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MNpepgnucnoBne

Llenn, ocHOBHble NpUHLMNbI 1 06LWMe npaBuna npoBefeHus paboT Mo MeXrocyfapCTBEHHOW cTaHaap-
Tn3aunm yctaHosneHol TOCT 1.0 «MexrocygapcTeeHHaa cucrema craHgaptnsaunm. OCHOBHbIE MOJSTOXEHNA»
n rOCT 1.2 «MexrocygapcTBeHHaa cucrema craHgaptusaunn. CtaHgapTbl MeXrocygapCcTBeHHble, npasuna
N pekomeHgauum no mMexrocyfapcTBeHHOW cTaHgaptusauun. Mpasuna pas3paboTku, NPUHATUA, 0OHOBEHUSA
N OTMEHbI»
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«INTA» (OO0 «KomnaHusa «3/ITA», . MockBa) Ha OCHOBe COOGCTBEHHOIO MepeBoja Ha PYCCKUIA A3bIK aHIN0-
A3bIYHOW Bepcuu ctaHfapTa, yKkasaHHOro B MyHkTe 5

2 BHECEH ®epgepanbHblM areHTCTBOM MO TEXHUYECKOMY PEeryimpoBaHuio U MeTpoaiornm

3 MPUHAT MexrocygapCTBEHHbIM COBETOM MO cTaHAapTu3auuu, MeTponornm mn ceptudukaumm (npo-
ToKos OT 30 ceHTAbpa 2022 r. Ne 154-)

3a npuHsiTMe NPOrosiocoBasu:

KpaTkoe HauMeHOBaHuWe CTpaHbl Kog ctpaHbl no MK CoKpalw,eHHoe HaMMeHOBaHWe HaunoHa/IbHOIo opraHa
no MK(MCO 3166) 004— 97 (MCO 3166) 004—97 no ctraHgaprtusayuu
Benapycb BY lFoccraHgapT Pecny6nukn Benapycb
Knprusus KG KblprbisctaHgapT
Poccua RU PocctaHgapt
Y36ekuctaH uz Y3ctaHgapt

4 Mpukasom defepanbHOro areHTCTBa No TEXHUYECKOMY perysimpoBaHuio U MeTposiornn ot 26 okTaops
2022 r. Ne 1196-cT mexrocygapcTBeHHbli ctaHgapT FOCT IEC 62304—2022 BBeAeH B AeiiCTBME B KayecTBe
HaunoHanbHoOro ctaHgapTa Poccuiickoit ®epgepauun ¢ 1 ceHTabpsa 2023 r.

5 HacTosawwmini ctaHgapT MAEHTMYEH MexXxayHapoaHoMmy cTaHgapTy IEC 62304:2006 «lMporpammHoe ob6e-
crneyeHue MeguUUHCKOro usgenus. NMpouecchbl XW3HEHHOTO LuMKaa nporpamMMHoOro obecneveHus» («Medical
device software — Software life cycle processes», IDT), Bkiwoyana naMmeHeHne Amd.1:2015. M3meHeHue
Amd.1:2015 BblgeNeHo ABONHOWN BEPTUKaNbHOW NUHUEN, PacrnosIOXXEHHO Ha NOJISIX HAanNpPoTUMB COOTBETCTBY-
lolLlero Tekcra.

HanmeHoBaHue HacTosAwWero craHgapta M3MEHEHO OTHOCUTENIbHO HaUMEHOBaHWA YKa3aHHOro Mexay-
HapoAHOro cTaHgapTa Ans npusefeHus B cooTeeTcTBue ¢ FOCT 1.5 (nogpasgen 3.6).

Mpy npuMeHeHUN HacTosALWero craHgapta PeKoOMeHAYeTCA UCMNOo/b30BaTb BMECTO CCbIJIOUYHbIX MexAay-
HapoAHbIX CTaHAAPTOB COOTBETCTBYIOLIME UM MEXTOCyAapCTBEHHbIE CTaHA4apPThl, CBEAEHUA O KOTOPbIX MpPU-
BeJeHbl B fOMNO/IHATE/IBHOM NPUAOXeHUN A

6 Hactoawwmini ctaHAapT NOArOTOBNEH Ha OCHOBe npumeHeHus FTOCT P M3K 62304—2013*

7 BBEAEH BIMEPBbIE

* Mpukasom PefepanbHOro areHTCTBa Mo TEXHUYECKOMY PerympoBaHuio M MeTponorum ot 26 oktabpsa 2022 r.
Ne 1196-ct FOCT P M3K 62304—2013 oTMeHeH ¢ 1 ceHTsa6psa 2023 T.
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WHdopmaunsi o BBefeHUn B AelicTBMe (NpekpalieHun AeicTBuUS) HACTOSWEro cradgapTa 1 nsme-
HEHWI K HEMY Ha TeppuTOpUM YKasaHHbIX Bbllle rocyfapcTB NybanKyeTCS B yKazaTenax HalMoHaNbHbIX
cTaHapToB, N3jaBaeMbiX B 3TUX rocygapcTBax, a Takke B ceTu VIHTepHeT Ha caiiTax coOOTBeTCTBY-
HOLLUX HAUVOHA/IbHbIX OPraHoB No cTaHAapTu3auuu.

B cnyyae nepecmoTpa, U3MEHEHUS UM OTMEHbl HACTOSLLEero cTaHgapTa CoOOTBeTCTBYLWAan UH-
opmauns 6ygeT onybsvMkoBaHa Ha oduunanibHOM UHTeEpPHeT-caliTe MexXrocyaapcTBEHHOrO coBeTa no
cTaHjapTu3auum, MeTponorum u cepTudukauum B kKaTanore «MexrocygapcTBeHHble CTaH4apTbi»
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B Poccuiickoii ®efepalmm HacToAWMIA cTaHAAPT HE MOXET OblTb NMOMIHOCTLIO WK
YaCTMYHO BOCMPOU3BE/EH, TUPAXMPOBAH M pacnpocTpaHeH B KayecTBe ohuuMaibHOro
nsgaHua 6e3 paspelleHuss deaepasibHOro areHTCTBa Mo TEXHUYECKOMY PEerynnpoBaHuio
U MEeTpooruun
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BBepgeHune

MporpammHoe ob6ecneyeHne 4acTo ABNAETCA HeoTbeMnemol 4yactbio TexHosnormum MEJUNLUUWMHCKNX
W3OENUN. Co3ganHne BE3OMACHOIO u pesynbTatuBHoro MEAWLIMHCKOTO W3AENNA, copepxaliero
nporpaMmHoe obecneuyeHve, TpebyeT 3HAHW O ero npegHasHayYeHUn, a Takke JokasaTtenbCcTB TOro, 4To Npo-
rpaMMHoOe obecneyeHne HagexXHO PYHKLMOHMPYET, He co3gdasas HeponycTuMbix PMCKOB.

