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Mpeaucnosue

Llenn, OCHOBHble MPUHUMMBLI U OCHOBHOW MOPSAAOK nNpoBedeHus paboT Mo MeXrocyfapcTBEHHOMW
ctaHgaptusdauumn yctaHosneHol FOCT 1.0 «MexrocygapctBeHHass cuctemMa ctaHgapTtusdauun. OCHOBHblE
nonoxeHusi» n FOCT 1.2 «MexrocygapcTBeHHass cuctema cTanHgaptusaumm. CtaHgapTel Mexrocyaap-
CTBEHHblE, NMpaBuna M pekoMeHgauuM No MeXrocyaapCcTBeHHOW cTtaHgapTusauun. Npasuna paspaboTku,
NPUHATUSA, OGHOBNEHMS U OTMEHbI».

CBepeHus o cTaHgapTe

1 NOArOTOBJIEH paboyewn rpynnown, coctosiien n3 npeacrasmtenen ObLecTsa ¢ orpaHUYEHHON OT-
BeTcTBEHHOCTEIO «MEOUTECT» (OO0 «MEOUTECT», r. Mockea), ObwectBa ¢ OrpaHU4eHHON OTBET-
cTBeHHocTblo «Aypura» (OOO «Aypura», r. Mocksa) n ObectBa C OrpaHU4YEHHOW OTBETCTBEHHOCTLIO
«KomnaHnus «3JTTA» (OO0 «Komnanusa «3J1TA», r. MockBa) Ha ocHoBe CODCTBEHHOro nepeBofa Ha pyc-
CKUW 513blK @HIMOSA3bIYHOW BEPCUN CTaHA4apTa, YKa3aHHOro B MyHKTE 4

2 BHECEH ®egepanbHbiM areHTCTBOM NO TEXHUYECKOMY perynMpoBaHuio U meTponorum Poccuiickon
depepaumm

3 MPUHAT Espaswuiickum coBETOM MO CTaHZapTM3auuu, MeTponormm n ceptudukaunm no pesynbta-
Tam ronocosaHuns B AVIC MI'C (npotokonom ot 30 ceHTabps 2022 r. Ne154-11)

3a npuHATME cTaHdapTa NporofnocoBanu:

KpaTkoe HavMMeHoBaHue CTpaHbl Kog ctpaHbl CokpallleHHoe HaumMeHoBaHue
no MK (MCO 3166) 004—97 | no MK (MCO 3166) 004—97 HaLMOHanNbLHOro opraHa no craHgapTusaumm

ApmeHuns AM 3A0 «HauwmoHanbHbIN opraH No ctTaHaapTU3auum
n meTponorun» Pecnybnvku ApmeHus

Benapycb BY locctangapt Pecnybnukm benapych

KblprbiactaH KG Kblpreiactangapt

Poccusa RU PoccTtangapt

Y36ekucTaH (9)4 Y3cTaHgapt

4 Hacrosawmi ctaHgapT maeHTudeH mexayHapogHomy ctaHaapty IEC 62304:2006 «[lMporpammHoe
obecneyeHne meguuMHCKoro wusgenus. [llpouecchl XXW3HEHHOro UMKna nporpaMmmHoro obecneyeHus»
(«Medical device software — Software life cycle processes», IDT, Bkntoyas nameHeHne Amd.1:2015. Usme-
HeHne Amd.1:2015 BblgeneHo ABOVWHOW BEPTUKANbHON NMHUEN, PacrofnoXeHHOW Ha Nonsax HanpoTUB COOT-
BETCTBYIOLLErO TEKCTA.

HanmeHoBaHMe HacTosLero ctaHgapTa U3MEeHEHO OTHOCUTENbHO HAaMMEHOBaHUS yKa3aHHOIo MexXay-
HapoAHoro ctaHaapTa ans npuseaexus B cooteetctBue ¢ FOCT 1.5 (noapasgen 3.6).

Mpy NpUMEHeHUN HaCcToALEro cTaHgapTa PEKOMEHAYETCS UCMONb30BaTb BMECTO CCbINTIOYHbIX MEXay-
HapOAHbIX CTaHOAPTOB COOTBETCTBYHOLUME UM MEXIOCY4APCTBEHHblE CTaHAapTbl, CBEAEHUS O KOTOPbIX
npuBeAeHbI B A0MOMHUTENbHOM npunoxexHun JA.

HacTtosiwun ctangapt noarotoBneH Ha ocHose npumeHeHnst FTOCT P MOK 62304-2013

5 BBE[JJEH BINEPBbIE

T
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UHpopmayus o esedeHuu 8 Oelicmeue (npekpawieHuu delicmeusi) Hacmosiu,eao cmaHlapma u usme-
HeHul K HeMy Ha meppumopuu yKa3aHHbIX ebllue 2ocydapcme nybnukyemcs 8 ykasamesisix HayuoHarbHbIX
(2ocydapcmeeHHbIx) cmaHdapmos, usdasaeMbix 8 amux 2ocydapcmeax, a makxe 8 cemu VIHmepHem Ha
calimax coomeemcmeyrujux HayUuoHalbHbIX (20cydapcmeeHHbix) opeaHoe o cmaHOapmu3sayuu.

B cnyuyae nepecmompa, U3MEHeHUsI Uil OmMeHbl Hacmosiwezao cmaHdapma coomeemcmeyroujasl
uHgopmayusi makxe 6ydem onybrukoeaHa e cemu VMIHmepHem Ha calime MexzocydapcmeeHHO20 cose-
ma no cmaHOapmu3sayuu, Memposoauu U cepmucgpukayuu 8 kamamnoee «MexeocydapcmeeHHble cmaH-
dapmbi»

WckntounTenbHoe npaBo odumumnansHoro onyonnkoBaHUs HAaCTOSILLErO CTaHAapTa Ha TeppuTopun yka-
3aHHbIX Bbllle roCcyAapcTB NpUMHaANEXNUT HaunoHanbHbIM (rocy4apCTBEHHbLIM) OpraHamM Mo cTaHgapTu3auum
3TWX rocyfapcTB.

T
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CopepxaHue

1 OBNACTD MPUMEHEHUST . . . . ottt et e e e e e e e e e e e e e e e e e e e e e e 1
2 HOPMATUBHBIE COBIMTKM . . o o o ot s i e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 2
3"  TEPMUHBI Y OMPEAEIIEHUS . . « .« o e e e e e et e e e e e e e e e e e e e e e e e e 2
47 OBLUME TPEBOBAHMS . . . . . o e oo e e e e e e e e e e e e e e e e e e 6
5 NMPOLIECC pa3paboTku NPOrpaMMHONO OBECMEUEHMS. . . . . o oo et e e et e ettt e e e e e e 9
6 TexHu4eckasi nogaepKka NPOrPaMMHOIO OBECTIEUEHMST . . . . ot et et e et e e e 18
7 MPOLUECC MEHEI>XKMEHTA PUCKA nporpaMMHOIO OBECIEYEHNS . . . . .o v it et e e e e e 20
8" MPOLIECC MeHemxMeHTa KOHUrypaLm NPOrpaMMHOTO OBECTIEUEHUS. . . . . . oo v e e e e e 22
9 NMPOLIECC pelleHns NnpobrnemM NporpaMMHOIO OBECTIEUEHUST . . . . . oo ottt e et e e e e e e e e e 23
MpunoxeHne A (cnpaBodHoe) OB6oCHOBaHME TPeOOBaAHMIA HACTOSALLEIO CTAHOAPTA. « « « v v oo v e e e e e e ns 25
MpunoxeHne B (cnpaBoyHoe) PykoBOACTBO MO MOMOXEHUSIM HACTOSALLEIO CTaHOAPTA « . v v v v v v e e e e n 27
Mpunoxerne C (cnpaBoyHoe) B3anmMocBa3b C APYTUMUN CTAHAAPTAMM . . . .ov v vt e et e e e e e e 41
MpunoxeHne D (cnpaBodHOE) MPUMEHEHME . . . . . . . .. .o e e e 61
Mpunoxenne OA (o6sa3aTtenbHoe) CBegeHMs 0 COOTBETCTBUM CChINOYHbIX MEXAYHAaPOOHbIX CTaHOapPTOB

MEXIOCYLAPCTBEHHBIM CTAHAAPTAM . . o o v ottt vt et e et e ettt e et e e e 63
1o 17 Te i o =T o} < 64

" Cumson «3Be3a04Ka» (*), I/ICI'IOJ'Ib3yeMbIl7I Kak NepBbI 3HaK B HAMMEHOBaHUN NN Havane naparpada, YKa3blBaeT,
4YTO B NpUnoxeHum B nveetcs COOTBETCTBYHLLEE PYKOBOACTBO.

v
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BBepeHune

MporpammHoe obecneveHne 4acTo SABMSIETCS HeoTbeMnemon vactbto TexHonorum MEOVULMHCKNX
N3OENNN. Cosnanne BE3OMACHOIO u pesynsratnsHoro MEOVUMHCKOIO U3OEJINA, copepxaluero
nporpaMmHoe obecnedeHne, TpebyeT 3HaHUIM O ero nNpegHasHavYeHun, a Takke JokasaTenbCTB TOro, YTo Npo-
rpaMmmHoe obecneyeHre HagexHo PyHKUMOHUPYET, He co3daBas Hegonyctumbix PUCKOB.

Hactoswwun ctangapt onpegensiet ocHoBy NMPOLIECCOB >u3HeHHOro Lukna coeMmectHo ¢ OEATESb-
HOCTbIO n BAOAYAMN, HeoBXxoaAMMbIMUN OIS MPOEKTUPOBAHUS N TEXHNYECKOW Noadepxkn (obcnyxmeaHus)
6esonacHoro NMPOrPAMMHOIO OBECIMEYEHNA MEONLMHCKNX M3OENUW. HacToswwmii ctaHaapT onpe-
nenset TpeboBaHus ana kaxgoro NPOLECCA xusHeHHoro yukna. Kaxagsi NMPOLIECC »xun3HeHHOro umkna
cocTouT u3 cosokynHocTtn Buaos OJEATENIbHOCTW, npuuem 6onblumHeTso Bugos AEATENIBHOCTW, B cBoto
ovepedb, COCTOAT 13 Habopa 3AOAY.

B kauecTtBe ocHoBHOW koHUenuuwu nonaraetcs, yto NMNPOMPAMMHOE OBECIMEYEHWME MEOVUNH-
CKUX U3OENUW npoekTupyeTcsi n 0BCNYyXMBAETCA C WUCMOMNb30BAHMEM CUCTEM MEHeMKMEeHTa KadecTsa
(cm. 4.1) ucuctem MEHEIPXKMEHTA PUCKA (cm. 4.2). MPOLUECC MEHEIXXMEHTA PUCKA yxe goctatodHo
XOpOLLIO onucaH B MmexayHapogHoMm ctaHgapte 1ISO 14971:2007. MoaToMy HaCTOALWMI CTaHAAPT UCMONb3yeT
CCbIfIKM Ha 3TOT CTaHAapT. HekoTopble He3HaunTenbHble OONoNHUTENbHbIE TpebosaHua kK MEHEIXMEHTY
PUCKA Heobxogmmbl Ans nporpaMMHOro obecneveHunsi, ocobeHHo B obnactu onpegeneHns Bkrnaga dak-
TOPOB NporpaMmHoro obecnedeHus, ceasaHHblx ¢ ONMACHOCTAMW. O1u TpeboBaHUs yCcTaHOBMNEHbI B pas-
aene 7 kak NMPOLUECC MEHEI>XKMEHTA PUCKA nporpammHoro obecneveHums.

Asnsetcs N1 NnporpaMmHoe obecnedeHmne akTopom, cnocobeTayowmm ONACHOW CUTYALIMN, onpe-
aensetca Bo Bpema JEATEJIBHOCTU no naeHtudmkaumm ONMACHOCTU B NMPOLIECCE MEHEI>XKMEHTA
PUCKA. OIMNMACHBbIE CUTYALINW, koTopble MOryT OblTb KOCBEHHO BbI3BaHbl NpoOrpamMmmHbiM obecneyeHvem
(Hanpumep, NpenocTaBnasd BBOASLLYHO B 3abnyxaeHue nHopMaLmio, KoTopasi MOXET Bbl3BaTb HEBEPHYHO
peakumo afMUHUCTPUPOBaHUSA), paccMaTpuUBalOTCs, Korga onpeaenseTcs, SBnseTcs nu nporpaMmmHoe obe-
crneyeHve cnocobceTByloWMM hakTopoM. PelueHne noaseprHyTb nporpammHoe obecnedexve YIMPABJIE-
HNKO PUCKOM npuHumaetca B Tevenne OEATEJIBHOCTU no YTMPABJIEHUO PUCKOM B MPOLECCE
MEHEXXMEHTA PUCKA. NMPOLECC MEHEI>)KMEHTA PUCKA nporpammHoro obecneveHusi, Tpebyembin
HaCTOALLMM CTaHAAPTOM, AOImKeH ObiTb BkntoveH B NMPOLUECC MEHEI>XKMEHTA PUCKA usgenust cornacHo
ISO 14971:2007.

MPOLECC paspabotku MPOMPAMMHOIO OBECTEYEHUSA coctout ns mHoxectsa JENCTBUN. 3un
OEVCTBUSA nokasaHbl Ha pucyHke 1 1 onncaHbl B pasgene 5. MockonbKy MHOXECTBO MHLMAEHTOB B 3TOM
obnacTi ces3aHo ¢ 0B6CRyXMBAHMEM UMK TexHUYeckoil noaaepxkon CUCTEM MEOVULUMHCKUX U3OENNN,
BKIOYasa Henoaxoasiume obHOBNEHMSI NporpaMmMHoro obecneveHuns n ero mogepHusauum, NMPOLUECC TexHu-
4Yeckon noaaepxku (o0bcnyxmBaHUs) NPorpaMmmMHOro obecnevyeHns CUMTaeTcs CToNb Xe BaxkHbIM, Kak un MNPO-
LIECC paspabotku nporpammHoro obecnevenusi. MPOLUECC TexHudeckon nogaepxku nporpammHoro obe-
crneyveHuns odeHb noxox Ha NMPOLECC paspabotku NMPOMTPAMMHOIO OBECIEYEHUA. 310 nokasaHo Ha
pYCyHKe 2 1 onucaHo B pasgerne 6.

MpumevyaHne — HaunoHanbHbIM TEXHUYECKUM KOMUTETaM cregyeT obpaTuTb BHMMaHWE Ha TOT (akT, YTo
N3rOTOBUTENSAM obopynoBaHus 1 UchbITaTeNbHBIM OpraHn3aunsiM MOXeT noTpeboBaTbCs NepexofHbI nepuog nocne
ony6rn1MKoBaHUS: HOBOIO, U3MEHEHHOIO M nepecMoTpeHHoro AokymeHTa |IEC unn ISO, B TeyeHne KoTOporo OHW MOryT
NPON3BOAUTL NPOAYKLMIO B COOTBETCTBMU C HOBbIMU TpeboBaHUSAMM 1 OCHaLLATbCS 060pyAoBaHMEM ANs NTPOBEAEHNS HO-
BbIX UM NEPECMOTPEHHbIX UCNbITaHUA. KoMUTET pekoMeHAyeT, 4Tobbl coaepxaHue aton nybnukauuy 66110 NPUHATO ANg
0653aTeNbHOI0 NPUMEHEHNS Ha HaLMOHANBHOM YPOBHE HE paHee YeM Yepes Tpu rofa c Aatbl nybnvkauum.
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\

MoTtpe6HocTn
MotpebHocTn 3a2a3qw<a
3akasuuka YAOBMNETBOPEHbI
BI/I,ClbI AeATenbHOCTN BHE obnactu NnpUMeHeHna aHHOro ctaHgapTa

i

T

BMAbI AEATENBHOCTW no paspabotke CUCTEMbI MPOrPAMMHOIO OBECMEYEHWS (Bkntovast MEHEIKMEHT PUCKA)

7S
N

7 NPOLIECC MEHEIXMEHTA PUCKA nporpammHoro obecrneyeHuns

5.1

MnanvpoBaHve
pa3apabotku MO

52 5.3 5.4 55 5.6 5.7 5.8
Ananus MpoekTnpoBaxne Paspa6oTka Wmvnnementaumns | WHterpauus MO | TecTtuposaHue Beinyck MO
TpeboBaHwii APXUTEKTYPbI AeTansHoro MPOrPAMMHBIX | 1 Tectuposanne |MMPOMPAMMHOM | Ha cuctemHom
kMO no AmsaiiHa MNo BJTOKOB WHTerpauum CUCTEMBbI ypOBHE

8 MPOLIECC meHepxMeHTa KOHGUrypaLmm nporpaMmMHoro obecneyeHus

9 NPOLECC peluenusi npobnem nporpammHoro obecneyeHus

PucyHok 1 — KpaTtkuin 0630op NPOLECCOB n AEATEJIbHOCTA
no paspaboTke nporpamMmmHoro obecneveHus

MoTtpe6HocTn
Motpe6HocTn 3akaaunka
3akasuunka YAOBEeTBOPEHbI
Buabl AeaTenbHOCTM BHE 06nacT NPUMEHEHNS AaHHOTO cTaHaapTa

i

T

BWabl AEATENIbHOCTM no pa3pabotke CUCTEMbI MPOrPAMMHOIO OBECMNEYEHUSA (BKkntoyast MEHEIKMEHT PI/ICKA)

AN
N/

7 MPOLIECC MEHEIXXMEHTA PUCKA nporpammHoro obecneyeHuns

5.1

MnanupoBaHne
paspabotku MO

52 5.3 5.4 55 5.6 57 5.8
AHanus MpoekTupoBaHue Paspa6oTka WmnnemenTauusa | Wuterpaums MO | TecTuposaHue Beinyck MO
TpeboBaHwii APXUTEKTYPbI AeTanbHoro MNPOrPAMMHBIX | 1 Tectuposanue |[IPOFPAMMHOWM | Ha cuctemHom
kMO no amsaiina No BJTOKOB VHTerpaumm CUCTEMbI ypoBHE

6.3 OcyLecTBneHve Moandmukaum

8 NMPOLECC meHemxmeHTa koHUrypaLmm nporpaMmHoro obecneveHus

9 NPOLECC peluenusi npobnem nporpammHoro obecneyeHus

PucyHok 2 — KpaTtkun 063op NMPOLIECCOB n AEATEJIbHOCTU
Nno TEXHUYECKOW noaaepkke nporpammMHoro obecneveHuns
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HacTtosawwun ctaHgapt ngeHTnduumpyet asa gononHutenbHbix NMPOLECCA, koTopble cumTaloTcsa Bax-
HbIMK Anst paspaboTku 6esonacHoro NMPOMPAMMHOIO OBECTEYEHUA MEOVNUMHCKOIO N3AEJTNA. 310
MPOLECC meHemxmeHTa KoHdUrypaumm nporpammMmHoro odecnedeHms (pasgen 8) u NMPOLIECC paspelueHus
npobnem nporpaMmHoro obecnedeHus (pasgen 9).

M3meHeHne 1 gobaBnsieT B HacTosilwmin ctaHaapT TpeboBaHusa k YCTAPEBLUEMY/HACITEAYEMOMY
MPOrPAMMHOMY OBECTIEMEHWUIO, ecnu paspaboTtka nporpaMmHoro obecneyeHnss Obina nposedeHa ao
NOSIBNEHUS TEKYLLIEN BEPCUU, C LiEeNbI0 OKa3aHWs NMOMOLLU U3rOTOBUTENSIM, KOTOPbIE AOJMKHbI MPOAEMOHCTPU-
poBaTb COOTBETCTBME HACTOSALLEMY CTaHAAPTY ANs COOTBETCTBUSA EBponerickum ampektmeam. ViameHeHus B
knaccudmkaumm 6e3onacHoCcT! NpPOrpamMmmMHOro obecnevyeHnss BKIKOYakT yTOYHEHNe TpeboBaHui n obHoBMe-
HWe Knaccudmkaumm 6e3onacHOCTM NPOrpaMMHOro obecneyeHns, a Takke NOAXOA, OCHOBAHHLIN Ha OLEHKe
PUCKOB.

HacTtoswuin ctaHgapT He ycTaHaBnNMBaeT opraHn3aumoHHyto cTpyktypy UBTOTOBUTEJSIA vnm To, kakoe
CTPYKTYpHOE noApasfieneHne opraHnsauumn OOIMKHO ocyllecTBnATb BbinonHeHne NMPOLUECCA, OEATE/b-
HOCTW unun SAOAYN. TpeboBaHMe COCTOUT B TOM, YTO B LIENSIX COOTBETCTBUSA HacTosiLeMy ctaHgapty MNPO-
LIECC, OEATEJNIbHOCTb nnn SAAAYA 0omkHbl ObiTb 3aBEpLLEHDI.

HacTtoswuin ctaHgapT He ycTaHaBnMBaeT HaMMeHOBaHue, hopMaTt Unm TOYHOE COAEepXKaHue AOKYMEH-
Tauum, kotopas byaet cosgaHa. TpeboBaHue coctouT B ToM, 4ToObl SAJAYN [OKYyMEHTUpPOBaNuCh, a peLue-
HMe, Kak opopMmIATb 3Ty JOKYMEHTALUMIO, OCTAETCA 3a Nornb30oBaTeneM 3Toro ctaHgapTa.

HacTtoswuin ctaHgapT He NpeanvcbiBaeT KOHKPETHY MOAENb XU3HEHHOTO uukna. MNonek3oBartenu oTBeT-
CTBEHHbI 3a BbIOOP MOAENW XKNUIHEHHOIO LiMKNa Ans npoekTa nporpaMMHOro obecneyeHunst 1 3a otobpaxxkeHue
MPOLIECCOB, OEATEJNIbHOCTU n 3AJAY HacTosiLero cTaHgapTa NPUMEHUTENbHO K 3TOW Moaenu.

MpunoxeHne A coaepXxuT pasbsCHEHUS MYHKTOB HacToswero craHgapta. [NpunoxeHne B copgepxut
pekoMeHaauunn No NosioKeHNsM cTaHgapTa.

[ns uenewn ctaHgapTa:

- «JOIDKEH» O3HaYaeT, YTo COOTBETCTBME TpeboBaHMAM MM UCMbITaHUSIM 00s13aTeNbHO ANs COOTBET-
CTBWSI HACTOSILLIEMY CTaHOapTY;

- «cregyeT» 03Ha4aeT, YTO COOTBETCTBME TPeOOBaHMAM UMK UCMbITAHUSIM HACTOSLLEro cTaHAapTa pe-
KOMeHO0BaHO, HO He 0bsi3aTeNnbHO Ans COOTBETCTBUS TPeOOBaHNSM HACTOSILLErO CTaHAapTa;

- «MOXEeT» MCnonb3yeTcst Ans onMcaHus JOMyCTMMOro crnocoba OOCTUXKEHMS COOTBETCTBUSA TpeboBa-
HUIO;

- «YCTaHOBWTb» O3Ha4YaeT ONpenensTb, AOKYMEHTMPOBATb U OCYLLECTBMASATh BbINOMHEHNE;

- TaMm, rge B HacTOsILEM CTaHZapTe UCMOMNb3yeTcsl TEPMUH «ECIN NMPUMEHMMO» B COYETaHUN C Tpe-
6yembim NMPOLIECCOM, OEATENBHOCTLIO, SAOAYEN unu npoaykumein, UBTOTOBUTESb pomkeH uc-
nonb3oBaTtk NMPOLECC, OEATENBHOCTbL, SAOAYY unu npogykuuio, ecriv He MOXeT JOKYMEHTUPOBAHHO
OMNpPOBEPrHYyTb HEOOXOANMOCTE NPUMEHEHMS.

Vi
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BBegeHue k nonpaBke 1

MepBoe u3pgaHue crtaHgapta IEC 62304 6bino onybnmkoBaHo B 2006 rogy. Hactoswas nonpaska
npeaHasHadyeHa anga gobaeneHus TpebosaHui k YCTAPEBLUEMY/HACIEOYEMOMY MNMPOMPAMMHOMY
OBECINEYEHWIO, rge paspaboTka nporpaMMHOro obecnedyeHns SBNSeTcs npeablgyLlen K CyLecTBYoLen
TeKyLLen Bepcum, C Lernbilo OKa3aHus NOMOLLM M3rOTOBUTENAM NPOAEMOHCTPMPOBaTL COOTBETCTBUE HACTO-
AlleMy cTaHgapTy Ans cooTBeTcTBuUs EBponenckum gupektnsam. ViameHeHus B knaccudpmkaumm 6esonac-
HOCTU MpPOrpamMmMHOro obecneyeHuss, BHECEHHbIE HACTOSILLEN MOMPaBKOW, BKMYAKT YyTOYHEHWe TpeboBa-
HUA 1M OBHOBreHue krnaccudukauum 6e3onacHOCTU MPOrpaMMHOro obecrneyeHus ¢ Lenblo NpUMeEHeHUs
pUCK-OpUEHTUPOBaHHOro nogxoda. MNapannensHo npogormkaeTcs pabota no pa3paboTke BTOPOro MsgaHus
IEC 62304.

VI
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M E X T oOCVYAOAPG CT BETHTHDbB # C TAHAIAPT

W30ENUS MEOULUMUHCKME.
NPOrPAMMHOE OBECMNEYEHUE

I'Ipoueccu XU3HEeHHOro yukKna

Medical devices. Software. Life cycle processes

[Oata BBegeHus —

1 ObnacTtb NnpMMeHeHuns

1.1 *Uenb

Hacrtoswun ctangapTt ycTaHaBnuBaeT TpeboBaHus K xxm3HeHHomy umkny NMPOMPAMMHOIO OBECTIE-
YEHMA MEOULMHCKNX M3OENNIA. CosokynHocTb NMPOLIECCOB, JEATENBHOCTU n 3A[AY, onucan-
HbIX B HAcTosILeM CTaHgapTe, ycTaHaBnmBaeT obuwyto ocHoBy ansa NMPOLIECCOB »xu3HeHHoro uukna MNPO-
MrPAMMHOIO OBECMNEYEHMA MEOUUNHCKUX U3OENNA.

1.2 *NMpumeHumocTb

Hacroswuin ctaHgapT NpuMeHsieTcs npu paspaboTke 1 TexHudeckon nogaepxke NMPOIMPAMMHOIO
OBECMEYEHUA MEONLIMHCKMX N3OENWIA, korga nporpammHoe obecriedeHne camo no cebe sBnsercs
MEOVUNHCKUM UBOENMMEM unu korga nporpaMmHoe obecneyeHne siBNsieTca BCTPOEHHON UM HEOTbEM-
nemomn yactbto roroeoro MEOMLIMHCKOIO N3OEJTNA.

MpunmevyaHnne 1 — HacToawmn ctaHgapT MOXET MPUMEHATLCS Npu pa3paboTke 1 06cnyxuBaHMM NporpamMmm-
Horo obecneyeHunsi, KOTOpoe caMo no cebe ABNseTcs MeauUUHCKMM n3genvem. OgHako, npexae Yem 3TOT TWM NporpaMM-
Horo obecneyeHnss MOXeT OblTb BBeAEH B SKCMyaTaumio, HeobXo4MMO OCYLLECTBUTL OMNOMHUTENBbHYIO AEATENbHOCTb
no paspaboTke Ha CMCTEMHOM YpOBHe. OTa CUCTeMHas AesTeNbHOCTb He BXOAWUT B 00NacTb MPYMEHEHUS HacTosALEero
cTanaapTa, HO ee onucaHue npusegeHo B IEC 82304-1 [22].

Hactoswwun ctangapt onuceisaet NPOLECChHI, npegHasHayveHHble Ansi NPUMEHEHNST K MpOrpaMMHOMY
obecneyeHunto, KOTOPOE BbIMOSHAETCS Ha NPOLECcope unu apyrum nporpaMmHbiM obecneveHnem (Hanpumep,
WHTEPNPEeTaTopoM), BbIMOMHAEMbIM Ha NpoLLeccope.

HacTtosawun ctaHgapT NpUMEHAETCS HE3aBUCMMO OT YCTpPoMCcTBa (YCTPOMCTB) NOCTOSIHHOIO XpaHeHwus,
ncnonb3yemoro(bix) AN XpaHeHnsa NporpaMMHoOro obecnedeHuns (HanpuMep: XXeCTKUn UCK, ONTUYECKUIA ONCK,
NOCTOsIHHAsA UNK reL-namMmsThb).

Hactoswun ctaHgapT npuMeHaeTcs He3aBMCMMO OT crocoba AoCTaBKM NPorpamMmmMHOro obecneyeHuns
(Hanpumep: nepegadya NO CETU UMM INEKTPOHHOW NOYTE, ONTUYECKUN AUCK, drnew-namaTe nnn EEPROM).
Cam cnocob goctaBku nporpammHoro obecnedenuns He cumtaetca NMPOMPAMMHbBIM OBECIEYEHVMEM ME-
ONLMHCKNX U3OENNIA.

HacTtoswuin ctangapt He 3aTparMBaeT BOMPOCHI Banuaalmm U oOKoHYaTenbHoro yreepxaeHus MEOW-
LUMHCKOIo U3OENNA, paxe korgpa MEOMUMHCKOE WN3OEJIME nonHOCTLIO COCTOUT M3 NPOrpaMmHOro
obecneyeHus.

MpunmevyaHne 2 — Ecnn MeguuMHCKOe U3fenve BKIOYAeT BCTPOEHHOE NMporpaMMHoe obecreyeHune, npea-
Ha3Ha4yeHHoe Ans paboTbl Ha MpoLeccope, TO K MPorpaMmMHOMY 0GecrneyeHnio NPUMEeHSIoTCS TpeboBaHUs: HacToALEro
cTangapTa, Bknoyasa TpeboBaHus, Kacaowmecs NnporpaMMHOro obecneyeHns HEM3BECTHOMO NponcxoxaeHus (cm. 8.1.2).

U3paHue odumuymansHoe
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MpumevyaHune 3 — Banuaauuo n Apyryro AedTenbHOCTb No pa3paboTke HeobxoAMMO NPOBOANTL Ha CUCTEM-
HOM YpOBHe, Mpexae YeM nporpamMmMHoe obecrneveHne N MeamuUMHCKoe nagenve moryT BbiTb BBeAEHbl B KCNyaTaumio.
OTa cucTemMHas OesaTenbHOCTb He BXOAMT B 00nacTb MPUMEHEHWS HACTOSALLEro CTaHA4apTa, HO ee OnvcaHve NpUBeAEHO B
COOTBETCTBYIOLUMX CTaHAapTax Ha npogykuuto (Hanpumep, IEC 60601-1, IEC 82304-1 u T. 4.).

1.3 B3anmocBsa3b ¢ Apyrumu ctaHgapTamu

Mpu paspabotke MEAULIMHCKUX U3OENNWN, B oTHOLWEHWN XM3HeHHoro umkna NMPOrPAMMHOIO
OBECMEYEHMA MEOVULUMNHCKNX N3OENWI, HacToswmin cTaHaapT 06bIYHO NCMonb3yeTcsl COBMECTHO C
OpYrMMy NpUMeHUMbIMK cTaHgapTamu. MpunoxeHne C nokasbiBaeT CBA3b MeXAy HACTOSALLMM CTaHOAPTOM U
OPYrvMU YMECTHBIMW CTaHZapTamu.

1.4 CooTBeTCTBME

CooTBeTCTBME HACTOsILLLEMY CTaHAAPTYy ONpeaensieTcd Kak BbIMONIHEHWE BCEX YCTAHOBMEHHbIX B HEM
MPOLIECCOB, OEATEJIbHOCTW 1 3AAY, B cOOTBETCTBUM C KIlaccom 6e30macHOCTU nNporpammMHOro oode-
cne4yeHus.

MpumevyaHune — Knaccel 6esonacHoct MPOMPAMMHOIO OBECIEYEHWA, HasHayeHHble kaxkgomy Tpebo-
BaHWIO, yKa3blBaKOTCS B HOPMATMBHOM TEKCTE, crieaytoLlem 3a TpeboBaHusiMu.

CooTBeTcTBME yCTaHaBNMBAETCS NOCPEACTBOM NPOBEPKU BCeW JOKyMeHTauun, Tpebyemor HacToALWmMM
ctaHgaptowm, Bkntovas PANIT MEHEIXKMEHTA PUCKA, n oueHku NMPOLECCOB, AEATEJIbBHOCTU n 3A-
OA4Y, Tpebyembix cornacHo knaccy 6e3onacHoCT NPorpaMMHOro obecneveHus.

MpnmevyaHne 1 — [aHHble OLEHKM MOTYT ObITb CAeNaHbl NyTEM BHELLHErO U BHYTPEHHEro ayamTa.

MpumevyaHne 2 — HecmMoTps Ha TO YTO OOMKHbI ObITh BbINOMHEHbI YkasaHHble NMPOLIECCHI, OEATESb-
HOCTb n SAOAYN, cywecTByeT onpeeneHHas ruokocTb B MeTogax ocyliecterneHus atux NMPOLECCOB v BbinonHeHus
OEATENBHOCTU n SAOAM.

MpunmevaHnne 3 — Ecnmn Kakue-nnbo TpeﬁOBaHMﬂ, coaepxatlimne crnosocovYeTaHme «COOTBETCTBYHOLWNM 06pa-
30M», He Oblfn BbINOMHEHbI, TO A4S npoBegeHna OLEeHKN Heobxoaumo npenocTaBUTb JOKYMEHTUPOBaHHbIE obocHoBaHwMs.

MpnmevyaHne 4 — TepMuH «COOTBETCTBMEY, UCNonb3yembln B cTaHgapte MCO/M3K 12207, npumeHsieTcs B
HacToslLLeM cTaHfgapTe Takum xe obpasom.

MpumevyaHune 5 — CoortBerctBue YCTAPEBLUEMO/YHACITEOOBAHHOIMO MPOrPAMMHOIO OBECIIEYE-
HWA cm. B nogpasgene 4.4 HacTosiLero ctaHgapTra.

2 HopmaTuBHbIe CCbINKH

B HacTosILLEeM cTaHaapTe Ucnonb3oBaHa HOPMAaTMBHAS CCbifka Ha criedyoLmin cTaHgapT [ans gatmpo-
BaHHOW CCbISTKU NMPUMEHSIIOT TONbKO YKa3aHHOE U3[aHMe CChINTIOYHOro CTandapTa, A4S HegaTMpPOBaHHOW — Mo-
cnegHee vu3gaHue (BKtovas BCe M3MeHeHUs )]

ISO 14971, Medical devices — Application of risk management to medical devices (M3genusa megnuny-
ckue. MpuMeHeHne MeHemKMeEHTa pUcKa K MEAULMHCKUM U3OEeNUsiM)

3* TepMuHbI 1 onpegeneHus

B HacTosem cTaHgapTe NpMMEHEHbI CriefytoLimMe TEPMUHbI C COOTBETCTBYOLLMMMW ONPeaeneHUsMU.

3.1 OEATENBbHOCTDb (ACTIVITY): CoBOKynHOCTb M3 0gHOWN unu 6ornee B3aMMOCBA3aHHbIX UMW B3an-
mogenctayowmnx 3AOAH.

3.2 AHOMAIUA (ANOMALY): Nioboe ycrnoBue nnm cOCTOSIHME, KOTOPOE OTKIOHAETCS OT OXWUAAHUNA,
OCHOBaHHbIX Ha TpeboBaHUSX crneundmrkaumin, NPOEKTHO-KOHCTPYKTOPCKUX AOKYMEHTOB, CTaHOAPTOB U T. 4.,
nmbo ot Ybero-to BocnpuaTus unu onbita. AHOMAJIMN moryT 6biTb 0OOHapy»KeHbl BO BpeMS NPOBEPKM, Te-
CTOB, aHanuaa, komnunaumm, ncnonsdosanna NMPOMrPAMMHOIO OBECIMNEYEHNA MEOVUMHCKOIO U3-
OEJTNA vnu npunaraemort JOKyMeHTaumm nmbo B Apyrux criyyasix.

MpumevyaHune — OcHoBaHo Ha IEEE 1044:1993, onpenenexne 3.1.
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3.3 APXUTEKTYPA (ARCHITECTURE): OpranunsauunonHas ctpyktypa CUCTEMbI unun komnoHeHTa.

[IEEE 610.12:1990]

3.4 3ANPOC HA UBMEHEHUE (CHANGE REQUEST): [JokyMeHTMpOBaHHas cneuudukaumus nameHe-
Hus1, KoTopoe byaeT caenaHo B MTIPOTPAMMHOM OBECIEYEHU MEOVUUMHCKOIO N3OEJTNA.

3.5 COCTABHAA YACTb KOH®UI'YPALIUU (CONFIGURATION ITEM): O6beKT, KOTOPbIA MOXET ObITb
O[IHO3HaYHO onpejerneH B AaHHOW KOHKPETHOM TOYKE.

Mpumevyanne — OcHosaHo Ha ISO/IEC 12207:2008, 4.7. H

3.6 MOCTABNSAEMbIA PE3YNbTAT (DELIVERABLE): TpeGyembiit UTOr unu BbIxoa (BKMOYas AOKY-
meHTauuno) OEATENIBHOCTU nnn SAOAYN.

3.7 OLUEHUBAHME (EVALUATION): CuctemaTtnyeckoe onpegeneHne CTeNeHn COOTBETCTBMSA 0bbekTa
YCT@HOBIIEHHbLIM KPUTEPUSM.

[ISO/IEC 12207:2008, 4.12] |

3.8 BPE[ (HARM): HaHeceHune curanyeckoro NnoBpexaeHns nnv gpyroro Bpefa 34opoBbio noger nubo
Bpeda MMYyLLIECTBY MW OKPYXKaloLLEN cpege.

[ISO 14971:2007 2.2] H

3.9 ONACHOCTb (HAZARD): lNoTeHumManbHbIn nctodHuk BPEOA

[ISO 14971:2007 2.3] H

3.10 USFOTOBUTEIb (MANUFACTURER): ®n3nyeckoe unu topuan4eckoe nuuo, OTBETCTBEHHOE 3a
NPOEeKTUPOBaHUE, M3rOTOBIIEHME, yNnakoBbiBaHWe u/unu mapkuposky MEAULIMHCKX U3OENWIA; ycTaHoBKy,
c6opKy unu moHTaxx CUICTEMbI; unu agantauuio MEOVLUVHCKOIO U3OEJINA nepe Beinyckom ero B ob6pa-
LLIEHNE U/Mnn BBOAOM B 3KCMNyaTaumio HE3aBUCUMO OT TOTO, BbIMOSHSET NV 3TU onepaLlmm BblLLeYNoMSAHYTOe
Lo NN TPETbS CTOPOHA OT €ro UMEHMN.

MpumevyaHue 1— Konpegenexno N3roToBUTENS MOTYT NPUMEHATLCS! MONOXEHNUS HALMOHABHOMO UMW peru-
OHanbHOro peryrnmpoBaHus.

MpumevyaHune 2— Onpeaenenne mapknpoBku cM. B ISO 13485:2003, onpeneneHue 3.6.

[ISO 14971:2007, 2.8]

3.1 MEOULUMNHCKOE U3AENUE (MEDICAL DEVICE): Ilto6ow MHCTpyMeHT, annapart, npnbop, ycTpon-
cTBO, obopygoBaHune, UMNNAHTaT, in vitro peareHT unu kanubpaTtop, NnporpamMmmHoe obecneyeHve, matepuvan
nmMBo MHble NoAoBHbIE UMK CBA3aHHbIE C HUMM n3genus, npegHasHadveHHble W3FTOTOBUTENEM gnsa npume-
HEeHMS K YernoBeKy Mo OTAENbHOCTU UMW B COMETaHWUM APYr C OPYrOM B LEensx:

- OWarHOCTUKMK, NPOUNAKTUKN, MOHUTOPWHIA, NevYeHns unu obnerdyeHnst 3abonesaHui;

- OWarHOCTUKW, MOHUTOPWHrA, NevYeHns, obnerdyeHns nnm KomneHcauum nocrneacTsmm TpaBmel;

- uccrnegoBaHuvs, 3aMeLleHns UM N3MeHeHNss aHaTOMUYECKOro CTPoeHUs nnu gumaunonormdeckux MNMPO-
LIECCOB;

- NOAAEPXKaHUS NN COXPaHEHUS KU3HM;

- ynpaseneHus 3avaTnem;

- gesuHdekummn MEOULIMHCKMX N3NENNI;

- nonyyeHnst Hpopmaumm ns MegULIMHCKUX Lenen nocpeacTBOM NccrneqoBaHus in vitro npob, B3ATbIX
13 Terna yernoseka, NPy YCroBuK, YTO X PYHKLMOHANbHOE BO3AENCTBME HA YENOBEYECKUN OPraHn3M He pe-
anuayetcs 3a cyeT (papMaKkonormyeckmnx, MMMyHOMNOrM4ecknx nnm Metabonuyecknx cpeacTs, HO MOXET Mof-
OEepXMBaTbCS TAKUMU CPEACTBAMMU.

Mpunmevanne 1— OnpegeneHune 6bino paspaboTtaHo Lienesor Mpynnon Mo6anbHon Mapmoxmnsauumn (GHTF).
[ISO 13485:2003, onpegeneHue 3.7].

MpnmevaHne 2 — OnpegeneHus, ncnonb3dyemMble B perynnpoBaHUn pasHblX CTpaH, MOryT UMETb HEKOTOpPble
pasnnyuna.

MpumevaHnune 3 —B covetanum c IEC 60601-1:2005 n IEC 60601-1:2005/AMD1:2012 TepMnH «MeONLIMHCKOE
nsgenve» MMeet To xe 3HaveHue, 4yto 1 ME OBOPYOOBAHWE nnn ME CUCTEMA (koTopble onpeaeneHsl TepMuHamm
IEC 60601-1).

3.12 NPOrPAMMHOE OBECMNEYEHUE MEOWLUMHCKOIO U3OENNA (MEDICAL DEVICE SOFT-
WARE): MPOI'PAMMHAA CUCTEMA, pa3spaboTaHHasa Kak cocTaBHas 4YacTb paspabatsiBaemoro MEOVLINH-
CKOIo N3OENUA vnu npegHasHadeHHas anis ucnonb3oBaHus B kadyectee MEOVLIMHCKOIO U3OENUNA. |
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MpumevyaHne — B atoonpenenenne sxoant MEOANLUMHCKOE U3OEJIME — nporpamMmMHbIv TPOAYKT, KOTOPbIN
cam no cebe aensetcs MEOVUUMHCKUM USOENMEM.

3.13 OTYET O MNPOBJIEMAX (PROBLEM REPORT): 3anncb 0 hakTn4yeckom urm BO3MOXHOM MoBe-
aexun NPOMPAMMHOIO OBECIEYEHUA MEOVNLUMHCKOIO USOEJINA, n3 koToporo nonb3oBatenb unm
3auHTEpPeCcoBaHHOE NNLO MOTYT Y3HaTb O TOM, YTO SIBMSIETCS OMacCHbIM, HE COOTBETCTBYOLLMM NPegyCcMOTPeH-
HOMY Ha3Ha4YeHuWIo, NN 0 TOM, YTO NPOTUBOPEUNT creuundurKaumm.

MpumevyaHnne 1 — Hacroawwmi ctaHgapTt He TpebyeT, 4tobbl kaxabii OTHYET O MNMPOBNEMAX npusognn kK
namerHeHusam B NMPOrPAMMHOM OBECIMEYEHUN MEOVLIMHCKOIO USOENNA. USTOTOBUTENb MOXET OTKNOHUTb
OTYET O MNMPOBJIEMAX gns HeBepHO MOHATOro, OLWMOOYHOrO U HECYLLECTBEHHOIO COOLITUSA.

Mpumevyanne 2— OTYET O NPOBJIEMAX moxeT oTHocutbes k rorosomy NPOMPAMMHOMY OBECTIEYE-
HWKO MEOVLIMHCKOIO U3OENWA wnm k MPOFPAMMHOMY OBECMEYEHUIO MEOVLMHCKOIO U3OENWA, ewe
HaxogsLlemycs B npoLiecce pa3paboTku.

MpumevyaHnune 3 — Hactoawmn ctaHgapT Tpedyet ot USTOTOBUTEJIA ocylecTBnsATL HEKOTOPYHO AOMOSHW-
TenbHY NoCcrneaoBaTenbHOCTb AeNCcTBUIA (CM. pasaen 6) no kaxgomy OTHETY O MPOBJIEMAX, oTHocsLLeMycs K yxe
BbIMYLLEHHOMY MPOAYKTY, C Lienbio obecnedyeHns naeHTuukauum N BbIMNONHEHWS NPEANMCaHHbIX EWCTBUN.

3.14 MPOLECC (PROCESS): CoBOKynHOCTb B3aMMOCBHA3aHHbIX W B3aMMOAEWCTBYHOLMX BUOOB
DEATENIbHOCTMW, npeobpasytowas BXoabl B BbIXO4bI.
[ISO 9000:2005, onpenenexne 3.4.1]

Mpumevanne — TepmuH «JEATENBHOCTb» BKknO4aeT NCMONb30BaHNE PECYPCOB.

3.15 PETPECCUOHHOE TECTUPOBAHMUE (REGRESSION TESTING): UcnbiTaHue, koTopoe Heobxo-
OUMO Onsi onpeaeneHuns BnusaHuA nameHeHmn B komnoHeHtax CUCTEMbI Ha ee oyHKUMOHANBHOCTL, HaOEeX-
HOCTb UMW 3KCMyaTauMOHHbIE XapakTEPUCTUKN U Ha co3daHne OOMONHUTENbHbIX AeEKTOB.
[ISO/IEC 90003:2004, onpegeneHue 3.11]
3.16 PUCK (RISK): CoyetaHune BepoaTHoCTU npudnHeHns BPEOA v TsxkecTtn atoro BPEJA.
| [ISO 14971:2007 2.16]
3.17 AHATTN3 PUCKA (RISK ANALYSIS): Cuctematuyeckoe ncnonb3oBaHve AOCTYNMHON MHdopMaLmm
ana ngentndpukauymm ONACHOCTU v onpegeneHua PUCKA.
| [ISO 14971:2007 2.17]
3.18 YMPABIEHUE PUCKOM (RISK CONTROL): NMPOLECC npuHATMA peLleHnin 1 BbINONTHEHUS Mep
no ymeHbLueHnto PUCKOB go yctaHOBREHHbIX YPOBHEN UMW NOAAEPKAHMIO MX HA YCTAaHOBMEHHbIX YPOBHSX.
| [ISO 14971:2007 2.19]
3.19 MEHEXKMEHT PUCKA (RISK MANAGEMENT): Cuctematuyeckoe nprMeHeHne nonmTuku, npo-
Lueayp v NpakTMyYeckMx MeToaoB MeHemkMmeHTa Ans peweHns 3AOAY aHanusa, oueHnBaHus, ynpasneHms v
MoHuTopuHra PUCKA.
| [ISO 14971:2007, 2.12, moanduumposaHo — dpasa «1 MOHUTOPUHra» Bbina yaaneHal
3.20 ®AUN MEHEXMEHTA PUCKA (RISK MANAGEMENT FILE): CoBOKYNHOCTb 3anuncei 1 Apyrux
AokymeHTOB, co3gaBaembix B MPOLIECCE MEHEOXXMEHTA PUCKA.
[ISO 14971:2007 2.23]
3.21 BE3OMACHOCTb (SAFETY): Otcytcteue Hegonyctumoro PUCKA.
[ISO 14971:2007 2.24]
3.22 BALLMWLEHHOCTDb (SECURITY): 3awmTa nHopmaumm n gaHHbIX OT YTEHUS UITN U3MEHEHUSA NX
NMOCTOPOHHUMU NULE@MMW UMK CUCTEMaMM Takum 0Bpa3oM, YToObl aBTOPU3OBAHHBIM fMLAM 1 cMCTEMaM AOCTYn
K HAM He Obln 3anpeLLeH.

MpumevyaHune — OcHoBaHo Ha ISO/IEC 12207:2008, 4.39.

I 3.23 CEPbE3HASA TPABMA (SERIOUS INJURY): MNMoBpexaeHvne nnn 3abonesaHmne, KOTOPOE:
- HeCeT yrposy X13Hu;
- MPUBOAMT K CTOMKOMY YXYALUEHNIO PYHKLNOHMPOBAHMSI OpraHM3ma unm K noCcToasHHOMY yLuepby (Heob-
paTuMoOMy NOBPEXOEHMWIO) CTPYKTYPbl Tena;
- TpebyeT MeauLMHCKOrO UMM XMPYpruyeckoro BMeLlaTenbCTBa C Lenblo NpeaoTBpalleHns CTOMKOro
yXyALweHnss OyHKUNOHUPOBAHNA OpraHn3ma urnm nocTosHHOro yuepba (HeobpaTmoro NoBpexXaeHus) CTpyK-
Typbl TeNa.
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MpnmevyaHne — Crorikoe yXyglleHne o3Ha4daet H606paTVIMoe yXyglweHne mnn ytpaty 4actmn CTPYKTypbl Unu
(*)yHKLI,VIVI opraHu3ma, 3a UCKIYEeHNEeM HEe3Ha4YNUTENbHOIo yxyaleHuna mnm yu.l,ep6a.

3.24 MOQOEINb »XW3HEHHOIO LUWKIA PA3PABOTKM MPOrPAMMHOIO OBECNEYEHUA
(SOFTWARE DEVELOPMENT LIFE CYCLE MODEL): KoHuenTyansHas CTpyKTypa, oXxBaTbiBatoLas cylle-
CTBOBaHMe nporpaMmHoro obecneyeHust ot onpegeneHvs TpeboBaHuin 40 BbiMycKka NporpammMHoOro obecneve-
HWs1, KOoTopas:

- onpegenset NMPOLIECCHI, AEATENbHOCTb N 3AOAYN, BkntoyeHHble B paspaboTtky NMPOIMPAMM-
HOIo OBECIEYEHUA MEONUMHCKOIO N3OENUA;

- ONUCbIBAET NOCNeAoBaTENbHOCTb M B3anmosaBucumocte mexay OEATEJIbBHOCTbIO n SAOAYAMU;

- MOeHTUdUUMPYET aTanbl, Ha KOTOPbIX Bepudnumpyetcs norHota KoHKpeTHbIX MOCTABNAEMbIX PE-
3YJIbTATOB.

MpumevyaHune — OcHoBaHo Ha ISO/IEC 12207:1995, onpenenexuve 3.11.

3.25 MPOrPAMMHAA COCTABHAA YACTb (SOFTWARE ITEM): JTio6asa ngeHtudurumpyemas (Bolae-
nsiemas) 4acTb KOMMbIOTEPHOW NPOrpammsbl, T. €. UCXOOHbIN KOA, OOBbEKTHbIN Kog, YNpaBnsAloLwWwunin Kkog, ynpas-
nsowme gaHHble nnyM Habop aTUX AreMeHTOB.

