBAHNE BHYTPEHHNX U BHELUHWUX UHTEPENCOB;

- TECTUPOBaHWE B HEHOPMaSIbHbIX YC/10BUAX, BKHOYask 060CHOBAHHO NPOrHO3MPYEMOe Henpasu/ibHOe
npumeHeHue.

MpumeyaHne 2 - BO3MOXHO O06bEAMHATL TECTUpPOBaHWE UWHTerpauuM W TecTMpOoBaHue
MPOrPAMMHOW CUCTEMbI B eanHbIii nnaH 1 coBokynHocTb JEATE/IbHOCTW.

5.6.5 OueHuBaHMe Npoueayp TECTUPOBAHUA NHTErpauyumu NporpaMMHOro oGecneyeHus

N3rOTOBUTE/Ib pomkeH OLUEHWBATbL npoueaypbl TECTMPOBaHUA WHTErpauuMM Ha afekKBaTHOCTb.
[Knacchl B, C]

5.6.6 NMpoBeaeHne perpeccCMoOHHOro TeCTMpPoBaHuA

Mo 3aBepLUEHM NUHTErPaLMN NPOrpaMMHbIX cOocTaBHbIX Yacteit, N3FOTOBUTE/Ib ao/mkeH NpoBecTu
PEFPECCNOHHOE TECTUMPOBAHWME, nogxopsdulee Asa AeMOHCTpauum TOro, 4YTO B paHee
WHTErpypoBaHHOM MporpaMMHOM o6ecrnevyeHnn He 6bIsin 06HapyxeHbl gedekTol. [Knaccel B, C]

5.6.7 CopgepxaHue 3anuceil B OTHOLUEHUN PErPECCUOHHOIO TECTUPOBaHUA

N3rOTOBUTE/Ib gomxkeH:
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a) [AOKyMeHTMpoBaTb pesy/braTbl TECTUPOBaHUSA (COOTBETCTBYET, HE COOTBETCTBYET U MNepeyeHb
AHOMA/INIY;

b) coxpaHWTb cyLLleCTBEHHbIE 3an1cK C Lerbio caenarb BO3MOXHbIM NMOBTOPHOE TECTMPOBAHNE;

C) yKasartb N1L0, KOTOPOe NMPOBOAMIIO TECTMPOBAHNE.

[Knaccel B, C]

MpumeyaHve - TpeboBaHne b) MOXET 6bITb BbINOMHEHO NyTEM COXPaHEHUS, HanpUMep:

- cneyndmkaumii TecToBOrO MpMMepa, MOKasblBaWLWNX Tpebyemble AENCTBUA N OXUAAEMblE
pesynbrarhl;

- 3anuceli 06 060pya0BaHUM;

- 3anucell 0 TECTOBOM OKPYXeHWM (BKIHOYAs MPorpamMmMHble WHCTPYMEHTHI), WUCMOSb3yeMoM npu
NpoBeLeHNN TECTUPOBAHUS.

5.6.8 icnonb3oBaHue MPOLIECCA pelueHusi npo6nem ¢ nporpaMmMHbIM o6ecnedyeHnem

N3rOTOBUTENb pomkeH BBogutb AHOMAJINW, o06HapyXeHHble BO BpeMs UHTerpaumm
nporpammHoro obecneyeHns un TecTUpoBaHusA wuHTerpaumn, B T[MPOLECC peweHua npobnem c
nporpamMmmHbIiM o6ecneveHnem. [Knaccol B, C]

MpumeyaHwne - cMm. pasgen 9.

5.7 TectuposaHne MPOrPAMMHOIN CUCTEMBbI

5.7.1 YcTaHOB/IeHNe TECTUPOBaHUA B OTHOLWWEHUN TPe6OBaHUiA K NPOrpaMMHOMY 06ecneyeHuto

a) [1s npoBefeHns TecTuposaHua NMPOrPAMMHOW CUCTEMbI U3FOTOBUTE/b ‘ ‘

[JO/MKEH YCTaHOBWUTb W BbINOMHUTL MEPEYEHb TECTOB, BbIPAXKEHHbLIX KakK BXOAHbIE [AaHHble, OXuAaemble
pesynbTarbl, KpUTEPUN NPUEMKM 1 MPOLEeAYPbI, C LEeblo yYeTa u oxBara TeCTMpOoBaHWeM BCex TpeboBaHWii K
nporpaMmMHoMy o6ecneueHmnio. [Knaccel A, B, C]

MpumevaHne 1 - [onyckaerca OObLEAMHATbL TeCcTUpOBaHWE WHTerpauuMm U TecTupoBaHue
MPOrPAMMHOM CUCTEMbI B efuHbliii nnaH U cosokynHocTb AEATE/IbHOCTU. Takke [4ONycTUMO
TecTupoBatb nporpaMMHoe obecneyeHne Ha 6onee paHHUX CTagusx.

MpumeuyaHve 2 - MoryT nNpoBOAUTLCA He TOMbKO TECTUPOBaHWA OTAeNbHbIX TpeboBaHWii, HO K
TeCTUPOBaHWSA KOMOUHaLMIF Tpe6oBaHWUii, 0COBEHHO eCIN MexXay TPeb60BaHNSAMM CYLLECTBYHOT 3aBUCUMOCTM.

b) M3rOTOBUTE/Ib gomkeH OUEHWUTbL apekBaTHOCTb cTparternii nposefgeHus BEPUOUKALVN n
TeCTOBbIX npoueayp.

5.7.2 NMpumeHeHne NMPOLIECCA pelueHus Nnpo6iem ¢ NporpaMmmMHbIM o6ecneveHnem

M3rOTOBUTE/Ib  nomkeH BeecT  AHOMAJIUW, OGHapyXXeHHble BO BPEMS  UCMbITAHWiA
MPOrPAMMHOW CUCTEMBbI, B MPOLIECC pelieHusi npo6siem ¢ nporpamMmmHbIM

obecneyeHnem. [Knacchl A, B, C] ‘ ‘

5.7.3 MNoBTOpHOE TECTMPOBaHUE NOC/IE BHECEHUA U3MEHEHUIA

MpU BHECEHUM W3MEeHeHuii Bxoae TecTuposaHus NMPOTPAMMHOW CUCTEMbI U3rOTOBUTE/b
OOJDKEH:

a) NoBTOPUTbL TECTUPOBAHME, BbINOMHUTL MOANMULMPOBAHHbIE TECTbl WKW AONOHUTENbHbIE TECTHI,
€C/I1 NPUMEHUMO, C LieNbo NPOBEPKN Pe3yNbTaTUBHOCTU BHOCUMbIX U3MEHEHWI A/18 UCnpasieHns npobnem;

b) npoBecTn cooOTBETCTBYyWOLLlEE TecTUpOBaHWe, Heobxogumoe A1 AeMOHCTpaumMm OTCYTCTBUA
BO3HWKHOBEHUA HenpeaHaMepeHHbIX MO60YHbIX 3(PGEKTOB;

C) BbINONHUTL cooTBeTCcTBYOWY0 AEATE/IbHOCTb no MEHEAXXMEHTY PUCKA, Kak ycTaHOB/EHO B
7.4.

[Knaccel A, B, C]

5.7.4 OueHusaHue TectuposaHusi MPOrPAMMHOI CUCTEMbI

N3rOTOBUTE/b gomkeH OLIEHNTb uenecoo6pasHocTb cTparternii BEPUOUKALIMA n npoueayp
TECTUPOBaHMS.

N3rOTOBUTE/Ib fo/mkeH npoBepuTb, YTO:
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a) Bce TpeboBaHMA K NporpaMMHOMY O6ecrneyvyeHuto 6bliM NMPOTECTMPOBaHbl UM UHBIM 06pa3oMm
BEPN®UNLIMPOBAHLI,

b) Bepytca 3sanucn no TMPOC/IEXWBAEMOCTW  wmexay Tpe6GoBaHusMM K NporpaMmHomy
ob6ecneyeHunto n Tectamm unu apyroin BEPUOUKALIMEW;

C) pe3ynbTaTthl TECTMPOBAHWS COOTBETCTBYIOT TPEBYEeMbIM KpUTEPUSIM NMPUEMKM.

[Knacchl A, B, C]
5.7.5 CopepxaHue otyeTa no TectuposaHuio MPOrPAMMHOW CUCTEMbI

[na obecneyeHnsn nostopsaemocTy TectoB USTOTOBUTE/b fAo/mkeH OKYMEHTUPOBATL:

a) CCbIIKM Ha KOHKPETHble MpoLeaypbl TECTMPOBaHWS C ykasaHuem Tpebyembix AeWcTBuiAi ©
OXWAAEMbIX Pe3y/LTaTOB;

b) pesynbTaThl TeCTMPOBaHUS (COOTBETCTBYET, HE COOTBETCTBYET 1 cnucok AHOMAJIN);

C) Bepcuo TECTUPYEMOro NPOrpamMMHOro o6ecneyeHus;

d) cooTBeTCTBYHOLME KOHUIYpaLMU TECTUPYEMOTO annapaTHoro 1 NporpaMMHOro obecneyeHus;

€) COOTBETCTBYIOLLME CPEACTBA TECTVPOBAHNS;

f) AaTy BbINO/IHEHHOTO TECTVPOBAHUS;

g) naeHTdmKaLmio N1La, OTBETCTBEHHOTO 3a NPOBEAEHME TECTUPOBAHMS 1 3aM1Cb €ro pesy/LTaToB.

[Knacchl A, B, C]

5.8* BbinycK NnporpaMMHOro o6ecrne4yeHuss Ha CUICTEMHOM YPOBHe
5.8.1 O6ecneyeHue 3aBepieHHocT BEPU®UKALIUA nporpamMHOro o6ecnevyeHusi

N3rOTOBUTE/Ib po Bbinycka MPOTPAMMHOIO OBECIMEYEHUA B ob6palweHne [O/mMKeH
obecneuntb, 4To6bl AEATE/IBHOCTb no BEPUOUKALINWM Bcero nporpammHOro obecneveHusi 6Gbina
NO/THOCTbLIO 3aBepLUeHa, a pesynbsTtarel 61 OLLEHEHDI. [Knaccel A, B, C]

5.8.2 [lOKyMeHTMPOBaHNe N3BECTHBLIX 0cTaTouHbIX AHOMA/TNA

N3rOTOBUTE/Ib gomkeH 3a0KyMEHTUPOBaTb BCe U3BeCTHble ocTtaTouHble AHOMAJINI. [Knacchl A,
B, C]

5.8.3 OLLEHMBAHWE unsBecTHbIX ocTaTouHbix AHOMANNIA

N3rOTOBUTE/Ib gonxeH obecneuntb, 4TOObl BCe W3BECTHble ocTaTtouHble AHOMAJN 6binin
OLIEHEHbI, ¢ uenbto obecneyeHnss OTCYTCTBMSI WX CMNOCOGHOCTM COAENCTBOBaTb BO3HMKHOBEHWIO
Heponyctumbix PUCKOB. [Knacchl B, C]

5.8.4 [lokyMeHTMpOBaHue BbinyLeHHbIX BEPCUN

N3rOTOBUTE/NIb pomkeH pdokymeHTupoBaTb BEPCUKO TMPOMPAMMHOIO OBECIMEYEHNA
MEAVUMHCKOIO U3LOENNA, koTopas 6yaet BbinyckaTbes. [Knacchl A, B, C]

5.8.5 [lokymeHTMpOBaHNe CO34aHUA BbIMyLEHHOrO NPOrpaMMHOro o6ecneyeHns
N3rOTOBUTE/Ib gomkeH OOKYMEHTUPOBATb MpoLenypy U OKpyxeHue (cpefy), ucnonb3yemble O/
€034aHu1s BbIMYLLEHHOIo nporpaMMHoro obecnevenus. [Knaccol B, C]
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5.8.6 OGecneuyeHne NONHOrO 3aBepLUeHUs AeATe/IbHOCTU 1 3aaau

N3rOTOBUTE/Ib pomkeH ob6ecneunTb BbinonHeHne Bceit AEATE/IBHOCTU un Bcex 3ALAUY,
BXOASALMX B COCTaB nnaHa paspaboTkm (Mnm naaHa TEXHMYECKON NoadepXXkm) NporpaMmMHOro obecrneyeHus,
Haps4y CO CBSA3aHHON C HUMK foKyMeHTauuei. [Knaccel B, C]

MpumeyaHue - Cm. 5.1.3.b).

5.8.7 Apx1uBupoBaHue NporpaMmMHOro oéecrneyeHus
N3rOTOBUTE/Ib fomkeH XxpaHUTbL B apxuBee:

a) MPOrPAMMHOE OBECMEUYEHVE MEAVLWHCKOIO W3AEAMSA u COCTABHOW YACTU
KOH®UTYPALINI;

b) pokymeHTauuo

B TeYyeHve Kak MWHUMYM cpoka cnyx6el NMPOMPAMMHOIO OBECMNEYEHWA MEAVUWMHCKOIO
N3AENNA, yctaHoBneHHoro U3FrOTOBUTEJIEM, nnn B Te4eHne cpoka, yCTaHOBIEHHOTO COOTBETCTBYOLLMMN
perynupytowmmm TpeboBaHnsamMu.

[Knacchl A, B, C]
5.8.8 O6GecneyeHne HaZEXHOW NOCTAaBKU BbINYLLEHHOrO NPOrpaMmmHOro oéecneveHus

N3rOTOBUTE/Ib pomxeH ycTaHOBUTbL Npouenypbl, ob6GecneunBatolime, 4YTOObI  BbiNyLEHHOE
MPOrPAMMHOE OBECMNEYEHWE MEOVLMHCKOIO U3AE/NNA 66110 nocTaBneHo nosb3oBartento (K MecTty
ero npumeHeHus)) 6e3 UCKaXeHWUA WU HeCaHKUMOHMPOBAHHOMO W3MEHEeHUs. 3TU npouesypbl [AO/KHbI
pacnpocTpaHsATLCA Ha MPOM3BOACTBO U Ob6palleHne co cpefactBamu, cogepxawwumn MNPOMPAMMHOE
OBECINEYEHVE MEOVUMHCKOIO U3OENVA, n Bkntoyatb, ecnv NnpUMeHUMo:

- co3/laHune Konuu;

- CpeficTBa MapPKUPOBKY;
- YNaKOBKY;

- 3aLUTY;

- XpaHeHue,;

- NOCTaBKY.

[Knacchl A, B, C] ‘ ‘

6 TexHnueckasa nogaepXxka NPorpaMmmMmHOro ooecneveHus

6.1* YcTaHOBNEHUE NjlaHa TEXHUUYECKOW NoaaepXKU NMPOrpamMmmMHOro oéecneveHus

N3rOTOBUTE/Ib gomkeH ycTaHOBUTb NAaH (MW MAaHbl) TEXHUYECKON NOoAAEepXKA MporpamMMHOro
obecneyeHuss ans BbinosHeHnsa JEATENBHOCTU n 3A0AY MPOLUECCA TexHu4eckoi noaaepkku. IToT
nnaH JO/MKEH CoAepXaTh:

a) npouenypsl:

- ANg nonyyeHus (yctaHoBNeHWs),

- JOKYMEHTUPOBaHUA,

- OLEHMBaHNS,

- NCMpaB/eHNs,

- OTCMeXMBaHNSA

no o6paTHOl CBS3WM, BO3HUKawLWen (ycTaHaBnmBaemoi) nocne Bbinycka [MPOFPAMMHOIO
OBECMEYEHUA MEANLINHCKNX N3OENNI;

b) kpuTepun ans onpegeneHns Toro, YTO oGpaTHasi CBSA3b SABASIETCA NPOOGNEMOIA;

¢) ucnonb3osaHue NMPOLIECCA MEHEO)XXMEHTA PUCKA nporpammHOro obecneyeHus;

d) ncnonb3zoBaHne MPOLIECCA pelieHus npobnem nporpaMmMHOro obecrneyeHus Ans aHaavsa u
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NPUHATUA peLleHnii no npobnemam, BO3HUKatLWWM nocne Bbinycka MPOTPAMMHOIO OBECMEYEHUSA
MEOVUNHCKNX N3OENNN;

e) ncnonb3osaHue MPOLIECCA meHempKMeHTa KOHGIUrypaLmm nporpamMmmHoOro

o6ecneuenns (pasaen 8) Ana ynpaenenus Mogudukaumamn cyliecTsyoLeil MPOrPAMMHOW CUCTEMBI; ‘ ‘

f) npouenypbl no OLLEHVMBAHWIO 1 npoBeaeHuio:

- 06HOBNEHMS,

- YCMpaB/IeHNS OLLNBOK,

- UCMpaB/ieHWi, BHOCMMbIX B KOAbl ("3annatku”, "natum"),

- MPU3HaHUA NporpaMmMHOro obecneyeHus yctapesLumm, obpawyeHuns ¢ NMOHT.
[Knaccol A, B, C]

6.2* AHanIM3 mogudmkaumm u npodnem

6.2.1 JoKymeHTUpOBaH1e 1 OLeHNBaHNEe OGpPaTHOI CBA3U

6.2.1.1 MOHUTOPUHT 06paTHON CBSA3M

N3rOTOBUTE/Ib [o/mKeH OCYLWeCTBMATb  MOHUTOPWMHT  obpatHoii  cBsis3u  MPOITPAMMHOIO
OBECINEYEHNA MEOVMUMHCKOIO W3AEJINA, BbinyweHHOro AN WCMNOMb30BaHMA MO  Ha3HaYeHMUIo.
[Knacchl A, B, C]

6.2.1.2 lokymeHTupoBaHue n OLLEHVBAHWE o6paTHoii cBA3N

O6paTtHaa cBA3b [Jo/mkHa OblTb OOKkyMeHTMpoBaHa u  OLIEHEHA ¢ uenbio  onpegenexus
CyLecTBOBaHUSA npo6nembl B  BbinyweHHom [MPOTPAMMHOM OBECMNEYEHUM MEAULIMHCKOIO
N3OENNA. Mobas

Takas npobnema fo/mkHa ObITb 3apernctpuposaHa B OTHETE O MPOB/IEMAX (cm. pasgen 9). OTUET O
MPOBJ/IEMAX pomxeH copepxartb hakTnyeckne nnvm BoO3MOXHble HeGNaronpusaTHble COObLITUS U OTK/TOHEHNS
oT cneumdmkaumu. [Knaccel A, B, CJ

6.2.1.3 OLEHVBAHWE BnnaHua OTYETOB O MNMPOBJ/IEMAX Ha BE3OMNACHOCTb

Kaxgbih OTUET O MPOBNEMAX pomkeH 6biTb OLEHEH c uenbto onpegeneHns ero BAWSHUS Ha
BE3OMNACHOCTb MPOIrPAMMHOIO OBECMEYEHUA MEAVUWHCKOIO W3AENWA, BbinyLleHHOro AN
NCNO/b30BaHMA MO Ha3HayeHuo (CM. 9.2), n TpebyeTcs M N3MEHEHMEe 3TOro NPOrpaMMHOro obecneyeHus gns
peweHus npobnemsl. [Knaccsl A, B, C]

6.2.2 icnonb3oBaHue MPOLIECCA pelueHusi npo6nem nporpaMmmMmHOro oéecneyeHus
N3rOTOBUTE/Ib gomkeH ucnonb3osatb NPOLIECC pelueHns npobnem nporpaMmmMHoOro obecneyeHus
(cm. pasgen 9) B oTHowweHun OTUETOB O NMPOBJIEMAX. [Knaccel! A, B, C]

MpumeuvaHve - Tpobnema MOXeT ykasbiBaTb Ha TO, 4yto MPOFPAMMHAA CUCTEMA wunn
MPOrPAMMHAA COCTABHAA UYACTb He 6bliM npaBu/ibHO OTHECEHbl K kiaccy 6e30macHOCTU
nporpaMMHoOro o6ecneyeHus. lpouecc peleHWss npo6aeMbl MOXET COCTOATb B W3MEHeHuW Kknacca
6e30nacHOCTM nporpammHoro obecneyeHus. Mocne 3aeepwerns MPOLIECCA nwboe n3MeHeHue knacca
6esonacHoctn MPOrPAMMHOIN CUCTEMbI nnn ee MPOMPAMMHOI COCTABHOW YACTW [ONMXHO 6bITh
U3BECTHO W JOKYMEHTMPOBAHO.

6.2.3 AHanus 3ANMPOCOB HA N3BMEHEHUE

B pononHeHwe k aHanusy, Tpebyemomy pasgenom 9, N3rOTOBUTE/Ib pomkeH aHaiv3npoBsatb
kaxablii 3AMPOC HA N3MEHEHWE c uenbio onpeeneHnst ero BAnsiHia Ha opraHusauuio, MPOrPAMMHOE
OBECMNEYEHVNE MEAOVUMNHCKOIO W3LOENNA, BbiNyWEHHOro ANA WUCNOMb30BaHWA MO Ha3HaAYeHUo, U
CVCTEMBbI, ¢ KoTopbiMKu OHO B3anmogencTayeT. [Knacchl A, B, C]

6.2.4 Opo6peHue 3ANPOCA HA UBMEHEHUE
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N3rOTOBUTE/Ib pomkeH OLIEEHUTb wu ogobpute 3AMNPOCblI HA W3MEHEHWA, koTopble
MoanrLmMpyoT BeinyweHHoe NMPOrPAMMHOE OBECNEYEHUE

MEANLIMHCKOIO U3AENUNA. [Knaccel A, B, C]

6.2.5 NHchopMumpoBaHue nonb3oBaTeneil u peryimpyowmx opraHoB

N3rOTOBUTE/b pomkeH naeHtudnumposaTs ofo6peHHblie 3AMNPOCHI HA

N3MEHEHWA, koTtopble BAuAoT Ha BbinyweHHoe MPOMPAMMHOE OBECIEYEHVE MEAVMLIMHCKOIO
N3OENNA.

Ecnu Tpebyetcs pervoHasibHbIM perynupoBaHveM, W3rOTOBUTE/NIb pomxeH WHGoOpMMpoBaThb
nonb3oBaresieil n perynnpyroLme opraHbi:

a) o obbix npobnemax B OTHOWEHWW BbinyweHHoro MNPOMPAMMHOIO OBECHEYEHNA
MEANUMHCKOIO N3AENNA 1 nocneacTBmax 4ANTENBHOIO NCMNOb30BaHUA HEM3MEHEHHOTO MPOAYKTA,;

b) o xapaktepe nO6bIX AOCTYMHbLIX M3MEHEHWT B BbinyweHHoM NMPOTPAMMHOM OBECIMEYEHUN
MEAVNUMHCKOIO U3AENA 1 0 ToM, Kak NoNyyYnTb N YCTaHOBUTL 3T U3MEHEHUA.

[Knaccbl A, B, C]
6.3* OcywecTBneHue mogucukaumm
6.3.1 icnonb3oBaHue ycTaHoBneHHoro NMPOLLECCA ocyliecTBneHus mogudmkauum

N3rOTOBUTE/Ib gomkeH naeHTndmymposatb 1 BbINoAHATL nobyo AEATE/IbHOCTD, ykasaHHyto B
pasgene 5, KOTopylo Heo6xoAMMO MOBTOPUTL B pesynbTate mogudmkaumm. [Knaccel A, B, C]

MpumeyaHne - TpeboBaHus B oTHoweHun MEHEI)KMEHTA PUCKA gns nsmeHeHuii nporpammMHoro
obecrneyeHus cMm. B 7.4. .
6.3.2 NMoBTOpHbIN BbiNyck MogucpuymuposaHHoii MPOMPAMMHOW CUCTEMbI

N3rOTOBUTE/b gomkeH Bbinyckatb Mogudmkaumm cornacHo 5.8. [Knaccol A, B, C] ‘ ‘

MpumeyaHne - Moandmkaum MoryT 6biTb peann3oBaHb! Kak YacTb NOJIHOW NOBTOPHO ‘ ‘

BbiNyLeHHoV MPOTPAMMHOW CUCTEMbl uan Kkak HaBop MoauchuKaumii, BKIIOUAIOWNA WN3MEHEHHble
MPOrPAMMHBIE COCTABHBIE HYACTW, a Taike WHCTPYMEHTSI, HeobxoAumble ANs1 YCTaHOBKN M3MEHEHMW
Kak Mogudpmkauum cyulectsytowein MPOrPAMMHOW CUCTEMbIL.

7 NPOLUECC MEHEOXXMEHTA PUCKA nporpaMMHOro oéecneveHus

7.1* AHanu3 nporpaMmMHOro o6ecneyeHns, CNOCOGCTBYIOLWEr0 ONACHbIM CUTYaLUAM

711 Wpentudmkauma MPOMPAMMHbLIX COCTABHbIX UYACTEW, Kotopble  MOryT
CMnoco6CcTBOBaTb BO3HUKHOBEHUIO ONMACHbLIX CUTyauuii

N3rOTOBUTE/Ib gomkeH naeHtndmuymposatb NMPOMPAMMHBIE COCTABHBIE YACTW, koTopble
MOryT Cnoco6CcTBOBaTb BO3HMKHOBEHMWIO OMACHbLIX CUTYaLUid, MAEHTU(MLUMPOBAHHbIX MPU OCYLLECTBEHUN
OJEATENBHOCTU no AHANN3Y PUCKA MEAVNUMHCKOIO UN3AENNA, kotopas AO/HKHA NPOBOAUTLCA
cornacHo ISO 14971 (cm. 4.2). [Knacchk! B, C]

MpumeyaHne - OnacHble cuTyauun MOryT ABAATLCA NpaMbIM cnegctevem otkasa NMPOMPAMMHOIO
OBECTIEYEHVA wnn BO3HMKHYTL B pesynstate oTkasa mep no YMNPABNEHUIO PUCKAMW, koTopble
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BKJ/THOYEHbI B MporpaMmMHoe obecrneyeHue.

7.1.2 WaeHTudpmkauma noteHUMa bHbIX MPUYMH, CNOCOOGCTBYIOLWNX BO3SHUKHOBEHUIO OMACHbLIX
cuTyaumii

N3rOTOBUTE/Ib fomkeH naeHTUULMpoBaTb NOTeHUNasIbHble NMPUUYUHBI, NO KOTOPbIM yKa3aHHbIe B
npegbiaywem nyHkte NMPOMPAMMHBIE COCTABHBIE YACTW moryT cnoco6ctBoBaTtb BO3HUKHOBEHWUIO
OnNacHbIX CUTyauuii.

MN3rOTOBUTE/Ib go/mkeH pacCcMOTPETb NOTEHUMasIbHbIE NPUYMHBI, BKKOYas, ec/i NPUMEHMMO:

- HEMpaBWJIbHYIO UM HEMOJIHYIO cneuudunkaumio QyHKLMOHaIbHOCTY;

- pedekTbl MNporpaMMHOro ob6ecnevyeHusi, NAeHTUMUUMPOBAHHbIE B ONpPeAeneHHbIX yHKLMAX
MPOrPAMMHOW COCTABHOW YACTW;

- OTKasbl WM HEOXMAAEMble pe3ynbraThl, ucxogawme ot NMOHIT;

- OTKasbl annapaTHbIX cpencTs wiu apyrue aedektsl MPOrPAMMHOIO OBECMNEYEHUNA, koTopble
MOTYT MPUBECTU K HEMpeacKasyeMbIM onepaumam nporpammHoro obecneyeHus;

- 060CHOBaHHO NPOrHO3MpyeMOe HenpaBuibHOE NPUMEHEHNE.

[Knaccol B, C]

7.1.3 OUEHMBAHUE ony6nukoBaHHbIX cnuckos AHOMA/IMIA MOHN

Ecnu otka3z wam ucxogawme ot MOHIM Heoxngaemble pesynbraTbl SABASTCA NOTEHUMa/TbHON
npuynHoin Toro, uto NMPOrPAMMHAA COCTABHAA YACTb MOXeT cnocobcTBoBaTb BO3HUKHOBEHUIO
onacHbIx cuTyaumii, To UBTOTOBUTE/Ib gomkeH OLIEHVBATb kak MUHUMYM o601 cnncok AHOMANNW,
ony6/MKoBaHHbIN NocTaBLWMKOM anieMeHToB MOHTI, ncnonbdyembix 8 MEANUMHCKOM U3AENTNN, 4To6bI
onpefenuTb, NPUBOAUT NN nto6asi U3 nssecTHbix AHOMAJIVI k nocnepoBaTensHOCTU COBbLITHI, KOTOpbIe
MOTyT NPUBECTU K onacHon cutyauun. [Knaccel B, C]

7.1.4 lokymeHTUpoOBaHne noTeHynanbHbIX NPUYMH

N3rOTOBWUTE/Ib ponmxeH gokymeHTuposath B ®ANNE MEHEIKMEHTA PUCKA noTeHupasibHble
npuynHbl, No kotopbiM NMPOTPAMMHAA COCTABHAA YACTb MoxeT cnoco6CcTBoBaTb BO3HWKHOBEHUIO
onacHoli cutyauum (cm. ISO 14971). [Knaccel B, C]

7.2 Mepsbi no YMPAB/TEHNIO PUCKOM

7.2.1 OnpepaeneHue mep no YNPAB/TIEHNIO PUCKOM

B OTHOLUEHUM Kax/oro Ciyuyasi, 3apeructpupoBaHHoro B GANE MEHEIKMEHTA PUCKA, npu
kotopom [MPOIrPAMMHAA COCTABHAA UYACTb MOXeT cnocobeTBoBaTb BO3HWKHOBEHWMO OIMACHOU
CUTYAUNN, N3TOTOBUTE/Ib fo/mkeH onpeaennTs n

JokymeHTUpoBaTtb Mepbl no YMPAB/TIEHKO PUCKOM B cootsetcTBum ¢ ISO 14971. [Knaccel B, C]

MpumevaHne - Mepbl no YMPABMIEHAKO PVCKOM MoryT 6bITb peasin3oBaHbl B annapatHbIX
cpefcTBax, NporpaMmmMHOM obecneyeHnmn, paboyeli cpege Win B UHCTPYKLUSIX NOMb30BaTess.

7.2.2 Mepbl no YNPAB/IEHUHO PUCKOM, peanusoBaHHble B NporpaMMHOM o6ecnevyeHumn

Ecrm mepa no YMPABJIEHVKO PUCKOM peanusyloTcs kak uacTb pyHkumii NMPOMPAMMHOW
COCTABHOW YACTW, To UBFOTOBWUTE/Ib AonXeH:

a) BKounTb Mepy no YMPABJIEHNIO PUCKOM B TpeboBaHWs K NporpaMMHOMY 06ecneyeHuto;

b) HasHauuTb Kaxgoli MPOrPAMMHOWM COCTABHOW YACTW, koTopas cnoco6CTBYeT peanmsaunm
mepbl no YMPABNEHUKO PUCKOM, knacc 6e30macHOCTVM MPOrpaMMHOr0 O6ecneveHunsi, OCHOBaHHbI Ha
PUCKE, koTopbiM ynpasnsieT gaHHas mepa no YNPAB/IEHNKO PUCKOM (cm. 4.3 a);

c) paspabotarb NMPOrPAMMHYHO COCTABHYHO YACTbL B cOOTBETCTBUU C pa3genom 5.

[Knaccol B, C]

MpumeuaHne - 3TO TpeboBaHMEe obGecneynBaeT [AOMOSHUTENbHOE YTOYHEHWEe TpeboBaHuii no
YMNPABNTEHHO PUCKOM B ISO 14971.

7.3 Bepucdukauyuma mep no YNPABTIEHUKO PUCKOM

7.3.1 NMpoBeaeHne Bepudmkaumu mep no YNPABMEHUO PUCKOM

BbinonHeHne kaxagoi mepbl no YMNPAB/EHNKO PUCKOM, AOKYMEHTUPOBAHHON B 7.2, AO/MKHO ObITb
BepudmumpoBaHo, a cama BEPUOUKALUMA pomkHa 6bITb gokyMeHTMpoBaHa. MIBTOTOBUTE/b pomkeH
npoaHanusmposatb Mepbl no YMNPABNEHUIO PUCKAMW wn onpegenutb UX CNOCOGHOCTb MPUBECTU K
BO3HUKHOBEHMIO HOBOW OMACHOW CUTYALIMI.

[Knacchl B, C]
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7.3.2 lokymeHTUpOBaHMe No6bIX HOBbIX NOC/IeA0BaTe/IbHOCTEN COObITUIA

He npumeHseTca.

7.3.3 JokymeHTUposaHue NMPOC/TIEXKUBAEMOCTU

N3rOTOBUTE/Ib fomkeH COOTBETCTBYHOLLMM 06pa3omM fokyMeHTuposaTs NPOC/EXXVBAEMOCTDL B
oTHoweHun ONACHOCTEW nporpaMMHoro o6ecneyerms:

- OT onacHoii cutyauun 4o MPOrPAMMHOWM COCTABHOW UACTW;

- oT MPOrPAMMHOW COCTABHOW YACTW 0 KOHKPETHO NPUUMHBI B MPOrPaMMHOM 06ecneueHunm;

- OT NPUYMHbI B NPOrpamMmMHOM obecneyeHun go mepbl no YMPABTEHUHO PUCKOM;

- oT Mepbl no YMNPABJ/IEHVIO PUCKOM pgo BEPUN®UKALUWMW mepbl no YIMPABJEHNKO PVICKOM.
[Knaccbl B, C]

MpumeyaHue - Cm. 1ISO 14971:2007, otyetr no MEHEIDKMEHTY PUCKA.

7.4 MEHEDKMEHT PUCKA B OTHOLIEHUN U3MEHEHMWIA MPOrpaMMHOro o6ecneyueHus

7.4.1 AHanus usmeHeHuin MPOrPAMMHOIO OBECMNEYEHUA MEAVULWHCKOro U3AENUNA B
oTHoweHnn BESOMACHOCTUA

N3FrOTOBUTESNIb o06sa3aH aHanusvnpoBaTb W3MeHeHus B MNPOMPAMMHOM OBECMEYEHUN
MEOVLNHCKOIO N3AENNA (Bkntouas MOHI) ¢ uenbio onpeaeneHuns:

- CYLLeCTBOBaHMS He BbISIBMIEHHbIX paHee MNpUYMH, CNOCOOGCTBYHOWMX BO3HWKHOBEHWIO OMNaCHOW
cuTyauuu;

- TpebyoTca N1 AONOHUTENbHbIE NMporpaMMHble Mepbl No YMNPAB/IEHNKO PYICKOM.

[Knaccbl A, B, C]

7.4.2 AHanns3 BAUAHWUA U3MEHEHWUI NPOrpamMMHOro ob6ecrneyeHnsi Ha BbIMNOJSIHEHHbIE Mepbl MO
YMNPABJ/TIEHNO PACKOM

N3rOTOBUTE/Ib pgomkeH aHanM3MpoBaTb WM3MEHEHUS MpPOrpaMMHOro obecnedeHusi, BKHO4as
n3meHeHus MOHM, ¢ uenbio onpeaeneHns BO3MOXHOCTU KOHMINKTA MOAUULMPOBAHHOIO MPOrpaMmMHOro
obecneyeHus 1 BbINoO/HEHHbLIX Mep no YMPABJ/IEHNIO PUCKOM. [Knaccel B, C]

7.4.3 Ocyuwectenedne JAEATENbHOCTU no MEHEOXMEHTY PUCKA, oCHOBaHHOW Ha
pesynbratax aHanusa

N3rOTOBUTE/b pgonxeH ocywectsutb ymecTtHyto JEATE/IbHOCTb no MEHEIXKMEHTY PUCKA,
KoTopas onpefeneHa B 7.1, 7.2 n 7.3, OCHOBaHHY0 Ha pe3ynbrarax nposefeHHoro aHanusa. [Knaccel B, C]

8* MPOLIECC meHemXMeHTa KOH(uUrypawumm nporpaMmmMmHoOro oéecneveHus
8.1* UpeHTudmkaymnsa KoHcurypaumm .
8.1.1 YctaHoBneHune cpeactB ngeHtucdpukaumm COCTABHOUN HACTU KOHOUTYPALIUN

M3rOTOBUTE/Ib fomkeH YCTaHOBUTL CXemy yHVviaanoﬁ NOeHTUdMKaL MU NoANexXalmx ynpasneHuto
COCTABHbIX YACTEN KOHOUTYPALMWN n nx BEPCI B cOOTBETCTBUM C

naaHMpoBaHNeM pa3paboTkM 1 KoHGUrypaumm, yctaHoeneHHom B 5.1. [Knaccel A, B, C]

8.1.2 NgeHTudpukauyma MNOHMN

Ans kaxgoii COCTABHOW UYACTU KOH®UMYPALIMW MOHNM, koTopbiii 6yAeT MCnonb30BaThkes,
BK/to4as 6nbnmoTtekn ctaHgapToB, MSTOTOBUTE/b go/mkeH AOKYMEHTUPOBATb:

a) HaMMeHOBaHWe;

b) NSTOTOBUTENSA;

C) YHMKaNbHbI yYKka3aTenb (0603Ha4veHne) MOHTIT.