HacTtoswwuin ctaHgapT onpegensiet ocHoBy NMPOLECCOB nW3HeHHOro uukia coBmecTHo ¢ AEATE/b-
HOCTbO n 3ALAUYAMU, Heo6XoaMMbIMU A1 NPOEKTUPOBAHUA U TEXHUYECKON nognepxkn (06CnyxmnBaHus)
6esonacHoro MPOMPAMMHOIO OBECMEYEHUSA MEAVNLWHCKNX U3OENNIA. HacToswuit ctaHaapT onpe-
pensiet Tpe6oBaHna ansa kaxgoro NMPOLECCA xusHeHHoro yukna. Kaxagbiii MPOLECC XU3HEHHOro uyukna
COCTOUT U3 coBokynHocTn Buaos AEATE/IBHOCTW, npuyem 60nbwinHcTBO BUaos JEATENBHOCTW, B cBOWO
oyepefb, COCTOAT U3 Habopa 3ALAU.

B kauyecTBe OCHOBHOI KOHuUenuuu nonaraetcsa, yto NMPOrPAMMHOE OBECMEYEHWE MEAWVLUWH-
CKUX W3LE/NA npoekTupyeTca U 06CAyXMBAeTCA C MCMOMb30BAHWEM CUCTEM MeHeKMeHTa KadyecTBa
(cm. 4.1) n cuctem MEHEO)KMEHTA PUCKA (cm. 4.2). MPOLECC MEHEA>XXMEHTA PUCKA yxe focTaTto4yHo
XOpOLO onucaH B MexayHapogHom cTtaHaapTte ISO 14971:2007. Mo3ToMy HacTosAWMIA cTaH4apT UCMOb3yeT
CCbI/IKW Ha 3TOT cTaHgapT. HekoTopble He3HauyuTesbHble AOoNOoNHUTEeNbHble TpeboBaHus K MEHEOXXMEHTY
PNCKA Heob6xoaumbl Ons nNporpammHOro obecneyeHus, ocobeHHO B o6nacTu onpegeneHus Bknaga dak-
TOPOB NporpammHoOro o6ecneyeHus, ceasaHHbiX ¢ OMACHOCTAMMW. 3Tn TpeboBaHUA ycTaHOBNEHbI B pas-
pene 7 kak MPOLUECC MEHEO>XXMEHTA PUCKA nporpammHOro obecneyeHus.

fABnseTcsa v nporpaMMHoe obecnevyeHne hakTopom, cNoco6CTBYOLW UM OMACHOWM CUTYALUNN, onpe-
pensietca Bo Bpemsa AEATENBHOCTW no naeHtudukaunm ONACHOCTU B MPOUECCE MEHEOXMEHTA
PUCKA. OMACHbIE CUTYALIMW, koTopble MOryT GbITb KOCBEHHO Bbl3BaHbl NPOrpaMMHbIM o6ecneyeHnem
(Hanpumep, npejocTaBnsAs BBOAALWYIO B 3abnyxieHue MH@OpMaLnMio, KOTopas MOXET Bbl3BaTb HEBEPHYIO
peakuuio agMUHUCTPUPOBAHNA), paccMaTpuBaloTCA, KOrga onpegensercsa, ABNAeTCa NN nporpamMmmMHoe obe-
cneyeHne cnocobcTByOW MM (pakTopom. PelweHue noaBeprHyTb nporpammHoe obecneyeHue YMNPABJE-
HVKO PWCKOM npuHumaetca B TeyeHne AEATEABHOCTW no YMNPABJEHNKO PUWCKOM B MNMPOUECCE
MEHEO>XXMEHTA PUCKA. MPOLUECC MEHEAXMEHTA PUCKA nporpamMHoro obecneuyeHus, Tpebyemsblii
HaCTOALWMM CTaH4apToOM, A0/KeH 6bITb BkNtoveH B MPOLECC MEHEO>KMEHTA PUCKA mn3genus cornacHo
ISO 14971:2007.

MPOLIECC pa3pa6oTku MPOFPAMMHOIO OBECMEYEHWSA cocTouT n3 mHoxectsa AENCTBUW. 3Tu
OEWCTBUA nokasaHbl Ha pucyHke 1 1 onucaHbl B pasgene 5. MOCKOSIbKYy MHOXECTBO WHLWUAEHTOB B 3TOi
0611aCTV CBA3AHO C 06CMYXWBAHWEM WM TEXHWYECKol noagepxkoii CACTEM MEANLWHCKUX WU3LENUN,
BK/l0YasA Henogxoaswme o6HOBMEHUA NporpaMMHOro obecneveHus n ero mogepHunsauymm, NMPOLECC TexHu-
yeckon moagepxkn (06cnyxuBaHusa) NporpaMMHOro o6ecrnevyeHnss cunTaeTcs CTO/b Xe BaXHbIM, Kak n MPO-
LLECC paspab6oTkn nporpamMmHoro o6ecneyeHus. MPOLIECC TexHWYECKOW MopfepXKu nporpaMmHOro obe-
cneyeHns oyeHb nNoxox Ha MPOLLECC paspa6otkm NMPOTPAMMHOIO OBECMNEYEHWA. 3T0 nokaszaHo Ha
puUcyHKe 2 u onucaHo B pasgene 6.

MpumeyaHne — HaunMoHa/IbHbIM TEXHWYECKMM KOMUTETaMm criegyeT obpaTuTb BHUMaHWe Ha TOT hakT, yTo
N3rOTOBUTENSAM o060pyaoBaHMs 1 UCNbITaTebHbIM OpraHu3aumsimMm MOXeT NoTpe6oBaThCs NepexoiHblil nepuog nocne
0ony6/IMKOBaHMA HOBOrO, M3MEHEHHOTO WM NepecMOTPEHHOro fokymeHTa IEC mnm ISO, B TeYeHue KOTOpPOro OHW MOryT
NPOU3BOANTb NMPOAYKLMIO B COOTBETCTBMMN C HOBbIMM TPEBOBaHNAMY W OCHALLATLCA 060pyA0BaHUEM 418 NPOBEAEHUS HO-
BbIX WM NEPECMOTPEHHBIX UCMbITaHWA. KOMUTET pekomMeHayeT, YTobbl CoAepxaHme 3Toin ny6amkaumy 6b110 NPUHATO 4Ns
065a3aTe/IbHOro NPYMEHEHVS HAa HaLUMOHa/TbHOM YPOBHE He paHee YeM Yepes Tpu roga c fatbl nyosmkaumm.
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Vi

PucyHok 1 — Kpartkuii 063op NMPOLIECCOB n AEATE/IbHOCTU
no pa3paboTke NporpaMmMHOro obecneyeHns

PucyHok 2 — Kpatkuii 0630p NMPOLUECCOB 1 JEATE/IbBHOCTU
Mo TEXHWYECKOI NoAfepKKe NPOrpamMMHOro obecneyeHust
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HacTosawuin ctaHgapT ugeHtTuguuympyeT gsa gononHutensHbix MPOLECCA, KkoTopble cuuTalTca Bax-
HbIMU ANnsa paspaboTtkm 6esonacHoro MPOMrPAMMHOIO OBECNEYEHUA MEOVMUMNHCKOIO U3AENNA. 310
MPOLECC meHegxmMmeHTa KOHUrypaunm nporpaMmMHoro obecneuvenus (pasgen 8) nu MPOLLECC paspeweHus
npo6nem nporpamMmmHoro obecneveHus (pasgen 9).