MpumevyaHune 1— PasgeneHve nporpammbl Ha COCTaBHbIE YacTU MOXHO OXapakTepun3oBaTb TPEMS TEPMUHA-
mu. BepxHun ypoeHb — NMPOMPAMMHAA CUCTEMA. CaMblii HUXKHUIA YPOBEHb, HUXKE KOTOPOro NoApasneneHve Ha co-
cTaBHble YacTy He ocyluecTansietcsi, — MPOTPAMMHBIV BITOK. Bce ypoBHM KOMMO3MLMK, BKIKOYAS BEPXHUIA U HIDKHUIA
YpOBHU, MOXHO Ha3BaTb [TPOIrPAMMHbBIMA COCTABHBLIMU YACTAMMW. Torga NMPOTPAMMHAA CUCTEMA coctout n3
opaHoro unu 6onee NMPOMPAMMHbBIX COCTABHbIX YACTEW, n kaxaas NMPOMPAMMHASA COCTABHASA YACTb B cBoto
oyepenb coctout u3 ogHoro nnu 6onee NMNPOMPAMMHbIX BJTOKOB vnu nogpasgenerHbix NMPOMPAMMHbBIX COCTAB-
HbIX YACTEW. OTBeTCTBEHHOCTb 3a obecnevyeHue ctenenn aetanusaumun NMPOMPAMMHbBIX COCTABHbLIX YACTEW u H
MPOIrPAMMHBbIX BJTIOKOB Bo3anaraetcst Ha MISTOTOBUTENA.

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

3.26 e ucnonbayeTtcs.

3.27 NPOrPAMMHAA CUCTEMA (SOFTWARE SYSTEM): CosokynHoctb MPOIMPAMMHBIX CO-
CTABHbIX YACTEW, npeaHasHauyeHHbIX AMs BbINOMHEHNS KOHKPETHOM (YHKLMM M Habopa dyHKLWIA.

3.28 MPOrPAMMHbIN BNOK (SOFTWARE UNIT): MPOMPAMMHAA COCTABHASA YACTb, koTopas
He MOXeT ObITb pasgeneHa Ha bonee Menkue 4YacTtu.

MpumevyaHne — YpoeeHb getanusaumm MNMPOIMPAMMHbLIX BJIOKOB onpegensietca MSFOTOBUTENEM ‘
(cm. B.3).

3.29 NMOHMN MporpammHoe O6ecnevyeHne HenssectHoro MpoucxoxaeHus (abopeBuartypa) (SOUP
software of unknown provenance (acronym)): TPOIr’PAMMHAA COCTABHAA YACTb, koTtopas yxxe paspabo-
TaHa un obLenocTynHa, HO He Bbina npegHasHadeHa Ans BkntoveHusa B coctas MEOUUIMHCKOIO N3OEJTNA
(Tarke nsBectHoe kak «rotoBoe MO») unu NMPOrPAMMHAA COCTABHAA YACTb, paspaboTtaHHasi paHee, ||
45 KoTopon HegocTynHbl Tpebyemble 3anvcn NMPOLECCOB paspaboTku.

MpumevyaHne — MNPOTPAMMHAA CUCTEMA MEONUNHCKOIO N3OEJINA cama no cebe He MOXET cuun-
Tatbes MOHI.

3.30 CUCTEMA (SYSTEM): CoBokynHasi komMnosunuus, coctoswas u3 ogHoro unu 6onee NPOLIEC-
COB, annapaTHbIX CpeacTB, NporpaMmMHoOro obecneveHus, nogen n cpeacTs, Kotopas obecneynBaeT cnocob-
HOCTb YAOBMETBOPUTL 3aSIBMEHHYIO NOTPEOHOCTb UMK Lenb.

MpumevyaHune — OcHoBaHo Ha ISO/IEC 12207:2008, 4.48. I

3.31 BAOAYA (TASK): OTgenbHas yacTb paboTbl, KOTOPYO HEOBXOAMMO BbINOMHUT.

3.32 MPOCINEXUWBAEMOCTb (TRACEABILITY): CTeneHb, 40 KOTOPON MOXET ObITb yCTaHOBIEHA B3a-
NMoCBA3b Mexay ABYMS unun 6onee pesynsratamu (npogyktamun) NPOLIECCA paspaboTku.

[IEEE 610.12:1990]

MpumevyaHne — TpeboBaHWsA, apxUTEKTYpa, MEPbI MO YNPaBIEHNO PUCKOM U T. A. SABMSOTCA NpUMe-
pamu noctaensembix pesynsratoB NNPOLIECCA pa3paboTku.

3.33 BEPUPUKALIUA (VERIFICATION): MNoateepxaeHNe BbINOMHEHUS YCTAHOBIEHHbIX TpeboBaHM
Ha OCHOBE NpeAcTaBrieHNss 06bEKTUBHBLIX CBUOETENLCTB.
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MpunmevaHne 1— TepMuH «BepMPULMPOBAH» ncnonb3dyetca and 0603Ha4eHus COOTBETCTBYIOLLEro crtatyca.

[ISO 9000:2005, onpegenexne 3.8.4]

MpumevyaHune 2 — lNpu npoektnupoBaHmum n paspabotke BEPUPUKALINA oTHocuTes k MPOLIECCY npoBepku
pesynsratoB KoHkpeTHo OEATEJIBHOCTW, 4to6bl onpenenuTe COOTBETCTBME TPEOOBaHWAM, YCTAHOBIEHHBIM K 3TOW
OEATENBHOCTW.

3.34 BEPCUSA (VERSION): NaeHTudnumpyembii otaensHbin sBapuadt COCTABHOWM YACTW KOH®U-
rYPALIUIN.

MpumevyaHune 1 — MameHenne BEPCUN MPOTPAMMHOIO OBECIMEYEHWA MEOVUMHCKOIO U3ME-
JINA, npuogsee k nosiereHnto Hosoi BEPCUI, TpebyeT aeicTBuii No ynpaBneHnto KoHUrypaumen nporpaMmmHoOro
obecneveHus.

MpumevyaHune 2— OcHoBaHo Ha ISO/IEC 12207:2008, 4.56.

3.35 OMNACHASA CUTYALUUA (HAZARDOUS SITUATION): O6cToaTensCcTBO, MpU KOTOPOM Mogun, NMy-
LLIECTBO UIM OKpY>KatoLLasa cpeaa nogBepraroTcs BO3AENCTBMIO OQHON UM HECKOMbKUX OMACHOCTEMN.

[MCTOYHUK: ISO 14971:2007, 2.4]

3.36 YCTAPEBLUEE [HACINEQAYEMOE] NMPOrPAMMHOE OBECMNEYEHUE (LEGACY SOFTWARE):
MPOrPAMMHOE OBECIEYEHWE MEONUMNHCKOIO USOEJINA, koTopoe 6binio neransHO BbiMyLEHO B 06-
paLleHne 1 no-npexHemy AOCTYMHO Ha PbIHKE, HO AMs KOTOPOro HEJOCTaTOYHO OOBEKTUBHbBIX CBMOETENBCTB
TOro, YTO OHO ObINo pa3paboTaHo B COOTBETCTBMM C TEKYLLEN BEPCMEN HACTOALLEro cTaHaapTa.

3.37 BbINYCK (RELEASE): KoHkpeTHas BEPCUA COCTABHON YACTU KOH®UIYPALIMW, goctyn-
Has Anst onpeaeneHHon Lenw.

MpumevyaHune — OcHoeaHo Ha ISO/IEC 12207:2008, onpenenexune 4.35.

3.38 OCTATOYHbIA PUCK (RESIDUAL RISK): PUCK, ocTarowmiica nocne BeinonHeHns mep MO
YTMPABJIEHUIO PUCKOM.

MpumevyaHune 1— AgantupoaHo n3 ISO/IEC Guide 51:1999, onpenenexue 3.9.

MpumevaHnune 2 — ISO/IEC Guide 51:1999, onpeaenenne 3.9 ncnonb3yeT TEPMUH «3aLLUTHBIE MEPbLI», a He
«mepbl no YMNPABJIEHUKO PUCKOM». OgHako B KOHTEKCTE HacTOALLEro cTaHAapTa «3allUTHbIe Mepbl» SBMSOTCA NULb
ofHUM u3 BapuaHToB ynpasneHuss PUCKOM, kak onucaHo B 6.2 [ISO 14971:2007].

[ISO 14971:2007, 2.15]

3.39 OMNPEQENEHUE PUCKA (RISK ESTIMATION): MPOLIECC, npumeHsieMbili 4151 NPUCBOEHMUS 3Ha-
YEeHUN BepPOATHOCTM BO3HUKHOBeHMS BPELA un Tsxkectn atoro BPEA.

[ISO 14971:2007, 2.20]

3.40 OUEHMBAHUE PUCKA (RISK EVALUATION): MNMPOLIECC cpaBHeHnnss PUCKA, koTopbii yxe
onpegeneH, ¢ yctaHoBrneHHbIMu kputepuammn PUCKA ana yctaHoBnenunsa gonyctumoct PUCKA.

[ISO 14971:2007, 2.21]

4* Obwme TpeboBaHUSA

4.1* Cucrtema MeHeO)XMeHTa KayecTBa

N3rOTOBUTEJIb NMPOTPAMMHOIO OBECIEYEHA MEOMLINHCKOIO U3OENTNA fomkeH 6biThb
cnocobeH NpoaeMOHCTPMPOBaTb ero COOTBETCTBUE TPEBOBaHMAM NOTPEOUTENS Y NPUMEHUMBIM PErynupyto-
LM TpeboBaHMAM.

Mpnmevyarnne 1 — [lemMOHCTpaums 3TON CNOCOBHOCTM MOXET BbiTb ocywecTeneHa npu nomowwm CUCTEMBbI
MeHe)KMeHTa kayecTBa, KOTopasi COOTBETCTBYET crieaytoLmmM TpeboBaHUsim:

- ISO 13485 [8] urm
- HauMoHarbHOMY CTaHAAPTY Ha CUCTEMY MeHe)KMeHTa Ka4ecTBa Unm
- cuUCTeMe MeHeXMeHTa KayecTBa, TPpebyeMoli HauoHarnbHbIM PErynMpoBaHNeM.

MpunmevyaHne 2 — PykoBOACTBO NO NPUMMEHEHU0 TpebGoBaHU CUCTeMbl MeHedXMeHTa kadectsa k [PO-
FPAMMHOMY OBECIEYEHWNIO moxHo HavTtu B ISO/IEC 90003 [15].
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4.2 * MEHE>XKMEHT PUCKA

N3rOTOBUTEJIb pomxeH npumeHsTs MNMPOLECC MEHEOIXMEHTA PWCKA B cootBetrcTBUM C
ISO 14971.

4.3 *Knaccudmkaumusa nporpammHoro obecnevyeHus B OTHoLEHUN 6e30nacHOCTH

a) MBrOTOBUTEJIb gomkeH npuceouTb kaxaoit NMPOMPAMMHOWM CUCTEME knacc 6e3onacHocTu
nporpammHoro obecnedenus (A, B nnmn C) cornacHo PUCKY npuunHeHns BPEA naumeHTy, nonb3oBaTento
UM MHBIM Nuam, ncxoas ns ONMACHOW CUTYALINW, B kotopyto NMPOTPAMMHASA CUCTEMA MoXeT BHecTy
CBOW BKNaj B HaUXyALIEM CLEHapWK, Kak NoKa3aHo Ha pUCyHke 3.

( Knacc C (no ymonyaHuio)

MoxeT nn
OMNACHAA CUTYALUUA
BO3HUKHYTb U3-3a OTKa3a
no?

Mpu knaccugpukayuu 6e3onacHoCMu MPo2PammHO20
obecneyeHusi [TIPOrPAMMHON CUCTEMBI:

B,
P pozp

6 dosmxHa np rl a1

OueHuBaHue

Ppe3ynbLTaTUBHOCTU Mep Mo
YMNPABJIEHNIO PUCKOM,
BHELWHUX NO OTHOLWIEHUKO K

nporpamMmMHomy obecneyeHuto

HomkHbl yqumbleambcsi MobKoO MepbI Mo
MPOrPAMMHOW CUCTEME (monbko eHe ee).

NMPUMEYAHUE: Takue mepsbi no YINPAB/TIEHUIO PUCKOM

Mo2ym CHU3UMb 8epOosiIMHOCMb MO20, YMo omkKas
6 npu4uHum BPE[, u/unu

1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
: YIPABJIEHUIO PUCKOM, He peanu3oeaHHble 6 :
1 1
1 1
1 1
1 1
1 1
pozp |
: msixecms amozo BPE[JIA 1
1 1
1 1
1 1

MpuBognT
N OTKa3 nporpaMMHOro
obecneveHus K Heagonyctumomy
PUCKY?

1 1
: lNpumeyarue: MIPOTPAMMHAS] CUCTEMA, peanu3syroujasi :
| Mmepsi no YIIPABJIEHUIO PUCKOM, moxem ebiimu u3 |
| cmpos, u 3mo P K 80. ]
1 OMNACHOW CUTYALINW. 1
1 1
1 1
1 1
1 1
1 1

Bo3sHukaroujuli e pesynbmame BPE/] moxem ekno4yamb
BPE/], dnsi npedome P ped
mepa no YMPABJIEHUIO PUCKOM (cm. 7.2.2 b)

KakoBa BO3MOXHas
TSXKECTb Bpeaa?

CEPbE3HAA TPABMA/cMEPTL

|
He siensetca CEPLE3HOW TPABMOW l

\ 4
Knacc C
Knacc A Knacc B

PI/IcyHOK 3 — lNpuceoeHne knacca 6e3onacHocTn nporpaMmmMmHoro obecneyeHus

MPOIrPAMMHAA CUCTEMA oTHOCUTCA K Knaccy 6e3onacHOCTM NnporpaMmmHoro obecneveHms A, ecnu:

- MPOrPAMMHASA CUCTEMA He MoxeT cnocobcTBoBaTh Bo3HMKHOBeHM0 OMNACHOW CUTYALUUI;

- MPOrPAMMHASA CUCTEMA moxeT cnoco6cTBoBaTh Bo3HUKHOBEHUIO OMTACHOW CUTYALLMW, koTo-
pasa He npuBoauT Kk Hegonyctumomy PUCKY nocne paccmotpenusa mep no YINPABIIEHUKO PUCKOM, BHeLwu-
HWX NO oTHoLeHuto k MPOrPAMMHOW CUCTEME.

- MPOrPAMMHAA CUCTEMA oTHocuKTCS K Knaccy 6esonacHocTu nporpammMHoro obecnedexus B, ecnu:

- MPOrPAMMHASA CUCTEMA moxeT cnoco6cTBoBaTh Bo3HUKHOBEHUIO OMTACHOW CUTYALLMW, koTo-
pasa npueoauT K Hegonyctumomy PUCKY nocne paccmotpeHus mep no YINPABINEHUIO PUCKOM, BHeLwwHMX
no oTHoweHuto kK MPOMPAMMHOW CUCTEME, 1 BbiTeKkatolwmii U3 3Toro BO3MOXHbIi BPE[] He siBnsieTcs
CEPbLE3HOW TPABMOW.
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MPOIrPAMMHAA CUCTEMA oTHOCKTCSA K Knaccy 6e3onacHOCTU nporpaMmHoro obecnedeHus C, ecnu:

- MPOrPAMMHASA CUCTEMA moxeT cnocob6cTBoBaTh Bo3HUKHOBEHMIO OMTACHOW CUTYALIMW, koTo-
pasi npuBoauT K Hegonyctumomy PUCKY, nocne paccmotpenust mep no YINPABJIEHVKO PUCKOM, BHeLHNX
no oTHowweHwuo kK MPOMPAMMHOW CUCTEME, v B pe3ynstate BoaMoxHbIM BPEOM sBnsieTcsi cMepTh Mnu
CEPBE3HAA TPABMA.

Ona MPOrPAMMHOW CUCTEMbI, nepeoHayanbHO KnaccuuLmMpoBaHHOM Kak Knacc 6e30nacHocTy
nporpaMmmHoro obecnedennss B nnn C, MBFTOTOBUTEJIb MmoxeT peanu3oBaTb OOMNOMHUTENbHbIE Mepbl MO
YMNPABNEHWIO PUCKOM, BHelLHWe no oTHowweHuo k MTPOTPAMMHOW CUCTEME (Bkntoyast nepecMoTp ap-
XUTEKTYpbl cucTemel, cogepxatlern NMPOMPAMMHYIKO CUCTEMY), n Bnocnegcteum npuceonts NPOITPAMM-
HOW CUCTEME Hosyto knaccudmkaLmio 6e30nacHoCTV NporpaMMHoro obecneyeHms.

MpumevaHune 1 — BHewHumu mepamm no YMNPABJIEHUKO PUCKOM wmoryT ObITb annapaTHble CpeacTsa,
Hesasucumas NMNPOMPAMMHAA CUCTEMA, meouuuHckie npoueaypbl Unu apyrue cpeacTtea, No3BONgALmne CBECTU K
MUHUMYMY CMOCOBHOCTL MPOrpaMMHOro obecrnedeHnst NpUBOANUTL K BO3HMKHOBEHMIo OMACHOI CUTYALIUN.

MpumevyaHune 2 — OnpeaeneHne AONyCTUMOCTU pyucka cM. B nogpasgerne 3.2 « OTBETCTBEHHOCTb PYKOBOA-
ctea» ISO 14971:2007.

b) He ncnonbayetcs.

c) N3TOTOBUTEJIb 006s3aH [oKyMeEHTMpOBaTb Krnacc 6e30macHOCTU MpOrpaMMHOro obecneyeHus,
MPUCBOEHHBII kaxxgon MPOrPAMMHOWM CUCTEME, B ®ANITE MEHEOXMEHTA PUCKA.

d) Ecnu MPOIrPAMMHAA CUCTEMA nogpasgensietcst Ha NMPOITPAMMHBIE COCTABHbBLIE YACTU n
B aanbHenwem NMPOIMPAMMHBIE COCTABHbLIE YACTW B cBoto o4vepeab nogpasaenstorca Ha NPOMPAMM-
HbIE COCTABHBLIE HACTW, 1o Takne NMPOITPAMMHBIE COCTABHBLIE HACTW pgonHbl HacnenoBaTtb knacc
BesonacHocTn nepsoHadansHon NMPOTPAMMHOWM COCTABHOM YACTU (unm MPOrPAMMHOW CUCTE-
Mbl), ecnu Tonsko N3rOTOBUTEJb He 060CHOBbLIBAET B AOKYMEHTALMM NPUCBOEHNE APYroro krnacca 6es-
OMacHOCTM NporpammHoro obecrnedyeHus (knaccbl 6e30MacHOCTU NPOrpamMmmMHOro obecneyeHnsi, MPUCBOEHHbIE
B COOTBETCTBUM C nogpasgenom 4.3 a), 3amenssa «[NMPOTPAMMHYO CUCTEMY» Ha «[MTPOIMPAMMHBIE CO-
CTABHbIE YACTW»). 310 obocHOBaHMe JOMmMKHO 00bscHATb, nodyemy NMPOMPAMMHBLIE COCTABHbIE YA-
CTU sBnsatoTCcs M30NMPOBaHHbLIMU HACTOSBbKO, YTO MOTYT KNaccuuLMpoBaTLCS OTAENBbHO.

e) N3FrOTOBUTEJIb gomkeH OOKYMEHTMpoOBaTb Knacc 6e3onacHOCTU MporpaMMHOro obecneyeHus
kaxaov MPOMPAMMHOW COCTABHOW YACTW, ecnu aToT Knacc oTnnyaeTcsa oT knacca NMPOMPAMMHOM
COCTABHOW YACTW, 13 KOTOpOIi OH Bbin BbiAENeH Npy AEKOMMO3NLIMN.

f) [Ins cOOTBETCTBUSA HACTOSILLLEMY CTaHAApPTy TaMm, FAe HacTOsIWMIA CTaHAapT NPUMEHSIETCS K rpynne
MNMPOIrPAMMHBIX COCTABHbIX YACTEW, N3rOTOBUTESTb gomkeH ucnonbsosats MPOLIECCHI n 3AJA-
YW, koTopble TpebytoTca ansa knaccudukaum MPOrPAMMHOW COCTABHOW YACTW ¢ HaumBbiclen kaTte-
ropuen 13 sceit rpynnbl, ecnm Tonbko M3rOTOBUTENL B ®ANNE MEHEOXMEHTA PUCKA He npusoauT
OOKYMEHTUPOBaHHble 060CHOBaHMWSA AN UCMNOMb30BaHMA 6onee HU3KOW Knaccudurkaumn.

g) Kaxgon NMPOMPAMMHOW CUCTEME, ecnu eii He NpUCBOeH Knacc 6e30MacHOCTM NporpaMMHOro
obecneyeHns, N0 ymonyaHuto AomkeH npuceamBatbes Knacc C.

MpnmevyaHnne — B nocneaywowmx pasgenax u nogpasaenax knaccel 6esonacHocT nporpaMMHoro obecne-
YeHUs1, K KOTOPbIM NPUMEHSETCS KOHKpPEeTHoe TpeboBaHue, onpedenstoTcss B COOTBETCTBMM C TpeboBaHueM B hopme
[Knacc...].

4.4* YCTAPEBLUEE/HACJIEAYEMOE NPOrPAMMHOE OBECINEYEHUE

4.4.1 O6wue cBepgeHusA

B kauecTBe anbTepHaTMBbI NMPMMEHEHMIO pa3nenoB 5—9 HacToswero ctangapta cooreetcTBue YCTA-
PEBLLUEMO/HACJIEAYEMOIO MPOIrPAMMHOIO OBECTIEYEHWA moxeT 6biTb NPOAEMOHCTPUPOBAHO, Kak
yKkasaHo B 4.4.2—4.4.5.

4.4.2 NeatenbHocTb no MEHEOXMEHTY PUCKA

B cootBetcTBMM C 4.2 HacTosiwero ctaHgapta M3TOTOBUTEJIb gormkeH:

a) oueHUTb by 0BpaTHYI CBSA3b, BKITOYasi MOCTNPOMN3BOACTBEHHYO MHGopMmauuto, 06 YCTAPEB-
WEM NMPOrPAMMHOM OBECTIEYEHWN, kacatowiytocs MHUMAEHTOB W/UNK ONM3KMX K HUM CUTyauuiA Kak
BHYTPU CBOEW opraHv3auuu, Tak u/vnv oT nonb3oBaTenew;

b) BeinonHnte AEATEJIbHOCTbL no YIMPABJIEHKO PUCKOM, cBsazaHHyt ¢ NPO4OIMKEHNEM UCMOMb-
3oBaHust YCTAPEBLUEIO NMPOIMPAMMHOIO OBECTIEYEHWA, ¢ yyeToM cnegyowmx acrnekToB:
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- nHterpaummn YCTAPEBLWEIO NMPOIMPAMMHOIO OBECIIEYEHWA B obwyto apxutektypy MEON-
LMHCKOIo N3OENUA;

- noctosiHHoM npurogHoctu Mep no YMNPABJIEHMKO PUCKOM, peanunsoBaHHbIX B pamkax YCTAPEB-
LUErO NMPOrPAMMHOIO OBECIEYEHNA,

- upeHTMdmkaumm OMACHBIX CUTYALIMI, cBA3aHHbLIX C NPoAoImKeHneM ucnonb3osanns YCTAPEB-
LUErTO NMPOrPAMMHOIO OBECIEYEHNA,

- MOEeHTUMKaUMM NoTeHUManbHbIX NpuynH, no kotopbim YCTAPEBLLUEE NMPOIMPAMMHOE OBECIIE-
YEHWE moxeT npuBecTy K BO3HUKHOBeHMo OMACHOWM CUTYALINW;

- onpeaenenus mep no YIMNPABINEHUIO PUCKOM ans kaxaor noTeHunanbHOW NPUYKNHBI, MO KOTOPOWA
YCTAPEBLLEE NMPOrPAMMHOE OBECIMEYEHVE cnocobctayeT BosHMkHOBeHMI0 OMTACHOW CUTYALIM.

4.4.3 AHanu3 HecoOTBETCTBUS OXUAaeMbIX U pearin3oBaHHbIX pe3yrLTaToB

OcHoBblBasicb Ha knacce 6esonacHoctn YCTAPEBLWIEIMO TMPOrPAMMHOIO OBECIMEYEHUA
(cm. 4.3), USTOTOBUTEJIb gomkeH NpoOBECTN aHanNM3 HECOOTBETCTBUS OXMAAEMbIX U peann3oBaHHbix MO-
CTABJNEHHbIX PE3YIIBTATOB no cpaBHeHUO C TEMU, KOTOpble TPebyTCst B COOTBETCTBUU € 5.2, 5.3, 5.7 1
pasgenom 7.

a) N3rOTOBUTEJIb gomkeH oueHMTb HEMPEepbIBHY NPUroaHOCTL NonydeHHbIXx PE3YJIBTATOB.

b) B cnyyae ngeHTMdUKaLMN HECOOTBETCTBUI OXMAAEMbIX U peanv3oBaHHbIX peadynsratoB N3MOTO-
BUTEJIb gomkeH OLEHATB Bo3aMoxHoe cHmkeHne PUICKA B pesynbrate nonydeHus otcyTcTBytowmx PE-
3YJIbTATOB u cBsizaHHoOM ¢ HUMKU OAEATEJIBHOCTW.

c) Ha ocHoBe atoro oueHuBaHua N3FOTOBUTEJIb pomkeH onpepenuts PESYJIIBTAThHI, kotopble
OOMKHbI ObITb NOMyYeHbl, a Takke cBs3aHHy ¢ Humu OJEATEJIbBHOCTb, koTopas fomkHa ObiTb BbINOMHEHA.
MwuHumanbHbiM NMOCTABJITAEMbIM PE3YJIBTATOM gomxkHbl 6biTb 3anuncu tectupoBaHust NMPOMPAMMHbBIX
CNCTEM (cm. 5.7.5).

MpumevyaHune — AHanM3 HECOOTBETCTBUIN OXUOAEMbIX U Peann3oBaHHbIX Pe3yNnbTaToB A0IMKEH obecneynBaTtb
BKNtoYeHne B TpeboBaHus k nporpaMMmHomy obecriedeHuto mep no YINPABITIEHNO PUCKOM, peanusoBaHHbIx B YCTA-
PEBLUEM MPOrPAMMHOM OBECIEYEHNI.

4.4.4 [leATeNnbHOCTb MO YCTPaHEHNIO HECOOTBETCTBUN OXUAAEMbIX U peann3oBaHHbIX pe3ynbTa-
TOB

a) MSFOTOBUTEJIb pgomkeH paspaboTaTb W BbINOMHWTL MilaH MO CO30aHUI0 MAEHTUULNPOBAHHbBIX
MOCTABJTAEMbIX PE3YJILTATOB. Tam, rge 3710 BO3MOXHO, OObEKTUBHbLIE CBUAETENBCTBA MOTYT ObITh UC-
nonb3oBaHbl Ana gopmupoBaHus Tpebyembix NMOCTABJIAEMbIX PE3YJIbTATOB 6e3 BbinonHeHus OEA-
TENbHOCTW, yctaHoBneHHon B 5.2, 5.3, 5.7 1 pasgene 7.

I pnmedyaHune — MnaH yCTpaHeHusa I/ID.eHTVI(bVILIMpOBaHHbIX HECOOTBETCTBUIN OXMOAEMbIX U peann3oBaHHbIX
pe3ynbratoB MOXeT ObITb BKMOYEH B MlaH TEXHNUYECKOMN nogaepPXXknu nporpaMmmMHoOro obecneyeHus (CM. 6.1 )

©) MNnan gomkeH npegycmaTtpuaTb mncnonb3oBaHue NMPOLIECCA peleHusa npobnem ana obpabotku
npobnem, obHapyxeHHbix B YCTAPEBLUEM MPOPAMMHOM OBECIMEYEHWUN n MOCTABNAEMbIX PE-
3YJIBLTATAX, B cooTBeTcTBMM ¢ Pasgenom 9.

B) NameHeHusa B YCTAPEBLLEM NMPOIMPAMMHOM OBECMNEYEHWW gomkHbl 6bITb BbIMOMTHEHBI B CO-
OTBETCTBMM C pa3gesniom 6.

4.4.5 O6ocHoBaHue wucnonb3oBaHua YCTAPEBLUEMO/HACINEOYEMOIO MNMPOIrPAMMHOIO
OBECIMNEYEHUA

N3rOTOBUTEJIb pomkeH 3agokymeHTnpoBate BEPCUIO YCTAPEBLUEIO MNMPOMPAMMHOIO OBE-
CMNEYEHWA BmecTe ¢ obocHoBaHMeM panbHenwero ucnonb3oBaHus YCTAPEBLLUEMO NMPOrPAMMHOIO
OBECTIEYEHWA Ha ocHoBe pesynbraTtoB 4.4.

MpnmevyaHune — BoinonHeHne 4.4 no3sonseT B ganbHenwem ncnons3osats YCTAPEBLLEE NMPOMPAMMHOE
OBECIMNEYEHWE B cooTtBeTcTBUM ¢ IEC 62304.

5 MPOLIECC pa3paboTku nporpaMmmHoOro obecne4yeHus

5.1* MnaHupoBaHue pa3paboTku NporpaMMHOro o6ecrneyeHus

5.1.1 NMnaH pa3paboTkn NnporpaMMHOro o6ecrneyeHusi
N3rOTOBUTEJIb pomkeH cosgatb nnaH (Mny nnadbl) pas3paboTku nporpaMmmHoro obecneyeHusi ¢
uenbto npoeecTu Bcto Heobxogumyto AEATENNbHOCTD B otHoweHun NMPOLIECCA pa3paboTku nporpammMHo-

9
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ro obecneveHunsi, COOTBETCTBYOLLMI 0bnacTu, 3Ha4MMOCTLN U Knaccy 6e3onacHocTu paspabateiBaemon MNPO-
FPAMMHOW CUCTEMbI. MOLOENb XW3HEHHOIO LIMKNA PA3PABOTKW NMPOrPAMMHOIO OBECTIE-
YEHWA pomkHa ObITb MO0 NOMHOCTBIO onpegeneHa, Nubo ykasaHa B nnaHe (Mnu B nnaHax). MNnaH gormkex
copepxarb:

a) MPOLIECCHhI, koTopble byayT ucnonb3osathbcst Npu paspabotke MPOMPAMMHOW CUCTEMBI (cm.
npumMevaHue 4);

b) MOCTABNAEMbIE PE3YIbTATbI (Bkntovas gokymeHTaumio) AEATENNbHOCTU n 3A0AY;

c) NMPOCJIIEXVBAEMOCTb mexay TpeboBannsmm CUCTEMBbI, TpeboBaHusmMyn nporpammHoro obe-
cneyenus, ncnbitainem NMPOTPAMMHOM CUCTEMbI 1 mepamu no YMPABINEHUIO PUCKOM, BKMAOYEHHbI-
MW B NporpamMmMHoe obecnedeHue;

d) KOHMMrypaumo nNporpamMmmHoOro obecrnevyeHns u MeHemXXMeHT naMmeHenun, Bknodass COCTABHbBIE
YACTUN KOH®UTYPALINW MOHTT (nporpaMmMHoe obecnevyeHne HEU3BECTHOTO MPOUCXOXOEHMS), U NPOrpaMm-
Horo obecneyeHuns, NCNONb3yeMoro Ans NOAAEPXKKM pa3paboTku;

€) pelweHne Npobrnem c nporpaMMmHbiM obecrneveHnem anst o6paboTkM npobnem, obHapy>XeHHbIX B
MPOrPAMMHOM OBECIEYEHM MEOVUMHCKOIO U3OENUA, NMOCTABINAEMbIX PE3YINBTATAX u
OEATEJIbHOCTW Ha kaxaon ctaamm XnsHeHHoro umkna. [Knaccel A, B, C]

Mpumevanune 1—MOLOENLXN3HEHHOIO UNKNA PASPABOTKN NMPOPAMMHOIO OBECIEYEHWA mo-
XeT onpeaenaTb pasnuyHblie anemeHTol (NMPOLECCHI, AEATENNbHOCTbL, SAAAYN n NMOCTABNAEMbIE PE3YIbTATLI)
ana pasnuunbix NMPOMPAMMHBIX COCTABHbLIX YACTEWM B COOTBETCTBUM C Knaccamu 6e30macHOCTM NporpamMMHOrO
obecnevenus ans kaxagoit MTIPOFPAMMHOW COCTABHOW YACTW MPOrPAMMHOW CUCTEMBI.

Mpumevanne 2 — OEATENbHOCTb n 3AOAYN moryT nepekpbiBaTbCa N B3avMOLENCTBOBaTb U MOTyT
BbIMOMHATLCA MTEPATUBHO UNN PEKYPCUBHO. OTO HE NoApasyMeBaeT TOro, YTO AOMMKHA UCMONb30BaTbCa onpeaeneHHas
MOZAENb XN3HEHHOrOo LuKna.

Mpumevanune 3 — Opyrne NMPOLECCHI onuckiBatoTcs B HacTosilem cTtaHaapTe otaenbHo ot NMPOLECCA
pa3paboTku. ATO He NnoapasymMeBaeT TOro, YTO OHWM OOMKHbI OblTh peanu3oBaHbl B Buae otaensHon JEATEJIBHOCTU n
SAOAY. OEATENBHOCTb n SAOAYN apyrux MPOLLECCOB MoryT 6biTb BkntoveHbl B MPOLIECC pa3paboTku.

MpnmevyanHune 4 — lNnaH pa3paboTkn NPOrpaMMHOrO OBecneveHnss MOXET CCbINaTbCsA Ha CyLLeCTBYLne
MPOLIECCbI unn onpegensTts HOBbIE.

MpumevyaHune 5— lNnaH paspaboTku NporpammMHOro oGecneyeHmst MOXeT GObiTb BKIOYEH B NnaH paspaboTku
obwern CUCTEMBbI.

5.1.2 NoppepxkaHue nnaHa pa3paboTKM NporpaMMHOro obecneyeHusi B akTyaribHOM COCTOSAHUMN

N3rOTOBNTEJIb pgomkeH 06HOBNATL NnaH Nno mepe Toro, Kak ocyLiecTBnseTcs paspaboTtka. [Knacchbl
A, B, C]

5.1.3 NnaH pa3paboTkn nporpamMmmMHOro o6ecrneyeHusi OTHOCUTENIbLHO NMPOEKTUPOBAHUA U pa3pa-
60oTkn CUCTEMbDI

a) MBrOTOBUTEJIb pomxeH ykasaTb TpeboBaHus CUCTEMbI B nnaHe pa3paboTkm nporpaMMHOro
obecneyeHns B Ka4eCTBE BXOOHbIX AaHHbIX.

b) B nnaH paspabotku nporpammHoro obecnevenms N3FrOTOBUTEJSIb gormkeH BkNovaTh UNK cebinatb-
Cs Ha npouenypbl No koopavHauum pa3paboTkn NporpaMmmHoro obecneyeHms ¢ paspaboTkon CUCTEMBbI, He-
o6xoaMMon Ans BbINoNHeHus TpebosaHui 4.1 (Hanpumep, CUCTeMHas MHTerpauus, sepudurkauns n sanuga-
ums). [Knaccol A, B, C]

MpumMmeyaHune — MOXET He CyLLECTBOBATL pasnuunii Mexay Tpebosannamu MPOTPAMMHOW CUCTEMbI 1
TpebosaHusmm CUCTEMbI, ecniv MPOMPAMMHASA CUCTEMA siBnsietcs otaensHoit CUCTEMOW (Hanpumep, ecnu npo-
rpammHoe obecneveHne camo no cebe ABNAETCS U3fenmem).

5.1.4 CtaHpapTbl, MeTOAbI U MHCTPYMEHTbI NNaHMPOBaHUA pa3paboTKM NnporpammHoro oéecne-
YyeHus

B nnaH paspaboTtku nporpammHoro obecneveHnst USTOTOBUTESb gomkeH BKMAOYATbL UMK CCbINaTbCA:

a) Ha cTaHdapTbl;

b) metoabi;

C) MHCTPYMEHTHI,

cBsi3aHHble ¢ pa3pabotkon NMPOMPAMMHbIX COCTABHbLIX YACTEW knacca C. [Knacc C]

10
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5.1.5 MporpamMmMHas nHTerpauusi U nfiaHMpoBaHMe TeCTUPOBAHUA UHTerpaLmm

N3rOTOBUTEJIb gomkeH BKIOYATL B NiiaH pa3paboTku nporpammMHoro obecnedeHns nnaH nHTerpa-
uumn MPOrPAMMHbBIX COCTABHbIX YACTEW (skntouasi MOHI) unu cocnaTbes Ha Hero, a Takke BbINOMHNTL
TecTMpoBaHue Bo BpeMsi MHTerpaummn. [Knaccel B, C]

MpumeyaHune 1— [onyckaerca o6beayHeHne TECTMPOBaHNA UHTerpaLmmn 1 TectrposaHus MPOMPAMMHON
CUCTEMBbI B eguHbie nnaH n cookynHocTe JEATEJIBHOCTW.

MpumevyaHne 2—Cwm. 56.

5.1.6 NnannposaHue BEPUDPUKALUU nporpammHoro obecneyeHus

B nnaH paspabotku nporpammHoro obecnevenns N3FrOTOBUTESb fomkeH BKNIOYUTL UM COCNAaTbCH
Ha cneayowyto nHdopmaumo no BEPUOGUKALINNA:

a) NMOCTABNAEMbBIE PE3YJIbTATHI, Tpebytowme BEPUPUKALINN;

b) Tpebyembie BEPUNOUKALUMOHHBIE 3AOAYN ana kaxgon OEATEJIBHOCTW B XXM3HEHHOM LMKIE;

C) KOHTpOmbHbIe ToYKK, Ha KoTopbix BEPUOUNLIMPYIOTCA MOCTABIAEMBIE PE3YJIbTATHI;

d) kputepun npuemkm ans BEPUOPUKALNU NMOCTABITAEMbIX PE3YJIBTATOB. [Knaccel A, B, C]

5.1.7 Nnannposanune MEHEOXXMEHTA PUCKA nporpammHoro o6ecneyeHus

B nnaH paspabotkn nporpammHoro obecnedenus N3rOTOBUTENb formkeH BKNOYaTb UM CCbINaTbCH
Ha nnaH ocyuwecTteneHusa NPOLIECCA MEHEOXMEHTA PUCKA nporpammHoro obecrnevyeHnsi B OTHOLLEHUM
OEATENNbHOCTU n 3A0AY, skntovas MEHEI>XXKMEHT PUCKA, npumeHsitowmincs k MOHTI. [Knaccol A, B, C]

5.1.8 [lokymeHTauusa No NiaHMPOBaHUIO

B nnaH paspabotku nporpammHoro obecneveHns MSFTOTOBUTESIb gomkeH BknoYaTh, UK CCbINaTbCs
Ha MHopMauno 0 JOKYMeHTaumu, koTopas ByaeT cosgaHa BO BpeMs XU3HEHHOTro Uukna paspaboTtku npo-
rpaMmmHoro obecnevenus. Kaxgomy naeHTuguumpoBaHHOMY OOKYMEHTY UMW TUNY AOKYMEHTa AOMmKHa ObiTb
NpUCBOEHa (MIn coaepxaTbCs HENOCPEACTBEHHO) crneayowas nHpopmaums:

a) TUTYNbHbINA IUCT, HAUMEHOBaHWE UM 0003HAYEeHNE;

b) uens;

C) npoLeaypbl ¥ OTBETCTBEHHOCTbL 3a pa3paboTky, aHanus, onobpeHve u Mmogudukaumio. [Knaccsl A, B, CJ ||

MpumevyaHune — MHdopmaumsa ans pacCMOTPEHUST MEHEIKMEHTa KOHUIypaumMmn JOKyMeHTaLy npueeaeHa H
B pasgerne 8.

5.1.9 NMnaHnpoBaHne MeHeAKMeHTa KOH(Urypaumm nporpaMmmMHoro o6ecnevyeHusi

B nnaH paspaboTku nporpammHoro obecnevenuns N3rOTOBUTEJSTb gomkeH BKNOYaTb UM CCbINaTbCs
Ha MHOPMaLMI0O O MEHEIKMEHTE KOH(UIypauumn nporpaMMHOro obecneyeHmnst. 3ta nHdopmMaums OormkHa
cofepxaTb Unn CebinaTbes:

a) Ha Knacchbl, TUMbl, KATErOPUN NN CIINCKN ANEMEHTOB, NoAasexallumnx ynpaBneHuio;

b) AEATENbHOCTb n SAOAYN no MeHEXMEHTY KOHUIypauumn nporpaMMHOro obecneveHus;

C) CTPYKTYpy (CTpyKTypbl), oTBevatowyto(ne) 3a JEATENIbHOCTb no meHemxMeHTy KoHdurypauum
nporpammHoro obecneveHus;

d) nx B3aMMOCBSI3b C APYrMMM CTPYKTYpPaMM, TaKUMK Kak pa3paboTka nnm TexHuveckas nogaepka npo-
rpammHoro obecneyeHus;

€) cny4au, Koraa anemMeHTbl A0MKHbl HAXOAUTBLCS NoA ynpasreHneM KoHurypaumu;

f) cnyyan, korga cnegyet ucnonb3oBatb NMPOLIECC peluenusi npobnem. [Knaccol A, B, C]

MpumevyaHune — Cm. pasgen 8. H

5.1.10 Noppepxka anemMeHTOB, NoAnexawmx ynpaBneHuo

OnemeHTbl, noanexallmne ynpasrneHuio, OOMKHbI BKIIOYATb MHCTPYMEHTbI, SNeMEHTbI UM HAaCTPOMKN,
ucnone3ayrouimecs ana paspadortkn NPOMPAMMHOIO OBECIEYEHUA MEOVLMNHCKOIO U3OEJTNA, ko-
Topble MoryT Bo3gencTeoBatb Ha NPOMPAMMHOE OBECINEYEHNE MEOVULMHCKOTIO N3OEJNUA. [Knacchl
B, C]

MpumevyaHue 1 — Npumepbl NOAOGHBIX 3MIEMEHTOB BKIHOYAKT KOMNUIATOPHbIE/acceMbnepHble Bepcum, cos-
AaHHble annbl, KOMaHaHblE Pannbl U creunguyHble HAaCTPONKU OKPYXEHUS.

MpnmevaHune 2— Cwm. pasgen 8.

1
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5.1.11 YnpaBneHne COCTABHbIMU YACTAMU KOHO®UTYPALUU nporpammHoro o6ecrneyeHusi
po BEPUPUKALIUU

N3rOTOBUTEJSIb gomxkeH 3annaHnposath pasmelleHne COCTABHOM YACTU KOHOUTYPALIMU nog
yrnpaBneHne MeHeq)KMeHTa KoOHurypauum npexae, 4yem oHn 6yayt BEPUOULIMPOBAHDI. [Knacckl B, C]

5.1.12 NgeHTUdMKauma n npeaoTBpaLleHue pacnpocTpaHeHHbIX AedeKToB NporpamMmMHoOro obe-
cneyvyeHusi

N3rOTOBNTEJIb gomkeH BKMOYMTL UMM yKa3aTb B MfaHe pa3paboTky nporpamMmHoro obecrneveHus
npouenypy:

a) Ons onpenenexHvs Kateropuii AedekToB, KOTOpble MOryT OblTb BBEAEHbLI HA OCHOBE BbIOpaHHON TeX-
HOMNOMMM NPOrPaMMUPOBAHUSA U UMEIOT OTHoLLEHMe K nx MPOPAMMHOWM CUCTEME;

©) OOKYMEHTUPOBAHWS CBUOETENLCTB, JEMOHCTPUPYIOLLMX HECMOCOBOHOCTL 3TMX AedeKTOB NpMBOAUTb
K Hegonyctumomy PUCKY.

MpunmevyaHne — lMNpumepbl kKaTeropuin AedeKTOB UMN NPUYUH, CNOCOBCTBYIOLMX BO3HMKHOBEHMIO ONMACHbIX
CUTYALMW, cm. B npunoxenun B ns IEC/TR 80002-1:2009.

[Knaccol B, C]

5.2* AHanu3 Tpe6oBaHUI K NpOorpaMMHOMYy ob6ecnevyeHuto

5.2.1 OTpeneHue N [OKYMeHTUpPOBaHWe TpeGoBaHUIM K NporpaMMHOMY obecrnevyeHUo Ha OCHOBe
Tpe6oBaHun CUCTEMbI

Ons kaxaoin MPOMPAMMHOW CUCTEMbI MEOULIMHCKOIO U3OENUA N3rOTOBUTENL gornxeH
onpeaenuTb N AOKyMeHTMpoBaTh TpebosaHus k MPOrPAMMHOW CUCTEME ucxoas na TpeboBaHuii ypoBHS
CUCTEMBbI. [Knacckl A, B, C]

MpumeyaHune — MOXeT He CyLLECTBOBATL pasnuunii Mexay Tpebosannamun MPOMPAMMHOW CUCTEMbI 1
Tpe6osaHuamm CUCTEMBI, ecrin MPOrPAMMHAS CUCTEMA sensetca otaensHoit CUCTEMOW (Hanpumep, ecnv npo-
rpamMmmHoe obecrneyeHve camo no cebe ABNSETCH U3genuem).

5.2.2 CopepxaHue TpebOBaHUM K NPOrpamMMHOMY o6ecrneyeHuro

Kak npumeHumbie 1 nogxogswme B otHoweHun NMPOMPAMMHOIO OBECIEYEHNA MEOVULMHCKINX
U3OENNN, N3ATOTOBUTESTb gomkeH BkmouaTh B TpeB6OBaHUSA K MPOrpaMMHOMY 06eCneyeHuio:

a) TpeboBaHMsA K NOTEHLMANbHBIM BO3MOXHOCTAM U (PYHKLMOHANBHOCTM.

MpumevaHune 1—lNpumepbl BKAOYAIOT:

- XapaKTepUCTUKKN, CBSI3aHHbIE C BbINOMHEHUEM (HaMpUMep, Lienn/HasHa4YeHne nporpammHoro obecneveHus, Tpe-
60BaHMs MO CUHXPOHM3ALMN);

- dum3myeckme xapakTepuUCTUKn (Hanpumep, S3blKk MalLMHHOTMO Koda, nnatdopmy, onepaunoHHyto CUCTEMY);

- KOMMbIOTEPHOE OKPYXXEHWE (HanpuMep, annapaTtHble CPeacTBa, pasMmep NamsiTi, NpoLeccop, YacoBOW MOSIC, UH-

bpacTpyKTypy cetn);
- HeO6XO,D,VIMOCTb COBMECTMMOCTU C MOoAepHU3aunamMmm nnm MHOrmMmmn MOHIM unun apyrumm Bepcnamm VI3,D,eJ'II/1IZ;

b) BXOAOHbIE M BbIXOAHbIE AaHHbIE NPOrPAMMHOW CUCTEMBbI.

MpumevyaHune 2— Hanpumep:

- XapaKTepuUCTUKN AaHHbIX (Hanpumep, umdposble, BykBeHHO-LdpoBbIe, dhopmar);
- OnanasoHbl;

- npegensi;

- 3Ha4YeHWs No YMONYaHuio;

c) nHTepdeiickl Mexay NMPOrPAMMHOWN CUCTEMOW u apyrumn CUCTEMAMU;

d) nporpamMMHble CpeacTBa ynpaBneHWUsl CUrHanamy TPeBorW, NpeaynpeXaeHUsSMU U OMnoBELLeHUEM
oneparopa;

e) TpeboBaHus k SALLUMLLEHHOCTW.

MpumevyaHune 3 — Hanpumep:

- CBSI3aHHbIE C KOMMPOMMCCOM OTHOCUTENBHO KOHhMAEHLMansHom nHdopmaumm;
- naeHTMduKaums;

- aBTOpM3aLMS;

- CUCTEeMHbIN XypHar;

- HenpepbIBHOCTb CBA3W;

- cucrtema 6esonacHocTu/3awmTa OT B3NoOMa;
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f) TpeGoBaHuA Nonb3oBaTeNnbCKoro MHTEpdeiica, peann3oBaHHble B NPOrpaMMHOM 06ecnedYeHnm.

MpumevyaHune 4 — lpumepsbl B 3TOM 06NacTy CBA3aHbI:

- C NOAAEPXKKOM onepauuii, BbINOMHAEMbIX BPYYHYHO;

- B3aMMOAENCTBMEM MeXOy YernoBekom 1 obopyaoBaHuewm;

- OorpaHM4eHVsIMM1 B OTHOLLIEHWUW NepcoHana;

- obnactamu, rae TpebyeTcs NnpucTanbHOe YernoBeyeckoe BHYMaHue.

MpumevyaHne 5 — VHdopmauno oTHocUTENLHO TpeboBaHui k paspaboTke yaobcTBa M NMPOCTOTbI UCMOSb-
30BaHUA (3KCNnyaTaunmoHHOM NPUrogHOCTM) MoxHO HanTu B IEC 62366-1 [21] cpean npounx cTaHAapToB (Hampumep,
IEC 60601-1-6 [3]);

g) onpegerneHne faHHbIX N TpeboBaHWU k 6a3e AaHHbIX.

MpumevyaHune 6— Hanpumep:
- opma;

- pa3MepHOCTb;

- (YHKUMS;

h) TpeboBaHusa no nHctannsaumm 1 npuemke noctaensemoro NMNPOrPAMMHOIO OBECMNEYEHUNA ME-
ONLUMHCKMX U3OENNA ans pa3apaboTkn 1 TEXHUHYECKONM NOAAEPXKM caiiTa UMm CaiTos;

i) TpeboBaHUsA, OTHOCALLMECS K MeETOAaM pa3paboTKU U TEXHUYECKOW NOLLAEPXKKM;

j) TpeboBaHus, cBA3aHHLIE C acnekTaMmy MHPOPMaLMOHHbIX CETEN.

MpumevyaHue 9— MNpumepbl BKIOYAKOT acMeKTbl, KOTOPbIE CBS3aHbI:

- C CeTeBbIMW CUrHanamu TPEBOTU, NPeaynpeXxaeHns 1 coobLLEHNS onepaTopa;
- CeTeBbIMU NPOTOKONaMK;

- 06pabOoTKOM HEAOCTYMHOCTU CETEBBIX YCIYT;

k) TpeboBaHus k nogaepkke nonb3oBaTenewu;
[) perynupytowme TpeboBaHus.

Mpumevyanne 10— TpebosaHus c a) Ao ) moryT nepecekarbces.
[Knaccol A, B, C]
MpumevyaHue 11— Bce aTn TpeboBaHUsA MOTYT HE MMETLCS B HANMYMKU HA MOMEHT Havana paspaboTku.

Mpumevanune 12— Cpeam npounx, ISO/IEC 25010 [12] npnBoauT MHMOPMaLMIO O KAYECTBEHHBLIX XapaKTepu-
CTuKax, KoTopasi MOXeT ObITb nonesHa npv onpegeneHny TpeboBaHuii K NporpaMMHOMY obecneyeHuto.

5.2.3 BkntoyeHue mep YNPABJIEHUA PUCKOM B TpeboBaHUs K nporpaMMHOMY obecneyeHuro

N3rOTOBUTEJIb gomxeH Bkntodatb Mepbl no YINPABJIEHKO PUCKOM, peann3oBaHHbIe B NpOrpaMm-
Hom obecneveHnm B TpeboBanus, cootBeTcTBYoOWMEe NMPOMPAMMHOMY OBECMNEYEHMKO MEOVUMHCKUX
WM3OENWIA. [Knaccsl B, C]

MpunmevyaHnne — OTn TpeboBaHNs MOryT GbITb HEAOCTYMNHBLI B Ha4ane npouecca pa3paboTkv 1 N3MEeHSTLCA
no Mepe TOro, Kak COo34aeTcs nporpaMMHoe obecrneyeHne 1 ycTaHaBnmBarTcs ganbHenwme mepbl no YIMPABJIIEHAO
PWCKOM.