[Knaccel A, B, C] ‘ ‘

MpumeyaHve - YHuKanbHbIM ykasatenem MNMOHI moxeT 6biTb, Hanpumep, BEPCUA, aata Bbinycka,
HOMep nartya uav 0603Ha4YeHe MoAepHU3aLUN.

8.1.3 geHTupUukauma gokymeHTauumm koHdurypaummn CUCTEMbI

N3rOTOBUTE/b gomkeH gokymeHTuposatb Ha6op COCTABHbIX YACTEN KOHOUTYPALIAN 1 nx
BEPCWI, Bxogswmx B coctas koHdurypaumm MPOrPAMMHOW CUCTEMbI.

[Knaccbl A, B, C]

8.2* YnpaBneHne nameHeHnAMun

8.2.1 OpgoGpeHue 3ANPOCOB HA USMEHEHUA
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N3rOTOBUTE/Ib moxeT nameHsats COCTABHbIE UACT KOHOUTYPALNWN,
NAEHTUULMPOBaHHBIE KaK Moj/iexallye ynpasneHuio coriacHo 8.1, To/bKO Noc/e Toro, Kak ‘ ‘

6ynet onobpeH 3AMPOC HA MBMEHEHUSA. [Knacchkl A, B, C]

MpumeyaHue 1 - Pewenune ogobpute SANMPOC HA N3MEHEHWA mMoxeT 6bITb yacTbio MPOLIECCA
yrnpas/ieHNss N3MeHeHUAMU um yactbio gpyroro NMPOLIECCA. 3T0T nognyHKT TpebyeT TO/IbKO TOro, YToobl
0406peHne N3MEHEHMS NPeALEeCTBOBASIO Er0 BbIMOTHEHMIO.

MpumeuaHue 2 - B oTHoweHun SANMPOCOB HA MSMEHEHWA Ha pa3HbIx cTagnsax

XKM3HEHHOTO UMKNa MOryT MCnonb3oBatbcs pasnuyHblie MPOLECCHI ogobpeHusi, kak 3TO YyCTaHOB/IEHO B
nnaHax, cMm. 5.1.1d) n 6.1 e).

8.2.2 OcyuiecTB/ieHNEe N3MeHeHU

N3FOTOBUTE/Ib pormkeH ocyllecTBUTb U3MEHeHWe Tak, Kak 3To onpegeneHo B 3AMNPOCE HA
N3MEHEHUNA. N3TOTOBUTE/Ib pomkeH naeHTuduuuposaTb U BbINOAHUTE by AEATE/IBHOCTD,
KOTOPYI HY)XHO MOBTOPUTb M3-3a NPOM3BEAEHHbLIX U3MEHEHWUIA, BK/OHAS M3MEHEHME Knacca 6e3onacHoCTU
MPOrPAMMHbIX CUCTEM u MPOIPAMMHbIX COCTABHbLIX YACTEW. [Knacckl A, B, C]

MpumeyaHne - [aHHbIA NOAMYHKT YCTaHaB/IMBAET, Kak N3MEHEHME AO0/HKHO ObiTb peanM3oBaHo A/1s
obecneyeHuss Hagexalwero ynpasneHuss U3MeHeHUsIMU. 3TO He O3Ha4yaeT, YTO BHegpeHue (peanmsauus)
SABNSETCA HeoTbemnemoii 4yactbto MPOLIECCA ynpaBneHus M3MeHeHusiMK. Tpu BHEAPEHUN [O/KHbI
1ncnonb3oBaTtbes 3annaHmposaHHble NMPOLECCHI, cm. 5.1.1 e) n 6.1 e).

8.2.3 BEPUDUKALNA nameHeHnii

MN3rOTOBUTE/Ib gomkeH nNpoBepsiTb M3MEHEHWS, BK/OYasi NOBTOpeHue noboii BEPUOUKALINW,
KoTopasi cTana HeAelCTBUTENbHON NOoc/ie BHECEHUA U3MEHEHUIA, a Takke yaennTb BHUMaHune 5.7.2 n 9.7.
[Knacchl A, B, C]

MpumeuaHve - [aHHblA nognyHKT TpebyeT Tonbko BEPUGUKALIMW  n3meHeHuii. OH He
nogpasymesaetr Toro, 4to BEPUOUKAUWNA - Heotbemnemasas uvactb [MPOLUECCA ynpasneHus
n3meHeHnsamn. BEPUNOUKALIMA aomkHa ucnonb3osarb 3annaHupoBaHHble NMPOLUECCHI, cm. 5.1.1 a) n 6.1
e).

8.2.4 O6ecneueHune cpeagcteamu gnsa MPOCNEXXUBAEMOCTW n3meHeHwni

N3rOTOBUTE/Ib gomkeH nogaepXxunsarb 3anmcy 0 B3anMOCBA3AX U 3aBUCUMOCTAX MeXAy: ‘ ‘

a) SANMPOCAMUN HA N3BMEHEHWE,
b) cootBeTcTRYOWMMN OTYETAMU O MPOBJIEMAX,
¢) ogo6perHnsamn 3ANMPOCA HA NBMEHEHUE.

[Knacchbl A, B, C]

8.3* Yuet cTtaTtyca KoHdurypaumm
M3FOTOBUTEJIb pomkeH coxpaHATb BOCCTaHaB/VBaeMble 3anucu 06 ucTOpMM ynpaBsieMbIX
COCTABHbIX YACTEWN KOH®UTIYPALIMI, Bkntouas koHurypaumio CUCTEMBI. [Knaccsl A, B, C]

9 NMPOLIECC pelueHus npo6nem nporpaMmmMHOro oéecneveHus
9.1 NogrotoBka OTYETOB O NMPOB/IEMAX

N3rOTOBUTE/Ib pomkeH nogrotoBute OTUET O MPOBJ/IEMAX B OTHOLWIEHMM KaxAaol npobrembl,
obHapyxeHHon B T[MPOTPAMMHOM OBECMEYEHUWM MEANUMHCKOIo W3AENNA. OTYETblI O
MPOBJIEMAX [0/MKHbI BKNKOYATb 3ak/loyeHne O KPUTUYHOCTM (Hanpumep, BAVSHWE Ha (PYHKUMOHANbHbIe
xapaktepuctukm, BE3OMACHOCTb unu 3AWLMUEHHOCTD), a Takke Apyryto MHopmMaLmio, KoTopas MOXeT
nMoMOYb B pelleHWn npobnembl (HanpyMep, 3aTpPoHyTble YCTPOWCTBA, 3aTPOHYyTOe BChnoMoratesibHoe
obopypoBaHue). [Knaccel A, B, C]
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MpumeyaHue - Mpobnembl MOryT ObITb OBHapYXXeHbl 0O WX MOC/e BbiNycKa, BHYTPWU opraHu3auum
N3rOTOBUTEJIA nnn BHe ee.

9.2 UccnepoBaHne npo6iemMbl

N3rOTOBUTE/Ib gomxkeH:

- uccnegosarb NPobnemy 1, eCnm BOSMOXHO, ONPeennTb NPUYMHBI;

- OUEHNTb Bnusinme npobnembl Ha BE3OMACHOCTb, ucnonb3ys MPOLIECC MEHEO)KMEHTA
PWCKA (pa3gen 7);

- JOKYMeHTNpoBaTh pe3ysbTarbl UCCNef0BaHUA N OLLEHKU;

- co3gatb 3AMNPOC (3AMNMPOCHLI) HA USMEHEHWME B OTHOWEHWM AEWCTBWIA, HEOOXOAMMBIX OIS
ucnpasneHns npoénembl, WM OOKYMEHTUPOBATb OOBLACHEHWE TOro, MNOYeMy HUKakue L[elcTBUA He
npeanpuHAThl. [Knaccel A, B, C]

MpumevaHve - Mpobnema He 06s3aTeNnbHO Ao/MKHa ObiTh mMcnpasneHa N3FOTOBUTEEM, yTo6bI
cootBeTcTBoBaTh [MPOLECCY pelweHus npobneMm nporpamMHOro obecneyeHnsi, nNpu ycroBuKM, 4TO
npob6nema He ABNSAETCA BaxkHON Ansa obecnedeHnss BE3OMNACHOCTW.

9.3 KoHCcynbTupoBaHue 3anHTepecoBaHHbIX CTOPOH

Ecnn  npumennmo, W3TOTOBUTE/Ib p[o/mkKeH KOHCYNLTUMPOBATh 3avHTEPEeCOBaHHble CTOPOHbI
OTHOCUTENBbHO cyLlecTBytoLeli npobnemsl. [Knaccel A, B, C]

MpumeyaHne - Mpobnemsbl MOryT 6bITb OGHapPYXEHbI 4O WM MOC/E BbiNycka, BHYTPW OpraHu3auun
N3FTOTOBUTENA wnn BHe ee. N3NOTOBUTEJIb cam onpepenser 3avHTepecoBaHHble CTOPOHbl B
3aBMCUMOCTM OT CUTyauuu.

9.4 icnonb3oBaHUe npouecca ynpasneHUuss UsSMeHeHUsIMun

N3rOTOBUTE/Ib gomkeH ogobputb n ocyuwiecteutb Bce 3AMPOCHI HA USMEHEHUA, cobnogas
TpebosaHua NMPOLIECCA ynpasneHns nsmeHeHusamu (cMm. nyHKT 8.2). [Knaccol A, B, C]

9.5 NopaepxaHne 3anucem

N3rOTOBUTE/Ib pomkeH nopgepxusarb 3anncu B oTHoweHun OTYUYETOB O TMMPOBJ/IEMAX wu
NPUHATLIX peLueHnsax, Bknoyasa nx BEPUOUKALIIO.

Ecnv npumennmo, U3FTOTOBUTE/b fomkeH 06HoBAATL AN MEHEDKMEHTA ‘ ‘

PUCKA. [Knacchbl A, B, C]

9.6 AHa/IM3 NpoGieM Ha NpeaMeT BbisiBIEHUA TEHAEHLMIA

N3rOTOBUTEJ/Ib po/mkeH npoBoAWTbL aHasiv3 € Lenbio onpegeneHva teHaeHumn B OTYETAX O
MPOB/NIEMAX. [Knacchl A, B, C]

9.7 BEPUPUKALNSA peneHnsa npobsieM nporpaMMHOro o6ecneveHus

- N3rOTOBUTE/Ib gomkeH BepurLnpoBaTh peLleHns C Lesblo onpeaeneHns:

- Bblna i npobrieMa pelleHa u 611 in 3aBepweH OTUET O MPOBJIEME;

- 6b1IM NN NPeoAoseHbl He6NaronNPUATHbIE TEHAEHLMY;

- 6611 i BAMNPOC HA N3MEHEHWSA peannsosaH B cooTBeTcTBytoWweM NMPOTPAMMHOM

OBECMEYEHU/ MEAVNLUNHCKUX N3AENNN n AEATENIHOCTWY; ‘ ‘

- MOABUINCH NN [ONOSHUTEIbHbIE NPO6EMBI.
[Knaccol A, B, C]
9.8 CoaepxaHue fOKyMeHTaLuMu Nno TeCTupoBaHuio
Mpy npoBefeHUM TecTUpOBaHWA, MPU MNOBTOPHOM TectuposaHun wnun PEMPECCUMOHHOM
TECTUPOBAHUW MPOMPAMMHbIX COCTABHbIX YACTEN n CUCTEM, cnegylowmx 3a U3MeHEeHWeM,
N3rOTOBUTE/Ib fomkeH BKAKUYNTL B JOKYMEHTALMIO NO UCTbITAHUAM:
a) pesy/ibTarbl TECTUPOBaHUS;
b) o6HapyxeHHble AHOMANI;
¢) BEPCUIO TecTupyemoro nporpaMmmMHOro obecneyeHus;
d) cooTBeTCTBYIOLLME annapaTHble U TECTOBbIE KOH(IUIYpaLumn NporpaMMHOro obecneyeHus;
€) COOTBETCTBYIOLLME UHCTPYMEHTBI TECTUPOBAHNUS;
f) 4aTy npoBefeHus TeCTUPOBaHUS;
0) naeHTuduKauuno Nuua, NPOBOAMBLIETO TECTUPOBaHME.
[Knaccol A, B, C]
MpunoxeHve A
(cnpaBo4Hoe)
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OGocHOBaHMe Tpe6GoBaHMIl HACTOSALLEro cTaHaapTa

B AaHHOM NpuUIoXeHUn npuBeseHo 060CHOBaHME NOOXKEHWIA HACTOSLLEro CTaHAapTa.

A.1 O6ocHOBaHue

OcHOBHbIM  TpeboBaHVeM HacTOAWEero CcraHgapTa SBNASETCA  BbINOMHEHWE  COBOKYMHOCTU
MPOLIECCOB, «koTOopble HagnexuT npuMEHATb Npu  paspaboTke U TEXHWYECKOW noadepXxke
MPOrPAMMHOIO OOBECIMNEYEHNA MEANLINMHCKOIO U3AENUS, a Takke Bbibop aTux NMPOLIECCOB,
ncxoast n3 PUICKA ans nauueHToB M TPETbUX Nnu,. ITO CrieayeT U3 TBEPAOro yo6exaeHns B TOM, UTO ANns
yCcTaHoB/1eHNsA 6e30NacHOCTY (DYHKLMOHUPOBAHMSA NPOrpaMMHOro obecneyeHns O4HOro b TeCTUPOBAHUSA
HeAoCTaTouHO.

MPOLIECCHbI, Tpebyemble HACTOALWMUM CTaHAAPTOM, MOXHO pa3fenuTb Ha ABe KaTeropuu:

- MPOLECCHI pna onpegeneHns PUVICKOB, BO3HMKalOWMX OT  (OYHKLUMOHWPOBAHWSA  KaXXAoW
MPOrPAMMHOI COCTABHOW YACTW B nporpaMMHOM o6ecneyeHunm;

- MPOLUECCHI pna cHwkxeHWs BEpOSATHOCTM OTKasa MnporpaMMHOro obecrnedveHus AN Kaxaow
MPOrPAMMHOW COCTABHOW UYACTW, BbIGpaHHbIe Ha OCHOBE 3TUX onpefeneHHbIx PUCKOB.

HacTtoswuin ctaHgapT TpebyeT, 4ToObl NepBas Kateropusi NPOLLECCOB BbINo/HANACk Ans nboro MO
MEOVLIMHCKX W3AENNN, a BTOpasA Kateropmsi - TO/IbKO /19 BblopaHHbiX MPOMPAMMHbBIX
COCTABHbIX UACTEW.

CnepoBarenbHO, [719 COOTBETCTBMA  HaCTOALWEMY CTaHA4apTy [O/DKeH OblTb  peasn3oBaH
[OKyMeHTUpoBaHHbIli  AHAJIN3  PUCKOB, unaeHTUMUMpYOWMA  Npeackasyemble  Moc/efoBaTe/ibHOCTY
COObITWIA, CBA3AHHbIE C HA/IMYMEM MPOrPaMMHOT0 06ecneyeHunsi, KoTopble

MOryT npusectn kK ONMACHOW CUTYALIUW (cm. I1ISO 14971). OMACHbIE CUTYALIUI, koTopble ‘ ‘

MOTryT ObITb KOCBEHHO BbI3BaHbl NPOrpaMMHbIM 06ecrnedeHnem (HanpumMep, MyTeM NpeaocTaB/eHns
BBOZAALLEA B 3abnyxaeHne nHgopmaumu, KOTopas MOXET MPUBECTM K HAa3HAYEHUID HEBEPHOIO JleYeHUs),
[OO/MKHbI 6bITb BK/OYEHbI B 3ToT AHA/IN3 PUCKOB.

Bca OEATE/NIbHOCTbL Tpebylowascsa B pamkax nepsoii kateropun NMPOLIECCOB, o603HadeHa B
HOopMaTMBHOM TekcTe Kak "[Knaccel A, B, C]", yka3biBas, UTo OHa TpebyeTcs BHe 3aBMCUMOCTU OT K/lacca
6e30MacHOCTM NPOrpamMMHOro obecrnevyeHunsi, K KOTOPOMY OHa OTHOCUTCS.

LEATENBbHOCTb TpebyeTcs a5 knaccos A, B 1 C no criegytowmmM npuynHam;

- OEATE/IbHOCTb co3gaeT nnaH, uMmewwmii oTHoweHne kK MEHEIDKMEHTY PUCKA wunu
Knaccudpmkaumm nporpammMHoro obecneyeHnsi no 6e3onacHoCcTy;

- OEATENIbHOCTb npousBoguT pe3y/nbTaTr, KOTOPbI  SBMASETCS BXOAHbIMW  AAHHbIMW  OJ1s
MEHEI)KMEHTA PUCKA unu knaccudmkaumm 6e30nacHOCT NporpaMmMHOro o6ecneyeHus;

- AEATENBbHOCTb sBnsetca yactbio MEHEOXKMEHTA PUCKA nnn knaccudmkalmm 6e3onacHocTm
nporpammHoro obecrneyeHus;

- DEATENBbHOCTb ycTaHaBnvMBaeT CUCTEMY YyMNpaBfeHUs, OOKYMEHTaUMU WM BeLeHWs 3anucei,
Kotopasa nopaepxusaetr MEHEIKMEHT PUCKA wnu knaccudpukaumio 6e30nacHOCTM NporpamMmmHoro
obecneueHus;

- AEATENIbHOCTb 06bI4HO MMEET MECTO, Korga Knaccugukaums cBa3aHHoOro ¢ Held MO Hen3BeCTHa;

- JEATE/NIbBHOCTb MOXeT BbI3BaTb U3MEHeHMe, NpuBoAsLlee K U3MEHEHUIO knacca 6e30nacHOCTU
CBSI3aHHOrO C Heli NporpamMmmMHOro obecneyeHnsi. ATo BKAKYAET 0OHAPYXXEHNE N aHa/IM3 NPO6/IEM CBA3AHHbIX
¢ 6e30nacHOCTLIO NOC/Ie BbIMyCKa.

Opyrve TPOLECCHI, Tpebywouwumecs Toneko ans MPOMPAMMHBIX CUCTEM wuwnu  pns
MPOrPAMMHbBIX COCTABHbIX YACTEW, knaccudmumpyloTcs Kak knaccbl 6e3onacHoctv B wam C.
OEATENBbHOCTD, Tpebywuwascs kak yactb atux MNMPOLIECCOB, ykasaHa B HOPMaTWMBHOM TEKCTE Kak
"[Knaccel B, C]" nnn "[Knacc C]", yka3biBasi, 4TO OHa TpebyeTcs B 3aBUCUMOCTM OT kacca 6e3onacHocTu
nporpammHoro obecrneyeHus, K KOTOPOMY OHa OTHOCUTCS.

OEATENBHOCTb TpebyeTca BbIOOPOYHO ANs NporpamMmmHoro obecneveHus knaccos B m C no
cneaylowmm npuymMHam:

- AEATENbHOCTbL noBbllaeT HaAeXHOCTb MporpaMMHOro obecnedeHus, Tpebysa 6onbluei
JeTanbHOCTW Unn 60/bLUel TOYHOCTM B Au3aiiHe, TecTupoBaHuu nam apyroii BEPUGUKALNN;

- [OEATE/NBHOCTb sABnsieTca ynpaBieHYecKoil, noafepXuBatoLWeli Apyrylo  [esaTeNbHOCTb,
Tpebyemyto n1a knaccos B n C;

- AEATENBbHOCTb nogaepxvnBaeT KOppeKkLmio cBa3aHHbIXx ¢ BE3OMACHOCTbLIO npobnewm;

- AEATE/IbHOCTbL ob6ecneumBaer BefeHuWe 3anuceil No nNpoekTy (gausaiiHy), umnaemeHTauumm,
BEPUNOUKALWI n Bbinycky cBazaHHoro ¢ BE3ONMACHOCTBHO nporpammHoro obecneveHms;

OEATENNbHOCTb TpebyeTcs BbIGOPOYHO A5 knacca C no crieaylwmm npuymHam:

- QEATE/NIbHOCTb ewe 60nblie nobiwaeTr HagexHocTb CUCTEMbI, Tpebya 6onee TuwjatesibHOro,
unn 6onee TOYHOro, UM 6os1ee BHUMATEIbHOMO OTHOLLEHMS K OTAEMNbHbIM BOMPOCaM MpoekTa (au3aiiHa),
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TecTupoBaHus unn apyroin BEPUOUKALINNA.

Cnepyet otmMeTuTb, 4YTo BCe MPOLIECCHI n AEATE/IbHOCTb, ykaszaHHble B HacToswem craHaapTe,
ABNAIOTCA 3HAYMMbIMKU 451 obecnedyeHns paspaboTkM M TEXHUYECKOW NOAAEPXKKN BbICOKOKAYECTBEHHOIO
nporpaMmmMHoro o6ecnedyeHuns. OTcyTcTBME MHOrMX M3 atnx NMPOLECCOB n AEATE/IbHOCTW B kayectBe
TpebosaHwuii gnsa MO knacca A He NnogpasymMeBaeT, YTO 3TK

MPOLUECCHI n JEATE/IbHOCTD He ABNAKOTCA BaXXHbIMU UM HE peKoMeHAyTCA. X ‘ ‘
oTcyTcTBMe onpasaaHo TeM, 4to BESOMNACHOCTbD un pe3ynsratMBHOCTL NporpamMmmMHoOro
obecneyeHus, KOTOpoe He MOXeT 6biTb NpuunHoin ONACHOCTW, MmoxHO obecneunTb ‘ ‘

nocpeacTBom coBokynHoi AEATE/IbHOCTU no Banvgauuy B pamkax npoektnposaHus MEAULIMHCKOIO
N3OENMNA (4To BbIXOAWUT 3a paMKu 06/1acTU NMPUMEHEHMS HacTOsILLEero cTaHgapTa), a Takke nocpeacTBOM
MPOCTbIX CPEACTB YNPaBNEHNS XN3HEHHbLIM LIMK/TIOM NPOrpamMMHOro obecrneyeHns.

A.2 KpaTkoe n3noxeHue Tpe6oBaHuii No Knaccudmkauum

Tabnvua A.1 nokasbiBaeT, kakme Kaccbl 6e30MacHOCTU MPOrpamMmMHOro 06ecnevyeHnss HasHavyeHbl
KagoMy TpeboBaHMio. ITO MHoOpMauUMOHHas Tabnuua M npegocTaB/ieHa OHa TOAbKO Ans yaobeTsa.
HopmaTtuBHbIli pasfen ykasbiBaeT knaccbl 6e30MacHOCTM MPOrpaMMHOr0 obecneveHuss ANs Kaxaoro
TpeboBaHus.
Tabnuua A.1 - KpaTkoe w3fnoxeHme TpeboOBaHW B 3aBMCMMOCTU OT Knaccudimkauuy 6e3onacHocTu
nporpaMmmMHoro obecneveHus

MMyHKTbI 1 NOAMYHKTbI Knacc A Knacc B Knacc C

Pazgen 4 Bce TpeboBaHus X X X

51 5.1.1,5.1.2,5.1.3,5.1.6,5.1.7,5.1.8,5.1.9 X X X
5.1.5,5.1.10,5.1.11,5.1.12 X X ‘ ‘

514 X

5.2 5.2.1,5.2.2,5.2.4,5.2.5,5.2.6 X X X

5.2.3 X X

53 5.3.1,5.3.2,5.3.3,5.3.4,5.3.6 X X

5.3.5 X

54 54.1 X X

54.2,543,54.4 X

Pasgen 4 Bce Tpe6oBaHus X X X

55 55.1 X X X

55.2,55.3,555 X X

55.4 X

5.6 Bce Tpe6oBaHus X X

5.7 Bce Tpe6oBaHus X X X

5.8 5.8.1,5.8.2,5.8.4,5.8.7,5.8.8 X X X

5.8.3,5.8.5,5.8.6 X X
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6 Bce Tpe6oBaHus X X X ‘ ‘

7.1 Bce Tpe6oBaHus X X
7.2 Bce Tpe6oBaHus X X
7.3 Bce Tpe6oBaHus X X
7.4 7.4.1 X X X
742,743 X X

Pasnen 8 Bce Tpe6oBaHus X X X
Pasgen 9 Bce Tpe6oBaHus X X X

MpunoxeHve B
(cnpaBoyHoe)

PYyKOBOACTBO MO MOJIOXEHUSIM HACTOsILLero ctaHgapTa

B.1 O6nactb NpMMeHeHUs
B.1.1 Uenb

Llenb HacTosiwero ctaHgapTa COCTOMT B TOM, 4UT0Obl 06ecneunts MPOLIECC pa3paboTku, KOTOpbIit
no3BO/IMT  MOC/e4oBaTe/lbHO  cOo3haBaTb  BbICOKOKauYeCcTBeHHoe U 6esonacHoe  POIMPAMMHOE
OBECMEYEHVE MEAVLIMHCKUX W3AENNNA. [Nns [OCTWKEHUS 3Tol Lenu HacToALmii craHgapt
ycTaHaB/MBaeT MuHuUManbHyto AOEATENBHOCTbL u 3AJAYN, koTopble HEO6XOAMMO BbIMONHUTL ANS
YBEPEHHOCTM B TOM, 4YTO paspaboTaHHOe TakMM 06pa3om nporpaMmHoe ob6ecnedeHve (pnanee - [0O)
NMO3BOJIAET CO34aBaTb BbICOKOHaEXHOE 1

6e3onacHoe NMPOIrPAMMHOE OBECIMEYEHVNE MEOVLIMHCKOIO U3AENMNA. ‘ ‘

[aHHoe npunoXxeHve COAEPXUT pekoMeHAauun Mo MPUMEHEHMIO, KOTOpble He AOMNOMHAKT U He
N3MEHAIT TPeboBaHNA HACTOALEro cTaHdapTa. JaHHoe NpuioxKeHe MOXET NCMO/Mb30BaTbCA AN yYLlero
NoHMMaHuNs TpeboBaHU HaCTOALWETO CTaHdapTa.

Cnegyet oTmMeTuTb, 4TO B Hactodwem crtaHgapte AEATEJ/IbHOCTb BbinonHAeTcAa B pamkax
MPOLUECCOB, a 3A0AYN onpegensawotca npu  ocywectsneHun AOEATE/NBHOCTW. Hanpumep,
OEATENbHOCTbLHIO, BbinonHsemon B pamkax MNPOLIECCA paspab6otkm MO, ABASKTCA NiaHMpoBaHue
paspabotkn MO, aHann3 TpeboBaHwii k MO, npoekTnpoBaHne APXUTEKTYPbI MO, pa3paboTka AeTanibHOro
ansariHa MO, wmnnementaumss MPOMPAMMHDBIX B/IOKOB n ux BEPUOUKALNA, wHTerpauusa wu
TecTupoBaHue uHTerpauun MO, TectuposaHue MPOMPAMMHOW CUCTEMbI u Bbinyck MO. 3AAAUN
AB/AIOTCA KOHKPETHLIMU TpeboBaHNAMM Npu ocylecTeneHum JEATEBHOCTA.

HacTtoswuin ctaHgapT He TpebyeT ncnonb3oBaHus onpegenenHoin MOLAENN XXN3HEHHOIO LINKNA
PA3SPABOTKN NMPOIMPAMMHOIO OBECIMNEYEHUNA. Tem He meHee COOTBETCTBUE HACTOALLEMY CTaHOapTy
nogpasymeBaeT Hanuuve 3asucumocTn Mexgay FMPOLECCAMW, NOCKOMbLKY BXOAHble [aHHble O4HOro
MPOLIECCA saBnstoTca Bbixogamu apyroro NPOLIECCA. Hanpumep, knaccudpmkauma 6esonacHoctn MO
ans NMPOTPAMMHOW CUCTEMbI gomkHa 6bITb 3aBeplueHa nocne Toro, kak MNMPOLUECC AHAJIM3A
PVICKOB ycTaHOBUT, Kakoii BPEJ] MOXeT 6biTb MpUuMHeH B pe3ynsbTate oTkasa [NTPOTPAMMHOW
CUCTEMBI.

M3-3a yKasaHHbIX JIOTMYECKMX 3aBUCUMOCTElN Mexay npoueccamy B HacToslwem cTaHgapte
LuenecoobpasHeli onucbiBaTb MpoLECChl B MocnefoBaTeslbHOCTX, noapasyMeBarolleli "BogonagHy” wuam
"CKBO3HYI" MOAE/b XMU3HEHHOro umkia. OfHako MOXHO WCMosib3oBatb W Apyrve mogenn. HekoTtopble
cTpaternn paspabotkm (mogenu) onpefgeneHbl B ctaHgapte ISO/IEC 12207 [9] u BkaouvaloT (CM. Takke
Tabnuuy B.1):

- Bogonag. "CkBo3Hasa" cTparerus, Takke HasblBaemas "Bogonaf’, COCTOMT B BbINO/HEHUU
MPOLIECCA pa3paboTkm 3a oavH pa3. HyXHO yCTaHOBUTb NOTPEOHOCTM noTpebuTens, onpeaenvTb
TpeboBaHus, paspaboTtarb npoekT (ausairiH) CUCTEMbI, nmnnemeHtupoBate CUCTEMY, npoTecTmpoBars,
ncnpasuTb N OCYLLECTBUTL MOCTAaBKY;

- nowarosy. OHa YycTaHaBnuBaeT MNOTPeOHOCTM MOTpebutensa u onpepenser TpeboBaHUSA
CUCTEMBbI. [anee pa3paboTka OCyLWeCTBASETCS B Buge nocnegoBartesibHoOl cbopku. lMepBas cbopka
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peanunsyeT 4YacTb 3an/aHMpoBaHHbIX BO3MOXHOCTEN, creaylowas A06aBnseT ele YyacTb BO3SMOXHOCTEN, U
Tak fasee, o Tex nop, noka CVICTEMA He 6yfaeT 3aBeplLueHa,;

- 3BO/OLMOHHYD. OHa Tak e passuBaeT CUCTEMY B cbopke, HO B OT/IM4MEe OT MOLIArOBOIA
cTparterum npusHaeas, YTO HyX/bl NOTPebUTeNs A0 KOHUA He M3ydeHbl U BCe TpeboBaHWs He MOryT ObiTb
onpegeneHbl 3apaHee. B 3Toi cTpaterMm Hyxabl 3akasuumka W CUCTEMHble TpebGoBaHWSA OnpeaensTcs
3apaHee, a 3aTeM aKTya/IM3upyrTCcsa Npu Kaxaoi nocnegytoweii céopke.

Tabnuua B.1 - PaspaboTka cTparteruii (mogenei), kak ato onpegeneHo B ISO/IEC 12207

Crparerus pa3paboTku C camoro Havana MHorokpaTtHble uvknbl | FMlocTaBnseT BpeMeHHoe
onpeaensier sce pa3spaboTkn? nporpammHoe
TpeboBaHUs? obecneyeHune?

Bopgonag, (ckBo3Has) Ja Het Her

Mowarosas (NpeasapuTesibHO Ja Ja Bo3moxHO

3arn/saHMpoBaHHoe ynyylleHne

npoayKLmn)

OBOJIIOLUMOHHAA Het Ja Ja

Kakoi 6bl XM3HEHHbI LKA HX Bbla BbiGpaH, HEO6X0AMMO MOAAEPXKMBATL IOTMYECKME 3aBMCUMOCTU
Mexay BbIXoAHbIMM AaHHbIMU MPOLIECCOB, TakMmuy Kak crneuudpmkaumm, npoekTHble AoKyMeHTbl u MO.
Mopgenb X1u3HeHHoro uukia "sogonas” gocturaet atoro, otkiagsisas crapt NPOLECCA go tex nop, noka
BXO[HbIE [laHHble A8 3TOro npolecca He 6yayT onpeaesneHsl U 0400peHsbI.

[pyrne >Xu3HeHHble UMK/bl, OCOBEHHO 3BOJIOLMOHHbIE, no3BoNAwT MPOLIECCY BblipabartbiBaTb
BbIXOAHbIE [aHHblE 4O TOro, Kak 6yayT OOCTYMHblI BCE BXOAHbIE AaHHble AN1s 3TOro npouecca. Hanpumep,
HoBas [MPOrPAMMHAA COCTABHAA UYACTb wMoxeT ObiTb onpefgeneHa, KiaccuiuunpoBaHa,
mMmniemeHtTuposaHa u BEPUOULIMIPOBAHA po T1oro, kak OyAeT 3akoH4YeHa Uuenas nporpaMmmMHas
APXNTEKTYPA. Takne XW3HEeHHble UuKNbl HecyT B cebe PUCK Toro, 4to M3MeHeHue umnu paspaboTka
BbIXOAHbIX [AaHHbIX OfHOr0 npouecca caenaer HeaencTBUTENbHbIMU  BbIXOAHbIE  [aHHble Apyroro
MPOLIECCA. Kak 6bl TaM HY ObIf10, BCE XMN3HEHHbIE LMK/Ibl MCMONb3YIOT KOMM/IEKCHY0 CUCTEMY YNpaBfeHns
KOHpurypaumeit, 4To6bl ybeanTbcs, 4TO BbIXOAHble AaHHble Bcex [MNPOLUECCOB poBogAatca AOo
COrNnacoBaHHOrO COCTOAHNA U NOAAEPXKNBAOTCA BCE HEOOXOAVMbIE 3aBUCUMOCTN.

Cnepyiowpe NpUHLUMbLI BaXKHbl BHE 3aBUCUMOCTWU OT TOrO, Kakol XXM3HEHHbIA uukn paspabotku MO
ncnonb3yercs:

- BCe BbIxoAaHble gaHHble POLIECCA po/mkHbl noggepxvsaTbCA B COMMacOBAHHOM COCTOSHUM;
KaokAbliA pas, Korga BbixogHble AaHHble NMPOLIECCA co34alTcs WM MEHSITCS, BCE BbIXOAHbIE AaHHble
BCEX CBSA3aHHbIX C HMMK NMPOLLECCOB po/mkHbl 06HOBNAATLCS, YTOObI NOAAEPXKMBATL UX COMMacOBaHHOCTb
Opyr ¢ gpyrom u nogaepxuBatb BCE 3aBUCUMOCTW, SIBHble WM nNogpasymeBalolimecs, Tpebyembie
HacToALWMM CTaH4apTOM;

- BCe BbIXOAHble AaHHble MPOLIECCA AomkHbl ObiTb AOCTYMHbI B C/lyvYae He06XoAUMOCTM B KauecTBe
BXOAHbIX AaHHbIX AN AanbHenwer padoTsl Hag MNO;

- nepef Tem, kak nw6oe NMPOMPAMMHOE OBECMEYEHVE MEAVLIMHCKUX W3OENNA 6ypeT
BbINyLLLEHO, BCe BbIXoAHblE AaHHble NMPOLIECCA fo/mkHbI 6bITb NPUBEAEHBbI B COOTBETCTBUE APYr C APYIOM U
OOMKHbI cobntogaTbca Bce 3asucumocTn Mexay MPOLECCAMUW, aBHble uau nogpasymesarolimecs,
TpebyemMble HacToALWMUM CTaHAaPTOM.

B.1.2 O6nacTb NpUMeHeHUs

HacTtoAwuin ctTaHgapT NpuMeHsieTcs Ans pas3paboTkn 1 TexHudeckon nogaepxkn MPOMPAMMHOIO
OBECMEYEHUA MEAVLUMHCKUX W3AENNN, a Takke Ans paspaboTkn M TEXHUYECKOW MOoALEPKKU
MEOVLIMHCKX N3OENNIA, KoTopble cogepxart MNOHT.