Vi3ameHeHne 1 gob6aBnseT B HacTosAWMiA cTaHgapT TpeboBaHnsa kK YCTAPEBWEMY/HACNEAYEMOMY
MPOrPAMMHOMY OBECMNEYEHWNKD, ecnu paspaboTka nporpaMmMHOro obecnevyeHunss 6blna npoBegeHa Ao
NoSABNEHNS TEKYLLEN BEPCUM, C LEe/bl OKasdaHWA MOMOLLM M3rOTOBUTENAM, KOTOPbIE AO/MKHbI NPOAEMOHCTPU-
poBaTb COOTBETCTBME HACTOSLWEMY CTaHAapTy A5 cooTBeTcTBMA EBponelickum gupektuam. Vi3ameHeHua B
Knaccumkaymm 6e3onacHOCTM NPorpaMMHOro o6ecneyvyeHnss BKAOYAKT YyTOUHEHMe TpeboBaHUii n 06HOBE-
HMe knaccuukauum 6e30MacHOCTM MPOrpamMmMHOro obecnevyeHus, a Takke NOAX0A, OCHOBAHHbLIN Ha OLEHKe
pUCKOB.

HacToswmnii cTaHgapT He ycTaHaBMBaeT OpraHu3aynoHHy cTpyktypy M3TrOTOBUTENA van To, kakoe
CTPYKTYpHOE nojpasfeneHne opraHmsaumn [O/DKHO OCyUW,ecTBATL BbinonHeHne NMPOUECCA, AEATE/Ib-
HOCTW nnn 3ALAYN. Tpe6oBaHMe COCTOUT B TOM, UYTO B LieNISIX COOTBETCTBMS Hactosawemy ctaHgapty MNPO-
LECC, AEATENBbHOCTb unn 3A0AYA [ONXHbI ObiTb 3aBEpPLUEHDI.

HacTosawwuin ctaHgapT He ycTaHaB/MBaeT HauMeHoBaHue, dhopmaTt UM TOYHOE COofepXaHue LOKYMEH-
Taumm, KoTopas 6yaeTt cosgaHa. TpeboBaHMe COCTOMT B TOM, 4T06bl 3AJAUN AOKYMEHTMPOBaAUChL, a pele-
HVe, Kak othopmMIsATb 3Ty AOKYMEHTaLUMo, ocTaeTcsa 3a Nosib3oBaTesiemM 3TOro ctaHgapTa.

HacTosawuin ctaHgapT He NnpeAnucbiBaeT KOHKPETHYIO MOAEb XMU3HEHHOTo uukna. Nonb3oBarenun oTeeT-
CTBEHHbI 3a BbIOOP MOAEN XU3HEHHOrO UuMKia ANa npoekTa NporpaMMHOro obecneyeHns v 3a otobpaxeHue
MPOLECCOB, AEATE/IbHOCTW n 3AOAY HacToAwero ctaHgapTa NpMMEHUTENIbHO K 3TO Mogenu.

MpunoxeHne A cofepXUT pasbsACHEHUS MNYHKTOB HacToswero craHgapta. MNpunoxeHue B copepxut
pekoMeHAaLumnn no nosiIoXKeHUAM ctaHgapTa.

LOnsa ueneli ctaHgapTa:

- «[0/DKEH» 03Ha4yaeT, YTO COOTBETCTBME TPeOOBaHMSAM WU MUCNbITAHUSAM 06SA3aTeflbHO AJ/18 COOTBET-
CTBUA HacCToALWEeMYy cTaHOapTy;

- «cnefyeT» O3HayaeT, YTO COOTBETCTBME TpebOoBaHWAM WAN UCMbITAHUAM HACTOSLLEro ctaHgapTa pe-
KOMeHA0BaHO, HO He 06s3aTesibHO A/19 COOTBETCTBUA TpeboBaHUAM HacTOoALWero ctaHgapTa,;

- «MOXeT» MCNonb3yetca ANA onucaHusa [OonycTUMOro cnocoba AOCTUXEHUS COOTBETCTBUA TpeboBsa-
HWIO;

- «YCTaHOBWTb» O3Ha4yaeT onpeaensdATb, LOKYMEHTMPOBATb U OCYL,ECTBAATb BbINO/IHEHUE;

- Tam, rge B HacTosleMm cTaHfapTe MCNonb3yeTcsa TEPMUH «eCnv MPUMEHUMO» B COYeTaHun c Tpe-
6yembim MPOLIECCOM, OEATENIbHOCTbLIO, 3AJAYEN unn npogykuueii, U3FOTOBUTE/b gomkeH wuc-
nons3osatb NMPOUECC, AEATE/NBbHOCTbL, 3AAAUY unn npoaykuuio, ecnvm He MOXeT AOKYMEHTUPOBAHHO
OMpPOBEPTrHYTb HEOOBXOAUMOCTb NPUMEHEHUS.

Vi
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BBepneHne kK nonpaBke 1

MepBoe usgaHue ctaHgapta IEC 62304 6bi1o0 onyb6nukoBaHo B 2006 rogy. HacTtosiwas nonpaBka
npegHasHayeHa Ansa pob6aeneHus TpeboBaHuit k YCTAPEBLWEMY/HACNELYEMOMY MPOrPAMMHOMY
OBECMNEYEHWIO, roe pa3paboTka nmporpaMmmMHOro obecneyeHunss sBAsSeTCA npeablayliein K cyliecTByroLLe
Tekylieli Bepcuun, C Uesblo oKa3aHuWs MNOMOLWM W3rOTOBUTENSAM MPOLAEMOHCTPUPOBaTbL COOTBETCTBME HACTO-
AulemMy cTaHgapTy Ans cooTBeTcTBUSA EBponeiickum gupektuBam. M3meHeHus B knaccudpukauum 6esonac-
HOCTM MporpamMHOro obecrneyeHusi, BHECEHHble HaCTOSLWEN nonpasBKoOW, BKIYAKT yTouHeHue TpeboBsa-
HAA 1 o6HOBNEHMe knaccudumkaymm 6e3o0nacHOCTM NPOrpaMMHOro obecnevyeHuss C Uenbld MPUMEeHeHus

pyCK-OpMEeHTUPOBAHHOTO noaxofa. MapannensHo npogo/mkaeTcsa paboTa no pa3paboTke BTOPOro M3faHus
IEC 62304.

VI
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M E X T OCVYAAPG CTUBTEHH HBDB 1 CTAHOAPT

N30ENUA MEANLMHCKUE.
NPOrPAMMHOE OBECMEYEHUE

Mpouecchl XU3HEHHOTo LMKIa

Medical devices. Software. Life cycle processes

Jata BBegeHuna — 2023—09—01

1 O6nacTb NPUMEHeHNA

1.1 *Lenb

HacToswmnii ctTaHaapT ycTaHaBnmBaeT TpeboBaHUA K XXM3HeHHoMY uukny MPOTPAMMHOIO OBECHE-
UEHWA MEANLUWNHCKWX U3AENNIA. CosokynHocTb MPOLIECCOB, AEATE/NBHOCTU un 3AJAY, onucaH-
HbIX B HacTOSlLLEM cTaHAapTe, ycTaHaB/nBaeT o6y ocHoBy g NMPOLLECCOB xwun3HeHHoro uukna MPO-
rPAMMHOIO OBECMEYEHNA MEAVLUUHCKUX U3AENNIA.