5.2.4 NEPEOLUEHUBAHUE AHANTN3A PUCKA MEOUUUHCKOIO U3OENUA

N3rOTOBUTEJIb gomxeH ocywecteuts MEPEOLUEHNBAHVE AHATTIM3A PUCKA MEOVLIMHCKOIO
W3OEJINA, korga TpeboBaHust K nporpaMMHOMY 06eCnevYeHnto YCTaHOBEHbI, U, COOTBETCTBEHHO, OOHOBUTL
3Tn TpeboBaHMsa No pesynbsratam nepeoueHkun. [Knacceol A, B, C]

5.2.5 ObHoBReHne TpeboBaHUM

N3rOTOBUTEJIb pomkeH ygocToBEPUTBLCS, YTO CyLLECTBYHOLIME TpeboBaHuMs, BKNtovas TpeboBaHus K
CWNCTEME, NMEPEOLUEHEHbI n o6HoBneHbl, B cooTBeTcTBUM € pesynbratamu JEATENIBHOCTW no aHanuay
TpeboBaHui K NporpaMmHomy obecneveHuto. [Knaccol A, B, C]

5.2.6 Bepudmkaumsa TpeboBaHuMi K NporpaMmMHOMy obecnevyeHuto

N3rOTOBUTEJIb pomkeH BepudmumpoBaTb 1 AOKYMEHTMPOBaTb, YTO TpeboBaHMs K NporpaMmMHOMY
obecneveHunto:

a) BkntoyatoT TpeboBaHms kK CUCTEME, B Tom uncne otHocawmecs K YIPABJIEHNKO PUCKOM;

b) He npoTuBopeyaT apyr opyry;

C) BblpaxeHbl B TepMUHaX, KOTOpble n3beratoT ABYCMbICIIEHHOCTH;
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H d) dopMynupyoTCcst B TepMMHAX, KOTOpPble MO3BOMSAIOT YCTAaHOBUTL KPUTEPUM TECTUPOBAHMSA U OCyLLe-
CTBUTb TECTUPOBAHME;
€) MOryT ObITb MAEHTUMUMPOBAHBI yHMKamNbHbIM 06pasoMm;
f) sBnsitoTCA NpocnexunsaembiMy B OTHowweHun TpebdoBaHun k CUCTEME unu k 4pyromy MCTOYHMKY.
[Knaccol A, B, C]

MpunmevyaHne — Hacroswmn ctaHgapT He TpebyeT ncnonb3oBaHnsa opmaribHO YCTaHOBIEHHOIO S3biKa.

5.3 NMpoektupoBaHne APXUTEKTYPbI nporpammHoro o6ecneyeHusi

5.3.1 NpeobpazoBaHue TpeboBaHUIM K nporpaMMHomMy obecneyeHuto B APXUTEKTYPY

N3rOTOBWNTEJIb gomxeH npeobpasoBats TpebosaHusa k MTPOrPAMMHOMY OBECIMEYEHMIO MEOW-
LIMHCKOIo U3OENNA B pokymeHTuposaHHyto APXUTEKTYPY, koTopasa onuceiBaeT CTPyKTypy nporpaMmm-
Horo obecneyenus n naeHtnduumnpyet NPOMPAMMHBIE COCTABHBIE YACTW. [Knaccel B, C]

5.3.2 Pazpa6otka APXUTEKTYPbI gns untepdeiicos MPOMPAMMHBIX COCTABHbLIX YACTEWN

N3rOTOBWTEJIb gomxeH pa3pabotatb n gokymeHtupoBate APXUTEKTYPY ansa untepdencos mexay
MPOIrPAMMHBLIMN COCTABHBIMI YACTAMM 1 KOMANOHEHTaMK, BHELLHMMU No oTHoLweHuto kK NMPOTMPAMM-
HbIM COCTABHbIM YACTAM (kak Ans nporpamMmHON, Tak U AN annapaTtHoW YacTu), a Takke mexay MNMPO-
rPAMMHBIMW COCTABHbBIMW YACTAMMW. [Knaccel B, C]

5.3.3 OnpepeneHve Tpe6oBaHMI K PYHKUMOHANbHbLIM U 3KCMJlyaTaLMOHHbIM XapaKTepucTukam
anemeHToB MOHIM

Ecnn NMPOTPAMMHAA COCTABHAA YACTb nageHtudpuumposat kak NMOHM, UBTOTOBUTEJTb gomkeH
onpenennTb TpeboBaHUSA K PYHKUMOHAMNbHBIM M 3KCMyaTauMoOHHbIM XapakTepuctukam anemeHtos MOHTT,
KOTOpble HeODXoaUMbI A5 X UCMOMb30BaHNA COrMacHO NpeayCMOTPEHHOMY HasHaveHuto. [Knaccel B, C]

5.3.4 OnpepeneHve TpeboBaHMI K annapaTHbIM U NporpamMmMHbiM cpeactBam CUCTEMbI, Tpeby-
eMbix anemeHtamu MOHIM

Ecnn NMPOTPAMMHAA COCTABHAA YACTb onpegensetca kak MNOHM, N3FTOTOBUTEJIb gomnxeH
onpeaennTb annapartHble 1 nporpaMmmHble cpegctea CUCTEMbI, HeobxogmMmble Ans nogaepxaHus npaBusb-
How paboTbl anemeHTa MNMOHT. [Knaccel B, C]

MpumeyvyaHune — MNprmMepbl BKIOYAOT TUM K CKOPOCTb NpoLiIeccopa, TUM 1 pa3Mep NamsATi, TUM NporpaMmMHOro
obecneyeHns CUCTEMbI, kKoMMyHMKaUMOHHbIE U AncnneliHbie TpeboBaHus.

5.3.5 UpeHTtudmkauma o6ocobneHHocTu, Heobxoaumowm ans YNPABJIEHUA PUCKOM

N3rOTOBUTEJIb gomkeH naeHTudmumposatb nobyto ob6ocobneHHocte NMPOMPAMMHbBIX COCTAB-
HbIX YACTEWN, kotopas Heobxoauma ana YMPABIIEHUA PUCKOM, u ykasaTb, kak o6ecneunts peayrnsra-
TMBHOCTb co3fiaHHOM ob6ocobneHHocTu. [Knacc C]

MpumevyaHune — B kavyecTBe npumepa cosgaHust 06ocobneHHocTn MoxHo npueectn NPOMPAMMHBIE CO-
H CTABHbIE YACTW, BbinonHsiemble Ha pasHbix npoueccopax. Pe3ynstaTuBHOCTb 060CO6NEHHOCTN MOXET ObiTb obecre-
YeHa 3a CYeT OTCYTCTBMSA OOLMX PecypcoB y pasHbIX npoueccopoB. [dpyrne cnocobbl co3gaHnsa 060cobneHHoCTn MoryT
NPUMEHATLCSA, Koraa pe3ynbTaTMBHOCTL MOXET OblTb 06ecnedeHa nocpeactsom paspabotkn APXUTEKTYPbI nporpamm-
H Horo obecneyeHus (cm. B. 4.3).

5.3.6 Bepudmkauua APXUTEKTYPbI nporpammHoro o6ecnevyeHus

N3rOTOBUTEJb gomkeH BepudunumpoBaTb U AOKYMEHTMPOBATb, YTO:

a) APXUTEKTYPA nporpammHoro obecneyeHusi peanuayet TpeboBaHnsa k CUCTEME v k nporpaMmmHo-
My obecnedeHuto, Bkntovas otHocswmecs Kk YINPABJIEHMKO PUCKOM,;

b) APXUTEKTYPA nporpammHoro obecrnevyeHusi cnocobHa nogaepxuBaTb B3aMOOENCTBUME MEXOY
MPOrPAMMHBIMU COCTABHbBIMWN YACTAMMW, a Ttakke mexgy NPOMPAMMHBIMA COCTABHbLIMU YA-
CTAMW n annapaTHbIMU CPEACTBaMMU;

c) APXUTEKTYPA MEOVLUMHCKOIO N3OEJINA nogaepxvMBaeT npaBuiibHyt0 paboTy MoObIX areMeH-
ToB NMOHT1. [Knaccel B, C]

H MpumevyaHnne — [ns BbinonHeHus TpeboBaHWa a) MOXeT ObITb Mcnonb3osaH aHanua NMPOCIEXVBAEMO-
CTWN APXUTEKTYPbI k TpeboBaHusim no nporpaMMHoOMy obecrneyveHuto.
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5.4* Pa3paboTka AeTanbHOro gusanMHa nporpamMmmMHoOro oéecnevyeHus

5.4.1 JpobneHue nporpammHoro obecnevyeHnsa Ha MPOMPAMMHBIE BJTOKU
N3rOTOBUTEJIb gomkeH apobutb nporpaMmMmHoe obecneyeHne, noka oHo He ByaeT nNpeacTaBneHo B
suge NMPOMPAMMHbIX BJIOKOB. [Knaccol B, C]

MpunmevyaHnne — Hekotopble MPOMPAMMHbBIE CUCTEMbI ganee He MoryT 6biTh pa3gpobneHsi.

5.4.2 PaspaboTka getanbHoro amsamHa gns kaxgoro MPOrPAMMHOIO BJTOKA

N3rOTOBUTEJIb gomkeH [OKyMEHTUPOBaTb An3aliH C 4OCTAaTOMHOW CTEMNEHbIO AeTanusaunm, ¢ Lenblo
obecneyeHus npaBunbHon peanusauun kaxgoro NMPOMPAMMHOIO BJTOKA. [Knacc C]

5.4.3 PaspaboTka getanbHOro agmsanHa gnsi uHrepdgencon

N3FrOTOBUTEJIb gomkeH JOKYyMEHTUpOBaTb AM3anH Nobbix HTepdencos mexay NMPOMPAMMHBLIM
BJIOKOM 1 BHELWHNMKN KOMMOHEHTaMu (annapatHbIMX UM NPOrpaMMHbBIMU CPeaCcTBaMK), a Takke IObIX
nutepgencor mexgy NPOMPAMMHbBIMU BJTOKAMW, koTopbii OMmKeH ObITb 4OCTATOMHO NOgpPO6HBIM ANns
npaeunbHom peanusaumm kaxxgoro NMPOMPAMMHOIO BJIOKA u ero nHtepdencos. [Knacc C]

5.4.4 BEPUOUKALUA peTtanbHOro ansamHa

N3rOTOBUTEJIb gomkeH BepudmumpoBatbh U AOKYMEHTUPOBATL, YTO AeTarnbHblA AU3alH NporpaMm-
Horo obecneyeHuns:

a) peanuayet APXUTEKTYPY nporpammHoro obecneveHus;

b) He BcTynaeT B npoTtusopeuns ¢ APXUTEKTYPOW nporpammuoro obecnevenms. [Knacc C|

MpumevyaHne — [ns BbinonHeHus TpeboBaHMsA a) MOXET ObITb Mcnonb3oBaH aHanua NMPOCNEXXMBAEMO-
CTN APXUTEKTYPbI k geTanbHoMy An3aniHy nporpamMMHoro obecneveHus.

5.5* UmnnemenTaums MPOFPAMMHbIX EITIOKOB [

5.5.1 UmnnemeHTauua kaxgoro MPOrPAMMHOIO BJTIOKA

N3rOTOBUTEJSIb gomkeH uMnnemeHTupoBaTth kaxasiii TIPOMPAMMHBIN BNOK. [Knacckl A, B, C]

5.5.2 YctaHoBnenue NPOLECCA BEPUPUKALUU NMPOTPAMMHOIO BITOKA

N3rOTOBUTEJIb pomkeH ycTaHOBUTbL CTpaTernm, metogbl v npouedypbl ans Bepudwmkaumm MNPO-
TPAMMHBIX BJTIOKOB. Tam, rae BEPU®UKALMA ocyiecTBnseTca NoOCpeacTBOM TECTUPOBAHUS, NpaBuIib-
HOCTb MpoLueayp NpoBeAeHns TecTupoBaHusa gomkHa 6eite OLUEHEHA Ha agekBaTHocTb. [Knacchl B, C]

MpumevyaHune — [onyckaerca oObegHEHME MHTErPALMOHHOIO TECTUPOBaHMSA n TectupoBaHue NPOIMPAMM-
HOW CUCTEMbI B eauHbIii nnaH n coBokynHocTe AEATENBHOCTU.

5.5.3 Kputepuu npuemkun MPOrPAMMHBIX BJTOKOB

N3rOTOBWTEJIb gomxeH yctaHoBUTb kputepun npuemkn ans NMPOMPAMMHbBIX BJTOKOB go ux nHte-
rpaumu B 6onee kpynHole MPOMPAMMHbBIE COCTABHbIE YACTW 1 ygocTtoBeputbes, Yto NMPOMPAMMHBIE
BJIOKW cooTtBeTcTBYIOT KpuTepusam npuemku. [Knaccel B, C]

MpunmevyaHne — lMpumepsbl KPUTEPUEB NPUEMKU:

- mnnemeHTMpoBaHbl N TpeboBaHus B nporpaMMHOM koge, Bkrtovast mepbl no YMPABNEHUIO PUCKOM?

- HeT nn B NporpaMMHOM Kofie NPOTUBOPEYMiA C MPOEKTOM (An3aitHoM) uHTepdeiica NMPOMPAMMHbLIX BITIOKOB? ||
- CooTBeTCTBYET NN MPOrpamMmMHbIA KOA Npoueaypam NporpaMMMpoBaHns U cTaHgapTam KogupoBaHna?

5.5.4 JononHuTtenbHble Kputepuun npuemku NPOMPAMMHbIX BJTOKOB

Ecnu getanbHbii ansaiH paspadotaH, MSTOTOBUTESb gomkeH BKMOYNTL B AU3aH ONONMHUTENbHbIE
KpUTEPUN NPUEMKU, NPeaHa3HaYEHHbIE:

- O4N1A NpaBuibHONM (COOTBETCTBYHOLLIEN) NOCEA0BATENBHOCTU COOLITUI;

- NMOTOKa [JaHHbIX 1 yNpaBrneHus;

- NNaHMpyemMoro pacnpeieneHnsl pecypcos;

- paboTbl ¢ owmbkamu (onpegeneHme ownbKkmM, Nokanm3aunsi 1 BOCCTAHOBIIEHMWE);

- MHUUManu3auumn nepemMeHHbIX;

- caMOAMarHoOCTUKY;

- ynpaBeneHus NaMaTblo U NePENOSIHEHMI NaMATH;

- FPaHWYHbIX YCIOBUN.

[Knacc C]
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5.5.5 BEPUDUKALNA NMPOTPAMMHBIX BJTOKOB
N3rOTOBUTEJIb pgomkeH BbinonHaTs BEPUOUKALIMIO NMPOITPAMMHBIX BITOKOB n gokymeHTMpo-
BaTb pesynbraThl. [Knacckl B, C]

5.6 UHTerpauumsa nporpammHoOro obecnevyeHmsa U TeCTUpoBaHue UHTerpauumn

5.6.1 UHTerpauyma MPOrPAMMHbBIX BJTOKOB

N3rOTOBUTEJIb pgomkeH uHTerpupoBatb NMPOIMPAMMHBIE BJIOKW cormacHo nnaHy uHTerpaumm
(cm. 5.1.5). [Knacchl B, C]

5.6.2 Bepucumkauumsa mHTerpaumm nporpaMmmMHoro obecnevyeHums

N3rOTOBUTEJb pomxeH Bepuduumnposatb, 4to NMPOITPAMMHBIE BJIOKW 6binn MHTErpupoBaHbl B
MPOIPAMMHBIE COCTABHbIE YACTW w/unu MPOITPAMMHYHKO CUCTEMY B COOTBETCTBUM C NSIAHOM UH-
Terpaumm (cm. 5.1.5), a Takke CoxpaHuTb 3anMcu, CBUOETENLCTBYOLINE O MPOBEOEHMM TAaKON BepUrKaLum.
[Knaccbl B, C]

MpnmevyaHnne — [laHHaa BepudmKaumsa 3akno4aeTCcs TONbKO B NMPOBEPKE BLIMOMHEHWUS MHTerpauum B CO-
oTBeTCTBUM C nnaHoMm. JTa BEPUPUKALINA, ckopee Bcero, ocyliecTBnsietcsa B (PopMe KaKkoro-nnbo KOHTPOIbHOro
MeponpuATUS.

5.6.3 MHTerpaumMoHHOe TeCTUpOBaHME NPOrpaMMHOro obecnevyeHus

N3rOTOBUTEJIb pomkeH TecTupoBaTb nHterpupoBaHHble [MPOIPAMMHBIE COCTABHBIE YACTU B
COOTBETCTBUM C MIaHOM MHTerpaumm (cMm. 5.1.5) n 4oKymMeHTMpOBaTh NoryYeHHble pe3ynetaThl. [Knaccel B, C]

5.6.4 CopepxaHue TeCTUPOBAHUS MHTErpaLlum NporpamMmmMHOro oéecnevyeHus

Mpn TecTMpoBaHMM nHTErpauumn nporpammHoro obecneyvenns N3rOTOBUTEJb gomkeH ycTaHOBUTS,
yTo MHTerpmpoBaHHasi MTIPOIMPAMMHAA COCTABHAA YACTb cyHKLUMOHUPYET B COOTBETCTBMM C NPEAYCMO-
TPEHHbIM HasHaveHneM. [Knacchl B, C]

Mpumevyanne 1 —Tlpumepamm MOTyT CRYXUTb:

- Tpebyemas pyHKUMOHANbHOCTb MPOrpaMmMHOro obecneyeHus;

- BbinonHeHune mep no YMNPABJIEHUIO PUCKOM,;

- ornpefeneHHas CUHXPOHM3aLMa 1 Apyrne pexvmMbl paboTsl;

- onpefeneHHoe (PyHKLMOHMPOBaHNE BHYTPEHHNX U BHELLHUX MHTEPXENCOB;

- TECTUpOBaHWE B HEHOPMarbHbIX YCNOBUSAX, BKMAYasd OBOCHOBAHHO MPOrHO3MPYEMOE HeMnpaBuIibHOE Mpu-
MeHeHue.

MpumMmedaHue 2— Bo3MOXHO 0B6bEAMHSATL TECTUPOBAHME UHTErpaLmMmn n Tectuposanue MPOTPAMMHOW CU-
CTEMBbI B eguHbin nnaH 1 coBokynHocte JEATENIbBHOCTW.

5.6.5 OueHuBaHuMe nNpoueayp TECTUPOBAHUA UHTErpaLmmu NporpaMmMHoOro obecnevyeHus

N3rOTOBUTEJb pomkeH OLIEHMBATL npouenypbl TECTMPOBaHMSA WMHTErpauun Ha afgekBaTHOCTb.
[Knaccol B, C]

5.6.6 NpoBeaeHne perpecCMOHHOIo TECTUPOBaHUA

Mo 3aBepLUeHUN MHTEerpaumm nNporpaMmMHbix coctaBHbix Yacten, WBTOTOBUTEJIb gomkeH npoBectn
PEMPECCNOHHOE TECTUPOBAHWME, nogoxogsiliee ons AEMOHCTpPaUUnN TOro, YTO B paHee NMHTErpupoBaH-
HOM NporpaMmMHoOM obecneyeHnn He Obinv 0BHapyxeHbl aedekTbl. [Knaccel B, C]

5.6.7 CopepxaHue 3annucen B OTHOLLEHUN PErPecCUOHHOIO TeCTUPOBaHUA

N3FOTOBUTEIb pgorxeH:

a) JOKYMEHTUpOBaTb pesynbraThbl TECTUPOBaHWS (COOTBETCTBYET, HE COOTBETCTBYET U nepeyveHb AHO-
MATNW);

b) coxpaHuTb CyLlecTBEHHbIE 3annCK C LeNbto CAeNnaTb BO3MOXHbIM MOBTOPHOE TECTMPOBAHNE;

C) ykasaTb N1LO, KOTOpoe MPOBOAUIIO TECTUPOBAHME.

[Knaccbl B, C]

Mpunmevyanne — TpebosaHne b) MOXET BbITb BLIMOMHEHO NyTEM COXPaHEHUS, Hanpuvep:

- cneumdurkaumin TeCToBOro Npumepa, NokasbiBaoLmnx Tpebyemble AeNCTBUSA N OXUAAEMbIe pe3ynbTaThl;

- 3anucen o6 obopyaosaHuu;

- 3anuncemn 0 TECTOBOM OKPYXEHWUW (BKIHOYas MporpamMmmHble MHCTPYMEHTbI), MCMOMNb3yeMOM Npv NPOBEAEHNN TECTU-
poBaHwus.
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5.6.8 Ucnonb3oBaHue NMPOLIECCA pelueHns npobrnem ¢ nporpaMMHbIM ob6ecneyeHnemM

N3rOTOBUTEJIb pomkeH BBoants AHOMAJINW, oBHapy>keHHble BO BpEMS UHTErpaLMm NporpaMMHOro
obecnevyeHus n TecTnpoBaHusa uHTerpaumm, B NMPOLIECC pelwennsa npobrnem ¢ nporpammMHbiM obecnedeHun-
eM. [Knacchl B, C]

MpumevyaHune — cm. pasgen 9.

5.7 TectupoBaHue MPOrPAMMHOW CUCTEMbI

5.7.1 YcTaHOBNEeHMe TeCTUPOBaHUA B OTHOLLUEHUN TPeboBaHMI K NporpaMMHOMY obecnevyeHuto

a) [ins nposeaeHna TectuposaHus NMPOrPAMMHOWM CUCTEMbl U3rOTOBUTESb gomxeH ycTaHo-
BWTb U BbINOMHUTb NepeYeHb TECTOB, BbIPaXXEHHbIX KaK BXOAHbIE AaHHble, OXugaeMble pesynbsraThl, KpuTepum
npvemMKn 1 npouenypsbl, C LEenbio y4eTa n oxeaTa TeCTUPOBaHMEM Bcex TpeboBaHui kK nporpammHomy obe-
cneyenuto. [Knaccel A, B, C]

MpumeyaHue 1 — [onyckaeTca o6bLeauHATL TECTUPOBAHME UHTErpaLmn 1 TecTuposaHne NMPOTPAMMHOW
CNCTEMBbI B eanHbin nnaH n cookynHoctb AEATEJNIbBHOCTW. Takke fonycTMmo TeCTMpOBaTh NporpammHoe obecneye-
HWe Ha bornee paHHMX CTagusX.

MpnmevyaHune 2— MOFyT npoBOAUTBLCA HE TOJNTbKO TECTUPOBaAHUA OTAESbHbIX Tpe6OBaHI/IIZ, HO U TECTUPOBAHUA
KoMOuHauum TpeGOBaHMVI, 0CobeHHo ecnu mMexay Tpe6OBaHMF|MVI CyLeCTBYHOT 3aBUCUMOCTW.

b) N3rOTOBUTEIb gomkeH OLIEHWTb agekBaTHOCTbL cTpaterun nposegerHus BEPUGUKALMN v Te-
CTOBbIX Npoueayp.

5.7.2 NMpumeHeHune MPOLIECCA pelweHusi npo6nem ¢ nporpaMmMHbIM o6ecrnevyeHnem

N3rOTOBUTEJIb pomkeH Beect AHOMAIUW, obHapyxeHHble BO Bpems ucnbitaHun NMPOITPAMM-
HOW CUCTEMBbI, B MPOLIECC peluenunsi npobnem ¢ nporpaMmHbiM obecniedernem. [Knaccbl A, B, C] I

5.7.3 NoBTOpHOE TECTUPOBaHUE NOCNE BHECEHUA U3BMEHEHMUN

[Mpy BHECEHNN N3MEHEHUI B XOA€E TECTMPOBAHMS NPOrPAMMHOW CUCTEMbIl U3FOTOBUTESb gon-
XKEH:

a) NOBTOPWUTb TECTUPOBAHME, BbINOMHUTE MOANMULNPOBAHHbIE TECTbl UMW AOMOMHUTENbHbIE TECThI,
€CInn NPMMEHUMO, C LIENbIo NPOBEPKU PE3YNbTaTUBHOCTM BHOCMMbIX U3MEHEHWI ANs ucnpasneHuns npobnem;

b) npoBecTn cooTBeTCTBYIOLLEE TECTUPOBAHME, HEOOXOANMOE AN AEMOHCTPaLMM OTCYTCTBUS BO3HUK-
HOBEHMWS HenpegHaMepeHHbIX MOBOYHbIX APIEKTOB;

¢) BbinonHuTb cootBeTcTByowyo OEATENIBHOCTb no MEHEOXMEHTY PUCKA, kak ycTaHOBMREHO
B7.4.

[Knacchl A, B, C]

5.7.4 OueHunBaHue TectuposaHusa MPOFPAMMHON CUCTEMbI

N3rOTOBUTEJb gomkeH OLLEHUTD uenecoobpasHoctb ctpaterni BEPUOUKALIMW v npoueayp Te-
CTMPOBaHWS.

N3rOTOBWTEJIb gomxeH npoBepuTb, YTO:

a) Bce TpeboBaHus K nporpaMmmMHOMY obecnedeHmto BbINM NPOTECTUPOBAHbI UM HbIM 0b6pazom BEPU-
®ULIMPOBAHDI;

b) Beaytcs 3anucu no NMPOCIIEXXMBAEMOCTW mexay TpeboBaHnsiMu K TporpaMMHOMyY obecneveHnto
n TecTammu unu apyroit BEPUOUKALIMEN;

C) pesynbraTbl TECTUPOBaHUSA COOTBETCTBYIOT TPeByeMbIM KpUTEPUAM MPUEMKMN.

[Knacchl A, B, C]

5.7.5 CopepxaHue oTyeTa no Tectuposanuto MPOrPAMMHOW CUCTEMbI

[nsa obecneyeHuns nostopsiemocTn TectoB ISTOTOBUTEJSIb gomkeH gokyMeHTUpoBaTh:

a) CCbIfIKM Ha KOHKPETHbIE MpoLeaypbl TECTUPOBaHMS C YKasdaHnem TpedyeMbix 4ENCTBUN U OXNOAaEMbIX
pesynbraTos;

b) pesynbTaThl TECTUPOBAHUSA (COOTBETCTBYET, HE cooTBETCTBYET M cricok AHOMATNIA);

C) BEepCuIo TECTMPYEMOrO NPOrpamMmmHOro obecneyeHus;

d) cooTBeTCTBYOLLME KOHUIYpaLMM TECTMPYEMOIO annapaTHOro U NporpaMMHOro obecneyeHns;

€) COOTBETCTBYHLUME CpeacTBa TECTMPOBAHNS;

f) maTy BbINOMHEHHOrO TECTUPOBAHNS;

g) naeHTudmkaumio nuua, OTBETCTBEHHOMO 3a NPoBeAeHMEe TECTUPOBaHNS 1 3anUCb €ro pesynsraTos.

[Knacchl A, B, C]
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I 5.8* Bbinyck nporpaMMHOro o6ecrne4yeHusi Ha CACTEMHOM YPOBHe

5.8.1 Ob6ecneyeHue 3aBepweHHocT BEPUDUKALIMU nporpammHoro o6ecneveHus

N3rOTOBUTEJb go Beinycka MPOIMPAMMHOIO OBECINEYEHWA B o6palleHne aormkeH obecneynTs,
4yT106bl AEATENIBHOCTb no BEPUN®UKALIMN Bcero nporpammHoro obecneyeHus Obina NONHOCTLIO 3aBep-
WweHa, a pesynbratel 661 OLLEHEHDI. [Knaccel A, B, C]

5.8.2 [JoKyMeHTMpOBaHUe U3BECTHbIX ocTaTouHbIx AHOMAITTUIA
H N3rOTOBUTEJIb pomkeH 3agoKymeHTUpoBaTb BCe u3BeCTHble ocTtatodHble AHOMAIUWN. [Knacchl

A, B, C]

5.8.3 OUEHUBAHME u3BecTHbIX ocTaTouHbix AHOMATTUN

N3rOTOBUTEJIb pgomkeH obecneuntb, YToObl BCe n3BeCTHble ocTaTodHble AHOMAJINN 6binn OLLE-
HEHbI, ¢ uenbto obecneyeHns OTCYTCTBMSA UX CMOCOBHOCTU COAENCTBOBATb BO3HUKHOBEHWUIO HEQOMYCTUMbIX
PUWUCKOB. [Knaccol B, C]

5.8.4 [lokyMmeHTMpoBaHue BbinyweHHbIXx BEPCUN

N3rOTOBUTEJIb gomkeH gokymeHTnpoate BEPCUIKO NMPOPAMMHOIO OBECIEYEHUA MEOU-
LIMHCKOI O U3OENUA, kotopas 6yaet Boinyckatbes. [Knacebl A, B, C]

5.8.5 [lokymeHTMpoBaHMWe CO3[aHUA BbINYLWEHHOro NPorpaMMHOro obecneyeHms

N3rOTOBWTEJIb gomkeH 0OKyMEHTMPOBAaTbL NpoLeaypy U OKpyXeHue (cpeay), Ucnornb3yemMble 4118 CO3-
AaHus BbINyLLEHHOro nporpaMmMHoro obecneveHus. [Knaccel B, C]

5.8.6 O6ecneyeHue NONHOrO 3aBepLUEHUS AeATENbLHOCTU U 3aday

N3rOTOBUTEJIb gomkeH obecneunTb BbinonHeHue Bcert QEATENIBHOCTW n Bcex SALAY, BxoasaLwwmx
B COCTaB nriaHa pa3paboTky (Mnu nnaHa TeXHNYeCKoW NogaepKkn) mporpaMmHoro obecnevyeHns, Hapsigy co
CBSI3aHHOM C HUMU AokymeHTaumen. [Knaccel B, C]

MpumevyaHne — Cm. 5.1.3.b).

5.8.7 ApxuBupoBaHue NporpaMMHOro obecneyeHus

N3roToBWTENb LOMKEH XPaHUTbL B apXuUBE:

a) MPOrPAMMHOE OBECMNEYEHWE MEOMLMHCKOIO U3AENNA n COCTABHOW YACTU KOHOW-
rYPALMIN;

b) pokymeHTauuto

B TeYeHMEe Kak MUHUMYM cpoka cnyx6bl NMPOMPAMMHOIO OBECIMEYEHUNA MEOVNUMHCKOIO U3-
OENWA, yctanoeneHHoro M3TOTOBUTEJIEM, nnn B Te4eHne cpoka, YCTaHOBMEHHOIO COOTBETCTBYHOLLMMM
perynupyroLmmmu TpeboBaHnaMuU.

[Knaccol A, B, C]

5.8.8 O6ecneyeHne HageXXHOW MOCTABKU BbINYLWEHHOIO NpPorpaMmMHOro obecnevyeHus

N3rOTOBUTEJIb gomkeH ycTaHOBUTbL npoueaypbl, obecneuvnBatolime, 4Tobbl BbinyweHHoe [MPO-
MPAMMHOE OBECIEYEHVE MEOVLUNHCKOIO U3OEJINA 6bino nocTaBneHo nonb3oBaTento (K MecTy ero
npuMeHeHns1) 6e3 NCKaXXeHUs UM HECAHKLMOHUPOBAHHOMO M3MEHEHUs. DT npoluenypbl AOMKHbI pacnpo-
CTpaHATbLCA Ha MPOM3BOACTBO M 0bpalleHne co cpeacteamu, cogepxawmmm NMPOMPAMMHOE OBECIEYE-
HWUE MEOVLMHCKOIO N3OENWA, n BkntoyaTtk, ecrnv NpUMEHNMO:

- co3gaHue Konuu;

- cpencTBa MapKMpOBKMY;

- YNakKoBKY;

- 3almTy;

- XpaHeHwue;

- MOCTaBKy.

[ [Knaccel A, B, C]

6 TexHu4yeckasa nogaepKka NPoOrpamMMHOro obecneyeHus

6.1* YcTaHOBreHue nyaHa TeXHU4YeCKoOn NoAaaepKKu nporpaMmMHoOro obecneyeHus

N3rOTOBUTEJIb gomkeH ycTtaHOBUTb NnaH (MNu NiaHbl) TEXHUYECKOM NOAAEPKKM NPOrpaMmMHOro obe-
crneveHus ansa BbinonHeHus JEATENIbHOCTU n 3AOAY MPOLIECCA TexHuyeckonm nogaepku. ATOT nnaH
OOIMKEH coaepkaTb:

a) npoueaypbi:

- Ons nonyyexus (yCTaHOBMEHMS),
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OOKYMEHTUPOBAHMS,
OLiEHNBaHUS,
ncnpasneHus,

- OTCNEeXuBaHus

no obpaTHoN CBA3N, BO3HMKaOLLEN (ycTaHaBnuBaemon) nocne Boinycka NPOMPAMMHOIO OBECIIE-
YEHWNA MEOVLIMHCKNX U3OENUI;

b) kpuTepun gns onpegenexunst Toro, YTo obpaTHas cBA3b SBNSETCS NPo6remMoi;

c) ucnonb3oBaHue NMPOLECCA MEHEI>KMEHTA PUCKA nporpammHoro obecnevyeHus;

d) ncnonb3oaHune NMPOLIECCA pelueHus npobrem nporpaMMHOro obecneyeHvs 4ns aHanusa u npu-
HATUSA peLleHni no npobnemam, Bo3HMKaroLWmm nocrne Bbinycka MPOMPAMMHOIO OBECIEYEHNA MEOW-
LIMHCKNX U3OENUI;

e) ncnonb3oaHune NMPOLECCA meHemXmeHTa KoHUrypaumm nporpaMMmHoro obecnevenus (pasgen 8)
ANS ynpasneHus moandukaumami cyliecTsytolien NMPOMPAMMHOW CUCTEMBI; [

f) npouenypel no OLUEHBAHWIO 1 npoBegeHuto:

- obHOBNEHMS,

- UcnpaeneHnst ownobok,

- UCMpaBreHun, BHOCUMBbIX B KOAbI («3annatkuy, «nardm»),

- NpU3HaHMs1 NporpaMMHoro obecneveHus yctapeBLnM, obpatuenus ¢ NMOHTI.

[Knaccol A, B, C]

6.2* AHanu3 moaudukaumm n npodnem

6.2.1 lokymeHTMpOoBaHWe U oLeHnBaHue o6paTHON CBA3MN

6.2.1.1 MoOHUTOPUHT 06paTHOW CBA3N

N3rOTOBUTEJIb gomkeH ocyLlecTBNSATb MOHUTOPUHT obpaTtHow ceA3m NMPOMPAMMHOIO OBECIIE-
YEHNA MEOVUMHCKOIO N3OENWA, BbINyLEHHOMO 4118 UCMONb30BaHMsA Mo Ha3HadeHuo. [Knaccel A, B, C]

6.2.1.2 JokymeHTmpoBaHue n OLIEHVIBAHWE obpaTHol cBsi3un

O6paTtHas cBsA3b foIMKHA ObITb JoKyMeHTMpoBaHa u OLUEHEHA ¢ uenbto onpefenexns cyllecTBoBaHmMs
npobnemsi B BbinyweHHom NMPOrPAMMHOM OBECTMEYEHUN MEONUMHCKOIO U3OENUA. Iiobasa Takas
npobnema gormkHa 6biTb 3apernctpupoaHa B OTHETE O MNMPOBJIEMAX (cMm. pasgen 9). OTHET O TMPO-
BJIEMAX porxeH cogepxaTb dakTUYeckne Unmnm BO3MOXHble HeOnaronpusiTHble COObITUSI U OTKITOHEHUS OT
cneundukauun. [Knaccol A, B, C]

6.2.1.3 OUEHMBAHUE Bnuanns OTYETOB O MNMPOBJIEMAX Ha BESOINMACHOCTb

Kaxgbin OTYHET O MNMPOBJIEMAX pomxeH 6biTb OLUJEHEH c uenbto onpegenernst ero BnusiHust Ha BE3-
OMNACHOCTb NMPOIM’PAMMHOIO OBECIEYEHNA MEOVWUVMHCKOIO U3OEJNA, BbinyweHHOro Anst uc-
Nnornb30BaHUsA Mo Ha3HadeHuto (cm. 9.2), n TpebyeTcs N U3MEHeHMe 3TOro NporpaMMHOro obecneyeHns ans
pelueHus npobnemsl. [Knaccol A, B, C]

6.2.2 Ucnonb3oBaHue NMPOLIECCA pelueHns npobrnem nporpamMmmMHOro o6ecnevyeHus

N3rOTOBUTEJIb pgomxeH ucnonb3oBatb NMPOLECC pelueHust npobrnemM nporpaMmHoro obecneyeHns
(cm. pasgen 9) B otHoweHun OTHETOB O MNMPOBJIEMAX. [Knaccel A, B, C]

Mpnmevyarnne — lMpobrnema moxeT ykasbiBaTb Ha To, 4To [MTPOIMPAMMHAA CUCTEMA wnun NMPOrPAMMHAA
COCTABHAA YACTb He Gbinn npaBuibHO OTHECEHbI K Kraccy 6es3onacHoCTM nporpammHoro obecneyenus. Npouecc
peLleHnsi Npobrembl MOXET COCTOATb B U3MEHEeHUM knacca 6esonacHoCTU nporpamMmmHoro obecneveHus. Nocne 3aeep-
wenust MPOLIECCA nio6oe nameHeHne knacca 6esonacHocti MPOFPAMMHOWM CUCTEMbI unn ee MPOrPAMMHON
COCTABHOW YACTW fomkHO BbiTb U3BECTHO U [OKYMEHTUPOBAHO.

6.2.3 Ananu3 3ANPOCOB HA USMEHEHUE

B pononHeHue k aHanuay, Tpebyemomy pasgenom 9, N3FOTOBUTEb gomkeH aHanM3npoBaTh Kax-
apin BANPOC HA USMEHEHWE c uenbto onpeaeneHus ero BnusiHusa Ha opraHmnsaumio, NMPOMPAMMHOE
OBECMNEYEHVNE MEOVUUMHCKOIO U3OENNA, BeinyWweHHOro Ans UCMoNb30BaHWs No HasHadveHwuto, n CU-
CTEMBbI, ¢ koTopbiMy O0HO B3anmogencTayerT. [Knacchl A, B, C]

6.2.4 Opno6penHue 3ANMPOCA HA USMEHEHUE

N3rOTOBUTEJb gomkeH OLUEHWUTB n ogobputs SAMNMPOCHI HA W3MEHEHWA, koTopble moandu-
umpytoT BbinyweHHoe MPOrPAMMHOE OBECMNEYEHVE MEOVLIMHCKOIO U3OENWA. [Knaccwl A, B, C] ||

6.2.5 UncbopmMupoBaHme nonb3oBaTernien U perynmpyrowmx opraHos H

N3rOTOBUTEJb gomkeH naeHtnduuymposats ogobpeHHble SANPOCHI HA USMEHEHWUA, koTopble
BMuMsOT Ha BbinyweHHoe NPOMPAMMHOE OBECTEYEHUWE MEOVUMHCKOIO U3OEJTNA.
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Ecnu TpebyeTtcs permoHanbHbiM perynvpoannem, USTOTOBUTEJSIb gomkeH nHdopmmpoBaTh NOMb30-
BaTenen n perynupyoLlmne opraHbi:
H a) o nbbix Npobnemax B 0THoweHuK BbinyweHHoro NMPOMPAMMHOIO OBECIMNEYEHNA MEOVLMH-
CKOIo UBOEJINA v nocneacTBusax AnutenbHOrO UCMONMb30BaHUSA HEU3MEHEHHOTO NMPOAYKTa;
b) o xapaktepe nOObIX AOCTYMHbLIX U3MeHeHun B BbinyweHHom NMPOMTPAMMHOM OBECIEYEHNU
H MEOMUMHCKOIO N3QEJINA n 0 ToM, Kak MoNy4nTb U YCTAHOBUTb 3T N3MEHEHMUS.
[Knaccbl A, B, C]

6.3* OcywectBneHne moaudukaumm

6.3.1 Ucnonb3oBaHue yctaHoBneHHoro MPOLIECCA ocyuwecTBneHusi mogudmkaumm
H N3rOTOBUTEJIb pomkeH ngeHtudpmumpoBatb 1 BbinonHATe Nobyto JEATENIbBHOCTD, ykasaHHyto B
pasgene 5, KoTopyo Heobxoanmo NOBTOPUTL B pe3dynbrate Mogudmkaumm. [Knaccel A, B, C]

MpumevyaHune — TpeboBaHusa B oTHoweHun MEHEIDKMEHTA PUCKA ansa nameHeHuin nporpammHoro obe-
creyeHnsi cM. B 7.4.

6.3.2 MoBTopHEIN BbINyck MoaudvumuposaHHon MPOrPAMMHOW CUCTEMbI
[ N3rOTOBWTEJIb gomkeH BbinyckaTb MoamMdukalmm cornacHo 5.8. [Knacckl A, B, C]

I MpnmevyaHnne — Moagmdukaumm MoryT ObITb peann3oBaHbl Kak YacTb MOMHOW NOBTOPHO BbinyLueHHon MPO-
TPAMMHOW CUCTEMBbI unu kak Habop moandukaumm, Bknoyaowmn nameHeHHsle MPOMPAMMHBLIE COCTABHbIE YA-
CTW, a Takke MHCTPYMEHTbI, HEOOXOAMMbIE ANS1 YCTAHOBKWU U3MEHEHUI Kak Mogudukauum cywecteytowert NMPOMPAMM-
HOWM CUCTEMBI.

7 NMPOLUECC MEHE>XKMEHTA PUCKA nporpammHoro o6ecne4yeHus

7.1* AHanu3 nporpamMmmMHoro obBecneyeHus, CHOCOGCTBYI'OLIJ,GFO OonacHbIM cUTyauusam

7.1.1 Upnentndmkaums NMPOMPAMMHbIX COCTABHbIX YACTEMW, koTopblie mMoryT cnoco6cTBo-
BaTb BO3HUKHOBEHMIO ONACHbIX CUTYyaLun

N3rOTOBUTESb gomkeH ngeHtudmumnposate NPOMPAMMHBIE COCTABHBIE YACTW, koTopblie Mo-
ryT cnocobCcTBOBaTbh BO3HMKHOBEHUIO OMACHbBIX CUTYaUUiA, UOEHTUULMPOBAHHBIX NMpU ocyLlecTBreHnn JEA-
TENbHOCTWU no AHATNTINU3Y PUCKA MEOVLUMNHCKOIO UN3LOEJINA, koTopasi 4omkHa NpOBOAUTLCS COTNacHO
ISO 14971 (cm. 4.2). [Knaccel B, C]

MpumevyaHune — OnacHble cUTyaumm MOryT SBASATLCH NpsMbIM crieacterveM otkasa NPOMPAMMHOIO OBE-
CMNEYEHWA vnu Bo3HKMkHYTb B pe3ynbTraTe oTkasa mep no YMNPABJIEHNKO PUCKAMW, koTopble BKIOYEHBI B MPOrpaMm-
Hoe obecneveHue.

7.1.2 WpeHTudmrKauma noteHUuanbHbIX MPUYUH, CNOCOOCTBYHOLMNX BO3HUKHOBEHUIO OMACHbIX
cutyaummn

N3rOTOBUTEJTIb pomkeH naeHTMdmumMpoBaTb NoTEHUManbHble NPUYMHBI, MO KOTOPbLIM YKa3aHHble B
npeabigywiem nyHkte NMPOMPAMMHbBIE COCTABHbBLIE YACTW moryT cnocobctBOBaTE BO3HUKHOBEHWIO ONac-
HbIX CUTYyaLUi.

N3rOTOBNTEJTb gomkeH paccMOTpeTb NoTeHUMarnbHble NPUYUHbI, BKIKOYas, eCrnv NPpUMeHUMO:

- HenpaBuUITbHYIO UITN HEMOMMHY0 cneuudurKaumnio yHKLUMOHANbHOCTY;

- pgedpbekTbl NnporpammHoro obecneyeHns, naeHTUdULMpoBaHHble B onpedeneHHblx gyHkumax MPO-
FPAMMHOW COCTABHOW YACTMU;

- OTKasbl UNN HeoxXnaaemble pesynsratbl, ncxogswume ot MNOHIT;

- OTKasbl annapaTtHbIx cpeacTs unu gpyrme gedektsl NMPOMPAMMHOIO OBECIEYEHWA, koTopble
MOTyT MPUBECTU K HenpeackasyeMbIM onepaumsmM nporpammHoro obecneveHus;

- 060CHOBaHHO MPOrHO3NPYyeEMOoe HenpaBuIlbHOE NPUMEHEHME.

[Knacchl B, C]

7.1.3 OUEHUBAHME ony6numkoBaHHbIx cnuckos AHOMATUIA NOHNM

Ecnu oTkas nnu ncxogsme ot NMOHIT Heoxmnaaemble pesynstathbl SBASKOTCS NOTEHLMANbHON NPUYNHON
Toro, 4yto MPOPAMMHAA COCTABHAA YACTb moxeT cnocobcTBOBaTb BO3HUKHOBEHMWIO OMAacHbIX CUTYa-
uun, To UBFrOTOBUTEJTb gomkeH OLUEHVIBATb kak MuHMMyM ntoBoK cnnmcok AHOMANUN, onybnvkoBaH-
HbI nocTasLmkoM anemeHToB MOHI, ncnonbsyembix 8 MEOVLUIMHCKOM USOENWNW, ytobbl onpenenuvts,
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npuBoAnT N No6as 13 nssectHbix AHOMATIMI k nocnenoBaTenbHOCTU COBbLITUIA, KOTOPbIe MOryT NPUBECTU
k onacHou cutyaumn. [Knaccel B, C]

7.1.4 lokymeHTUpOBaHMe NoTeHUMarnbHbIX NPUYUH

N3rOTOBUTENb gomxeH aokymeHTuposats B PANNE MEHE>KMEHTA PUCKA noTeHumanbHble npu-
4nHbl, No kotopbiM NMPOMPAMMHAA COCTABHAA YACTb moxeT cnocobcTBoBaTb BO3HUKHOBEHMIO OMACHOW
cutyauum (cMm. 1ISO 14971). [Knacchkl B, C]

7.2 Mepbi no YINPABJIEHUIO PUCKOM

7.2.1 OnpegeneHue mep no YNPABJIEHUIO PUCKOM

B OTHOLLEHUM Kaxaoro criyyas, sapernctpuposaHHoro 8 PANNE MEHEIXXMEHTA PUCKA, npu ko-
Topom MPOTPAMMHAA COCTABHASA YACTb moxeT cnocobcTBoBaTh Bo3HMKHOBEHMIO OMACHOW CUTY-
AUNN, N3TOTOBUTEIb gormkeH onpedenvTb U JOKyMeHTUpoBaTb Mepbl no YIPABJIEHUIO PUCKOM B
cootBeTcTBUM ¢ ISO 14971. [Knaccel B, C]

Mpnmevarnne — Mepbl no YNPABINEHNIO PUCKOM moryT 6biTe peanusoBaHbl B annapaTHbIX cpeacTsax,
nporpammHoM obecrneyeHun, paboyen cpege unn B MHCTPYKLUSIX NOnb3oBaTens.

7.2.2 Mepbi no YIIPABITEHUKO PUCKOM, peanusoBaHHble B NporpaMmMHOM ob6ecnevyeHum

Ecnu mepa no YNPABNEHWIO PUCKOM peanuaytoTcst kak 4acTb dyHkLmuin MPOrPAMMHOWM COCTAB-
HOW YACTWU, To UBTOTOBUTEJb gomxeH:

a) BknounTb Mmepy no YIMPABITEHNKO PUCKOM B TpeboBaHMs kK nporpammHoOMy obecneyeHuio;

b) HasHaunTb kaxaon NMPOMPAMMHOW COCTABHOW YACTU, kotopasi cnocobeTeyeT peanusauum
mMepbl no YINPABJIEHMKO PUCKOM, knacc 6e3onacHOCTU NporpaMMHOro obecnevyeHunsi, OCHOBaHHbI Ha PU-
CKE, koTopbIM ynpaenseT gaHHas mepa no YIPABJIEHVO PUCKOM (cm. 4.3 a);

c) paspabotatb MPOIMPAMMHYIO COCTABHYHO YACTb B cooTBETCTBUM C pasgernom 5.

[Knaccol B, C]

MpnmevyaHne — 310 TpeboBaHve obecneunmBaeT AOMNONHUTENBHOE yTOuHeHMe TpebosaHun no YIPABJIE-
HWIO PUCKOM B ISO 14971.

7.3 Bepudukauma mep no YNPABIIEHUO PUCKOM

7.3.1 NMpoeepneHue Bepudukauyum mep no YNPABJIIEHUAIO PUCKOM

BbinonHeHue kaxgon mepbl no YMNPABIEHUKO PUCKOM, nokymeHTMpOBaHHOM B 7.2, OOMKHO ObiTb
BepuduumposaHo, a cama BEPUOUKAUWA pgomkHa ObiTe gokymeHTupoBaHa. U3TOTOBUTESIb gomkeH
npoaHanuanpoBatb Mepbl no YINPABJIEHVKO PUCKAMW 1 onpenenntb nx cnocobHOCTbL NPUBECTU K BO3HUK-
HoBeHuto Hoolt OMTACHOW CUTYALIUW. [Knaccel B, C]

7.3.2 lokymeHTUpOBaHM1e NOObLIX HOBLIX NOCeA0BaTEeNIbHOCTEN COOLITUMN H

He npumeHsieTcs.

7.3.3 OokymeHTupoBaHue NMPOCITEXXUBAEMOCTHU

N3rOTOBUTEJIb gomxeH cooTeeTcTByOWMM 06paszom gokymeHTupoaTtb NMPOCIIEXXMBAEMOCTD B
oTHowweHun ONMACHOCTEW nporpammHoro obecneyeHus:

- oT onacHoit cutyaumn o MPOrPAMMHOW COCTABHOW YACTW;

- ot MPOrPAMMHOW COCTABHOW YACTW 10 KOHKPETHO NPUYMHLI B MPOrPpaMMHOM 0BecrneveHni;

- OT NPUYKUHBI B NporpammMmHom obecneyeHumn go mepsl no YMNPABJIIEHUKO PUCKOM;

- oT mepsbl no YIMNPABJIEHUKO PUCKOM go BEPUNOUKALUKNWN mepsl no YTITPABITEHUIO PUCKOM.

[Knaccol B, C]

MpumevyaHne — Cm. ISO 14971:2007, otyet no MEHEI>KMEHTY PUCKA.

7.4 MEHEO)XXMEHT PUCKA B OTHOLUEHUM U3MEHEHUW NMPOorpaMMHOro obecnevyeHus

7.4.1 AHanus namenexsun NMPOrPAMMHOIO OBECIMNEYEHUA MEOULUWHCKOIO U3OENUA B oT-
HoweHun BE3OMNMACHOCTH

N3rOTOBUTEJIb o6s3aH aHanuamposBatb nameHeHus B NMPOrPAMMHOM OBECIEYEHUN MEOW-
LIMHCKOIO U3OENUA (Bkntodas MOHTI) ¢ uenbto onpeaenexHms:

- CyLLeCTBOBaHMWS He BbISIBNIEHHbIX paHee NPUYnH, CNocobCTBYOLLMX BO3HUKHOBEHWIO ONMACHOW CUTyaumu;

- TpebyloTCs N JoNonHUTENbHbIE NporpammHblie mepbl no YMPABJIEHUIO PUCKOM.