Wcnonb3oBaHve HacToswero ctaHgapta Tpedyet ot UISTOTOBUTENA BbinonHeHns MEHEIDKMEHTA
PNCKA MEOUMNHCKMX I/I3Ll,EﬂI/II7I B cootBeTcTBMM ¢ ICO 14971. CneposatensHo, korga APXUTEKTYPA
CUCTEMbl MEOVLUMHCKOIO W3AEMNA BkIOYaeT NPUOGPETEHHBIA KOMMOHEHT (3TO MOXET ObiTb
3aKyN/IEHHbIA KOMMOHEHT WAW KOMMOHEHT HEeW3BECTHOro MPOUCXOXAEHWS), Tako Kak NpuHTep/naoTTep,
KoTopbIi  cofepxut  TOHIM, 3TOT  NPUOGPETEHHbI  KOMMOHEHT  CTAHOBUTCA  OTBETCTBEHHOCTbLIO
W3rOTOBUTENSA u pomkeH 6biTb BKAlodeH B MEHEIXKMEHT PUCKA MEAVLUWHCKUX W3AENVIA.
Cuuntaercs, 4TO MoCpeacTBOM Hag/iexawero BbinosnHeHus MEHELXXKMEHTA PUCKA MEANUMHCKNX
VU3OENAA WN3FOTOBWTE/Ib MOWMET 3TOT KOMMOHEHT W NPU3HAEeT, 4To OH cogepxuT TOHI.
N3rOTOBUTE/Ib, NpUMEHSIOLLMIA HACTOALWMIA CTaHAaPT, AO/MKEH

BeecTn NMPOLIECC MEHE)KMEHTA PUCKA IO kak yactb nosHoro NMPOLIECCA MEHEI>XMEHTA PI/ICKA‘ ‘
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MEAVMUMHCKOIo U3AENNA. ‘ ‘

TexHnuyeckas noggepxka sbinyweHHoro MPOrPAMMHOIO OBECIEYEHUA
MEANLIMHCKNX U3OE/NIA 0THOCUTCA K NOCTIPON3BOACTBEHHOMY OMbITY Pa6oThl C ‘ ‘

NMPOIrPAMMHbBIM OBECINEYEHVEM MEOVNUUVHCKOIO N3OENVNA. TexHnyeckas nogaepxka MO coctont
N3 COYETaHMS BCEX TEXHWYECKUX WU aMUHUCTPATUBHbLIX CPEACTB, BK/OYAs AENCTBUSA MO HaGMOAEHWIO ANs
06paboTKM OTYETOB O NpobemMax, YTobbl COXPaHUTbL UM BOCCTAHOBUTL 3/1IEMEHT B COCTOSIHWMW, B KOTOPOM OH
MOXET BbIMOSIHATbL TPebyeMyto (yHKLUMIO, a Takke 3anpocbl Ha Moaudmkauunio, CBA3aHHbIE C BbIMYLEHHbIM
MNMPOIrPAMMHBIM

OBECINEYEHVNEM MEANUMHCKOIO N3OENVA. Hanpumep, 3TO BK/IOYAET UCNpaBneHne ‘ ‘

NpoG/ieMbl, Per/laMeHTUPOBaHHYH OTYETHOCTb, MOBTOPHYIO Ba/laauMio 1 npegynpexajatolwme geictems. Cm.
ISO/IEC 14764 [10].

B.2 HopmaTtuBHbIe CCbI/IKN

ISO/IEC 90003 [11] npegocTaBnseT pyKOBOACTBO OJ18 MPUMEHEHWSA CUCTEM MEeHEeIXMeHTa KayecTsa K
paspabotke [O. Mcnonb3oBaHWe 3TOr0 PYKOBOACTBA He TpebyeTcs HacToAWMM CTaH4apToM, HO
pekomMeHayeTcs.

B.3 TepMuHbI 1 onpepgeneHus

Tam, rae 9To BO3MOXHO, TePMUHaM [aHbl OnpefeneHns U3 MexayHapoaHbIX CTaH4apToB.

[na onucaHns gekomnosuummn NMPOMPAMMHOWM CUCTEMBI (Bbiclumii ypoBeHb) HacToAwWiA cTaHaapT
ncnonb3yet Tpyu TepmuHa. NMPOMPAMMHAA CUCTEMA, KoTtopas BNOCMEACTBMM CTAHOBUTCA MPOrpaMmHbIM
obecneveHnem MEAVNLIMHCKOIO N3AE/NA, moxeT 6biTb nogcuctemori MEVILIMHCKOIO N3AENNA (cm.
IEC 60601-1-4 [2]) nnn cama no

cebe asnarbca MEAVILMHCKUM W3OENNEM, koTopoe 3aTeM CTaHOBUTCA nporpammHsiM MEAVILIMHCKUM
VN3LENVEM. CamMbIM HWXHUM YPOBHEM, HIKE KOTOPOro AasibHelas

JeKoMnosnumsa ana ueneli TeCTMpoBaHna UM MeHemxMeHTa KoHdurypauum MO He nNpoBOaUTCS, ABNSETCH
MPOrPAMMHBIV B/IOK. Bce ypOBHM KOMMOSWULMWM, BK/KOYAA BEPXHWIA W HDKHUIA YPOBHM, MOMYT 6bITh
HasBaHbl NMPOMPAMMHbBIMA COCTABHbIMW YACTAMW. Takum o6pasom, NMPOTPAMMHAA CUCTEMA
COCTOUT U3 OfJHOTO WAN Heckonbknx MPOMPAMMHBIX COCTABHbIX YACTEW, a kaxgas NMPOMPAMMHAS
COCTABHAA YACTb - u3 NMPOIrPAMMHbBIX B/IOKOB nnu pasgensembix NMPOMPAMMHbBIX COCTABHbIX
UACTEW. OTBeTCTBEHHOCTL 3a OnpedesieHne M cTeneHb AeTannsauum MNMPOMPAMMHbBIX COCTABHbIX
UACTEW 1 NMPOrPAMMHbIX B/IOKOB Bosnaraetcs Ha U3rOTOBUTESA. OTCcyTCTBME YETKOro onpeneneHns
3TUX TEPMWUHOB TO3BO/IAET MPUMEHATb WX KO MHOMMM pasHbiM MeTogam pa3paboTtkm u Tunam [0,
ncnosnb3lyembiMm B MEANUVMHCKNX N3OENNAX.

B.4 O6Gwume Tpe6oBaHUA

He cywecTByeT meToga, 4tobbl ob6ecneunts 100%-Hyto BE3OMNMACHOCTbL gnsa nw6oro suga MO.

EcTe TpM r1aBHbIX MNpVHUMNA, KOTOpble CcnocobCTByOT obecnedeHmio BE3OMACHOCTW MO
MEANLIMHCKX N3LAENNIA:

- MEHEI>KMEHT PUCKA;

- MEHE)KMEHT Ka4yecTBsa,;

- paspabotka NO.

[na pa3paboTkm K TexHudeckol noadepxknm 6esonacHoro NMPOMPAMMHOIO OBECIMEYEHUA
MEANLUNHCKOIo N3AENNA Heobxogumo ycTtaHoBUTb MEHEOXMEHT PUCKA kak HeoTbeM/IeEMYIO YacTb
CUCTEMbl MEHEMXMEeHTa KauyecTBa, Kak OOLMiA kapkac AN NPWIOKEHUS COOTBETCTBYHOLIMX METOAOB W
TEXHWK pa3paboTku MO. KoMbuHauma atnux Tpex npuHumnos no3sonset N3rOTOBUTEO MEOMLUMNHCKUX
W3OENWA  cnepmosaTb  nmocnegosatensHo — nosTopsiemoMy  [MPOLIECCY  NpuHATUS  peLueHwuii,
cnoco6eTeytowemy BE3OMACHOCTU MPOrPAMMHOIO OBECMEYEHUA MEAVLVHCKNX U3AENVA.

B.4.1 Cuctema MeHepKMeEHTa KayecTBa

YnpaBnsemas W pesynstatmBHas CcOBOKynHocTb [MPOLIECCOB paspa6otku [1O  Bkawuaer
opraHnsaunoHHble NMPOLIECCHhI, TakMe Kak MeHemKMEHT, MHAPACTPYKTypa, yay4lleHne n obyyeHune. Ans
UCK/TIoYeHns y6nmpoBaHna 1 ¢ Lenbio DOKYCUPOBKU BHYMaHWA MoMb30BaTeNs HacTosALWEro ctaHjapta Ha
paspabotke MO gaHHble MPOLIECCbI He paccmaTtpuBatoTcs.

31n MPOLECCHI ycTaHaBNMBalTCA CUCTEMO MeHemKkMeHTa KadecTBa. ISO 13485 [8] cneunasnbHo
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npefHasHavyeH AN NPUMEHEHMA KOHUenuuu MeHemxmeHta kadectsa K MEAVNUMHCKUM W3AEJTNAM.
CooTBeTCcTBUE TPebOBaHUAM CUCTEMbI MeHeMKMeHTa kadecTBa ISO 13485 He 03Ha4yaeT aBTOMaTUYeCcKoro
COOTBETCTBUA HaUMOHASIbHBbIM UMW PEernoHaNbHbIM perynupyowmnm tpebosaHuamMu. OTBETCTBEHHOCTL 3a
onpefeneHve U YCTaHOB/IEHWE COOTBETCTBMA MPUMEHUMbIM PEry/ivpyowmM TpeboBaHUAM NeXUT Ha
N3rOTOBUTETE.

B.4.2 MEHEI)XMEHT PUCKA

Paspa6oTtka MO saensietcs yacTtbto AEATE/IbHOCTW no MEHEL)XKMEHTY PUCKA n obecneunBaet
paccMoTpeHne BCex 0060CHOBAHHO MporHosMpyembix PWICKOB, cBsidaHHbIX ¢ [MPOIMPAMMHbIM
OBECTIEUEHVEM MEONLUIVMHCKOIO N3AENNA.

BmecTo TOro, 4to6bl MbiTaTbc onpegenvTs noaxopawmii NMPOLUECC MEHEIXMEHTA PUCKA, B
HacTosilleM cTaHaapTe Tpebyetcs, 4Tob6bl MI3TOTOBUTE/Ib npuvMeHWn ycTaHOBMAEHHbI B ISO 14971
MPOLIECC MEHEIXMEHTA PUCKA, KOTOpbIii HenocpeacTBEHHO oTHocutca kK MEHEIKMEHTY PUCKA
ansa MEAULIMHCKX U3OENNIA.

KoHkpeTHble Buabl JEATE/IbHOCTU no MEHEIXKMEHTY PUCKA IO, Bo3HMKatOLLEro B ‘ ‘

pesynsrate OMNACHbIX CI/ITYALI,I/II7I, nNpuunHOI KoTopbix sBnasietcs MO, ykaszaHa BO BCNoOMOraresibHOM
MPOLECCE, onvucaHHOM B pasgene 7.

B.4.3 Knaccudwmkaymsa 6esonacHoctu MO

PUCK, cBsizaHHbIli ¢ MO (kak ¢ HeoTbemnemoin yacteto MEANLUMHCKOIO U3OENNA, nnan Kak ¢
npuvknageisaembim Kk MEAVUVHCKOMY W3AEJIMKO, nnu kak ¢ camoctosatesibHeiM MEONUNHCKUM
VN3OENVNEM), ncnonb3yeTcsi B KAYECTBE BXOAHbIX AaHHbIX AN1s1 CXeMbl Knaccudmkauum 6esonacHocTtu MO,
KoTopas 3ateM ycTaHaBnmeaeT NMPOLECCHI, ncnonb3yowmecs npy pa3paboTke 1 TEXHUUYECKON noaaepxke
Mno.

PWCK paccmatpuBaeTcsa kak kombuHaums Tskectn BPEJA 1 BEpOATHOCTM €ro BO3HMKHOBEHWs. He
CylLecTByeT 06LEeNPM3HAHHOTO MeToAa KONMMYECTBEHHOIO ONpeaeeHnst BEPOATHOCTU BO3HWKHOBEHNS OTKasa
nporpaMmMHoro obecneveHns. Ecnu MO 3agelicTBOBaHO B MOC/eA0BaTe/IbHOCTU WM KOMOMHaLUMK COObITUHA,
npueoaaLmx K ONMACHOW CUTYALLUI, To BepOATHOCTb BO3HUKHOBEHWSA OTKa3a NporpamMMHOro obecneyeHns
He MOXeT ObITb yyTeHa npwu onpegeneHun PUCKA ot OMACHOW CUTYALUNWN. B Takmx cutyaumax
LenecoobpasHo paccMOTPETb BEPOATHOCTb HaMXyALero ciyvas U yCTaHOBUTb BEPOATHOCTb BO3HWKHOBEHWS
oTkasa O paBHoli 1. Ec/im ecTb BO3MOXHOCTb OMNpeAennTb BEPOATHOCTb NS OCTa/IbHbIX COGLITUIA B
nocnegoBaTeslbHOCTW (4TO BO3MOXHO, €C/IN OHW He ABMAIOTCS NPOrpaMMHbIMK), TO 3Ta BEPOATHOCTb MOXET
6bITb MCMOMb30BaHa [18 ONpeAeneHnst BEepOSITHOCTM BO3HMKHOBeHuss OMACHOW CUTYAUMW (P1 wHa
pucyHke B.2).

B HekoTOpbIX Cfly4yasx HEBO3MOXHO OMNpefenuTb BEpPOATHOCTb  OCTaslbHbIX  COObITUMA B
nocnepgosarensHoctn n PUCK cnegyetr OLLIEHUBATbL Tonbko Ha ocHoBe xapakTepa BPEJA (BepOoATHOCTb
BO3HMKHOBEHUS OMNACHOW CUTYALIVIN gonxHa 6bITb ycTaHOBAEHa pasHoit 1). OMPEAENEHUE PUCKA B
3TUX CyYasx AO/MKHO BbITb cocpeoToueHo Ha TSPKECTU BPE[A, npuunHeHHoro B pesynktate OMACHOMN
CUTYAUNW. Cy6GbeKkTUBHbIE OLEHKN BEPOSATHOCTU MOTYT ObiTb CAe/faHbl HA OCHOBE KAMHMYECKUX 3HAHWIA,
4TOG6bI OT/INYNTL OYEBUIHbIE /19 MEAMLMHCKOTO CrieumanmcTa oTkasbl OT TeX, KOTopble He ByayT 06HapyXeHbl
n ¢ 6onbLuUeil BEpPOATHOCTbLIO NpuBeayT K npuyinHeHuio BPEJA.

OnpefeneHne BepoATHOCTU BO3HNKHOBEHUS OMACHOI CUTYALIUW, npusogsweit k MPUYNHEHIO
BPEJA (P2 Ha pucyHke B.2), kak npaBuio, TpebyeT KAMHUYECKMX 3HaHUIA AN NPOBEefeHUs pasrpaHuyeHns
mexgy OMACHBIMU CUTYALNAMW, B KOTOpbIX KAMHUYECKas MpakTvka BeposTHel BCero npefoTBparTut
BPEL, n OMACHbIMA CUTYAUUAMW, koTopble ¢ 6Gonblueil BEPOATHOCTbIO NpuBEAyT K MPUYMHEHUIO
BPELA.
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MpumeyaHve
1 . BepOSATHOCTL BO3HUKHOBEHMS ONAcHON CUTyaLuK;

2. BEPOATHOCTb BOSHVUKHOBEHUA onacHoii cutyauun, I'IpVIBO/J'ﬂLI.I'eﬁ K NpUYnHEeEHnto Bpeaa.

PucyHok B.2 - HarnsgHoe npegcTaeneHve B3auMocesasn ONACHOCTW, nocnesoBareibHOCTH COoObITUIA,
OMNACHOU CUTYAUWN n BPELA - 3anmctBoBaHo 13 ISO 14971:2007, npunioxeHue E

Ecnu MPOIrPAMHAA* CUCTEMA nogpasgenserca Ha NMPOITPAMMHBIE COCTABHBLIE YACTW, To
kaxpaas MPOrPAMMHASA COCTABHASA HACTb MOXET UMETb CBOIA CO6CTUBeHHbII7I knacc 6esonacHocTu MO.
Onpegenutb PVCK, cBsizaHHbIl ¢ oTkazom MPOTPAMMHOWN COCTABHOW YACTI, MOXHO TONBKO:

* TeKCT JOKYMEHTa COOTBETCTBYET OpUrMHay. - MprMeYaHue n3rotoBuTess 6asbl AaHHbIX.

- ecm APXUTEKTYPA CUCTEMbI u APXUTEKTYPA MO onpegensior pons NMPOMPAMMHOW
COCTABHOW YACTW CTOUKM 3peHUss ee HasHauyeHWst M B3aUMOAECTBUA C APYrMMW NPOrpaMMHbLIMK 1
annaparHbIMV 3/ieMeHTaMu,

- ecnu usmeHeHns B CUCTEME HaxopATcs nog, ynpasfeHuem;

- nocne BbinonHeHus AHAJIM3A PUCKA ana paHHoii APXUTEKTYPbI n yctaHoBneHns mep no
YMNPABNEHUIO PUCKOM.

HacTosawumin ctaHgapt TpebyeT MuHuMmanbHoro konudectsa AEATE/IbHOCTW, HanpaBneHHol Ha
BbINOSIHEHVE BbILLEYKa3aHHbIX YCN0BUiA Ans Bcex knaccos MO.

3asepuwenne AEATE/IBHOCTW no noctpoeHuio APXUTEKTYPbI MO faBnsdetca nepsBbiM 3Tanom
pa3paboTkn, Korga onpefeneH nonHblii Ha6op MPOMPAMMHbIX COCTABHbBIX YACTEM u B xope
JEATENIBHOCTU no MEHEIXKMEHTY PUCKA yctaHoBrieHo, kak NMPOIPAMMHbBIE COCTABHbIE HACTA
cBsaszaHbl ¢ BE3OMACHOCTbLHO. CnegoBartenbHO, 3TO Camblii NEPBbI 3Tan B pa3paboTke, Ha KOTOpPOM
MPOIrPAMMHBIE COCTABHbIE HACTW mMoryT 6biTb OKOHYATEbHO KNaccuguumpoBaHbl COrflacHO NX ponu
B 06ecneyeHnn BE3OMACHOCTW.

[aHHblli aTan cOOTBETCTBYET TOUKe, C KOTOpoit B ISO 14971 HaunHaeTcs YMPAB/TIEHVE PUCKOM.

[o atoro stana MPOLECC MEHEIKMEHTA PUCKA ugeHTudmumpyetr mepbl no YMPABTEHNIO
PVNCKOM B oTHoweHun APXUTEKTYPbI, Hanpumep gobasneHve 3auUTHbIX NOACUCTEM WU YMEHbLUEHUE
BO3MOXHOCTel npuunHeHns BPEJA otkasamu [O. Mocne astoro atana MNMPOLUECC MEHEOXMEHTA
PUNCKA wucnonb3yetr NMPOLIECChHI, HanpaBneHHble Ha CHWXeHue BepoAaTHOCTU oTkasa NMPOMPAMMHbLIX
COCTABHbIX YACTEW. Apyrummn cnosamu, knaccudpmkaums MNMPOMPAMMHOW COCTABHOW YACTWU
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onpegensiet Mmepbl no YNPABMIEHNKO PVICKOM, ocHoBaHHble Ha NMPOLIECCAX, KoTopble AO/MKHbI K Hel
NPUMEHATLCA.

N3rOTOBUTE/IM moryT cyecTb nonesHbiM knaccudpmuymposats MO A0 fAaHHOro aTtana, Hanpumep,
4yToObl COCPEeAOTOUNTb BHUMAHWE HA HYXJAWLWUXCA B UCCNefoBaHUMN 061acTsAX, HO Takas kiaccudmkaums
JO/mKHa paccmaTpuBaTbCs Kak npeasaputesibHas M He WCNoMb30BaTbCA A9 060CHOBaHWS nponycka
MPOLIECCOB.

Cxema Knaccudpmkaumm 6esonacHocTu MO He npegHasHayeHa Ans cornacoBaHus ¢ knaccudmkaymei
PVCKOB cornacHo 1SO 14971. Ecnm B ISO 14971 knaccudmkaumss PUCKOB ocyllecTBnsieTcss B
COOTBETCTBUM C UX TAXECTbIO U BEPOSATHOCTBbIO BO3HWMKHOBEHMWSA, TO CXema kriaccudmkaumy 6e3onacHocTu
No «knaccudmumpyer TMPOITPAMMHBIE CUCTEMblI un MNPOrPAMMHBIE COCTABHBIE YACTU B
cootBeTcTBUM C TPOLIECCAMW, koTopble OyaoyT NPUMEHATBCA MNpW KX pa3paboTKe U TEXHUYECKON
noagepxke.

Mo wMepe pas3BuTUsa npoekTa MOryT crtaTb o4yeBuaHbiMn HoBble PWCKW. ChreposarensHo,
MEHE)KMEHT PUCKA pomkeH NpuUMeHATLCA Kak HeoTbemnemas yactb MPOLIECCA pa3paboTku. 3T10
nossonser paspaborarb npoekt APXUTEKTYPbI, yctaHaBnuBawowmii nonHeiin Ha6op MPOIPAMMHbBIX
COCTABHbIX UACTEW, BkMoyas Heo6XoauMble [ANS NPaBUILHOTO  (PYHKLMOHWMPOBAHWA C  LIEMbio
obecneyeHuss 6e3onacHOCT, a Takke npegoTepallarwme npuinHeHne BPEJA n3-3a 0TKas3oB.

APXATEKTYPA nporpammHoro o6ecrneyeHuss [o/mkHa cnocobcTBoBaTb W30NALUU  NPOrpaMMHbIX
3/1EMEHTOB (COCTaBHbIX YacTeit), KoTopble TpebytoTcs ans 6e3onacHoli paboThbl, 1

onncbIBaTb METOAbI, UCNO/Mb3yeMble AN1s 06ecneveHnss pe3ynsTaTuBHoro pasgenenns atux NMPOrPAMMHBIX
COCTABHbIX YACTEW. Pa3sgenenune He orpaHnumBaeTcsa dhusnyeckoin nsonaumeli (pasgen npoueccopa niu
namsiTm) 1 COAEPXMT /06O MexaHusM, KOTOpbIi MNpefoTBpallaeT HeratuBHOE B/USIHAE  OfAHOM
MPOrPAMMHOW COCTABHOWM YACTU Ha Opyryto. [JocTtaTouHOCTb pasfeneHns onpefesnserca Ha OCHoBe
cBsi3aHHbIX ¢ aTM PVICKOB 1 o60cHOBaHus, KOTOpoe TpebyeTcs 3a40KyMEHTUPOBATb.

Kak ycTaHoBneHo B B.3, HacTosilumiA CcTaHAapT WCMOMb3yeT TpuU TepMuHA A5 OnucaHus
aekomnosuuun NMPOrPAMMHOW CUCTEMbI (BbiCLUNiA YyPOBEHb).

PucyHok B.1* unntocTpupyeT Bo3MOxXHoe pasgeneHve NMPOMPAMMHbIX COCTABHbLIX YACTEN B
pamkax MPOMPAMMHOW CUCTEMbI 1 To, Kak knacchl 6esonacHocT MO 6yayT NpUMEHATLCS K rpynne
MPOIPAMMHbIX COCTABHbIX YACTEW B npouecce A€KOMMO3NLUN.
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MporpasMsa A cacT el
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X Y
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MPCIPAMMHAR COCTABHAR NPOrPAMMHAR COCTAEHAR
YArTh YACTE
W z
{Knace B)

PucyHok B.1* - Mpumep pasgenenus NMPOTPAMMHbBIX COCTABHbIX UACTEN

* Hymepaumsi COOTBETCTBYET OpuriHany. - NMpuMeyaHne U3roToBUTens 6asbl AaHHbIX.

B npuBeseHHom npumepe W3FOTOBUTE/Ib 3HaeT 6Gnarogaps Tuny paspabarbiBaemoro
MPOIrPAMMHOIO OBECMNEYEHNA MEOVLIMHCKOIO U3JENNA, yto MPOrPAMMHAA

CUCTEMA no npegBapuTenbHOW knaccugukaumm 6esonacHoctn MO oTHocutes Kk knaccy C. [Mpu
npoektupoBaHun APXUTEKTYPbl MO W3rOTOBUTE/Ib pewaeTr pasgemts CUCTEMY Ha Tpu
MPOIrPAMMHBIE COCTABHbIE YACTU - X, W 1 Z. UBTOTOBUTE/Ib MOXeT pa3fenntb

Bech Bknag NMPOrTPAMMHOW CUCTEMbI B Bo3HUKHOBeHMe OMACHbLIX CUTYALIMIA Ha ‘ ‘

NPUBOASLLME K BO3MOXHOW CMEepTN 1nu CEFjbE3HOI7I TPABME, B NPOrPAMMHOW COCTABHOW YACTW Z,
n BKNnag Bcein octasLueiics MPOrPAMMHOW CUCTEMBI B

OMACHbBIE CUTYALIW, He npuBogsLmMe K BO3MOXHO CEPLE3HOW TPABME, B ‘ ‘

MPOrPAMMHOW COCTABHOW UACTU W. MPOTPAMMHAST COCTABHASA YACTb W knaccudmupmpyetca
Kak knacc 6esonacHoctn B, a MPOrPAMMHAA COCTABHAA YACTb Z oTHocuTCA K knaccy 6esonacHoctu C.
MPOrPAMMHAA COCTABHAA UACTb Y, cnegoBaTesnibHO, A0/MKHA 6bITb OTHECEHa K knaccy C (cm. 4.3 d). B
COOTBETCTBUM C 3TUM TpebosaHvem NMPOIPAMMHAA CUCTEMA Takke nosyyaet knacc 6esonacHoctu C.
MPOrPAMMHAA COCTABHAA UACTb X oTtHocuTcs K knaccy 6e3onacHoct A. U3TOTOBUTE/Ib moxeT
JOKyMeHTMpoBaTb 060CHOBaHWEe pasgenenus MPOTPAMMHBIX COCTABHbIX YACTEW X u Y, a Takke
MPOrPAMMHBIX COCTABHbIX YACTEW W u Z, uTo6bl 06ecneunTb LenocTHOCTb pasaeneHus. Ecnm
pasgenexve mexay NMPOIrPAMMHBIMU COCTABHBbIMU YACTAMU X 1 Y HeBo3MOXHO, TO NMTPOTPAMMHAA
COCTABHAA YACTb X gomkHa 6bITb OTHeCeHa K knaccy 6e3onacHocTu C.
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B.4.4 YctapeBluee/Hacnegyemoe MO

Moppasgen 4.4 yctaHaBnvBaeT NpoLiecC MpUMeHeHWs HacTosuwero craHgapta kK YCTAPEBLEMY
NMPOrPAMMHOMY OBECMNEYEHMKO. B  HeKoTOpbIX perMoHax MOXeT noTpeboBarbCsi, UTOObI
N3rOTOBUTE/Ib npogeMOHCTPUPOBas1 COOTBETCTBME CTaHAAPTY ANt MONyYeHMs 04006pEHUs PeEryMpyoLLmnX
opraHos NMPOIrPAMMHOIO OBECMNEYEHNA MEAVUMHCKOIO U3AENNA, gaxe ecnu ato nporpaMmMmHoe
obecneyeHne 6bI10 pa3paboTaHo A0 NosiBNeHUs Tekyueli Bepcun ctaHgapta (YCTAPEBLIEE IMO). B atom
cnyyae TpeboBaHus pasgena 4.4 npepoctasnsioT U3TOTOBUTE/IKO cnoco6 npogeMOHCTpMpoBaTh
cootseTcTBMe YCTAPEBLLEIO MO HacTosdweMy cTaHaapTy.

N3FrOTOBUTE/Ib MOXeT onpefenutb, UYTO PETPOCMEKTMBHAs [AOKYMEHTauus Yyxe 3asBepLueHHOro
XXM3HEHHOTrO UuKna paspaboTky, BbINOSHAEMAasi Kak U30/IMPOBaHHasn AeAaTe/IbHOCTb, HE MPUBOAMUT K CHMDKEHUIO
PVCKA, cBsi3aHHOr0O C WCMNOMb30BaHMEM MpoAykTa. ITOT Mpouecc npuvBOAUT K uAeHTudmkauum
nogmHoxectea BuaoB OEATE/IbHOCTW, onpefeneHHbix B HACTOSWEM CTaHgapTe, 4YTO AeACTBUTENbHO
npnBoauT K CHKeHno PUICKA. HekoTopble OOMoMHWUTENbHbIE Lenun, nogpasymMmeBaemMble B 3TOM MpoLecce,
3ak/1t04arTCsa B Cefyowem:

- Heobxoguman [AEATE/NBHOCTb w©n wuTOoroBas [OKYMeHTaumMsi [O/DKHbl OCHOBbIBATbCA Ha
CyLLeCTBYylOLLel JOKYMEHTaLMN N UCNOMb30BaTh e, r4e 3T0 BO3MOXHO,

- NBTOTOBUTEJIb pgomkeH MCnosb3oBaTb Pecypcbl AN MakCUMaslbHO Pe3y/IbTaTUBHOMO CHVDKEHUS
PUCKA.

B pononHeHve K nnady, onpegenswowemMy noamHoxectso Bugos AEATE/IBHOCTW, kotopble
Heo6Xxo4UMO BbINOMTHUTL, Pe3y/ibTaToM npoLecca ABASITCH 00bEeKTUBHbIE CBUAETENLCTBA, NoATBEPXAatoLme
6e3onacHoe pasbHeiiwee ucnonb3oBaHne YCTAPEBLIEIO MO, a Takke KpaTkoe 0O6GOCHOBaHWe 3TOro
BbIBOAA.

PWCKW, cBA3aHHble C niiaHMpyeMbiM Npogo/mkeHnem mncnonb3osavnsa YCTAPEBLUEIO MO, 3aBucat
OT KOHTEKCTA, B KOTOPOM OHO 6ydeT ucnonb3oBaThesi Ans cosgaHus MNMPOMPAMMHOWM CUCTEMBI.
M3rOTOBUTE/b 6yaeT AOKYMeHTMpOBaTb Bce BbisiBNeHHble OMACHOCTWV MEAVUWVMHCKOIO U3OENNA,
cBa3aHHble ¢ YCTAPEBLWAM MO.

B 4.4 TpebyeTca BCECTOPOHHAS OLEHKa MMEIOLUMXCA MOCTNPOU3BOACTBEHHBIX AaHHbIX, MOMYyYEeHHbIX
ana YCTAPEBLUEIO IO 3a BpemA ero npov3BoACTBa U MPUMEHEeHUA. TUNWYHbIE UCTOYHUKM AaHHbIX Ha
cTaZuun NoCTNPOU3BOLACTBA BKHOYAIOT:

- HebnaronpuaTHbIE COBLITUA, CBA3AHHbIE C U3AENNEM,
- OT3bIBbl, NOMyYEHHbIE OT NOMb30BaTENeN N3nenus, n
- AHOMANINI, o6HapyxeHHble N3FTOTOBUTENEM.

XoTda He cyuiecTByetr €aAunHoro MHeHua B OTHOLIeHUW MeToda NepcrnekTUBHOIO KOJIMYeCTBEHHOro
onpefeneHns BEPOSITHOCTM BO3HUMKHOBEHUS OTKala MporpaMMHOro obecnedexus, ans YCTAPEBLUEMO MO
MOXeT 6bITb AOCTYNHa ymecTHas MHdopmaumsa no MOoCTNpoM3BOACTBY. ECnn B Takmx criydasix BO3MOXHO
KO/IMYECTBEHHO ONpEeAennTb BEPOSTHOCTb COObITWI B MOC/€A0BATENIbHOCTW, TO KOIMYECTBEHHOE 3HAaYeHue
MOXET ObITb WCNO/Ib30BAHO A1 BbIPpaXKEHUS BEPOSATHOCTM BO3HWKHOBEHWS BCEW MOC/EA0BaTEeIbHOCTY
Cco6bITWA. Ecnin gaHHasi KOMMYEeCTBEHHAst OLEHKA HEBO3MOXHA, LIeN1Ieco06pa3HO yynTbIBaTb BEPOSITHOCTb
HanxyAaLero cnyyast v NPUHATL BEPOATHOCTb BO3HUKHOBEHUSI 6051 NPOrpaMMHOro obecneyeHmnst pasHoi 1.

Onpegenenve N3rOTOBUTENEM Toro, kak YCTAPEBLUEE MO 6yaer vcnonb3oBaThbCcs B 06LLeit
APXUTEKTYPE CUCTEMbI MEANUMHCKOIO U3OENNA, senseTca Bknafom B oueHky PUCKA. PUCKN,
KOTOpble HEOBXOAMMO YyUnTbIBaTb, COOTBETCTBEHHO Pa3/NyatoTCs.

- Korga YCTAPEBLLEE MO 6bi10 6e30nacHo 1 HageXxHo ucnonb3oaHo 1 M3FOTOBUTE/b xenaet
NPOAO/MKUTL €ro MPUMEHEHME, TO 060CHOBaHVE AasibHENLEro MCMonb30BaHMSA AO/MKHO 6a3vmpoBaTbCsA B
nepeyto o4yepeab Ha oueHke PUICKA, npoBefeHHO Ha OCHOBE NOCTNPOM3BOACTBEHHbIX 3anNuUCceii.

- Tpu NOBTOPHOM WCMoNb3oBaHUM YCTAPEBLLEMO MO ans cosgaqusi Hosoii MPOTPAMMHOW
CUCTEMbI npegnonaraemoe ucnosnb3oBaHne YCTAPEBLUEMO TO MoOxeT oT/MyarbCa OT  ero
nepBOHa4YasIbHOrO NpegHa3HaveHns. B atom cnydae oueHka PUCKA gomkHa yunTbiBaTb M3MEHEHHbI Habop
OMACHbIX CUTYALIMIA, KoTopble MOTYT BO3HUKHYTb 13-3a 0TKa3os YCTAPEBLLEIO TMO.

- TosTopHO wucnone3dyemoe YCTAPEBLUEE [1O MOXeT uCMNo/b30BaTbCA MO aHaslorMyHomy
HasHauyeHuto, HO 6e3 mHTerpauun B Hosyto MPOMPAMMHYIKO CUCTEMY. B atom cnydae oueHka PUVICKA
OO/MKHA yunTbiBaTbh n3meHeHne mep no YNPABEHNIO PYICKOM apxutekTypbl B COOTBETCTBUM C 5.3.

Koraa YCTAPEBLLUEE MO 6ygeT M3MeHeHO U UCMOMb30BaHO B HOBOW MPOMPAMMHOW CUCTEME,
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M3rOTOBUTE/NKO cregyeT paccMOTPeTb BOMPOC O TOM, Kak CYLIECTByHOLME 3anMcu 0 6e3onacHoil u
HagexHoi pabote MOryT 6bITb NPU3HaHbI HEAENCTBUTENbHLIMU B Pe3y/ibTaTe U3MEHEHWA.

M3veHeHns B YCTAPEBLUEM T1O [o/mkHbI BbINOMHATLCA B COOTBETCTBUM C pasgenamun 4-9
HaCTOsLLEero cTaHAapTa, BKOYas oueHKy Bo3genctama mep no YMPABJIEHVO PUCKAMUW B cOOTBETCTBMM C
7.4. B cnyyae YCTAPEBLUEIO MO cywecTsyowme mepbl no YMPAB/IEHNKO PUCKAMUW moryT 6biTb He
MOMHOCTbIO  [OKYMEHTMPOBaHbl U 0coboe BHMMaHve cnepyeT yaenuTs OLUEHKE noTteHuuanbHoro
BO3JENCTBUSI N3MEHEHUIA, UCMOMb3Ysi UMEILLMECSH LOKYMEHTMPOBAHHbLIE MPOEKTHbIE 3amvcu, a Takke OnbIT
nuu, obnagarLwmnx 3HaHUAMN 0 cucTeMe.