1.2 MpuMeHNMOCTb

HacToawmnii ctaHgapT nNpumeHsieTca npu paspaboTke M TexHuuyeckol nopgaepxke NMPOMPAMMHOIO
OBECMEYEHNA MEAWUWHCKUX U3AENWNN, koraa nporpammHoe ob6ecrneuenne camo no cebe sBnsercs
MEAVLUNHCKUM U3LAENWNEM wnn korga nporpammHoe obecneyvyeHne SBNSETCA BCTPOEHHOW WU HEOTHLEM-
nemomn vyacteo rotosoro MEANLUMHCKOIO U3AENNA.

MpumeyaHne 1— HacToAawwin cTaHAAPT MOXET MPUMEHATLCA NpU pa3paboTke 1M 06CNyXMBaHUM NPOrpaMm-
HOro obecneyeHns, KOTOpoe camo Mo cebe ABNAETCA MefUUMHCKUM n3genvem. OHako, npexgae Yem 3ToT TUM nporpamm-
HOro o6ecneyeHnss MOXeT ObITb BBELEH B 3KCM/lyaTauuio, HeO6X0AVMMO OCYLLECTBUTb AOMNOSHUTENbHYIO [eAaTe/lbHOCTb
no paspaboTke Ha CUCTEMHOM YpPOBHE. 3Ta CUCTEMHas [AesTe/IbHOCTb He BXOAMT B 06/1aCTb MPUMEHEHUS] HACTOSLLErO
cTaHfapTa, Ho ee onucaHue npusegeHo B IEC 82304-1 [22].

HacTosawmii ctaHgapT onucbiBaeT NMPOLECChHI, npegHasHa4YeHHble A5 NPUMEHEHUST K MPOrpaMMHOMY
obecneyeHnto, KOTOPOE BbINOSIHAETCA Ha NpoLeccope Wau ApYyruMm nporpaMmmHbiM obecneyeHnem (Hanpumep,
WHTEpNpeTaTopomMm), BbIMOSHAEMBIM Ha NpoLueccope.

HacTosawmii ctaHgapT NpUMEHSETCs He3aBMCMMO OT yCcTpoiicTBa (YCTPOWCTB) MOCTOSIHHOIO XpaHeHus,
ncnonb3yemoro(bix) 418 XpaHeHMs NporpaMmMHOro obecrneyeHus (HanpuMmep: XXeCTKNA AUCK, ONTUYECKNIA ONCK,
NOCTOSAAHHAA U new-namMaTb).

HacToAwwnid cTtaHgapT NpuMeHseTca He3aBMCMMO OT cnocoba AocTaBkuM MPOrpaMmMHOro obecnevyeHus
(HanpumMep: nepepgava Mo CeTM WM 3N1EKTPOHHON MOYTEe, ONTUYECKUA AUCK, dnew-namsate uam EEPROM).
Cam cnocob6 gocTaBku nporpamMMHoro obecneveHuns He cuntaetca NMPOFPAMMHBIM OBECMNEYEHVEM ME-
OVNUNHCKUX N3OENNIA.

HacToAwwmid cTtaHgapT He 3aTparnBaeT BOMNPOCHI Banugauuy M OKOHYaTeNbHOro yTBepxgeHus MEOWU-
LUNHCKOIro M3OENNA, pgaxe korga MEOANUMNHCKOE W3AEJ/IME nonHOCTbO COCTOUT M3 MPOrpamMmHOro
obecrneyeHus.

MpumevaHune 2 — ECAM MeauUMHCKOE M3AENVE BKIKOUAET BCTPOEHHOE MporpamMMmHoe obecneveHve, npea-
HasHaueHHoe Ansi paboThbl HAa MPOLLECCope, TO K NMPOrpamMMHOMY OGECNeYeHUd NMPUMEHSIIOTCA TPe6oBaHWSI HACTOSILLETO
CTaHfapTa, BKIoYasi Tpe6oBaHusl, KacalolMecs NPorpaMMHOro 06eCreyeHnsi HEM3BECTHOTO NPOUCXOXAeHNs (cM. 8.1.2).

M3gaHne opuuynanbHoe
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MpumeyaHne 3— Banugauuio n 4pyryo AeATeNbHOCTb NO pa3paboTke Heo6XoAMMO NPOBOAUTL Ha CUCTEM-
HOM YPOBHE, Mpexze Yem nporpammHoe obecneyeHve n MeguLUHCKoe u3genne MoryT ObiTb BBEEHbI B 3KCMnyaTaumio.
3OTa cuCTeMHas AesATe/IbHOCTb He BXOAUT B 06/1aCTb NPUMEHEHUS HACTOALLEro CTaHAapTa, HO ee onucaHue npueefeHo B
COOTBETCTBYHLLMX CTaHAApTax Ha npogykumio (Hanpumep, IEC 60601-1, IEC 82304-1 nT. 4.).

1.3 B3aMmoOCBs3b C APYrMMu cTaHgapTamm

Mpu paspa6otke MEAVLMHCKUX W3LAE/NIA, B OTHOWEHUN XW3HEHHOro uukna MNMPOFPAMMHOIO
OBECMEYEHUNA MEAVLUWHCKUX WUIAEANW, HacToAwwmii cTaHAapT 06bIYHO MCMOMb3yeTc COBMECTHO C
APYTUMU MPUMEHUMbIMU cTaHZapTamu. MNMpunoxeHne C nokasbiBaeT CBA3b MEXAY HACTOALWMM CTaHAapTOM U
OAPYTUMW YMECTHbIMU CTaHJapTamu.

1.4 CooTBeTCTBUE

CooTBeTCTBME HACTOALWEMY CTaHLapTy onpegenisieTcs Kak BblIMOSIHEHWE BCEX YCTAHOB/IEHHbIX B HEM
MPOLUECCOB, AEATENBbHOCTW n 3A0AY, B cCOOTBETCTBMM C KNnaccom 6e30MacHOCTM NporpammHoOro o6e-
crneyeHus.

MpumevyaHne — Knaccbl 6e3onacHoctn MPOMPAMMHOIO OBECMNEYEHUA, HazHayYeHHble kaxaoMy Tpebo-
BaHWIIO, YKa3blBalOTCA B HOPMATMBHOM TeKCTe, cneaytollem 3a TpeboBaHuaMM.

CooTBeTCcTBME yCTaHaBNMBaETCS NOCPEACTBOM MPOBEPKN BCEl AOKYMeHTauuun, TpebyemMoin HacTosawmum
cTaHgapTom, Bkawovas ®ANT MEHEOXXMEHTA PUCKA, v oueHkn MPOLIECCOB, AEATENILHOCTU u 3A-
[OAY, TpebyemMbix cornacHo knaccy 6e30nacHOCTU NPOrpamMmMHOro ob6ecnevyeHus.

MpumMmeyaHue 1— [laHHble OLEHKM MOTYT GbiTb CAEMaHbl NyTeM BHELLHErO WM BHYTPEHHEro ayauTa.