[Knaccol A, B, C]
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7.4.2 AHanu3 BNUAHWA U3MEHEHUW NporpamMMHOro ob6ecne4yeHuss Ha BbINOJIHEHHbIE Mepbl MO
YMNPABJIEHUKO PUCKOM

N3rOTOBUTEJIb gomkeH aHannanpoBaTb N3MEHEHMSI MPOrpaMMHOro obecneyvyeHuns, BKnovas n3ameHe-
Hust MOHTIT, ¢ uenblo onpeaeneHns BO3MOXHOCTU KOH(NMKTa MOaUULMPOBaHHOIO NporpammHoro obecne-
YeHus 1 BbIMonHeHHbIX mep no YIMPABITEHUKO PUCKOM. [Knaccel B, C]

7.4.3 OcywectBnenne JEATENIbHOCTU no MEHEO)XXMEHTY PUCKA, ocHoBaHHOW Ha pe3ynbTra-
Tax aHanusa

N3rOTOBUTEJIb pgomkeH ocywectBuTb ymecTHyto JEATENIBHOCTb no MEHEIXKMEHTY PUCKA,
KoTopas onpegerneHa B 7.1, 7.2 n 7.3, OCHOBaHHy0 Ha pesyrnbsraTax npoBegeHHoro aHanmaa. [Knaccel B, C]

8* MPOLIECC meHemXMeHTa KOHpUrypaumm nporpammHoro obecneyeHus

8.1* UpeHTudmkauma koHdurypaumm

8.1.1 YcTaHoBneHue cpeacts naeHTudmkaumn COCTABHOU YACTU KOHOUTYPALIUU
H N3FrOTOBUTEJIb gomkeH ycTaHOBUTbL CXeMY YHUKanbHOW naeHTUuKaLmm nognexalimx ynpasneHuro
COCTABHbIX YACTEN KOH®UIYPALIMU 1 ux BEPCUW B COOTBETCTBUM C NNaHNPOBaHUEM pa3paboTku 1
KOHdpurypaumm, yctaHosneHHoun B 5.1. [Knacchel A, B, C]
8.1.2 UpeHTndukauma NOHMN
Ons kaxpoit COCTABHOW YACTU KOHOUTYPALIMW MOHT, koTopblii OyaeT Mcnonb3oBaTbCs, BKIHO-
Yyasi bubnuotekn craHgaptos, MSTOTOBUTEJIb pnomkeH OOKYMEHTUPOBAT:
a) HavMEeHOBaHWE;
b) N3rOTOBUTENHA;
C) YHUKanbHbIM yKkasaTenb (06o3HaveHne) MOHTIT.
[ [Knaccbl A, B, C]

MpumevyaHune — YHukanbHbiM ykadatenem MNOHI moxeT 6biTb, Hanpumep, BEPCUA, nata Bbinycka, Homep
narya unm obosHauyeHne MogepHU3aLun.

8.1.3 UpeHTudnKaumsa aokymeHTaumm koHdurypauum CUCTEMbI

N3rOTOBUTENb gomxeH gokymeHTuposaTb Ha6op COCTABHbLIX YACTEW KOHOUIYPALIMM 1 ux
BEPCWW, exoaswmx B coctas koHdurypauuu MPOrPAMMHOW CUCTEMBI.

[Knaccbl A, B, C]

8.2* YnpaBneHue uaMeHeHUAMMU

8.2.1 Ogo6peHue 3ANMPOCOB HA UBMEHEHUA
N3rOTOBUTEJIb moxeT nameHsate COCTABHBIE YACTUN KOHOUTYPALINW, noeHTugmumnpoBaHHbie
| kak nognexaiyme ynpasneHuto cornacHo 8.1, Tonbko nocne Toro, kak byaeT ogobpeH 3ANMPOC HA N3MEHE-
HWA. [Knaccol A, B, C]

Mpunmevyarnne 1— Pewenne ogobputs SANPOC HA MSMEHEHWA moxeT 6biTb yacTbio NMPOLIECCA ynpas-
neHusa nameHeHnsamu unm yacteto gpyroro NPOLIECCA. 3ToT noanyHKT TpebyeT TOnbKO Toro, YTobbl 0400peHne nameHe-
HWS NPEALLECTBOBANO €0 BbINOMHEHUIO.

MpumevyaHune 2— B otHoweHun 3ANIPOCOB HA UBMEHEHWA Ha pa3Hbix CTaansix XXM3HEHHOTO LiMKna MoryT
| ncnonbsosatbes pasnuyHbie NMPOLIECCHI ogo6peHus, kak aTo yCTaHOBNEHO B nnaHax, cM. 5.1.1 d) n 6.1 e).

8.2.2 OcyuwiecTBreHne N3MeHeHUn

N3FrOTOBUTEJIb pomkeH ocyLlecTBUTb M3MEHeHWe Tak, kak a1o onpefeneHo B 3ANPOCE HA A3-
MEHEHWNA. N3TOTOBUTESb pgomkeH naeHTUdUUMpoBaTh U BbiNonHWUTL nodyto JEATENBHOCTb, koTo-
PYIO HY>XHO MOBTOPUTbL U3-3a NPOU3BEAEHHbIX U3MEHEHWI, BKIoYasi UaMeHeHne knacca 6esonacHoctu MNPO-
PAMMHbIX CUCTEM un NMPOIrPAMMHbIX COCTABHbIX YACTEW. [Knaccsl A, B, C]

MpumevyaHne — [aHHbIN NOANYHKT YCTAHaBMUBAET, Kak M3MEHEHMe OOMKHO ObiTb peanv3oBaHo Ansa obe-
cneyeHnss Hagnexaluero ynpasneHus n3MeHeHusasMn. JTO He O3HaYaeT, YTo BHeapeHue (peanusauns) ABNAeTcs HeoTb-
emnemon yactbto NMPOLIECCA ynpaeneHuns nameHeHnsamu. lNMpu BHeOpeHUn JOMKHbI MCMOMNb30BaTbLCS 3anfiaHMpoBaHHbIe
MPOLIECCHI, cm. 5.1.1 e) n 6.1 e).
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8.2.3 BEPUDOUKALIUA nameHeHum

M3rOTOBUTEJIb gomxeH NpoBepsiTb MU3MEHEHUS, BKtovas noBTopeHne nodon BEPUOUKALINWN, ko-
TOpas cTana HeJenCTBUTENbHOM Nocrne BHeCEHUS UBMEHEHUI, a Takke yaenuTb BHUMaHue 5.7.2 n 9.7. [Knac-
cbl A, B, C]

Mpunmevyarnne — [anHbin nognyHkT TpebyeT Toneko BEPUOUKALMNA nameHennin. OH He noppasymeBaet
Toro, 4to BEPUPUKALINA — HeoTbemnemas yactb NMPOLIECCA ynpasnenus namerHenuamn. BEPUGUKALINA ponxHa
ucnonb3oBatb 3annaHuposaHHble MPOLUECCHI, cm. 5.1.1 o) n 6.1 e).

8.2.4 O6ecneuyeHue cpeacTBamu ana MPOCIEXXUBAEMOCTU nameHeHun

N3rOTOBUTEJIb gomkeH nogaepXmBaTth 3anncu 0 B3auMOCBSA3SAX Y 3aBUCMMOCTAX MEXAY: I
a) SANPOCAMN HA NBMEHEHVE,

b) cootetcTBytowmMn OTHETAMW O NMPOBIEMAX,

c) opgobpenuamm 3ANPOCA HA NBMEHEHWE.

[Knaccel A, B, C] I

8.3* Yyet cTtatyca KoHdurypaumm

N3FrOTOBUTEJIb gomkeH coxpaHsATb BOCCTaHaBMMBaeMble 3anvcyn o6 uctopum ynpaensaembix CO-
CTABHbIX YACTEW KOH®UIYPALIMW, BKmtouast koHdurypaumio CUCTEMBI. [Knaccsl A, B, C]

9 MPOLIECC pelweHus npobnem nporpaMMHoOro o6ecneyeHus

9.1 NogroroBka OTYHETOB O NMPOBJIEMAX

N3rOTOBUTEJb gomken nogrotoBute OTYET O MNMPOBJIEMAX B OTHOLLEHUN KaXkaow npobnemsbl, 06-
HapyxeHHol B NMPOMPAMMHOM OBECMEYEHUW MEOVUMHCKOIO U3OENINA. OTYETbLI O MPOBJIE-
MAX [ormKHbI BKMOYaTb 3aKMYeHNEe O KPUTUYHOCTM (Hanpumep, BMsiHME Ha PyHKLMOHANbHbIE XapaKTepu-
ctukn, BESOMNACHOCTbD unn 3AWLMUWEHHOCTD), a Takke Apyryto nHdopmMaLmio, Kotopasi MOXXET NOMOYb
B peLLeHun npobnembl (Hanpumep, 3aTPOHYTbIE YCTPOMCTBA, 3aTPOHYTOE BCriOMOoraTenibHoe obopyaoBaHue).
[Knaccbl A, B, C]

Mpunmevyanne —Ilpobnemsl MOryT 6biTb OGHAPYXEHbI 4O UKW Nocne Bbinycka, BHyTpy opraHusauun U3roTO-
BWTENA unu BHe ee.

9.2 UccnepoBaHue npobnembl

N3rOTOBUTEJIb gomnxeH:

- uccnegosaTtb Npobrnemy u, ecnv BO3MOXHO, ONPeaenuTb NPUYMHBbI;

- OUEHWTb BnusiHne npobnemsbl Ha BESOIMACHOCTDb, ncnonesys NMPOLECC MEHEIDKMEHTA PW-
CKA (paspen 7);

- OOKYMEHTMPOBATb pe3yrbTaTbl UCCNEAOBaHUSA U OLIEHKN;

- cosgatb 3AMNPOC (BAMNPOCHLI) HA UBMEHEHWE B oTHOLWEHWM AeNCTBUIA, HEOBXOOUMbIX A51S UC-
npaeneHust Npobnemel, UMM AOKYMEHTMPOBaTb OObACHEHME TOro, MNOYeMy HUKaKMe OENCTBUS He npepnpu-
HATBI. [Knaccel A, B, C]

MpumevyaHune — lNpobrnema He obsasatenbHO fomkHA ObITb ucnpaeneHa U3FTOTOBUTEJIEM, 4tobbl cooT-
BetctBoBaTb NMPOLIECCY pelwenus npobnem nporpamMmHoro obecneyeHusi, npu ycrioBuu, 4To npobnema He siBNseTca
BaykHoM Anst obecneveHns BE3OMNMACHOCTW.

9.3 KoHcynbTupoBaHue 3anHTepecoBaHHbIX CTOPOH

Ecnu npumennmo, USFTOTOBUTESb gomkeH KOHCYNbTUPOBaTb 3aMHTEPECOBaHHbIE CTOPOHbI OTHOCK-
TenbHO cyllecTBytowen npobremsl. [Knaccel A, B, C]

MpumevyaHne — MNpobnembl MOryT ObITb OGHaPYXKEHbI 4O MW MOCne BbiNycka, BHYTpu opraHusaumm N3Io-
TOBUTEJA nnn BHe ee. USTOTOBUTESb cam onpegensieT 3anHTepecoBaHHble CTOPOHbI B 3aBUCMMOCTU OT CUTYyaLu.

9.4 Ucnonb3oBaHue npouecca ynpasneHnsa UaMeHeHUaAMu

N3rOTOBUTEJb gomxeH ogobputb 1 ocywectentb Bce SANPOCHI HA NBMEHEHWA, cobniogas Tpe-
6oBaHus NMPOLIECCA ynpaeneHusi uameHeHnsamum (cm. nyHKT 8.2). [Knaccel A, B, C]
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9.5 MoapepxaHue 3anucen
N3rOTOBUTEJb pgomkeH nogaepxusatb 3anucu B otHoweHn OTHETOB O MPOBJIEMAX n npuHsa-

ThIX pelleHusx, Bkrtovasd nx BEPUOUKALIUIO.

Ecnu npumennmo, N3FTOTOBUTEJIb gomkeH o6HOBNATH ®AVN MEHEI)XXMEHTA PUCKA. [Knaccbl

A, B, C]

9.6 AHanus npo6neM Ha NnpeaMeT BbiIBNIEHUS TeHOEHL U

N3rOTOBUTEJIb gomkeH npoBOAMTb aHanus ¢ Lenbto onpeaenenns teHgeHummn 8 OTHETAX O MPO-

BJIEMAX. [Knacchl A, B, C]

9.7 BEPUDOUKALIUA pelueHns npobrnem nporpamMmMHOro oéecrnevyeHus

- NBrOTOBUTEJIb gomxeH BepnmLUMpoBaTh PELLEHUS C LENb ONpeaeneHmns:

Obina v npobnema peleHa n 6uin nn 3aBeplieH OTHET O MNMPOBJIEME;

ObInK N NpeoaoneHbl HebnaronpUATHbIE TEHAEHLUM;

- 661 in SAMNPOC HA MBMEHEHWA peanusoBaH B cootBeTcTBytowwem NPOMPAMMHOM OBECIIE-

| YEHWW MEOULIMHCKNX N3AENUA n OEATENBHOCTWY;

- MOSIBUNWCb 1M OOMOSHUTENbHbIE NPOGEMbI.
[Knaccbl A, B, C]

9.8 CoaepkaHne JOKYMEHTaLum no TeCTMpPOBaHUIO

Mpn npoBegeHnn TeCTUPOBaHUS, Npu NOBTOpHOM TecTupoBaHun unn PEFTPECCNOHHOM TECTUPO-

BAHWW NMPOIrPAMMHbIX COCTABHbLIX YACTEW n CUCTEM, cneayowmx 3a usmeHennem, M3roTOBU-
TEJIb fomKeH BKAYUTb B JOKYMEHTALMIO NO UCMbITAHUSM:

24

a) pesynbTaTbl TECTUPOBAHUS;

b) obHapyxeHHble AHOMAJINW;

c) BEPCUIO Tectnpyemoro nporpammMHoOro obecneveHms;

d) cooTBeTCTBytOLIME annapaTtHble 1 TECTOBbIE KOHbUrypauum nporpaMmMHOro obecneyeHus;
€) COOTBETCTBYIOLLME UHCTPYMEHThLI TECTUPOBAHMS;

f) maTy npoBeaeHus TECTUPOBAHUS;

g) vaeHTUdrKauuo nuua, NpoBOAMBLLENO TECTUPOBAHME.

[Knaccbl A, B, C]
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MpunoxeHue A
(cnpaBo4HOE)

O6ocHoBaHMe Tpe6oBaHUI HAaCTOSALLEro cTaHaapTa

B maHHOM npunoxeHun npuBegeHo ob60ocHOBaHME NONOXEHUIA HACTOSILLIErO CTaHgapTa.

A.1 O6ocHOBaHue

OcHoBHbIM TpeboBaHWeM HaCTOSILLEro cTaHAapTa sBNSeTcs BbiNonHeHne coBokynHocTy NMPOLIECCOB, koTopble
HaOnNeXxuT NpUMeHsTb Npu paspaboTke n TexHudeckon nogaepxke NMPOMPAMMHOIO OOBECMNEYEHNA MEOMNUNH-
CKOI'O USOEJINA, a Takke Bbibop aTux NMPOLIECCOB, ncxons n3 PUCKA onsa naumMeHToB 1 TpeTbux nuy,. 3To cnegyeT
13 TBEpAOro ybexaeHns B TOM, YTO ANl yCTaHOBMEHNs 6e30MacHOCTU PyHKLMOHMPOBaHUSA MPOrpaMMHOro obecneyeHuns
O[HOrO NULLb TECTUPOBAHUS HEAOCTATOYHO.

MPOLIECCHbI, Tpebyemblie HacToSLWMM CTAaHAAPTOM, MOXHO pPa3genunTb Ha ABe KaTeropuu:

- MPOLIECCHI ans onpenenexns PUCKOB, BoaHMKaIOLMX OT DYHKLMOHMPOBaHMA kaxaon NMPOrPAMMHOWN CO-
CTABHOW YACTW B nporpaMMHOM 06ecnedeHny;

- MPOLIECCHI ansi CHWxeHUst BEpOSITHOCTM OTKasa mporpaMmHoro obecnedeHus Ans kaxgon NMPOTPAMMHON
COCTABHOW YACTW, BbiGpaHHble Ha OCHOBE 3TUX onpeaeneHHbix PUCKOB.

Hacrosawwi ctaHgapt TpebyeT, 4Tobbl NepBas KaTeropusi NPoLeccoB BbinonHsnacb ans nobdoro MO MEOVLNH-
CKWX U3OENWN, a BTopas kaTeropus — Tonbko Ans BbiGpaHHbIX NMPOMPAMMHbBLIX COCTABHbLIX YACTEW.

CnepoBaTtenbHO, ANs COOTBETCTBUSI HACTOSLLEMY CTaHAApTy OOMKEH ObiTb peann3oBaH OOKYMEHTMPOBAaHHbLIN
AHATN3 PUCKOB, nageHTnduumpyoLwuii npegckasyemble NocneaoBaTenibHOCTM cobbITUIA, CBA3AHHbIE C HANWYNEM NPO-
rpamMmHoro obecreyenus, KoTopele MoryT npusectn k OTTACHOM CUTYALIMK (cm. 1SO 14971). OMACHBIE CUTYALIUW,
KOTOpble MOryT GbiTb KOCBEHHO BbI3BaHbl NPOrpaMMHbIM obecneveHrem (Hanpyumep, nyTem NpeaoCcTaBreHns BBOASLLEN
B 3abnyxageHne nHpopmaLlmm, kotopasi MOXKET MPUBECTM K HA3HAYEHWNIO HEBEPHOTO NeYeHust), OOMKHbI OblTb BKIIOYEHbLI B
atot AHANMU3 PUCKOB.

Bess JEATEJIbHOCTDL Tpebytowasica B pamkax nepson kateropun NMPOLIECCOB, o6o3HayeHa B HOpMaTUBHOM
TekcTe kak «[Knaccel A, B, C]», yka3biBasi, 4To oHa TpebyeTcs BHE 3aBMCUMMOCTM OT Krnacca 6e3onacHOCTU NporpaMmMHOro
obecneyeHuns, K KOTOPOMY OHa OTHOCUTCS.

OEATENBHOCTDb 1pebyetca ans knaccoB A, B n C no cneayoowmm npuynHam:

- OEATENBbHOCTbL cosgaet nnaH, nmetowmin otHoweHne kK MEHEI>)KMEHTY PUCKA vnu knaccudmkaumm npo-
rpaMmmHoro obecneyeHnsi no 6e3onacHoOCTy;

- OEATENBHOCTb npousBoguT pesynbraT, KOTopbln ABnseTcs BxogHbIMU AaHHbiMn ang MEHEKMEHTA PU-
CKA unu knaccudukauum 6e3onacHoCTM NporpaMmMHOro obecneyeHuns;

- OEATENBbHOCTb sensietca yacteto MEHEIDKMEHTA PUCKA nnn knaccudumkaumm 6e3onacHocTn nporpaMm-
Horo obecneyeHus;

- OEATEJNIBHOCTb yctaHaBnuBaeT cuctemMy ynpasrneHuns, AOKyMEeHTaLUMmn unvm BeAeHns 3anmcein, kotopas nogaep-
xveaetr MEHEIXXKMEHT PUCKA unu knaccudukaumio 6e3onacHOCTU NporpaMmHoOro obecnevenus;

- DEATENBHOCTb 06bl4HO UMEET MecTo, Korda knaccugukaums ceazaHHoro ¢ Helt MO HensBecTHa;

- OEATENBHOCTb moxeT Bbi3BaTb M3MEHEHWE, NpUBOAsLLEE K M3MEHEHMIO Knacca 6e30MacHOCTM CBA3aHHOIO C
Hel nporpaMMHoro obecneyeHusi. ATo BKroYaeT oObHapyXXeHNe 1 aHanm3 Npobrnem cBA3aHHbIX ¢ 6e30MacHOCTbLIO nocne
BbIMycKa.

Opyrue MPOLIECCHhI, Tpebytowmecs Toneko ans NMPOTPAMMHBIX CUCTEM wnv gna MPOMPAMMHbBLIX COCTAB-
HbIX YACTEW, knaccudmumpytotes kak knaccbl 6esonacHoctvt B unu C. AEATENBHOCTb, Tpebytowwascs kak 4acTb 3TUX
MPOLIECCOB, yka3aHa B HopmaTMBHOM TekcTe kak «[Knaccbl B, C]» unu «[Knacc C]», ykasbiBasi, 4To oHa TpebyeTcs B
3aBMCUMOCTM OT Krnacca 6e3onacHoOCT NporpaMMHoro obecrneyveHusi, K KOTOPOMY OHa OTHOCUTCS.

OEATENBHOCTbL Tpebyetcsa BbIOOPOYHO Anst nporpammHoro obecnedeHust knaccos B n C no cneayowmm npu-
YnHaMm:

- OEATENBbHOCTbL noBbIWaeT HageXHOCTb NporpaMMHOro obecrnevenusi, Tpebyst Gonbluen OeTanbHOCTM Unu
BonbLue TOYHOCTV B An3ariHe, TecTupoBaHun unu gpyron BEPUGUKALINN;

- OEATEJNBHOCTb siBnsieTca ynpaBneH4YecKkon, nogaepxvBatoLlen apyryto esaTenbHoCTb, Tpebyemyto ans knac-
coBBuC;

- OEATENBbHOCTb nopgaepxuaet koppekumto cesazaHHbix ¢ BESOMACHOCTBLIO npobnewm;

- OEATENBbHOCTb obecneumBaeT BegeHne 3anucei No NpoekTy (amsanHy), umnnementauun, BEPUOGUKALINU n
BbInycky cBsidaHHoro ¢ BESONMACHOCTbBHKO nporpammHoro obecneyeHus;

OEATENBHOCTb Tpebyetcsa BbIbopo4HO Ans knacca C no crnegyowmnm npuyinHam:

- DEATENBHOCTb ewe 6onblie nosbiwaet HagexHoctb CUCTEMbI, Tpebyst 6onee TwatensHoro, unu 6onee
TOYHOro, unu 6onee BHMMAaTENbHOIO OTHOLLEHMS K OTAEMNbHLIM BONpOcaM MpoekTa (au3anHa), TECTUPOBaHWUsS U Apyromn
BEPNOUNKALNN.

Cnenyet otmeTuTb, 4to Bce NMPOLUECCHI n OEATENIBHOCTD, ykasaHHble B HAcTOsILLIEM CTaHOapTe, SBMAOTCS
3HaYMMbIMK ANnst oGecneyeHnst paspaboTky 1 TEXHUYECKOW NOoAAEP KM BbICOKOKAYECTBEHHOIO NporpamMmmHoro obecneve-
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Husa. OTcyTcTBMe MHornx n3 atnx NMPOLECCOB un OEATENBbHOCTU B kadvecTBe TpebosaHun ang MO knacca A He nog-
| pasymesaer, uto atn NMPOLIECCHI n AEATENIbHOCTb He siBNsAtoTCS BaXHBIMW UNK He pekomeHaytoTes. I oTcyTcTBre
onpasaaHo Tem, 4to BESOINACHOCTb u pe3ynsratMBHOCTb NPOrpaMMHOro obecnevyeHmns, KoTopoe He MOXeT ObITb Npu-
| unHon OMACHOCTMW, mMoxHOo obecneuntb nocpenctsom cosokynHon JEATENIbHOCTW no Banuaaumn B pamkax npo-
ektuposaHus MEOVLMHCKOIO U3OENUA (4To BbIXOQUT 3a pamku obracTv NPYMEHEHUss HacTosALWero ctaHgapTa), a
TakKe NocpeacTBOM MPOCTLIX CPEACTB YNpaBrieHNs XU3HEHHBIM LIMKIIOM NporpaMMHoro obecneyeHus.

A.2 KpaTkoe nsnoxeHue TpeboBaHui no knaccudmukaumm

Tabnuvua A.1 nokasblBaeT, Kakue Kraccbl 6e30MacHOCTM NPorpaMMHOro obecrnedeHns HasHadeHbl Kaxgomy Tpe6o-
BaHW0. ITO MHpOPMaLMOHHas Tabnuua 1 npedocTaBreHa oHa ToNbKo ANs yaobcTea. HopmaTuBHbIN pasgen ykasbiBaeT
Kraccbl 6e30MacHOCTM NporpaMMHOro oGecrneyeHnst ANns Kaxnoro TpeboBaHus.

Tabnwunua A.1— KpaTkoe nsnoxeHve TpeboBaH1in B 3aBUCMMOCTM OT Knaccudmkaumm 6e3onacHocTv NporpamMmmHOro
obecneveHusi

[TyHKTBI 1 NOANYHKTbI Knacc A Knacc B Knacc C
Paspen 4 Bce TpeboBaHus X X
5.1 51.1,561.2,513,5.1.6,5.1.7,5.1.85.1.9 X X
H 5.1.5,5.1.10, 5.1.11, 5.1.12 X
514
5.2 5.2.1,5.22,524,525,5.2.6 X
5.2.3
53 5.3.1,5.3.2,5.3.3,5.34,5.3.6
5.3.5
5.4 54.1 X

542,543,544

X

X

X

X

X

X

X

X

X

Paspnen 4 Bce TpeboBaHus X
5.5 5.5.1 X
55.2,55.3,55.5 X

554 X

5.6 Bce TpeboBaHus X X
5.7 Bce TpeboBaHus X X
5.8 5.8.1,5.8.2,5.84,5.8.7,58.8 X X
5.8.3,5.8.5,5.8.6, X X

6 Bce TpeboBaHus X X X

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

Paspen 8 Bce TpeboBaHus X X
Pasnen 9 Bce TpeboBaHus X X
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MpunoxeHue B
(cnpaBo4HOE)

PYKOBO,D,CTBO Nno NoJ1IoXXeHUAM HacTosAlero ctraHgapra

B.1 O6nacTtb npumMeHeHUs

B.1.1 Uenb

Llenb HacTosiWwero ctaHaapTa cocTouT B TOM, 4YTobbl 06ecnednTs NMPOLECC pa3paboTku, KOTOpbIA NO3BOMAMT MO-
crnegoBaTenbHO co3daBaTh BblCOKOKayecTBeHHoe u 6esonacHoe NMPOIMPAMMHOE OBECMEYEHME MEOVLIMHCKUMX
N3OENUW. Ons OOCTUXKEHUS STOM LEnu HaCTOSALLMIA cTaHfapT ycTaHaBnmeaeT MuHuManbsHyto JEATENIBHOCTb u 3A-
OAYN, koTopble HEOGXOQUMO BBINOMHUTL ANSt YBEPEHHOCTM B TOM, 4YTO pa3paboTaHHoe Takum obpa3oM nporpaMMmHoe
obecneyeHne (oanee — NMO) no3BonsieT co3gaBaTh BbICOKOHaAexHoe n 6esonacHoe NMPOMPAMMHOE OBECIEYEHUE
MEOVUMHCKOIo U3OENNA.

[laHHOE NpUNOoXeHWE COOEPXUT PEKOMEHZaLUN Mo NPUMEHEHUID, KOTOPbIE HE [OMONHSIIT U HEe M3MEHSIOT Tpe-
6oBaHWsA HacTosLero cTaHgapTa. [JaHHoe NpunoXeHne MOXET MCMONb30BaTbCs AN Nyyllero noHuMaHus TpeboBaHui
HacTosiLLero cTaHgapTa.

Cnenyet oTMeTUTb, 4YTO B HacTosieM ctanHaapte JEATENIbHOCTb BeinonHsetcsa B pamkax NMPOLIECCOB, a 3A-
OAYN onpegenstoTtca npu ocywecteneHnn JEATENIBHOCTW. Hanpumep, OEATENBHOCTbLHO, BbinonHaemon B pamkax
MPOLECCA paspabotku MO, asnawTca nnaHvpoBaHue paspabotku MO, aHanus tpeboBaHui k MO, npoekTupoBaHue
APXUTEKTYPbI MO, pa3spabotka getansHoro ausanHa MO, nmnnementauns MPOTPAMMHbBIX BJTOKOB n nx BEPU-
OUKALINSA, uHTerpauma u TectuposaHue nHterpauum MO, Tectuposare MPOMPAMMHOW CUCTEMbI n seinyck MO.
SAOAYN sBnsatoTCA KOHKPETHbIMK TpeboBaHuaMu npu ocyectenedun JEATENIbBHOCTHA.

Hacrtoswmi ctangapt He TpebyeT ncnonb3oBaHus onpeaenenHorn MOOENN XXKUSHEHHOIO LIMKITA PASPABOT-
KW NMPOrPAMMHOIO OBECTIEYEHUA. Tem He MeHee COOTBETCTBME HAcCTOSLEeMY CTaHAapTy noapasyMeBaeT Hanuine
3aBucumoctu mexay NPOLIECCAMW, nockonbky BxogHble AaHHble ogHoro NMPOLIECCA gBnsioTcsa BbIxogamu APYroro
MPOLIECCA. Hanpumep, knaccudumkaums 6esonacHoctv MO ana MPOrPAMMHOW CUCTEMbI gormkHa 6bITh 3aBeplue-
Ha nocne Toro, kak NMPOLECC AHAJIM3A PUCKOB ycTtaHoBuT, kakoin BPE[l MoXeT ObITb MPUYNHEH B pe3ynbrate oTkasa
MPOrPAMMHOW CUCTEMBI.

M3-3a ykasaHHbIX NIOrMYECKMX 3aBMCUMOCTEN MeXay npoLueccaMy B HAaCTOSILLEM CTaHAapTe LenecoobpasHen onu-
CblBaTb MPOLECChl B MOCMNEA0BATENbHOCTU, NOAPA3yMEBAIOLLEN «BOAOMAOHYIO» UMM «CKBO3HYKO» MOAEMb XXU3HEHHOrO
umkna. OgHako MOXHO MCMonb3oBaTh WM Apyrne mopenu. Hekotopble cTpaternv pa3paboTtkv (Mogenu) onpegeneHbl B
ctangapte ISO/IEC 12207 [9] n BkntoyatoT (CM. Takke Tabnuuy B. 1):

- Bogonaga. «CkBo3Hasi» cTpaTerusl, Takke HasblBaemasi «Bogonaa», coctouTt B BbinonHeHun NMPOLECCA paspa-
60TKM 32 oguH pas. HyHO ycTaHOBUTbL NOTpeBGHOCTM NnoTpebuTens, onpenenuTb TpeboBaHus, pa3paboTaTtb NPoekT (au-
3annH) CUCTEMBbI, nmnnemenTtnposats CUCTEMY, npoTecTnpoBaTh, MCNPaBUTb U OCYLLECTBUTL NMOCTaBKY;

- nowarosyt. OHa ycTaHaBnmBaeT noTpebHocTn noTpebutens n onpeaenset Tpebosanns CUCTEMbI. Janee pas-
paboTka ocyLlecTBnAeTca B Buae nocnegosartensHow cbopku. MNepBas cbopka peanmayeTt YacTb 3aniaHMpOBaHHbIX BO3-
MOXXHOCTEN, crieaytollas nobaBnsieT ele YacTb BO3MOXHOCTEN, U Tak Aanee, oo Tex nop, noka CUCTEMA He Gynet
3aBepLUEHa;

- aBontoumMoHHyt. OHa Tak xe passuBaeTr CUCTEMY B cbopke, HO B OTNM4YME OT NOLIAroBoN cTpaterny npusHasasi,
YTO HYXXAbl MOTPEOMTENSA OO KOHLA He n3yYyeHbl 1 Bce TpeboBaHWs He MOryT ObITb onpeaeneHbl 3apaHee. B atow cTpaternm
HY>XObl 3aKa3ymKka U CUCTEMHbIe TPeOOBaHNS ONPeaensaTCs 3apaHee, a 3aTeM aKkTyanuM3npyrTCs MPU KaXaow nocneay-
e cbopke.

Tabnwunua B.1— PaspaboTka cTpateruii (mogenen), kak ato onpegeneHo B ISO/IEC 12207

C camoro Havana onpegensier MHorokpaTHble LmKIbl [MocTaBnser BpeMeHHoe
Crpaterus pa3paboTtku
BCe TpeboBaHuA? pa3paboTkn? nporpaMmMHoe obecrneyeHne?
Bogonapg (ckBo3Has) Oa Het Het
Mowarosas
(NpenBapuTEnbHO 3annaHupo- Oa [a BoamoxHo
BaHHOE yryuLleHne NpoayKLUnm)
OBONOLNOHHASA Het Oa Oa

Kakoi Obl 3KM3HEHHbIN LMK HX Obin BbIOpaH, He0OX0AMMO NOAAEPXKMBATL NOrMYECKMe 3aBUCUMOCTU MEXAY BbIXOA-
HblMn AaHHbIMK NTPOLIECCOB, Takumu kak cneuudukauum, NnpoekTHble 4okyMeHThl 1 MO. Mogenb XU3HeHHOro umkna
«Bogonaa» gocturaet atoro, otknagbieas ctapt NMPOLIECCA o Tex nop, noka BXOAHbIE AaHHbIE Af1s 3TOro npoLecca He
OyayT onpeaeneHbl 1 0gobpeHbI.
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[pyrue XXnsHeHHble LKrbl, 0cOOEHHO 3BOMLUMNOHHBIE, No3BonstoT NMPOLECCY BeipabaTtbiBaTh BbIXOAHbIE AAHHbIE
[0 Toro, kak 6yayT [OCTYMHbI BCe BXOAHbIE AaHHbIe ANnd aToro npouecca. Hanpumep, Hosas NMPOIrPAMMHAA COCTAB-
HAA YACTb moxeT GbITb onpefeneHa, knaccuduvumpoBaHa, uvnnemeHtuposaHa n BEPUONLIMPOBAHA po Toro, kak
Oynet 3akoH4YeHa uenasa nporpammHas APXUTEKTYPA. Takue xu3HeHHble Lmknbl HecyT B cebe PUCK Toro, uto name-
HeHve unu pa3paboTka BbIXOAHbIX AaHHbIX OOHOrO npolecca caenaeT HeAeNCTBUTENbHBbIMW BbIXOAHbIE AaHHbIe APYroro
MPOLIECCA. Kak 6bl Tam HUX BbIno, BCE XMU3HEHHbIE LIMKIbI UCMOMb3YHT KOMMMEKCHY CUCTEMY YNpaBneHnusi KoHurypa-
umen, 4ytobbl yoeautbes, YTo BbixoaHble AaHHble Bcex NMPOLIECCOB foBoasitTcs 0O COrmacoBaHHOIO COCTOSIHUA U Nof-
[epXnBatoTcs Bce Heobxoanmble 3aBUCUMOCTU.

CrneaytoLume NpyYHLMMbI BaXXHbl BHE 3aBUCUMOCTU OT TOTO, KaKoW XXM3HEHHbIN LMK pa3paboTtku MO ncnonb3yeTcs:

- BCe BbIxogHble AaHHble [MTPOLIECCA gomkHbl NnogaepXmMBaTbCA B COrNAacoBaHHOM COCTOSIHUW; KaXkabl pas, koraa
BbIxogHble AaHHble NMPOLIECCA cosgatoTcs nnm MeHsaTCs, BCe BbIXOAHbIE OaHHble BCEX CBsA3aHHbIX ¢ Humu NMPOLEC-
COB pomkHbl 0OHOBNATLCS, YTOOLI NOAAEPKMBATL UX COTMAcOBaHHOCTL APYr C APYrOM U NOAAEPKMBaThL BCE 3aBMCUMO-
CTU, IBHbIE UNW NogpasymeBatoLnecs:, Tpebyemble HacTOALMM CTaH4apTOM;

- Bce BbixogHble AaHHble NMPOLIECCA pomkHbl 6biTb JOCTYMHBI B Cllydyae HeoOXoAMMOCTM B Ka4eCTBe BXOAHbIX
OaHHbIX Ana gansHenwen padotsel Hag MO;

- nepen TeMm, kak mo6oe NMPOrPAMMHOE OBECMEYEHVE MEOULIMHCKUX U3OENWUW 6yaet BbinylueHo, Bce
BbIxogHble AaHHble NMPOLIECCA pomxkHbl ObITb NpyBeAeHbl B COOTBETCTBUE APYr C APYrOM U OOMKHbI cobniogaTbcs Bce
3aBucumoctu mexay NMPOLIECCAMMW, siBHble unu nogpasymeBatoLimnecs:, Tpebyemble HaCTOSALLMM CTaHOAPTOM.

B.1.2 O6nactb npMmMeHeHuUA

HacTtosawumn ctangapT npuMeHsieTca Ans pa3paboTkn 1n TexHudeckorn nogaepxkun NMPOMPAMMHOIO OBECMEYE-
HUA MEOAVULMHCKUX U3OENWW, a Takke ans paspaboTku n TexHuueckon noaaepxkn MEOVULMHCKNX U3OENUN,
koTopble cogepxat MOHTT.

Mcnonb3oBaHune HacToswero ctaHgapta Tpebyet ot USTOTOBUTESA BbinonHeHns MEHEIDKMEHTA PUCKA ME-
OVLMHCKMX U3OENNN B cootBetctBuM ¢ MCO 14971. CnepoBatensHo, korga APXUTEKTYPA CUCTEMbI MEOMUNH-
CKOIO U3OENNA BkntovaeT NpuobpeTeHHbIi KOMMOHEHT (3TO MOXET ObITb 3aKyMMeHHbI KOMMOHEHT MUITN KOMMOHEHT He-
N3BECTHOIO NMPOUCXOXAEHWS), TaKOW Kak NpuHTep/nnoTTep, kotopbln coaepXuT MOHTT, aToT NpMobpeTeHHbI KOMMOHEHT
cTaHoBUTCA O0TBETCTBEHHOCTLIO MBTOTOBUTENA n gomkeH 6biTh BkntoveH B MEHEIDKMEHT PUCKA MEOVLMHCKUX
WN3OENWN. Cuntaetcs, 4To NOCPEeACTBOM Haanexallero sbinonHenns MEHEIXKMEHTA PUCKA MEOULIMHCKUX N3-
JENUA N3rOTOBWTESTb noiiMeT 3TOT KOMMOHEHT W MPU3HaeT, YTo oH coaepxuT NMOHM. M3rOTOBUTE/b, npumeHs-
LN HacTosAwmM ctaHgapT, gomkeH seectn NPOLECC MEHEIDKMEHTA PUCKA IO kak 4actb nonHoro NPOLIECCA
MEHEOXXMEHTA PUCKA MEOVUMHCKOIO USOENNA.

TexHnyeckas nopgaepxka BoinyweHHoro NMPOMPAMMHOIO OBECTIEYEHMA MEOVLMHCKUX N3OENNW oTHo-
CUTCA K MOCTNPOM3BOACTBEHHOMY OnbITy pabdoTel ¢ MPOMPAMMHBIM OBECNEYEHWNEM MEOVWUWMHCKOIO U3OENNA.
TexHuuveckasa nogaepxka MO coCTOMT M3 coYETaHMS BCEX TEXHUYECKMX U aOMUHUCTPATUBHBLIX CPEACTB, BKIoYasa Aew-
CTBUS NO HabnoaeHuo aAnsg obpaboTkm oTyeToB 0 Npobnemax, YTobbl COXPaHUTb UM BOCCTAHOBUTbL 3MIEMEHT B COCTO-
SIHUM, B KOTOPOM OH MOXET BbIMONHATL TPebyeMyto hyHKLMIO, @ Takke 3anpochl Ha MoauduKaLmnio, CBs3aHHbIE C BbiMy-
weHHbIM NMPOrPAMMHbBIM OBECIMNEYEHVMEM MEONUNHCKOIO U3OENWA. Hanpumep, 310 BKMOYaeT UcnpaBneHne
npobnemsl, pernameHTUPOBaHHYK OTYETHOCTb, MOBTOPHYK Banupauuio u npegynpexgatoowme gencteusa. Cm. ISO/IEC
14764 [10].

B.2 HopmaTuBHbIe cCbInku

ISO/IEC 90003 [11] npeaocTaBnsieT pykOBOACTBO ANS MPUMEHEHMST CUCTEM MEHE)KMeHTa KayecTBa K pa3paboTke
MO. Ncnonb3oBaHme 3TOro pykoBoACTBA He TpebyeTcsa HaCTOALWMM CTaHO4APTOM, HO PEKOMEHAYETCS.

B.3 TepmuHbl 1 onpegeneHus

Tam, rge 370 BO3MOXHO, TEPMMHAM AaHbl ONpeAeneHns 3 MexayHapoaHbIX CTaHaapToB.

Ona onucanus aexomnoavumm MPOTPAMMHOW CUCTEMbI (BbiCLUMIA YPOBEHBL) HACTOALMIA CTAHAAPT NCMONMb-
syeT Tpu TepmuHa. NMPOMPAMMHAA CUCTEMA, koTopasi BNOCNEACTBUM CTAHOBUTCH MporpammHbiM obecneveHvem
MEOVUMHCKOIO USOEJNINA, moxeT 6biTe nogcuctemon MEOVLMHCKOIO U3OENUA (cm. IEC 60601-1-4 [2]) unn
cama no cebe aensatbcs MEOANUMHCKM USOENMEM, kotopoe 3atem ctaHoButcs nporpammusiM MEOVNLWMHCKNAM
MBOENVEM. CambiM HWKHUM YPOBHEM, HUXKE KOTOPOro AarnbHelas 4EKOMNo3LMSA ANs Lenen TeCTUpoBaH1sa unm me-
HeKMeHTa KoHdurypaumm MO He npoeoaunTes, sensetca NMPOMPAMMHbBIA BITOK. Bce ypoBHM KOMMO3ULMK, BKIOYas
BEPXHUIN N HWXKHUI YPOBHU, MOTYT GbITb HadBaHbl TPOMPAMMHbBbIMA COCTABHbIMU YACTAMMW. Taknm obpasom, NMPO-
MrPAMMHASA CUCTEMA cocTouT U3 ogHoro unu Heckonbkux MPOMPAMMHbIX COCTABHbIX YACTEW, a kaxaas MPO-
MPAMMHAA COCTABHAA YACTb — 13 NMPOIPAMMHbIX BITOKOB nnu pasgensiembix MPOMPAMMHBIX COCTABHbIX
YACTEW. OTBeTCTBEHHOCTb 3a onpeaeneHne 1 cteneHb aetanuaaumm NMPOMPAMMHBIX COCTABHbIX YACTEW n NMPO-
MPAMMHBbIX BITOKOB Bosnaraetca Ha W3TOTOBUTENA. OTcyTcTBME YETKOro onpeaeneHns aTux TEpMUHOB NO3BONAET
NPUMEHATb UX KO MHOTUM pa3HbIM MeToaam pa3paboTkm n Tunam MO, ncnonbdyembim B8 MEOULIMHCKUX N3OEJTNAX.

B.4 O6wue Tpe6oBaHuA
He cywecTtByeT MeToaa, 4tobbl obecneunts 100 %-Hyto BESOIMACHOCTb ana nwoboro suaa MO.
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EcTb Tpu rmaBHbIX NpuHLMNA, KoTopble cnocobeTBytoT obecnedeHnto BESOMACHOCTW MO MEONUMHCKNX N3-
OENNN:

- MEHEOXXMEHT PUCKA,;

- MEHEeXXMEHT Ka4yecTBa;

- paspabortka NMO.

[ns paspaboTkm 1 TexHu4eckon nogaepxkm 6esonacHoro MPOPAMMHOIO OBECMNEYEHNA MEOVLIMHCKOIO
NBOENUA Heobxogumo yctaHoBuTe MEHEIDKMEHT PUCKA kak HeoTbemMnemyt 4acTb CUCTEMbI MEHEIXKMEHTa Kade-
CTBAa, Kak 06LLMI Kapkac AN NPUIMOXEHUS COOTBETCTBYHOLLMX METOAOB U TeXHMK pa3paboTkm MO. KombrHaumsa atux Tpex
npuHumnos nossonsieT W3rOTOBUTENIO MEOULMHCKUX USOENNA cnepnosaTh NoCnenoBaTensHO MOBTOPSEMOMY
MPOLECCY npuHaTtus pewenui, cnocobereytowemy BE30MNACHOCTN MPOrPAMMHOIO OBECMNEYEHNA MEOU-
LIMHCKUX N3OENNIA.

B.4.1 Cucrema meHeg)XMeHTa KayecTBa

Ynpasnsiemasi n pesynsratuBHas coBokynHocTtb NMPOLIECCOB paspabotku 10O BkntovaeT opraHu3aumoHHble MPO-
LIECCHbI, Takve kak MEHEDXKMEHT, MHPACTPYKTYypa, yny4lleHne n obyvenve. [ina ncknioyeHns gyonmpoBaHms 1 ¢ Lenbio
hOKyCUPOBKM BHMMaHWS Monb30BaTeNns HacTosLero ctaHaapTa Ha paspabotke MO gaHHble NPOLIECCHI He paccmatpu-
BaKOTCH.

O1n NMPOLECCHhI yctaHaBnuBatoTcs cucteMor meHemxkMeHTa kadectBa. ISO 13485 [8] cneyunanbHo npegHasHadeH
ONs NIPUMEHeEHUsT KOHLUEeNUMn meHemxkmeHTa kadectsa kK MEOVLIMHCKUM UN3OENUAM. CooteeTcTBME TpeboOBaHUSAM CU-
cTeMbl MeHepxMeHTa kadecTBa ISO 13485 He 03HavyaeT aBTOMaTUYECKOr0 COOTBETCTBUSI HALMOHASbHBIM UMW pErMoHarb-
HbIM perynupytowmm TpeboBaHnaMmu. OTBETCTBEHHOCTb 3a OMpPEAEeNieHNe N yCTaHOBIIEHUE COOTBETCTBUSI MPUMEHUMbIM
perynupytomm TpeboBaHuam nexuT Ha MUSTOTOBUTEJE.

B.4.2 MEHEO)KMEHT PUCKA

Paspabortka MO sensetca yactoto JEATENIBHOCTU no MEHEI>KMEHTY PUCKA n obecnednsaeT paccMoTpeHue
BCcex obocHoBaHHO nporHo3upyembix PUCKOB, cesizaHHbix ¢ MPOMPAMMHBIM OBECMNEYEHWMEM MEOVLINHCKOIO
WB3OENUA.

BmecTo Toro, 4tobbl nbiTathca onpedenuTb noaxogawmi NMPOLUECC MEHEOXKMEHTA PUCKA, B HacTosiem
cTaHpapTe Tpebyetcsd, 4Tobbl MSTOTOBUTESIb npumennn yctaHoBneHHbii B ISO 14971 MPOLECC MEHEIKMEHTA
PUCKA, koTopbiii HenocpeacTeeHHo oTHocuTest K MEHEIDKMEHTY PUCKA ana MEOVLUWMHCKNX U3OENNN. Koukpet-
Hble Buasbl AEATENBHOCTU no MEHEIXMEHTY PUCKA MO, sosHukatowero B pesynstate OMACHbBIX CUTYALUIA,
npuynHom kotopbix saensietcs MO, ykasaHa Bo BcnomoratensHoM NMPOLIECCE, onucanHom B pasgene 7.

B.4.3 Knaccudmkaumus 6esonacHoctu MO

PWUCK, cBsasanHbin ¢ MO (kak ¢ HeoTbemnemown Yacteto MEOVLIMHCKOIO U3OEJINA, nnn kak ¢ npuknagbiBae-
mMbim kK MEOVLMHCKOMY UBOEJINKO, nnmn kak ¢ camocTositensHeiM MEOVLIMHCKUM N3OENMMEM), ucnonb3yetcs B
KayeCcTBe BXOOHbIX AaHHbIX A58 cxeMbl knaccudumkaumm 6esonacHocTn N0, koTopas 3atem yctaHasnusaeT NMPOLECCHI,
ncnonbe3ayoLmecs npun paspaboTke n TexHmdeckon nogaepxke MO.

PWUCK paccmaTtpuBaeTcst kak komGuHauust Tskectn BPEOA 1 BEpOSITHOCTM €ro BO3HUKHOBEHUSI. He cyuiecTByet
06LLenpu3HaHHOro MeTofia KONMYECTBEHHOTO ONpeerneHns BEpOSATHOCTM BO3HUKHOBEHMS OTKa3a nporpamMmmHoro obecne-
yenus. Ecnn MO 3aaeicTBOBaHO B NOCNEA0BATENBLHOCTM MK KOMBUHALMK COBbITWIA, NpuBoaaLmx k OTTACHOW CUTY-
AUNW, TO BEPOATHOCTb BO3HUKHOBEHUS OTKa3a NMporpamMmMHOro obecneyeHnsi He MOXET ObITb y4TeHa Npu onpeaeneHumn
PUCKA ot OMNMACHOW CUTYALIMW. B Taknx cuTyaumax LenecoobpasHo paccMOTPETL BEPOATHOCTb HaUXYALLEro cryyas
N YyCTaHOBUTb BEPOATHOCTb BO3HWMKHOBEHMS oTkasa 1O pasBHow 1. Ecrin ecTb BO3MOXHOCTb OMpeAenvTb BEPOSTHOCTb
[ONsi ocTarnbHbIX COObITUI B NOCNEAoBaTENbHOCTM (4TO BO3MOXHO, ECMNM OHU He SIBMSTCS NporpaMMHbIMKU), TO 3Ta Be-
POSATHOCTL MOXET BbITb UCMOMNL30BaHa NS onpeaeneHunst BepoSTHOCTU BO3HIKHoBeHns OMACHOW CUTYALIMW (P1 Ha
pucyHke B. 2).

B HekoTopbIX cryyasix HEBO3MOXHO OMNpPenenuTb BEPOATHOCTb OCTarnbHbIX COObLITUI B MOCNEAOBATENbHOCTU U
PUCK crnenyet OLIEHVBATb Tonbko Ha ocHoBe xapaktepa BPE[A (BeposTHOCTb BO3HMkHOBEHMS OMACHOW CUTYA-
LINMW pomnxHa 6bITk ycTaHosneHa pasHou 1). ONPEOENEHUVE PUCKA B aTux criydasx JOMmKHO BblTb COCPEAOTOYEHO Ha
TSXKECTU BPEOA, npuunHeHHoro B pesynstate OMACHOWM CUTYALIMN. CyGbeKTUBHbIE OLEHKM BEPOSTHOCTU MOTYT
ObITb cCAenaHbl Ha OCHOBE KITMHUYECKMX 3HAHWI, YTOObI OTNNYNTL O4EBUAHBIE AN MEAMLMHCKOIO creumanucTa oTkasbl oT
TeX, KoTopble He OyayT 0GHapyeHbl U C GonbLUel BEPOSTHOCTBIO MPUBEAYT K NpuynHeHnio BPEOA.