CornacHo 4.4 WN3TOTOBUTE/Ib npoBoauT aHasnM3 paspbiBOB (Mpob6enos), 4TOObLI onpeaenntb
[LOCTYNHYIO [OKyMeHTauuio, Bkvas o0bekTMBHbIE CBUAETENbCTBA BbINOMHEHHbIX 3ALAY, co3gaHHy BO
Bpemsi paspabotkn YCTAPEBLLUEIO MO, n cpaBHuTb ee ¢ 5.2, 5.3, 5.7 n pasgenom 7. TunnyHele warn ansa
BbINOJ/IHEHWSA AAHHOIO aHa/IM3a paspbiBoB (MPO6ENoB) BK/IKOYAIOT:

a) ngentndmkaumo YCTAPEBLUEIO MO, skntovas BEPCUHO, pegakuunio v nitobble gpyrne cpeacTsa,
Heobxoaumble A1 YETKON naeHTudmkauuu;

6) OLIEHKY cywecTtBytowmux MNMOCTABNAEMbIX PE3Y/IBTATOB, COOTBETCTBYHLMX pe3y/braram,
TpebyembiM 5.2, 5.3, 5.7 1 pasgenom 7;

c) OUEHKY umetlowmxcs 06beKTUBHBIX CBUAETENLCTB, AOKYMEHTWPOBaHWE paHee MpUMeHsBLUEecs
MOZLENN XMN3HEHHOTO LMKNa pa3paboTki nporpaMmMHOro obecneveHus (Npyu Heo6xoaMMocTHn);

d) OLIEHKY apgekBaTHOCTM cyLuecTBytoLel gokymeHTauun no MEHEIDKMEHTY PUCKA ¢ yyetom ISO
14971.

MpuHMMasi BO BHMMaHWe NPOBEAEHHbLIN aHa/m3 paspbiBoB (Npobenos), N3FOTOBUTE/b ougHuT
noteHumanbHoe cHmxeHne PUCKA B pesynstate co3gaHunsa Hegoctawowmx NMOCTABTAEMbIX PE3Y/IbTATOB
M cBsizaHHOW ¢ Humn AEATE/IBHOCTW, a Takke paspaboTaeT niaH BbinosHeHns OEATE/IBHOCTU wu
co3paHua HegocTtawoLwmx noka NMOCTABNAEMbIX PE3Y/IbTATOB ans 3akpbITva 3TUX pa3pbIBOB.

CHmxeHne PUCKA p[o/mkHO ypaBHOBELMBATL MpevMMyLLecTBa MPMMEHEHMs1 mpouecca paspaboTkm
nporpaMMHOro obecneyeHnss B COOTBETCTBMM C pasfesniom 5 C BO3MOXHOCTbIO TOro, YTO Moaudmkaums
YCTAPEBLLUEIO MO 6e3 nosiHOro 3HaHUs UCTOpWK ero paspaboTkyu MOXET NPUBECTU K MOSIBIEHNIO HOBbIX
fJecbekToB, KOTOpblE YBENMUMBAKOT PUCK. HekoTopble 3nemMeHTbl pasgena 5 MoryT 6biTb OLEHEHbl Kak
UMeloLLMe He3HauuTeslbHOe BMVAHWE WU MNOSIHOCTbI0 He BauvslowmMe Ha cHmkeHne PUVCKA, korga aTo
Jenaetca noctdaktym. Hanprumep, AeTtanibHOEe NPoeKkTMpoBaHne 1 Bepudvkauma moaynsa cHmkatoT PUCK B
nepeBylo o4yepefb B rnpouecce pas3paboTkM HOBOIMO NporpaMMHOro obecrneyeHns unu pedpaktopuHra
CyLLecTBylOLLEro nporpaMMHoro obecnedeHus. Ecnv aTv uenm He 3annaHvMpoBaHbl, W30/MPOBaHHOE
BbinosiHeHne AEATE/IbHOCTW MOXeT NpuUBECTN K CO34aHMI0 OOKYMEHTauun, HO He MPUBEAET K CHUKEHWUIO
PUCKA.

Kak MuHUMYM, nnaH ycTpaHeHus paspbiBOB (MPOGENOoB) KacaeTcs OTCYTCTBYHOLMX —3anvcei
TectupoBaHuss NMPOIFPAMMHbBIX CUCTEM. Ecnu oHWM OTCYTCTBYKOT WM He MNOAXOAAT AN 060CHOBaHUSA
npogo/mkeHnsa ucnonb3osaHva YCTAPEBLUEIMO MO, nnaH ycTpaHeHua pas3pbiBOB  [AO/HDKEH BK/IOYATb
cosaaHue Tpe6osanuii Kk MIPOFPAMMHOWM CUCTEME Ha (hyHKLUMOHa/IbHOM YPOBHE B COOTBETCTBUM C 5.2 1
TecTMpoBaHVe B COOTBETCTBUMN C 5.7.

[JokymeHTupoBaHHOE 060CHOBaHUe fanbHeliwero ncnons3osadmsa YCTAPEBLUEIO MO ocHoBbIBaeTcA
Ha MMEILLMXCS 06 BEKTVBHBIX CBUAETENLCTBAX U pe3y/ibTatax aHannsa, NosyyeHHbIX B xoae oueHkn PVICKA n
pa3paboTkyn njaHa YCTpaHEeHWs pPaspbiBOB, COOTBETCTBYHLMX KOHTEKCTY MOBTOPHOMO WCMO/b30BaHNS
YCTAPEBLLETIO MO.

O6ocHOBaHVE [aeT MNOMOXUTENbHBIA apryMeHT B Monb3y 6e30nacHoii 1 HafexHon paboThbl
YCTAPEBLUEIO MO B KOHTEKCTE MiaHWpyemMoro noBTOPHOMO MCMOMb30BaHWSA, MPUHMMAs BO BHUMaHWE Kak
3anucu 0 MOCTNpon3BoACTBe, AocTynHble ana YCTAPEBLWENO MO, tak 1 MEPbI MO YMPABJIEHWIO
PVCKOM, cBfi3aHHble C 3anosiHeHMeM Npo6enos B npoLecce.

Mocne nosTopHOro wucnons3osaHns YCTAPEBLWEMO MO B cootBerctBUM C 4.4 Te yacTtu
YCTAPEBLUEIO MO, ana KoTopbIX coxpaHaTcs paspbiBbl (Npobenbl) B MOCTABIAEMbIX PE3YNBTATAX,
npopomkatT octaBatbecsi YCTAPEBLUVM MO n MoryT 6bITb pacCMOTPEHbl A1S1 AasibHelLero noBTOPHOro
ncnonb3oBaHuss B cooTeBeTcTBUM € 4.4. Korga paspbiBbl (Mpobenbl) B pesynbrarax YCTPaHAaTcs nyTem
nameHeHns YCTAPEBLIEIO MO, M3MeHeHUs [O/MKHbl BbINOMHATLCA B COOTBETCTBUMM C pasgenammn 4-9
HacTosLLero ctaHgapra.

B.5 MPOLIECC paspa6otku NO
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B.5.1 NMNnaHupoBaHue paspadotku MO

Llensto gaHHOW feATenbHOCTU siBnseTca nnaHvpoBaHue 3AJAY paspabotkv MO ons ymeHblUeHUS
PVCKOB, BbI3biBaeMbIXx NporpaMMHbIM 06ecrnevyeHnemM, CoobLieHe 3aga4y M LUeneil yyacTHUKam rpynnbl
paspaboTkn, a Takke obecneyeHve BbINO/HEHNUA TpeboBaHuii Kk kadectey CUCTEMbI pgna MO
MEANLIMHCKX N3LAENNIA.

LEATENNbHOCTb no nnaHmpoBaHuio paspabotku MO mMoxeT fokymeHtmpoBatb 3ALAUN B eguHOM
nnaHe wnu B pasfiMyHbix niaHax. Hekotopele 3TOTOBUTEJ/IN moryT yctaHasnmBatb MOSIUTUKA W
npoLeaypbl, KOTOpble NPUMeHATCA K paspaboTke Bcero MO ana csonx MEAMLIVIHCKUX W3OENUW. B
3TOM c/lydae nnaH MOXEeT NPOCTO CCbllarbCA Ha CYLLECTBYIOLWME MOAUTUKM W npouedypbl. Hekotopble
N3rOTOBUTE/IM MoOryT nogrotoBuTb nNnaH wnm Habop nnaHoB And paspabotkm  kaxgoro 10
MEOVNLUVHCKNX U3AENNW, KoTopble BrekyT 3a Co60i AeTabHO yCTaHOoBEHHbIe Buasl JIEATE/IbHOCTU
N ccblialTca Ha obume npoueaypbl. Apyras BO3MOXHOCTb COCTOMT B TOM, YTO NjaH uav Habop niaHoB
npucnocobneH Ana paspabotkn kaxgoro MO MEAULIMHCKUX W3AENWIA. MnaHvpoBaHue cnepyet
onpegensitb Ha ypoBHe AeTasm3aunu, Heobxoammoin ans ocyuwiecteneHus NMPOLECCA pa3paboTku, 1 OH
[omKeH 6bITb NnponopumoHaneHd PUCKY. Hanpumep, CUCTEMbI nnu anemeHTbl ¢ 6011€ee BbICOKOIN CTeneHbHo
PUCKA pomxHbl nogunHAtecss NMPOLIECCY paspaboTku ¢ 6onee ctporummn tpedosaHusamu, a 3ALAUHN
cnepyeT nsnaratb 6o5ee geTasibHO.

MnaHupoBaHve saBnsetca uteparmeHoii AEATE/NIbHOCTbLIO, koTopyto crnepyeT nepecmarpusatb U
06HOBNATb MO Mepe pas3BuTust paspaboTku. 1aH MOXET pasBMBaTbCs, UYTOObI BKAOYATb OO/bLUYHO ©
Nydlwyo nHopmaumio, No Mepe Toro Kak 6osblie y3HaioT 0 CVICTEME n ypoBHe ycuauii, HEOBX0AMMbIX
ansa passutusa CUCTEMbI. Hanpumep, HadanbHas knaccudpmkaumsi 6esonacHoct MO CUCTEMbI moxet
M3MeHNTbCA B pesynbrate ocyuwectsneHna [MPOLECCA MEHEIDKMEHTA PUWUCKA wu pa3Butus
APXUTEKTYPbI nporpammHoro obecneyeHus. B HEKOTOPLIX Cydasx MOXET OblTb MPUHATO peLleHne o
BkAtoveHun MOHM B CUCTEMY. BaxHo, 4ToObl NiaHbl 0OGHOBASANUCHL C LEbI0 OTPpasuTb B HUX Tekylime
3HaHus o CUICTEME wn ypoBHe ycunuid, Heobxogumom ansa CUCTEMbl wnn ee 3nemMeHTOB, 4TOObI
obecneunTb Hagnexaltlee ynpasneHve NPOLIECCOM pa3paboTku.

B.5.2 AHanus Tpe6oBaHuii k MO

JaHHas peaTtenbHoCcTb TpebyeT oT MU3FTOTOBUTENA ycTaHOBUTL 1 BEpUEIULMPOBaTL TpeboBaHMs K
nporpammHomy ob6ecneyenuio gns MO MEOVMUMHCKOIO W3AENNA. YcTaHOBeHne Bepumumpyembix
TpeboBaHuWii kpaiHe BaXKHO A1 ONpeAesieHns Toro, 4To AO/MKHO ObITb CO34aHo, 4ns onpegenexus, uto No
MEOVUNHCKOIO U3AENNA yHKUMOHMPYET AO0/KHbIM 06pa3oM, a Takke Ana AeMOHCTpauum, 4To
3aBepleHHoe MO MEANUMHCKOIO WM3OEANA rotoBo K ucnosb3osaHuio. C Lebld AeMOHCcTpauun
UMNIeMeHTauumn TpeboBaHuiA COrnacHo 3ambICny, Kaxkaoe TpeboBaHMe A0/MKHO ObiTb YCTAHOB/IEHO TakMM
0o6pa3oM, 4TOObl MOXHO O6bl/I0 YCTAHOBUTL OOLEKTUBHbIE KPUTEPUU [N1 MPOBEPKM NPaBW/ILHOWN
umnnemeHTtauun. Ecnm NPOLECC MEHEIDKMEHTA PUCKA unsgenus npeabsasnset Tpeb6osaHus k MO gns
ynpas/ieHuns BbisBieHHbIMU PUCKAMW, 3T TpeboBaHMA AO/MKHbI ObITb AEHTU(MULMPOBaHbLI B TPEGOBaHMAX
K nporpaMMHOMY O6ecneyeHutio Takum 06pasom, 4Tobbl cAenartb BO3MOXHbLIM MPOC/EXMBaHME Mep Mo
YNPABMIEHNKO PWCKOM po TpeboBaHuii k nporpaMMHOMY obecrniedeHuto. Bce TpeboaHua K
nporpaMmMHOMY Ob6ecneyeHno cnefyet onpefensatb TakMMm 06pasom, u4TO6bl caenatb  BO3MOXHOW
pemoHcTpaunio MPOCNEXXNBAEMOCTU wmexay TpeboBaHveM K TecTupoBaHvem [MPOIMPAMMHOIO
OBECMNEYEHNA CUCTEMBbI. Ecnn perynupytowme TpeboBaHNsi HEKOTOPbIX CTpaH TPebyloT COOTBETCTBMUSA
cneuvanbHbiM - HOpMaM WM MEXAYHapoAHbIM CTaHjapTam, JaHHoe TpeboBaHve [O/MKHO ObITb
[JOKYMEHTVpOBaHO B TpeboBaHMsAX K nporpaMMHOMY ob6ecnedyeHuto. [lockonbky TpeboBaHuA K
nporpaMmMHOMy obecrneyeHuto yCTaHaBMBAIOT, YTO AO/MKHO ObiTb UMM/IEMEHTVPOBAHO B NpPOrpaMMHOe
obecneyeHune, oleHka TpeboBaHuii TpebyeTcsa Ao 3aBepweHns AEATENBHOCTW no aHannsy TpeboBaHuii.

O6nacTblo  YacTblX HefopasyMeHWi ABNSAETCA pasnuune Mexgay noTpebHocTaMu noTpebuTens,
BXOZHbIMW JaHHbIMU MPOEKTUPOBaHUSA, TPEBGOBAHMAMM K NporpaMMHOMY 06ecrneyeHnto, PyHKUNOHaNbHbIMA
cneumdurKaumsaMy nporpaMMHOro obecneyeHuss 1 cneundukaunsaMu npoekTa (gusaiiHa) nporpammHoro
obecneyeHnsi. BxogHble faHHble MPOEKTUPOBaHWMSA  SBNAKOTCA  MpeobpasoBaHMeM  noTpebHocTei
notpebutens B oUUNaIbBHO [OKYMEHTMpPOBaHHble TpeboBaHusa Kk MEAVUMNHCKOMY W3OENNIO.
TpeboBaHMA K NporpaMMHOMY 06eCMeyYeHnto - 3TO OhuLManbHO AOKYMEHTUPOBAaHHbIE creumdukauum Toro,
yto MporpaMMHOe obecrneyeHve OTBeYaeT MOTPeBGHOCTAM noTpebutensa W BXOAHbIM  AAHHbLIM
NPOEKTUPOBaHMA. PYHKLMOHANbHbIE creundvkauum nporpamMmmMHOro obecneyeHns 4acTo BK/OYEHbl B
TpeboBaHWs K NporpaMMHOMY OGecneyveHuio 1 onpeaensT B AeTansax, 4To NporpaMMHoe obecredyeHune
Jenaert, YTobbl COOTBETCTBOBATb 3TUM TPEOOBaHUAM, AaXe eC/iM MHOMo APYruxX afibTEPHATUBHBIX BapnaHToB
MOXET TaK e COOTBETCTBOBaTb 3TUM TpeboBaHusAM. Cneumdukalmm npoekta nporpaMMHoOro obecneyeHuns
onpegensot, kak MO 6yger NpoekTMpoBaTbCA W  packiagbiBaTbCA Ha COCTaBHble 4acTu, YTOObI
UMMIEMEHTUPOBATL 3TU TpeboBaHNA 1 PYHKLMOHaU/TbHbIE CrieumduKkauun.

TpagvMuuoHHO TpeboBaHWs K MNporpaMMHOMY o6ecneveHunto, (OYyHKUMOHasbHble crneuudukauum u
cneumdukaumm npoektTa ohOPMSIOTCA Kak Habop M3 O4HOro0 M 6Gonee AOKYMEHTOB. B HacTosee Bpems
BO3MOXHO O(hOpMIIEHME 3TON MHAPOPMAaLMKN Kak 3/1EMEHTbI JaHHbIX BHYTPU 06LLeli 6a3bl AaHHbIX. Kaxaplii
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3/1EMEHT MOXeT UMeTb OfAMH Unn 6onee NPU3HAaKoB, KOTOPble OnpefensioT ero ueib U ero coeguHeHue C
Apyrumu anemeHTaMu B 6ase JaHHbIX. TOT NOAXO4 [AOMNyCcKaeT npefcTaB/ieHve 1 nevarb pas/iMyHbIX BULOB
nHopMaumu,

KoTopasi Jlydlle BCEro NOAXOAUT ANS K&KAOW rpynMbl npeanonaraembix Mnosb3osareneit (Hanpuvep,
npogasuos, N3rOTOBUTEJIEN, TeCTMPOBLUNKOB, ayAMTOPOB) U NoALepXUBaeT

MPOC/NEXVBAEMOCTb, 4to6bl 4EMOHCTPMPOBATL COOTBETCTBUE MMMIIEMEHTALUN U CTENEHN, A0 KOTOPOI
TecToBble 3afaHus NPOBEepsAT TpeboBaHUs. VIHCTPYMEHTbI, NogAepxusarowme 3TOT NoAxod, MOryT ObiTb
TakKMMK Xe MNPOCTbIMW, KaK rMNepTeKkCTOBbIA AOKYMEHT, MCMOMAb3yoWwuii runepccbiikn HTML, unm ctonb xe
cnoxHbimu, kak CASE (computer aided software engineering - paspaboTka KOMMNbIOTEPHOrO MPOrpaMmMHOro
obecneyeHns) n MHCTPYMEHTbI aHasIM3a TpeboBaHUiA.

MPOLIECC onpegeneHusa tpedosaHuii K CUCTEME nexuT BHe 06nacTu NpUMEHEHWsT HacTosILWEero
ctaHgapta. OfHako pelieHune 06 uMmnneMeHTaumm yHkumoHana MEAVLUWHCKUX W3OENUNA ¢
nporpaMmHbIM  obecneyeHneM OObIMHO OCYLLECTBMSETCS NO Bpems npoektuposaHus CUCTEMBbI.
HekoTtopble wnn Bce TpebosBaHusa Kk CUCTEME BbIgenaTcsa C Uenblo UMNIeMeHTaLun B nporpammMHoe
ob6ecneyeHne. JEATENbHOCTb no aHanu3y TpeboBaHWiA K NPOrpaMMHOMY O6ecneyeHuto 3akniyaeTcs B
aHanm3e TpeboBaHUA MpeabsBNsAEMblX K MporpaMMHoMy ob6ecnedyeHmtio MPOLIECCOM onpegenexus
TpeboBaHuii kK CUCTEME, n B nony4yeHun nosiHOro Habopa TpeboBaHWiA K NporpaMMHOMY 06ecneveHuto,
OTpaxarLLmX BblaeneHHble TpeboBaHus.

Ut0o6bl 06ecneunTb uenoctHocTe CUCTEMbI, N3FOTOBUTE/Ib fomkeH NpesycMOTPETb MEXaHW3M
cornacoBaHusi BHECEHMS1 U3MEHeHWA u  yTouHeHusi CUCTEMHBIX TpeboBaHuii gnsi ucnpa.fieHus
HEeMNpPakTUYHOCTU, HECOOTBETCTBUIA UMM ABYCMbICIEHHOCTEN Nn60 B ncxogHbix CUCTEMHbBIX TpeboBaHusix,
Nn6o B TpeboBaHMAX K NPOrpaMMHOMY 06eCneyeHnto.

MPOLIECC c6opa n aHannsza CUCTEMHbIX 1 nporpaMMHbIX TpeboBaHWii MOXET ObITb UTEPATUBHbIM.

HacToswuini ctaHgapT He npeanonaraeT xecTkoro pasgenexus NMPOLIECCOB Ha gBa ypoBHS. Ha
npaktnke APXUTEKTYPA CUCTEMbI n APXUTEKTYPA nporpaMMHOro oéecneyeHms 4acto ONUCbIBatOTCA
OfHOBpeMeHHO, a TpeboBaHua Kk CWCTEME u© nporpammHoMmy obecrneyeHuio  BMNOC/e4CcTBUM
[OKYMEHTVPYIOTCA B MHOTOYPOBHEBOI hopme.

B.5.3 APXUTEKTYPA nporpaMmMHOro o6ecnedeHus

OTa feAtensHOCTb TpebyeT, uTobbl M3FrOTOBUTE/b onpeaenun rnasHble CTPYKTYPHbIE KOMMNOHEHTbI
nporpaMMHOro obecneyeHns n onpeaens X OCHOBHYIO 30HY OTBETCTBEHHOCTU, & TakKe UX BHELLHE

BMAVMble CBOWCTBA M B3aVMOCBSA3b Mexay HUMW. Ecnu doyHKUMOHMpPOBAHUE KOMMOHEHTa MOXET BAWATb Ha
Apyrne KOMMOHEHTBI, TO OHO A0/XHO ObITb onucaHo B APXUTEKTYPE nporpaMMHoro obecneyeHus. 3710
onucaHve oco6eHHO BaXXHO A1 acnekToB (PYHKUMOHMPOBAHUSA, KOTOpblE MOrYT MOBAVATbL HA KOMMOHEHTbI
MEAVUMHCKOIO U3AENNA, HaxogsAwmecs BHe nporpaMmHoro obecneyeHus (cm. 5.3.5 n B.4.3).

APXUTEKTYPHBbIE pelueHus ype3BblvaiiHO BaxkHbl 4151 ocyLlecTeieHns mep no YNPABNEHNIO PUCKAMNA. ‘ ‘

Be3 noHnmaHus (M 4OKYMEHTMPOBaHWSA) acnekToB (PYHKLMOHMPOBAHNS KOMINOHEHTA, KOTOPble MOTYT NOBANATb
Ha [gpyrme KOMMOHEHTbl, MOYTU HEBO3MOXHO Jokaszatb, 4To CUWICTEMA 6e3onacHa. APXUTEKTYPA
nporpaMMHOro obecrneyeHus Heobxoamma ans obecneyeHns NpPaBuIbHON MMNIeMeHTauun TpebosaHuii K MO.
APXTEKTYPA nporpaMMHOro o6ecneyeHusi He CUMTaAEeTCS 3aBepLUEHHON, ecnn Bce TpeboBaHusa k MO He
MOryT ObITb peann3oBaHbl onpegenenHsivv NMPOMPAMMHBIMW COCTABHBIMU UYACTAMMW. Mockonbky
On3aiiH 1 MMNIeMeHTauus nporpammHoro obecneyeHns 3aBucAT oT APXUTEKTYPbl, APXUTEKTYPA
BEPUNONLINPYETCHA pna 3asepweHus aton JAEATENbHOCTW. Kak npasuno, BEPWN®UNKALINA
APXWTEKTYPbI BbinonHaetca nytem texHuyeckoro OLLEHVBAHUA.

Knaccudukaumsa 6e30nacHoCTV NPorpaMMHOro 06ecneyeHns B OTHOLLEHNN ‘ ‘

MPOrPAMMHbIX COCTABHbIX UACTEW B npouecce AEATE/bHOCTW no paspa6otke APXUTEKTYPbI
nporpamMmMHoro obecrneyeHusi CO3AaeT OCHOBaHWE AJ1si MOCNeayoLero Bbibopa nporpammHbix NMPOLECCOB.
3anucun o knaccupmkaumm HaxoaaTcs nog ynpasneHveM nsmMeHeHnsmu B coctase PANNA MEHELKMEHTA
PUCKA.

MHOXeCTBO noc/feayowWwmnx cobbITUA MOXET chenartb Knaccudvkauuio HenencTButesibHOn. OHM
BKNtOYaloT, Hanpumep:
- n3meHeHus cneundmkaumm CUCTEMBbI, nporpammHoi cneundmkaumm nnm APXUTEKTYPbI;
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- 06HapyxeHune ombok B AHAJIVI3E PUCKOB, oco6eHHo HenpeasuaeHHbIx ONACHOCTEW; u

- 06HapyXeHre HeocyLLLeCTBUMOCTY TpeboBaHus, ocobeHHO Mepbl No YMPABEHNKO PUCKOM.

Moatomy Bo Bpems Bcex Buaos AEATE/NIbHOCTW, cnegytowmx 3a paspabotkoii APXUTEKTYPbI
nporpammHoro  obecnevennsi, knaccudmkauuss MPOTPAMMHBIX CUCTEM un  MNMPOIMPAMMHbIX
COCTABHbIX YACTEI gomkHa MEPEOLIEHUBATBCS 1, ecnmn HyHO, nepecMatpnsaThCcs. 3TO Bbi3biBaeT
[0opaboTky ¢ NnpuMeHeHneM fonosiHuTenbHbIX MPOLIECCOB k otgensHoi MPOrPAMMHOW COCTABHOM
UACTW B pesynbrate 06HOBNEHUA A0 6onee Bbicokoro knacca. NMPOLIECC meHemKmeHTa KoHdurypauun
nporpamMmHoro ob6ecneveHns (pasgen 8) ucnonb3yercss Ans obecrnevyeHnsi YyBEPEHHOCTU B TOM, 4YTO Bce
HeobxoanMble A0pPaboTKM ObiN MAEHTUNLMPOBAHbI U 3aBEPLLEHBI.

B.5.4 fleTanbHblii gn3aiiH nporpaMMHOro oéecnevyeHus

[JanHaa JEATE/IbHOCTL tpebyeT or U3TOTOBUTE/NA ycoBepeHcTBoBaHWA NMPOMPAMMHbBIX ‘ ‘

COCTABHbIX UACTEW 1 wuHTepdbeiico, onpeaeneHHbix B APXUTEKTYPE, u4T06bl co3aath
MPOrPAMMHBIE B/TOKU n nx nntepdeiicbl. Xotsi MPOMPAMMHBIE B/TOKW Yacto cuntarTcs eanHUYHbIMU
GYHKUMAMYN NN

MOZY/SiMM, 3Ta TOYKA 3PEHUS He Bcerga sBNsfeTcs npuemneMoil. Hactoswwid ctaHpapt onpegensiet
MPOrPAMMHbBIN BJTOK kak MPOrPAMMHYHO COCTABHYIO YACTD,

He penumylo Ha 6onee Menkne anemeHTbl. NMPOMPAMMHBIE B/IOKM MoryT npoBepsATbCA OTAENbHO.
N3rOTOBUTE/KO cnepyeT onpefenutb ypoBeHb fAeTanusauum MNPOTPAMMHOIO B/IOKA. [eTanbHblii
[An3aiiH onpegensieT aropuTMbl NPeACTaBeHns AaHHbIX 1 B3aUMOAEWCTBUS MeXAY

MPOrPAMMHbBIMA B/IOKAMW 1 cTpykTypamn faHHbiX. [eTasibHblli Av3aliH Takke [OO/DKEH KacaTbCs
opmupoBaHus MPOTPAMMHOIO MPOAYKTA. Heobxogumo onpeaenutb KOHCTpykumio MPOIPAMMHBIX
B/NTOKOB n uHTepdheiicoB 4OCTATO4HO NOAPOBHO, YTO6LI MOXHO 6bl/10 06beKTMBHO BEPUGULIVIPOBATbL nx
BE3OMNACHOCTb 1 pe3ynsTtaTMBHOCTb, €C/IM 3TO MOXET ObiTb 06ecneyeHo C UCMOoMb30BaHUEM [pYrux
TpeboBaHWii WM AOKYMeHTauun no pas3paboTke. OH AO/MKEH OblTb A0CTATOYMHO MOJIHbIM, YTOOGbI
nporpaMmMncTy He TpeboBasioCb MPUHUMATbL MWCK/IHYMTENbHBLIX MPOEKTHLIX PelleHuid. [eTanbHblii An3aiiH
Takke [OMKEH ObiTb CBfA3aH C apxutekTtypoii NMPOMPAMMHOIO OBECMEYEHUA MEAVLMHCKOIO
N3OENVA.

NMPOrPAMMHAA COCTABHAA UYACTb wMoxeT noapasfensatbCa Ha YPOBHM Tak, UTO TOJbKO
HemHorme 13 HoBbIx MPOMPAMMHbIX COCTABHbIX YACTEWM umnnemMeHTUpYoT TPe60BaHus, CBA3AHHbIE C
BE3OMACHOCTbLIO ucxopgHoii MPOMPAMMHOM COCTABHOWM UACTW. Octaswuecs MPOMPAMMHbBIE
COCTABHbIE YACTW He vMNAemMeHTMpPYT OyHKLMKU, cBA3aHHble ¢ BE3OMACHOCTbLIO, 1 MoryT 6bITb
MOBTOPHO KNaccuuumpoBaHbl C MpUCBOEHMEM 60nee HU3KOro knacca 6e30nacHOCTM MNPOrpPaMmHOro
obecneveHusi. OfHaKO MNPUHATME TaKOro pelleHnMs caMo Nno cebe sBnsietcsl vacTbio MPOLECCA
MEHE)XMEHTA PUCKA n gokymeHTupyetca B PANNE MEHEIXXMEHTA PVICKA.

MockonbKy MMNAeMeHTauus 3aBUCUT OT [eTaslbHOro Av3aiHa, Heo6XoAVMMO NPOBEPUTb AaHHbIN
JeTanbHbll gusaiH 1o 3aBepluenns JEATEbHOCTU. BEPUNOUKALMA aeTanmsnpoBaHHOro Am3aiiHa, kak
npasuno, ocyuwlectensaerca nyrem OLEHUWBAHUA TexHuyeckux xapaktepucTtuk. MNyHKT 5.4.4 TpebyeT oT
MN3rOTOBUTENA BepucuumpoBaTth BbixogHble AaHHble JEATE/IbHOCTW no getanvm3vpoBaHHOMY AW3aliHYy.
[un3aiiH onpepgensiet, kakMe TpeboBaHUA [O/MKHbI ObiTb  peann3oBaHbl. BEPUOUKALINA  ausaiiHa
obecneunsaeT

YBEPEHHOCTb B TOM, YTO Au3aiiH npaBuibHO peanmdyer APXUTEKTYPY nporpamMMHOro o6ecneyeHus u He
npotmsopeunT APXNTEKTYPE nporpaMMHOro o6ecneyeHms.

Ecnun ansaitH 6yaeT cogepxarb AedekTsl, TO Ko He ByaeT npaBuiIbHO peann3oBbiBaTb TpeboBaHuS.

Ecnn gmsaiin cogepxut gedpektbl, To M3FOTOBUTE/Ib [o/mkeH NPOBEpPUTb TE€ XapakTepUCTUKM
An3aliHa, KOTOopble OH cuMTaeT BaxHbiMU AnA obecneveHnss BE3OMNACHOCTW. TMMpumMepbl Takux
XapakTepuCTUK BKNHOYAIOT:

- peanusaumilo MpeayCMOTPEHHbIX COObITUIA, BXOAHbIX W BbIXOAHbIX AaHHbIX, WHTEepeicos,
NIOTUYECKON CxeMbl, a TaKke BOMPOChl pacnpefeneHuss pecypcoB npoLleccopa, pacnpeneneHns pecypcos
namsaTv, onpegenexHns ownboK N NCKIOYEHNI, N30ALMN OLIMOOK M UCKTHHYEHUA U BOCCTAHOB/IEHMS NOCIe
OLWINBOK;

- onpefesieHne COCTOAHUA MO YMOSYaHuio, B KOTOPOM YCTPaHAITCA BCE OTKasbl, KOTOpble MOryT
NPUBECTU K ONACHOW CUTyaumu, BKIKoYas cobbITUA 1 nepexospl;

- UHUUMann3aumio nepemMeHHbIX, ynpasneHne namaTtbio; 1

- "X0MogHy" 1 "Tenny” nepesarpyskun, pexmm oxuaaHua U apyrue usMeHeHus coCTOosHUSA, KOoTopble
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MOryT BANATL Ha Mepbl no YIMPAB/IEHO PUCKOM.

B.5.5 UmnnemeHTauua n sepudukauus MPOrPAMMHOIO B/IOKA

JanHas JAEATE/IbHOCTb Tpebyer ot W3rOTOBUTENIA 3anucats U npoBepuTb Koh AfA
MPOIrPAMMHBIX BJTOKOB.

[JeTanbHblli An3ailH npeobpas3oBbiBaeTCA B UCXOAHbIA Koh. KogmpoBaHue npefactaBnsier coboi
MOMEHT, B KOTOPOM 3akaHuMBaeTCcs [AeKOMNo3vuus crneundvkaumii M HauMHaeTcs CcocTaB/ieHue
peanusyemoro mcnosniHsgemoro MO. Ytobbl nocnefoBaTelbHO AOCTUrATb XenaeMblX XapakTepUCTUK Koaa,
OO/DKHBbI  UCMO/Mb30BaTLCA  CTaHAapTbl  KOAMPOBAHWUA AN ONpefesieHns  NpPeanoynutaemoro  CTuis
KoguposaHusa. [Mpumepbl CTaHAapTOB KOAMPOBAHUS BK/IYAIOT TpeboBaHWA K MOHATHOCTW, npaswia
UCMONb30BaHNA A3blKka WM OrPaHWYEHUA WM CNOXHOCTb YynpasneHus. Kog [ANs KaxkAoro Moayns
BEPVNOUUMPYETCSH Ha npegMeT (OYHKLMOHWPOBAHMSA Kak onpefesnieHo B AeTa/IbHOM Au3aliHe, U 4TO OH
COOTBETCTBYET YCTAHOB/IEHHbLIM CTaHAapTam KOAMPOBaHUS.

MyHkt 5.5.5 Tpebyetr or U3FOTOBUTE/NA nposepsaATb kod. Ecnm kog He peanum3yeT AusaiiH
npasunbHO, NporpaMmmMHoe obecnedenne MENLIMHCKOIO N3OENNA He 6yaeT hyHKUMOHUPOBATL Tak, Kak
npeaHasHa4eHo.

B.5.6 IHTerpauus n TectTupoBaHne UHTerpalm nporpaMmmHoro oéecnevyeHus

Jannas [OEATENIbHOCTb T1pebyer or W3FOTOBUTENA nnaHnpoBaTb W peasiM3oBbiBaTb
uHterpaumio NMPOITPAMMHBIX BJIOKOB B TMPOIMPAMMHBIE COCTABHBIE YACTU Takke, Kak u
nHTerpaumio NMPOMPAMMHBIX COCTABHbIX UYACTEW B 6Gonee cnoxHococTasHble MPOMPAMMHbIE
COCTABHbIE YACTW, n npoBepsTb, UTO MNOSlydeHHble B pes3ynbTate AaHHoi c6opkn MPOIPAMMHLIE
COCTABHbIE YACTW chyHKUMOHMPYIOT TakK, Kak npegHasHadeHo.

Moaxop, K MHTerpauuy MOXeT BapbMpOBaTbCA OT HEWHKPEMEHTHOW WMHTerpauun [o /10601 (hopmbl
nowiarosoii mHTerpauun. CsoiicTBa cobupaemoii NMPOMPAMMHOWM COCTABHOW UACTU  paukTyioT
BblGMpaeMblii METOA MHTErpaLun.

TecTvpoBaHue wuHTerpaumm MO HanpaBieHO Ha nepefjadvy faHHbIX W yrnpaBfieHue Bcel
MPOrPAMMHOM COCTABHOW UACTW uepes BHEWHWE W BHYTPEHHME WHTepdelickl. BHeluHne
uHTepdoelicbl - 3T0 Te, KOTOpble WMEWT Apyroe nporpaMMHoe obecneyeHue, BK/IYas nporpaMmmMHoe
obecneyeHne onepawlmoHHO cucTeMbl U annapaTHble cpegctea MEAVLIMHCKOIO N3AENNSA.

TOYHOCTb TECTUPOBaHWA WHTErpauMnm W YpoBeHb AeTav3auun [OKyMeHTauuWn, CBSA3AaHHOW C
TECTUPOBAHMEM MWHTErpaunm, AO/MkHbl ObiTb comamepumbl ¢ PUCKOM, cBfi3aHHbIM C u3genuem, cC
3aBUCUMOCTbIO U3LENUS OT NPOrpaMMHOro obecneyeHns s NoTeHUmMa bHO OnacHbIX YHKUWNA, a Takke ¢
ponblo onpegenenHbix NMPOMPAMMHBIX COCTABHbIX YACTEW B dhyHKUMOHane usgenus ¢ 6onblueii
cteneHbto PVICKA. Hanpumep, HecmoTpsa Ha 10, 4yto BCce NMPOIMPAMMHBIE COCTABHbBLIE YACTW A0/MKHbI
ObITb MPOTECTUPOBAHLI, 3/IEMEHTbI, KOTopble BANAIOT Ha BE3OMNMACHOCTb, gomxHbl nogsepratbcsi 6onee
HanpasneHHbIM, BCECTOPOHHUM U feTaslbHbIM TEeCTaM.