MpumeyaHne 2 — HecmoTpsa Ha TO YTO AO/MKHbI ObITb BbIMNOSIHEHbI YKa3aHHble MPOLIECCHI, AEATE/b-
HOCTb n 3AJAYN, cywecTByeT onpedesieHHas rmbkocTb B MeTogdax ocyliectsrieHns 3tmx NMPOLIECCOB v BbINOIHEHUS
LEATENBHOCTU n 3ALAY.

MpumeyaHune 3— Ecnm kakne-nnbo TpeboBaHusi, cogepxalie CI0BOCOYETaHNE «COOTBETCTBYHOLLMM 06pa-
30M», He ObI/IN BbINOJIHEHBI, TO A4J151 NPOBEAEHNS OLEHKN HEOBXOAMMO NPEeLOCTaBUTL AOKYMEHTMPOBaHHbLIE 060CHOBaHMSI.

MpumevyaHne 4 — TepMUH «COOTBETCTBME», UCMOMb3yeMbIi B cTaHdapTe MCO/M3K 12207, npumeHsieTcs B
HacTosLLEeM CTaHAapTe Takmm e 06pasom.

MpumeyaHue 5 — CootBetrctBue YCTAPEBLIEINO/YHACNEALOBAHHOIO NPOrPAMMHOIO OBECIIEYE-
HWA cm. B nogpaspene 4.4 HacTosLLero craHgapTa.

2 HopmaTuBHbIe CCbI/IKM

B HacToswem cTaHgapTe MCnosib3oBaHa HOpMaTUBHAsA CCblSIKka Ha cneayllwuin ctaHgapT [4n8 gaTupo-
BaHHOWN CCbIIKU NPUMEHSIOT TO/IbKO YKa3aHHOEe M34aHue CCbIJIOYHOro cTaHjapTa, 419 HefaTupoBaHHON — no-
cnepHee mn3gaHue (Bknw4vasa Bce U3MeEHeHURA)]:

ISO 14971, Medical devices — Application of risk management to medical devices (M3genus meguumnH-
ckue. NpuMeHeHne MeHeg)XMeHTa pucka K MeAULMHCKUM WU3Le/TNAM)

3* TepMuHbI 1 onpeaeneHns

B HacTosAwWweM cTaHgapTe NpUYMeEHeHbl cnefylouime TepMUHbI C COOTBETCTBYOLWMMN onpefenieHUnAMN.

3.1 JEATENBbHOCTb (ACTIVITY): CoBOKYNHOCTb M3 OAHON unnM 60/1ee B3aMMOCBSA3aHHbIX WM B3awu-
MogencTeytownx 3AO0AY.

3.2 AHOMAJINA (ANOMALY): /llo6oe ycnoBue uam CcOCTOsSIHME, KOTOPOE OTK/IOHAETCH OT OXWAaHWui,
OCHOBaHHbIX Ha TpeboBaHuAX crneyndukalynini, NPOEKTHO-KOHCTPYKTOPCKNX LOKYMEHTOB, CTaHA4apTOB U T. 4.,
nnéo oT ybero-to BocnpuATMa unm onbita. AHOMAJINMA moryT 6biTb 0GHapyXeHbl BO BPeMs MPOBEPKU, Te-
CTOB, aHanmsa, komnunayumu, ucnosnb3osaHusa NMPOrPAMMHOIO OBECMNEYEHWNA MEANUMNHCKOIO W3-
LENVA nnn npunaraemoli JoKyMeHTaunum nnbo B APYyrux cnydasx.

MpnmeyaHne — OcHoBaHO Ha IEEE 1044:1993, onpepenexuve 3.1.
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3.3 APXUTEKTYPA (ARCHITECTURE): OpraHusaynoHHas ctpyktypa CUCTEMbI nnm koMnoHeHTa.

[[EEE 610.12:1990]

3.4 3ANMPOC HA NSMEHEHWE (CHANGE REQUEST): lokymeHTUpOBaHHasa crneyudukauna nameHe-
Hus, KoTopoe b6yaeT caenaHo B MPOTrPAMMHOM OBECMNEYEHUW MEAVWLMHCKOIO N3JENNA.

3.5 COCTABHAA YACTb KOH®UTYPALIMWN (CONFIGURATION ITEM): O6beKT, KOTOPbIi MOXET ObITb
0HO3HA4YHO onpeAeneH B faHHOI KOHKPETHOWN TOuKe.

MpumeyaHme — OcHoBaHO Ha ISO/IEC 12207:2008, 4.7.

3.6 MOCTAB/IAEMbIV PE3Y/IbTAT (DELIVERABLE): TpeGyemblii UTOr UM BbiXof (BKAKOYAs [OKY-
MeHTauyuwo) QEATENBHOCTW nnn 3A0AUN.

3.7 OUEHNBAHUME (EVALUATION): CuctemaTtnyeckoe onpegesnieHne cTeneHn CoOOTBETCTBUSA 06bekTa
YCTAHOBJ/IEHHBIM KPUTEPUAM.

[ISO/IEC 12207:2008, 4.12]

3.8 BPE[ (HARM): HaHeceHMe (hr3nyeckoro noBpexaeHusa wam gpyroro Bpega 340p0oBbI0 Aogen nnéo
Bpeda VMYLLECTBY WM OKpYyXarLen cpege.

[ISO 14971:2007 2.2]

3.9 ONMACHOCTb (HAZARD): MoTeHUnanbHblin NCTO4HMK BPEOA

[ISO 14971:2007 2.3]

3.10 M3rOTOBUTE/Ib (MANUFACTURER): ®usnyeckoe unu opugnyeckoe nnuo, OTBETCTBEHHOE 3a
NpoeKTUpoBaHNe, U3rOTOBNEHMWe, yNakoBbiBaHe uunn mapkuposky MEOVLWMHCKUX U3OENNN; ycTaHOBKY,
c6opky nnn moHtaxx CUCTEMBbI; nnn agantaumio MEAVLUMNHCKOIO N3AENNA nepep BbinyckOM ero B o6pa-
WweHue n/vnn BBOLOM B 3KCMAyaTauUlo HE3aBMCUMO OT TOrO, BbINOJSIHAET X 3TU onepalum BbleyNnoMAHYTOe
NVLO UM TPETbA CTOPOHA OT ero UMeHMU.

MpumevyaHune 1— KonpegeneHno N3roToBUTENSE MOTYT NPUMEHATLCA NOMOXEHWS HALMOHA/IbHOTO WK peru-
OHaJIbHOTO PeryniMpoBaHust.

MpunmevyaHne 2— OnpegenexHvie Mapknposkn cM. B 1ISO 13485:2003, onpegenexuve 3.6.