OnpeneneHne BEPOSTHOCTY BO3HIKHOBeHMs OMACHOW CUTYALIUW, npusoasiein k MPUYMHEHUIO BPEOA (P2
Ha pucyHke B. 2), kak npaBuno, TpebyeT KMMHNYECKUX 3HaHUI Ana npoBeaeHns pasrpaHnyerunsa mexay ONMACHbIMU CK-
TYALUUAMMU, B KOTOPBIX KNUHUYECKas NpakTuka BeposTHen Bcero npepotepatut BPE[, n OMACHBIMU CUTYALINAMMN,
KoTopble ¢ GonbLuelt BepOATHOCTLIO NPUBEAYT K NpuynHeHuio BPEOA.
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MpunmevyaHwne
P, — BEpOATHOCTb BO3HUKHOBEHMSA OMAaCHOW CUTyaLmum;
P, — BEpPOATHOCTb BO3HUKHOBEHMS OMAaCHOW CUTYaLuu, MPUBOAALLEN K NPUYMHEHNIO Bpeaa.

PucyHok B.2 — HarnagHoe npeacrtasneHune B3anmocesian ONMACHOCTW, nocnenoBaTensHOCTM COBbITUIA,
OMACHOW CUTYALIMM n BPEA — 3anmcteoBaHo 13 1ISO 14971:2007, npunoxeHne E

Ecnu NMPOMPAMHAA CUCTEMA nogpasgensietca Ha NMPOMPAMMHbBIE COCTABHbBIE YACTW, To kaxaas MNPO-
TPAMMHAA COCTABHAA YACTb moxeT nmeTb cBol cobcTBEHHBIN knacc 6esonacHocTy MO. Onpeaenute PUCK, cBsi-
3aHHbI ¢ oTkazom NMPOMPAMMHOWM COCTABHOWM YACTW, MOXHO TOMNbKO:

- ecni APXUTEKTYPA CUCTEMbI n APXUTEKTYPA MO onpegenstoT porns MPOrPAMMHOWM COCTABHOWM YA-
CTW ¢ Toukn 3peHnst ee Ha3Ha4YeH s U B3aMOAENCTBUS C APYTMMM NPOrpamMMHbIMU U annapaTHbIMU 3fIeMeHTamu;

- ecnu nameHexnsa B CICTEME HaxogsTcs nof ynpaeneHvem;

- nocne BbinonHeHna AHAJIM3A PUCKA ansa ganHHon APXUTEKTYPbI n yctaHoenenns mep no YIMPABIIEHUIO
PWUCKOM.

HacTosawun ctaHgapt Tpebyet mnHumanesHoro konudectsa JEATEJNIbHOCTW, HanpaBneHHoM Ha BbINOMHEHWE Bbl-
LeyKa3aHHbIX ycrioBui ansi Bcex knaccos [10.

3aBepluerve OEATENIBHOCTW no noctpoeruio APXUTEKTYPbI MO sBnsetca nepBbiM 3Tanom pa3paboTku, Kor-
[a onpegeneH nonHblit Habop MPOMPAMMHbIX COCTABHbLIX YACTEW v B xoae AEATENTbHOCTW no MEHEI>XKMEH-
TY PUCKA yctaHoBneHo, kak [MTPOMPAMMHBIE COCTABHBIE YACTW ceasaHbl ¢ BE3OINACHOCTbLIO. CnepoBartensHo,
3TO camblil NepBbIi 3Tan B paspaboTke, Ha kotopom MPOIMPAMMHbBIE COCTABHbBIE YACTW moryT GbiTh OKOHYATENBHO
KnaccuduumpoBaHbl cornacHo nx ponu B obecnedveHnn BESOMACHOCTW.

[aHHbI aTan cooTBETCTBYET TouYKe, ¢ koTopon B ISO 14971 HaunHaeTtca YIPABIEHVE PUCKOM.

[o atoro atana NPOLIECC MEHEI>XKMEHTA PUCKA naeHtuduumpyet mepbl no YNPABJIEHNKO PUCKOM B oT-
HoweHnn APXUTEKTYPbI, Hanpumep gobaeneHne 3awmnTHbIX NOACMCTEM UMM YMEHbLLEHNE BO3MOXHOCTEN NPUYMHEHUS
BPE[JA otkasamu [MO. MNocne atoro atana NPOLECC MEHE>XKMEHTA PUCKA wncnoneayet NPOLIECChI, Hanpasnen-
Hble Ha CHIKeHue BepoaTHocTy oTkasa MPOMPAMMHbIX COCTABHbLIX YACTEWN. Opyrumu cnosamu, knaccudmkaums
NMPOrPAMMHOWM COCTABHOW YACTU onpenensieT mepbl no YMPABIIEHUKO PUCKOM, ocHoBaHHble Ha MPOLIEC-
CAX, KoTOpble AOIMKHbI K HEM NMPUMEHATLCS.

MN3rOTOBUTENWM moryT cuecTb nonesHbiM knaccudpuvumposath MO oo AaHHOro atana, HanpuMep, 4Tobbl cocpeao-
TOYMTb BHUMaHUE Ha HYXXAAKLLUMXCSA B UCCNEA0BaHMM 00nacTax, HO Takas knaccudukaumsi 4OMmKHA paccMaTpuBaThCst Kak
npenBapuTenbHasi U He Ucnonb3oBaTbes Ana obocHoBaHusA nponycka NPOLIECCOB.

Cxema knaccudukaumm 6esonacHoctv MO He npegHasHaveHa Ons cornacoBaHus ¢ knaccudukaumen PUCKOB
cornacHo 1SO 14971. Ecnu B ISO 14971 knaccudmkaums PUCKOB ocyluecTBnsieTcst B COOTBETCTBUN C UX TSHKECTHIO U
BEPOATHOCTBHIO BO3HUKHOBEHUSA, TO cxema kraccudukauum 6esonacHoctn MO knaccudmumpyetr NPOMPAMMHBIE CU-
CTEMbI n MPOIr’PAMMHBIE COCTABHbIE YACTW B cootBetcTBUmM ¢ NMPOLIECCAMW, koTopble ByayT NpUMEHATLCS Npu
nx paspaboTke 1 TEXHNYECKOW NoaaepXKKe.

Mo mepe pa3BuTua npoekta MoryT ctatb odeBuaHbiMu HoBble PUCKW. CnegosartensHo, MEHEOXMEHT PUCKA
OOMKeH NpUMeHATbCS Kak HeoTbeMremasi Yactb NMPOLECCA pa3paboTku. 3To no3sonsieT paspabotatb npoekt APXU-
TEKTYPBbI, yctaHasnueatowwmin nonHeii Habop NMPOMPAMMHBIX COCTABHbIX YACTEW, Bknioyasi Heobxoaumble Ansi
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npaBuIbHOro MYHKLMOHUPOBaHMS C LieNblo obecneveHns 6e30nacHoCTy, a Takke npegoTepallatoLlme npuyinHeHe BPE-
[A n3-3a oTkasos..

APXUTEKTYPA nporpaMmmHoro obecneyeHuss JOMMKHA CNOCOOCTBOBATbL M30MALMM MPOrPaMMHbIX 311IEMEHTOB (CO-
CTaBHbIX YacTew), koTopble TpebytoTca ans 6e3onacHon paboTbl, M ONMCbIBaTb METOAbI, UCMONb3yeMble Ang obecneveHns
pesynsTaTBHOro pasaenenus atnx MPOMPAMMHbLIX COCTABHbIX YACTEW. PasgeneHne He orpaHnumeaetcs usmnde-
CKOW usonsiuuen (pasgen npoueccopa unm namsitu) n coaepkut noboi MexaHn3m, KOTopbI NpeaoTBpaLLaeT HeraTuBHOE
BnusiHue ogHoi MPOMPAMMHOW COCTABHOW YACTU Ha apyryto. [JoctaTovyHOCTb pasgeneHns onpenensercs Ha oc-
HoBe cBsi3aHHbIX ¢ aTM PYICKOB 1 o6ocHoBaHus, KoTopoe TpebyeTcs 3a40KyMEHTUPOBaTh.

Kak yctaHoBneHo B B.3, HacToAwmn craHgapT MCnonb3yeT Tpy TepMuHa Ans onucaHusa aekomnosuvumm MPO-
FPAMMHOW CUCTEMBI (BbICLUMIA ypOBEHb).

PucyHok B.1 unnioctpupyeT BoamoxHoe pasaenerne NMPOMPAMMHBLIX COCTABHbLIX YACTEW B pamkax MPO-
PAMMHOW CUCTEMbI 1 To, kak knaccel 6esonacHocTti MO ByayT npumensTees k rpynne NMPOMPAMMHbIX COCTAB-
HbIX YACTEW B npouecce AeKOMMNO3NLUN.

MporpammHasi cuctema/
NMPOrPAMMHAA COCTABHAA
YACTb
(Knacc C)

MPOrPAMMHAA COCTABHAA
YACTb
Y
(Knacc C)

NPOrPAMMHAA COCTABHAA
YACTb
X
(Knacc A)

NMPOrPAMMHASA COCTABHAA
YACTb

NPOrPAMMHAST COCTABHASA
YACTb
w z
(Knacc B) (Knacc C)

PucyHok B.1 — Mpumep pasgenexns MPOTPAMMHBIX COCTABHbIX YACTEW

B npuBeneHHom npumepe N3TOTOBWUTESIb 3HaeT 6narogapst Tuny paspabatsiBaemoro NMPOMPAMMHOIO OBE-
CMNMEYEHWA MEOVUMHCKOIO USOENNA, yto MPOrPAMMHAA CUCTEMA no npeaBapuTenbHOM knaccudukaumm
6e3onacHoctn MO oTtHocuTca Kk knaccy C. Mpu npoektupoBannn APXUTEKTYPbI MO U3ITOTOBUTESb peluaet pasge-
nnte CUCTEMY Ha tpy MPOTPAMMHbBIE COCTABHbIE YACTU — X, W n Z. UBFTOTOBUTE/b moxeT pasgenutb Becb
sknag MPOrPAMMHOW CUCTEMbI B BosHukHoBeHne OMACHbLIX CUTYALIMA Ha npuBoaswimMe K BO3MOXHOW CMepTy
unu CEPbE3HOW TPABME, B MPOMPAMMHOW COCTABHOW YACTW Z, u Bknag Bcen octasLueics NMPOIPAMMHOW
CWCTEMbI B OMACHbIE CUTYALIW, He npusogsiume k BoamoxHoit CEPbESHOW TPABME, B MPOMPAMMHOW CO-
CTABHOW YACTWU W. MPOrPAMMHAA COCTABHAA YACTb W KknaccuduumpyeTcs kak knacc 6esonacHoctu B, a MPO-
TPAMMHAA COCTABHAA YACTb Z otHocuTca k knaccy 6esonacHoctn C. NMPOMTPAMMHAA COCTABHAA YACTDL Y,
cnepoBaTenbHO, A0MmKHa bbiTb OTHeceHa K knaccy C (cm. 4.3 d). B cooTtBeTcTBUM € 3TMM TpeboBaHuem NMPOMPAMMHAA
CNCTEMA Takxe nonydaet knacc 6esonacHoctu C. MPOMPAMMHAA COCTABHAA YACTb X oTHocuTCs K knaccy 6es-
onacHocTn A. USFTOTOBUTESIb moxeT fokymeHTMpoBaTb o6ocHoBaHWe pasgeneHunst MPOMPAMMHbBLIX COCTABHbIX
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YACTEN X Y, a Tawke NMPOMPAMMHbIX COCTABHbIX YACTEW W 1 Z, 4To6bl 06ecneunTsb LenoCTHOCTb pasaeneHus.
Ecnu pasgenenne mexay NMPOTPAMMHBIMUA COCTABHBIMW YACTAMU X n'Y HeBo3moxHo, To MPOTPAMMHAA CO-
CTABHAA YACTb X pomkHa bbITb OTHeceHa kK knaccy 6esonacHocTtu C.

B.4.4 YctapeBlee/Hacnegyemoe 10O

Moppasnen 4.4 yctaHaBnMBaeT npouecc NpuMeHeHus Hactoswero ctaHgapta kK YCTAPEBLUEMY MNMPOIMPAMM-
HOMY OBECIMEYEHWIO. B HekoTopbIx pernoHax MoxeT notpeboBatbes, 4Tobbl W3FTOTOBUTESIb npogemoHcTpupo-
Ban COOTBETCTBME CTaHAApPTy ANsA nonyyveHus onobpenus perynupyowmx opraHo NMPOMPAMMHOIO OBECIEYEHUA
MEOVMUMHCKOIO N3OEJINA, naxe ecnu ato nporpaMMHoe obecnevyeHne 6bino pa3paboTaHo 40 NOSBNEHUSA TeKyLLen
Bepcumn ctaHgapTta (YCTAPEBLUEE IMO). B stom cnyyae TpeboBanus pasgena 4.4 npegoctasnaot MSTOTOBUTEO
cnocob npogemMoHcTpupoBatb cooteeTcTBue YCTAPEBLLEIO MO HacToswemMy ctaHaapTy.

M3rOTOBUTEJb moxeT onpenenutb, YTO PETPOCMNEKTUBHAsS AOKYMEHTaLMS YXXe 3aBePLUEHHOMO XXU3HEHHOTO LNK-
na paspaboTku, BbINOMHsSIEMas Kak M30NMpoBaHHas AesTenbHOCTb, He NPUBOAUT K CHkeHuo PUCKA, cBa3aHHOro ¢ 1c-
nonb3oBaHWEM MpoAyKTa. DTOT NpoLecc NpUMBOAUT K naeHTUdmKaumm nogmHoxecTtsa sugos OJEATENBHOCTW, onpe-
[JEnNeHHbIX B HAaCTOSILLEM CTaHOapTe, YTo AeNCTBUTENbHO NpMBOAUT K cHkeHnto PUCKA. HekoTopble AONONHUTENbHbIE
uenu, nogpasymMmeBaemble B 3TOM MpoLecce, 3aKkio4yaloTcsi B CNeayoLem:

- Heobxogumasa OEATEJIbHOCTb u utoroBass AOKYMeHTaUMsA OOIMKHbI OCHOBbLIBATbLCA Ha CYLLECTBYHOLLEN OOKY-
MEHTaLuun 1 UCnonb3oBaTh ee, rae 3T0 BO3MOXHO,

- BFOTOBUTESb gomkeH ncnonb3oBaTtb pecypcbl As MakCUManbHO pe3ynstaTtuBHOro cHumkeHus PUCKA.

B pononHeHuve k nnaHy, onpegenstowemMy noamHoxectso Buaos OJEATENBHOCTW, koTopble Heo6xoaumo Bbinor-
HWTb, PE3ynbTaToOM MpoLecca ABNATCS 00bEKTUBHbIE CBMAETENLCTBA, NOATBEpXAalLWwme 6e3onacHoe fanbHenee uc-
none3oBaHne YCTAPEBLLUEIO MO, a Takke kpaTkoe 060CHOBaHWE 3TOro BbIBOAA.

PWUCKW, cBasaHHble ¢ nnaHvpyemMbimM npogormkeHnemM ncnons3osanunsg YCTAPEBLIEIO MO, 3aBUCAT OT KOHTEKCTA,
B KOTOPOM OHO 6yaeT ncnonb3oeaTbca Ana cosgaHua MPOrPAMMHOW CUCTEMBI. U3rOTOBUTENb 6yaeT AokyMeHTu-
poBaTb Bce BbisiBneHHble ONTACHOCTW MEOANLIMHCKOIO N3OENWA, ceasanHble ¢ YCTAPEBLUM 0.

B 4.4 TpebyeTcsi BCECTOPOHHSIS1 OLEHKA MMEILLMXCS MOCTNPOU3BOACTBEHHbIX AaHHbIX, MofyyYeHHbIx ansa YCTA-
PEBLUEO MO 3a Bpems ero Nnpon3BoacTea U NpMMeHeHns. TUMMYHbIE MCTOUHMKM AaHHbIX Ha CTagum NOCTNPOM3BOACTBA
BKMIOYaHOT:

- HebraronpusaTHble COObITUS, CBA3AHHBIE C U3AENUEM,

- OT3bIBbl, MOMy4YEHHbIE OT NONb30oBaTeENEN U3aenus, u

- AHOMAIJINW, obHapyxeHHble USTOTOBUTEJIEM.

XOTS He CyLecTBYET eAMHOr0 MHEHUSI B OTHOLLEHUN METOAA NEPCNEKTUBHOIO KONMMYECTBEHHOMO onpeaerneHus Be-
POATHOCTM BO3HMKHOBEHWS OTKa3a nporpammHoro obecnevenus, ans YCTAPEBLUEIO MO moxeT 6bITb 4OCTYMHA yMeCT-
Hasi MHGOpMaLMs MO MOCTNPOM3BOACTBY. ECnn B Takmx criydyasix BO3MOXHO KONMMYECTBEHHO OMpefenuTb BepOsiTHOCTb
CcoObITUIA B NOCreaoBaTeNlbHOCTU, TO KONMYECTBEHHOE 3HAYEeHUE MOXET ObITb MCMOMb30BAHO ANSA BbIPAXEHUA BEPOSIT-
HOCTM BO3HUKHOBEHUS BCEW nocrnenoBaTenbHOCTM cobbiTuii. Ecnn gaHHasa KonnyecTBeHHas oLeHKa HEBO3MOXHA, Lierne-
co0bpasHo y4nTbiBaTb BEPOATHOCTb HAaUXyALIEero cryyas U NpUHATL BEPOSTHOCTb BO3HUKHOBEHUSI COOSI NPOrpaMMHOro
obecneyeHns paBHow 1.

Onpepenenvne M3FTOTOBUTEJIEM Toro, kak YCTAPEBLIEE MO 6ynet ucnone3osatbcs B 06uen APXUTEKTYPE
CUCTEMbI MEOVUMHCKOIO U3OENUA, saensieTca Bknagom B oueHky PUCKA. PUCKW, koTopble HE06X0AMMO YUnNThI-
BaTb, COOTBETCTBEHHO Pa3rM4atTCs.

- Korga YCTAPEBLLEE MO 6bino 6e3onacHo 1 HagexHo ncnonb3osaHo 1 MUSFTOTOBUTESb xenaeTt npoaomkuTb
ero NpuMeHeHne, To 060CHOBaHWE AarnbHENLLEr0 UCMNOMb30BaHMA AOMKHO 6a3MpoBaThCs B NEPBYH ovepenb Ha OLEeHke
PWUCKA, npoBeaeHHOM Ha OCHOBE MOCTNPOM3BOACTBEHHbIX 3anncen.

- MNpw noBTOPHOM Mcnonb3oBaHu YCTAPEBLLUEIO MO gns cosganus Hosoi NMPOTPAMMHOWM CUCTEMBI npep-
nonaraemoe ncnonb3oBaHne YCTAPEBLLEIO MO moxeT oTnmMyaTbCs OT ero nepBoHavanbHoro npegHasHadeHus. B atom
cnyyae ouerka PYICKA gomkHa yunTbiBaTh M3MeHeHHbI Habop OMACHbLIX CUTYALIUIA, koTopble MOTyT BOSHUKHYTb
n3-3a otkaszos YCTAPEBLLUEIO MNO.

- MosTopHO ncnonbdyemoe YCTAPEBLLUEE MO MoxeT ucnonb3oBaTbCs N0 aHaNorMyHoMy HasHadeHuto, Ho 6e3
uHTerpaumm B Hosyto NMPOMPAMMHYHO CUCTEMY. B atom cnyyae oueHka PUCKA gomkHa yunTbiBaTb U3MEHEHME Mep
no YMNPABJIEHNKO PUCKOM apxutekTypbl B COOTBETCTBUM C 5.3.

Korga YCTAPEBLLEE MO 6yaet nameHeHo 1 NCNonb30BaHO B HOBOW NMPOrPAMMHOW CUCTEME, M3rOTOBMU-
TEJIKO cnegyet paccMOTpeTb BOMPOC O TOM, KakK CyLLECTBYHOLLME 3anucy o 6e3onacHon u HagexHon pabote MoryT ObITb
Npu3HaHbl HEAENCTBUTENbHBLIMW B pe3yrbTaTe N3MEHEHUN.

MN3ameHeHns B YCTAPEBLUEM MO gomkHbl BEINONHATLCS B COOTBETCTBMM C pasgenamm 4—9 HacTosiLLero ctangap-
Ta, BKNoYas oueHky Bo3gerctaus mep no YMNPABJIEHNKO PUCKAMMW B cooTBeTcTBUM C 7.4. B cnyyae YCTAPEBLUEIO
MO cywecTtsytowme mepbl no YMNPABINEHUKO PUCKAMMU moryT BbITb HE MOMHOCTBIO IOKYMEHTUPOBaHbI 1 0c060e BHUMa-
Hue cnegyet yaenutb OLIEHKE noTeHumanbHOro Bo3aencTBus MU3MEHEHUI, UCNOMb3ysa UMeoLLMecs 4OKYMEHTUPOBaAHHbIE
NPOEKTHbIE 3anncK, a Takke onbIT Nuu, obragatrLLmMxX 3HAHUSIMU O CUCTEME.

CornacHo 4.4 USTOTOBUTEJIb npoBoanT aHanu3 paspbiBoB (Npobenos), 4TOObI onpeaenvTb AOCTYMHY OOKY-
MEHTaLMI0, BKINoYas 06bEKTUBHbBIE CBMAETENBLCTBA BbiNonHeHHbIx 3AAY, co3gaHHyto Bo BpeMsi pa3pabotkn YCTAPEB-
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LLUEMO MO, u cpaBHuTb ee ¢ 5.2, 5.3, 5.7 n pasgenom 7. TununyHble warv Ans BbINOMHEHWS1 AaHHOro aHann3a paspbiBoB
(mpobenoB.) BkOYaoT:

a) nageHtudmkaumio YCTAPEBLLEIO MO, skntovas BEPCUIO, pegakuuto n nobble Apyrve cpenctsa, Heobxoaum-
Mble ANl YETKOW naeHTUdUKaLmm;

6) OLEHKY cyuwectsytowmx MOCTABJTIAEMbIX PE3YJIIBTATOB, cooTtBeTCTBylOWMX pesynbratam, Tpebyembim
5.2,5.3, 5.7 n pasgenom 7;

c) OLEHKY nmetowmxcsa o6bEKTUBHBIX CBUAETENLCTB, AJOKYMEHTUPOBAHNE paHee NPUMEHSIBLUENCS MOOENN XuU3-
HEHHOTO LMKna pa3paboTku nporpaMMHoro obecneveHns (npyu HeobxoaumMocTn);

d) OLIEHKY apekBaTHOCTM cyllecTBytoLlen gokymeHTauum no MEHEIDXKMEHTY PUCKA ¢ yyetom ISO 14971.

[MpuHMMasa Bo BHUMaHue NpoBeAeHHbIV aHanm3 paspbiBoB (npobenos), N3FOTOBUTESb oueHnT noTeHuuanbHoe
cHmkeHne PUCKA B pesynbtate co3gaHua HegocTarowmux NMOCTABJTAEMbIX PE3YJIBTATOB u cBazaHHow ¢ Humu JEA-
TEJIbHOCTMW, a Takxke paspabotaeT nnaH BeinonHeHns QEATENbHOCTW v cosganusa HegocTatowmx noka MOCTABIIA-
EMbIX PE3YINBLTATOB ans 3akpbiTUS 3TUX pa3pbiBOB.

CHwxeHne PVICKA nomkHO ypaBHOBELLMBATbL NpeumyLlecTBa NPUMEHEHUS npouecca pa3paboTku NporpaMMHOro
obecneyeHns B COOTBETCTBUM C pa3aenomM 5 ¢ BO3MOXHOCTLIO TOro, 4to moaudmkaumna YCTAPEBLLEIO MO 6e3 nonHoro
3HaHWSI UICTOPUKM €ro pa3paboTKy MOXET MPUBECTM K MOSIBIEHUIO HOBbIX Ae(EKTOB, KOTOPbIE YBENNYMBAKT pUCK. HEKOTO-
pble aneMeHTbl pasfena 5 MoryT ObiTb OLEHEHbI Kak MMelLLMe He3HauYMTENbHOE BNUSIHUE UMW NOMHOCTLIO HE BNMSOLWME
Ha cHxeHne PUCKA, korga ato genaetca noctdaktyM. Hanpumep, getanbHoe NpoekTMpoBaHne 1 Bepudurkaumnsa Moay-
ns cHuxkatT PUCK B nepByto ovepeab B npoLecce pa3paboTkiu HOBOro NporpamMmmMHOro obecneveHus unv pedaktopmHra
CYLLECTBYIOLLIEro nporpaMMHoro obecneyeHuns. Ecnu atm uenu He 3annaHMpoBaHbl, M30NUPOBaHHOE BbinonHeHne OEA-
TEJIbHOCTW mMoxeT npuBecTn K CO30aHMNI0 AOKYMEHTaLMKN, HO He NpUBEAET Kk CHkeHuto PVICKA.

Kak MWHVMMYM, nnaH ycTpaHeHus paspbiBOB (NpobernoB) kacaeTca OTCYTCTBYHOLMX 3anucen Tectmposanus MPO-
MPAMMHbIX CUCTEM. Ecnv oHM OTCYTCTBYIOT UMW HE NOAXOAAT Ans 000CHOBaHUA NpogomKeHus ncnons3osaHuns YCTA-
PEBLUEO MO, nnaH ycTpaHeHs pa3pblBOB JOIMKEH BKIOYaTh cosgaHue Tpebosanuin k MTPOrPAMMHOW CUCTEME Ha
PYHKLMOHANbHOM YpPOBHE B COOTBETCTBUM C 5.2 U TECTMPOBaHNE B COOTBETCTBUM C 5.7.

[okyMeHTMpoBaHHOe 06ocHOBaHMe AanbHenwero ucnonb3oaHus YCTAPEBLIEIO MO ocHoBbiBaeTca Ha uMeto-
LLMXCHA OOBbEKTUBHbBIX CBUAETENbCTBAX U pedynbraTax aHanmaa, nonydeHHbIx B xoae oueHkn PUCKA v pa3paboTku nnaHa
yCTpaHeHWs pa3pbiBOB, COOTBETCTBYHOLLIMX KOHTEKCTY MOBTOPHOro mucnons3osaHus YCTAPEBLLENO IMO.

O6ocHOBaHWe faeT NonoXuTernbHbIM apryMeHT B nonb3dy 6e3onacHow u HagexHon pabotsl YCTAPEBLLENO MO
B KOHTEKCTE NnaHMpyeMoro NoBTOPHOIO UCMOMNb30BaHUs, NPUHUMAsi BO BHUMaHWE Kak 3anucu o NocTrnpou3BOACTBE, [0-
ctynHble ansa YCTAPEBLEIO MO, Tak n MEPbBI MO YMNPABNEHUIO PUCKOM, cBsizaHHbIe C 3anonHeHneM npobenos B
npovecce.

Mocne nosTopHoro ncnonb3osaHua YCTAPEBLLEIO MO B cootBetcTBUm ¢ 4.4 Te yactn YCTAPEBLIEIO MO, ona
KOTOpbIX coxpaHsitoTca paspbiBbl (Npobenbl) B MOCTABNAEMbIX PE3YJIBTATAX, npogomxkatoT octaBatecst YCTAPEB-
LM O mn moryT GbITb paccMOTpeHbI ANS AarnbHenLwero NoBTOPHOIO NCMoMNb30BaHNs B cooTBeTCTBUM C 4.4. Korga pas-
pbiBbI (Mpobenbl) B pe3dyrnsratax ycTpaHsatTes nytem nameHeHnst YCTAPEBLUETO MO, nameHeHWs1 [OMKHbI BbIMOMHATLCS
B COOTBETCTBUU C pasgenamv 4—9 HacTosiwero ctaHgapTa.

B.5 MPOLECC pa3spa6otku NO

B.5.1 NMnaHnpoBaHue pa3pa6otku MO

Llenbto gaHHom aesTtenbHocTu sBnsieTcs nnaHmposaHue 3AOAY paspabotku MO ans ymeHblweHnns PUCKOB, Bbi-
3bIBaeMbIX MporpaMmMHbIM obecrneyeHnem, coobLLeHre 3aaad 1 Lenen y4acTHUKam rpynnbl pa3paboTku, a Takke obecne-
YeHue BbINONHeHUs Tpeboranuii k kadyectBy CUCTEMbI ana NO MEAVUUMHCKNX U3OENUIA.

OEATENBHOCTb no nnaHunposaHuio paspaboTkn MO moxet gokymeHtuposate 3AOAYN B egnHom nnaHe unu B
pa3nuyHbiX nnaHax. Hekotopbie W3FOTOBUTESIN moryT ycTaHaBnuBaTtb NONUTUKM M NpoLedypbl, KOTOpble NPUMEHSs-
toTcs K paspabotke Bcero MO ans ceoux MEAVULUMHCKNX U3OENVA. B atom criydae nnaH MOXeT NpOCTO CChINaThes
Ha cyLlecTBylLMe NONUTUKM 1 npoueaypbl. Hekotopble USTOTOBUTEJIA MoryT nogrotoBWTh MiaH unv Habop nnaHoB
ans paspabotku kaxgoro MO MEOULIMHCKUX USOENNIA, koTopble BriekyT 3a coboii AeTanbHO YCTaHOBIEHHbIE BUAbI
OEATENBHOCTWU u cebinatotea Ha obwue npoueaypbl. [lpyrasi BO3MOXHOCTb COCTOMT B TOM, YTO nniaH unim Habop nna-
HOB NpucnocobrieH ansa paspaboTku kaxaoro MO MEOMLIMHCKUX U3OENUW. NMnauvposaHne criedyeT onpeaensTs Ha
ypoBHe AeTanusaumm, Heobxoaumon ans ocyectenenus NMPOLIECCA pa3paboTku, u oH formkeH bbiTb nponopuyoHaneH
PUCKY. Hanpumep, CUCTEMbI unun anemeHTsl ¢ 6onee Bbicokol cteneHbio PUCKA gomkHbl nogunHsatses NMPOLIECCY
pa3paboTku ¢ 6onee cTpornmu TpeboaHuamu, a SAOAYN cnepyet uanarate 6onee geransHo.

MnaHvpoBaHne aensetca utepatneHon OEATENIBHOCTbLHIO, koTopyto crneayeT nepecmatpyBaTtb U OGHOBNATL MO
Mepe pa3Butusa paspaboTkun. [naH MoxeT pa3BuBaTbCH, YTOObI BKMOYaTb GOMbLUYIO M NyYLly MHMOpMaUMio, Mo Mepe
Toro kak 6onbLue y3Haiot o CUCTEME n ypoBHe ycunui, Heobxoaumeix ans passutus CUCTEMBbI. Hanpumep, Havanb-
Has knaccudukaumsa 6esonacHoctn NO CUCTEMbI moxeT nameHnTbes B pesynerate ocyecteneHns NMPOLIECCA ME-
HEXKMEHTA PUCKA un passutua APXUTEKTYPbI nporpammHoro o6ecneveHusi. B HEKOTOpbIX Crnyvyasix MOXET ObITb
NpuHATO pelwteHune o BknodeHun NOHI B CUCTEMY. BaxHo, 4To6bl nnaHbl 06HOBASNNCH C LENbI0 OTPa3nTb B HUX TEKY-
wme 3HaHus o CUCTEME u ypoBHe ycunui, Heobxoammom ans CUCTEMbI unu ee anemeHToB, 4TOObLI 06ecneunts Haa-
nexatlee ynpasrnenne NPOLIECCOM pa3paboTku.
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B.5.2 AHanus Tpe6oBaHui k NO

HaHHasa pestenbHocTb Tpebyet ot U3TOTOBUTEA yctaHOBUTE 1 BepuduLmMpoBaTh TpeboBaHMsA K NPOrpaMmMHo-
My obecneveruto ana MO MEAVLUMHCKOIO U3OENUA. YcTaHoBneHue BepuduLmpyeMbiX TpebGoBaHUN KpaHe BaXHO
AN onpeeneHns Toro, YTo JOSMKHO ObiTh co3aaHo, Ans onpegenenus, yto NO MEOVULUMHCKOIO U3OENUA dyHkumo-
HUpYeT AOMKHBLIM 06pasom, a Takke Ans AeMOHCTpaumu, 4To 3asepLueHHoe NO MEONLMHCKOIO N3AENTNA rotoso k
ucnons3oBaHuto. C Lienbo AEMOHCTpaLMM UMNeMeHTaunm TpeboBaHMiA COrnacHo 3ambicny, kaxaoe TpeboBaHMe JOMKHO
ObITb YCTAHOBMEHO TaknM 06pa3oM, YTOObI MOXHO ObINO YyCTaHOBUTbL OGBLEKTUBHBIE KPUTEPUU ANsi TPOBEPKU NPaBUILHON
umnnemeHTtaumun. Ecnm NMPOLIECC MEHEIXKMEHTA PUCKA n3penuvsa npegbsasnseT Tpebosanus k MO ans ynpaene-
Hus1 BbisiBNeHHbIMn PUCKAMW, aTn TpeboBaHua OOMKHBI ObiTb MAEHTUMUUMPOBaHbLI B TPeOOBaHMAX K NPOrpamMmmMHOMY
obecneyeHunto Takum obpasom, 4Tobbl caenatb BO3MOXHbIM npocnexusaHme mep no YINMPABINEHUIO PUCKOM go Tpe-
6oBaHWIn K NporpamMmMHoOMy obecnedeHuto. Bce TpeboBaHms K nporpaMMHOMY obecrnedeHunto crneagyer onpeaensTb Takum
obpasom, 4To6bI caenatb Bo3amMoxHo geMoHcTpauumtio NMPOCIEXMBAEMOCTU mexay TpeboBaHWeM 1 TECTUPOBaHNEM
MPOrPAMMHOIO OBECIEYEHUNA CUCTEMBbI. Ecnu perynupytoLime TpeboBaHWsA HEKOTOPbIX CTpaH TPebytT COOTBET-
CTBMSA cneyunanbHbIM HOpMaM UM MEeXAyHapoaHbIM CTaHaapTaM, AaHHoe TpeboBaHMe OOMKHO ObiTb JOKYMEHTMPOBAHO
B TpeboBaHMAX K nporpaMMHoMy obecneyeHmto. NockonbKy TpeboBaHus K NporpaMMHOMY 06ecneyeHmnio yCTaHaBMMBaIoT,
YTO AOIMKHO ObITb MMNIIEMEHTMPOBAHO B NMporpammHoe obecneveHne, oueHka TpeboBaHui TpebyeTca [0 3aBepLueHus
OEATENBHOCTW no aHanu3y TpeboBaHui.

O6nacTblo YacTbIX HeQOPa3yMeHUIA IBNSETCS pa3nuymne Mexay NoTpebHoCTAMY NoTpebuTens, BXOAHLIMU AaHHBIMU
NpPoeKTUpPoBaHus, TpeboBaHNSIMU K NporpaMMHoOMYy obecneyeHunto, yHKLMOHaNbHbIMK creundukaunusiMm NnporpaMmmMHoro
obecneyeHns n cneuundurkaumamm npoekTa (ansanHa) nporpammHoro obecneyeHms. BxogHble gaHHbIe NPOEKTUPOBaHNUS
SBNATCA NpeobpasoBaHnem notpebHocTen notpebutensa B oduumnanbHO OKYMEHTMPOBaHHbIe TpeboBaHua k MEOU-
LUNHCKOMY NBOEJINKO. TpeboBaHusa k nporpaMMHOMY 06ecnedeHmno — 3To opuLmanbHO AOKYMEHTUPOBAHHbIE crieuu-
drkaumm Toro, YTo NporpaMmMHoe obecrneveHre oTBedaeT NoTpebHOCTAM NoTpebuTens n BXOAHBIM AaHHBIM MPOEKTUPO-
BaHWs. OyHKUMOHamNbHbIE cneumgmrKaLmm nporpammHoro obecneyeHunst 4acTo BKYEHbl B TpeboBaHMs K MporpaMmmMHOMY
obecneyeHnio 1 onpeaensitoT B AeTansx, YTo nporpammHoe obecnedyeHne genaet, 4ToObl COOTBETCTBOBATbL 3TUM Tpe-
6oBaHMAM, faxe ecny MHOro APYrnx ansTepHaTUBHbIX BapnaHTOB MOXET TaK K& COOTBETCTBOBaTb 3TUM TPeOOBaHMAM.
Creundukaumm npoekTa NnporpaMmmMHOro obecnevenus onpeaensiot, kak MO ByaeT NpoekTMpoBaTbCH U packnanbiBaTbCs
Ha COCTaBHbIE YaCTu, YTOObI MMNNEMEHTMPOBATL 3TV TPeboBaHMA U PYHKLUMOHarnbHbIE cneuudukaumn.

TpagunumoHHo TpeboBaHMA K nporpaMmmHoMy obecnedyeHmnto, yHKLUMOHanNbHbIe cneuudurkaumm n cneuymdukaumm
npoekTa opopMnsTCst kKak Habop M3 ogHoro 1 6onee AOKyMEHTOB. B HacTosiLee BpemMsi BO3MOXHO 0POpPMIIEHNE 3TON
WMH(OPMaLMN KaK 3NeMeHTbl AaHHbIX BHYTpY o6Lwien 6a3bl AaHHbIX. Kaxabln anemMeHT MOXeT MMeTb oauH unu Gonee
NPU3HaKoB, KOTOpbIE ONPEeaensoT ero Lenb U ero CoeaMHeHne ¢ ApyrumMmn anemeHTamy B 6a3e gaHHbIX. STOT noaxon
[ornyckaeT NpeAcTaBreHve 1 nevatb pasnuyHbIX BUAOB MHOPMaUMK, KOTopas fyuylle BCero MoaAXoAuT ANS KaOow
rpynnbl NpeanonaraeMblx nonb3osaTteneil (Hanpumep, npoaasuos, M3FOTOBUTENEW, TecTMpoBLIMKOB, ayaMTOpOB) 1
nopaepxmeaet NMPOCNEXNBAEMOCTb, 4To6bl AEMOHCTPMPOBATL COOTBETCTBME MMMNINIEMEHTALMN U CTENEHN, A0 KO-
TOPOW TECTOBbIE 3aaHNs NPOBEPSIIOT TPeOOBaHUS. VIHCTPYMEHTbI, NOAAEPXKMBAOLLNE STOT NOAX0A, MOTYT ObITb TaKMMKU
K€ MPOCTbIMU, KaK rNMNepTEKCTOBbIA JOKYMEHT, UCNONb3YHLLMIA runepccbinkn HTML, unm ctonb xe cnoxHeiMu, kak CASE
(computer aided software engineering — pa3paboTka KOMMbIOTEPHOIO MPOrpamMMHOro obecneyeHns) 1 UHCTPYMEHTbI
aHanusa TpeboBaHuin.

MPOLIECC onpepenenuns TpebosaHnii kK CUCTEME nexuT BHe obnactv npumeHeHus HacToswero ctaHgapta. Oa-
HaKo pelleHne 06 umnnemeHTaunn dyHkumoHana MEOVLMHCKUX U3OENNN ¢ nporpaMMHbIM obecniedeHnem o6bIuHO
ocyuecTensieTcss no Bpemsi npoektuposaHns CUCTEMbI. Hekotopble unu Bce TpeboBaHusi k CUCTEME Bbigensitotcs
C Lenbio umnnemeHTaumm B nporpammHoe obecnevenve. JEATEJIbHOCTb no aHanu3y TpeboBaHWii K NporpaMMHOMY
obecneyeHnto 3aknyaeTcs B aHanm3e TpeboBaHU MpedbsBrisieMblX K nporpammHomy obecnedeHumio NMPOLIECCOM
onpegenenusa Tpebosanun k CUCTEME, n B nony4yeHun nonHoro Habopa TpeboBaHui K MporpammHOMy obecnedeHunto,
oTpaaloLMX BblAeneHHble TpeboBaHus.

YT06b1 06ecneunTs uyenoctHocTe CUCTEMbI, U3FOTOBWTESb fomkeH npesycMOTpeTb MEXaHN3M COrfacoBaHuWs
BHECEHUS U3MeHeHU 1 yTouHeHuss CUCTEMHbIX TpeGoBaHuii Ans ucnpaeneHms HeNnpakTUYHOCTU, HECOOTBETCTBUIA UM
OBycMbIcrnieHHocTel nnmbo B ncxogHbix CUCTEMHbBIX TpeboBaHusx, nmbo B TpeboBaHuUsix K nporpaMmHomy obecneve-
HUIO.

MPOLIECC c6opa n aHanm3a CUCTEMHbIX n nporpamMmmHbIx TpeB0OBaHWIN MOXET ObITb MTEPATUBHBIM.

HacTtosawmn ctaHgapTt He npegnonaraet )ectkoro pasaenenus NMPOLECCOB Ha gBa ypoBHsi. Ha npaktuke APXU-
TEKTYPA CUCTEMbI n APXUTEKTYPA nporpammHoro obecnedyeHnst 4acto OnmncbiBatoTCs OAHOBPEMEHHO, a TpeboBsa-
Hus kK CUCTEME v nporpammHomy obecnedeHnto BNOCNeacTBAM JOKYMEHTUPYOTCSI B MHOMOYPOBHEBOW (hopMe.

B.5.3 APXUTEKTYPA nporpammHoro o6ecneveHusi

Ota pgesAtenbHocTb Tpebyert, 4Tobbl W3FOTOBUTEb onpenenvn rmaBHble CTPYKTYPHbIE KOMMOHEHTLI NPOrpaMm-
Horo obecneyeHnst 1 onpeaenun NX OCHOBHYIO 30HYy OTBETCTBEHHOCTM, @ TaKKe MX BHELUHE BMOWMblE CBOWCTBA M B3au-
MOCBSI3b MEXAY HUMW. Ecnu pyHKLMOHMPOBaHNE KOMMOHEHTa MOXET BNUATb HA APYrne KOMMOHEHTbI, TO OHO OOMKHO
6bITb onucaHo B APXUTEKTYPE nporpammHoro obecneveHus. 3To onMcaHne 0COGEHHO BaXKHO Ansi acnekToB (OyHKLM-
OHUPOBAHWSI, KOTOPble MOTYyT NOBNUATbL Ha KomnoHeHTbl MEOVLIMHCKOIO USOEJINA, Haxogswmecs BHe nporpamm-
Horo obecneveHus (cm. 5.3.5 n B.4.3). APXUTEKTYPHbIE pelueHus Ype3BblYaiHO BaXkHbl A5l OCYLLECTBIEHNSI MEpP MO
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YTMPABJIEHUIO PUCKAMW. Be3 noHMmaHus (M JOKYMEHTUPOBAHWS) acrnekToB (OYHKLMOHUPOBAHWUS KOMMOHEHTA, KOTO-
pble MOTyT MOBMAUATb HA OPYrMe KOMMOHEHTbI, MOYTM HEBO3MOXHO AokasaTb, UTo CUCTEMA 6esonacHa. APXUTEKTYPA
nporpammMHoro obecneyeHns Heobxogmma anga obecneveHnss npaBuUbHOM nMNnemeHTauum TpedosaHun k NO. APXNTEK-
TYPA nporpamMmmHOro obecneyeHns He cHMTaeTcsi 3aBepLUeHHoN, ecnu Bce TpeboBaHus k MO He moryT ObITb peanu3oBaHbl
onpegeneHHsimyi NMPOMPAMMHBIMIA COCTABHBIMIA YACTAMMW. MNockoneky AnsanH 1 uMnnemeHTaums nporpaMmmMHOro
obecneyerus 3aBucaT oT APXUTEKTYPbI, APXUTEKTYPA BEPUOULUMPYETCA ansa 3aeeplienus aton JEATENIBHO-
CTW. Kak npaBuno, BEPUOGNKALUNA APXUTEKTYPbI BbinonHseTcst nytem TexHndeckoro OLLEHUBAHNA.

Knaccndukauma 6esonacHoctu nporpammHoro obecneveHuns B otHowweHun NMPOMPAMMHbBIX COCTABHbLIX YA-
CTEW B npouecce AEATENBHOCTW no paspabotke APXUTEKTYPbI nporpaMMHoro obecrneyeHnst Co3aaeT OCHOBaHMe
Ans nocnegytoulero Bbibopa nporpammHbix NMPOLIECCOB. 3anucu o knaccudmkaumm HaxoaAaTcs nof ynpaBneHneM ms-
MeHeHusMu B coctaBe PANITA MEHEIXXMEHTA PUCKA.

MHOXeCTBO nocneayLwmnx cobbITUIN MOXET cAenaTh Knaccudukauuo HegencTBUTeNbHON. OHKU BKIOYAOT, Hanpu-
mep:

- nameHeHus cneumdukaumn CUCTEMbI, nporpammHon cneundpunkaumm unun APXUTEKTYPbI;

- obHapyxeHue owwmnbok B AHAITM3E PUCKOB, ocoberHo HenpeasuaeHHbx ONTACHOCTEN; n

- obHapyXeHne HeocyLLeCcTBMMOCTM TpeboBaHus, ocobeHHo mepbl no YIMPABJIEHUIKO PUCKOM.

Moatomy Bo Bpems Bcex Bngos JEATENbHOCTW, cnegytowmx 3a paspabotkon APXUTEKTYPbI nporpammHoro
obecneyenust, knaccudukaums NMPOMPAMMHBIX CUCTEM u MPOMPAMMHbBIX COCTABHbIX YACTEWN gonxHa MNEPE-
OLIEHUMBATbBCA u, ecnu HyHO, nepecmaTpuBaTbCs. OTO Bbi3biBAeT 40PAOOTKY C MPUMEHEHMEM A0OMNONHUTENbLHBIX MPO-
LIECCOB k otaensHoi MPOrPAMMHOW COCTABHOW YACTU B pesynsrate obHoBneHus o 6onee BbICOKOro Knacca.
MPOLECC meHemkmeHTa KOHGUrypaLmm nporpammHoro obecneveHus (pasgen 8) ncnonb3dyetcsa onsa obecneveHns yse-
PEHHOCTUN B TOM, 4YTO BCE Heobxoammble JopaboTkM ObInn NAeHTUMLMPOBaHbI U 3aBEPLUEHbI.

B.5.4 [letanbHbI AU3aliH NporpaMmMHoro obecneveHus

DanHas OEATEJNIbBHOCTb tpebyet ot MUSTOTOBUTENA ycoseplueHcTBoBaHus NMPOMPAMMHbBLIX COCTABHbIX ||
YACTEMW 1 untepdeiicos, onpeaeneHHbix B APXUTEKTYPE, utobbl coanats NMPOTPAMMHBIE BMTOKU 1 ux uHtepdeii-
cbl. Xors NMPOTPAMMHBIE BJIOKW yacto cuuTalTcs eAMHUYHBIMU (DYHKLMAMU UMW MOAYNSAMU, 3Ta TOYKa 3pEHUS He
Bceraa sBnsieTca npuemnemoit. Hactoawuii cranaapt onpeaenset NMPOMPAMMHbBIN BITOK kak MPOMPAMMHYHO CO-
CTABHYIO YACTb, He genumyto Ha 6onee menkue anemeHTbl. [TIPOMPAMMHBIE BJTOKU moryT npoBepATbLCS OTAEMBHO.
N3rOTOBUTEIKO cnenyet onpenenutb yposeHb Aetanu3auum NMPOMPAMMHOIO BJIOKA. [etanbHbin Au3ariH onpeae-
nsieT anropuTMbl NpeacTaBneHns AaHHblx 1 B3anmogenctans mexay NMPOMPAMMHBIMU BITOKAMUW u cTpykTypamu aaH-
HbIX. [leTanbHbIN AM3aiH Takke AomKeH kacaTbest popmupoBanns MPOMPAMMHOIO NMPOOYKTA. Heobxoammo onpeae-
nnTb KoHcTpykumo NMPOTPAMMHDbBIX BJTOKOB v nHTepdencoB foctatouyHo NogpobHO, YTOObl MOXHO 6bIN0 06LEKTUBHO
BEPNONLIMPOBATbL nx BE3OIMNMACHOCTb 1 pe3ynstaTMBHOCTb, €CMNY 3TO MOXET ObiTb 06eCneyYeHo C UCMONb30BaHNEM
apyrux TpeboBaHui unu JokymeHTaumm no paspabotke. OH JomkeH ObiTb AOCTATOYHO MOMHbIM, YTOObLI MPOrpamMmmcTy
He TpeboBanocb NPUHUMATb UCKIHOUMTENbHBIX MPOEKTHbIX pelueHnin. [eTtanbHbll An3anH Takke A0MmKeH OblTb CBA3aH C
apxutektypor MPOrPAMMHOIO OBECIMNEYEHUNA MEOVLMHCKOIO U3OENUA.

MPOrPAMMHAA COCTABHAA YACTb mMoxeT nogpasfensiteCs Ha YPOBHU Tak, YTO TOSIbKO HEMHOTME M3 HOBbIX
MNMPOrPAMMHBIX COCTABHbIX YACTEN nMmnnemeHTUpytoT TpeboBaHus, cesasaHHble ¢ BEBOMNMACHOCTbBKO ncxogHon
MPOrPAMMHOWM COCTABHOWM YACTW. Octaslumecs MPOMPAMMHBIE COCTABHBLIE YACTU He uMnnemMeHTupyoT
dyHKumK, ceazaHHble ¢ BESOMACHOCTbBLHKO, u moryT 6bITb NOBTOPHO KnaccuduumpoBaHbl ¢ NpucBoeHnem Gornee HU3-
Koro knacca 6esonacHocTu nporpammHoro obecnedeHus. OgHako NpUHATUE Takoro pelueHus camo no cebe siBnsaerca
yacTtbio MPOLIECCA MEHEIXKMEHTA PUCKA 1 gokymentupyetcs B ®ANNE MEHEI>KMEHTA PUCKA.

[Mockonbky MMNNeMeHTaunst 3aBUCUT OT AeTanbHOro Au3alniHa, HeoOXoAMMO MPOBEPUTb AaHHbIA AeTanbHbIA Aun-
3alH go 3aeeplenns AEATEIIbBHOCTU. BEPUPUKALINA netanmsmpoBaHHOro An3aiHa, kak npaBuslo, OCYLLECTBIISIETCA
nytem OLLEEHMBAHUA TexHnyeckux xapaktepuctuk. MNMyHKT 5.4.4 tpebyet ot UBFOTOBUTENA BepudmumpoBaTh Bbi-
xogHble faHHble JEATENIBHOCTU no getanuanpoBaHHOMy Au3aviHy. [lu3aviH onpegenseT, kakne TpeboBaHus OOMmMKHbI
6bITb peanu3oBaHbl. BEPUOUNKALINA gusanHa obecnedmBaeT yBepeHHOCTb B TOM, YTO AM3aviH NpaBUIIbHO peanuayeT
APXUTEKTYPY nporpammHoro obecneyeHusi n He npotusopeunt APXUTEKTYPE nporpammHoro obecrnevyeHus:.

Ecnu gu3aiin 6ynet cogepxatb AedekTbl, To Kof He ByaeT npaBunbHO peanu3oBbiBaTb TpeboBaHMS.