B COOTBETCTBYIOLLMX C/yYasx TECTMPOBaHWE UHTErpaLmm 4eMOHCTPUPYET NoBeAeHME NporpaMmbl Ha
rpaHMLax ee BXOAHbIX W BbIXOAHbIX [JOMEHOB (0b6nacteil) u noareepxgaer peakumio MO Ha
HeaelCTBUTE MbHbIE, HEOXUAAHHble W  CheuuasibHble BXOAHble AaHHble. [lelicTBMA  nporpammbl
06HapyX1BalTCa Npu BBEAEHUM KOMOUHALMM BXOAHBLIX AAHHBLIX UM HEOXWAAHHON nocnefoBaTeslbHOCTH
BXOOHBbIX [aHHbIX, WAW KOr4a HapylleHbl onpefenieHHble TpeboBaHus CUHXPOHU3auun. TpeboBaHus
TEeCTUpOBaHUSA B N/1aHe A0/MKHbI BK/OYaTb, COOTBETCTBEHHO, TUMbI TECTUPOBAHWUSA METOAOM "6enoro awmka”,
4TOOb! ObITb BbINO/IHEHHLIMW KakK YaCTb UHTErPaLVOHHOIO TECTUPOBAHMS.

TecTupoBaH/e MeToAoM "6eroro AwmKa", Takke U3BeCTHOe Kak TeCTMpPOBaHMe "CTEK/ISHHOIo SAluka”,
"CTpYKTYpHOE", "Npo3payHoro Awmka" n "oTKPbLITOrO ALMKA", - 3TO TEXHUKA TECTUPOBAaHUA, rae UCNosb3yeTcs
TOYHOE 3HaHWe BHYTPeHHero (PyHKLMOHMpoBanus NMPOMPAMMHOW COCTABHOW UYACTW, uTo6bl BbIGUpaTS
[JaHHble TecTupoBaHus. TecTMpoBaHUe METOLOM "6enoro Awmka"' MCnonb3yeT OnpefeneHHble 3HaHusA O
MPOrPAMMHOW COCTABHOW YACTMW, uTo6bl NpoBepsATh BbIXOAHbIE AaHHbIE. STO TECTUpPOBaHMe ABAAETCS
TOYHbIM, TO/IbKO €C/NN TECTOBBIN MHXeHep 3HaeT, uto NMPOrPAMMHAA COCTABHAA YACTb agomkHa genatb.
Torga TeCTOBbI MHXEHep MOXET BuaeTb, korga MPOMPAMMHAA COCTABHAA YACTb OTKNOHSAETCA OT €ero
HameueHHOl Uenu. TecTupoBaHWe MeTofoM "6enoro Awuka" He MOXeT rapaHTMpoBaTb, 4YTO 6blna
peanusoBaHa nosHas cneuudukaumsa (Ha nporpammHoe obecrneyeHue), NOoCcKONbKy OHO (POKycupyeTcs Ha
TecTupoBaHum peanuzaumn NMPOTPAMMHOWM COCTABHOWM YUACTW. TecTupoBaHWe METOAOM “"4epHOro
AlIMKA", Takke U3BECTHOE Kak "noBefeHyeckoe", "(hyHKLMOHaNbHOE", TeCTMPOBaHUe "Henpo3payHoro Awmka”
U TECTUPOBAaHME "3aKpbITOro AWMKa", (POKyCUpyeTCs Ha TeCTUPOBaHUN (DYHKLMOHAILHON cneumdmkaummn n
He MOXeT rapaHTMpoBaTb, YTO OblIM MPOTECTUPOBAHbLI BCE peasi3oBaHHble 4YacTu. Takum o6pasom,
TECTMpOBaHWEe METOAOM "4epHOro AWMKa" ABMSAETCS TECTMPOBAHMEM Ha creundukaunio u obHapyxvsaet
JebekTbl NponyckoBs, onpeaenss, kakas 4acTb crneumdukaummn He 6bi1a BbiNosHeHa. TecTupoBaHne MeTo40M
"6enoro AWuyKa" SABNSAETCA TECTMPOBAHUEM Ha peasm3auuio U OBHapyXuBaeT AedeKTbl BbINO/IHEHUSA,
yKasblBas, Kakas 4acTb peasim3aummn HencrnpasHa. YTo6bl NOTHOCTLIO

npotectuposarb NPOrPAMMHOE OBECIMNEYEHVE MEOVUMHCKOIO N3AE/NA, moryT ‘ ‘

noTpeboBaTbCA Kak TeCTUpPOBaHe METOA0M "4epPHOro SALuKa", Tak U TecTMpoBaHne MeToAoM "6enoro swmka'.
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MnaHbl 1 AOKYMeHTauusi TeCTMPOBaHWsl, onpeAeneHHble B nogpasgenax 5.6 u 5.7, moryT 6bITb
OTAENbHbIMA  AOKYMEHTaMu, NPUBA3aHHbIMU K KOHKPETHbIM CTagusM pas3paboTkM Wan 3BOOLMOHHBLIM
npototunam. OHW MOTyT ObiTb 06beANHEHbI B €AMHbIA LOKYMEHT UAn Habop AOKYMEHTOB, OXBAaTbIBALLMX
TpeboBaHMUA MHOXecTBa nogpasfenoB. Bce OAOKYMEHTbI UKW YacTb [AOKYMEHTOB MOTYT ObiTb BK/IOYEHbI B
NPOEKTHbIE JOKYMEHTbI 60Mee BbICOKOrO YPOBHS, Takne Kak rnnaH obecneyeHus kavecTtsa npoekra wuam Mo,
AN NAaH KOMMAEKCHOrO TECTMPOBAaHWUS, KOTOPbIA OXBaTbiBA€T BCE acnekTbl TeCTUPOBaHMSA annapaTtHbIX
CpencTs M nporpaMMHoro obecrneyeHus. B Takux cnydyasx cnefyer co3faBaTb MEPeKPecTHYH CCbUIKY,
KoTopasi onpegensieT, Kak pasiMyHble AOKYMEHTbl MpOeKTa CBf3aHbl C Kaxgoi u3 3ALAY wHTerpauun
nporpammHoro obecneyeHus.

TecTupoBaHMe MHTErpauumn NporpaMMHOI0 O6GECMNEYEHUSI MOXET OCYLLECTBAATLCA B MOAEMPYEMON
cpege, Ha umetoemcsa obopygosaHum, unn Ha nosHoueHHom MEANLIMHCKOM U3AENNW.

MyHkT 5.6.2 TpedyeT oT N3FTOTOBUTENA BepudmnumpoBaTh BbixogHble gaHHble JEATENIbHOCTW no
WHTEerpauMm nporpammHoro ob6ecneyeHnsi. BbixogHble gaHHble OEATE/IbBHOCTW no uvHTerpaumm
NPOrpaMMHOro o6ecneyvyeHnss - 3TO MHTerpupoBaHHble (BCTpoeHHble) MPOIMPAMMHBIE COCTABHbLIE
UACTW.

[aHHble uHTerpmpoBaHHble MPOMPAMMHbBLIE COCTABHbBLIE YACTW AomkHbl OYHKUMOHMPOBATb
OO/DKHbIM ~— 06pa3oM, u4To6bl BCe  nporpammHoe  obecnedenHne MEAVLUMHCKOIO  U3AENNA
(PYHKLMOHMPOB&aUIO NPaBubHO 1 6e30nacHo.

B.5.7 TectupoBaHue MPOrPAMMHOIN CUCTEMbI

[OanHas OEATENbHOCTb Tpebyer oT W3FOTOBUTENIA npoBepuTb  (OYHKUMOHAIbHOCTb
nporpammHoro obecneyeHus nyTem npoBepKn TOro, 4YTo TpeboBaHMA K nporpammHoMy obecneyeHuto 6bi1n
yCneLlHO peasn3oBaHsbl.

TectuposaHne MPOMPAMMHOM CUCTEMbIl [geMOoHCTpUpYyeT, YTO yKasaHHas (PyHKLUMOHAIbHOCTb
peincTentencHo cyuwlectsyeT. TectupoBaHme BEPUNOUVLVPYET dyHKUMOHA&ILHOCTb M XapakTepPUCTUKM
nporpamMmel, kak paspaboTaHHOl B COOTBETCTBMM C TPEOOBAHMSIMU K NPOrpaMMHOMY 06ecneyveHuio.

TecTuposanune MPOMPAMMHOWM CUCTEMbI OpueHTUpOBaHO Ha (DYHKLMOHa/bHOEe TecTMpoBaHue
("yepHbIli AWKWK"), XOTA 60nee NpeanoyTUTENbHbIM MOXET OKa3aTbCs WCMNo/b30oBaHMe MmeToga "6enoro
Awmka" (cm. B.5.6), uT0GbI 3ahchekTnBHEN BbINOAHATL OMNpPeAenieHHble TeCTbl, BblAeNATb CTPECCcOoBble
ycnosua unu  gedektol NM60 yBeNnuuMBaTb MOKPbITUE WCXOLHOTO Kofda KBas/IMIUMKALUVOHHBIX TECTOB.
OpraHu3aumsi TecTUpoBaHWA NO Tunam KW 3Tanam SABASAETCA T[MOKON, HO MOKpbITUe TpeboBaHwid,
YMNPABNIEHVE PWCKOM, akcnsyaTaumMoHHas MpuUrogHocT W TUMbl TECTOB (Hanpumep, HeraTvBHbIE,
WHCTaUT/IALMOHHbIE, CTPECC) AO/MKHbI ObITb MPOAEMOHCTPUPOBAHbI U 380KyMEHTMPOBAHbI.

TectuposaHne MPOFPAMMHOWM CUCTEMbI  npoBepsieT  WHTErpypoBaHHOE  NporpaMMHoe
obecneyeHne n MOXET ObITb BbIMNO/IHEHO B MOAENMPYEMON Cpefe Ha UMEKLWeMCS 060pyg0BaHUN AN Ha
nonHoueHHom MEANLUVMHCKOM U3OEJTNWN.

Korga B MPOMPAMMHYKO CUCTEMY BHOCATCA W3MeHeHus (faxe Hebosnbline), [o/mkHa 6biTb
onpegeneHa creneHs PEFPECCMOHHOIO TECTUPOBAHUA (HO He TOMbKO TECTMPOBAHUSA OTAENbHbIX
W3MEHEHWIA), 4TOObI YAOCTOBEPUTLCA B OTCYTCTBUM HENPEAYCMOTPEHHbIX MOGOYHLIX ABMEHWI. [JaHHoe
PEFPECCNOHHOE TECTUPOBAHUWE (1

060CHOBaHMeE f/151 HE NOHOCTLI0 NOBTOPsAAeMOoro TecTuposanus MPOFPAMMHOIN CUCTEMbI) ‘ ‘

[O/MKHO BbITh 3aN1aHMPOBaHO 1 [OKYMeHTMpoBaHo. (Cm. B.6.3).

OTBETCTBEHHOCTb 3a TeCcTupOBaHue MPOrPAMMHOIW CUCTEMbl MoxeT 6biTb pacnpegeneHa,
NMPOUCXOAUTb B PasHbIX MecTax W MPOBOAUTLCA pas/IMyHbIMK opraHusaumsamu. OfHako, He3aBMCUMO OT
pacnpegenenius 3AJAY, [OrOBOPHbIX OTHOLIEHWIA, WCTOYHMKA KOMMOHEHTOB WM cpegbl (ycnosuit)
paspabotkn, NFTOTOBUTE/Ib m3penusa coxpaHseT OKOH4YaTeslbHyH OTBETCTBEHHOCTb 3a ObecrnedeHue
NpPaBuIbHOrO  (DYHKLMOHMPOBAHMSA MNPOrpaMMHOro obecrneyeHnss B COOTBETCTBUM C NPeayCMOTPEHHbLIM
HasHaveHveMm.

Ecnn npu TecTupoBaHnm 661511 06HApYXeHbI CNOCOo6HbIE K MoBTOpeHnio AHOMAJIVN, Ho
Obl/10 MPUHSATO PELlEHME He YCTPaHATb UX, To gaHHble AHOMAJTMN gomxkHbl 6b6iTb OLLEHEHDBI B ‘ ‘
COOTBETCTBUM € aHam3om PUCKA, 4Tobbl y6eanTbes, YTo OHU He BausoT Ha BE3OMACHOCTbL mnsgenus.

Heo6X0AYMO NOHSTL NEPBONPUYMHY U 0COBEHHOCTM NposeieHns AHOMAJIUIA, a Takke 3a0KyMEHTUPOBaTh
NMPUYNHBI, MO KOTOPbLIM OHWN HE YCTPaHSATCA.
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MyHkT 5.7.4 TpebyeT, uTo6bI pe3ynbTarbl TecTuposaHus MNPOMPAMMHOW CUCTEMbI  6biin
OLEHEHBbI, uTo6bl 06ecneunTb NoNyyYeHe oxXuaaeMblX pesynsTaToB.

B.5.8 Bbinyck NO

JanHas JEATENIbHOCTb Tpebyet o1 MSFTOTOBUTENA gokymeHTMpoBate BEPCUHO Bbinyckaemoro
Mo MEANLUNHCKOIO N3AENWNA, ykasaTb, kak OHO Obl10 CO34aHOo, U C/iefoBaTb COOTBETCTBYOLWMM 415
BbIMycKa NPOrpaMMHOro obecneveHunst npoueaypam.

N3rOTOBUTE/Ib gomkeH ObiTb CMNOCOGEH MPOAEMOHCTPMPOBATbL, YTO MpPOrpaMMHoOe obecneyeHue,
cosflaHHoe ¢ ucnonb3oBaHnem MPOLIECCA pa3paboTku, - 3TO TO nporpaMmmMHoe obecnedeHue, KoTopoe
6b1n10  BbinyuleHo. WMN3FOTOBUTE/Ib  po/mkeH WMETb  BO3MOXHOCTb  BOCCTAHOBUTb  MpPOrpaMmMHoe
obecneyeHne M MHCTPYMEHTbI, UCMO/b30BaHHbIE A1 €er0 Co3[aHus, B criydae ecnvM 3To noHajobutcs B
6yaywemM. OH [OO/KEH XpaHWUTb, YNakoBblBaTb W [AOCTaBAATb MporpaMMHOEe obecrnevyeHne crnocobom,
MUHUMU3MPYIOLWMM  BO3MOXHOCTb  MOBPEXAEHUS WAW  HEMNPaBUIbHOIO MpUMEHEeHUs. [ Oo/mkHbl  OblTb
yCTaHOB/IEHbI OnpeesieHHble npoueaypbl, 4To6bl o6ecneunTsb BbinonHeHne 3AJAY Hagnexalwmm obpasom
W C nocnefoBartefnbHbIMU pesynsratamu.

B.6 MPOLIECC TexHuuecKkoii nogaepxku MO

B.6.1 YcTaHOB/EHWE NJ1aHa TEXHUYECKOW noaaepxku MO

MPOLECC TexHn4ecko noafepXKkym nporpaMMHOro obecneveHuss otvdaerca ot MNPOLIECCA
paspaboTkn NPorpaMMHOro obecnevyeHns A4ByMs NyHKTamm:

- N3rOTOBUTEJIIO paspelwaetcs ucnonb3oBatb MPOLECC, meHblniA, Yyem nonHbiin MPOLECC
pa3paboTkym NporpaMMHOro ob6ecneyeHusi, 4ToObl OCYLLECTBMATb ObICTPble W3MEHEHMS B OTBET Ha
HEeOTNI0XHbIE NPO6eMbI;

- B oTBeT Ha nporpammHble OTYETbI O NMPOBJIEMAX, OTHOCALMXCA K BbINYLWEHHOMY MPOAYKTY,
N3rOTOBUTE/Ib He TONbkO pewaer npobnemMy, HO euwe W BbINO/HAET JIOKa/lbHblE peryavpyoume
TpeboBaHMA (0ObIYHO 3anyckas akTMBHYH cxeMy HabnwogeHus nnsa cbopa faHHbIX 0 npobneme un ee
o6nactu n gnsa obLeHns ¢ NoNb3oBaTeNAMN U perynnpyowmmm opraHamu o npobreme).

Moppasgen 6.1 TpebyeT, uTto6bl 3T MMPOLIECCHI 6biM ycTaHOBMEHbI B MNJlaHE TEXHWYECKONA
NoAAEPXKN.

JaHnHas JEATE/IbBHOCTDL Ttpebyet ot MSFTOTOBUTENA co3gaHus unu ngeHtndmkaumm npoueaypbl
ana  peanusaumn  OEATENBHOCTU wn 3A0AY no TexHuyeckol nogaepxke. UToObl  BbINOHATH
KOPPEKTMPYHOLLME OENCTBUS, YNPaBATb NSMEHEHNSAMMN NPU TEXHUYECKON NOLLEPXKKE N YNPaB/IATh BbIMyCKOM
o6HoBneHHoro MO, U3TOTOBUTE/IKO cnepyeT [OKYyMEHTMpOBaTb M pewnTb Npobaembl M 3anpochbl
notpeéuTenei, a Takke ynpasnsaTtbe mogndnkaumsamm MO MEANLMHCKOIO U3AENNA. 3tot MPOLECC
aKTMBM3MpyeTcs, Korga u3-3a npobnem nMbo NOTPe6GHOCTM B yaydweHun wam  agantauumn 10O
MEOVLUMNHCKOIO WM3AENNA noaBepraetcsa moaumdunkaumsiM Koga WAM U3MEHSIeETCA ConyTcTByoLas
JOKyMeHTaumA. Llens cocTouT B cOXpaHeHun LenoCcTHOCTU BbinyweHHoro No MEANUMNHCKOIO N34ETNA
npu ero mogudpmkaumm. 310t NMPOLECC BKNtovaeT nepemelteHne MO MEANUMHCKOIO U3AENNA B
cpefy vnu Ha nnaTgopMmbl, A1 KOTOPbIX OHO NepBOoHavYaslbHO He 6blno BbinyweHo. AEATE/NbHOCTD,
npeaycMOTPeHHas HaCcTOALWMM MyHKTOM, xapaktepHa anaa NMPOLECCA TexHMYeckoi noanaepXku, ogHako
MPOLIECC TexHn4yeckoi nogaepxkm MOXeT ncnosb3oBatb agpyrne NMPOLIECCHI HacToswero ctaHgapTa.

N3rOTOBUTESNKO HyxHo nnaHupoBate AEATE/IbHOCTb n 3AA0AYN MPOLECCA TexHMYecKol
noAnepXKu.

B.6.2 AHanus npo6siem n mogudukaymii

JaHHass OEATE/IbHOCTbL Ttpebyer ot W3FOTOBUTENA aHanvM3mpoBaTb 0OpaTHY CBS3b Ha
npeameT ee 3Ha4YMMOCTU; NPOBEPSATL COOGLLUEHNST O Npob/iemax U paccmaTpuBaTtb, BbloupaTte M 0006pATb
noaxogsiime ons BbINOSIHEHUSA BO3MOXHbIE BapnaHTbl MOAUMKaLNiA.

Mpo6nembl 1 Apyrve 3anpocbl Ha BHECEHWE W3MEHEHWI MOryT MOBAVATb Ha (PYyHKUMOHasIbHbIe
xapaktepuctukn, BE3OMNACHOCTb wnu peructpauuio MEAVLUWNHCKOIO WM3AENVA B perynupytomx
opraHax. AHasn3 HeobxoauMM AN onpefeneHns Kaknx-Hnbyas nocnegctsunin ns-3a OTUETA O MPOBJ/IEMAX
N NOABATCA /N Kakue-HUByAb NocneacTsmsa ns-3a Mogudmkaumn, a takke A8 yCcTpaHeHus npobnembs! Uan
BbINO/IHEHNA 3anpoca. [ nNpoBepku MOCPeACTBOM aHasim3a MPOC/IeXnBaeMoCTU WM PerpeccMoHHOro
aHanmn3a 0Co6eHHO BaXHO, YTOObI BCTPOEHHble B m3genuve mepbl no YMNPABIEHUKO PUCKOM He 6binn
HeraTMBHbIM 06Pa3oM U3MEHEeHb! U MOANULIMPOBaHbI NPOrpamMMHbIM 06ecneyeHrem, KOTOPoe BHeAPSETCS
kak yactb JEATE/IbHOCTW no TexHnyeckoin nogaepxke MO. Takke BaXHO

y6eanTbCA, YTO U3MEHEHHOE NporpaMMHoe obecrneyeHne He co3gaet OI‘IACHvOI7I CUTYALNW nnn cHuxaet
PWCK B nporpaMmHOM 06ecneyeHmm, KOTopoe paHee He co3gaBasio ONMACHOU

CUTYAUNWN wnnmn cHmkano PUCKW. Knaccudomkaumns 6e30nacHOCTM NporpamMMHOro oGecneveHust Ans
MPOrPAMMHOWN COCTABHOW YACTW MOXeT ObiTb W3MEHeHa, ecnu mogudumkaumsa nporpaMmHOro
obecneyeHns B HACTOSILLMIA MOMEHT MOXET BbI3biBaTb ONMACHOCTb unn ymeHbLiats PUCK.

BaXHO pasnunuyartb TEXHUYECKYID MOAAEPXKKY MpOorpamMMHOro obecnedyeHus (pasgen 6) u pelueHue
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npo6sem nporpaMmMHoro obecneyeHus (pasgen 9).

FnasHbiM B MPOLIECCE TexHM4YecKoli noaaepXkn nporpaMmMHoOro obecneyeHus sBnsieTcs

[OCTaTouHbIli OTBET Ha 06paTHYI0 CBSA3b, BO3HMKAIOLWYI nocne Bbinycka MO MEANUMHCKOIO U3AENNS.
Kak wacte MEANUMHCKOIO N3AENNA, NMPOLIECC TexHn4YecKkoin Nnoaaepxku NporpaMMHOro obecneyeHns
JomkeH obecneynTb YBEPEHHOCTb B TOM, UTO:

- OTUETbI O MNMPOBJIEMAX, cBa3aHHble ¢ BESOIMNACHOCTbLHIO, paccmarpuBaloTca U 4OBOAATCA A0
CBefleHUs COOTBETCTBYIOLLMX PErYINPYIOLLMX OPraHOB U 3aTPOHYTbIX NO/Ib30BaTeNe;

- NMPOrPAMMHOE OBECMNEYEHVME MEOVMUMHCKOIO W3OENNA noBTOpHO opobpsieTca U
NMOBTOPHO BbINYCKAETCs nocse Mogudukaumm n oguumanbHOro KOHTPOSS, KOTopble obGecneyvmBatoT
yCTpaHeHue Npobaembl U NpefoTBpalleHme gasibHeEALWNX Npo6iem;

- WN3rOTOBUTE/Ib  paccmarpuBaeT, kakoe gpyroe [POrPAMMHOE  OBECIMEYEHVE
MEOVUMHCKOIO N3AE/INA moXeT 6bITb 3aTPOHYTO 1 NPeAnpUHMMAET COOTBETCTBYHOLLME AeCTBUS.

LleHTpom BHUMaHMA peweHus npobnem TMNPOMPAMMHOIO OBECIMEYEHNA  asnsetcs
(PYHKLMOHNPOBaHNE KOMIMIEKCHOW CUCTEMbI YNPaB/eHWs, KOTOpas:

- aHanusmpyet OTYETbI O MPOBJ/IEMAX 1 ngeHTuguumpyeT BCe NOCNEACTBMSA 3TON Npo6/1embl;

- MPMHMMAET peLLEHNs Mo psay U3MEHEHWU 1 onpedenseT ux oboe Nnobo4yHoe BO3AENCTBUE;

- OCYLLECTB/IAET U3MEHEHUSA, COXpaHAa npu atom cornacosaHHocTb NMPOMPAMMHBIE COCTABHbLIE
YACTW KOHOUTYPALIMW, B Tom uncne 8 PANNE MEHEIKMEHTA PUCKA,;

- BEPMOVUMPYET ocyuiecTBneHne N3MEHEHUA.

Mpouecc TexHWYeckol NOAAEPXKM MporpammHoro obecneveHus mcnonb3yeT NMPOLECC pelleHus
npo6sem nporpamMmHoro obecneverusi. MPOLIECC TexHuueckol NogAepXKu NporpaMMHOro obecnevyeHuns
paccmatpusaer OTYET O MPOBJ/IEMAX Ha BbICOKOM YpOBHe (CyLlecTByeT nn npobnema, MMeeT NN OHa
cyulectBeHHoe BnnsaHue Ha BE3OIMACHOCTDb, kakne nsMeHeHus Heo6XoANMbI U KOrga X OCYLLECTBAATL) U
ucnonob3yetr MPOLIECC pelweHusa npob6nem nporpamMmHOro obecneyeHus pns aHanmsa OTYETA O
MPOBJ/IEMAX c uenbko o6HapyXeHus nbbix MOCIeACcTBU U cO34aHus BO3MOXHbIX 3AMPOCOB HA
M3MEHEHWNA, koTopble wunaeHTUULMPYIOT BCce Hyxaawowmecs B usmeHeHun COCTABHBIE YACTU
KOH®UIYPALINW, a Takke Bce Heobxoaumble wwarn no BEPUOUNKALINN.

B.6.3 OcywecTBneHne mogucukaumm

JanHaa JOEATENBbHOCTbL Tpebyetr, ut06bl W3TOTOBUTEJ/Ib uKCnonb30Basl YCTaHOB/EHHbIE
MPOLECCHI pana BbinonHeHns mogudoukauum. Ecnn TPOLIECC  TexHM4eckoil NOAAEPXKKU He  6bin
YCTaHOB/EH, A5 OCYLLECTBNEHNS MoAUdIUKaLMMN MOTYT UCNOb30oBaTbecs noaxogsawme 3AAAHN MPOLIECCA
paspabotkn. N3rOTOBUTE/Ib fomkeH Takke obecneunTb

YBEPEHHOCTb B TOM, 4YTO MOAMMMKAUMA He BbI3blBAET OTPULATENIbHOTO B/USHUA Ha Apyrve vactu O
MEANUMHCKOIO U3OAENUA. Ecnnm MO MEANUMNHCKOIO UN3AE/IA He paccmaTtpuBaeTcs Kak HoBas
paspabotka, HeobxoAuMM aHa/M3 BAUAHWA Moaudumkaumm Ha Bce MO MEAVMUWNHCKOIO WU3AENNA.
PerpeccroHHbIi aHanM3 1 TecTUpoBaHWe WCMNOoJb3YHTCA A1 06ecrnevyeHnss YBEepPeHHOCTM B TOM, 4TO
N3MEHEHNEe He co3gasio npobnem B gpyrux vactax MO MEAVLUMHCKOIO U3AENNA. PerpecCuoHHbIN
aHann3 - 3T0 onpefefieHne B/IMSHUA W3MEHEHWS Ha OCHOBE aHa/M3a COOTBETCTBYHOLENR [OKyMeHTauum
(Hanpumep, cneumdkaumin TpeboBaHMIn K MporpammHOMYy oOb6ecneveHuto, cneuudmkaunini  paspaboTku
NporpaMMHOro obecneyeHns, MCXOLHOro Kofa, M/aHOB TECTVPOBaHWsA, TECTOBbIX MNPUMEPOB, TECTOBbIX
cueHapves W T.J4.) ANA onpefeneHuss HeobXOAMMbLIX PErpecCUOHHbIX TeCTOB, KOTOpble Heo6Xoaumo
BbINO/HWTL. PerpeccMoHHoe TecTMpoBaHve - 3TO NOBTOPHBINA 3amyck TECTOBbLIX C/ly4YaeB, KOTOpble NporpaMMa
paHee BbINOMHWMAA MPaBWIbHO, U CPaBHEHWEe TeKyllero pesynsrata C npefbligyLlnm pesynstatom A/
BbISIBNIEHNA HEMpPegHaMePEHHbIX NOCNeACTBUIA

NU3MeHeHUss nporpammHoro obecnedyeHuns. [omkHO OblTb cAenaHo 060CHOBaHWe, oOnpasfblBaloLlee
konuuectso PEFPECCUOHHBIX TECTOB, koTopoe 6yAeT BbINONHATLCA AN1A obecnevyeHns yBepeHHOCTU B
TOM, YTO YacTu elle He MmoamdmumposaHHoro MO MEOVHCKOIO N3AENNA npogomnxkaloT paboTtarb Tak, Kak
1 [0 BbINOMHEHNA MOoAMMKaLmn.

B.7 NMPOLECC MEHEO>KMEHTA PUCKA nporpamMmmHOro oéecneveHus

MEHEIXKMEHT PUCKA nporpamMmmHoro obecneyeHus - 3To 4actb nonHoro MEHE)XXMEHTA PUCKA
MEOVLIMNHCKOIO N3LENNA, koTopas He MOXET Hagnexaluym o6pa3omM 6biTb pacCMOTPEHA U30/IMPOBAHO.
HacTtoswuin ctaHaapT TpebyeT mucnosb3oaHus NMPOLIECCA MEHEI)XXMEHTA PUCKA, cOOTBETCTBYHOLLIETO
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NCO 14971:2007. Kak onpegeneHo B NCO 14971:2007, MEHEO)XXMEHT PUCKA npeacTtaBnsieTr coboii
OCHOBY 15 pe3ynstatnsHoro MEHEIXKMEHTA PUCKA B oTHoweHun MEANLIMHCKUX U3OENNA. OgHa
u3 yacteii MCO 14971:2007 otHocuTcs K YNPABNEHUIO naeHtudpmymposaHHsimmn PUCKAMW, cBazaHHbIMK
¢ kaxagoih ONMACHOCTBHO, BbisiBneHHol B xoae AHA/TM3A PUCKA. MPOLUECC MEHEQ)XXMEHTA PVCKA
nporpaMmmMHOro obecneyeHns B HaCTOsALLEM CTaHJapTe npegHasHaveH A8 YCTaHOBEHUS A0MNONHUTENbHbIX
TpebosaHuii k YIMPABMIEHVIO PWCKOM pgns nporpamMHOrO o6GecrnedeHust, BKIHYas MNpOrpaMmmHoe
obecneyeHune, KoTopoe 6bi10 onpeaeneHo B xoae AHATM3A PYCKOB kak noTeHuMaibHO CNOCOOCTBYHOLLEE
onacHbIM CcUTyauusiM, WAM nNpPorpamMmHoe obGecrneyvyeHne, KoTopoe wucnonbdyerca ans YMNPABMEHNA
PNCKOM MEOVNUWMHCKOIO W3AENVNA. TMPOUECC MEHEMKMEHTA PWCKA nporpammHoro
obecneyeHns BKNIOYEH B HACTOSALLMI CTaHA4APT No ABYM NpUYMHaM:

- ueneesas ayguTopus [aHHOIO CTaHjapTa A[0/DKHa MNOHUMMAaTb MWHUMasibHble TpeboBaHuA B
oTHoweHun mep no YNPABTEHUVIO PUCKOM B 30He 1x OTBETCTBEHHOCTU - MPOrPaMMHOM 06ecneyeHuu;

- obwwuii ctaHgapt no MEHEO)XMEHTY PUCKA, NCO 14971:2007, npvBeAEHHbIi B KayecTBe
HOpPMAaTUBHOW CCbISIKM K HACTOsLLEMY CTaHAapTy, He oxBaTbiBaeT cneunansHo YIMPABIEHWE PVCKOM MO
n mecto YIMNMPABJIEHNA PUCKOM B XM3HEHHOM Uukse pa3paboTtku MO.

MEHEIDKMEHT PUCKA nporpammHoro obecrneyeHus - 310 yacTb o6uwero MEHEIDKMEHTA PUCKA
MEANLNHCKOIO N3AENNA. MnaHbl, npoueaypbl U fokymeHTauus, Tpebyemble ansg JEATENbHOCTW no
MEHE)KMEHTY PWCKA nporpamMMHOro obecneyeHnsi, MoryT 6biTb cepueii OTAe/bHbIX OOKYMEHTOB Wn
OAHUM [AOKYMEHTOM, UM OHM MOTYT ObITb MHTErpupoBaHbl B AEATE/IBHOCTb no MEHEI)XXMEHTY PUCKA
MEOVUMNHCKOIO M3AE/MNA »n B AOKyMEHTauMo, Npu yC/AoBMK, 4YTO BbINOSHAKOTCA BCE TpeboBaHMs
HacTosLLero craHgapTa.

B.7.1 AHanu3 nporpaMmMHOro oéecrne4yeHus, CNOCOGCTBYIOLLEro ONACHbIM CUTYaLUAM

Oxunpaetcs, yto aHanms OMACHOCTW wuspenua 6ynet nAeHTUOUUMPOBATL OfacHble cutyaumm u
cooTBeTcTBytoWMe Mepbl no YMPABNEHNO PUCKOM ans ymeHblUeHWs BEPOATHOCTU W/WMAWN TSHXECTU
NPUYMHEHNs Bpeda OT 3TUX ONacHbIX CUTyaLuii A0 AONYCTMMOrO YPOBHSA. Takke npegnosaraercs, 4To Mepbl
no YNPAB/IEHNKO PUCKOM 6yayT BO3/10XEHbI HA NPOrpaMMHbIli OyHKLMOHAN, KOTOPbINA, Kak 0XuaaeTcs,
Oynet peanM3oBbiBaTh faHHble Mepbl No YMNPABJIEH/KO PUCKOM.

OpHako BpsA4, /M MOXHO OXWAATb, YTO BCE OMacHble cuTyauuu npucylime usgenuio MoryT ObiTb
NMOEHTMMLMPOBaHbI OO TOro, Kak 6yaer nogrotosneHa nporpammHas APXUTEKTYPA. B To e Bpemsi
M3BECTHO, Kak (DyHKLUUM MporpamMmHOro obecredeHnss 6yayT BOMJIOLLEHbI B NPOrpaMMHbIX KOMMIOHEHTax, U
MoXeT 6bITb OLLEHEHA npaktuuHocTb Mep no YMPABNEHVKO PUCKOM, HasHadeHHbIX doyHKuusm 0.
Takxke cnegyeT nepecmoTpeTb aHanimd ONMACHOCTW nsgenus, 4tobbl BKIKUNT:

- NepecMoTPEHHbIE ONacHbIe CUTyauuu,

- nepecMoOTpeHHble Mepbl no YMPABNEHWKO PUWUCKOM wun TpeboBaHMa K MporpaMMHOMY
obecneyeHuto;

- HOBble OnacHble CUTyauuu, BO3HUKaIOLWMe M3-3a NPOrpamMmmMHOro obecneyeHus, Hanpumep onacHole
cuUTyauun, cBAi3aHHble C YenoBeyecknm hakTopom.

APXUTEKTYPA nporpamMMHoro ob6ecneyeHus [O/DKHa BK/IlOYaTb HafeXHble cTpareruv  ans
pasgeneHns KOMMNOHEHTOB NPOrPaMMHOro o6ecneyeHmns Takum 06pasom, YTo6bl OHM He B3aMMOAEeiCcTBOBaN
onacHbIM CNocobomM.

B.8 MPOLIECC meHemKMeHTa KOHpUrypauum nporpaMmmMHOro oéecneveHus

MPOLECC meHemxMeHTa KOHhurypaumm nporpaMMHoro obecnedenus - ato NMPOLECC npymeHeHns
aAMVHUCTPATUBHBIX W  TEXHUYECKMX Mpouesyp Ha MNPOTSHXEHUM XMIHEHHOTO UMKAa MNporpammHoro
obecneueHns Ans maeHTuduKaumm u onpegenenus NMPOMPAMMHBIX COCTABHbLIX YACTEW, Bkntovas
pokymeHtaunto, B8 CUICTEME; ynpasneHne U3MeHEeHUSAMU U BbIMYCKOM 3/1EMEHTOB; AOKYMEHTUPOBaHME n
coobuleHne o coctosHuM anemeHToB n 3AMPOCOB HA WM3MEHEHUA. Ynpaenenue koHdurypaumen
nporpaMmHoro obecnevyeHmss HeobxoaMmo, 4To6bl 06HOBUTL MPOMPAMMHYKO COCTABHYHO YACTD,
NMAEHTUMLMPOBaTL €r0 COCTaBHble YacTW U MPefoCTaBUTb WCTOPUIO M3MEHEHWIA, KOTopble Obli B HEM
OCYLLIECTB/IEHBI.