[ISO 14971:2007, 2.8]

3.11 MEONUMHCKOE N3AENNE (MEDICAL DEVICE): lto60i MHCTPYMEHT, annapaT, npubop, ycTpoii-
cTBO, 060opyAoBaHMe, MMNAAHTAT, in Vitro peareHT wnu kanu6paTtop, nNporpaMMHoe o6ecnevyeHve, marepuan
NGO MHble MOAO0GHbLIE WM CBSI3aHHbIE C HUMW M3aenus, npegHasHadyeHHblie U3TOTOBUTEJIEM gnsa npume-
HEHMA K YenoBeKy Mo OTAEeNIbHOCTU WM B cOYeTaHUW APYr C APYTrOM B Lensx:

- ANarHoCTWUKW, NPONIAKTUKA, MOHUTOPUHTA, NleyeHns unn obneryeHns 3aboneBaHuii;

- ANArHOCTWKW, MOHUTOPUHra, flIeYeHns, 06/1eryeHns Uam KoMneHcaluy nNocneacTBuii TpaBmbl;

- nccnepoBaHus, 3aMelweHns Ui N3MeHeHMs aHaTOMUYecKoro CTpoeHna uam gusnonormyecknx MPO-
LLECCOB;

- nogAepXaHus Uan COXPaHeHUsA XU3HMK;

- ynpaBfieHusa 3ayatuem;

- pesnHdekyun MEANLVHCKUX U3LENNIA;

- MoNyyYeHnsa uHdopMauumn ana MeguuUHCKUX Lened nocpeacTBoOM uccnefoBaHms in vitro npo6, B3sATbIX
13 Tena yesoBeka, Npu ycnoBuu, YTO MX (PYHKLMOHa/IbHOE BO3AENCTBME Ha Yesl0BeYeCKUil opraHn3m He pe-
anusyetcs 3a cyeT papmakosiormyecknx, MMMYHONOTMYECKNX UM MeTabonmyeckux cpefcTB, HO MOXeT noja-
[epXunBaTbCs TakKMMu cpefcTBamum.

MpumeuyaHune 1— OnpepeneHune 6bin0 paspabotaHo Llenesoin Mpynnoi Mno6ansHoin Mapmonusaumm (GHTF).
[ISO 13485:2003, onpeneneHve 3.7].

MprmevyaHne 2 — OnpeaeneHusi, UCMO/b3yemMble B PErySIMPOBaHUM PasHbIX CTPaH, MOryT UMETb HEKOTOpbIE
pasnnums.

MpumeyaHne 33— BcoyetaHuu c IEC 60601-1:2005 n IEC 60601-1:2005/AMD1:2012 TepMUH «MeLULMHCKOe
nsgenvie» MMeeT To Xe 3HayeHue, yto 1 ME OBOPYOBAHUE v ME CUCTEMA (koTopble onpegesneHbl TepMuHaMm
IEC 60601-1).

3.12 NMPOrPAMMHOE OBECIMNEYEHVWE MEANUNHCKOIo M3JAENNA (MEDICAL DEVICE SOFT-
WARE): MPOTPAMMHAA CUNCTEMA, pa3paboTaHHas kak cocTaBHas 4yacTb pa3spabartbiBaemoro MEAVLINH-
CKOIro U3AE/NINA nnn npegHasHayeHHaa A4n1a ucnosb3oBaHna B kayectse MEANUMNHCKOIO U3AENNA.
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MpumevyaHune — B3toonpegenenne exogut MEAVILIMHCKOE N3AE/IME — nporpammHbIii NPOAYKT, KOTOPbIiA
cam o cebe aBnsetrca MEVUVHCKAM N3OENTNEM.

3.13 OTYET O MNMPOBJIEMAX (PROBLEM REPORT): 3anucb 0 (hakTM4eCckoM WM BO3MOXHOM MOBe-
agedun NMPOrPAMMHOIO OBECIMEYEHNA MEANUWHCKOIO N3AEJIVA, u3 KOTOpOro nonb3oBaresib Uin
3anHTepecoBaHHOe NLO0 MOryT y3HaTb O TOM, 4YTO SAB/ISETCHA ONacCHbIM, He COOTBETCTBYHOLWWUM NpeayCcMOTpeH-
HOMY HasHa4yeHuto, UM 0 TOM, YTO NMPOTUBOPEUNUT cneyndmnkaymm.

MpumedyaHune 1— Hacrtoawumii ctaHgapT He TpebyeT, uTobbl kaxapli OTYET O NMPOBJ/IEMAX npvBoaun K
nsmeHeHmsm 8 NPOrPAMMHOM OBECTEYEHUN MEOVLUVHCKOIO U3OENNA. N3TOTOBUTE/Ib MOXET OTKNOHUTL
OTYET O MNPOBJIEMAX anisi HeBEPHO MOHATOr0, OLUMOGOYHOIO WM HECYLLLECTBEHHOIO COOLITUS.

MpumeyaHnne 2— OTYET O MNMPOBJIEMAX moxeT oTHocuTbCs K rotosomy NMPOrPAMMHOMY OBECTIEYE-
HWIO MEAVMUWNHCKOIo U3AEANA wnm k MPOrPAMMHOMY OBECIMEYEHWKO MEANUMHCKOrO W3AENNA, ewe
HaxofsLemycsa B npotecce pa3paboTku.

MpumeyaHne 3— Hactoswmii ctangapT Tpedyet ot U3rOTOBUTESA ocylwecTBASATb HEKOTOPYH AONOSHU-
TeNbHYH NocnefoBaTeNbHOCTb AencTBuin (cMm. pasgen 6) no kaxgomy OTUETY O NMPOB/IEMAX, OTHOCALEMYCS K yxe
BbIMyLLEHHOMY NPOAYKTY, C Le/blo 06ecnevyeHns MAeHTUGMKaLUM 1 BbINOSIHEHNS NPEeANMCaHHbIX AENCTBUIA.

3.14 TIPOLIEECC (PROCESS): Co0BOKYNHOCTb B3aMMOCBSI3aHHbIX W B3aMMOAENCTBYHOWMNX BUAOB
OEATENBbHOCTW, npeobpasytou,as BXoAbl B BbIXOAbI.
[ISO 9000:2005, onpegenexHue 3.4.1]

Mpumevyanne — TepmuH «JEATE/IbBHOCTb» BKOYaeT UCMO/Ib30BaHNe pPecypcos.

3.15 PETPECCNOHHOE TECTUPOBAHWVE (REGRESSION TESTING): WcnbiTaHne, KoTopoe Heob6xo-
AVUMO AN1s onpefeneHns BAUSHUSA U3MeHeHuid B komnoHeHTax CUCTEMbI Ha ee pyHKUMOHANBbHOCTb, HaAeX-
HOCTb WM 3KCNNyaTaluMoHHbIe XapakTepPUCTUKM U Ha co3faHne AONONMHUTENbHbLIX AeeKTOoB.

[ISO/IEC 90003:2004, onpegeneHue 3.11]

3.16 PNCK (RISK): CoyeTaHne BepOATHOCTM npuumHeHus BPEJA u TsxecTu atoro BPEJA.

[ISO 14971:2007 2.16]

3.17 AHAJIN3 PUCKA (RISK ANALYSIS): Cuctematmyeckoe Ucnosb3oBaHne AOCTYNHOM MHopmaLum
onsa npeHtudukaunm OMACHOCTW v onpegeneHns PUCKA.

[ISO 14971:2007 2.17]

3.18 YINMPABJ/IEHVME PUCKOM (RISK CONTROL): MPOLUECC npuHATUA pelleHunii U BbINOJIHEHWUA Mep
no ymeHblweHnto PUCKOB [0 ycTaHOB/IEHHbIX YPOBHEW WM NOAAEPXAHMIO UX HA YCTAHOBJ/IEHHbIX YPOBHSX.