Ecnu gusaiii cogepxunt gedektol, To UISTOTOBUTEJTb gormkeH NpoBEpPUTL Te XapakTepUCTUKM Au3aiiHa, KoTopble
OH cuuTaeT BaxHbiMK Ans obecneveHns BESONMACHOCTW. Mpumepbl Takux XxapakTePUCTUK BKITHOYALOT:

- peanusauuio NpeayCMOTPEHHbIX COObITUI, BXOOHBIX Y BbIXOOHbBIX OAHHBLIX, MHTEP(ENCOB, NTOMMYECKON CXEMbI, a
Takke BOMPOCHI pacnpeaeneHns pecypcoB npoLeccopa, pacnpeaerneHnsi pecypcoB namsTtu, onpegeneHns ownbok u uc-
KMOYeHWI, N3onaumm onboK 1 UCKIMOYEHNIA 1 BOCCTAHOBMNEHNS Mocre OLnBboK;

- onpefeneHne CoOCTOSIHMSA MO YMOMYaHMIo, B KOTOPOM YCTPaHSIKOTCSA BCe OTKasbl, KOTOPblE MOTYT NMPUBECTM K onac-
HOW cuTyauumn, BKItoYasi cobbiTist U nepexofbl;

- MHMUManu3aumio nepeMeHHbIX, ynpaBrneHme naMsaTblo; 1

- XONOAHYKO» N «TEMNNy» Nepesarpy3kv, PexvMm OXUOAHUS U Opyrne U3MEHEHUSI COCTOSIHUS, KOTOpble MOryT
BMnATL Ha Mepbl no YMNPABJTIEHNKO PUCKOM.
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B.5.5 UmnnemeHTauus n sepudukauusa NPOrPAMMHOIO BJTOKA

OanHaa OEATEJNIBHOCTb Ttpebyer ot N3rOTOBUTENA 3anucats n nposeputb kog ana MNPOMPAMMHbBIX
BJIOKOB.

JeTanbHbii AM3aiH npeobpa3oBbIBAETCS B MCXOAHbIV KoA. KogupoBaHue npeacraBnsier coboi MOMEHT, B KOTOPOM
3aKaHYMBaETCsl AEeKOMMOo3nUMsa cneumdukaLmnin U1 HauMHaeTCsl cocTaBrneHne peanusyemoro ucnomnHsiemoro MO. YTobbl
nocnefoBaTenbHO AOCTUraTh XKenaeMblX XapaKTepUCTUK KOAA, AOMMKHbI MCMONb30BaThCA CTaHA4apThl KOAUPOBaHWUS Ans
onpegeneHns NpeanoYnTaemMoro CTuns kognpoaHus. MNMpumepsl CTaHAapTOB KOAMPOBAHMWS BKIOYaOT TpeboBaHMs K Mo-
HSITHOCTW, NMpaBuria UCMONMb30BaHWSA A3blKa UMM OrPaHUYEHUI U CIIOXKHOCTb ynpaeneHusi. Kog ans kaxgoro mogyns BE-
PNOULIMPYETCA Ha npeameT (hyHKUMOHMPOBAHUS Kak OnpeneneHo B AeTanbHOM Au3aiiHe, M YTO OH COOTBETCTBYET
YCTaHOBMEHHbIM CTaHO4AapTaM KOAMPOBaHUS.

MyHkT 5.5.5 Tpebyet ot MSTOTOBUTEJIIA nposepATs koa. Ecnn koa He peanu3yeT Av3ariH npaBuibHO, NporpamMmm-
Hoe obecneveHne MEOMLUMHCKOIO U3OENNA He ByneT byHKLMOHMPOBATL Tak, kak npegHasHaveHo.

B.5.6 UHTerpauus n TectTupoBaHue MHTErpaLuum nporpaMmMHoro obecne4yeHus

OanHaa OEATEJIbHOCTb Ttpebyetr ot U3TOTOBUTENIA nnaHvpoBaTb M peanu3oBbiBaTb MHTerpauuio [MPO-
MPAMMHBbIX BJTOKOB B NMPOIMPAMMHbBIE COCTABHbIE YACTW Tak xe, kak n udterpaumto MPOMPAMMHbBbIX COCTAB-
HbIX YACTEW B Gonee cnoxHococtasHble NMPOMPAMMHBIE COCTABHLIE YACTW, 1 npoBepsTh, Y4TO NOMyYeHHbIe B
pesynbrate gaHHon cbopku NMPOMPAMMHBIE COCTABHBIE YACTW dyHKUMOHUPYIOT TaK, Kak NpegHa3HavyeHo.

Moaxon Kk MHTerpauuym MOoXeT BapbMpoBaTbCs OT HEMHKPEMEHTHOW MHTerpaumumn 4o nobon hopmbl NOLLAroBow 1H-
Terpauum. CoiicTBa cobupaemoit MIPOMPAMMHOW COCTABHOW YACTU OVIKTYIOT BblIOVMpaeMbIi METOA MHTErpauuu.

TecTupoBaHwe nHTerpaumm MO HanpasBneHo Ha NepeaaYy AaHHbLIX 1 ynpasneHne sceit MPOMPAMMHOWM COCTAB-
HOWM YACTW uepes BHeLHWE W BHYyTPeHHUE UHTepdeichl. BHellHne uHTepdeiicbl — 3TO Te, KOTopble MMeIT Apyroe
nporpammHoe obecrneveHne, BKItovas nporpammMmHoe obecrneveHne onepaumoHHON CMCTEMbI 1 annapaTtHble cpeacTtea ME-
OVLUMHCKOIo U3OENNA.

TOYHOCTb TECTMPOBAHUS MHTErpaLun 1 YpoBEHb AeTanu3auumn AoOKyMEHTaLUMK, CBA3aHHOW C TECTUPOBaHNEM NHTE-
rpauun, JomkHbl ObiTb conamepumbl ¢ PYUCKOM, cBsizaHHbIM C M3OenneM, ¢ 3aBUCMMOCTbLIO U3AENUs OT NPOrpamMMHOro
obecneyeHns AN noTeHUManbHO onacHbIX PyHKUMIA, a Takke ¢ ponbto onpeaeneHHbix MPOMPAMMHBLIX COCTABHbIX
YACTEW B dhyHKUMOHaNe nagenusi ¢ Gonblueii crenersio PUCKA. Hanpumep, HecmoTps Ha To, uTto Bce NMPOMPAMMHbIE
COCTABHbBIE YACTW pgomxkHbl O6biTb NPOTECTUPOBAHLI, 3r1eMeHTbI, koTopble BnusitoT Ha BE3ONACHOCTb, gomkHbl noa-
Bepratbcs bonee HanpaBneHHbIM, BCECTOPOHHUM U AeTarbHbiM TECTaM.

B coOTBETCTBYIOLLMX Cry4Yasx TECTUPOBaAHWE UHTErpaLm JEMOHCTPMPYET NOBEAEHUE NPOrpaMMbl Ha rpaHnLax ee
BXOAHbIX U BbIXOAHbLIX JOMEHOB (0bnactein) u noareepxaaeT peakuuto MO Ha HeaencTBUTENbHbIE, HEOXMOAHHbBIE U Cre-
umarnbHble BXOOHbIE AaHHble. [JelicTBMA NporpaMmbl OOHapYXMBaKTCA NpY BBEAEHUM KOMOUHaLMM BXOAHBIX AaHHbIX U
HEOXMAAHHOW NOCNEeAoBaTENbHOCTU BXOAHBLIX AAHHbIX, UMK KOrga HapyLleHbl onpeaeneHHblie TpeboBaHns CUHXPOHM3a-
uun. TpeboBaHUsI TECTUPOBAHMS B MraHe OOSMKHbI BKOYaTh, COOTBETCTBEHHO, TUMbl TECTUPOBAHUSA METOAOM «Oenoro
ALMKa», YToObl ObITh BbINOMHEHHBIMU KaK YaCTb MHTErPaLMOHHOIO TECTUPOBAHNSI.

TecTnpoBaHVe MeTOAOM «BEenoro sLuKay, Takke U3BECTHOE KaK TECTUPOBaHUE KCTEKISIHHOIO SILLMKay, «CTPYKTYp-
HOEe», «MPO3pPayvHOro silMKa» MU «OTKPLITOrO siliMKa», — 3TO TEXHMKA TECTMPOBAHUS, A€ UCMONb3yeTCsl TOYHOE 3HaHue
BHYTPEHHEro dyHKUMoHMpoBaHus MPOIPAMMHOM COCTABHOWM YACTW, utobbl BLIBUpaTh AaHHble TecTupoBaHus. Te-
CTMpOBaHNEe MeToaoM «6ernoro silmKay MCnonb3yeT onpeaeneHHble 3HaHUs O NMPOrPAMMHOW COCTABHOW YACTW,
4TOObI NPOBEPATH BbIXOAHbIE AAHHbIE. DTO TECTUPOBAHME ABISAETCS TOUHbIM, TONTbKO €CITN TECTOBbIN UHXEHEP 3HAET, YTO
MPOrPAMMHAA COCTABHAA YACTb pomxHa genatb. Toraa TeCTOBbIN MHXEHep MOXeT BuaeTb, koraa NMPOMPAMM-
HAA COCTABHAA YACTb oTknoHsieTcst oT ero HamedeHHow uenu. TecTupoBaHue MeTogoM «6enoro silnka» He MOXeT
rapaHTMpoBaTb, YTO Oblna peanuaoBaHa nornHasi cneuundukaumsa (Ha nporpaMMHoe obecrneyeHune), NOCKOmNbKy OHO ¢o-
KycupyeTcsl Ha TecTupoBaHun peanunaaumm MPOTPAMMHOWM COCTABHOWM YACTW. TecTUpoBaHWe METOAOM «HEpPHOMo
SLMKaY», TaKKe M3BECTHOE KaK «MoBeAeHYecKoey, «(PyHKUMOHANbHOEY, TECTUPOBAHUE «HEMPO3PAYHOro ALLMKA» U Te-
CTUPOBaHME «3aKpbITOrO ALMKay, (DOKYCMPYETCH Ha TECTUPOBAHWUUN (DYHKLMOHANBHOW cneumdurKaumm n He MOXET rapaH-
TMPOBaTb, YTO ObINM NPOTECTUPOBaHbI BCE pearnu3oBaHHble YacTu. Takum obpasoM, TECTUPOBaHME METOOOM «YEepPHOro
slMKa» SBMNSETCS TeCTUPOBaHMEM Ha crneundukaumnio n obHapyx1BaeT AedekTbl NPOMyCcKoB, ONpeaenss, Kkakas 4YacTb
cneundukaumm He Gbina BbINOHeHa. TecTupoBaHWe MEeToAoM «6ernoro swmka» sIBMseTcs TeCTUpPOBaHMEM Ha peanu-
3aumio 1 obHapyxxuBaeT AedeKTbl BbINOMHEHUS, YKa3blBas, Kakas 4yacTb peanusauumn HeucnpasHa. YTobbl NOMHOCTbLIO
npotectuposatb NMNPOrPAMMHOE OBECMNEYEHWE MEOVLMHCKOIO U3OEJINA, moryT notpeboBaTbCs Kak TeCTUpO-
BaHMEe METOAOM «YEPHOrO SLLMKay, Tak U TECTUPOBaHME METOA0M «Bernoro siLuka.

[MnaHbl 1 AOKyMeHTauusi TECTUPOBaHUS, onpeaerneHHble B nogpasgenax 5.6 n 5.7, moryTt ObiTb oTAeNbHbIMU A0-
KyMeHTaMu, NPMBSI3aHHbIMU K KOHKPETHLIM CTaausiM paspaboTku Unu 3BOMLMOHHEIM NpoToTunam. OHM MoryT ObITb 06b-
eVHEHbI B eANHbIV JOKYMEHT 1y Habop [OKYMEHTOB, OXBaTbiBatoLLMX TpeboBaHus MHOXeCTBa noapasnenos. Bee goky-
MEHTbI UNN YaCTb JOKYMEHTOB MOTYT ObITb BKIMOYEHbI B MPOEKTHbIE JOKYMEHTbI 6onee BbICOKOro YPOBHS, Takne Kak nraH
obecneyeHns kadectBa npoekta unu MO, unu nnaH KOMMMIEKCHOro TeCTUPOBAHMUS, KOTOPbLIA OXBaTbIBAET BCE aCMEKTbI
TECTUPOBaHWS annapaTHbIX CPEACTB 1 NPOrpaMMHOro obecnedeHus. B Takmx cnyvasax crieqyeT co3gaBaTtb MEPEKPECTHYHO
CCbINIKY, KOTOpas onpeaenser, Kak pasnuyHbie JOKYMEHTb NpoekTa cBasaHbl ¢ kaxaon n3 SAOAY nHTerpauun nporpamm-
Horo obecneyeHus.

36



HV
Q

BWH: 110340017483. 3aka3 NeIM-393228022024 o1 28.02.2024 11:47:26. Nonb3osaTtens: PIM HA NXB "HAUMNOHAJIbHBI HAYYHbIW LIEHTP PA3BUTNA 30PABOOXPAHEHNA UMEHW CATMOAT KAUPBEKOB,

OCT IEC 62304-2022 BbiaaH PN Ha MXB «Ka3axCTaHCKUA MHCTUTYT CTaHAapTU3auum 1 MeTpoorn»

O6HoBneH: 28.02.2024

FOCT IEC 62304—2022

TecTupoBaHWe MHTerpauum NnporpamMmmMHoro obecrnevyeHns MOXeT OCYLLECTBNATLCA B MOAENVPYEMON cpeae, Ha ume-
toLieMcsi obopyaoBaHmm, unmn Ha nonHoueHHom MEOVLIMHCKOM U3OENNN.

MyHkT 5.6.2 Tpebyet ot UBTOTOBUTENA BepuduumpoBats BbixofgHble AaHHble AEATEJIbHOCTW no nHTterpaumm
nporpammHoro obecneyerus. BeixogHble aaHHble JEATEIIbBHOCTW no nHterpauum nporpamMmmHoro obecnedeHns — ato
nHTerpuposaHHble (BcTpoeHHble) NMPOMPAMMHBIE COCTABHBLIE YACTW.

[aHHble nHterpupoBaHHslie MPOMPAMMHBIE COCTABHbBIE YACTW pomkHbl (hyHKLIMOHMPOBATL AOMKHBIM 0bpa-
30M, 4TOGbI Bce nporpammHoe obecneveHne MEONLIMHCKOIO U3OENUA dyHkunoHupoBano npasunbHo 1 6esonacHo.

B.5.7 Tectuposanue MPOrPAMMHOW CUCTEMbI

HanHas OEATENbHOCTbD Tpebyet ot USTOTOBUTENA npoBepuTb hyHKLUMOHANBLHOCTL NporpaMmMHoro obecneve-
HMS MyTeM NPOBEPKM TOro, YTo TpeboBaHNs K NPOrpaMMHOMY obecneyveHmnto Bbinm ycnewHo peann3oBaHsbi.

Tectuposarne MPOTPAMMHOW CUCTEMbI aeMoHCTpUpYeT, 4To ykazaHHasi (yHKUMOHANbHOCTb AeNCTBUTENbHO
cywectByerT. TectupoBaHue BEPUOULIVPYET dyHKUMOHANBbHOCTb 1 XapakTepPUCTUKM NporpamMmebl, kak paspaboTaHHoN B
COOTBETCTBUM C TpeboBaHMSAMM K NPOrpaMMHOMY obecrneyveHuto.

Tectuposanne MPOTPAMMHOWM CUCTEMbI opueHTUpoBaHO Ha (YHKLMOHANbHOE TeCTUPOBaHWe («YEpHbIit
ALMK» ), XOTS Bonee nNpeanoyTUTENbHBIM MOXET OKa3aTbCsl UCMONb30BaHNe Metoaa «6enoro swmkay (cm. B.5.6), 4ytobbl
3(hEKTMBHEN BbIMOMHATL ONpeAeneHHbIe TECTbI, BbIAENATb CTPECCOBbIE YCIOBUS UK AedeKTbl MO0 yBenmymMBaTh No-
KpbITUE UCXOAHOTO KoAa KBanMUKaLMOHHbIX TeCcToB. OpraHm3auunsi TECTUPOBaHUSA NO TUNaM 1 aTanam siBNSeTcsa rmbKou,
HO nokpbiTue TpebosaHuii, YINPABJIEHWE PUCKOM, skcnnyaTauuoHHas NpurogHoCTb U TUMbl TECTOB (Hanpumep, Hera-
TUBHbIE, NHCTaNMAUMOHHBIE, CTPECC) AOMKHbI ObITb NPOAEMOHCTPUPOBaHbLI U 3340KYMEHTMPOBAHbI.

TecTtuposanve NMPOMPAMMHOW CUCTEMbI npoBepsieT MHTerpupoBaHHOe nporpaMMHoe obecreyeHne 1 MoXeT
ObITb BLIMOMHEHO B MOOENVPYEMON Cpefe Ha umeroemMcs obopyaoBaHum unm Ha nonHoueHHom MEOVMLUMHCKOM W3-
OENVA.

Korga B MPOrPAMMHYKO CUCTEMY BHOCATCA M3MeHeHMs (faxe Hebonblune), AormkHa OblTb onpegeneHa cre-
neHb PETPECCUNOHHOIO TECTUPOBAHWA (HO He TONbKO TECTMPOBAHUS OTAEMbHbIX U3MEHEHMIM), YTOObI yOoCTOBE-
pUTbLCS B OTCYTCTBUM HENPEOYyCMOTPEHHbIX NO60o4YHbIX sBneHuin. JaHHoe PETPECCUNOHHOE TECTUPOBAHUE (1 obo-
CHOBaHMe ANs He NONHOCThLI0 NOBTOPsieMoro TecTuposaHua MPOMPAMMHOW CUCTEMbI) 4omkHO 6biTh 3annaHMpoBaHo
1 gokymeHTupoBaHo. (Cm. B.6.3).

OTBeTCTBEHHOCTL 3a TecTuposaHne NMPOMPAMMHOWM CUCTEMbI moxeT 6biTb pacnpeaeneHa, npoucxoanTh B
pasHbIX MecTax 1 MPOBOAUTLCA pas3nuyHbIMK opraHu3daumamu. OgHako, HesaBucumo ot pacnpegenenna 3AOAY, foro-
BOPHbIX OTHOLLEHWUIA, MICTOYHMKA KOMMOHEHTOB MK cpeabl (ycnosuii) paspaboTtku, MUSTOTOBUTEJSIb usgenusa coxpaHsert
OKOH4YaTesNbHY0 OTBETCTBEHHOCTL 3a obecneyeHne NpaBunnbHOrO OyHKLMOHNPOBAHMS NMPOrpamMmmMHOro obecneyeHuns B co-
OTBETCTBUM C NPESYCMOTPEHHBIM Ha3HAYEHNEM.

Ecnu npu TectupoBanunm 6binin o6HapykeHbl cnocobHbie k noBTopeHnto AHOMAJIAN, Ho BbINo NpUHATO peLleHne
He ycTpaHsaTb ux, To gaHHble AHOMATUW gomxHel 66iTb OLIEHEHbBI B cootBeTcTBUM ¢ aHanm3om PUCKA, ytobbl ybe-
AnTbCS, 4YTO OHM He BnustoT Ha BE3OMNMACHOCTb usgenvsa. Heo6xoaMMo NoHATL NepBONPUYNHY 1 OCOBEHHOCTM NPOSiB-
nexnst AHOMATINI, a Takke 3a40KyMEHTUPOBATL MPUYMHbI, MO KOTOPLIM OHU HE YCTPaHSIIOTCS.

MyHkT 5.7.4 TpebyeT, 4TobLI pe3ynsrathl Tectuposanus MPOMPAMMHOW CUCTEMbI 6binv OLEHEHDI, 4To6bl
obecneunTb nonyyeHne oxXunaaemMblxX pesynsraTos.

B.5.8 Beinyck MO

Hannas OEATEJIbHOCTb tpebyet ot UBTOTOBUTENA gokymeHtuposate BEPCUIO Beinyckaemoro MO MEON-
LUMNHCKOIo U3OENWUA, ykasatb, kak OHO Bblfio cO34aHO, U CredoBaTb COOTBETCTBYOLUM ANS BbiMycka NporpammMHoOro
obecneyeHuns npouedypam.

M3rOTOBUTESb pormkeH ObITb cnocobeH NpoaeMOHCTPUPOBaTh, YTO NMporpammMHoe obecneyeHne, co3gaHHoe ¢
ncnonb3oBaHvem MNMPOLIECCA pa3paboTku, — 3TO TO nMporpaMMHoe obecrneyeHne, koTopoe Obino BbinyweHo. N3MO-
TOBUWTEJb fomkeH nmeTb BO3MOXHOCTb BOCCTAaHOBUTbL MPOrpaMmmMHoOe obecrneyeHne u MHCTPYMEHTBI, UCMOMb30BaHHbIE
AN ero cosgaHus, B criydae ecnm aT1o noHagobutces B 6yaywiem. OH JOMKEH XpaHUTb, YNakoBbiBaTk M 4OCTaBNATb Npo-
rpammHoe obecneveHne cnocoboM, MUHUMU3UPYIOLLMM BO3MOXHOCTb MOBPEXAEHUS UMM HENPaBUIBLHOTO NPUMEHEHNS.
[ormkHbl ObITb YCTaHOBMNEHbI ONpeaeneHHble npoLeaypsbl, 4Tobbl o6ecneynTs BbinonHenve 3ALAY Hagnexalwmm obpasom
1 Cc nocnenoBaTtenbHbIMU pesynsratamu.

B.6 MPOLECC TtexHu4eckomn nogaepxku MO

B.6.1 YcTaHOBneHue nnaHa TexHu4eckomn nogaepxku MO

MPOLECC TexHuyeckon nogdepxkn nporpammHoro obecneveHuns otnunyaetcs ot NMPOLIECCA pa3paboTku npo-
rpaMmmMHoro obecneyeHns AByMsi MyHKTaMu:

- BFOTOBUTENNHKO paspeluaetcs ncnonb3oatb NPOLIECC, meHbwniz, yem nonueii MPOLIECC pa3paboTtku npo-
rpaMMHoro obecneyeHust, YTobbl OCYLLECTBNSATL ObICTPbIE U3MEHEHWSI B OTBET HA HEOTNOXHbIE NPObnemsl;

- B oTBeT Ha nporpammMHble OTHETBI O NMPOBJIEMAX, oTHocsLWwmxes K BeinyLweHHomy npoaykty, USTOTOBUTENb
He TONbKO peLUaeT Npobrnemy, HO eLLie 1 BbIMOMHSET JNIoKanbHble perynupytowme TpeboBaHms (00bIMHO 3anyckas akTUBHYHO
cxemy HabnopeHus ansa cbopa AaHHbIX 0 Npobneme n ee o6nacTu 1 Anst oOLEeHUsI C NONb30BaTENSIMU U PETYIINPYHOLLIMMU
opraHamu o npobneme).

Moppasgen 6.1 Tpebyet, 4Tobbl 3T NMPOLIECCHI 6biny ycTaHOBMEHbI B MNaHe TEXHUYECKON NOaaEPXKKU.
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HanHaa OEATENBbHOCTbD tpebyet ot UBFTOTOBUTENA cozgaHusa unv naeHtudmkaumm npoueaypsl Ans peanvsa-
unn OEATENIBHOCTU n 3AOAY no TexHnyeckon nopaepxke. YTobbl BEINOMHATL KOPPEKTUPYOLLNE AENCTBUSA, YNIPaBNATb
N3MEHEHUSMM NPY TEXHUYECKOW NoAAEpXKKe 1 yNpaBnsTh BbinyckoM 06HoBneHHoro MO, MSTOTOBUTEJHO cneayet aoky-
MEHTUPOBAaTb M peLuMTb Npobnemsl 1 3anpockl noTpebutenen, a Takke ynpasnats moamudukaumammn MO MEOULMHCKO-
o N3JENNA. Stot NMPOLUECC akTtnBm3npyetcs, Koraa us-3a npobnem nubo notpebHoCTM B yny4LlleHn unv agantauum
MO MEOVLUNHCKOIO U3OENWA nogsepraeTca MoamdukaLmsam koga unv U3MeHsieTcst ConyTCTBYIOLLAs JOKYMEHTaUus.
Llenb coctout B coxpaHeHun uenoctHocTy BbinyLeHHoro MO MEOVLUMVHCKOIO U3OEJIUA npu ero mogndukaumm. 3ToT
MPOLECC BkntoyaeT nepemelryenne NO MEOANUMHCKOIO USOENNA B cpeay vnv Ha nnatdopmbl, A51S1 KOTOPbIX OHO
nepBoHayvansHo He 6bino BeinyLeHo. AEATENBHOCTb, npegycMoTpeHHas HaCcTOSLLMM NYHKTOM, XxapaktepHa ans MPO-
LIECCA TexHunyeckon nopaepxku, ogHako NPOLIECC TexHnyeckown nogaepkm MoxeT ucnons3osats apyrne NPOLIEC-
Cbl HacTosWwero cTaHaapTa.

MN3FOTOBUTEIKO HyxHo nnaHuposaTe OEATENBHOCTb n SAOAYN MPOLECCA TexHu4eckon nogaepxKu.

B.6.2 AHanu3 npo6nem 1 moaudukauun

OanHaa OEATENBbHOCTb tpebyet ot NBTOTOBUTENA aHanu3npoBaTb 0b6paTHylo CBSI3b HA NpeaMET ee 3Hauu-
MOCTU; NPOBeEpPATbL CO0bLLEeHMsA O nNpobnemax n paccmatpuBaTh, BblOMpaTb U 0400PATL NOAXOASALME ANS BbINOMHEHUSA
BO3MOXHbl€ BapuaHTbl MOANMUKaLNNA.

[Mpobnembl 1 apyrve 3anpockbl Ha BHECEHME U3MEHEHUIN MOTyT MNOBMAUATb HA (PYHKLMOHAMbHbBIE XapaKTepPUCTUKH,
BE3OIMNACHOCTb unu peructpaumto MEOULMHCKOIO U3OEJINA B perynupytowwimx opraHax. AHanM3 Heobxogum ans
onpegeneHns Kakmx-Hnbyap nocneacteuii ns-3a OTHETA O NMPOBJIEMAX u nosiBaTcst Ny kakme-H1byaps NocrneacTBus Us-
3a moaudmkaumm, a Takke ong ycTpaHeHusa npobnemMbl Unu BbINOMHEHWS 3anpoca. [ns npoBepk/ NocpeacTBOM aHanusa
NPOCNEXMBAEMOCTM UITN PETPECCUOHHOIO aHanmn3a 0COOEeHHO BaXkHO, YTOObI BCTPOEHHbIe B u3genve mepbl no YIMPAB-
JIEHNKO PUCKOM He 6binu HeratMBHbIM 06pa3oM M3MEHeHbl 1M MoauduumpoBaHbl NPorpaMMHbIM obecnedeHnem,
koTopoe BHeapsietcsa kak Yyacte AEATEJIbHOCTU no texHuudeckon nogaepxke MO. Takke BaxHO ybeanTbes, YTO U3-
MeHeHHoe nporpaMmmHoe obecneveHune He cosnaet OMNMACHOWM CUTYALIMU unu chmxaet PUCK B nporpammHom obe-
crieyeHum, kotopoe paHee He coanasano OMACHOW CUTYALIUU unn chmkano PUCKWN. Knacendmkaums 6eaonacHocTy
nporpaMmHoro obecneyenus ans MPOMPAMMHOW COCTABHOW YACTU MoxeT 6bITb M3MeHeHa, ecrniu MoaudmkaLms
nporpamMmMHoro obecnevyeHnst B HaCTOALLMIA MOMEHT MOXeT Bbi3biBaTb ONMACHOCTbD vnu ymeHnbliats PUCK.

BaxHO pasnuuaTbe TEXHUYECKYH NOAAEPXKKY MpPorpaMMHoro obecneveHus (pasgen 6) u peweHne npobnem npo-
rpammHoro obecnevenns (pasgen 9).

maBHbiM B MPOLIECCE TexHu4eckoin noadepXkn nporpaMMHOro obecrnedeHuns iBNSeTcsl A4OCTaToYHbIN OTBET Ha
obpaTHyto CBsi3b, Bo3HUKatoLLyto nocrne Bbinycka N0 MEOVNLIMHCKOIO U3OENIUA. Kak yactb MEOWNLIMHCKOIO US3-
OENWA, MPOLECC TexHnYeckon nogaepku nporpaMmmMHoro obecneveHnst AomkeH ob6ecneunTb yBEpEHHOCTb B TOM, YTO:

- OTYETbI O NMPOBNEMAX, cBsazaHHble ¢ BESOIMNMACHOCTbIO, paccmaTtpuBaloTcsi U AOBOASTCA A0 CBEAEHMS CO-
OTBETCTBYHOLLMX PETYNUPYIOLLMX OPraHOB U 3aTPOHYThIX NONb30BaTENew;

- MPOrPAMMHOE OBECMNEYEHUE MEOVNLUNHCKOIO U3OENUA nosTopHO 0A06pseTcs u NOBTOPHO Bbinycka-
eTcsa nocne mMmoandukaunm n ouLmansHOro KOHTPOIs, KOTopble obecnevmBatoT ycTpaHeHne NpobrnemMsl U NpeaoTBpaLle-
HVe ganbHenwmnx npobnewm;

- NBrOTOBUTENb paccmartpusaer, kakoe gpyroe MTPOMPAMMHOE OBECIEYEHME MEOVUUWMHCKOIO U3OE-

H JINA moxeT GbITb 3aTPOHYTO M NPEAnPYHUMAET COOTBETCTBYOLLMNE AENCTBUS.

LleHTpom BHMMaHWS pelweHnsa npobrnem NMPOMPAMMHOIO OBECIEYEHUNA senseTca pyHKLMOHMPOBaHUE KOM-
NMEKCHON CUCTEMbI YNpaBneHns, KoTopasi:

- aHanuaupyet OTHYETbI O MPOBJIEMAX 1 ngeHTnduumpyeT Bce NOCNEACTBUS 3TOW NPOGNeMbI;

- MPUHMMAET peLLeHNs Mo psay U3MEHEHU 1 onpeaensieT nx noboe NoboOYHOe BO3AENCTBUE;

- OCYLUECTBIISIET UIBMEHEHWSI, COXpaHAA nNpu 3ToMm cornacoaHHocTb NMPOMPAMMHbBLIE COCTABHbIE YACTW KOH-
SUNYPALIMI, B Tom uncne B PAVNE MEHEIXMEHTA PUCKA,;

- BEPUOUNLNPYET ocyliecTBneHne nameHeHun.

[Mpouecc TexHnyeckor nogaepxku nporpaMmHoro obecnedeHus ncnonbdyet NPOLIECC peweHusa npobnem npo-
rpammHoro obecneverus. MPOLIECC TexHu4yeckon noaaepku nporpaMMmHoro obecrnedeHus paccmatpusaet OTYET O
MPOBJIEMAX Ha BbICOKOM YpOBHeE (CyLLecTBYeT nu npobrnema, MMeeT v OHa cyllecTBeHHoe BnusiHne Ha BE3OMMAC-
HOCTb, kakne naMmeHeHusi HeobxoaMmbl 1 Koraa ux ocyectenaTb) u ucnomnb3yeT NMPOLIECC pelwenns npobnem npo-
rpammHoro obecneveHunsa anga aHanmda OTHETA O MNMPOBJIEMAX ¢ uenbto o6HapyXeHus nobbix MOCNeaCcTBUA 1 CO3AaHUA
BO3MOXHbIX 3AMTPOCOB HA N3MEHEHWA, koTtopble naeHTndumumpytot Bce Hyxaatowmecs B uameHeHmn COCTABHBIE
YACTU KOHOUTYPALIUWN, a Takke Bce Heobxoaumble warn no BEPUOUKALMN.

B.6.3 OcywecTBneHme moaudukaumm

OanHaa OEATENBHOCTbL Tpebyet, utobbl W3TOTOBUTESL ncnonb3osan yctaHosneHHble NMPOLIECCHI ans
BbINoNHeHns moamndukaummn. Ecnv NMPOLUECC TexHu4eckor nogaepkkvM He Obin yCTaHOBMEH, AN OCYLLECTBIEHUS MO-
andbvikauum moryT mncnonb3oatbes noaxoasime SAOAYN MPOLUECCA paspabotku. USTOTOBUTESbL gomkeH Takke
obecneuntb yBEPEHHOCTb B TOM, YTO MOAMMMKALMSA HE BbI3bIBAET OTPULLATENBHOMO BNNSHWUA Ha apyrue Yactu O ME-
OVUMHCKOIo U3OENUA. Ecnn NO MEOVMUMHCKOIO N3OENUNA He paccmaTpmBaeTcsa Kak HoBasi pas3paboTtka, He-
obxoanm aHanua BnusHUS Mmogudukaummn Ha Bce MO MEOANUMHCKOIO U3OEJINA. PerpeccuroHHbI aHanmns n TecTupo-
BaHVe MCMNonb3yrTcsa Ansa obecnevyeHnst yBepeHHOCTM B TOM, YTO M3MEHEHUE He co3aarno npobnem B gpyrmx yactax MO
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MEOVUMHCKOIO UBOENNA. PerpeccroHHbIi aHann3 — 37O onpeaerieHne BrusiHAS U3MEHEHUsI Ha OCHOBE aHanusa
COOTBETCTBYIOLLEN JOKYMEHTaLMK (HanpumMep, cneumndunkaumni TpeboBaHuin kK nporpammHoMy obecneyeHuto, cneuudurka-
uniA pa3paboTky NporpaMMHOro obecneyeHnsi, UICXOAHOTO Koaa, NiaHOB TECTUPOBAHMS, TECTOBbIX NMPUMEPOB, TECTOBbIX
cLueHapveB U T. 4.) ANs onpeaeneHnsi HEOOXOAMMbIX PErPECCUOHHbIX TECTOB, KOTOpPblE HEO6X0AMMO BINOMHUTL. Perpec-
CMOHHOE TECTMPOBaHME — 3TO NMOBTOPHbIV 3aMyCK TECTOBbLIX CIly4aeB, KOTOPbIe NporpaMmma paHee BbiIMNonHWIa npasBusib-
HO, N CpaBHEHWE TEKYLLEro peaynsrata ¢ NpeabiayLyM pe3ynstaToM A5 BbISBMEHUS HenpeaHaMepeHHbIX NocneacTBuii
N3MeHeHUs1 NporpaMMHoro obecnedeHus. [lomkHo ObITb caenaHo obocHoBaHWe, onpaBabiBatoLLee konmdecTeo PEFPEC-
CNOHHBIX TECTOB, koTopoe byaeT BbINoNHATLCA ANA obecneveHns yBepeHHOCTH B TOM, YTO YacTu eLle He Moauduum-
posaHHoro MO MEOVHCKOIO U3OEJINA npogomkatoT paboTaTh Tak, Kak U 4O BbINOMHEHNUS Mogudmkaumn.

B.7 MPOLECC MEHEO)XXMEHTA PUCKA nporpaMmmHoro o6ecneveHus

MEHEOXXMEHT PUCKA nporpammHoro obecneyernns — ato yacTb nonHoro MEHEIDKMEHTA PUCKA MEOWU-
LUMHCKOIoO UN3LOEJINA, koTopasi He MOXeT Hagnexawum obpasom ObiTb paccMoTpeHa M3onvpoBaHo. HacTosiwwmia
ctaHpapt Tpebyet ucnone3oanHua NPOLUECCA MEHEKMEHTA PUCKA, cootsetctBytowero MCO 14971:2007. Kak
onpegenexo B NCO 14971:2007, MEHEOXMEHT PUCKA npenctaensieT coboi ocHoBy Aans pesynstratusHoro MEHE[-
YKMEHTA PUCKA B otHowwerun MEOVLIMHCKNX U3OENWIA. OgHa us vacteit ICO 14971:2007 otHocuTes K YTPAB-
JIEHWIO naoeHTtudmumposanHsiMm PUCKAMMW, cesaizaHHbIMK ¢ kaxgon ONMACHOCTBHO, BbisiBneHHon B xoge AHATTMSA
PUCKA. MPOLIECC MEHEO>XMEHTA PUCKA nporpammHoro obecrneyeHunsi B HACTOsILLIEM CTaHAapTe NpegHasHaveH ans
yCTaHOBMNEHNs JononHuTenbHbIX Tpeboanun k YIMPABIIEHUIO PUCKOM pna nporpammHoro obecneveHus, BKroyas
nporpammHoe obecrneyeHmne, kotopoe 6bino onpeaeneHo B xoge AHAJIM3A PUCKOB kak noTeHumansHO cnocobCeTByto-
Llee onacHbIM cuTyaumsiM, Unu nporpaMmHoe obecneyeHne, kotopoe ucnonbdyetcs ansa YNMPABJIEHUA PUCKOM ME-
OVUMHCKOIo U3OENNA. NPOLUECC MEHEOXXKMEHTA PUCKA nporpaMMHoro obecneyeHust BKIKOYEH B HaCTOSALLMI
CTaHAapT No ABYM MPUYMHAM:

- uenesasi ayaMTOpusA AaHHOrO CTaHAapTa [OMKHA MOHMMaTb MWHUMarnbHble TpebOBaHWS B OTHOLUEHWM Mep Mo
YTMPABJIEHUIO PUUCKOM B 30HE ux OTBETCTBEHHOCTW — NPOrpaMMHOM obecnevyeHunu;

- 06wwn ctaHgapt no MEHEIDKMEHTY PUCKA, MCO 14971:2007, npvBeAeHHbIV B KQYECTBE HOPMATUBHOM CCbIfl-
KM K HacTosiLeMy cTanHdapTy, He oxsaTtbiBaeT cneuunansHo YINPABIIEHWE PUCKOM O n mecto YIMPABIIEHUA PU-
CKOM B »wu3HeHHOM uukne pa3paboTtku MO.

MEHEOXMEHT PUCKA nporpammHoro obecneyeHns — ato yacTb obwero MEHEDKMEHTA PUCKA MEOVLNH-
CKOI'o N3OEJTNA. Mnaxbl, npoueaypbl U AokyMeHTaums, Tpebyemble ana AEATENbHOCTU no MEHEDKMEHTY PU-
CKA nporpammHoro obecneyeHusi, MoryT ObiTb cepreit OTAeNbHbIX AOKYMEHTOB UM OAHUM LOKYMEHTOM, UM OHWU MOTyT
6bITb nHTerpuposaHsl B AEATEINIbBHOCTb no MEHEI>KMEHTY PUCKA MEOVMUMHCKOIO U3OEJINA n B pokymeHTa-
LMo, MPU YCINOBUW, YTO BbINOMHSOTCS BCe TpeboBaHUst HACTOSILLEro cTaHaapTa.

B.7.1 AHanus nporpamMmMHoOro o6ecne4yeHusi, Cnoco6CTBYHOLLEro ONacHbIM CUTYaUUsM

Oxupaetcs, 4yto aHanua ONACHOCTW usgenusa 6ynet naeHTMdrumMpoBaTh OnacHble CUTyauMn U COOTBETCTBY-
towme mepbl o YMPABJIEHUKO PUCKOM ansi ymeHbLUEHUS BEPOSITHOCTU U/ TSHXKECTU NPUYMHEHMS Bpeaa OT 3TUX
OnacHbIX CUTyaUuMi 0O JOMYCTMMOrO ypoBHSA. Takke npeanonaraetcs, 4to mepbl no YIMPABJIEHVIO PUCKOM 6yayT Bo3-
NOXeHbl Ha NPOrpamMMHbIN PYHKLMOHar, KOTOPbIA, Kak oxuaaeTcs, byaet peanv3oBbiBaTe AaHHble mepbl no YTPABIIE-
HNO PUCKOM.

OpHako Bpsig, NN MOXHO OXMAATb, YTO BCE OMACHblEe CUTYauuW NpUCyLLne U3genuio MoryT 6biTe naeHTuduLMpoBa-
Hbl 4O TOro, kak OyaeT nogrotoeneHa nporpammHas APXUTEKTYPA. B To e Bpemsi U3BECTHO, Kak PyHKLIMN Nporpamm-
Horo obecneyeHunst GyayT BOMMOLLEHbI B MPOrpaMMHbIX KOMMOHEHTax, u MoxeT 6biTe OLIEHEHA npaktnyHocTs Mep no
YTMPABJIEHUKO PUCKOM, HasHaveHHbIX dpyHkumam M0O. Takke cnenyet nepecmotpeTs aHanua ONACHOCTW n3sgenus,
YTOObI BKITHOYMTB:

- NepecMOTpPeHHbIe ONacHbIe CUTyauuu;

- nepecmoTpeHHble Mepbl no YINPABJIEHUKO PUCKOM n TpeboBaHus k nporpaMmMHOMY 06ecneyeHuto;

- HOBblE OMacHble CMTyauuu, BO3HMKaKLLME M3-3a NporpaMMHOro obecneveHusi, HanpuMep onacHble CUTyauuu,
CBsi3aHHbIE C YENOBEYECKMM PaKTOPOM.

APXUTEKTYPA nporpammHoro obecneyeHns AormKHa BKIOYaTb HageXHble CTpaTernn Ansi pa3neneHns KOMnoHeH-
TOB NPOrpaMMHOro obecneyeHns Takum obpasom, YToObl OHW HE B3anMMOAENCTBOBANMN OnacHbIM Crnocobom.

B.8 MPOLIECC meHemxMeHTa KOHdUrypaumm nporpammMmHoro obecneveHus

MPOLUECC mMeHemxmeHTa koHuUrypauum nporpaMmmHoro obecnedyernns — a1o NPOLIECC npumeHeHus agmMuHu-
CTPATUBHBIX Y TEXHUYECKUX NPOLEAYP Ha NPOTSKEHUN KU3HEHHOIO LKA NporpaMMHOro obecnedyeHunst ans naeHTugu-
kaumm u onpeaenenus MPOMPAMMHBLIX COCTABHbIX YACTEW, skniouast qokymeHTaumio, 8 CACTEME; ynpasneHue
N3MEHEHUSIMU U BbIMYCKOM 3M1EMEHTOB; JOKYMEHTMPOBaHUE 1 cooblieHne o cocTosiHum anemeHToB 1 SANPOCOB HA
M3MEHEHWA. YnpaBneHue koHurypaumen nporpaMmHoro obecneyeHmss Heobxogumo, 4tobbl obHoBuTe NMPOTPAMM-
HYHKO COCTABHYH YACTb, ngeHtudumumpoBaTb €ro CoCTaBHble YacTu U NPeaoCTaBUTb UCTOPUIO M3MEHEHWIA, KOTOPbIE
OblfIM B HEM OCYLLIECTBEHbI.
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B.8.1 UpeHTndmkaums koHdurypaumm

OanHaa JEATEJIbHOCTb tpebyet ot W3TOTOBUTENA opHo3HayHon naeHTudmkaumm COCTABHbBIX YACTEW
KOH®UMYPALIMW nporpammHoro o6ecnevenus n ux BEPCUW. 3ta ngeHtudmkaums Heobxoamma, utobbl onpeaensaTsb
COCTABHbIE YACTW KOH®UTYPALIMW MO n BEPCUW, koTopble BkntodeHsl B MO MEOVLIMHCKOIO N3OENNA.

B.8.2 YnpaBneHue nsameHeHUMHU

Nannas NEATENBHOCTb tpebyet ot MUBTOTOBUTENSA ynpasnste nameHeHnsimu COCTABHbLIX YACTEW KOH-
SUIYPALUUW nporpammHoro obecnedeHunst n pernctpupoBatb MHopmauuto, onpegenstowyto 3ANMPOCHLI HA N3ME-
HEHWA v npenocTtaBneHne gokymeHTaumm ob nx mectoHaxoxgeHun. JanHaa OEATENIBHOCTb Heobxoguma, 4To6bI
o6ecneynTb YBEPEHHOCTb B TOM, YTO HECAHKLIMOHMPOBAHHbIE NN HENpeaHaMepeHHbIe M3MEHEHUS! He Obin BHECEHDI B
COCTABHbIE YACTN KOHOUTYPALIMW nporpammHoro obecnedenusi n 4to ogobperHbie SAMNPOCHI HA UBMEHEHWA
6bInM NonHocTblo ocylecTsneHsl 1 BEPUOULIMPOBAHDI.

3AMNMPOCbHI HA UBMEHEHWUA moryT 6biTe 00obpeHs! rpynnoi no ynpasneHuio U3MEHEHUSIMIU, MEHEIXKEPOM UK
TEXHWYECKMM PYKOBOACTBOM COIMACHO NiaHy ynpaBneHus KoHurypaumen nporpammHoro obecnedveHmns. OnobpeHHble
3AMNPOCHI HA USMEHEHWE npocnexuBatoTcs Ao haktmuyeckon mogndukaumm n BEPUOUKALIMW nporpammHoro obe-
crneveHnsi. Heobxogmmo, 4ToObl kaxaoe dakTuieckoe mameHeHme 6bino ceaszaHo ¢ 3ANMPOCOM HA USMEHEHWE n
cyllecTBoBana AokyMmeHTauums, nokaseiBawwas, 4to SANPOC HA USMEHEHWE 6bin opnobpeH. [JokymeHTaumns Moxet
ObITb M3MEHEHa rpynMnoK No ynpasneHnio N3MEHEHUSIMU, NOANNCHIO UK 3anucbio B 6a3e AaHHBbIX.

B.8.3 YueT cTaTyca KoHdurypauum

DNanHas JEATENbHOCTb Tpebyet ot MUSTOTOBUTENSA noagaepxusaTs 3anucy uctopun COCTABHbIX YACTEN
KOHOUTYPALINMW nporpammHoro obecnevenusi. 9ta JEATEJIbHOCTb Heobxoguma, 4YTtobbl onpedenaTb, Korga u rae
ObInv caenaHbl uaMeHeHus. [locTyn K aTor nHopmaumm HyxxeH anst obecneveHns ysepeHHoctn B Tom, 4yTo COCTABHbIE
YACTU KOHOUTYPALMW MO copepxaT TONbKO paspeLleHHble Mogudukauum.

B.9 MPOLEECC pelueHusi npo6rnem nporpaMMHOro o6ecrnevyeHus

MPOLECC pelwweHusa npobnem nporpaMmmHoro obecneyerms — ato NMPOLECC gns aHanvsa u peweHus npobnem
(BKMOYaA HECOOTBETCTBMSA), BHE 3aBUCMMOCTM OT MX MPUPOAb! UNN UCTOYHMKA, BKMOYasa Te, KOTopble obHapyXeHbl no
Bpems BbinonHeHus NMPOLIECCOB paspaboTku, TexHMYecKon noaaepxku u apyrmx. Lienb coctout B npegoctaBnexHun
CBOEBPEMEHHbIX U JOKYMEHTarbHO NOATBEPXKAEHHbLIX CPeACTB 0becneveHns Toro, YTo 0GHapyxeHHble Npobrnembl aHanm-
3MPYIOTCS 1 PELIaoTCA U YTO TeHAeHUmn 3amedeHbl. JanHbin MPOLIECC B nutepatype, Kacatollencsa pa3paboTku npo-
rpamMmHoro obecnedeHusi, MHOrAa HasbliBaeTcsl «oTcnexnBanne aedekrta». B UCO/MOBK 12207 [9] n MAK 60601-1-4 [2],
nonpaeka 1, OH HasbIBaeTCs «peLueHve npobnemy». [N uenen HacTosLWero cTaHgapTa Obin NPUHATO pelleHne HasbiBaTb
MPOLECC «pelueHne npobriem nporpammMHOro obecneyeHmns».

Hannas OEATENBHOCTL Tpebyer ot UTOTOBUTEJIA mcnonbsosate NMPOLUECC peluexns npobnem, korga
onpegeneHsl npobrnema nnu HecooTBeTcTBUE. [aHHast AesATenbHOCTL Heobxoauma, YTobbl obecneynTb YBEPEHHOCTL B
TOM, YTO OBHapyxeHHble nNpobrnembl NpoaHanuampoBaHbl 1 OLUEHEHbI Ha Bo3amoxHoe oTHoweHue ux k BE3OTMACHO-
CTW (kak onpegeneHo B MICO 14971:2007).

MnaH (NnaHbl) My npoueaypbl pa3paboTky NporpaMMHOro obecneyenusi, kKak TpebyeTtcs B 5.1, COCTOAT B TOM, Kak
OyayT ob6paboTaHbl Npobnembl UMM HECOOTBETCTBUS. OTO BKMOYAET OnpeaerneHne Ha KaXaonm CTalm XXU3HEHHOro Lukna
acnekToB NMPOLIECCA pelueHusi npobnem nporpaMmmHoro obecneyeHus, kotopble OyayT Hagnexawm obpasom ocpopm-
NeHbl U 3aperncTpupoBaHbl Toraa, korga npobnemsl U HecooTBeTcTBUS OyayT BBeaeHsbl B [MPOLIECC pelueHns npobnem
nporpammMHoro obecneyeHus.
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MpunoxeHue C
(cnpaBo4HOE)

B3anmocBasb ¢ ApyruMmu ctaHgaptamum

C.1 O6wume nonoxeHus

Hacrosawmi ctangapt npuMmeHsieTcs K pa3paboTke 1 TEXHUYECKON Noaaepkke nporpammHoro obecneveHnsa ME-
OVLIMHCKMX U3OENWIA. MporpamMmHoe obecneueHne MoxeT BbiTh nogcuctemoit MEJULIMHCKOIO U3OENNA vnm
aBnATbca camoctodaTensHeiMm MEOAVNUMHCKM USOEJNTMEM. Hactoawwun ctaHaapT npegHasHadvyeH ans Ucnonb3oBaHus
COBMECTHO C ApYrMMu1 NOAXOAALLMMN CTaHAapTamu Ha npouecckl paspabotkn MEOVLUMHCKUX N3OENUN.

CrtaHpapTbl no mMeHemkmeHTy MEOVLMHCKUX USOENNA, Takue kak ISO 13485:2003 [8] (cM. C.2 u npuno-
xeHne D) n ISO 14971:2007, obecnevmBaloT MEHEOXXMEHT OKPY>XeHUS (cpefpl), YTO 3aknafbiBaeT OCHOBY Afsi OpraHu-
3aumm paspabotkun npoaykummn. Ctangaptel no BESOMNACHOCTW, takne kak IEC 60601-1 [1] (cm. npunoxeHune C.4) n
IEC 61010-1 [5] (cM. npunoxenune C.5), galoT onpegeneHHoe pykoBOACTBO Mo co3faHuto besonacHbix MEOVLMHCKNX
N3OENNW. Koroa nporpamMmmHoe obecneyeHne SBSIETCS cocTaBHOM YacTbio Takux MEOAVULIMHCKNX N3OENNW, HacTo-
AWM cTaH4apT copoepxut bornee AeTanbHOE PYKOBOACTBO OTHOCMTENbHO TpeboBaHui k paspaboTke W nopaepaHuio
6esonacHocT MO MEAVULUMHCKNX USOENNA. MHorve apyrvie ctaHaapTsl, Takve kak ISO/IEC 12207 [9] (cM. npuno-
xeHue C.6), IEC 61508-3 [4] (cm. npunoxeHue C.7) n ISO/IEC 90003 [15], moryT paccMaTpmBaTbCs Kak UCTOYHMKU Me-
TOOOB, MHCTPYMEHTOB M TEXHUK, KOTOPbIE CrieayeT UCNonb30BaTh A1 BbINOMHEHUs TpeboBaHWIA HacToALWero ctaHaapTa.
PucyHok C.1 nokasbiBaeT B3aMMOCBA3b MeXAy 3TMMK CTaH4apTamu.

Ecnu untunpytotca nonoxeHus unu tpeboBaHns Opyrux CTaH4APTOB, UCMONb3yeEMble TEPMUHbI B LIUTUPYEMBbIX 3re-
MEHTax TEPMMHOB SBMSOTCA TEPMUMHAMW, KOTOpble ONpeaerneHbl B ApYroM cTaH4apTe U He onpeferneHbl B HacTosALWEM
cTaHpapre.