B.8.1 aeHTudpmkauma KoHdurypaymum

JanHas JOEATE/NBbHOCTb Tpebyer ot W3rOTOBUTENA opgHo3Ha4yHOW  umAeHTudmnKaumm
COCTABHbIX UYACTEM KOHO®UIYPALIMM nporpamMmHoro obecniedenus u  ux BEPCUW. 3ta
ngeHTudmkauns Heobxoguma, u4Tobbl onpegendatse COCTABHbLIE UACTU KOHOUTYPALUUW TIO wn
BEPCIWW, koTopble BktoyeHsb! B NO MEANLUNHCKOIO N3AE/TNA.

B.8.2 YnpaBneHne nameHeHUsiMun

[aHHas OEATE/IbHOCTb Tpebyetr ot U3FOTOBUTENA ynpaBnsatb nsmeHeHmsamm COCTABHbIX
YACTEWN KOH®UTYPALIVIW nporpaMMHOro o6ecneyeHmns u perncTpupoBarb MHopMaLio, onpeaensioLLyo
3AMPOCbl HA N3MEHEHWA wn npepoctaBneHnMe AOKyMeHTauum 06 WX MeCTOHaxoxaeHun. [aHHas
JEATENBbHOCTb Heobxoamma, 4Tobbl 06ecneynTb YBEPEHHOCTb B TOM, YTO HECAHKUMOHMPOBAHHbLIE WK
HenpegHaMepeHHble UK3MeHeHuss He 6biinm BHeceHbl B COCTABHbLIE YACTU KOHOUIYPALMN
nporpammHoro obecneyeHusa M 4to o0po06peHHble 3AMPOCbI HA W3MEHEHWA 6blin NONHOCTBLIO
ocyuwiectssieHbl 1 BEPNOPNLMPOBAHDI.

3AMPOCbI HA U3MEHEHWA moryT 6biTb 0f06pEHbl rpynmnoi no ynpas/ieHW0 W3MEHEeHUsMU,
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MeHeIKepPOM W/ TEXHUYECKMM PyKOBOACTBOM COrNAaCHO M/aHy yrnpasieHus KoHdurypauueli nporpaMmmHoro
obecneyeHns. OpobpeHHble 3AMPOCbI HA W3MEHEHWE npocnexuBaioTca [0  hakTUYECKOW
Moamdukaumm n BEPUOUKALIMN nporpammHoro obecrneveHus. Heobxoammo, Ytodbl Kaxaoe akTuieckoe
n3MeHeHne 6b10 cBA3aHO ¢ 3ANPOCOM HA W3MEHEHWME wn cywectBoBana [AOKYMeHTaLus,
nokaseiBawowas, 4to 3ANMNPOC HA U3MEHEHUE 6bin ogobpeH. [oKymeHTaunss MOXET ObiTb U3MEHeHa
rpynnoi no ynpaeAeHN0 N3MEHEHNAMU, MOLNNCHI0 UK 3annCbi0 B 6a3e faHHbIX.

B.8.3 Yuert cTtaTyca KoOHcurypauymm

JdaHHas [OEATE/IbBHOCTb Tpebyer ot W3TOTOBUTENA nogaepxmBarb 3anucu UCTOpun
COCTABHbIX UYACTEN KOHO®UIYPALIU nporpamMmHoro obecniedenus. Ota  AEATE/NIBHOCTb
Heobxoaunma, 4ToObl onpefenaTb, Korga v rge 6ol caenaHbl 3meHeHus. [ocTyn K 3Tol MHopmauun
Hy)XeH ans obecneveHns yBepeHHoOCTU B ToM, yTo COCTABHbIE UACTU KOH®UTYPALUW MO copepxat
TOMNBbKO paspeLleHHble Mogudmkaumm.

B.9 MPOLIECC pelueHna npo6seM NporpaMMHOro oéecrneueHusi

MPOLIECC pelweHus npobnem nporpammHoro obecnedyeHuns - ato NMPOUECC pna aHanusa u
pelleHua npobnemM (Bk/OYasa HECOOTBETCTBMSA), BHE 3aBMCMMOCTM OT UX NMPUPOAb! UM UCTOYHUKA, BK/IOYas
Te, KOTopble O6Hapy>xeHbl Mo Bpems BbinosiHeHNss MPOLIECCOB pa3paboTku, TEXHWYECKON NOAAEPXKKA W
Apyrux. Llenb coctouT B NpefocTaBneHnn CBOEBPEMEHHbIX WU AOKYMEHTasIbHO NOATBEPXAEHHbIX CPencTs
obecneyeHuss TOro, 4TOo OOHapyXeHHble NPO6MEMbl aHa/IM3MPYIOTCA W PEeLalTCd U 4YTO TEeHAEHLMU
3ameueHbl. faHHbin NIPOLIECC B nutepatype, Kacawuleincs paspaboTku nporpamMHOro obecneveHus,
MHOrda HasblBaeTcs "oTcnexmsaHne gedekta”. B ICO/M3K 12207 [9] 1 MOK 60601-1-4 [2], nonpaBka 1, OH
Ha3bIBaeTCA "pelleHne npobnem”. [na uenein HacTosWwero ctaHgapta Obll NPUHATO pelleHne HaslblBaTb
MPOLIECC "pelueHne npobnem NnporpammHoOro obecneveHms”.

JanHas JOEATE/IBHOCTL Tpebyer or U3FOTOBUTENA wucnonb3oBars MPOLECC pelweHus
npo6nem, korga onpegeneHsl npobseMa Uan HecooTBeTCcTBMe. [laHHas AeATeNbHOCTb Heobxoauma, YToOobI
obecneynTb YBEPEHHOCTb B TOM, YTO OGHapyXeHHble npobnembl npoaHanusmposaHbl U OLIEHEHbLI Ha
BO3MOXHOe oTHoLLeHne nx K BE3OMACHOCTU (kak onpegeneHo B ICO 14971:2007).

MnaH (nnadbl) vy npouedypbl pa3paboTkm MporpaMMHOro obecreveHus, kak Tpebyetcsa B 5.1,
COCTOAIT B TOM, Kak 6yayT obpaboTaHbl NPO6/AEMbl UM HECOOTBETCTBUA. ITO BK/OYAET onpefesieHve Ha
Kaok4Ool cTaumm XusHeHHoro uukna acnektos NMPOLECCA pelleHns npobnem nporpaMmMHOro o6ecrneyeHus,
KoTopble OyayT Hagnexawmm o6pa3oM oopM/IeHbl U 3aperncTpupoBaHbl TOr4a, Korga npobsembl 1
HecooTBeTCTBMs ByayT BBeAeHbl B [MPOLIECC pelueHnst npo6/em nporpaMMHOro ob6ecrneyeHust.

MpunoxeHne C
(cnpaBo4Hoe)

B3aumocBs3b C Apyrumu ctTaHgapTamu

C.1 O6wume nonoxeHus

Hactodwuin ctaHgapT NpUMMEHSIETCS K pa3paboTke M TEXHWYECKOlW noAdepXKke MNporpamMmmHoro
obecnevenmns MEOMUMHCKNX I/I3L|,EJ'II/II7I. MporpammHoe obecneyeHne MOXeT ObiTb MNOACMCTEMONWA
MEONUNHCKOIO W3AENNA  wnn  aBnateca  camoctodatesibHeiM - MEAVMUMHCKUM - U3AE/TMEM.
Hactoswuin cTtaHgapT npegHasHadeH A1s UCMNOMb30BaHUS COBMECTHO C  ApPYrMMM  NOAXOAALMMU
cTaHgapTamu Ha npouecchbl paspabotkn MEANLINHCKNX U3AENNN.

CTaHaapTbl N0 MeHemxMeHTy MEAVLIMHCKUX U3OENNW, Takue kak 1ISO 13485:2003 [8] (cm. C.2 1
npunoxeHne D) n ISO 14971:2007, obecneymBaoT MEHEMKMEHT OKpYyXeHus (cpefpl), UTO 3aknafbiBaeT
OCHOBY A/11 opraHM3auunmn paspaboTkn npogykuuun. CtaHgaptbl no BE3OMACHOCTW, Takue kak IEC 60601-
1 [1] (c™m. npunoxeHme C.4) n IEC 61010-1 [5] (cm. npunoxeHne C.5), galoT onpeaeneHHoe pykoBOACTBO Mo
cosfaHmio  6esonacHbix MEOVLUMHCKWMX I/I3AE}'II/II7I. Korga nporpammMHoe obGecneyeHne sBAseTcs
COCTaBHOM 4YacTbio Takux MEANLIMHCKUX U3OENVI, HacToswwmii cTaHaapT coaepxuT 6onee aetanbHoe
PYKOBOACTBO OTHOCUTENBLHO TpeboBaHuiA K pa3paboTke W noggepxaHwtio  6esonacHoctn MO
MEAULIMHCKX U3OEMNW. MHorve apyrve ctaHaapTbl, Takue kak ISO/IEC 12207 [9] (CM. npunoxenue
C.6), IEC 61508-3 [4] (cM. npunoxeHune C.7) n ISO/IEC 90003 [15], moryT paccMaTpmBaTbCs Kak UCTOUHUKM
METO[0B, WHCTPYMEHTOB W TEXHUK, KOTOpble cnedyeT WCNosb30BaTb A1 BbINO/HEHMS TpeboBaHwii
HacTosiero ctaHgapTa. PucyHok C.1 nokasbiBaeT B3aMMOCBSA3b MEXAY 3TUMU CTaH4apTamu.

Ecnu untupyloTca NomoXeHus wam TpeboBaHua Apyrux CTaH4apToB, MCMOSb3yeMble TEPMUHBbI B
LUTUPYEMbIX 3/IEMEHTax TEPMUHOB SABASIOTCA TEPMUHAMMK, KOTOpbIE ONpeeneHbl B APYroM cTaHgapTe v He
onpegeneHbl B HACTOALLEM CTaHAapTe.

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
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CoansT oCHOEY ANR paapaboTik

CTaniapiol MeHelxueHTE WML HE 0 5 WA A

MEIMLIMHCRAK Wa0anii
Moo 14871
WCO 13485

5

=

CTaHIARTE NEOKIBICTES
METALIMHCEMY MA0RINR
A3 BOED -1
BA3K 610101
M3 823041

CoanamT KOHREMETHME YEAJAHMA QMR COXNAHRE

BRIonacHEX MELHLWHCERE Wagandi

CrangapT ma npousccs
MEIMLIMHCHME Waganue
M3K 62304
B G261

HMCNoNs3388HWE NDODEEMHIN
T B A b L R
Hanend A

NpanocTaenAeT NOOpolHeE YEE3aHEA ND
pampaboTes w nogoepexe GeaonacHbix

NpHPEMMHLE CReNCTE

TIpyTie BCTOUHM0A Wb sl HY
M3IKMCD 12207,
3K 515083,
MBKMCO apgas, .

PucyHok C.1 - B3anmocsssb knoyesbix ctaHgapTos Ha MEVLIMHCKUE N3AENINA ¢ IEC 62304

C.2 B3zanmocss3b ¢ I1ISO 13485

HacTosawumin ctaHgapT TpebyeT, 4To6bl N3roTOBUTE b UCMOMNb30BasT CUCTEMY MEHeMKMeHTa KayecTsa.
Korga wmarotoBuTesnb mcnonb3yeT ISO 13485 [8], TpeboBaHMA HACTOSILENO CTaHgapTa HenocpefcTBEHHO

cBsi3aHbl ¢ TpeboBaHmAMN ISO 13485:2003, kak aTo NokasaHo B Tabnuue C.1.

Tabnuua C.1 - B3aumocBs3sb ¢ ISO 13485:2003

Pasgnensi/nogpasaensl HACTOSILLEro cTaHaapTa

CootseTcTBytoLLMe NyHKTLI ISO 13485:2003

1

2

5.1 MnaHnpoBaHve pa3paboTkM NPOrpaMmmMHOro
obecrneyeHuns

7.3.1 MNnaHmpoBaHue NPOeKTMPOBaHNS U pa3paboTkm

5.2 AHaIM3 TpeboBaHUin K NporpaMmMHOMY 06eCcrneyYeHno

7.3.2 BxogHble faHHble AN NPoeKkTUpPoBaHus u
pa3paboTtku

5.3 NpoektuposaHne APXNTEKTYPbI nporpammHoro
obecneyeHns

5.4 PazpaboTka AeTasibHOro An3aiiHa nporpamMmmHoro
obecneyeHus

5.5 UmnnemeHTtaumsa NMNPOMPAMMHbBIX B/IOKOB

5.6 VHTerpaums nporpamMMHOro obecneyeHns un
TecTpoBaHve nHTerpaumu

5.7 TecTuposaHnue NMPOrPAMMHOW CYICTEMbI

7.3.3 BbIxogHble AaHHble NPOEKTUPOBaHNA U
pa3paboTku

7.3.4 AHanu3 npoekTa u pa3paboTkm

5.8 Bbinyck nporpamMMHOro 06ecneyeHusi Ha CUCTEMHOM
ypoBHe

7.3.5 BEPVIOVIKALIVA npoekTMpoBaHusi n pa3paboTkm

7.3.6 Banimpaumsa npoekTMpoBaHus u paspaboTkm

6.1 YcTaHoBNEHME NnaHa TEXHUYECKOW NoAAEPXKKN
nporpaMMHoOro obecneyeHus

7.3.7 YnpaBneHve nsMeHeHusaMu npoekTa u
pa3paboTku

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
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6.2 AHanim3 mogudmkauum n npobnem

6.3 OcyLecTBneHve Mogudmkaumm

7.3.5 BEPVOVIKALIA npoekTMpoBaHusi n paspaboTku

7.3.6 Banimpaumsa npoekTMpoBaHus u pa3paboTkm

7.1 AHasIM3 nporpamMmmMHoro obecrneyeHus,
CNoco6CTBYIOLLLETO ONacHbIM CUTyaumsam

7.2 Mepsbl no YMNPABJTEHNO PUCKOM

7.3 BEPUOUNKALINA mep no YMPAB/IEHNIO PYCKOM

7.4 MEHEI)XXMEHT PVCKA B OTHOLUEHUW U3MEHEHMWIA
nporpaMMHOro obecneyeHus

8.1 VaeHTndmKaumsa koHdurypaumm

7.5.3 NpeHntudmkaums n NPOCNEXNBAEMOCTb

8.2 YnpaBneHve nsmeHeHnsamm

7.5.3 NipeHtudpmkauunsa n NPOCNEXXNBAEMOCTb

8.3 Yuer cTaryca koHgurypaumm

9 MNpouecc peLueHns Npobsiem NporpamMmmHoro
obecneyeHust

C.3 B3anmocss3sb ¢ I1ISO 14971:2007

Tabnvua C.2 nokasbiBaeT 06/1acTu, rge HacToSAWMIA cTaHAapT ycunmeaeT TpeboBaHnsa k MPOLECCY

MEHEOXXMEHTA PUCKA, Tpebyemoro ISO 14971.

Tabnuua C.2 - Bzanmocsssb ¢ 1ISO 14971:2007

Paspenbi/nogpasgenst ISO 14971:2007

CooTBeTcTByIOLLME NoApasaesibl U NYHKTbI
HacTtosuero CtaHgapta

4.1 Mpouecc AHAIN3A PUCKA

4.2 MNpenycmMoTpeHHOe NpUMEHEHne U

onpeaeneHme XxapakTepucTuk, OTHOCALLUXCS K
BE3OMNACHOCTW MEOMLIMHCKOI O M3AENNA

4.3 NgenTudpmkaums ONMACHOCTEN

7.1 AHanu3 nporpamMHOro obecneyeHus,

CMOCOGCTBYHOLLIEr0 OMACHbLIM CUTYaLUAM

4.4 OnpepeneHve PUCKOB ans kaxaoii ONMACHOM
CUTYALNN

4.3 *Knaccugmkaumsa nporpamMmmHoro obecneveHunst
B OTHOLLEHMN 6e30MacHOCT

5 OLUEHNBAHWE PNCKA

6.1 YMeHbLleHne pucka

6.2 AHanM3 Bo3moxHocTeln YMPABNEHUA PUCKOM

7.2.1 OnpepeneHne mep no YMNPABAEHNIO
PNCKOM

6.3 BbinonHeHue mep no YNPAB/IEH/IO PYICKOM

7.2.2 Mepsbl no YMPAB/IEHNO PUCKOM,
peannsoBaHHble B NPOrpaMMHOM obecneveHum

7.3.1 MNposepka mep no YNMPABNEHNIO PUCKOM

6.4 OLLEHBAHVE OCTATOYHOIO PUCKA

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
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6.5 AHa/IM3 COOTHOLLEHUS pUck/Nonb3a
6.6 PUCKW, Bo3HukatoLwme B pesynsrare MEP MO 7.3.2 He npymeHsieTcsa
YNPABNEHNIO PUCKAMU
6.7 MonHota YMPAB/TIEHNA PUCKAMU
7 OUEHNBAHWE ponycTuMOCT/ COBOKYMHOIO
OCTATOYHOIO PUCKA
8 Otuer no MEHEJ)XXMEHTY PUCKA 7.3.3 [lokymeHTupoBaHue
MPOCNEXVBAEMOCTU

9 MNMpoun3BOACTBEHHASA M MOCTNPON3BOACTBEHHASA 7.4 MEHEJ)KMEHT PVCKA B OTHOLLEHUMN
nHdopmMauus U3MEHEHUIA NPOrpaMMHOro obecneyeHus

C.4 BsaumocBsidb MOMC ¢ TpeGoBaHUAMMU M3K 60601-1:2005 + M3K
60601-1:2005/AMD1:2012

C.4.1 O6wme NONOXKEHNA

Tpe6oBaHuMA Kk MO - 3TO0 MNOAMHOXECTBO TpeboBaHW K MNPOrpaMMUPYEMOR  3NEKTPUYECKON

meauumHckoli cucteme (M3AMC). Hactoawmii cTaHaapT onpegenseT Tpe6oBaHus k MO, KoTopble

ABMIAIOTCA LOMOHUTENbHBIMU, HO HE AB/IAKOTCA HEeCOBMeCTUMbIMU ¢ TpeboBaHuamu IEC 60601-1:2005 + IEC
60601-1:2005/AMD1:2012 [1] k M3MC. Mockonbky M3MC BKOYaET 3N1EMEHTbI, He asnaowuecs MO, He Bce
TpeboBaHnsa |IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012 k MN3MC oTpaxeHbl B HacTosiLeM
ctaHgapte. C nybnukaumeii IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012, IEC 62304 Tenepb ABAseTCA
HopmaTtuBHbLIM cripaBoyHukom IEC 60601-1, n coorsetcteve nyHkTy 14 IEC 60601-1:2005 + IEC 60601-
1:2005/AMD1:2012 (1, cnepoBatefibHO, COOTBETCTBUE CTaHAApTy) TpebyeT cooTBeTcTBMA YacTam IEC 62304
(He Bcemy IEC 62304, notomy uto IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012 He Tpebyet
cobnogeHns TpeboBaHUii K MOCTNPOM3BOACTBY 1 TEXHUYEeCKoMy ob6cnyxunaHuio IEC 62304). HakoHel, BaXHO
noMHUTb, 4yto |IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012 npumeHsieTcs TONbKO B TOM Crlyyae, ecsm
nporpammMHoe obecnedveHve sBaseTca YacTtobto NM3MC, a He ecnm NporpaMMHoe obecneveHne camo no cebe
asnsaetca MEAVNUVHCKUM U3LAETMNEM.

C.4.2 BsanmocBasb MO ¢ pa3spa6oTtkoii MAMC

Wcnonb3ysa V-mogenb, nokasaHHyo Ha pucyHke C.2, ons onvMcaHus TOro, YTo NPOMCXOAWUT BO BpeMS
paspabotkn NM3MC, MOXHO yBMAETb, YTO TPebOBaHUS HACTOSLLEr0 CTaHAapTa NPUMMEHSIOTCA Ha YpOBHe
KOMMNoHeHTOB M3OMC, oT cneundmkauum TpeboBaHWIA NpPorpaMMHOTO OGecnevyeHus A0 UMHTerpauum
MPOrPAMMHbIX COCTABHbIX YACTEW B MPOMPAMMHYIO CUCTEMY. 3ta MPOMPAMMHASA
CUCTEMA - uacTb nporpammupyemoii anektpuueckoin nogcuctembl (MICC), sABNSA0OLWENCH, B CBOK
oyepegpb, YacToio NM3IMC.

Bnokn - TUNNYHble BUAbl AEATENIbHOCTM XU3HEHHOTO UMKIa paspaboTku; CNAOWHble CTPENKM -
TUMUYHbIE pe3ynbTaTbl, NepefaBaemble B/W3 BUAOB AEATENbHOCTW; MYHKTUPHbIE CTPENKW - pe3ynbTarhl,
OTHOCALMECH TONbKO K haiily MEHeKMEHTa PUCKA;
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PucyHok C.2 - IO Kak yacTtb V-mogenu

C.4.3 MPOLIECC pa3pa6oTku

CooteetctBue [MPOLIECCY pa3paboTkum nporpaMMHOro obecrneyeHusi B HacCTOsILLEM CTaHgapTte
(pasgen 5) TpebyeT, uTOObLI NNaH pa3padboTku NporpaMMHOro obecneyeHns 6bl1 onpeaeneH u cobnwaancs;
3TO He TpebyeT, YTO6bl MCNOMb30Ba/IaCh Hekas onpefesieHHas MOAefb XWU3HEHHOro LuMKna, Ho Tpeobyer,
yToObI NMaH BKAoYan onpegeneHHble Buabl AEATE/IBHOCTU n nmen onpegeneHHble Mpu3Haku. 3Tu
TpeboBaHUsi COOTHOCATCA C TpeboBaHuamMu MOMC B IEC 60601 K pa3paboTke XM3HEHHOrO UuMKNa,
cneundmkaummn  TpebosaHuii, APXUTEKTYPE, npoekTpoBaHWO W  OCYLECTB/IEHUIO, a Takke

BEPNOUKALIMN. TpeboBaHuss B 3TOM cTaHgapTe 6o0snee fgetasibHbl B 06nactu paspabotkm MO, yem
TpebosaHus IEC 60601-1.

C.4.4 NPOLIECC TexHU4YeCcKoro o6cnyxXvBaHus

CootsetctBue MPOLECCY TexHuyeckoro o6cnyxnBaHusi MporpaMMHOro 06ecnevyeHnsi B HacTosLLEM
ctaHgapTte (pasgen 6) TpebyeT, uToGbI Npouedypbl OblM yCcTaHOBAEHbI M cobnwganuck, korga B MO
BHOCATCHA M3MEHEeHWs. 3Tu TpeboBaHWS COOTBETCTBYIOT TpeboBaHusam IEC 60601-1 ans mogudhmkaumn
M3MC. TpeboBaHUs B HaCTOSILLIEM CTaHAAPTE OTHOCUTENIbHO TEXHMYECKOrO 06CMYyXMBaHUSA NPOrpaMmMHOro
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obecneyeHus npefocTasnAaAlT 6osee NogpobHY MHGOPMaLUI0O 0 TOM, YTO AO/MKHO ObiTb caenaHo A/A
TEXHMYECKOI NOAAEPXKKA NPOrpaMMHOro obecneveHus, yem TpebosaHusa ansa mogudukaumm NM3IMC B IEC
60601-1.

C.4.5 Npoune NMPOLIECChbI

Mpoune TMPOLECCHI B HacTosiwem cTaHAapTe ONpefenstT AOMNOSHUTENbHblIE TpeboBaHus K
nporpammHoOMy obecneyeHnto cBepx Nogo6HbIX TpebosaHuii kK NM3AMC B IEC 60601-1. B 60/bLLIMHCTBE
cny4yaeB cyllecTByeT o6uliee TpebosaHue Kk NM3AMC B IEC 60601-1, kotopoe pacwwupsieT NMPOLIECChHI B
HacTosLLeM cTaHfapTe.

MPOLIECC MEHEOXMEHTA PWCKA nporpaMMHOro o6ecnevyeHusi B HacTosiWem craHgapTe
COOTBETCTBYET AOMOMHUTENbHbIM TpeboBaHusaM Kk MEHEIXXKMEHTY PUCKA, onpegenenHsim ans NM3MC B
IEC 60601-1.

MPOLIECC pelueHnss npobaem nporpaMmmMHOro obecrnevyeHms B HaCTosILEM CTaHOapTe COOTBETCTBYET
TpeboBaHuIo K peLleHuto npobnem ana NOMC B IEC 60601-1.

MPOLIECC MeHemKMeHTa KOHUrypauuMm MporpaMMHOIO obecreveHns B HacTosllem cTaHgapre
yCTaHaB/MBaeT AONOMHUTENbHbIE TpeboBaHUA, KOTopble OTCYTCTBYWT ans M3MC B IEC 60601-1, 3a
UCK/TIOYEHMEM [OKYMEHTaLMW.

C.4.6 OxBat Tpe6oBaHuii kK MAMC B IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012 ‘ ‘

Tabnuuya C.3 - Bzanmocsssb ¢ IEC 60601-1 (1 13 5)

Tpe6oBaHus k MOMC B IEC 60601-1:2005 + IEC Tpeb6oBaHus IEC 62304, cBA3aHHbIe C
60601-1:2005/AMD1:2012 nporpammMHbIM obecneyeHveM nogcuctemsl M3IMC
14.1 O6wwe NonoxeHns 4.3* KnaccudmkaLmsa nporpaMmmMHoro

obecneyeHns B OTHOLLEHMN 6e30MacHOCTH
Tpeb6oBaHus 14.2-14.12 (BKIOUNTENBHO)
npumeHsaTca K MOMC ToNbKo B TeX criydasx, korga:

- H1 ogHa 13 NMPOIrPAMMUNPYEMbIX Tpe6osaHusa k MOMC, ycTtaHoBNEHHbIE B IEC
ONNEKTPOHHbBIX MOACUCTEM (M3CC) He 60601-1, NnpUMEHNMbI TO/TbKO K MPOrpaMMHOMY
3afeiicTBoBaHa B o6ecneyeHnn OCHOBHOW obecneyeHunto knacca 6esonacHoctn B n C.
BE3OMNACHOCTU nnn OCHOBHbIX HacToswmin ctaHaapT COAEPXUT HEKOTOPbIE
OYHKUNOHANBHbBIX XAPAKTEPUCTUK nnn TpeboBaHVs B OTHOLUEHUW NPOrPaMMHOro

obecneyeHns knacca 6e3onacHocTy A.
- npumeHenne MEHEJ)KMEHTA PUCKA kak
onucaHo B 4.2, NokasbIBaeT, YTo 0Tka3 fito6oi M3CC
He NPUBOAMUT K BO3HUKHOBEHWNIO HEAO0MYCTUMOrO
PUNCKA.

Tpe6osaHusa 14.13 npumeHuMbI K 106bIM N3MC, MPOLECC pa3paboTkv NporpaMMHOro
npegHasHayeHHbIM ansa BkawoyveHna B UT-CETb, ob6ecneyeHnsi, He0GXOAUMbIN A1s1 COOTBETCTBMSA
HEe3aBNCUMO OT NpMMeHeHns TpeboBaHuin 14.2-4.12. [IEC 60601-1, He BkIOYaeT nocneayowmi
MOHWUTOPUHT 1 TEXHUYECKYIO NOAAEPXKY TpebyemMble
B cnyuyae npvMeHeHus TpeboBaHuin 14.2-14.13, pa3genom 6 IEC 62304:2006

TpeboBaHus 4.3, pasgenos 5, 7, 8 n 9 IEC
62304:2006 Takxe NpUMeHAITCA K paspaboTke uim
MoAuchvKaLmMm nporpaMmmHOro obecneyeHuns ans
Kaxxgoro N3CC

14.2 JokyMeHTMpOoBaHve 5.1* MnaHupoBaHue pa3paboTku NporpaMmMHOro
obecneyeHuns

JokymeHTbI, Tpebyemble pa3genom 14, fomKHbI
paccmaTpuBaTtbCs, yTBEPXAATLCSA, BbINyCKaTLCA U B fononHeHne K KOHKPEeTHbIM TpeboBaHNAM K
N3MEHSITLCS B COOTBETCTBMM C OCPULMASIbHOA OEATENBHOCTW no nnaHupoBaHuio pa3paboTku
npoueaypoli ynpaeneHns AoKyMeHTauven NporpamMmmMHOro obecneyeHnst LOKYMEHTbI, KOTopble
ABNATCA YacTbio PANA MEHEIDKMEHTA
PUCKA, 0omkHbI NoaaepXnsaTbcs B COOTBETCTBUMN
c

TpebosaHusamm 1ISO 14971. Kpome Toro, 1ISO 13485
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[8] TpebyeT ynpaBneHmsa AOKyMeHTamMn CUCTEMBI
KayecTsa

14.3 NMnaxH MEHEI>XKMEHTA PUCKA

Mnan MEHEO)XXMEHTA PUCKA, Tpebyemblii
COr/1acHo 4.2.2, fO/MKEH BK/IOYATL CChISIKY Ha

nnaH BEPNOUKALMN NMAMC (cm. 14.11)

HeT cneupnanbHbiX TpeGOBaHWIA.

He cylLecTByeT HIKaKoro onpeaeneHHoro nnaHa
Ba/AALMY NPOrpaMMHOro

ob6ecneyeHus. MNnaH Banngauun NMNI3IMC oTHocUTCA
K ypoBHi0 CUCTEMbI 1

HaxoauTcs BHe 06/1aCTU NPUMEHEHUST HACTOSILLLEro
cTaHfAapTa Ha nporpaMMHoe obecnevyeHue.
HacToswmin ctaHaapt TpebyeT
MPOCNEXWNBAEMOCTW ot OMACHOCTW
onpeaeneHHoro cobbITUA C NPOrPamMMHbIM
ob6ecneyeHnem fo mepsl no YMPAB/IEHUIO
PVUCKOM n k BEPN®UKALINW mepbl no
YNPABJIEHAIO PUICKOM (cm. 7.3)

14.4 )KI/I3HEUHI:II7] LKA PASPABOTKN M3MC
XXN3HEHHbIN UMK PABPABOTKN MAMC ponxeH
ObITb [OKYMEHTaIbHO OChOpPM/IEH.

YXU3HEHHbIY LK PASPABOTKWM NM3MC fgomxeH
COCTOATL U3 Habopa onpefeneHHbIX 3Tanos

5.1* MnaHupoBaHue pas3paboTku NPorpaMmMHOro
obecneyeHuns

5.1.1 MnaH pa3paboTkn NPOrpaMmHOro
obecneyeHns MNyHKTbI, HA KOTOpbIE CCblaeTcs
nnaH paspa6otkm MPOrPAMMHOIO
OBECIEYEHWNA, cocTaBnsoT YN3HEHHbI
LINKN PASPABEOTKW MPOIPAMMHOIO
OBECMNEYEHNA

Ha kaoxgom atane gomkHa b6bITb onpeaeneHa
LEATENBHOCTbL, koTopas fomkHa 6biTb
3aBeplueHa, a Takke metogsl BEPNOUKALINWA,
KOTOPble AO/MKHbI MPUMEHSITLCS B OTHOLLEHUN 3TOM
JEATENBHOCTA

5.1.6 MnaHunposaHne BEPNPUNKALNA
nporpammHoro obecneyeHuns

JomkHbl 6bITb 3annaHnposaHsl SAJAYN
BEPUDUKALINW, sTanbl n Kputepum npuemMkn

Kaxpas QEATE/NIbHOCTb gomkHa onpefensitbes ¢
yKasaHneM BXOAHbIX U BbIXOAHbLIX NapamMeTpoB

5.1.1 MNnaH pa3paboTkm NporpammMHoOro
obecneyeHuns

Bca AEATE/NIbHOCTb onpefeneHa B HaCTOALLEM
cTaHpapTe.