[ISO 14971:2007 2.19]

3.19 MEHEOXMEHT PNCKA (RISK MANAGEMENT): CuctemaTtnyeckoe npuMmeHeHne noanTuku, npo-
ueayp v npakTUyeckux MeTof0B MeHegXMeHTa Ana peweHusa 3AJAY aHanusa, oueHMBaHUA, ynpaB/ieHusa u
MoHuTopuHra PUCKA.

[ISO 14971:2007, 2.12, moandunumposaHo — ®pasa «M MOHUTOPUHra» Oblna yaaneHal

3.20 ®ANT MEHEI)XXMEHTA PUCKA (RISK MANAGEMENT FILE): COBOKYNHOCTb 3anuceil n apyrux
LOKyMeHTOB, co3paBaembix B TIPOLUECCE MEHEOXMEHTA PUCKA.

[ISO 14971:2007 2.23]

3.21 BE3OIMNACHOCTb (SAFETY): OTtcytctBrMe Hegonyctumoro PUCKA.

[ISO 14971:2007 2.24]

3.22 SALNWEHHOCTb (SECURITY): 3awuTta nHdopmaLnmn n gaHHbIX OT YTEHUSA WIN U3MEHEHUS UX
MOCTOPOHHUMW NNLAMMN NN CUCTEMaMU TakuMm 06pa3om, YTOGbl aBTOPU30BaHHbLIM NuuamM 1 cucteMmam A0CTyn
K HAM He 6bl 3anpeLyeH.

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

3.23 CEPbE3HAA TPABMA (SERIOUS INJURY): MoBpexaeHne unm 3abosieBaHne, KOTOpoe:

- HeceT Yrpo3sy XWU3sHu;

- NMPUBOAUT K CTOMKOMY yXyALWEHNO PYHKLMOHMPOBAHWSI OpraHn3Ma uam K NnocTosiHHOMY yuiep6by (Heo6-
paTMMOMy MOBPEXAEHWIO) CTPYKTYpPbl Tena;

- TpebyeT MeAMLUMHCKOTO WU XUPYPrMYyeckoro BMewlaTesibCTBa C Lefblo NpefoTBpalleHnst CTOWKOro
yXyALWeHUA PYHKLMOHUPOBAHNS opraHn3ama uamM nocTosaHHOTo yuiepba (Heo6paTumMoro noBpexaeHus) cTpyk-
Typbl Tena.
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MpumeuvaHne — CToiiKoe yxyAlleH/e O3HaYaeT HeobpaTUMoe YXyLIEeHWe UM YTpaTy YacTu CTPYKTYpbl Win
(hyHKUMIA OpraHn3Ma, 3a UCK/OUYEHUEM HE3HAUMTESIBHOTO YXYALLEeHUs Ui yuiepba.

3.24 MOJAEJ/Ib XN3HEHHOIO UWK/IA PA3PABOTKU TMPOIM’PAMMHOIO OBECMNEYEHUA
(SOFTWARE DEVELOPMENT LIFE CYCLE MODEL): KoHuenTyanbHas CTPykTypa, oxBaTtbiBallias cylie-
CTBOBaHMe nporpamMMHOro obecneyeHus ot onpegeneHnsa TpeboBaHUili 4O BbiNycka NporpaMmMHoOro obecneve-
HWUA, KoTopas:

- onpegenset MNPOLUECCHI, AEATENBHOCTb W 3AAAUN, BkAoYeHHble B pa3paboTky NMPOTPAMM-
HOIro OBECNEYEHNA MEAVNUMNHCKOIO U3JENNA;

- onucbiBaeT nocsiefoBaTesibHOCTb Y B3aumo3sasucnumocTtb mexagy AEATE/IbBHOCTbLIO n 3AJAYAMN;

- naeHTuuuMpyeT aTanbl, Ha KOTOPbIX BepudunumpyetTca noaHoTa KoHKpeTHbiX MOCTABIAEMbIX PE-
3Y/NIbTATOB.

MpumeyaHme — OcHoBaHO Ha ISO/IEC 12207:1995, onpegenexune 3.11.

3.25 MPOrPAMMHAA COCTABHAA YACTb (SOFTWARE ITEM): in6as ngeHtuguuympyemas (Bbige-
nsiemas) yacTb KOMMbOTEPHOW NPOrpaMmmbl, T. €. UCXOAHbIN KOA, O6BbEKTHbIA KoA, ynpasnsawwnii kog, ynpas-
nsWwme gaHHble Uiy Habop 3TUX 3/1EMEHTOB.

MpumeyaHne 1— PasgeneHne nporpaMmbl Ha COCTaBHbIE YacTW MOXHO OXapakTepusoBaTtb TPeMs TepPMUHa-
Mu. BepxHuii ypoBeHb — MPOMPAMMHAA CUCTEMA. CaMmblii HXHWIA YPOBEHb, HWXKE KOTOPOro NogpasgesieHne Ha co-
CTaBHble 4acTu He ocyllecTesieTcs, — NMPOTPAMMHBIV B/IOK. Bce ypoBHW KOMMO3WLWW, BK/IOYAS BEPXHUIA W HIDKHUIA
YPOBHU, MOXHO Ha3eatb [NPOMPAMMHbBIMU COCTABHbIMU YACTAMW. Torga NMPOIrPAMMHAA CUCTEMA coctount u3
ofHoro wm 6onee MPOMPAMMHbIX COCTABHbIX UACTEN, u kaxaas NMPOrPAMMHASA COCTABHAS UACTb B cBOIO
ouepefb COCTOUT M3 ogHoro unm 6onee NPOMPAMMHbBIX B/IOKOB unu nogpasgenerHbix MPOMPAMMHBIX COCTAB-
HbIX UACTEN. OTBeTCTBEHHOCTb 3a ob6ecneyeHne cTenenn getanusaumm NMPOMPAMMHbBIX COCTABHbBIX YACTEW u
MPOIrPAMMHBIX B/IOKOB Bo3naraetca Ha N3rOTOBUTENA.

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

3.26 e ncnonb3lyertcs.

3.27 NMPOrPAMMHAA CUCTEMA (SOFTWARE SYSTEM): CosokynHocTb MPOIMPAMMHbBIX CO-
CTABHbIX YACTEW, npefgHa3HayYeHHbIX 418 BbIMOMHEHUS KOHKPETHON (OYHKUMM WM Habopa dyHKLWIA.

3.28 MPOMPAMMHbIN B/IOK (SOFTWARE UNIT): MPOrPAMMHASA COCTABHAS UACTb, koTopas
He MOXeT 6bITb pasfefnieHa Ha 60siee MefkKne yacTu.

MpnmeyaHne — YpoBeHb getanim3aunn MPOMPAMMHbBLIX BJ/IOKOB onpegensetca N3rOTOBUTENEM
(cm. B.3).