CoapaloT ocHoBy Ans pas3paboTkn CraHaapTbl npounssoacTBa
CTaH[J,aprI MEeHeKMeHTa MeaULUMHCKUX Maqenmﬁ MEAULIMHCKNX MQ,CleﬂMVI
MeULMHCKUX U3Aenuii
A A Bnusier Brnusier M3K 60601-1
WCO 14971 M3K 61010-1
VCO 13485 MK 82304-1

CO3,D,EPOT KOHKpEeTHble yKa3aHua And co3gaHua

6e30nacHbIX MEANLMHCKUX N34ennit

TpebyeT

CTaHﬂapT Ha npouecce Vcnonb3oBaxue nporpamMmmMmHoro

MEAMLIAHCKIX U3neniin B obecneyeHns MeaNLIMHCKNX
nuser
M3K 62304 o

M3K 62366-1

MpepocTaBnsieT noapoGHble ykasaHus no
paspaboTke 1 nopaepxke 6e3onacHbIX
nporpaMMHbIX CPEACTB

[pyrve NCTo4HWKN nHpopmaLmm
M3K/MCO 12207,
MO3K 61508-3,
M3K/MCO 90003, ...

BospeiictByeT

PucyHok C.1 — B3ammocsasb kntoyeBbix ctaHgaptoB Ha MEOVNLUMHCKUNE N3OENNA ¢ IEC 62304

C.2 B3aumocBs3b ¢ ISO 13485

Hacrosiwmin ctangapt TpebyeT, 4ToObl U3roTOBUTENb UCMONb30BaN CUCTEMY MEHEMKMEHTa kadecTBa. Koraa nsroto-
BuTENb ncnonbayet ISO 13485 [8], TpeboBaHNs HACTOSLLIErO CTaHA4apTa HEMOCPEACTBEHHO CBA3aHbl ¢ TpeboBaHuaMM ISO
13485:2003, kak 310 NokasaHo B Tabnuue C.1.
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Ta6nuuya C.1— Bsanmocssasb ¢ ISO 13485:2003

O6HoBneH: 28.02.2024

Paspenbi/nogpasgensl HacTosLero cTaHaapTa

CootetcTBytowme nyHkTbl ISO 13485:2003

1

2

5.1 MNMnaHunpoBaHne pas3paboTku NPOrpaMmMHOro
obecneyeHuns

7.3.1 NnaHvpoBaHue NPOeKTMPOBaHUS u pa3paboTkm

5.2 AHanu3 TpeboBaHuii K NnporpaMMHomMy obecneveHuto

7.3.2 BxogHble gaHHble Ans NpOeKTUpPOBaHUS
1 paspaboTku

5.3 MpoektupoaHne APXUTEKTYPbI nporpammHoro
obecneyeHuns

5.4 PaspaboTka getanbHOro gusariHa nporpaMmHoro
obecneyeHus

5.5 UmnnemenTtauma NMPOTPAMMHbBLIX BJTOKOB

5.6 NHTerpaunsa nporpammHoro obecneyeHmns un
TeCTUpOBaHWE UHTerpaumm

5.7 TectupoBaHnve MPOrPAMMHOW CUCTEMbI

7.3.3 BbIxogHble AaHHble NPOEKTUPOBaHNS U pa3paboTku
7.3.4 AHanus npoekTta n paspaboTku

5.8 Bbinyck nporpaMmmHoro obecneyeHnsi Ha CUCTEMHOM
YpOBHE

7.3.5 BEPNOUKALMA npoekTvpoBaHns n pa3paboTtku
7.3.6 Banngaumsa npoektupoBaHusa 1 pa3paboTtku

6.1 YcTaHoBneHne nnaHa TEXHNYECKOM NogaepXKKM
nporpaMMHoro obecneyeHus

7.3.7 YnpaBrneHne n3MeHeHsIMU NpoekTa u paspaboTku

6.2 AHann3 mogudpmkauum n npobrnem

6.3 OcyLecTBneHne mogudukaumum

7.3.5 BEPUOUKALIMA npoekTnpoBaHus 1 pa3paboTku
7.3.6 Banupauusi npoekTupoBaHus U paspaboTku

7.1 AHanu3 nporpamMmmHoro obecneveHus, cnocobCcTByto-
Lero onacHblM cutyaumam

7.2 Mepbl no YMPABJIEHUIO PUCKOM

7.3 BEPNOUNKALINA mep no YIMPABINEHNKO PUCKOM

7.4 MEHEOI>XKMEHT PUCKA B OTHOLLEHUN U3MEHEHWUI
nporpaMMHoro obecneyeHus

8.1 NgeHTudmkaumna koHdurypawmm

7.5.3 NpeHtndmkaumsa n NMPOCNEXNBAEMOCTb

8.2 YnpaBneHve nameHeHnsaMmm

7.5.3 NpeHtudumkaumsa n NPOCINEXNBAEMOCTb

8.3 Yyer cTatyca KoHurypauum

9 lMNpouecc pewweHusa npobrnem NporpaMmMHOro
obecneyeHus

C.3 B3aumocsssb ¢ ISO 14971:2007

Tabnmua C.2 nokasbiBaeT obractu, rge HacTtodwwi ctaHgapT ycunusaeT Tpebosanus k NMPOLUECCY ME-

HEOXKMEHTA PUCKA, Tpebyemoro ISO 14971.
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Pasgenbi/nogpasgens! ISO 14971:2007

CooTBeTCTBYHOLLUME NOAPa3Aenbl U MyHKTbl HACTOSALLENO
cTaHgapTa

4.1 MNMpouecc AHATIM3A PUCKA

4.2 MNpenycmoTpeHHoe NpUMEHeHVe 1 onpeaeneHue
XapaKkTepucTuk, oTHocsawmxea K BESONMACHOCTN
MEOVMUMHCKOIO N3OENNA

4.3 WpenTtudmkaums ONMACHOCTEN

7.1 AHanu3 nporpammHoro obecneyeHusi, cnocobCcTByo-
LLIero onacHbIM CUTyaumam

4.4 Onpepnenexvne PUCKOB ans kaxaon ONACHOW
CUTYALMN

4.3 *Knaccudukaumsi nporpammMHoro obecrne4eHust B oT-
HoLleHUn 6e30nacHoOCTU

5 OUEHNBAHWME PUCKA

6.1 YMeHbLueHne pucka

6.2 AHanus BoamoxHocTen YIMPABINEHUA PUCKOM

7.2.1 Onpegenexue mep no YMNPABIIEHNKO PUCKOM

6.3 BeinonHenve mep no YMNPABJIEHNKO PUCKOM

7.2.2 Mepsbl no YIMPABJTIEHNIO PUCKOM,
peann3oBaHHble B MPOorpaMmmHoM obecneveHnm
7.3.1 MNMposepka mep no YNPABNEHNIO PUCKOM

6.4 OLIEHMBAHME OCTATO4YHOIO PUCKA

6.5 AHann3 COOTHOLLEHMS pUCK/Nonb3a

6.6 PVICKW, Bo3Hukatowwme B pesynstate MEP MO
YMNPABNEHNKO PUCKAMU

7.3.2 He npumensetcsa

6.7 MonHota YMNPABJIIEHNA PUCKAMA

7 OLEHMBAHWE ponycTMMoCTU COBOKYMHOIO
OCTATOYHOI'O PUCKA

8 Otyet no MEHEDXXMEHTY PUCKA

7.3.3 OokymeHTupoBanue NMPOCNEXMBAEMOCTU

9 MNMpownsBoacTBEHHAs! U MOCTNPOM3BOACTBEHHAS
MHdopmaums

7.4 MEHEOXXMEHT PUCKA B OTHOLUEHUW U3MEHEHUI
nporpaMmMHoro obecneyeHus

C.4 B3sanmocsnasb NMAOMC ¢ Tpe6oBaHmammn MIK 60601-1:2005 + MIK 60601-1:2005/AMD1:2012

C.4.1 O0uwume nonoxeHus

TpebosaHus k MO — 310 NogMHOXeCTBO TpeboBaHMIA K NPOrpaMMMpyEMON 3NEKTPUYECKON MEANLMHCKOW CUCTEME
(M3MC). Hactosawwmii ctaHgapT onpegenset TpeboaHus k 10, koTopble SBMATCA AOMNONHUTENbBHLIMU, HO HE ABMSOTCA
HecoBMecTuMbIMU ¢ TpebosaHuamu IEC 60601-1:2005 + IEC 60601-1:2005 /AMD1:2012 [1] k MTAOMC. Mockonbky NMAOMC
BKITHOYaET anemeHThl, He sienawowmeca MO, He Bce TpeboaHua IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012 «
M3MC otpaxeHbl B Hactosiwem crtaHgapte. C nybnukauuwen IEC 60601-1:2005 + IEC 60601-1:2005 /AMD1:2012,
IEC 62304 Tenepb saBnsieTcsi HOpMaTUBHbIM cnpaBoyHukoM |IEC 60601-1, n cootBeTcTBMe nyHkTy 14 IEC 60601-1:2005 +
IEC 60601-1:2005/AMD1:2012 (1, cnegoBaTenbHO, COOTBETCTBME CTaHAapTy) TpebyeT cooTBeTCcTBUS YacTam IEC 62304
(He Bcemy IEC 62304, notomy yto IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012 He TpebyeT cobntoneHus Tpebosa-
HWI K NOCTNPOU3BOACTBY M TeXHnYeckomy obcnyxmeanuio IEC 62304). HakoHel, BaxHO MoMHUTB, 410 IEC 60601-1:2005
+ IEC 60601-1:2005/AMD1:2012 npyMeHSeTCA TONbKO B TOM Criydae, ecnu nporpaMMHoe obecneyeHne siBNsSeTcs YacTbio
M3MC, a He ecnn nporpammHoe obecneyeHne camo no cebe asnsetca MEOVWUMHCKM USOEJTMEM.

C.4.2 Bzaumocss3sb N0 ¢ paspaboTtkon MAIMC

Mcnonb3ys V-mopenks, nokasaHHyto Ha pucyHke C.2, Ans onncaHusi Toro, YTo NMPOMCXOAUT BO Bpemsl pa3pabor-
km M3MC, MoxHO yBMaETb, YTO TpebOBaHNS HACTOSALLEro CTaHAapTa NPYMEHSIIOTCA Ha YpoBHe kommnoHeHToB NOMC, ot
cneuudmkaLmm TpeboBaHUii nporpaMmHoro obecnedeHns Ao uHTerpaumm NMPOMPAMMHBIX COCTABHBIX YACTEW B
MPOrPAMMHYHKO CUCTEMY. 3ta MPOrPAMMHAA CUCTEMA — yacTb nporpaMMypyeMon SneKTpUYecKor nogcucTe-
mbl (M3CC), aBnstoLlelics, B CBOK odepenb, YacTbto NMAOMC.
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Broku — TunuYHbIE BUABI AESTENBHOCTM XMU3HEHHOTO LKA pa3paboTku; CrOLHbIE CTPENKM — TUMUYHbIE pe3ynbTaThl, NepefaBaemblie
B/U3 BULOOB AESTENbHOCTYU; NYHKTUPHbIE CTPEMNKN — pe3ynbTaThl, OTHOCALUMECS TOMbKO K (haiiny MeHemKMeHTa pUcKa;

|:> — pesynbTart npolecca paspeLueHus npobrem; <:| — UCXOAHbIe AaHHble npolecca paspelueHns npobnem

Pucynok C.2 — MO kak yacTb V-mogenu

C.4.3 NMPOLECC pa3paboTtku

CootsetctBume NPOLIECCY pa3paboTku nporpammHoro obecneyeHms B HacToswem ctaHgapte (pasgen 5) Tpebyer,
4yTOObI MnaH pa3paboTky nporpammMHOro obecneveHus Obin onpegeneH n cobniogancd; aTo He Tpebyert, YTobbl MCnonb-
30Banacb Hekasi ornpeferieHHas Mofernb XM3HEHHOro uukna, Ho TpebyeT, YyToObl nnaH BKItoYan onpeneneHHble BuAabl
OEATENBHOCTW n umen onpeaeneHHbie npusHakn. 3tn TpeboBaHns cooTHocaTcs ¢ TpeboBaHusammn MAMC B IEC 60601
K pa3paboTKe XM3HEeHHOro Lukna, cneundukaumm Tpeboanuin, APXUTEKTYPE, npoekTMpoBaHMIO U OCYLLECTBIEHWIO, @
Takke BEPUOUKALIMWN. TpeboBaHusa B aTOM cTaHaapTe Oonee getanbHbl B obnactu paspabotku 10O, yem TpeboBaHus

IEC 60601-1.
C.4.4 TTPOLEECC TexHu4yeckoro o6cnyxmBaHusi

CooteetcTBre NMPOLIECCY TexHuyeckoro obcnyxuBaHns nporpammHoro obecneveHnss B HacTosiLeM cTaHdapTe
(pasgen 6) TpebyeT, 4To6bI NpoLeaypbl ObiNK ycTaHOBMEHBI U cobntoganuck, korga B [0 BHOCATCS M3MeHeHMs. OTu Tpe-
6oBaHusa cooTBeTCTBYOT TpeboBaHusam IEC 60601-1 ana mogundukaumm NIOMC. TpeboBaHust B HacTosiLLEM CTaHaapTe
OTHOCUTENBHO TEXHUYECKOTO 0BCNYXMBaHMS NPOrpaMmMHOro obecnedeHns NpeaocTaBnsalT 6ornee nogpobHyo Hopma-
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LU0 O TOM, YTO AOMKHO ObITb cAenaHo Afis1 TEXHUYECKON nogaepXXku nporpamMmMmHoOro obecneyeHus:, Yyem Tpe6OBaHMF| ansa

moaundmkauum NAIMC B IEC 60601-1.
C.4.5 NMpoune MPOLIECCbI

Mpoune NMPOLIECChI B HacTosWwem cTaHgapTe onpeaensioT JONoNHuTeNbHble TpeboBaHus kK nporpaMMmHomy obe-
crneyeHnto ceepx nogobHbix TpedosaHun k NMAMC B IEC 60601-1. B 6GonbLuMHCTBE crny4vaes cyLiecTByeT obuiee Tpebosa-
Hue k NOMC B IEC 60601-1, koTopoe paclumpsietT [MNPOLECCbI B HacTosiLLeM cTaHaapTe.

MPOLIECC MEHEOXMEHTA PUCKA nporpammHoro obecnedeHusi B HacTosILLEM CTaHOapTe COOTBETCTBYET [0-
nonHuTenbHbIM TpeboBaHmam k MEHEOI>KMEHTY PUCKA, onpeaenenHbim gns NMAOMC B IEC 60601-1.

MPOLECC pelueHus npobrnem nporpaMMHOro o6ecrneyeHmns B HacTOsILLEM CTaHAapTe COOTBETCTBYET TpeboBaHUIO

K peweHuio npobnem anga N3MC B IEC 60601-1.

MPOLUECC meHepXmeHTa KOHUrypaLmm nporpammHoro obecnevyeHns B HacTosiLLeM CTaHAapTe ycTaHaBnMBaeT
pononHutenesHele TpeboBaHKs, koTopble oTcyTcTBYHOT Ana NAMC B IEC 60601-1, 32 UCKMHOYEHMEM JOKYMEHTALMMN.
C.4.6 OxBat Tpe6oBaHumn k MAMC B IEC 60601-1:2005 + IEC 60601-1:2005 /AMD1:2012

Ta6nunuya C.3 — Bsaumocsssb ¢ IEC 60601-1 (1 u3 5)

TpeboeaHus k MOMC B IEC 60601-1:2005 +
IEC 60601-1:2005/AMD1:2012

TpeboBanus IEC 62304, cBsizaHHble C NporpaMMHbIM
obecnevyeHvem nogcuctemsl MNAMC

14.1 O6LMe nonoxeHus

TpeboBaHusa 14.2—14.12 (BKMOYMTENBHO) NMPUMEHSIOTCS
k MOMC TonbKo B Tex crnyyasx, Korga:

- HM ogHa u3 NMPOIrPAMMUPYEMbIX SJIEKTPOHHbLIX
MOOCUCTEM (M3CC) He 3apencTBoBaHa B obecnedye-
HuM OCHOBHOW BE3OMACHOCTU unv OCHOBHbIX
OYHKUMOHATJIbHBIX XAPAKTEPUCTWK vnun

- npumeHeHne MEHEO>XMEHTA PWCKA kak onucaHo B
4.2, nokasblBaeT, 4To oTka3 ntobon NMACC He npuBoaUT K
BO3HMKHOBEHMIO HeponycTumoro PUCKA.

TpeboBaHus 14.13 npyumeHMMbI K NtobbiM NM3MC, npegHa-
3Ha4YeHHbIM ansa BkrtodeHus B UT-CETb, HesaBucumo ot
npuMmeHeHus TpeboeaHuin 14.2—4.12.

B cnyyae npumeHeHus Tpeboanuin 14.2—14.13, Tpebo-
BaHus 4.3, pasgenos 5, 7, 8 n 9 IEC 62304:2006 Takxe
NPUMEHAIOTCS K paspaboTke unvM moaudukaumm npo-
rpammHoro obecneveHus ans kaxgoro NM3CC

4.3* Knaccudmkaumust nporpaMmmHoro obecrneveHus B oT-
HoLleHun 6e3onacHoOCTU

TpeboBanusa k NMOMC, yctaHoBneHHble B IEC 60601-1,
NPUMEHMMbI TOMNBKO K MPOrpamMmMHOMY 0BecneyeHunto knac-
ca 6esonacHocTn B n C. Hactosilwmii ctaHgapT cooepuT
HekoTopble TpeboBaHWST B OTHOLUEHWM MPOrpamMMHOro
obecneyeHns knacca 6esonacHocTu A.

MPOLECC paspaboTku nporpaMmMHoro obecneyeHust, He-
obxogumblin ana cootsetcteus IEC 60601-1, He BkntovyaeT
nocnenyrLwmnini- MOHUTOPUHT U TEXHUYECKYIO MOAAEPXKKY,
Tpebyemble pasgenom 6 IEC 62304:2006

14.2 [JokyMeHTMpPOBaHNe

HokymeHTbl, Tpebyemble pasgenom 14, OMKHbI paccma-
TpUBATLCS, YTBEPXKAATHCS, BbINMYCKATbCA N M3MEHSITLCS B
COOTBETCTBUM C OhMUManbsHON NpoLeaypon ynpaBneHus
OOKyMeHTaunemn

5.1* MNnaHnpoBaHue pa3paboTkn nporpammHoro obecre-
YyeHus

B pononHeHve Kk koHkpeTHbIM TpeboBaHusam k JEATENb-
HOCTW no nnaHupoBaHWiO pa3paboTkym MporpammHOro
obecneyeHns OOKYMEHTbl, KOTOpble SBMASIOTCA YacCTbio
SANNA MEHEIKMEHTA PUCKA, [OMmKHLI NOAAEpU-
BaTbCHA B COOTBETCTBUM C TpeboaHuamn ISO 14971. Kpo-
me Toro, ISO 13485 [8] TpebyeT ynpaBneHns JOKyMeHTa-
MU CUCTEMBI KayecTBa

14.3 NMnan MEHEO>XXMEHTA PUCKA

Mnan MEHEOXXMEHTA PUCKA, Tpebyemblii cornacHo
4.2.2, porkeH BKM4YaTb CCbifKy Ha nnaH BEPUOUKA-
LN TOMC (cm. 14.11)

HeT cneumanbHbiX TpeboBaHMWIA.

He cyllecTByeT HMKaKoro onpefeneHHoro nnaHa Banu-
daumm nporpamMmHoro obecnedeHus. MnaH Banugauum
M3MC otHocuTcs k ypoBHto CUCTEMbI 1 HaxoauTcs BHe
obnacTn NpUMEeHeHMs1 HacTosiLLero crtaHgapTa Ha npo-
rpaMMHoe obecneveHve. Hactoswmin ctaHgapT Tpebyet
MPOCIEXMBAEMOCTW ot ONMACHOCTW onpeneneH-
HOro coObITUSI C NpOrpaMMHbIM obecrnedYeHnem 0o Mepbl
no YMPABJIEHNKO PUCKOM n k BEPNOUKALINW mepbi

no YMNPABJIEHNIO PUCKOM (cm. 7.3)
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14.4 )KVISHEI-JHbIVI LIMKIT PABPABOTKN MOMC
XXN3HEHHbLI LUWKIT PASPABOTKK MAOMC pomkeH
ObITb OKYMEHTaNIbHO 0HOPMITEH.

YKMSHEHHbIV LMK PA3PABOTKM MOMC pon-
XEeH COCTOSITb 13 Habopa onpeneneHHbIX aTarnos

5.1* MNMnaHupoBaHne pa3paboTkM nporpaMMHOro obecne-
YyeHus

5.1.1 MNnaH pa3paboTku nporpammMHoro obecrneveHus
MyHKTbI, Ha KOTOpbIE ccbinaeTcs nnaH paspaboTku MNPO-
TPAMMHOIO OBECIMNEYEHWA, coctasnsatoT KN3HEH-
HbIN LUK PASPABOTKW MPOrPAMMHOIO OBECTIE-
YEHUA

Ha kaxxgom atane gorkHa 6biTb onpeaenena OEATESb-
HOCTDb, koTopasi AormkHa ObiTb 3aBepLUeHa, a Takke Me-
Toabl BEPUOUKALINWN, koTopble SOMKHbBI NPUMEHATHCS B
oTHoLleHun aton AEATENBHOCTU

5.1.6 [lnaHupoBaHne BEPUOUKALIMWN nporpammHoro
obecneyeHus

HomkHbl ObiTb 3annaHupoBaHbl 3AOAYN BEPUOUKA-
LMW, atanbl n Kputepun Nnpnemkm

Kaxxgasa JEATENIbHOCTb gomkHa onpegenatbes ¢
yKasaHneM BXOOHbIX 1 BbIXOOHbIX NapaMeTpoB

5.1.1 MNnaH paspaboTku nporpamMmmHoOro obecneveHns

Bca OEATENIBHOCTb onpeneneHa B HacTOSILLEM CTaH-
aapre.

[okymeHTauus, kotopas OomkHa ObiTb paspaboTaHa,
onpeneneHa ans kaxagov JEATENNIbHOCTU

Ha kaxxgom atane OorkHbl onpenensitecsl paboThbl
no MEHEIXXMEHTY PWCKA, kotopble Heobxoaun-
MO 3aBepLUNTb Nepesa 3TUM 3Tanom

5.1.1 MNnaH pa3paboTku nporpammMmHoro obecrneveHus

B cooTBeTCcTBUM C HacToAWWMM CTaHZapToM paspaboTka
KM3HEHHOTO UMKMa AOofKHa OblTb AOKYMEHTMpOBaHa B
nnaHe paspaboTku. TO 03HAYaeT, YTo nraH paspaboTku
[OIMKEH cofepkaTb pa3paboTky KOHKPETHOIO KU3HEHHOIO
uMkna

YKUBHEHHBIVA LMK PASPABOTKM MAMC pon-
)KEH COCTaBNSATLCH AN Kaxaon pa3paboTkv nyTem
CO34aHUs NMNaHoB, B KOTOPbIX YTOUHSIHOTCS paboThl,
aTanbl U rpacuKKn UX BbINONHEHWS!

YXKN3HEHHBIN LIMKIN PA3PABOTKW M3MC pomkeH Tak-
Xe BKMoYaTb TpeboBaHWs K JOKYMeHTaLum

5.1.1 MNnaH pa3paboTkn nporpaMMHoro obecneyeHus
5.1.8 [lokymeHTaumsi No NaHNPOBaHUIO

14.5 PeleHune npobnem

Ecnu uenecoo6pasHo, gormkHa O6biTh paspaboTaHa 1 noa-
OepXnBaTbCa [OOKYMEHTUpPOBAHHAs CcUCTEMa peLleHus
npobrem, BO3HMKaWLWMX Ha kaxgom atane OEATEIb-
HOCTU (n mexay Humn) XKUSHEHHOIO LIMKITIA PA3-
PABOTKN MAOMC

9 MPOLECC peleHus npobrnem nporpammHoro obecne-
YeHus

B 3aBucumocTn ot Tuna npogykumn CUCTEMA peluerus
npobnem Moxer:

- peructpupoBatbcs kak 4Yactb XKU3HEHHOIO LUKIIA
PASPABOTKN NM3MC;

- MO3BONATL YBEAOMNATb O MOTEHUMANbHbLIX U BO3HK-
KatoLmx npobnemax, satparmsatrowmnx OCHOBHYIO BE3-
OMACHOCTb unu OCHOBHbIE ®YHKLNOHANBHBLIE
XAPAKTEPUCTWKU M3AMC;

- BKIIOYATb OLEHKY Kaxaomn npobriembl C TOYKM 3peHUst
cBsA3aHHbIX ¢ Hen PUUCKOB;

- onpeaensTb KPUTEPUMN 3aBEPLUEHNS peLLeHNs npobnewm;
- onpegenaTb paboTbl, KOTOPblE AOMKHbI BbIMOMHATHCA

ONs peLleHnst Kaxaon npobnemsl

5.1.1 MNnaH paspaboTkn nporpammHoro obecneyeHuns
9.1 Nogrotoska OTYETOB O MNMPOBJIEMAX
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14.6 MPOLIECC MEHEIKMEHTA PUCKA

7 MPOLUECC MEHEIXMEHTA PWUCKA nporpammHoro
obecneyeHus

14.6.1 NpeHTudukaums n3BeCTHbIX U NPOrHO3NpyeMmbiX
OMACHOCTEN

lMpn cocTaBneHWM nepeyHsi W3BECTHbIX WM MPOrHO-
anpyembix OMACHOCTEW W3rOTOBWUTENb gomkeH
yunTbiBaTb T€ M3 HUX, KOTOPbIE CBsi3aHbl C MPOrpaMmm-
HbIM obecnedyeHMemM © OCOBEHHOCTAMU annapaTHbIX
cpencts NMOMC, Bknioyasa cBsi3aHHbIE C NOAKIIOYEHNEM K
UT-CETEBbIM PECYPCAM, KOMMNOHEHTaMW CTOPOHHUX
M3roToBUTENENn N yHacnegoBaHHbIMY NogcucTeMamm

7.1* AHanus nporpammHoro obecneveHus, cnocobCcTByto-
Lero onacHblM cutyaumam

HacTtoswmn ctaHaapT He CCbINTaeTcsl Ha KOHKPETHOEe COo-
nps>xeHune ¢ cetTaMmn n oaHHbIMU

14.6.2 YMNPABJIEHVE PUCKOM

Ona peanusauun kaxagon mepbl MO YTMPABJIIEHUIO PKI-
CKOM pomxHbl ObITb BblOpaHbl U MAEHTUDMLMPOBaHbI
HagnexawyMm o6pa3oM MPOBEPEHHbIE WHCTPYMEHTbI U
MPOLUEAQYPBLI. 311 nHctpymeHTsl 1 NMPOUELOYPbI gomx-
Hbl BbITb NOAXOAAWMMM AN1si 0BecrneyeHns Toro, YTo Kax-
pas mepa MO YMPABJIEHNKO PUCKOM pesynsratmBHO
CHU3UT naeHTudnLumpoBaHHhIi(e) PUCK(N)

5.1.4 CTaHgapTbl, METOAbI Y MHCTPYMEHTbI NTaHNPOBaHUS
pa3paboTku nporpaMmmMHoro obecrneyeHus

HacTtosiwmin ctangapt TpebyeT naeHTudukaumm onpeae-
FEHHbIX UHCTPYMEHTOB U METOL,0B, KOTOPbIE UCMONb3YHOT-
cs1 Kak obLenpuHsATbIe Npu pa3paboTke, HO He B OTHOLLIE-
HUM kaxxgon mepbl MO YMNPABNEHNKO PUCKOM

14.7 MNepeyeHb TpeboBaHun

Ona nobon NMOMC n kaxgon 13 ee NOACUCTEM LOIMKEH
ObITb pa3paboTaH 1 3a00KyMEHTMPOBAH NepeyeHb Tpebo-
BaHUM

5.2 AHanus TpeboBaHuii K nporpaMmmHoMy obecneyeHunto
Hactoawmn craHgapT NpMMEHUM TOMbKO B OTHOLLEHUU
noacucTeM nporpaMmmMHoro obecnevenus N3IMC

MepeyeHb TpeboBaHWIN kK CUCTEME UMM NOACUCTEME J0S-
KeH BknovaTb M xapaktepusoBatb Bce OCHOBHbIE
OYHKLUMOHATBHBLIE XAPAKTEPUCTUKW 1 Bce mepo-
npusatma no YMNPABNEHUIO PUCKOM, peanusyembie B
cucTemMe unu nogcucteme

5.2.1 OtpeneHve n OOKyMEHTUpPOBaHWE TpeboBaHWI K
nporpaMMHOMY obecrneyveHnto

oT TpeboBaHuini CUCTEMbI

5.2.2 CopepxaHue TpeboBaHuiA k nporpaMMHomy obecre-
YeHuo

5.2.3 BkntoueHune mep YMNPABJITIEHUA PUCKOM B Tpebo-
BaHWs K NpOrpaMMHOMY 0BGecneyeHmnio

HacTosawmn ctaHgapT yctaHaBnuBaeT, YTto TpeboBaHus,
CBSI3aHHbIE C OCHOBHbIMU (DYHKLMOHAMNBHBIMU XapakTepu-
ctukamun 1 mepamu no YMPABIEHNKO PUCKOM, pgonx-
Hbl OTNINYATBLCS OT APYrnX TpeboBaHWi, HO TpebyeT ofHO-
3Ha4YHOW MaeHTUdMKaLMm Nobbix TpeboBaHWi

14.8 APXUTEKTYPA

Ona NMOMC n kaxgon n3 ee noacucTeM LoOrmkHa ObiTb
yctaHoBrneHa APXUTEKTYPA, yoosneTBopstoLLas nepey-
Ht0 TpeboBaHWN

5.3 TpoektupoBaHne APXUTEKTYPbI
obecneveHus

MporpamMmmMHoro

Korga ato uenecoobpasHo ans cHukeHns PUCKA oo po-
nycTMMOTO YPOBHsi, B crneuudukauum tpebosaHuii k AP-
XUTEKTYPE pormkHbl MCNOSb30BaTbLCA:

a) KOMMOHEHTbI C BbICOKOW CTEMEHbLIO WHTE-
rPALINN;

b) ycTonumBble k oTkasam pyHKLNN;

C) U3BbITOYHOCTb;

d) ouBepcudukaums;

€) pasgeneHve yHKUUN;

f) sawmieHHas KOHCTpPyKUWs, cnyxalasi, Hanpumep,
ONst  OrPaHUYEHUs MPEACTaBMSALWNX MOTEHUMANBHYO
0onacHoCTb APhEeKTOB NyTEM OrpaHUYeHus Jomnyckaemom
BbIXOZHOW MOLLHOCTM UMW BBELAEHUS YCTPOWMCTB, OrpaHu-

YMBaIOLLIMX CBOOOAHLIN XOA4 UCMONMHUTENBbHbIX yCTpOVICTB.

5.3.5 NpeHTudmkaums obocobneHHocTn, Heobxoamnmonm
ansa YNPABNEHUA PUCKOM

PasgeneHve sBnsietcs eOuHCTBEHHLIM WOEHTUULNPO-
BaHHbIM CMOCOGOM, 1 3TO TOMbKO naeHTMdukaums, noTo-
MYy 4TO TpeﬁOBaHVIe COCTOWUT B TOYHOM onpegeneHun Toro,
YTO LENOCTHOCTb pa3aeneHuns obecneyeHa
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Crneundwmkaums APXUTEKTYPbI pomkHa Takke yunTbl-
BaTh:

a) pacnpegenenve mep no YMNPABNEHUIO PUCKOM B
nogcuctemax n komnoHeHtax NMNAOMC;

b) BMAbI OTKa30B KOMMNOHEHTOB 1 UX NOCMEACTBUS;

C) Hecrneunduyeckne oTkasbl;

d) cuctemartuyeckme oTkasbl;

€) nepviog NpPoBeAEeHNS TECTUPOBAHMS UMW ONArHOCTUKY;
f) pemoHTONpPUrogHOCTS;

g) 3almMTy OT NPOrHO3MPYEMbIX OLLUMOOK B MPUMEHEHWU;
h) ecnu npumennmo, TpebosaHusa k UT-CETEBbIM PE-
CYPCAM

OTO He BKITYEHO B HACTOSILLNI CTaHgapT

14.9 MNpoekTnpoBaHmne n peanusaums

Korga 910 uenecoobpasHo, MpPOEKTUpPOBaHWE [OOMKHO
npoBOANTbLCA ONA OTAENbHbIX NOACUCTEM, KaXxaaa U3 Ko-
TOpbIX AOIMKHa NMeTb COBCTBEHHbIE TPeboBaHMSA K pa3pa-
6oTke 1 TpeboBaHUA K UCMbITAHUAM

5.4 PaspaboTka AeTanbHOro ausariHa nporpaMmHoro obe-
crneveHns

5.4.2 PaspaboTka geTanbHOro AusariHa Ons KaK[oro
MPOrPAMMHOIO BJTOKA

HacTosawmn ctaHgapt He TpebyeT cneuundurkaumm ncnol-
TaHWM ANs OeTanM3npoBaHHOTO NpoeKkTa

[MosicHeHNsT OTHOCUTENBHO yCJ'IOBMVI NpoeKTUpoBaHUA
OOIMKHbI BKIMKOYaTbCA B JOKYMEHTauuko

5.4.2 PaspaboTka getanbHOro AmusarHa Ans Kagoro
MPOrPAMMHOIO BJTOKA

14.10 BEPNOUNKALINA

BEPUNOUKALMA Tpebyetca ans Bcex PyHKUMIA, KOTOPble
obecneunsaror OCHOBHYIKO BE3OIMNACHOCTb, OC-
HOBHbIE ®YHKLUMOHAIBHBIE XAPAKTEPUCTUKA
unu mepsbl no YMNPABJTIEHNIO PUCKOM

5.1.6 MMnanupoBanne BEPUPUKALINM nporpammHoro
obecneveHns

BEPNOUKALMA TpebyeTca B oTHOWweHun nobon OEA-
TEJIbHOCTW

Mnan BEPUOUKALMW pormxkeH dopmupoBatbes Ansi
ykasaHusi cnocob0oB NPOBEPKM ITUX DYHKLMIA 1 BKITHOYATb:
- yKasaHusi 0 TOM, Ha KakoM aTane (3tanax) kaxxaast yHk-
ums gomkHa npoxoante BEPUOUKALINIO;

- BbIOOp M [AOKYMEHTUPOBAHWE MPUHLIMINOB, Meponpus-
TUIA, METOL0B 1 COOTBETCTBYHLLETO YPOBHS HE3ABUCUMO-
CTW nepcoHana, BbinonHsawLwero BEPUOUKALMIO;

- BblGOp U ncnonb3oBaHue metogos BEPUOUKALINN,
kputepun BEPUOUKALINIA

5.1.6 TlnaHupoBaHne BEPUOUKALIMWN nporpammHoro
obecneyeHus

TpeboBaHWe B OTHOLLEHWN HE3ABUCUMOCTU NepcoHana He
BKITO4EHO B HACTOsILMIA cTaHdapT. TpeboBaHWe cumTaeT-
cs1 ycTaHoBneHHbIM B ISO 13485

BEPUNOUKALMA gomkHa BbINONMHATECS B COOTBETCTBUM C
nnadom BEPUOUKALMWN. Pesynstatel BEPUOUKALINA
OEATENBHOCTW fomkHbl 4OKYMEHTMPOBATLCS

TpeboBaHusa no nposegeHuio BEPUOUKALIMWN ycTaHoB-
neHo k 6onbwmHeTey BUaoB JEATENBHOCTU

14.11 BANMOALUMA MAOMC

Mnan BANMMOALUMNU TMOMC pormkeH BknovaTb Banuaa-
umo OCHOBHOW BE3OMACHOCTU u OCHOBHbIX
OYHKUMOHATbHBIX XAPAKTEPUCTUK

HacTtosilmin ctaHaapT He pacnpocTpaHsieTcsl Ha Banu-
Aauuo nporpaMmHoro obecnedenus. Banugauns N3MC
asnsetrca JEATENIBHOCTbBIO Ha yposBHe CUCTEMbI n
HaxoauTcsl BHe 06nacT NPUMEHEHUS HACTOSILLEro CTaH-
napta

Meton nposeaenus BANTMOALUMN MOMC pomkeH ObiTh
3a0KyMEHTMPOBAH

HacTtodawmin craHgapT He pacnpoCTpaHseTcs Ha Banu-
Jauuo nporpaMMHoro obecneyenus. Banugauns N3MC
asnsetca JEATEJIbHOCTbBIO Ha ypoBHe CUCTEMBbI 1
HaxoauTCcs BHE 00NacT NPUMEHEHUS HACTOSLLEro CTaH-
naprta

BANMMOALMNA TNMOMC pomkHa BbINOMHATLCA B COOTBET-
ctBun ¢ nnaHom BANVMOAUMU MOMC. Pesynbratel OE-
ATENNIbHOCTU no BANMMOAUNN MOMC pomkHbl 6biTb
3aJ0KYMEHTUPOBaAHbI

HacTtoswmin ctaHaapT He pacnpocTpaHsieTcsl Ha Banu-
Aaumo nporpaMmHoro obecnedenus. Banugauns N3MC
asnsetrca OEATEJIBHOCTbBIO Ha yposBHe CUCTEMbI n
HaxoauTcs BHe 06MnacT NPUMEHEHUS HaCTOSILLEro CTaH-
napta
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TpeboBaHus k MOMC B IEC 60601-1:2005 +
IEC 60601-1:2005/AMD1:2012

TpeboBanus IEC 62304, cBsizaHHble C NPOrpaMmMHbIM
obecneveHnem nogcuctemsl NMOMC

Jlnuo, HecylLlee OCHOBHYIO OTBETCTBEHHOCTbL 3a BAJTNA-
LINKO M3MC, gomkHo 6bITb HE3aBUCUMbBIM OT KONMeKTUBa
paspabotumnkoB NMAIMC. MSFTOTOBUTESb gomxkeH 3ago-
KyMEHTMpoBaTb 000CHOBaHME YPOBHS €70 HE3aBUCUMOCTU

HacTosAwmin ctaHaapT He pacrnpocTpaHsieTcs Ha Banu-
Jauuo nporpaMMHoro obecneyenus. Banungauns N3MC
ansetcs JEATEJIbHOCTbBIO Ha ypoBHe CUCTEMBbI 1
HaxoauTcsl BHe 06MacTu NPYMEHEHUS] HACTOSILLErO CTaH-
aapta

Hukakon uneH konnektmBa paspabortumkoB MOMC He
OOMKEeH HeCTU OTBETCTBEHHOCTb 3a npouecc BAJIMOA-
LI TTIOGMC nx cobcTBeHHOro npoekTa

HacTtosawmn craHgapT He pacnpocTpaHsaeTcs Ha Banu-
Aauuio nporpaMmHoro obecneyenus. Banugauns N3MC
asnsetca JEATENIbHOCTBIO Ha yposHe CUCTEMBbI 1
HaxoauTcs BHE 06NacTv NPUMEHEHUSA HACTOALLEro CTaH-
aapta

Bce npodeccunoHanbHble B3aMMOZENCTBUSA MexXay udne-
HaMW KOMNeKTUBa, BbiMONHsAWero padotel no BAJIU-
OALUNU MBOMC, 1 uneHamn konnekTueBa pas3paboTynMkoB
MAOMC pomxkHbl peructpuposatbes B PAVNE MEHE[-
XKMEHTA PUCKA

HacTosAwmin ctaHaapT He pacnpocTpaHsieTcs Ha Banu-
Jauuo nporpaMmHoro obecnevenus. Banungauns N3MC
asnsetca JEATEJIbHOCTbBIO Ha ypoBHe CUCTEMBbI 1
HaxoOuTcsl BHe 06MacTy NPYMEHEHUs] HACTOSILLEro CTaH-
napta

Cchbinka Ha metoabl 1 PE3YINBbTATbLI MPOBEPKN COOT-
BETCTBUA (BANVOALINW) MOMC pomkHa BknoYaTbes
B AT MEHEI)XMEHTA PUCKA

Hactosawmn craHgapT He pacnpocTpaHseTcs Ha Banu-
Jauuio nporpaMmMmHoro obecneyenus. Banugauns N3MC
asnsetca JEATEJIbHOCTBIO Ha yposHe CUCTEMBbI 1
HaxoauTcs BHE 06NacT NPUMEHEHUSA HACTOALLEro CTaH-
aapta

14.12 Moandukaums

Ecnn yacTtb unmn Becb CyLLECTBYHOLLNIA NPOEKT SABNSETCS
Moaudvkaumen bonee paHHero NpoekTa, To K HeMy cre-
ayeT nubo npumeHsaTb TpeboBaHWs BCEro HACTOSLLEro
nyHKTa Tak, kak ecnu Obl aTa mMogndukaumsi Gbina Ho-
BbIM NMPOEKTOM, NTMBO C NOMOLLbI0 3a40KYMEHTUPOBaHHOMN
MPOLEQYPLI moandukaumm B npouecce BHECEHUS U3-
MeHeHun OLUIEHVBATb BO3MOXHOCTb AanbHENLWero mnc-
nonb3oBaHWs NpeablayLLelnt NPOEKTHON AOKYMEHTaLMM

6 TexHuYeckasi NoaAepKka NporpaMMHoro obecneveHms
Hactosiwmin ctaHaapT ycTaHaBrnvMBaeT, YTO TEXHUYeckas
nogfepxka nporpaMMHoro obecriedeHust fomkHa ObiTb
3annaHnpoBaHa, a peanusauusi moguduKaunin SomkHa
ucnonb3oBate MPOLIECC pa3spaboTks nporpammMHOro
ob6ecneyeHns nnu ycraHoeneHHbin NMPOLIECC TexHuue-
CKOW MOAAEPKKM MPOrpaMmMHOro obecneveHmnst

Korga nporpammHoe obecnedeHne wmoamduumpyercs,
TpeboBaHua nogpasaena 4.3, pasgena 5, pasgena 7, pas-
aena 8 n pasgena 9 craHgapta IEC 62304:2006 Takke
NPUMEHSIOTCA K Moagmndmkaumm

14.13 NM3OMC, npegHasHavyeHHble Ans nogkntodeHns K NT-
CETEBbLIM PECYPCAM

Ecnn NMOMC npegHasHavyeHa gnsi COeanHEHUsT C MOMO-
wpto UT-CETEBbLIX PECYPCOB c gpyrum nsgenmem, Ko-
TOpoe He MOXeT koHTponuposatbca N3TOTOBUTENEM
M3MC, TO B TEXHUHECKOM OMNMUCAHUUN YKa3bIBaOT:

a) uenb nogkntodeHusa NMAMC k UT-CETEBbBIM PECYP-
CAM;

b) Tpebyembie xapaktepuctukm UT-CETEBbIX PECYP-
COB, Bkntovatowen NMOMC;

c) Tpebyemas koHurypauus UT-CETEBbIX PECYPCOB,
BKntovatoLen NMNAOMC;

d) TexHUYecKMe XapaKTEPUCTUKN CETEBOTO MOAKIOYEHUS]
MAMC, Bkntovas cneundukaumm 6e3onacHoCTy;

€) npegnonaraembli NOTOK UHopmauun mexagy N3IMC,
NT-CETEBbIMAN PECYPCAMW v gpyrumu ycTpowncTea-
MU, a Takke npegnonaraeMasi MapLupyTm3aLms.

TpeboBaHWs B OTHOLLEHUN nogkntoveHns kK UT-CETEBBIM
PECYPCAM He BKOYEHbI B HACTOSLLMIA CTaH4apT
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OkoHyaHue mabnuuys! C.3

TpebosaHus k MOMC B IEC 60601-1:2005 + TpebosaHus IEC 62304, cBs3aHHble C MPOrpamMmMHbIM
IEC 60601-1:2005/AMD1:2012 obecnevyennem nogcuctembl MOMC

MpumeyvyaHune 1 — ITo MOXET BKIHOYATb acMNeKTbl pe-
3ynbTaTUBHOCTM 1 6e30MacHOCTN JaHHbIX U CUCTEM, CBS-
3aHHble ¢ OCHOBHOW BE30OMACHOCTbIO n OCHOB-
HbIMN ®YHKUMOHATBbHLIMU XAPAKTEPUCTUKAMIA
(cm. Takke pasgen H. 6 n IEC 80001-1:2010);

f) nepeveHb OIMACHbIX CUTYALIMW, BO3HUMKaOLWMX B
pesynerate HecnocobHoctn UT-CETEBbIX PECYPCOB
obecneuntb XxapakTepUCTUKM, HeOOXoaUMbIe AN BbIMOS-
HeHusa uenun nogknodveHns PEMS k UT-CETEBbIM PE-
CYPCAM,;

B COMPOBOAUTENBHOW OOKYMEHTALIMMN N3rOTO-
BWTENb pomkeH npouHcTpykTMpoBate OTBETCTBEH-
HYO OPTAHU3ALIVIO o Tom, yTo:

- coeanHenue NMAOMC c¢ UT-CETEBBIMA PECYPCAMW,
KOTOpO€E NPOM3BOAMTCHA C MCMONb3oBaHMEM ApYroro 06o-
pYLOBaHMsi, MOXET NPUMBOAUTbL K paHee HenpeaycMOTpeH-
HbiM PUCKAM ana MAUMEHTOB, OMNMEPATOPOB wnu
TpEeTbUX Nuu;

- OTBETCTBEHHAA OPIrAHU3AUNA pomkHa noeHTu-
duumnpoBatb, aHanManpoBaTb, oueHnBaTtb 3T PUCKU n
ynpaBnsiTb UMW.

MpumevyaHune 3 — IEC 80001-1:2010 conepxuT pe-
komengaumm ans OTBETCTBEHHOW OPrAHU3ALINW
no obpaLLeHnio C TaKUMKN pUCKaMu;
- nocnegywouwime nameHenna NT-CETEBbIX PECYPCOB
MOTyT NPMBOAUTL K nosiBneHunto HoBbix PUUCKOB n Tpe6o-
BaTb JOMNOMIHUTENbHOIO aHanm3a;
- nocnegywowime nameHenna NT-CETEBbLIX PECYPCOB
MOTYT BKIOYaTh:
N3MEHEHUS B UX KOHUrypauuu;
noacoeauHeHne K HUM OOMNONHUTENbHbIX 3NIEMEHTOB;
OTCOEAMHEHME OT HUX OTAENbHbIX 3NIEMEHTOB;
mMoaundmKaumo CoOeaMHEHHOro ¢ HUMK 060pyaOBaHMS;
MOAEepPHM3aLMI0 COEAMHEHHOMO C HUMMU 060pyaOBaHMS

C.4.7 Bzaumocss3sb ¢ IEC 60601-1-4
IEC 60601-1-4 Obln OTMEHEH.

C.5 — B3aumocsssb ¢ IEC 61010-1

O6nactb npumeHenust IEC 61010-1 [5] pacnpocTpaHseTcsa Ha M3aMeputenbHoe o6opyaoBaHme 1 obopynoBaHue ansi
3MNEeKTPUYECKMX UCNbITaHNI, 0OOPYAOBaHME 3MEKTPUYECKOro KOHTPOMS 1 anekTpoobopyaosBaHne nabopatopun. Tomnbko
yacTb nabopaTtopHOro anekTpoobopynoBaHUSA UCMONb3YETCs B 30paBOOXPAHEHUN UMK B KadeCcTBe u3genun ans in vitro
OVarHoCTUKN.

B cooTBETCTBUM C NPaBOBLIM PErYNMPOBaHUEM UMM HOPMATUBHBIMU CChINIKaMN U3AEeNUs ANs AWarHoCTUKW in vitro
oTHocaTtca k MEOVUMHCKUM UBOEJNTNAM, npu aTom He nognagas noa obnacte npumeHexus IEC 60601-1 [1]. OTo cBs-
3aHO He TONbKO C TEM, YTO U3nenusi ANns in vitro QUarHOCTUKM He BCTYMNAtOT B MPSAMOW KOHTAKT C NauueHTamu, Kak obblyHbIe
MEOVWUMHCKUE U3OENUNA, HO u € Tem, 4YTO 3TK M3Oenus Npou3BOOATCS ANS PasnNUyHbIX NPUMEHEHUI B pPasfyyHbIX
nabopatopusx. Micnonb3oBaHne B Ka4eCTBE MHCTPYMEHTOB AN in Vitro AMarHOCTUKM Uy NPUHAANEXHOCTEN K U3AEeNuam
Onsi in vitro QMarHoCTUKM BCTPeYaeTcs peako.

Ecnn nabopaTtopHoe obopynoBaHue UCMOnNb3yeTcs B KavyecTBe W3enus Ans in Vitro guarHoCTWKW, TO MOMyYeH-
Hble pesynbraTtbl n3MepeHui AomkHbl 6biITb OLIEHEHDI B cooTBeTCTBUM C MeauuMHCKMMU KpuTepusamu. MNprMeHeHne
ISO 14971 tpebyetca ans ocywectenenns MEHEIDKMEHTA PUCKA. Ecnv nogobHas npogyKums COAEepXKUT nporpamm-
Hoe obecneyenmne, cnocobHoe npusectn kK ONMACHOWM CUTYALIVWN, Hanpumep K HexenaTenbHOMY W3MEHEHUI0 Meay-
LMHCKMX OaHHbIX (pe3ynbTaToB U3MepeHWii) BCNeACTBME OTkasa, BbidaBaHHOro 10O, To OOMmKHbI yunTbiBaTbCA TpeboBaHUA
IEC 62304.
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MpepycmoTpeHHoe

npuMeHeHnsa

HasHaueHwue 1 obnactb

MpeHTuduumposaHb!
BO3MOXHbl€ NCTOYHUKN
OMACHOCTHU

\

PUCKA

Wcnonb3yiite UCO 14971
ans MEHEIDKMEHTA

BrnvsieT nu nporpammHoe
obecneveHne Ha
MeANLMHCKNE [laHHbIe?

Oa

Heobxoaumbie Ans
BepudmKaLuMmn AaHHbIX?

OnpeaeneHve U3BeCTHON 1
npeackasyemon
OMACHOCTH

O6HoBneH: 28.02.2024

FOCT IEC 62304—2022

Brnok-cxema Ha pucyHke C.3 nokasbiBaeT npumeHenne IEC 62304 ¢ IEC 61010-1, pasgen 17.

OMACHOCTDb cBsizaHa ¢
06paboTkoi MEANLIMHCKUX
AaHHbIX

OMACHOCTb oxsayeHa
COOTBETCTBYIONMN
cTaHgapTamn
6esonacHocTu?

Vianenue npepocrasnset
BaXHble MEAULIMHCKME
[naHHbIe?