[JokymeHTauus, kotopas fo/mkHa ObITb
paspaboTaHa, onpefeneHa Ans Kaxaon
OEATENBHOCTU

Ha Kaxkgom atarne [Oo/MKHbI onpesensaTsca padboThbl Nno
MEHEL)XMEHTY PUCKA, koTopble HeE06X0AnMO
3aBepLnThL Nepes 3TMM 3Tarnom

5.1.1 MNnaH pa3paboTkm NnporpammHoOro
obecneyeHus

B COOTBETCTBMM C HACTOALLMM CTaHAAPTOM
pa3paboTka XM3HEHHOTO LuKIa fO/MKHA ObITb
[OKYMeHTUpoBaHa B nniaHe pa3paboTku. 370
03HayaeT, YTO MNaH pa3paboTku JOMKEH
cofepxarb pa3paboTky KOHKPETHOIO XWU3HEHHOTO
umkna

YKU3HEHHbIV LIKN PASPABOTKW N3MC fomkeH
COCTaB/ATLCA AJ19 KaXA0M pa3paboTku nyTem
CO3/1aH1s N1aHOB, B KOTOPbIX YTOUHSAOTCS paboTsl,
3Tanbl ¥ rpaukn nx BbINOMHEHNSA

YKU3HEHHbIV LIKN PASPABOTKW NM3MC fomkeH
TaKke BK/oYaTb TpeboBaHus K JOKYMeHTaLmm

5.1.1 MnaH pa3paboTkn NPorpaMmMHOro
obecneyeHuns
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5.1.8 [lokymMeHTaumsa no niaHNpoBaHuio

14.5 PelueHve npobnem

Ecnu uenecoobpasHo, go/mkHa 6bITb paspaboTaHa n
noaaepXmBarbCcsa [OKYMEHTMPOBaHHaA cuctema
peLueHnst Npo6eM, BO3HMKAKOLMX HA KaXXAOM 3Tane
OEATENBHOCTU (n mexay Hummn) XKUSHEHHOIO
UWMKA PASPABOTKW MAMC

9 MPOLUECC pelueHns npobnem nporpamMmmHoro
obecneyeHns

B 3aBucumocTu ot Tuna npogykumm CUCTEMA
peLleHust Npo6aemM MOXeT:

- perncTpupoBaTbes kak Yyactb XKU3HEHHOIO
LINKNA PASPABOTKW M3AMC;

- NO3BO/ATHL YBEAOM/IATL O NOTEHUMAbHBIX U
BO3HUKAOLLMX Npo6ieMax, 3aTparvBaroLLmx
OCHOBHYHIO BE3OIMNACHOCTb unu OCHOBHBbIE
PYHKLINOHANBHBIE XAPAKTEPUCTUKW M3MC;

- BK/IOYaTb OLEHKY KaXXaol Npo6eMbl C TOUKM
3peHuUs cBsI3aHHbIX ¢ Heli PICKOB;

- onpeaensiTb KPUTEPUN 3aBEPLUEHUST PELLEHUS
npobnew;

- onpegensitb paboThl, KOTOPbIE JOMKHbI
BbINOJIHATLCS /151 PeLUeHuUs Kax ol NpoGiembl

5.1.1 MnaH pa3paboTkn NporpammMHoOro
obecneyeHuns

9.1 NMogrotoeka OTHETOB O MNMPOBJIEMAX

14.6 NPOUECC MEHE)KMEHTA PUCKA

7 MPOUECC MEHEL)XMEHTA PUCKA
nporpammMHoro obecneyeHns

14.6.1 \peHTndmkaums M3BECTHBIX 1
nporHosnpyembix ONACHOCTEN

Mpwn cocTaBneHnn nepeyHs N3BECTHbIX UK
nporHosupyembix ONMACHOCTEN N3rOTOBUTE/b
[OO/KEH yunTbIBaTh T€ U3 HUX, KOTOPbIE CBA3aHbI C
nporpaMMHbIM 06ecneyeHnemM n 0COBEHHOCTAMU
annapartHbix cpeacTts N3OMC, Bknoyas cBsi3aHHbIe C
nogknoyeHnem K NT-

CETEBbIM PECYPCAM, KOMNOHEHTaMWN CTOPOHHUX
n3rotosButeneii n

yHacsiegoBaHHbIMK nogcucteMmamun

7.1* AHanm3 nporpamMmHOro obecneyeHus,
CNoco6CTBYIOLLErO OMacHbIM CUTYauUMsM

HaCTOFILIJ.I/IVI CTaHOapT He CCblJ1aeTCA Ha
KOHKPETHOE Conps>XeHne ¢ CeETAMN U AaHHbIMU

14.6.2 YNPABJIEHVE PNICKOM

[ns peanusauun kaxgoi mepol MO YMNPABIEHAO
PNCKOM gomxkHbl 6bITb BbiGpaHbl 1
naeHTUOULMPOBaHbI Haaexalmm o6pasom
nposepeHHble MHCTpyMeHTbl 1 NMPOLIEAYPbI. 31n
MHCTpyMeHTbl u MPOUEAYPbI fonXHbI 6bITh
noaxoAsLWmMMmM AN obecneyeHns Toro, YTo kaxaas
mepa MO YMNPABJIEHNIO PUCKOM pe3ynstatnBHO
CHU3UT naeHTudnumpoBaHHbii(e) PUCK(W)

5.1.4 CtaHgapTbl, METOAbI U MHCTPYMEHTbI
niaHnpoBaHWs pa3paboTkM NPorpamMmmHOro
obecneyeHusi

HacTosiLwmii ctaHaapT TpebyeT naeHTUcmkaumm
onpegeneHHbIX MHCTPYMEHTOB M METOA0B, KOTOpble
MCNOMb3YTCA Kak 06LLenpuHATLIE NpY
pa3paboTke, HO He B OTHOLUEHWUW Kaxxkzoi mepbl MO
YMNPABJ/IEH/IO PVICKOM

14.7 NepeueHb TpeboBaHWl

[nsa no6oii M3MC 1 kaxaoi 13 ee noacucTem
[0/DKeH GbITb paspaboTaH 1 3a0KyMEHTUPOBaH
nepeyeHb TpeboBaHmii

5.2 AHanu3 TpeboBaHuii K NporpaMMHOMY
obecneyeHunto

HacToswmin ctaHgapT NpMMEHVM TOJbKO B
OTHOLLEHMN NOACUCTEM NPOrPaMMHOro
obecneveHna NMNAIMC
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MepeyeHb TpeboBaHUiA K cUCTEME UMK NoACUCTEME
[OO/DKEH BK/IKOYaTb U XapakTepu3oBaTb BCe
OCHOBHBbIE ®YHKLINMOHANBHBLIE
XAPAKTEPUNCTWKW n Bce meponpuaTtus no
YMNPABJ/IEHVIO PUICKOM, peanvsyemble B cUCTEME
Wnn nogcucTeme

5.2.1 OtaeneHne n AOKYMEHTUpoBaHue
TpeboBaHWii K NPOrpaMMHOMY 06GeCNeYeHmnto oT
TpebosaHuii CUCTEMBbI

5.2.2 CogepxaHue TpeboBaHwWii K NporpaMmmMHOMY
obecneveHunto

5.2.3 BkitoyeHne mep YMNPABEHNA PUCKOM B
TpeboBaHWA K NporpaMmMHOMY 06ecrneyeHunio

HacToswmin ctaHaapT ycTaHaBNnBaeT, YTo
TpeboBaHuWs, CBA3aHHbIE C OCHOBHbLIMU
(PYHKLMOHA/TbHBIMU XapakTepucTukamy n Mepamu
no YNPABJ/IEHNKO PUCKOM, oomkHbI OT/In4aTbCs
OT Apyrux TpeboBaHWii, HO TPpebyeT OAHO3HAYHO
naeHTudmKaumm nbbix TpeboBaHMi

14.8 APXUTEKTYPA

[ns MOMC 1 Kaxaoi 13 ee NoACUCTEM A0/MKHA ObITb
yctaHosrneHa APXUTEKTYPA, yaosneTtsopsioLias
nepeyHto TpeboBaHuiA

5.3 MNpoektuposaHne APXNTEKTYPbI
nporpaMmMHoOro obecneyeHms

Korga aTo uenecoobpasHo ansa cHmkeHns PYICKA no
[0nNyCTUMOro YPOBHS, B crneumdukaumm TpebosaHuii
K APXUTEKTYPE [,0/KHbI UCNO/b30BaTLCA:

a) KOMIMOHEHTbI C BbICOKOW CTEMEHbLIO
NHTEIPALIN;

b) ycToliumBble k oTkasam yHKUNY;

C) U36bITOYHOCTB;

d) aneepcudpmkaums;

€) pasgeneHve yHKLNI;

f) 3alupMLLEHHan KOHCTPYKLMSA, CayxXallas, Hanpuvep,
N9 OrpaHnyeHmns NpeacTaBIAoLWmMX NOTEHLUANIbHYIO
0nacHOCTb 3(hPEKTOB MYTEM OrpaHNYeHNS
JonycKkaemoli BbIXOAHOW MOLLHOCTUN W BBEAEHUS

YCTPOWCTB, OrpaHnyYnBatoLLx CBOGOAHbBIA X0n4,
MCNOMHUTENBHBIX YCTPOWCTB.

5.3.5 NoeHTudmkauma 060cobneHHoCTH,
Heob6xogumoli gns YNPABTIEHNA PUCKOM

PasgeneHve sBnseTca equHCTBEHHbLIM
NAEHTUDNLMPOBAHHLIM CNOCO60M, 1 3TO TOMBKO
naeHTudrKaLmsa, NoTomy 4to TpeboBaHme cocTouTt
B TOYHOM ONpeaeneHnmn Toro, YTo LeNI0CTHOCTb
pasgeneHus obecneveHa

Cneuundmkauusa APXUTEKTYPbI gomkHa Takke
YyuuTbIBATb:

a) pacnpegenexue mep no YNMPAB/IEHNIO PYCKOM
B noAcuctemax u komnoHeHtax NM3OMC;

b) BuAbl 0TKA30B KOMNOHEHTOB U X NOCMEACTBUS;
C) Hecneuuguyeckne oTkasbl;
d) cuctemaruyeckune oTkasbl;

€) nepuos NpoBeieHNs TeCTUPOBAHNUS UK
[NAarHoCTUKY,

f) peMoHTONPUroaHOCTS;
g) 3aWunTy OT NPOrHO3MPYEMbIX OLLMGOK B

NPUMEHEHNN;

h) ecnun npumennmo, TpebosaHus k UT-CETEBBIM

3TO He BK/IHYEHO B HaCTOFILIJ,I/IVI CTaHOapT
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PECYPCAM

14.9 lMNMpoekTuposBaHue 1 peanm3auma Korga ato
LenecoobpasHo, NPOEKTVPOBaHNE AOMKHO
NPOBOANTLCA AN OTAE/bHBIX NOACUCTEM, Kakaasn U3
KOTOPbIX J0/MKHA UMETb COBCTBEHHbIE TPE6OBaHMSA K
pa3paboTke 1 TpeboBaHUA K UCNbITAHNAM

5.4 Pa3paboTka AeTa/lbHOro An3aiHa
nporpaMmMHoro obecneyeHms

5.4.2 Pa3paboTka AeTasibHOro ansaiiHa ans
kaxxgoro MPOrPAMMHOIO BJ/TOKA

HacTtosiwmin ctTaHgapT He TpebyeT cneuudmkauum
UcnbITaHW AN OeTaM3MPOBaHHOIO NPoeKTa

MosiCHEHNST OTHOCUTE/IbHO YC/I0BUIA MPOEKTUPOBAHNS
[O/MKHBI BK/THOUATLCS B AOKYMEHTALMIO

5.4.2 Pa3paboTka feTasibHoro au3aiiHa ans
Kaxgoro MPOIrPAMMHOIO BJ/TOKA

14.10 BEPUDUKALINA

BEPUDUKALINA TpebyeTca ansa Bcex hyHKUNIA,
KoTopble o6ecneumsaioT OCHOBHYHO
BE3OMNACHOCTb, OCHOBHbIE
®YHKUMOHAJIbHBIE XAPAKTEPUCTUKW nnn
Mepbl no YINPAB/JTIEHUHO PUCKOM

5.1.6 MNnaHuposaHne BEPNOPUKAL NN
nporpamMmmMHoro obecnevyeHuns

BEPNOUKALMA TpebyeTcsa B OTHOLIEHNUM N06OIA
OEATENBHOCTU

Mnaxn BEPUOPUKALINW ponxeH dpopMmupoBatbesa ons
yKasaHusi crnocob0B NPoBePKM 3TUX IYHKLMWIA 1
BK/1HOYATb:!

- yKa3aHusa 0 TOM, Ha KakoMm aTane (atanax) kaxaas
oyHKUMS foMKHA npoxoanTe BEPUOUNKALINIO;

- BbIGOP 1 JOKYMEHTUPOBAHWE MPUHLMIMOB,
MeponpusTUiA, METOAOB 1 COOTBETCTBYHOLLIETO YPOBHS
He3aBMCMMOCTY NEPCOHAA, BbIMOHSIIOLLETO
BEPUN®UKALNIO;

- Bbl60p N ncnosnb3oBaHne MeToaoB
BEPV®VIKALIMW; kpuTepun BEPUGUKALIAN

5.1.6 MNMnaHunposaHne BEPNPUKALNA
nporpaMmMHoOro obecneyeHms

TpeboBaHVe B OTHOLLEHUW HE3ABUCUMOCTU
nepcoHasna He BK/II0YEHO B HACTOALLMI CTaHAapT.
TpeboBaHve cunTaeTcs yCTaHOB/EHHbIM B ISO
13485

BEPUDUNKALINA aonxHa BbINOMHATLCA B
COOTBETCTBUM C nnaHom BEPUOUKALINMIA.
Pesynsrartsl BEPUOUKALINW OEATENTBHOCTA
[O/MKHbI JOKYMEHTUPOBATLCA

Tpe6osaHusa no nposefeHnio BEPUNOUKALN
YCTaHOB/EHO K 60OMNbLUMHCTBY BUA0B
OEATENBHOCTA

14.11 BAINJALUMA NMSMC

MnaH BAIVOALNN N3MC fomkeH Bktovath
Banmgaumto OCHOBHOW

BE3OMNMACHOCTW n OCHOBHbIX
PYHKLINOHANBbHbBIX XAPAKTEPUCTUK

HacTosiwmii ctTaHAapT He pacnpocTpaHaeTcs Ha
BaMAaLmo NporpaMMHOro obecneyeHms.
Banmpgaunsa NOMC asnaetca JEATE/IbHOCTbLIO
Ha yposHe CVICTEMBbI

1 HAXOAUTCS BHE 061aCTV NPUMEHEHMS
HACTOSILLIEro CTaHgapTa

MeTtoga nposegeHua BATMOALIVN MAOMC gonmxkeH
6bITb 3a10KYMEHTUPOBAH

HacTosiwmii ctTaHAapT He pacnpocTpaHseTcs Ha
BaIMAaLmo NporpaMMHOro obecneyeHus.
Banngauma NMAOMC asnaetca JEATE/IBHOCTBIO
Ha ypoBHe CVICTEMbI n HaxoguTcsi BHE 06/1acTn
NPUMEHEHNS HaCTOSALLEro cTaHgapTa

BANMNOALNA NMOMC gosmkHa BbINONHATHCA B
COoOoTBeTCTBMM € nnaHom BATNOALNW MOMC.
Pesyneratel JEATE/IBHOCTW no BAIMAALNN
M3OMC fomKHbI 6bITb 3a40KYMEHTUPOBAHbI

HacToswmin ctaHaapT He pacnpocTpaHsaeTcs Ha
Ba/IMAALMI0 NPOrpaMMHOro obecneyeHus.
Banmgaunsa NOMC asnaetca JEATE/bHOCTbLIO
Ha ypoBHe CUCTEMbI n HaxoguTcs BHe obnactu
NPUMEHEHWA HacToALLEero cTaHgapTa

Jlnuo, Hecylee OCHOBHYIO OTBETCTBEHHOCTDL 3a
BANTNOALIVKO M3AMC, go/mkHO 6biTb HE3ABUCHMbIM
OT Ko/nekTrea paspaborumkos NM3IMC.
N3rOTOBUTE/Ib gomkeH 3a40KyMeHTUPOBaTh
060CHOBaHNE YPOBHSA €ro He3aBMCMMOCTHU

HacTtoswmii ctTaHAapT He pacnpocTpaHseTcs Ha
Ba/IMAALMI0 NPOrpaMMHOro obecneyeHus.
Bannpgauna MOMC asnsaetca JEATE/IbBHOCTBHO
Ha ypoBHe CICTEMbI n Haxoantcs BHe 06nactu
NpYMeHeHNs HaCcTosLLIero cTaHaapTta

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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Hukakoli uneH konnekTnea paspabotynkoB NMOMC He
[OO/MKEH HECTU OTBETCTBEHHOCTbL 3a npouecc
BANVOALINM M3MC nx co6CTBEHHOIO NpoekTa

HacToswmii ctTaHAapT He pacnpocTpaHseTcs Ha
BaIMAaLmio NporpaMMHOro obecneyeHus.
Banngauma NMAMC asnaetca AEATE/IBHOCTBIO
Ha ypoBHe CVICTEMbI n HaxoguTcsi BHE 061acTu
NPUMEHEHNS HaCTOSLLEro cTaHgapTa

Bce npodheccroHasbHble B3avMOLENCTBUA MeXAY
ysieHamu KOJ1eKTUBA, BbINO/HAIOLLEro paboTbl Mo
BAMN-OALUNN MOMC, 1 uneHamm Koniektuea
paspabotunkoB MAMC J0MKHbI PETNCTPUPOBATLCH B
DANNE MEHEI)KMEHTA PUCKA

HacToswmin ctaHaapT He pacnpocTpaHsaeTcs Ha
Ba/IMAALMI0 NPOrpaMMHOro obecneyeHus.
Banmgaunsa NOMC asnaetca JEATE/NIbHOCTbLIO
Ha ypoBHe CUCTEMbI n HaxoguTcs BHe obnactu
NPUMEHEHNA HacToALLEero cTaHgapTa

Ccblnika Ha meTogbl 1 PE3Y/IbTATbI MPOBEPKU
COOTBETCTBUA (BAIMBALINN) MOMC ponmkHa
BK/tovaTbea B PANT MEHEIDKMEHTA PUCKA

HacTtoswmii ctTaHAapT He pacnpocTpaHseTcs Ha
Ba/IMAALMI0 NPOrpaMMHOro obecneyeHus.
Bannpgauna NMAIMC asnsaetca JEATE/IbBHOCTBHO
Ha ypoBHe CICTEMbI n Haxoantcs BHe 06nactu
NpYMeHeHNs HacTosLLIero cTaHgapra

14.12 Mogndmkaums

Ecnun yacTb Unm BeCb CYLLECTBYIOLLMIA NPOEKT
ABnseTcs mogudimkaumeli 6onee paHHero NnpoekTa,
TO K HEMY cneayeT NMMbo NpUMeHsTbL TpeboBaHKsA
BCEro HaCTOSILLEro MyHKTa Tak, kak ecsiv 6bl 3Ta
MoandvKaums 6blna HoBbIM NPOEKTOM, IM60 ¢
NOMOLLIbI0 3a40KyMeHTUpoBaHHoM MPOLIEAYPbI
MogmMdukaummn B NpoLecce BHECEHNS N3MEHEHNI
OLIEHVBATb BO3MOXHOCTb Aa/IbHENLLEro
MCMO/b30BaHNA NpeblayLueli MPOeKTHOM
OOKymeHTaumn

6 TexHu4eckas NogaepXxka NporpaMmMHOro
obecneveHns

HacTosilmii ctTaHAapT ycTaHaBMBAET, YTO
TexHMYeckasn nogaepxka nporpaMmmMmHoro
obecneyeHns go/mkHa 6bITb 3anaHNpoBaHa, a
peanmsauus Mogudmkaunii 4OMKHA CNob30BaThb
MPOLECC pa3paboTky NporpaMMHOro
obecneyeHust uny yctaHoseHHblli MPOLIECC
TEXHNYECKON NoAAepXK1 NPOrpaMMHOro
obecneyeHus

Korga nporpamMmmHoe o6ecneyeHne MoanguLmpyeTcs,
TpeboBaHus nogpasgena 4.3, pasgena 5, pasgena 7,
pasgena 8 n pasgena 9 ctaHgapta IEC 62304:2006
Takke NPYMEHSIITCA K MoandmKaumm

14.13 NM3OMC, npegHa3Ha4yeHHble ANA NOAKMOUYEHUA K
NT-CETEBbIM PECYPCAM

Ecnu NMOMC npegHasHaveHa Ansa coefmHeHus ¢
nomotubio NT-CETEBBIX PECYPCOB ¢ gpyrum
n3genvem, KOTopoe He MOXeT KOHTPO/IMPOBaTbCA
N3rOTOBUTENIEM M3MC, To B TEXHNYECKOM
OMUCaHNM yKasbIBaloT:

a) uenb nogxnodeHnsa NAOMC k UT-CETEBBIM
PECYPCAM;

b) Tpebyembie xapaktepuctukn NT-CETEBbIX
PECYPCOB, Bkntovatoueli M3IMC;

c) Tpebyemas koHdmrypaumsa NT-CETEBBIX
PECYPCOB, Bkitoyatoueli M3IMC;

d) TexHuyeckme xapakTepuUCTUKN CETEBOIO
nogknoyeHns NMAOMC, Bkoyas cneuudukaumm
6e30nacHocCTu;

€) npegnonaraeMblii NOTOK UHOPMaLN MeXay
M3MC, UT-CETEBbIMU PECYPCAMW n apyrumu
yCTpoiicTBaMu, a Takke npegnosnaraemas
MapLUpyTU3aums.

MpumMeyaHue 1 - 3TO MOXET BK/10YATb acnekThbl
pe3ynbTaTMBHOCTM 1 6€30NacHOCTY AaHHbIX U

TpeboBaHWs B OTHOLLEHWUM NOAKOYEeHNs K NT-
CETEBbIM PECYPCAM He BK/1t04EHbI B
HacToALWmMIiA cTaHgapT
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CUCTEM, CBsI3aHHblE C OCHOBHOW
BE3OMACHOCTbLHO n OCHOBHbIMU
PYHKUNOHANBHBLIMN XAPAKTEPUCTUKAMW (cm.
Takxe pasgen H.6 n IEC 80001-1:2010);

f) nepeuerb OMACHbIX CUTYALIVIN, BO3HUKAIOLMX
B pe3ynsrare HecnocobHoctn UT-CETEBbIX
PECYPCOB o6ecneunTb XxapakTepucTuku,
HeobxoauMble A5 BbINOMHEHNSA LENN NOAKMIOUYEHNS
PEMS k UT-CETEBbIM PECYPCAM;

B COMPOBOANTENBHOW AOKYMEHTALIMA
N3rOTOBUTE/Ib fomkeH NpouHCTPYKTUPOBATb
OTBETCTBEHHYHO OPTAHU3ALNIO 0 TOM, 4TO:

- coeguHeHune MNMN3MC ¢ UT-CETEBbIMU
PECYPCAMMW, koTopoe npon3BoauTcs
MCMNONb30BaHNEM [pYroro 060pyA0BaHUst, MOXeT
NpVBOANTL K paHee HenpeaycMoTpeHHbIM PUCKAM
ona NMAUMEHTOB, ONEPATOPOB nnn TpeTbux nnu,

- OTBETCTBEHHAA OPTAHU3ALINA fomkHa
MAEHTUOULMPOBATL, aHaUTM3MPOBATL, OLLEHNBATL 3TN
PUCKW v ynpaBnAate uMu.

MpumeyaHve 3 - IEC 80001-1:2010 cogepxut
pekomeHgaumn ana OTBETCTBEHHOWN
OPTAHN3ALM no obpalleHunio ¢ TakKumMmn puckamu;
- nocnepyouwme nameHeHna UT-CETEBbIX
PECYPCOB moryT npvBoguTb K NOAB/IEHUIO HOBbIX
PVCKOB u Tpe6oBaTb A0MNO/THUTE/ILHOIO aHanu3a;

- nocnepyouwme nameHeHna UT-CETEBbLIX
PECYPCOB MoryT Bk/to4arhb:

U3MEHEHNSI B X KOHUIrypauuuy;
NoACOeANHEHUE K HAM A0MNO/THUTESIbHBIX 3/IEMEHTOB;
0TCOEAVHEHWE OT HUX OTAE/bHbIX 3/1EMEHTOB;

MoAudrKaumuio COeAMHEHHOTO C HAMM
060pyAoBaHuns;

MOZEPHMN3aLMI0 COEANHEHHOIO C HUMU
obopyaosaHus

C.4.7 Bzanmocss3b ¢ IEC 60601-1-4

IEC 60601-1-4 6bI/1 OTMEHEH.
C.5 - BsanmocBsasb ¢ IEC 61010-1

O6nacTb npumeHeHus IEC 61010-1 [5] pacnpocTpaHsaeTcs Ha u3MmepuTesnibHoe ‘ ‘

o60pyaoBaHve 1 060pyLOBaHNe /1St ANEKTPUUECKUX UCMbITaHWA, 060PYA0BaHNE 31EKTPUYECKOTO KOHTPOS 1
anekTpoo6opyaoBaHue naéopatopuu. TOMbKO YacTb /1aboPaTOPHOrO 3M1eKTPO06GOPYA0BAHUS UCMOMb3YETCs B
3[paBOOXPAHEHUN WK B KAUECTBE M3AeNuii ANs in vitro AUarHoCTUKN.

B cooTBeTCTBMM C MNpaBOBbIM perynposaHNeM WIN HOPMATUBHBLIMW CCbINKaMW un3genusa  Ans
AnarHocTukun in vitro otHocsates Kk MEOVUMNHCKUM U3OENVAM, npu 3aToM He nognagas nop o6nactb

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
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npuMmeHeHus IEC 60601-1 [1]. DTo cBA3AHO HE TO/MbKO C TEM, YTO M3AENMA ANA in Vitro AVarHoCcTuku He
BCTyNatoT B NPSAMOLi KOHTaKT C nauneHTamu, kak 06biuHbie MEANLHCKUE U3OETNA, HO 1 € TEM, YTO 3TK
u3genvs MnpousBOAATCA A/ PasNMyHbIX NPUMEHeHW B pas/iMuHbiX nabopatopusx. Mcnonb3oBaHue B
KauecTBe WHCTPYMEHTOB [ANA N Vitro AWArHOCTMKA WU MPUHALNEXHOCTEeA K u3genusaMm Ans in Vvitro

ONarHoCTUKM BCTpevaeTca peko.

Ecnu nabopatopHoe 06opyaoBaHve UCMOSb3YeTCA B KAYECTBE U3Aenua AN in Vitro guarHocTukm, 1o
NonyYeHHble pesynbTaTbl M3MEpPeHWli Ao/MkHbl 6biTb OLIEHEHbBI B COOTBETCTBUMM C  MEAULMHCKAMM
Kputepuamu. MpumeHeHne ISO 14971 Tpebyetca gnsa ocywecteneHns MEHEIXMEHTA PUCKA. Ecnu
nopo6Has NPoAyKLMSA COAEPXKUT

nporpammHoe o6ecneueHmne, cnocobHoe npusectn k ONMACHOW CUTYALIUN, Hanpumep K

HeXxenarteslbHOMYy W3MEHEHWI0 MeAMLUMHCKMX [AaHHbIX (Pe3ynbTaTtoB W3MepeHwuii) BCeAcTBre 0TKasa,
BbI3BaHHOro MO, TO AO/MKHBI yunTbIBaTbCS TpeboBaHus IEC 62304.

IEC 61010-1:2010 coaepxuT obLiee TpeboBaHNE K OLEHKE PUCKOB B pasgene 17, KOTOpoe SBMSETCA
60s1ee ynpoLEHHbIM, YeM MNoJIHble TpeboBaHus 1ISO 14971 No MeHeMKMEHTY pucka. NpuMeHeHne cTaHgapTa
IEC 61010-1, pa3gena 17 camo no cebe He COOTBETCTBYET TPeOGyEMbIM KpUTEPUSIM MeHeMKMeHTa pucka IEC
62304, KOTOpbIA OCHOBaH Ha MoMHbIX TpeboBaHuax ISO 14971 no MeHemXMEHTY pucka. Mcxoas mn3 atoro
OXuJaeTcs, 4YTo €ecnv in Vitro MeauuuHCKoe wu3fenve uMeeT cBasaHHble ¢ O pucku, TO npouecc
MeHeXMeHTa pucka BbINOMHAETCA B COOTBETCTBUM C ISO 14971, a He Tonbko pasgenom 17 IEC 61010-1.
CootBeTcTBMe pasgeny 17 ctaHgapta IEC 61010-1 6yaet AOCTUTHYTO, Kak NoApPO6GHO ONMcaHo B NpuMeYaHun
K pasgeny 17 ctaHgaprta IEC 61010-1.

MpumevaHne - OpgHa npouesypa oueHkn PUCKA onucaHa B lMpunoxeHun J. [pyrve npouenypbl

oueHkn PUCKOB copepxarca B ISO 14971, SEMI S10-1296, IEC 61508, 1ISO 14121-1 n ANSI B11.TRS3.
Takxe MoryT Ucnosib3oBarbCcsa Apyrne ycTaHoB/IEHHbIE NMPOLLeAYpbl, KOTOPbIE peasin3yloT aHaUu10rMyHbIe Laru.

Bnok-cxema Ha pucyHke C.3 nokasbiBaeT npumeHeHune IEC 62304 ¢ IEC 61010-1, pa3gen 17.
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MpeayodaTpammoe Mgentisduiymponane CNACHCCTE cansana &
HABFURHAE W CENAcTE BCIMDEH I RO bpAfoTHDR WaTMUMECEA

Npisd el HEA ONACHOCTH OaHHbIK

Y
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QNACHOCTI

OMACHOCTE ¥oeauTecs B
R COMMBCOAEHHEETA &
COOTRAETE TH Y LM
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SeacracnocTHY CTAHOAPTAMIA

Wenoneaspiate MG 14971 Vanemae MDeSOCTARNRAET Her
ana MEHED#MEHTA BETALI MR HIHCRL
PHCKA OAHRET
L |
BrbeguTe NpEsaiMbiA

BRHAGT NH Mg Palsia HaT memag ans ¥TIPABNEHWA

clecnauniese a . | PHCKOM, ocsiOBaFHER HE
HOOHUARCIAE 0aHHD TpﬂEUDHIIHHK
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Heafixogume

AL O TEN b b S
TpafdoBaHiR, YTobsl
Oa OEScnEIMTE YBEpEHHOS T

B TOM, 4T DLiwiouspe
Oam sl DEHAPYREB 10
HMENHEI0BAHHA ABHHELE

I WML HERA X LEMAE

MCnomBayITEn NEoU RV
renfinogmne onn
BRpAdeEm qaHHuET

Wononesyite
M3 62304

PucyHok C.3 - NpumeHeHne IEC 62304 ¢ IEC 61010-1

C.6 BsaumocBsasb ¢ ISO/IEC 12207

HacToawmin ctaHgapt 6bl1 NPOU3BOAHLIM  OT MOAXOA40B M KoHuenuuid ISO/IEC 12207 [9],
onpegenstowum TpebosaHua ana NMPOLIECCOB xu3HeHHoro uyukna MO B 06wux yeptax, TO €CTb He
orpaHunymsasace MEANUVHCKM NSOENNAMW.

CraHpgapt otnimyaetcs ot ISO/IEC 12207 rnasBHbIM 06pa3oM B OTHOLUEHUN TOTO, YTO OH:

- ncknroyvaet acnektsl CUCTEMbI, Takne kak CUCTEMHBIE TpeboBaHusa, APXUTEKTYPA CUCTEMbI
1 Ba/Mgauns;

- nponyckaeT HekoTopble [POLIECCbI, paccmatpuBaemble Kak ayonvpyrlowas [gesaTenbHOCTb,
npeAcTaBeHHble B pasfnyHbIX U3gaHusax ansg MEAVLIMHCKUX N3OENNI;

- pob6asnsetr MPOLEECC MEHEIKMEHTA PWCKA (BE3OMACHOCTb) n MPOLECC Bbinycka
NPOrpaMmMHOro o6ecneyeHuns;

- BK/IIOYaeT AokymeHTupoBaHve n BEPNOVKALMIO nogaepxmsatowmx NPOLIECCOB B NMPOLECCHI
paspaboTky N TEXHUYECKON NOAAEPXKKM;

- obbeguHser peanusauuio MPOLECCOB w nnaHupoBaHue LOEATE/IBHOCTU no kaxgomy
MPOLIECCY B egunyto AEATENIbHOCTbL no MPOLECCAM pa3paboTku 1 TEXHUYECKOTo 06CTYXNBaHUS;

- knaccudmumpyet TpeboBaHus ¢ yyetom BE3OMACHOCTW;

- He knaccuduumpyet MPOLIECChHI kak nepBocTeneHHble AN NoAAepXMBatoLWLmMe U He rpynnupyet
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MPOLLECCHI, kak aTo cgenaHo B ISO/IEC 12207.

BONbLIMHCTBO OT/IMUMIA BblM peann3oBaHbl UCXOA4S U3 HYXA U NOTPe6HOCTEl MPOMbILLIEHHOCTH
MEOVNLVHCKUX U3OENNIA:

- (pokycupoBatbCcad Ha acnektax 6esonacHoctm u MEHEDKMEHTA PUCKA MEAVUMHCKNX
VU3OENWVIA, ycTaHoBNEHHBIX B 1SO 14971;

- Bblbpatb nogxopswme MPOLIECCHI, nonesHblie B perynnpyemoii BHELHENR cpese;

- MPUHSATbL BO BHUMaHWe, YTO paspaboTka NporpaMMHOro obecneyeHmns BKIKYEHA B CUCTEMY KavecTBa
(koTopasi oxaTtbiBaeT HekoTopble NMPOLIECChHI n Tpe6oBaHus ISO/IEC 12207);

- YMEHbLUNTb YPOBEHb 0606LLEHNS, UTOOLI 06/1EMUUTL NPUMEHEHNE.

Hactoswuin ctaHgapT He npoTtuBopeunT ISO/IEC 12207. ISO/IEC 12207 MOXeT ObiTb NONE3HbIM B
KadecTBe BcMoMoratesibHOi uHpopMauun Ans co3gaHns MpaBWbHO  CTPYKTYpupoBaHHoi MOOENN
XMU3HEHHOIO UWKNA PA3PABOTKWM nporpammHoro obecneyeHus, Kotopas BKo4yaeT TpebosaHus
HacTosLLero ctaHgapTa.

Tabnuua C.5, koTopas Oblna nogrotosneHa nogkomutetom 7 ISO/IEC, nokasbiBaeT B3aMMOCBA3b
Mexay HacTosawmum ctaHgaptom n ISO/IEC 12207.

Tabnuua C.5 - Bzaumocsssb ¢ npoueccamu ISO/IEC 12207:2008

MpoLiecckl HacToALLero cTaHgapTa Mpouecchl ISO/IEC 12207:2008

JeatensHocTb 3afava Mpoueccel JeatenbHocTb/ 3agaya

5 MPOLECC pa3paboTki nporpammHOro obecneyeHus

5.1 NnaHnpoBaHue 5.1. MnaH pa3paboTkm 7.1.1 Peanusauus 7.1.1.3.1 Ctparerus
pa3paboTku nporpaMmmMHOro obecneyeHns [NPOrpaMMHOro peanmsauun
nporpaMMHoOro obecneyeHus nporpaMMHoro
obecneyeHus obecneyeHus
7.1.13.1.1
7.1.1.3.1.3
711314

6.3.1.3.2 MNnaHnpoBaHue

npoekTa
6.3.1.3.2.1
5.1.2 NopaepxaHune nnaHa |[6.3.2 OueHKa npoekTta n (6.3.2.3.2 YnpasneHue
pa3paboTku NporpaMMHOro  [NpoLecc ynpasneHus NPOEKTOM
ob6ecneyeHns B akTyaslbHOM
COCTOSIHUM 6.3.2.3.2.1
5.1.3 MNnaH paspaboTkn 6.4.3 MNpouecc 6.4.3.3.1 YctaHoBneHune
nporpaMmmMHOro obecrneyeHunst |NPOeKTUPoOBaHNS apXUTEKTYPbI
OTHOCUTESILHO apXUTEKTYPbI CUCTEMBI
NPOEKTUPOBaHNA U 6.4.3.3.1.1
paspabotkn CUCTEMbI 6.4.5 CuctemHas
NHTEerpaums 6.4.5.3.1 UHTerpauus
7.2.5 MNpouecc 6.4.53.1.1
BanmgaLum
nporpamMMHoro 7.2.5.3.1 NMpouecc
obecneyeHus peanunsaymu
725314
5.1.4 CtaHpgaptbl, meToabl 1 |7.1.1 Peanunsauns 7.1.1.3.1 Ctparerus
WNHCTPYMEHTbI N/IaHNPOBaHWA |[NPOrpaMMHOro peasnmsauun
pa3paboTkv NnporpaMMHOro  (obecneyeHus nporpaMMHoOro
obecneyeHust obecrneyeHuns
7.1.13.13
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5.1.5 MNporpammHas
NHTerpauma 1 naaHuposaHve
TeCTUPOBaHNSA UHTerpauum

7.1.6 NHTerpauus
nporpaMMHoro
obecneyeHuns

7.1.6.3.1 NuTerpauus
nporpaMMHoro
obecneyeHuns

7.16.3.1.1

5.1.6 MnaHnpoBaHue
BEPNOUNKALINN
nporpaMmMHoro obecnevyeHms

7.2.4 Bepudpukauus
nporpaMMHoOro
obecneyerus

7.1.5 lNpouecc
KOHCTpYMpOBaHUs
nporpamMmMHbIX CPefCcTB

7.1.6 Software
Integration

7.1.7
KBanvdmkaumoHHoe
TecTMpoBaHue
nporpaMmMHoro
obecneyeHus

7.2.4.3.1 Npouecc
peanusaumm

724314
7.24.3.15

7.1.5.3.1 Npouecc
KOHCTpYyMpoBaHus
NporpaMMHbIX CPeACcTB

7.153.15

7.1.6.3.1 NHTerpauyus
nporpaMMHoro
obecneyeHuns

7.1.6.3.1.5

7.1.7.3.1
KBanmdukaumoHHoe
TecTupoBaHue
nporpaMMHoro
obecneyeHus

7.1.7.3.1.3

5.1.7 MnaHnpoBaHue
MEHELXMEHTA PUCKA
nporpamMmmMHoro obecneyeHus

6.3.4 lNpouecc
MeHe)XMeHTa pUcka

5.1.8 [lokymeHTaums no
naaHMpoBaHNIO

7.2.1 MeHeaXMeHT
[OKymeHTauum
nporpaMmMHoro
obecneyerus

7.2.1.3.1 Npouecc
peanusauun

721311

5.1.9 MnaHnpoBaHue
MeHeKMeHTa
KOHdpurypauum
nporpaMmMHoOro obecrneyeHus

7.2.2 MeHeaXMeHT
KOHoUrypaumm
nporpaMMHoro
obecneyeHus

7.2.8 Mpouecc pelweHns
npo6nem B
nporpaMMHOM
obecneyeHun

7.2.2.3.1 Npouecc
peanusaumm

722311

7.2.8.3.1 Npouecc
peanmsauun

7.2.83.1.1

5.1.10 MNMogpepxka

6.2.2 MeHeaXMeHT

6.2.2.3.2 YcTaHoBEHNE

3/1IEMEHTOB, NoAsIeXaLlnx UHPaCTPYKTYPbI MHPACTPYKTYPbI
ynpasfieHnio
6.2.2.3.2.1
6.2.2.3.3 MNogaepxaHne
MHPACTPYKTYPbI
6.2.2.3.3.1
5.1.11 YnpaBneHue 7.2.2 MeHepKMeHT 7.2.2.3.2
COCTABHbIMWN UACTAMW  |KoHurypaLmu MaoeHTudpvkaums
KOH®UTYPALNN nporpamMmmMHoro KOHGoUrypaumm
nporpaMmmMHOro o6ecrneyeHuns (obecneyeHuns
no BEPNOUKALNIA 722321
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5.2 AHann3 TpeboBaHuii
K NporpaMMHOMy
obecnevyeHunto

5.2.1 OtaoeneHne n
[OKYMEHTpOBaHWe
TpeboBaHwuii K
nporpaMmmMHOMy
obecneyeHuno Ha OCHOBe
TpeboBaHuiit CUICTEMbI

6.4.3 MNpoekTnposaHue
apXUTEKTYpbl CUCTEMBI

6.4.3.3.1 YcTaHoBNEHWE
apPXMTEKTYPbI

6.4.3.3.1.1

5.2.2 CogepxaHune 7.1.2 AHanu3 7.1.2.3.1 AHanu3s

TpeboBaHwuii K TpeboBaHwuii K TpeboBaHwuii K

nporpaMmMHOMy nporpaMMHoOMy nporpaMMHOMy

obecneyeHunto obecneyeHunto obecneyeHunio

5.2.3 Bk/itoueHne mep no

YTMPABJ/IEHVO PVYICKOM B 7.1.231.1

TpeboBaHus K

nporpaMmmMHoOMy

obecneyeHunto

5.2.4 MEPEOLEHU- Het Het

BAHVE AHANTN3A PUCKA

MEAVUMHCKOIO

N3LENVNA

5.2.5 O6HOBNEHNE 7.1.2 AHanus 7.1.2.3.1 AHanu3s

TpebosaHuii K CACTEME TpeboBaHuii K TpeboBaHwuii K
nporpaMmMHoMy nporpaMMHomy
obecneyeHunto obecneyeHuno

7.1.2.3.1.1a)ub)

5.2.6 Bepuchukauus

7.2.4 Bepudpukauus

7.2.4.3.2 Bepudmkauns

060C06/1EHHOCTH,
Heobxoaumol ans

TpeboBaHwuii K nporpamMMHoro
nporpaMmmMHOMy obecneyeHns 724321
obecneyeHunto
5.3 MNpoekTupoBaHue 5.3.1 Npeo6pasoBaHne 7.1.3 MNpoektupoBaHne |7.1.3.3.1
APXUTEKTYPbI TpeboBaHwuii K apxXuUTEKTYpbI MpoekTupoBaHue
nporpammMHoro nporpammMHomy nporpamMMHoro apXMTEKTYpbI
obecneyeHus obecneyeHunto B obecneyeHns nporpammMHoro
APXUTEKTYPY obecneyeHus
7.1.33.1.1
5.3.2 Pa3paboTka 7.133.1
APXNTEKTYPbI gnsa MpoekTuposaHue
nHTepdelicoB apXUTEKTYPbI
MPOrPAMMHbIX . nporpammMHoro
COCTABHbIX YACTEW obecneyeHns
7.1.33.1.2
5.3.3 OnpegenexHne Het Het
TpeboBaHwuii K
PYHKLMOHAIbHBIM 1
3aKcnyaTaumoHHbIM
Xapakrepuctukam
anemeHToB MNOHTI
5.3.4 OnpepgeneHne Het Het
TpeboBaHwWii K annapaTHbIM 1
nporpamMmHbIM cpeacTBam
CUCTEMBI, Tpebyembix
anemeHtamu MOHI
5.3.5 NpaeHtudpukauus Het Het
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YNPABTIEHNA PUCKOM

5.3.6 Bepudpmkauus 7.1.3 MNpoektuposaHne |7.1.3.3.1
APXUTEKTYPbI apXuUTEKTYpbI lMpoekTuposaHue
nporpaMmmMHoro obecrneyeHuns [NPOrpaMMHoOro apXuUTEKTYPbI
obecneyeHus nporpaMmMHoro
obecneyeHuns
7.1.3.3.1.6
5.4 Pa3paboTtka 5.4.1 lpobnexne 7.1.4 fetanu3snpoBaHHan |7.1.4.3.1
[eTaNIbHOTO An3aiHa nporpamMmmMHoro obecneyeHus [paspaboTka [eTtanusnpoBaHHas
nporpammMHoro Ha MPOIrPAMMHBIE BJTOKW [nporpammHoro pa3paboTtka
obecneyeHns obecneyenus nporpaMMHoro
obecneyeHus
5.4.2 Pa3paboTka
JeTaslbHOro An3aliHa gns 714311
kaxgoro MPOrPAMMHOTIO
B/TOKA
5.4.3 Pa3paboTka 7.1431
[eTaslbHOro AmsaiHa ans [JeTanusnposaHHas
nHTepdelicos pa3paboTtka
nporpaMMHoro
obecneyeHuns
7.14.3.1.2
5.4.4 BEPNOUKALUNA 7.1.4 fletanu3npoBaHHasn |7.1.4.3.1
AeTaslbHOro An3aiiHa paspaboTtka [eTtanusnposaHHas
nporpaMmMHoro pa3paboTtka
obecneyeHns nporpaMMHoro
obecneyeHuns
714317
5.5* imnnemeHTaumsa 5.5.1 imnnemeHTaumsa 7.1.5 KoHcTpynpoBaHue |7.1.5.3.1
MPOIrPAMMHBIX kaxxgoro MPOrPAMMHOIO [nporpamMmHOro KoHcTpynpoBaHue
B/1IOKOB B/1IOKA obecneyeHus nporpammMHoro
obecrneyeHuns
7.153.1.1
5.5.2 YcraHoBneHve 7.1.4 NletanusnpoBaHHan |7.1.4.3.1
MPOLIECCA paspaboTtka JetannsnposaHHas
BEPN®UNKALII nporpaMMHoro paspaboTtka
MPOrPAMMHOIO BJ/IOKA |o6ecneyeHus nporpammMHoro
obecneyeHns
7.1.5 KoHcTpynpoBaHue
nporpammMHoro 7.1.43.15
obecneyeHus
7.1531
KoHcTpyvpoBaHue
nporpaMMHoro
obecneyeHns
7.15.3.15
5.5.3 Kputepun npnemkm 7.1.5 KoHcTpymnpoBaHue |7.1.5.3.1
MPOIrPAMMHbBIX B/TIOKOB  [nporpaMMHOro KoHcTpynpoBaHue
obecneyeHus nporpaMMHoro
obecneyeHus
7.153.15
5.5.4 lononHuTensHble 7.1.5 KoHcTpynpoBaHue |7.1.5.3.1
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KpUTEPUU NPUEMKU nporpaMMHoro KoHcTpyvpoBaHue
MPOIrPAMMHBIX B/TOKOB  |o6ecneyerHus nporpammMHoro
obecneyeHuns
7.2.4 Bepudpmkauus
nporpamMMHoro 7.153.1.2
obecneyeHus
5.5.5. BEP®UVKALUNA 7.1.5 KoHcTpyuposaxue |(7.1.5.3.1
MPOIrPAMMHbBIX B/TIOKOB  [nporpaMmMHOro KoHcTpynpoBaHue
obecneyeHus nporpaMMHoro
obecneyeHus
7.153.1.2

5.6 ViHTerpaums
nporpaMMHoro
obecrneyeHns 1
TecTupoBaHue
MHTEerpaumm

5.6.1 ViHTerpauusa
MPOIrPAMMHBIX B/TOKOB

7.1.6 VIHTerpaumsa
nporpaMMHoro
obecneyeHus

7.1.6.3.1 NHTerpauus
nporpaMMHoro
obecrneyeHuns

7.1.6.3.1.2

5.6.2 Bepudpukauus

7.1.6 NHTerpauus

7.1.6.3.1 NnTerpauus

WHTErpaumm nporpamMmmHoro  [NpPorpaMMHoro nporpaMMHoro
ob6ecneyeHus obecneyeHuns obecneyeHuns
6.4.5 CucremHas 7.1.6.3.1.2
nHTEerpaums
6.4.5.3.1 NHTerpauus
6.4.5.3.1.2
5.6.3 VIHTerpauuoHHoe 7.1.7 7.1.7.3.1
TecTMpoBaHue KsanundukaumoHHoe KsanudmkaunoHHoe
nporpaMmmMHOro obecneyeHuns [TectuposaHme TecTupoBaHue
nporpaMMHoro nporpaMMHoro
obecneyeHuns obecneyeHuns
7.1.73.1.1
5.6.4 CogepxaHue 7.1.7 7.1.7.3.1
TecTUpoBaHus nHTerpaumn  |KsanmdukaumoHHoe KsasimpukaumorHHoe
nporpaMMHOro obecneyeHus |TecTpoBaHve TecTMpoBaHue
nporpaMmMHoro nporpaMMHoro
obecneyeHus obecreyeHmns
7.1.7.3.13
5.6.5 OueHunBaHve npoueayp Het Het

TeCTnpoBaHNA UHTEerpaunn
nporpamMmmMHoro obecneyeHus

5.6.6 lNpoBegeHne
perpeccroHHOro
TecTupoBaHus

7.1.6 VIHTerpaumsa
nporpaMmMHoro
obecneyeHuns

7.1.6.3.1 NHTerpauus
nporpaMMHoro
obecrneyeHuns

7.1.6.3.1.2

5.6.7 CopepxaHue 3anuceit
B OTHOLUEHMWU
perpeccroHHOro
TeCcTupoBaHus

7.1.6 NHTerpauus
nporpaMMHoro
obecneyeHuns

7.1.6.3.1 NuTerpauus
nporpaMMHoro
obecneyeHuns

7.1.6.3.1.2

5.6.8 Vicnonb3oBaHune
MPOLIECCA peLueHuns
npo6siem ¢ NporpamMmmHbIM
obecneyeHnem

7.2.4 Bepudpukauus
nporpaMMHoOro
obecneyerus

7.2.4.3.1 Peanusauus
npouecca

7.2.4.3.1.6
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5.7 TecTupoBaHve
NMPOrPAMMHON

5.7.1 YctaHoBneHne

7.1.6 NHTerpauus

7.1.6.3.1 NuTerpauus

5.8.3 OLIEHVBAHUE
V3BECTHbIX OCTATOYHbIX
AHOMATNWA

TECTUPOBAHMSA B OTHOLLUEHWUW |NPOrpaMMHOro nporpaMMHoro
CVCTEMBbI TpeboBaHwuii K obecneyeHus obecneyeHus
nporpaMmmMHoOMy
obecneyeHno 7.1.7 7.1.6.3.1.4
KsanundukaunoHHoe
TecTupoBaHue 7.1.7.3.1
nporpaMMHoro KsanudmkaumoHHoe
obecneyeHuns TecTupoBaHue
nporpaMMHoro
obecneyeHuns
717311
5.7.2 NpymeHeHne 7.2.4 Bepudpukauus 7.2.4.3.1 Peanusauus
MPOLIECCA peLueHuns nporpammMHOro npouecca
npo6sem c nporpamMmmHbIM  |06ecneyeHuns
obecneyeHnem 7.243.1.6
5.7.3 MoBTOpHOE 7.2.8 Mpouecc pewenns |7.2.4.3.1 Peanunsauns
TecTupoBaHue nocne npobnem B npouecca
BHECEHWSA U3MEHEHWI nporpaMMHoOMm
obecneyeHun 724311
5.7.4 OueHunBaHue 7.1.7 7.1.7.3.1
TecTupoBaHus KsanundukaunoHHoe KsanudmkauoHHoe
MPOrPAMMHOW TecTnpoBaHue TecTupoBaHue
CUVCTEMBbI nporpammMHoro nporpammMHoro
obecneyeHuns obecrneyeHuns
7.1.7.3.13
5.7.5 CogepxaHve otyeta |7.1.7 7.1.7.3.1
Nno TECTUPOBaHUIO KsanundukaumoHHoe KsanudmkaunoHHoe
MPOrPAMMHOW TecTUpoBaHue TEeCTUpOBaHNe
CUCTEMbI nporpammMHOro nporpammMHoro
obecneyerus obecneyeHns
717311
5.8 Bbinyck 5.8.1 ObecneueHne 6.4.9 6.4.9.3.2 AKTnBaums n
nporpaMMHoro 3aBepLUeHHOCTH ®YHKLNOHNPOBaHNE npoBepka
obecneyeHus Ha BEPNOUKALINN nporpammMHoro PYHKLMOHUPOBaHUA
CUCTEMHOM YpOBHE nporpammMHoro obecrneyeHus |obecneyeHuns
6.4.9.3.2.1
5.8.2 lokymeHTpoBaHue 7.2.2 MeHepKMeHT
N3BECTHbIX OCTATOYHbIX KoHGourypawmu 6.4.9.3.2.2
AHOMANNI MNPOrpamMmMHOro
obecneyeHuns 7.2.2.3.6 MNocTaBka n

MeHeIKMEHT BblNyCKa

7.2236.1

5.8.4 [lokymeHTMpOBaHue
BbInyLleHHbIX BEPCUN

5.8.5 [lokymeHTMpoBaHue
CO3[aHns BbIMyLLEHHOrO
nporpaMmMHoro obecnevyeHms

7.2.2 Mpouecc
MeHeIKMeHTa
KOHdpurypauum
nporpaMMHoro

obecneyeHust

7.2.2.3.6 NocTaBka n
MeHe)KMEHT Bblnycka

7.2236.1
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5.8.6 Ob6ecneyeHne NoHOro
3aBepLleHns AesaTebHOCTU
1 3agay

5.8.7 ApxusuposaHue
nporpaMmMHoro obecneyeHms

5.8.8 ObecneuyeHne
HaZeXHOW NocTaBKn
BbINYLLEHHOr0 NPOrpamMmmMHoOro
obecneyeHunst

6 TexHnueckas noaaepxka NporpaMmHoro

6.4.10 MNpouecc TeEXHNYECKOW NoaAepXKKu

YCTaHOB/IEHHOTO
MPOLIECCA
OCYLLLECTB/EHUS

noaaepxka
nporpaMmMHoro
obecneyeHus

obecneyeHuns nporpaMMHoro obecnevyeHms
6.1 YcTtaHoBNeHve nnaHa 6.4.10 TexHuyeckas Het
TEXHUYECKO NOoAAEPXKKM nogaepxka
nporpammMHoro nporpammMHoOro
obecneyeHuns obecneyeHuns
6.2 AHanns 6.2.1 lokymeHTpOBaHNe n Het Het
Mogudpmkauum n OLEeHMBaHWe 0bpaTHoli cBA3N
npo6nem
6.2.1.1 MoHUTOPWHT 6.4.10 TexHnyeckas Het
0bparHoii cBA3M noafepxka
nporpammMHOro
obecneyeHus
6.2.1.2 lokymeHTpoBaHue 1|6.4.10 TexHnyeckasn Het
OLIEHVBAHWE obpatHoi  (noaaepxka
CBA3U nporpamMMHoro
obecneyeHus
6.2.1.3 OUEHNBAHUWE 6.4.10 TexHnyeckas Het
BnnsaHua OTUYETOB O nognepxka
MPOBJIEMAX Ha nporpamMMHoro
BE3OMNACHOCTb obecneyeHus
6.2.2 Mcnonb3oBaHve 6.4.10 TexHunyeckas Het
MPOLECCA peweHus noaaepxka
npo6sem nporpammHoro nporpamMMHoro
obecneyeHust obecneyeHns
6.2.3 AHanm3 3AMNMPOCOB  |6.4.10 TexHuyeckas Het
HA N3BAMEHEHUNE noggepxka
nporpamMMHoro
obecneyeHus
6.2.4 Opo6peHune 3AMPOCA (6.4.10 TexHnyeckas Het
HA N3BAMEHEHUNE noggepxka
nporpamMMHoro
obecneyeHuns
6.2.5 NHhbopmupoBaHue 6.4.10 TexHuyeckas Het
nonb3oBarenei n noaaepxka
perynvpyoLinx opraHos nporpammMHoOro
obecneyeHuns
6.3 OcyLlecTtBneHvne Het Het
MoaudvKaumm
6.3.1 Vicnonb3oBaHwue 6.4.10 TexHuyeckas Het
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MoaudmKaumm

6.3.2 MOBTOpPHBI BbINyCK
MOANINLMPOBAHHO
NPOrPAMMHOW
CUCTEMBbI

7.2.2 Tlpouecc
MeHepKMeHTa
KOHpurypauum
nporpaMMHoro
obecneyeHus

Het

7 MPOUECC MEHEAXXMEHTA PUCKA nporpammMHOro

obecneyeHus

6.3.4 MNpoLecc MeHefKMeHTa pucka

OcHoBaH Ha ISO/IEC 16085. HecmoTps Ha

HEKOTOPYH0 O6LLHOCTb, B HEM HE PACCMOTPEHb!

KOHKpeTHble TpeboBaHus K paspaboTke

nporpamMmmMHoOro obecneyeHus MeONLNHCKNX
VI3,IJ,e]'Il/IVI B OTHOLUEHNN MEeHe)KMEHTa pUcKa

8 MPOLECC meHemxMeHTa KOH(Urypaumm
nporpaMMHoro obecneyeHns

8.1 NgeHTndmkaums 8.1.1 YctaHoBNneHue cpeacts|7.2.2 Mpouecc Het
KOHdourypaumu naeHTudrKaummn . MeHemKMeHTa
COCTABHbIX YACTEN KoHGurypaumu
KOH®UTYPALNN nporpammMHoro
obecneyeHus
8.1.2 NpeHTudmkaums Het Het
MOHMN
8.1.3 NpeHTudbukauus 7.2.2 MNpouecc Het
JOKyMeHTauun MeHepKMeHTa
KoHurypaumn CUCTEMbI  [koHurypauum
nporpaMMHoro
obecneyeHuns
8.2 ¥npaBneHwue 8.2.1 Opob6peHune 7.2.2 Tlpouecc Het
N3MEHEHNAMU 3AIMNMPOCOB HA MeHe)KMeHTa
M3MEHEHNA KOHpurypauum
nporpaMMHoro
obecneyeHuns
8.2.2 OcyLuecTsneHve 6.4.10 TexHunyeckas Het
N3MEHEHWIA noaaepxKa
nporpaMMHoro
obecneyeHus
8.2.3 BEPNOUKALUNA 7.2.2 MNpouecc Het
N3MEHEHUN MeHe)KMeHTa
KOHoUrypaumm
8.2.4 ObecneyeHne nporpamMMHoro
cpeacTBamum ons obecneyeHuns
MPOCNEXW-BAEMOCTN
N3MEHEeHWA
8.3 Yuert cTaryca 7.2.2 Tpouecc Het
KOHburypaumm MeHepKMeHTa
KOHdpurypauum
nporpaMmMHoro
obecneyeHns
9 NMPOLECC peLueHnsa npobaem nporpaMMHoOro
obecneyeHuns
9.1 MNoaroToBka 7.2.8 Mpouecc peleHns Het

OTYETOB O
MPOB/NEMAX

npo6nem B
nporpaMMHOM
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[IOKyMEHTALN N0
TeCTMPOBaHIO

[OKYMEHTVPOBAHMWS BCEX
3A[AY nposeneHus
TECTUPOBaHWSA

obecneyeHun
9.2 ViccneposaHue 7.2.8 Npouecc pelweHns Het
npo6nemsbl npo6nem B

nporpaMMHOM

obecneyeHun
9.3 KoHcynsTnpoBaHue 7.2.8 Npouecc peleHns Het
3aMHTEpPECcOoBaHHbIX npo6nem B
CTOPOH nporpaMMHOM

obecneyeHun
9.4 Vicnonb3oBaHve 7.2.2 Tpouecc Het
npotiecca ynpas/fieHuns MeHeKMeHTa
N3MEHEHNAMU KOHpurypauum

nporpaMmMHoro

obecneyeHus

6.4.10 TexHuyeckas

noaaepxka

nporpaMMHoro

obecneyeHus
9.5 lMNopgaepxxaHne 7.2.8 Npouecc peleHns Het
3anucei npo6nem B

nporpaMMHOM

obecneyeHun
9.6 AHaIM3 Npobnem Ha 7.2.8 Mpouecc peleHns Het
npeameT BbISAB/EHUSA npo6nem B
TeHAeHUWi nporpamMmmMHom

obecneyeHnm
9.7 BEPNPUKALNA 7.2.8 MNpouiecc peLueHns Het
peLueHuns npobnem npo6nem B
nporpaMMHoro nporpaMMHoMm
obecneyeHns obecneyeHnm
9.8 CogepxaHue ISO 12207 TpebyeT Het

C.7 Bzanmocss3b ¢ IEC 61508

B pesynbTare pacCMOTPEHMS BOMpoca 06 UCMosb30BaHWK B HACTOSALLEM CTaHAapTe,

NPUMEHAEMOM B OTHOLUEHWM KpuTuyeckn BaxHoro aAnsa BE3OMACHOCTW nporpaMmHOro ob6ecneyeHus,
npuHumnos IEC 61508, 6bi1v yuTeHbl cnefylowme coobpaxeHus. Moaxop k 6esonacHoctn B IEC 62304
npuvHUMNuanbHO oTanyaeTca oT nogxoga B IEC 61508. IEC 62304 yuuTbiBaeT, UYTO Pe3y/ibTaTMBHOCTb
MEAULIMHCKUX U3LENWIl onpaB/blBaeT CyLLIEeCTBOBaHWE OCTATOYHbIX PUCKOB, CBA3AHHbLIX C WX NMPUMEHEHUEM.
Mo3MLMI0 HACTOALLErO CTaHAapTa 0O BACHAET criefyloLlee.

IEC 61508 ctpokycumpoBaH Ha TpeXx raBHbIX BONpocax:

1) xu3HeHHom uukne MEHEIDKMEHTA PUCKA n NMPOLUECCAX XU3HEHHOTO LMKNa;
2) onpeneneHnn ypoBHei 6e30nacHOCTU 3Kcnlyatauumn 060pyaoBaHus;
3) peKkoMeHayeMmbIX TexXHUKax,

WHCTPYMEHTaX U

MeTogax Ans  paspabdoTku

NporpammMHoro

obecneyeHus 1 ypoBHAX HE3ABMCMMOCTY NepcoHana, OTBETCTBEHHOIO 3a BbIMO/IHEHNE pa3/inyHbix 3ALAY.
Bonpoc 1) BK/AOYEH B HACTOSILLMIA CTaHOApPT HOPMAaTMBHOW CCblkoli Ha I1SO 14971 (ctaHpapT no

MEHEIDKMEHTY PUCKA ana npombinesHoct MEAVLIMHCKOUX WU3AENNIA). BausHue 3Toi CCbIKM

COCTOUT B TOM, 4YTOObI agantupoBaTb noaxog ISO 14971 k MEHEI)KMEHTY PUCKA kak cocTaBHY YacTb

MPOLECCA nporpamMmHoro o6ecneuenus ana No MEAVLIMHCKUX U3AENNIA.

[na Bonpoca 2) HacToAwwli cTaHgapT npuHumaeT 6onee npocToii noaxod, uvem |IEC 61508,
KknaccudmumpyowMii  nporpaMMHoe  obecrneveHne Ha uYeTblpe "ypOBHS 6e30MacHOCTW  3KCnyatauum

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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obopyaoBaHus", onpefeneHHble ¢ TOYKM 3PeHUA HaJeXHOCTU. Lienn HageXHoCTn naeHTuguumpyoT nocne
AHAJIN3A PUCKA, KkOTOpblii onpefenser Kak TsSXKecTb, Tak W BepOATHOCTb npuyvHeHus BPEJA,
BbI3BaHHOro otkasom 0.

HacTosAwmin ctaHgapT ynpoljaeT BONpoC 2) NMOCPeACTBOM YCTaHOB/EHMS Knaccudmkaumm no Tpem
Knaccam 6e30nacHOCTM NporpamMHoOro obecneveHnst Ha ocHose PVICKA, BbI3BaHHOTO

oTkasom. [locne knaccudpkaumm A8 pasHbIX KiaccoB 6e3onacHOCTM  nporpammMHOro  obecneyeHus
Tpebytotca pasHble MPOLIECCHI: HamepeHne cOoCTOUT B fasibHELIEM YMEHbLUIEHUW BEPOSTHOCTM (M/nunn
TSHKECTU NOCNEeACTBUIA) OTKa3a NporpamMmmMHOro obecneyeHus.

Bonpoc 3) He 3aTpoHYT B HacTosiweM cTaHgapTte. lMonb3oBatenisiM pekoMeHayeTcsi NpuMeHsiTb IEC
61508 B KayecTBe NCTOYHMKA NPOrpPamMMHbIX METOAOB, TEXHUK U MHCTPYMEHTOB, C YYETOM TOro, YTO Apyrue
noaxoapl MoryT obecneunTb oavHakoBble PE3Y/IBTATbl. Hactoswmii  cTaHgapT He  CoaepXuT
peKkoMeHAaumnin  OTHOCUTENTbHO HE3aBUCUMOCTU /UL, OTBETCTBEHHbIX 3a oguH Bug AEATENBHOCTU B
obnactu nporpammHoro obecneyeHus (Hanpumep, 3a BEPNOUKALMIO) oT Tex, KToO OoTBeYaeT 3a Apyroi
(Hanpumep, 3a NPOeKTUpOBaHMEe). B 4acTHOCTM, HACTOALWMIA CTaHAAPT He TpebyeT HaIMuus He3aBUCUMOTO
aKkcnepTa no 6e30MacHOCTH, MOCKO/bKY 3TO OTHOCKTCA K ISO 14971.

Mpunoxexve D
(cnpaBoyHoe)

MpumeHeHue

D.1 BeegeHune

B paHHOM NpuioXeHWW NPUBOAUTCA OOLLMIA 0630p TOro, Kak HaCTOAWMIA CcTaHOapT MOXET 6bITb
peannzoBaH B NMPOLIECCAX U3ITOTOBUTE/A. MNMpeanonaraetcs, 4To Apyrne craHgaptbl, Takme kak MCO
13485 [8], TpebytoT noaxoaAawmx n conoctasmmbix NMPOLLECCOB.

D.2 Cuctema meHeHKMEHTa KayecTBa

B KOHTEKCTE HacTosLero ctaHgapta ans M3rOTOBUTENEN MEAVLUMHCKUX U3AENUIA, Bkntoyas
MPOrPAMMHOE OBECTEYEHWE MEOVLUVHCKUX U3LENNIA, YCTaHOB/IEHNE CUCTEMbl MeHemXMeHTa
kauecTBa (ganee - CMK) Tpebyetcs B cootBeTcTBUM € 4.1. HacToAwmin ctaHaapT He TpebyeTt, uto6bl CMK
0653aTeNbHO 6bls1a cepTudmLMpoBaHa.

D.3 OLUEHUBAHUME NMPOLIEECCOB meHegpKMeHTa KauecTBa

PekomeHayetca OLEHWBATDL, Kak ycTaHOBNEHHble U AokymeHTuMpoBaHHble [MTPOLIECCHI CMK
oxBatbiBatoT MPOLECCbHI XM3HEHHOro LuMKfia NPorpaMmMHOro obecneyeHust NocpeacTBOM MNpoBeAeHUs
ayaMToB, MPOBEPOK UHCNEKUMIA MW aHauM3a, 3a KOTopble HeceT OTBETCTBEHHOCTbL MISTOTOBUTE/1b. /llobble
BbISIB/IEHHbIE HECOOTBETCTBMA MOryT OblTb YCTpaHeHbl MNOCPEACTBOM pacLUMPEHNss YCTaHOBMEHHbIX
MPOLIECCOB MeHemkMeHTa KayecTBa WM OOPMAEHbl  OTAE/bHbIMA  AOKyMeHTamu. Ecnu
N3FrOTOBUTEJIb yxe nmeeT fokyMeHTMpoBaHHble MPOLIECCHI, KoTopble pernameHTUpyoT paspaboTky,
BEPN®UVKALMIO n Banupaumio MO, To aaHHble NMPOLECCHI Takke gomkHbl 661Tb OLLEHEHbBI ¢ uenbio
onpefenieHnsa cornacoBaHHOCTU C HACTOALWMM CTaH4apTOM.

D.4 WNHTerpauus TpeGoBaHuii HacTosiwero craHaapta B NMPOLIECCbI meHemkMeHTa KauecTBa
N3roTOBUTENA

Hactodwuin cTaHgaptT MoOxeT OblTb BHEApPEeH MOCPeACTBOM ajantaumy WM pacluMpeHus
MPOLIECCOB, yxe ycTtaHoBneHHbIXx B CMK, nnmn nHterpauuneii Hoebix NMPOLIECCOB. Hactoswwii ctaHgapT
He ycTaHaB/MBaeT Kakoi-nnbo cnocob, n WN3rOTOBUTE/Ib MOXET BbINOAHUTE BHEAPeHue Nb6bIM
noaxogswmm oopasom.

N3rOTOBUTE/Ib HeceT OTBETCTBEHHOCTb 3a O0OecrneyeHWe Haf/IeXallero BbINOIHEHMS
MPOLECCOB, onncaHHbIX B HacToduwem crtaHgapte, korga [MPOTPAMMHOE OBECTEYEHUE
MEOVLUNHCKOIoO M3AENNA paspabotaHo NITOTOBUTENAMW opurnHansbHoro o6opyaosaHus (OEM)
uny cybnoapsguvkamy, He UMELLMMN COBCTBEHHON A0KyMeHTupoBaHHo CMK.

D.5 KOHTPONbHbLIli CAMCOK Ansa Manbix npeanpuatuii, N3FOTOBUTENEN, He umelowmx
cepTucduymupoBaHHoii CMK

M3roToBuTeNb [O/HKEH YCTAHOBWTb Camblli  BbICOKMIA Knacc 6e30nMacHOCTM  MpPOrpamMmmHOro
obecrneveHua (A, B wim C). Tabnuuya D.1 nepeuncnser Bce Buabl JEATE/IbBHOCTW, onucaHHble B
HacTosileMm ctaHgapTe. Cebiika Ha CO 13485 gomkHa noMoYvb ONpegenviTb MECTO SAaHHON AeATeNbHOCTU
B CMK. OcHoBbiBasicb Ha TpebyemoM knacce 6e30nacHOCTM  MpOrpamMmHOro  obecneyeHus,
N3rOTOBUTENO cnepyetr OUEHUTL kaxabii Tpebyemsbiii Bug AEATE/BHOCTW OTHOCMTENLHO YXe
cyuwecteyowmx NMPOLLECCOB. Ecnn TpeboBaHMe yXe BbINOMHEHO, TO A0/DKHbI ObiTb CAeNnaHbl CCbIKN Ha
cootBetcTeytowme NMPOLECCHI.

Mpy HaNIMUYNM HECOOTBETCTBUIN HEOBXOAMMO NMpeanpuHATL AeNcTBUS Ans ynydweHns NPOLIECCA.

Cnncok Takke MOXeT ObiTb mcnonb3oBaH s OLLIEHUBAHWNA MPOLIECCOB nocne BbINOAHEHMS

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
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OeicTBus.

Tabnuua D.1 - KOHTPOMbHbIA CAMCOK 4718 MaUibIX NPEeANpUSATUiA, He uMetoLLMX cepTuduumposaHHoii CMK

OEATENBHOCTb CooTBeTCTBYHOLWMIA pasgen OxBaTblBaeTcA Ecnn pa: MpeanpuHATbIe
MNCO 13485:2003 CYLLECTBYHOLLMMU ccblika nencTeus
npouegypamm?

5.1 MNMnaHupoBaHue 7.3.1 MnaHnpoBaHue Ja/Het
paspaboTtku MO NPOEKTUPOBAHMSA 1

pa3paboTku
5.2 AHaIM3 TpeboBaHUii K 7.3.2 BxogHble faHHble Ja/Het
no 0151 NPOEKTUPOBAHNA U

pa3paboTku
5.3 MNpoekTupoBaHne Ja/Het
APXUTEKTYPbI NO
5.4 Pa3paboTka getasibHoro Ja/Het
ansaiina Nno
5.5 UmnnemeHTauus [a/Het
MPOIrPAMMHBIX BJTOKOB
5.6 NHTerpauns MO n [Ja/Het
TeCTMpOBaHWe MHTerpauum
5.7 TecTupoBaHve 7.3.3 BbIxogHble gaHHble Ja/Het
NMPOIrPAMMHON NPOEKTUPOBaHNA n
CNCTEMBbI pa3paboTku

7.3.4 AHanm3 npoekTta u

pa3paboTku
5.8 Bbinyck MO Ha 7.3.5 Bepudhukauus Ha/Het
CUCTEMHOM YpPOBHE NPOEKTUPOBaHUA U

pa3paboTku

7.3.6 Bannpauns

NPOEeKTUPOBaHUA 1

pa3paboTku
6.1 YcTtaHoBneHve nnaHa 7.3.7 YnpasneHve Ja/Het
TexHuuyeckoli nogaepxkm MO (M3smeHeHUsiMM

NPOEKTUPOBaHNSA U

pa3paboTku
6.2 AHanm3 mogudmkauuii n Ja/Het
npobnem
6.3 OcyLiecTBneHve 7.3.5 Bepudpukauns Ja/Het
Mogudpmkaumm NPOEeKTUPOBaHUA 1

pa3paboTku

7.3.6 Banimpauus

NPOEKTUPOBaHUA U

pa3paboTku
7.1 AHanms MO, Ja/Het
CMOCOOGCTBYOLENO ONAaCHbLIM
cuTyaumam
7.2 Mepbl no Ja/Het
YMNPABJ/IEH/IO PYICKOM
7.3 BEPNOUNKALINA mep no [a/Het

BHuMaHve! O nopsgxe NpUMeHeHUs foKyMeHTa CM. apsblk “MpumeyaHns”
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YIMPAB/IEHNIO PUCKOM

7.4 MEHE)KMEHT PUCKA Oa/Het
B OTHOLLEHUW U3MEHEHWA
no

8.1 OnpepneneHve 7.5.3 N\gpeHTndpmkaumns n Ja/Het
KOHdurypaumm NpOoCeXnBaemMocTb

8.2 YnpasneHue 7.5.3 NigpeHTndpmkaumns n Ja/Het
N3MEHEHMAMU NpOCeXNBaeMoCTb

8.3 YueT cTaryca Ja/Het
KOHdoUrypaumm

9 MPOLECC peLueHus [a/Het
npo6nem MO

Mpunoxexve JA
(obs3aTenbHoe)

CBefeHunsi 0 COOTBETCTBUU CCbIJZTOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB MEXrocygapCTBeHHbIM

cTaHpapTam
Ta6bnuua JA.1
O603Ha4YeHne CCbISIOHHOro CrteneHb O603Ha4YeHne 1 HaMmeHoBaHne COOTBETCTBYHOLLEIO
MeXAyHapoaHoro ctaHgapTa COOTBETCTBUA MeXrocyapCTBEHHOro cTaHAapTa

ISO 14971 IDT

FOCT ISO 14971-2021 "V3nenns MeguumnHckme.
lMpuMeHeHe MeHeIXXMeHTa puUcKa K MeAULMHCKAM
nsgenvam”

MpumeuaHue - B HacToswei Tabnuue Ncnonb30BaHo creaytolee yc/ioBHoe 0603HaUeHe CTENeHU COOTBETCTBUS
cTaHgapTa:

- IDT - ngeHTuYHbIA CTaHaapT.

Bubnunorpacus
[1] IEC 60601-1:2005 Medical electrical equipment - Part 1: General requirements
for basic safety and essential
IEC 60601-1:2005/AMD1:2012 performance (/3penus MeanuuHCKUE 3M1eKTpuyeckme. ‘ ‘
Yactb 1. Obwume TpeboBaHns 6e30MacHOCTM M OCHOBHblE
XapakTepucTrku)
[2] IEC 60601-1-4:1996 Medical electrical equipment - Part 1. General requirements

for safety - 4.Collateral standard:
IEC 60601-1-4:1996/AMD1:1999 Programmable electrical medical systems (withdrawn) ‘ ‘
(N3pgenua meguunHckme anekTpuyeckme. Yactb 1-1. O6wume

Tpe6oBaHus 6e30macHOCTU. [lOoNOSHUTESNbHBI  CTaHAapT.
Tpe6oBaHWsi 6e30MacHOCTV K MEAULMHCKUM 3M1EKTPUYECKNM
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[21] IEC 62366-1:2015 Medical devices - Part 1: Application of usability engineering
to medical devices (M3penua wmeguuuHckne. Yactb 1.
MpoekTpoBaHWe  MeAUUMHCKMX  W3OeNWidi € y4yeToMm
SKCM/yaTalMOHHOM NPUrogHOCTK)
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