Het

Y6enuTech B
COrnacoBaHHOCTH C
COOTBETCTBYHOLLWMU

craHgapTamu

Y

Mcnonbaylotcs npoeaypsl,

Beibepute npuMeHMBbIi
metop ana YMNPABNEHNA
PWNCKOM, ocHOBaHHbI Ha

TpeboBaHmsax
6e3onacHocTu

Wcnonb3ayiite
M3K 62304

PucyHok C.3 — lMpumenerne IEC 62304 c IEC 61010-1

Heobxoaumel
AONOSTHUTENbHbIE
TpeboBaHusi, 4TOGbI
obecneuntb YBEPEHHOCTb
B TOM, 4TO OLINBOYHbIE
AaHHble 06Hapy)KeHbI Ao
NCNOSb30BaHUA AaHHbIX
B MEOULIMHCKUX Liensax

IEC 61010-1:2010 conepxuT obLiee TpeboBaHWe K OLEHKEe pUCKOB B pasgene 17, kotopoe sBnsetcst 6onee ynpo-
LEeHHbIM, Yem nornHble TpeboBaHus ISO 14971 no meHemxMeHTy pucka. [NpumeHenne ctangapta IEC 61010-1, pas-
nena 17 camo no cebe He cOOTBETCTBYET TPebyeMbiM KpUTepusiM MeHemkMeHTa pucka IEC 62304, kOTopbIi OCHOBaH Ha
nonHbix TpeboBaHuax ISO 14971 no MeHeoXMEHTY pucka. Vicxoast n3 atoro oxuaaeTcd, YTo ecrnu in vitro MeguuuHcKkoe
nsagenue nmeet cessaHHble ¢ MO puckn, To NPoLecc MeHeMKMEHTa pucka BbINoNHAeTca B cootBeTcTBuM ¢ ISO 14971,
a He Tonbko pasgenom 17 IEC 61010-1. CooTBeTcTBME pasaeny 17 ctaHgapta IEC 61010-1 6ynet AOCTUrHYTO, Kak noa-
po6HO onncaHo B npumMeYvaHum k pasgeny 17 ctaHgapta IEC 61010-1.

Mpunmevanne — OpHa npouenypa oueHkn PUCKA onucana B Mpunoxenun J. [dpyrne npouenypbl OLEHKU
PWCKOB cogepxartcsa B ISO 14971, SEMI S10-1296, IEC 61508, ISO 14121-1 n ANSI B11.TR3. Takke mMoryT ncnonb3o-
BaTbCHA [pyrne yCTaHOBMEHHbIE NpoLedypbl, KOTOpble peanunayoT aHanormyHble warm.
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C.6 Bzaumocsssb ¢ ISO/IEC 12207

HacTtosawmn craHgapT Gbin NPomM3BOAHbIM OT noaxodoB u koHuenuun ISO/IEC 12207 [9], onpeaenstowmm Tpedo-
BaHua ans NMPOLECCOB xwu3HeHHoro uukna MO B obwmx yeptax, To ecTb He orpaHudmBasce MEOAUWUWMHCKUMW U3-
OENUAMA.

CtaHgapt otnnyaetcs ot ISO/IEC 12207 rnaBHbIM 06pa3om B OTHOLLEHMM TOrO, YTO OH:

- ucknioyaet acnektel CUCTEMbI, Takme kak CUCTEMHBbIE TpeboBarus, APXUTEKTYPA CUCTEMbI v Banuaa-
una,

- nponyckaeT HekoTopble NMPOLIECChI, paccmaTprBaemble kak aybnuvpytolias AeaTenbHOCTb, NpeacTaBneHHble B
pasnuuHbIX naaanmax ana MEAVLUMHCKUX USOENNN;

- pobasnger NPOUECC MEHEOXMEHTA PUCKA (BE3OIMNACHOCTb) 1 NMPOLIECC Bbinycka nporpaMMHOro
obecnevyeHus;

- BKItoYaeT gokymeHTupoBaHune n BEPUOUKALMIO nopaepxmsatowwmx NMPOLUECCOB B NMPOLUECCHI paspaboTtku
N TEXHWUYECKOW NOAaEPXKKY;

- obveauHsieT peanunsaumio NMPOLIECCOB n nnannposanve OEATEJIBHOCTU no kaxgomy NMPOLIECCY B egu-
Hyto AEATENNbHOCTb no NMPOLIECCAM paspaboTku 1 TeXHNYecKkoro obcnyxvBaHus;

- knaccudumumpyet TpebosaHusa ¢ yyetom BESOMNMACHOCTW;

- He knaccudpumumpyet NPOLIECCHI kak nepBocTeneHHble nnu nogaepxusatoime un He rpynnupyet NPOLIECCHI,
kak aTo cgenaHo B ISO/IEC 12207.

BOnbLUIMHCTBO OTNMYMIA BbINM peanuaoBaHbl UCXOAst U3 HYX4 1 NoTpebHocTen npombiwneHHocT MEOULIMHCKMX
W3OENNN:

- dhokycupoBaThcs Ha acnektax 6esonacHoctv  MEHEIKMEHTA PUCKA MEOVLUMHCKNX U3OENWNN, yctaHos-
neHHbix B ISO 14971;

- BblbpaTb noaxoaswme NMPOLIECChI, nonesHble B perynnpyemoni BHELLHEN Cpeae;

- MPUHATbL BO BHMMaHWe, 4YTo pa3paboTka nporpaMMHOro obecneyeHus BKMOYEHA B CUCTEMY KadyecTBa (koTopast
oxBaTbiBaeT HekoTopble NMPOLIECChI n TpeboBaHus ISO/IEC 12207);

- YMEHbLNTb YpOBEHb 0606LeHns, YTOObI 0BnerynTb NPUMEHEHNE.

HacTtosawumn ctaHgapt He npotuBopeunT ISO/IEC 12207. ISO/IEC 12207 MOXeT ObITb NOME3HbIM B KAYeCTBE BCMO-
MoraTenbHON nHopMaLUun Ana co3gaHns npasunbHO cTpykTypuposaHHon MOOEJIN XXKNU3SHEHHOIO LMKITA PA3PA-
BOTKW nporpammHoro obecneyeHus, Kotopasi BKroHaeT TpeboBaHMsA HacTosILLEero ctaHaapTa.

Tabnuua C.5, kotopas 6bina nogrotosneHa nogkomutetom 7 ISO/IEC, nokasbiBaeT B3aMMOCBA3b Mexay HacTos-
wmm ctaHgaptom u ISO/IEC 12207.

Tabnunuya C.5— B3aumocsssb ¢ npoueccamu ISO/IEC 12207:2008

Mpouecckl HacTosiLero cTaHgapTa Mpoueccel ISO/IEC 12207:2008
HeaTtenbHoCTb 3apava Mpouecchl HestenbHocTb/3agava
5 MPOLECC pa3paboTku nporpammHoro obe-
crneyeHns
5.1 MnaHnposa- 5.1.MnanH paspabotkn npo- | 7.1.1 Peanusauus npo- 7.1.1.3.1 Ctparernsa peanvsaumu
H1e pa3paboTku rpaMmmMHoro obecnevyeHus rpammHoro obecneyeHus nporpaMMHoro obecneyeHus
nporpaMmMHoro 7.1.1.3.11
obecneyeHus 7.1.1.31.3
711314
6.3.1.3.2 MNMnaHvpoBaHue npoekTa
6.3.1.3.21
5.1.2 NopaepxaHue nnaHa | 6.3.2 OueHka NpoekTa u 6.3.2.3.2 YnpaBneHve npoekTom
pa3paboTku NPOrpaMmMHOro | npoLecc ynpaeneHus 6.3.2.3.2.1
obecneyeHns B akTyanb-
HOM COCTOSIHWUM
5.1.3 MNnaH pa3spaboTku 6.4.3 lNpouecc NpoekTu- 6.4.3.3.1 YcTaHOBNeHne apxuTek-
nporpammHoro obecrneye- pPOBaHWSI apXUTEKTYPbI Typbl
HWS1 OTHOCUTENBHO MPOEK- CUCTEMBI 6.4.3.3.1.1
TMPOBaHUS 1 pa3paboTkm 6.4.5 CuctemHas nHterpa- 6.4.5.3.1 MiHTerpaums
CUCTEMBbI uns 6.4.5.3.1.1
7.2.5 MNpouecc Banugauum 7.2.5.3.1 lNpouecc peanusaumu
nporpammHoro obecneveHusa | 7.2.5.3.1.4
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[Mpouecchl HacTosiLLero cTaHgapTa Mpoueccel ISO/IEC 12207:2008
[esatenbHocTb 3apgava Mpoueccebl LeatenbHocTb/3agava
5.1 Nnaxuposa- 5.1.4 CtaHgapThl, MeToabl 7.1.1 Peanusauusa npo- 7.1.1.3.1 Ctparterus peanusaumm
Hue pa3paboTku N NHCTPYMEHTbI NIIaHnpo- rpaMMHoro obecneveHus nporpaMmmMHoro obecrneyeHuns
nporpammMHoOro BaHUSA pa3paboTku nNpo- 7.1.1.31.3
obecneyeHus rpammHoro obecneyeHus
5.1.5 NporpamMmmHas nHTe- 7.1.6 WNHTerpauus npo- 7.1.6.3.1 MiHTerpaumsa nporpamm-
rpauus n nnaHupoBaHue rpammHoro obecneveHus Horo obecneveHuns
TECTUPOBaHUA NHTErpaummn 7.1.6.3.1.1
5.1.6 lNnaHuposaHue BE- 7.2.4 Bepudmkauna npo- 7.2.4.3.1 MNpouecc peanusaumm
PUNOUKALIMA nporpamm- rpammHoro obecrneveHus 724314
Horo obecneveHnst 7.1.5 MNpouecc KOHCTPY- 7.24.31.5
MPOBaHWS NPOrpaMMHbIX 7.1.5.3.1 lNpouecc KoHCTpyupoBa-
cpencTs HWS NpPOrpaMMHbIX CPEACTB
7.1.6 Software 7.15.3.1.5
Integration 7.1.6.3.1 VIHTerpaumsa nporpamm-
7.1.7 KsanudukaumnoHHoe Horo obecneveHnsa 7.1.6.3.1.5
TecTupoBaHue nporpammHo- | 7.1.7.3.1 KsanudukaumoHHoe
ro obecneyeHus TecTMpoBaHWe NpPorpaMMHOro
obecneyeHuns
7.1.7.31.3
5.1.7 MnaHnpoBaHue 6.3.4 lNpouecc MeHemXMEH-
MEHEOXKMEHTA PUCKA | Ta pucka
nporpammMHoro obecneve-
HUs
5.1.8 [lokymeHTauums no 7.2.1 MeHeaXMeHT JOKy- 7.2.1.3.1 MNpouecc peanusaumm
naHNPOBaHMUIO MEHTaLMM NporpaMmMHOro 7.2.1.3.1.1
obecneyeHus
5.1.9 MNnaHnpoBaHue me- 7.2.2 MeHegXMeHT 7.2.2.3.1 MNMpouecc peanusaumm
HepKMeHTa KoHdurypaumm | KoHdurypauum nporpammHo- | 7.2.2.3.1.1
nporpammHoro obecrneye- ro obecneyeHuns 7.2.8.3.1 lNpouecc peanusauum
HYS 7.2.8 MNpouecc peLueHns 7.2.8.3.1.1
npobnemM B NpOrpaMMHOM
obecneyeHun
5.1.10 Moagepxka ane- 6.2.2 MeHegXMeHT 6.2.2.3.2 YctaHoBneHue nHdpa-
MEHTOB, nogniexatimx MHpaCcTPyKTypbl CTPYKTYpbI
ynpaBneHunio 6.2.2.3.21
6.2.2.3.3 MNogaepxaHne nHppa-
CTPYKTYpbI
6.2.2.3.3.1
5.1.11 YnpaeneHue CO- 7.2.2 MeHegXMeHT 7.2.2.3.2 \aeHTudmkaumns KoHpu-
CTABHbIMW YACTAMU KOHMUrypaumm nporpaMmmMHo- | rypaumu
KOH®UT'YPALINU npo- ro obecneyeHuns 7.2.2.3.21
rpamMmmHoro obecrnevyeHust
0o BEPNOUKALINA
5.2 AHanus 5.2.1 OtgeneHve un go- 6.4.3 lNpoekTnpoBaHme 6.4.3.3.1 YcTaHOBMNeHne apxuTek-
TpeboBaHuii k KyMeHTupoBaHue Tpebo- apXMTEKTYpbl CUCTEMbI Typbl
nporpaMMHOMY BaHWI K NporpaMmMHOMY 6.4.3.3.1.1
obecneyeHmnio obecneyeHuno Ha OCHoBe
TpebosaHuin CUCTEMbI
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[esatenbHocTb 3apava Mpouecchl LeatenbHocTb/3agava
5.2 AHanus 5.2.2 CogepxaHue Tpebo- | 7.1.2 AHanua TpeboBaHui 7.1.2.3.1 AHanu3 TpeboBaHui K
TpeboBaHWi K BaHWI K NpOrpaMMHOMY K nporpamMmmHomy obecne- nporpaMMHOMy obecrneveHmto
nporpaMMHOMY obecneyeHunto YeHuo 7.1.2.3.1.1
obecrneyeHunto

5.2.3 BknitoueHne mep no
YTMPABJIEHWIO PUCKOM
B TpeboBaHWs K nporpamm-
HoMy obecneveHuto

5.2.4 NMEPEOLEHNBA-
HWE AHATIN3A PUCKA
MEOVLUIMHCKOIo
N3OENNA

Het

Het

5.2.5 O6HoBnNeHne Tpebo-
BaHui k CUCTEME

7.1.2 AHanus Tpe6oBaHui
K nporpamMmmHomy obecne-
YeHuto

7.1.2.3.1 AHanus TpeboBaHun K
nporpaMMHOMy obecneyveHunto
7.1.2.3.1.1a)ub)

5.2.6 Bepudukauus tpe-
6oBaHWI kK NporpaMMHOMY
obecneyeHuto

7.2.4 Bepudukaunsa npo-
rpammHoro obecnevyeHus

7.2.4.3.2 Bepudukaums
7.24.3.21

5.3 NpoekTupoBa-
Hne APXUTEKTY-
Pbl nporpammHo-
ro obecneyeHuns

5.3.1 MNpeobpasoBaHue
TpeboBaHWi K NporpaMm-
HoMy obecneveHuto B
APXUTEKTYPY

5.3.2 Pa3pabotka APXI-
TEKTYPbI ans nHtep-
devicos NMPOrPAMMHBIX
COCTABHbIX YACTEN

7.1.3 MNpoekTnpoBaHue
apXMTEKTYPbl MPOrpamMMHOro
obecnevyeHuns

7.1.3.3.1 MpoekTnpoBaHne apxu-
TEKTypbl NporpaMmMHoro obecne-
YeHus

7.1.3.3.11

7.1.3.3.1 TpoekTnpoBaHne apxu-
TEKTYypbl NporpaMMHoro obecne-
YeHus

7.1.3.3.1.2

5.3.3 OnpeaeneHune Tpebo-
BaHUN K PYHKLMOHANbHLIM
N 3KCMIyaTauoHHbIM
XapakTepucTvkam anemMeH-
ToB MOHIN

Het

Het

5.3.4 Onpepgenexune Tpe-
6oBaHUI k annapaTHbIM U
nporpamMMHbIM CPeACTBaM
CUCTEMBbI, Tpebyembix
anemeHTamu MNOHTI

Het

Het

5.3.5 VipeHTudumkaums
060cobneHHocTn, Heobxo-
onmon ana YIMNPABJIEHUA
PNCKOM

Het

Het

5.3.6 Bepudpmkaumnsa
APXUTEKTYPbI
nporpaMmmMHoro
obecneyeHns

7.1.3 MNpoekTuposaHue
apXUTEKTYpbl NPOrPaMMHOro
obecneveHus

7.1.3.3.1 lNpoekTnpoBaHue apxu-
TEeKTypbl NporpammMHoro obecne-
YeHus

7.1.3.3.1.6
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5.4 Paspabort-
Ka fetanbHoro
OunsainHa npo-
rpammHoro obe-
crneyeHus

5.4.1 dpobneHne npo-
rpamMmHoro obecreyeHns
Ha MPOIrPAMMHbIE
BJTOKN

5.4.2 Pa3pabotka gerarnb-
HOro AM3anHa AN KaXaoro
MPOrPAMMHOIO BJTOKA

5.4.3 Pa3paboTka getanb-
HOro gusarHa ans uHTep-
cbericoB

7.1.4 etannanpoBaHHas
paspaboTka nporpamMmmHOro
obecneyeHus

7.1.4.3.1 JetannanpoBaHHas
pa3paboTka nporpamMmmHOro
obecneyeHus

714311

7.1.4.3.1 [eTannanpoBaHHas
pa3paboTka nporpamMmmHoOro
obecneyeHus

7.14.3.1.2

5.4.4 BEPUOUKALNA
[eTtanbHoro ansanHa

7.1.4 OetanuanpoBaHHas
paspaboTka nporpamMmmHOro
obecneyeHuns

7.1.4.3.1 JetanuanpoBaHHasa
paspaboTka nporpamMmmHOro
obecneyeHns

714317

5.5 mnnemen-
Tayusa MNPO-
TPAMMHBbIX
BJTIOKOB

5.5.1 MmnnemeHTauus
kaxgoro MPOrPAMMHO-
'O BJTOKA

7.1.5 KoHcTpyupoBaHue
nporpaMMHoro obecnevyeHus

7.1.5.3.1 KoHCTpynpoBaHue
nporpaMmmMHoro obecne4yeHus
7.1.5.3.11

5.5.2 YctaHoBneHue MNPO-
LIECCA BEPUOUKALIMN
MPOrPAMMHOIO BJTOKA

7.1.4 OetanuanpoBaHHasa
paspaboTka nporpamMmmHOro
obecneyeHuns

7.1.5 KoHcTpyunpoBaHue
nporpaMMHoro obecneyeHus

7.1.4.3.1 JetanuanpoBaHHasa
pa3paboTka nporpamMmmHOro
obGecneyeHuns

714315

7.1.5.3.1 KoHCTpynpoBaHue
nporpammMHoro obecrneyeHns
7.15.3.1.5

5.5.3 Kputepun npnemkm
MPOIr’PAMMHBbIX BNO-
KOB

7.1.5 KoHcTpyunpoBaHue
nporpaMMHoro obecnevyeHus

7.1.5.3.1 KoHCcTpynpoBaHue
nporpaMmmMHoro obecne4yeHus
7.15.3.1.5

5.5.4 [JononHutenbHble
kputepumn npuemkn MNPO-
MPAMMHbIX BINOKOB

7.1.5 KoHcTpyupoBaHue
nporpaMMHoro obecnevyeHms
7.2.4 Bepudukauus npo-
rpaMMHoro obecnevyeHus

7.1.5.3.1 KoHCTpynpoBaHue
nporpaMmMHoro obecneyeHus
7.1.5.31.2

5.5.5. BEPNOUKALINA
MPOrPAMMHbIX B10O-
KOB

7.1.5 KoHcTpyunpoBaHue
nporpaMMHoro obecneveHus

7.1.5.3.1 KoHCTpynpoBaHue npo-
rpaMMHoro obecneveHus
7.15.3.1.2

5.6 ViHTerpaums
nporpamMmMHoro
obecneyenns n
TeCTMpOBaHue
MHTErpaumm

5.6.1 UHTerpaumns MPO-
TPAMMHBIX BJTOKOB

7.1.6 VIHTerpaums npo-
rpaMMHoro obecneveHus

7.1.6.3.1 VIHTerpaums nporpamm-
Horo obecneyeHns
7.1.6.3.1.2

5.6.2 Bepudpmkaumnsa
WHTerpaumm nporpammHoOro
obecneveHus

7.1.6 WNHTerpauus npo-
rpammHoro obecneveHus
6.4.5 CuctemHas nHTerpa-
ums

7.1.6.3.1 ViHTerpaumsa nporpaMmm-
Horo obecneyeHns

7.1.6.3.1.2

6.4.5.3.1 ViHTerpauus
6.4.5.3.1.2

5.6.3 MIHTerpaumoHHoe
TeCTUpOBaHME NporpamMm-
Horo obecneveHust

7.1.7 KsanudunkaumnoHHoe
TeCTUpOBaHMe NPorpamMmmMHoO-
ro obecneyeHus

7.1.7.3.1 KsanudukaunoHHoe
TECTMPOBaHWE NPOrpPaMMHOro
obecneyeHusi

7.1.7.3.11
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5.6 WHTerpaums
nporpamMmMHoro
obecneyeHns n
TecTupoBaHue
MHTErpauunm

5.6.4 CogepxaHue Tectu-
pOBaHWsI MHTErpaLmmn Npo-
rpamMmmHoro obecrneveHust

7.1.7 KsanudukaunoHHoe
TEeCTUpPOBaHME NPOrpamMmMHO-
ro obecneyeHus

7.1.7.3.1 KesanudukaunoHHoe
TECTMPOBaHWE NPOrpaMMHOro
obecneyeHus

7.1.7.31.3

5.6.5 OueHuBaHue npo-
Luenyp TecTupoBaHus
WHTEerpaumm nporpammMHoro
obecneyeHus

Het

Het

5.6.6 NpoBegeHune perpec-
CVMOHHOTO TECTUPOBAHNSA

7.1.6 VIHTerpaums npo-
rpammHoro obecneyeHus

7.1.6.3.1 VIHTerpaums nporpamm-
Horo obecneyeHuns
7.1.6.3.1.2

5.6.7 CogepxaHue 3anu-
Cel B OTHOLLUEHWUW perpec-
CVMOHHOTO TECTUPOBaHWS

7.1.6 NHTerpaums npo-
rpaMmmHoro obecrnevyeHusi

7.1.6.3.1 ViHTerpaumsa nporpamm-
Horo obecneyeHns
7.1.6.3.1.2

5.6.8 Vicnonb3oBaHue
MPOLECCA peLueHus
npobGnem ¢ NporpamMmmHbIM
obecneyeHnem

7.2.4 Bepudukaunsa npo-
rpammHoro obecnevyeHus

7.2.4.3.1 Peanusauusa npowecca
7.2.4.3.1.6

5.7 TectupoBaHue

5.7.1 YcTtaHoBneHne Tectu-

7.1.6 NHTerpaums npo-

7.1.6.3.1 iHTerpaumsa nporpamm-

MPOrPAMMHOW | posanus B OTHOLIEHUM rpammHoro obecneyeHms Horo obecneyeHns
CNCTEMBbI TpeboBaHWi K NporpaMm- 7.1.7 KsanndwukaumnoHHoe 7.1.6.3.1.4
HoMy oGecneyeHmnio TecTMpoBaHue nporpamMmmHo- | 7.1.7.3.1 KBanudukauymoHHoe
ro obecneveHns TeCTMpOBaHWE NMPOrpamMmmMHOro
obecneyeHuns
7.1.7.311
5.7.2 NpumeHeHne 7.2.4 Bepudukaunsa npo- 7.2.4.3.1 Peanusauus npouecca
MPOLIECCA peLueHus rpaMmmHoro obecrnevyeHns 7.2.4.3.1.6
npo6nem ¢ NnporpamMmmHbIM
obecnevyeHnem
5.7.3 MNoBTOpHOE TECTU- 7.2.8 lNpouecc pelieHns 7.2.4.3.1 Peanusauuns npouecca
poBaHue nocrne BHeCeHust npobrnem B NporpaMMHOM 7.24.3.11
N3MEHEHUN obecneyeHun
5.7.4 OueHnBaHue TecTu- 7.1.7 KsanudukaunoHHoe 7.1.7.3.1 KsanudukaunoHHoe
poaHnusi MTPOTPAMMHOW | TecTupoBaHWe NporpaMMHO- | TeCTUPOBAaHWE NPOrpaMmMHOro
CUCTEMbI ro obecneveHusi obecneyeHus
7.1.7.3.1.3
5.7.5 CogepxxaHue otyeta 7.1.7 KsanudunkaunoHHoe 7.1.7.3.1 KsanudukaunoHHoe
no TectuposaHuio MPO- TeCTMpoBaHMe NPOrpaMMHO- | TeCTUpPOBaHWE MPOrpamMmmMHOro
rPAMMHOW CUCTEMBI ro obecneveHns obecneyeHuns
71.7.3.11
5.8 Bbinyck 5.8.1 ObecneyeHue 3a- 6.4.9 ®yHKUMOHNPOBaHKE 6.4.9.3.2 AkTMBauUus 1 nposepka
nporpammMHoro BepLueHHocTn BEPUOU- nporpammHoro obecrneyeHns | yHKUMOHMPOBAHUSA
obecneyeHuns KALWM nporpammHoro 7.2.2 MeHepKMeHT 6.4.9.3.21
Ha CUCTEMHOM obecneyeHuns KOHdMrypaumm nporpamMmmHo- | 6.4.9.3.2.2
ypoBHE ro obecneyeHus 7.2.2.3.6 MNocTtaBka 1 MeHe-
OXKMEHT BbInycka
7.2.2.3.61
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[esatenbHocTb 3apgava Mpoueccebl LeatenbHocTb/3agava
5.8 Boinyck 5.8.2 [lokymeHTupoBaHue
nporpammMHoOro M3BECTHbIX OCTATOYHbIX
o6ecneyeHus! AHOMANNN
Ha CUCTEMHOM
ypOBHe 5.8.3 OLUEHMBAHNE

5.8.4 [lokyMeHTMpoBaH1e
BbINyLleHHbIx BEPCUN

5.8.5 [lokymeHTMpoBaHue
€034aHUst BbINyLEHHOTO
nporpammMHoro obecneve-
HUSA

5.8.6 ObecneyeHne NonHo-
ro 3aBeplUeHns aeaTerb-
HOCTU 1 3aaau

5.8.7 ApxmBurpoBaHue npo-
rpamMmmHoro obecrnevyenunsi

5.8.8 ObecneyeHne
HaOeXHOW NoCTaBKM
BbINYLLEHHOrO NporpamMmm-
Horo obecrneveHns

7.2.2 Tlpouecc MeHeaXMeEH-
Ta KOHdUrypaumm npo-
rpammHoro obecrneveHus

7.2.2.3.6 [NocTaBka 1 meHeq-
XXMEeHT Bbinycka 7.2.2.3.6.1

6 TexHnuyeckas nogaepkka nporpammHoro obe-

6.4.10 MNpouecc TeEXHNYECKON NoaaepXk1 nporpammMHoro obecne-

MPOLECCA peLueHus
npo6rnem nporpammMHoro
obecneyeHus

crneyeHus YyeHus
6.1 YcTaHoBneHne 6.4.10 TexHu4yeckas Het
nnaHa TexHuue- noaaep)kka nporpamMmmHoro
CKOW NOAAEPXKKU obecneyeHus
nporpaMMHoro
obecneyeHus
6.2 AHanus 6.2.1 [lokymeHTupoBaHue Het Het
MoauduKaumm n 1 oLeHnBaHne obpaTHow
npobnem CBA3N
6.2.1.1 MOHUTOPUHT 6.4.10 TexHnyeckas Het
obpaTHoM cBA3n nogaepxka NnporpamMmmMHoro
obecneyeHuns
6.2.1.2 [lokymeHTupoBa- 6.4.10 TexHn4yeckas Het
Hue n OLUEHNBAHUE nogaepxka nporpammMmHOro
obpaTHON CBA3N obecneyeHus
6.2.1.3 OLUEHMBAHNE 6.4.10 TexHu4yeckas Het
BnusaHns OTYETOB nogaepxxka nporpaMmmMHOro
O MNMPOBJIEMAX obecneyeHus
Ha BE3OMNACHOCTb
6.2.2 icnonb3oBaHue 6.4.10 TexHn4yeckas Het

nogaep)kka nporpamMmmHoro
obecneyeHus
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lMpodomkeHue mabnuusi C.5

O6HoBneH: 28.02.2024

[Mpouecckl HacTosiLero ctaHgapTa

Mpoueccel ISO/IEC 12207:2008

mogmduumpoBarHon MPO-
rPAMMHOW CUCTEMBI

Ta KoHdUrypaumm npo-
rpaMmHoro obecnevyeHus

[esatenbHocTb 3apava Mpouecchl LeatenbHocTb/3agava
6.2 AHanus mogn- | 6.2.3 Ananus SAMPOCOB | 6.4.10 TexHu4eckas Het
dumkaumm HA NBMEHEHUWE nogaep’kka NporpamMmmMHoro
1 npobnem obecneyeHus

6.2.4 OpobpeHune 6.4.10 TexHnyeckas Het
3AMNPOCA nogaep’kka NnporpaMmmMHoro
HA NBMEHEHUE obecneyeHus
6.2.5 MIHhbopmumposaHue 6.4.10 TexHuyeckas Het
nonb3oBaTenen u perynu- nogaepkka nporpaMMHoOro
PYIOLLMX OpraHoB obecneyeHus
6.3 Ocywectene- Het Het
HWe moamdvka-
umm 6.3.1 Ncnonb3oBaHne 6.4.10 TexHu4yeckas Het
YCTaHOBMEHHOIo NoAAEpXKKa MPOrpaMMHOro
MPOLECCA ocyuiectBne- | obecneveHus
HUs1 Mogudpmkauum
6.3.2 NoBTOPHbIN BbIMYCK 7.2.2 Tpouecc MeHeaXMeH- Hert

7 MPOLECC MEHEI>XMEHTA PUCKA npo-
rpammHoro obecneveHunst

6.3.4 lNpouecc MeHeMKMeEHTa pucka

OcHoBaH Ha ISO/IEC 16085. HecmoTpst Ha HEKOTOPYHO OBLLHOCTb,
B HEM HE PacCMOTpPEHbI KOHKPETHbIE TpeboBaHMA k pa3paboTke
nporpamMmmMmHoro obecneyeHust MeOULUUNHCKUX manenmﬁ B OTHOLLEHUN

MeHe)KMeHTa puUcKa

8 NMPOLECC meHepxmeHTa KoHpUrypaumm
nporpaMMHoro obecneyeHus

N3MEHEHUN

8.2.4 ObecneyeHune cpen-
ctBamu ana MPOCIEXW-
BAEMOCTW nameHeHuin

Ta KOHdUrypaumm
nporpammHoro obecnevyeHus

8.1 NoeHTudu- 8.1.1 YcTtaHoBneHne 7.2.2 Tlpouecc MeHeaXMeH- Het
Kauust KOHdUry- cpencTs mneHTM(bMKauyM Ta KoHuUrypaumm
pauun COCTABHbBIX YACTEM nporpammMHoro obecneveHus
KOHOUTYPALINU
8.1.2 NpeHTndukaums Het Het
MOHMN
8.1.3 VipeHTudumkaums 7.2.2 Tlpouecc MeHeaXMeH- Het
OOKYMEHTaUmMM KoHdurypa- | Ta KoHdurypaumm
umm CUCTEMBbI nporpammMHoro obecnevyeHus
8.2 YnpaeneHuve 8.2.1 Opobpenne 7.2.2 TNpouecc MeHemKMEH- Het
M3MEHEHMAMU 3AMNPOCOB Ta KoHurypawumm npo-
HA USBMEHEHNA rpammHoro obecneyeHms
8.2.2 OcyuuecTBneHne 6.4.10 TexHunyeckas Het
N3MEHEHUIN noAAepkKa NporpaMmMHOro
obecneyeHus
8.2.3 BEPMOUKALMA 7.2.2 Npouecc MeHeXMeH- Het
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[eatenbHoCcTb 3apgava Mpoueccebl LeatenbHocTb/3agava
8.3 Yyer cTaTtyca 7.2.2 Tpouecc MeHemXMeEH- Het
KOHpurypauum Ta KOHdUrypaumm npo-
rpammHoro obecrneveHus
9 MPOLECC pelueHns npobrnem nporpammHOro
obecne4veHusi
9.1 lMNMopgroToBKka 7.2.8 lNpouecc pelueHns Het
OTYETOB O npobrnem B NporpaMMHOM
MPOBNEMAX obecneyeHun
9.2 Uccneposa- 7.2.8 MNpouecc pelieHns Het
Hue npobnembl npo6rem B MPOrpaMMHOM
obecneyeHnn
9.3 KoHcynbstupo- 7.2.8 lMNpouecc peLueHus Het
BaHWe 3anHTepe- npobrnem B NporpaMMHOM
COBaHHbIX CTOPOH obecnevyeHun
9.4 Vicnonb3o- 7.2.2 MNpouecc MeEHEeIKMEH- Het
BaHue npovecca Ta KoHmrypaumm
yrnpaBneHus nporpaMMHoro obecneyeHus
N3MEHEHUSIMU 6.4.10 TexHnyeckas
nogaepXkka NnporpamMmmMHoro
obecneyeHus
9.5 MNopgpepxaHue 7.2.8 lMNpouecc pelueHus Het
3anucen npo6rem B NporpaMMHOM
obecneyeHun
9.6 AHanus npo- 7.2.8 MNpouecc pelleHus Het
6nem Ha npeg- npobrem B NporpaMMHOM
MET BbISIBNEHUS obecneyeHunn
TeHAeHUnn
9.7 BEPUPUKA- 7.2.8 MNpouecc pelueHns Het
LUNA pewenuns npo6nemM B NporpaMMHOM
npo6nem npo- obecneyeHun
rpaMMHoro obe-
crneyeHust
9.8 CopepxaHue ISO 12207 TpebyeT goky- Het
OOKyMeHTaLmm no MeHTupoBaHus Bcex SAOAY
TECTMPOBAHUIO NpoBeAeHUs TECTUPOBaHUS

C.7 B3aumocss3sb ¢ IEC 61508

B pesynbrate paccmoTpeHusi Bonpoca 06 MCnonb3oBaHMM B HACTOSILLIEM CTaHAaApTe, MPUMEHSAEMOM B OTHOLLEHUN
kputndeckn BaxHoro ansa BE3OMNACHOCTW nporpammHoro obecnevyeruns, npuHuunos IEC 61508, 6binv yyTeHbl cne-
ayrowme coobpaxenus. MNoaxoa k 6esonacHocTn B IEC 62304 npuHumnuaneHo oTtnvyaetcsa ot noaxoaa B IEC 61508.
IEC 62304 yunTbIBaET, YTO pe3ynbTaTUBHOCTb MEAMLMHCKMX U3OENUI ONpaBablBaeT CyLLEeCTBOBaHME OCTAaTOUYHbIX PUCKOB,
CBSI3aHHbIX C UX NpUMeHeHreM. MNo31umo HacTosILLEro cTaHAapTa OObsACHSET cneayoLlee.

IEC 61508 cdokycnpoBaH Ha Tpex rmaBHbIX BONpocax:

1) xm3HeHHoM unkne MEHEI>KMEHTA PUCKA n NMPOLIECCAX >XM3HEHHOTO LMKNa;

2) onpeneneHun ypoBHer 6e30nacHOCTM aKcnnyaTaumm o6opyaoBaHus;

3) pekomMeHOyeMbIX TEXHMKAX, UHCTPYMEHTaxX U MeTogax Anst pa3paboTkm nporpaMMHOro obecneyeHns 1 ypoBHSX
HEe3aBMCMMOCTM NepcoHarna, OTBETCTBEHHOIO 3a BbINOSIHEHNE pasnnyHbix SALAY.

Bonpoc 1) BknoYeH B HACTOALLMIA CTaHAAPT HOPMaTUBHOW ccbinkoi Ha ISO 14971 (ctangapt no MEHEIXKMEHTY
PUCKA gnsa npombiwneHHoctn MEOULINMHCKOUMX VI3,£I,EJ'IVII7I). BnusiHue 3TOW CCbINKX COCTOUT B TOM, 4TOObLI aganTmpo-

59




BWH: 110340017483. 3aka3 NeIM-393228022024 o1 28.02.2024 11:47:26. Nonb3osaTtens: PIM HA NXB "HAUMNOHAJIbHBI HAYYHbIW LIEHTP PA3BUTNA 30PABOOXPAHEHNA UMEHW CATMOAT KAUPBEKOB,

OCT IEC 62304-2022 BbiaaH PN Ha MXB «Ka3axCTaHCKUA MHCTUTYT CTaHAapTU3auum 1 MeTpoorn»

N4

O6HoBneH: 28.02.2024

FOCT IEC 62304—2022

BaTb noaxop 1ISO 14971 k MEHEIDKMEHTY PUCKA kak coctaBHyto Yactb [MPOLIECCA nporpammHoro obecneyeHmns ans
MO MEANLIMHCKNX U3OENUIA.

[nsa Bonpoca 2) HacToAwWmMi cTaHAapT npuHMMaeT 6onee npocTton noaxon, Yem IEC 61508, knaccudmumpytowmia
nporpammHoe obecneyeHne Ha YeTbipe «YPOBHS 6e30macHOCTM AKCnnyataumm obopyaoBaHusa», onpeaeneHHble ¢ TOUKN
3peHuns HagexHocTu. Llenn HagexxHocTn naeHtTudmunpytot nocne AHAJTTN3A PUCKA, koTopbli onpeaensieT Kak TAXecCTb,
TaK U BEPOSATHOCTb NpuynHeHus BPELA, BbidaBaHHOro otkasom 0.

HacTosawumn ctaHgapT ynpoLLaeT Bonpoc 2) NocpeAcTBOM YCTaHOBMNEHMS Knaccudukaumm no Tpem knaccam 6es-
onacHocTW nporpammHoro obecnedeHnsi Ha ocHoBe PVICKA, BbiaBaHHOro otkasom. [Nocne knaccudukaumm ons pasHbix
knaccoB 6e3onacHoCcTM nporpaMmMmHoro obecnevenuns Tpebytotcest pasHble NPOLIECCHI: HamepeHue cocTtout B AanbHen-
LIEeM YMEHbLUEHUN BEPOSITHOCTU (/M TSXKECTM NOCNEeACTBUIA) OTKa3a NporpaMMHOro obecneyeHms.

Bonpoc 3) He 3aTpoHyT B HacTosLem cTaHgapTe. [Nonb3oBatensam pekomeHayetcs npumensats IEC 61508 B kade-
CTBE WCTOYHMKA NPOrpaMMHbIX METOOB, TEXHUK U MHCTPYMEHTOB, C Y4ETOM TOrO, Y4TO ApYyrue noaxodbl MoryT obecnevmntb
opuHakoBble PE3YJIbTATBI. Hactoswmin ctaHaapT He COAEPXKUT pekoMeHdaunin OTHOCUTENbHO HE3aBMCMMOCTM NnL, OT-
BETCTBEHHbIX 3a oguH Bug OEATEJIBHOCTU B obnacTtu nporpammHoro obecneyeHus (Hanpumep, 3a BEPUOUNKALINKO)
OT TeX, KTO OTBEYaET 3a ApYyron (Hanpumep, 3a NpoeKTUpoBaHue). B 4aCTHOCTW, HAaCTOALLMI CTaHaAPT He TpebyeT Hanuuus
He3aBMCKMOro aKcrnepTa no 6e30nacHOCTU, NOCKOMNbKY 3TO OTHOcMTCA K ISO 14971.

60



HV
Q

BWH: 110340017483. 3aka3 NeIM-393228022024 o1 28.02.2024 11:47:26. Nonb3osaTtens: PIM HA NXB "HAUMNOHAJIbHBI HAYYHbIW LIEHTP PA3BUTNA 30PABOOXPAHEHNA UMEHW CATMOAT KAUPBEKOB,

OCT IEC 62304-2022 BbiaaH PN Ha MXB «Ka3axCTaHCKUA MHCTUTYT CTaHAapTU3auum 1 MeTpoorn»

O6HoBneH: 28.02.2024

FOCT IEC 62304—2022

MpunoxeHue D
(cnpaBo4HOE)

MpumeHeHune

D.1 BBegeHue

B faHHOM npunoxeHun npuBoamTcs obLwmii 0630p TOro, Kak HaCTOALWMIA CTaHAapT MOXeET ObiTb peanu3osaH B [1PO-
LIECCAX N3FOTOBUTEA. Mpeanonaraetcs, 4to Apyrve ctaHaapThl, Takne kak MCO 13485 [8], TpebytoT nogxoasLmnx
n conoctaBumMbix NMPOLIECCOB.

D.2 Cuctema MeHeg)XMeHTa KayecTBa

B koHTeKcTe HacTosiLero ctaHgapta ansa M3rOTOBUTENEN MEOVLMHCKMX U3OENNW, skntovas MPOMTPAMM-
HOE OBECMEYEHVE MEOVULVHCKUX U3OENUN, YCTaHOBMEHMEe CUCTEMbI MEHEMXMEHTa kadecTBa (ganee — CMK)
TpebyeTcsa B cooTBeTCTBMU C 4.1. HacTtoawmii ctaHgapT He Tpebyert, 4tobbl CMK o6si3aTensHO Bbina ceptudmumpoBaHa.

D.3 OLUEHMBAHUE NMPOLIECCOB meHepXMeHTa KavyecTBa

PekomeHnayetcss OLIEHVMBATDb, kak ycTaHoBneHHble U fokyMeHTuMpoBaHHble NMPOLIECCHI CMK oxBaTteiBatoT MPO-
LIECCbI »u13HeHHOro uMkna nporpamMmmHoro obecneyeHuss NOCpPeacTBOM MPOBEAEHMS ayaMTOB, MPOBEPOK WHCMEKLUIA
Unu aHanuaa, 3a Kotopble HeceT oTBeTcTBeHHOCTb IBTOTOBUTE/b. JTio6ble BbIABNEHHbIE HECOOTBETCTBUS MOTYT ObIThb
yCTpaHeHbl NOCpeacTBOM paclumpeHms yctaHoBreHHbix MPOLECCOB meHepkmeHTa kadecTBa unmn odhopMreHbl oTAeNb-
HbIMy gokymeHTamn. Ecnu MSTOTOBUTESb yxe nmeet gokymeHtupoaHHble NMPOLIECCHI, koTopble permameHTupyoT
pa3spabotky, BEPUOUKALMIO n Banmpaumio MO, 1o gaHHble NMPOLECCHI Takke gomkHbl 66iTe OLLEHEHBI ¢ uenbto
onpeaerneHns cornacoBaHHOCTM C HACTOSILLIMM CTaH4APTOM.

D.4 NnTterpaumnsa TpebosaHumn HacToswero ctaHgapTta B [TIPOLIECCbHI meHeaxMeHTa KayecTBa
U3roTOBUTENA

HacToswmn ctaHagapT MoXeT ObiTb BHEAPEH NOocpeacTBOM afanTtaumm unu pacwmpenus NMPOLECCOB, yxe ycTa-
HoBneHHbIX B CMK, unu nHterpauuein Hoebix NMPOLIECCOB. Hactoswumin ctaHgapT He ycTaHaBnMBaeT Kakon-nnbo cno-
cob, n USFTOTOBUTEJIb mMoXeT BbINONMHUTL BHeApeHWe NiobbiM noaxoasiwnm obpasom.

M3FOTOBUTESb HeceT 0TBETCTBEHHOCTb 3a 0b6ecneyeHne Hagnexaltlero BoinonHeHus MMPOLIECCOB, onncaHHbIx
B HacTosilueM cTaHaapTe, korga NMPOMPAMMHOE OBECMNEYEHME MEOVUMHCKOIO N3OENUA paspabotaHo N3MO-
TOBUTENAMMU opurmHansHoro obopyaosanus (OEM) nnu cybnogpsigumkamu, He MMeLWmUMn cCOOCTBEHHON JOKYMEHTU-
poBaHHon CMK.

D.5 KOHTpOnbHbIN CNUCOK ANsA Manbix npeanpuathii, U3BrOTOBUTENEWN, He nmetowmx
ceptuduumposaHHon CMK

M3roToBuTENbL JOMKEH YCTAHOBUTL CaMbll BbICOKMUIA Knacc 6e3onacHocTn nporpaMMHoro obecnevexus (A, B unu
C). Tabnumua D.1 nepeuncnsaet Bce Buabl JEATENIbHOCTW, onncaHHble B HacToswem crtaHgapte. Ccbinka Ha NCO
13485 pomkHa noMmoub onpeaenuTb MecTo AaHHon aestenbHocTh B CMK. OcHoBbIBasick Ha Tpebyemom knacce 6esonac-
HocTu nporpammHoro obecnevenns, UBFTOTOBUTENIO cnepgyet OLEEHUTD kaxaein Tpebyembin Bug JEATENBHOCTU
OoTHOCUTENbHO yxe cyllecTayrowmx MPOLIECCOB. Ecnu TpeboBaHue yKe BbINOSIHEHO, TO AOMKHbI ObITb CAeNnaHbl CChINKM
Ha cootBeTtcTBytoLme NMPOLECCHI.

[Mpu HanNUuMM HECOOTBETCTBUI HEOOXOAMMO NPEANPUHATL AencTBust ang ynydwenus NMPOLIECCA.

Cnimcok Takke MoXeT 6bITb ncnonb3oaH aAns OLLEHUBAHNA MPOLIECCOB nocne BbINOMHEHUSA AeNCTBUS.

Ta6nuuya D.1— KOHTpOnbHbIN CNNCOK ANst ManbIx NpeanpuaTuii, He nmetowmx ceptudunumnposarHon CMK

CoOTBETCTBYOLLMIA pasaen OxsattiBaetcs Ecnn pa: MpeanpuHATbIE
REATENBHOCTH MCO 13485:2003 Cﬁ:"‘:ﬁ;;zp'oau:mg” Cceblirka AencTeums
5.1 MNMnaHupoBaHne pa3paboTku 7.3.1 lnaHnpoBaHne NPoeKTUpo- Ha/Het
no BaHWUS 1 pa3paboTku
5.2 AHanu3a TpeboaHuii k MO 7.3.2 BxogHble gaHHble Ans Oa/Het
NPOEKTUPOBAHMSA 1 paspaboTku
5.3 MNpoekTnpoBaHue Oa/Het
APXUTEKTYPbI NO
5.4 Pa3paboTka getanbHoro Oa/Het
aunsainna Mo
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OkoHyaHue mabnuuywsi D.1

O6HoBneH: 28.02.2024

OxBaTbiBaeTcs

no

COOTBETCTBYHOLLMIA pasaen Ecnu ga: MpeonpuHATbIE
REATENBHOCTL NCO 13485:2003 C%’:“c?:;:zpm::ﬂﬂ\gm cchbinka nencTems

5.5 UmnnemeHTaums DNa/Het
MPOIrPAMMHbBIX BJTOKOB
5.6 NHTerpauus MO n TecTmpo- Ha/Het
BaHWe UHTerpauum
5.7 TectupoBaHue 7.3.3 BbixogHble gaHHble Oa/Het
MPOrPAMMHOWN CUCTEMbI NpOEKTUPOBaHUA 1 pa3paboTkm

7.3.4 AHanus npoekTa

1 paspaboTku
5.8 Bobinyck 1O Ha cuctemHoM 7.3.5 Bepudmkaumsa npoekTmpo- Ha/Het
YypOBHE BaHWsA 1 pa3paboTku

7.3.6 Banvgaums npoektnposa-

HYS 1 pa3paboTku
6.1 YcTaHoBneHve nnaHa 7.3.7 YnpaBneHue n3meHeHnsamu Ha/Het
TexHu4eckon nogaepxkm MO NPOEKTUPOBaHNSA 1 paspaboTku
6.2 AHanns moandumkaumm Oa/Het
1 npobnem
6.3 OcywecTtBneHune 7.3.5 Bepudumkauusa Ha/Het
MoaudmKaumm NPOEKTUPOBaHMSA 1 pas3paboTku

7.3.6 Banvpauus npoekTmpoBa-

HUSI 1 pa3paboTku
7.1 AHanu3 MO, cnocobcTByto- Da/Het
LLIero onacHbIM CUTyaLusam
7.2 Mepbl no YIMNPABJTIEHAHO Ha/Het
PNCKOM
7.3 BEPNOUKALNA mep Oa/Het
no YMNPABJIEH/IO PUCKOM
7.4 MEHEI>KMEHT PUCKA Oa/Het
B OTHOLLEHUUN n3meHeHun MO
8.1 OnpepeneHwne koHdurypauun | 7.5.3 NaeHTudmrkaums Ha/Het

1 NPOCNEXMBaEMOCTb
8.2 YnpasrneHne nameHeHnsamm 7.5.3 VipeHTudmkaums Oa/Het

1 NPOCNEXNBaAEMOCTb
8.3 Yuer cTatyca koHurypauum Oa/Het
9 MPOLIECC pelueHus npobrnem Ha/Het
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MpunoxeHue OA
(o6sa3aTenbHoe)

CBefeHus 0 COOTBETCTBUM CCbINTIOYHbIX MeXayHapoaHbIX CTaHAAapTOB
MeXrocygapctBeHHbIM CTaHOapTamMm

Tabnuuya OA.1

O603Ha4YeHne CCbINoYHOro CteneHb O60o3Ha4YeHne N HaMMEHOBaHNE COOTBETCTBYIOLLIETO
MeXayHapoAHOro ctaHaapTa COOTBETCTBUS MEXIrocyjapCTBEHHOTO cTaHaapTa
1ISO 14971 IDT [OCT ISO 14971—2021 «N3genusa megnumnHckue. MNMprmeHe-
HUEe MeHemXMeHTa pucka K MegULIMHCKUM U3Oennusam»

MpnmeyaHne — B HacTodwen Tabnuue 1cnonb30BaHO cnegywoulee ycnoBHoOe 0003HayeHne cTeneHun
COOTBETCTBUA CTaHOapTa:

- IDT — MAEeHTUYHbIM CTaHAapPT.
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IEC 60601-1:2005
IEC 60601-1:2005/AMD1:2012

IEC 60601-1-4:1996
IEC 60601-1-4:1996/AMD1:1999

IEC 60601-1-6

IEC 61508-3

IEC 61010-1:2010

ISO 9000:2005

1ISO 9001:2008

ISO 13485:2003

ISO/IEC 12207:2008
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ISO/IEC 15504-5:2012

ISO/IEC 25010:2011

ISO/IEC 33001:2015

ISO/IEC 33004:2015

ISO/IEC 90003:2014

O6HoBneH: 28.02.2024

Bubnuorpacusna

Medical electrical equipment — Part 1: General requirements for basic safety and
essential performance (M3genuns meguumHckme anekTpuyeckme. Yactb 1. O6wme
TpeboBaHus 6e30NacHOCTU U OCHOBHbIE XapaKTEPUCTUKN)

Medical electrical equipment — Part 1: General requirements for safety —
4.Collateral standard: Programmable electrical medical systems (withdrawn) (M13-
aenva meauuuHckue anektpudeckue. Yacte 1-1. Obwue TpebosaHus Gesonac-
HocTW. [JononHuTenbHbIN cTaHaapT. TpeboBaHus 6e3onacHOCTU K MEeOULMHCKUM
3MEeKTPUYECKMM cucTemam)

Medical electrical equipment — Part 1-6: General requirements for basic safety
and essential performance — Collateral standard: Usability (13penus meanumnx-
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MepuTenbHbIX NpubopoB 1 nabopatopHoro ob6opyaosaHus. Yacte 1. O6wme Tpe-
6oBaHus)

Quality management systems — Fundamentals and vocabulary (Cuctembl meHe-
OXkMmeHTa kadectBa. OCHOBHbIE MOMOXEHNUS U CNoBapb)

Quality management systems — Requirements (Cuctembl MeHemMKMeHTa Kade-
ctBa. TpeboBaHust)
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HUaA no npumMmeHexnto CO 9001:2008 npu pa3paboTke NporpaMMHbIX NMPOLAYKTOB)
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