3.29 TMOHIM MporpammHoe Ob6ecneyeHne HeunssecTHoro NMpoucxoxaeHmnsa (abbpesuartypa) (SOUP
software of unknown provenance (acronym)): MPOrPAMMHAA COCTABHAA YACTb, koTopas yxe paspabo-
TaHa u obwenocTynHa, Ho He Bbina npegHasHavyeHa A5 BkAYeHns B coctaB MEAVMLIMHCKOIoO U3AENNA
(Takxke nsBectHoe kak «rotoBoe MO») nan MPOTPAMMHAA COCTABHAA YACTb, paspaboTaHHas paHee,
ANA KOTOpoi HepocTynHbl Tpebyemble 3anvcu NMPOLIECCOB pa3paboTku.

MpumeyaHne — MPOrPAMMHAA CUCTEMA MEAVNLIMNHCKOIO U3OENNA cama no cebe He MOXET cuu-
Tarbcs MOHIM.

3.30 CNCTEMA (SYSTEM): CoBokynHass KOMMo3uyus, coctoswas us ogHoro wam 6onee MNMPOLEC-
COB, annapaTHbIX CpeAcTB, NporpaMMHOro obecneveHus, noaen n cpeacTs, kotopas obecneynBaeT cNnocob6-
HOCTb Y0B/IETBOPUTL 3aAB/IEHHYI0 NOTPEOHOCTb NN LeNb.

MpumeyaHne — OcHoBaHO Ha ISO/IEC 12207:2008, 4.48.

3.31 BAOAYA (TASK): OTaenbHasa 4YacTb paboTbl, KOTOPY HEOBGXOAMMO BbIMOHUTD.

3.32 NMPOCJ/IEXXMBAEMOCTb (TRACEABILITY): CTeneHb, 0 KOTOPO MOXET 6bITb YCTAHOBNEHA B3a-
UMOCBA3b Mexay ABYMSA unu 6onee pesynbtatamun (npoaykramu) NMPOLLECCA pa3spaboTku.

[[EEE 610.12:1990]

MpumeyaHne — TpeboBaHWA, apxXMTEKTypa, Mepbl N0 yNpaBAeHUI0 PUCKOM WU T. 4. ABAAKTCA nNpume-
pamu noctasnsembix pesynbtatos NMPOLECCA pa3paboTku.

3.33 BEPUNPUKALWA (VERIFICATION): MoAaTBEpXAEHME BbINOSIHEHUS YCTAHOB/IEHHbIX Tpe6oBaHMi
Ha OCHOBe npefcTaBfeHns 06beKTUBHbLIX CBUAETENLCTB.
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MpumeyaHune 1— TepMUH «BepURULMPOBaH» MUCMONL3YETCS AN 0603HAYEHNA COOTBETCTBYIOLLErO CcTaTyca.
[ISO 9000:2005, onpepenerHune 3.8.4]

MpumeyaHune 2— lMpu NpoekTpoBaHun 1 paspadbotke BEPUDPUKALMA oTHocuTcsa k MPOLECCY nposepku
pesynbTatoB KoHkpeTHol AEATE/IbHOCTW, 4To6bl OnpefennTb COOTBETCTBME TPeHOBaHMSAM, YCTAHOB/IEHHbIM K 3TOW
JEATENBHOCTW.

3.34 BEPCUA (VERSION): MgeHTuduumpyemslit oTaenbHblli Bapnant COCTABHOM YACTW KOHOW-
rYPALWW.

MpumevyaHne 1 — W3meHenne BEPCUN MPOIrPAMMHOIO OBECIEYEHVA MEANUMHCKOIO W3AE-
NIVA, npuBoasiiee K NosiBNeHW0 HoBoil BEPCUW, TpeGyeT AelicTBMiA MO ynpaBieHWo KoHdMrypauuein nporpaMMHOro
obecneyeHuns.

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

3.35 ONACHAA CUTYAUNA (HAZARDOUS SITUATION): O6CTOATENLCTBO, NPU KOTOPOM MOAU, UMY-
WeCcTBO WM OKpYyXalol,as cpeja nojBeprawTca BO3AeiCTBUI0 OAHON Unu Heckonbknx OMACHOCTEN.

[MCTOUHUK: ISO 14971:2007, 2.4]

3.36 YCTAPEBLUEE [HACNELYEMOE] NMPOrPAMMHOE OBECIMNEYEHWE (LEGACY SOFTWARE):
MPOrPAMMHOE OBECMNEYEHVWE MEOVWUMNHCKOIO N3AENINA, KoTopoe 6bi/10 NeranbHO BbiNYyLW,EHO B 06-
pauieHve 1 No-npexHeMy AOCTYMHO Ha PblHKe, HO A1 KOTOPOro HeAoCTaTOYHO OOBEKTUBHLIX CBUAETENbCTB
TOro, 4To OHO 6bI/10 pa3paboTaHO B COOTBETCTBUM C TeKyLlell BEpCUeil HacTosLWero ctaHgapTa.

3.37 BbINYCK (RELEASE): KoHkpeTHass BEPCUA COCTABHOW YACTW KOHOUIYPALWW, gocTyn-
Has AN onpeaesieHHoW uenu.

MpumevaHne — OcHoBaHO Ha ISO/IEC 12207:2008, onpegeneHue 4.35.

3.38 OCTATOYUHbIN PUCK (RESIDUAL RISK): PUCK, ocTawowuiics nocnie BbinoaHeHUs Mep MO
YMNPABNEHNKO PUCKOM.

Mpumevanune 1— ApantuposaHo u3 ISO/IEC Guide 51:1999, onpegenexue 3.9.

MpumevaHne 2 — ISO/IEC Guide 51:1999, onpeneneHune 3.9 ncnonb3lyeT TEPMUH «3alUUTHbIE Mepbl», a He
«Mepbl no YNPAB/IEHNKO PUCKOM». OfHako B KOHTEKCTE HaCTOSLLEro ctaHaapTa «3alluTHbIE Mepb» ABAKTCA NULLb
0o4HVM U3 BapuaHToB ynpasneHns PVICKOM, kak onucaHo B 6.2 [ISO 14971:2007].

[ISO 14971:2007, 2.15]

3.39 OMNPEAEJIEHVE PNCKA (RISK ESTIMATION): MPOLLECC, npuMeHsieMblii A1 NPUCBOEHUS 3Ha-
YEeHUn BEPOATHOCTM BO3HMKHOBEHUS BPEJA un TaxecTn atoro BPEJA.

[ISO 14971:2007, 2.20]

3.40 OUEHMBAHUWE PUWCKA (RISK EVALUATION): MNMPOUECC cpaBHeHusa PWUCKA, koTopblii yxe
onpepesieH, ¢ yctaHoBsieHHbIMU Kputepuamm PUCKA gna yctaHosneHua gonyctumoctn PUCKA.

[ISO 14971:2007, 2.21]

4* O6Lwwme TpeboBaHUA

4.1* CncrtemMa MeHem>XMeHTa KadyecTBa

N3rOTOBUTE/Ib MPOTrPAMMHOIO OBECMNEYEHUA MEAVNUMHCKOIO W3AENNA ponxeH 6biTb
cnocobeH NpoAeMOHCTPUPOBAThL €ro COOTBEeTCTBME TpeboBaHUAM NoTpebuTens n NPUMEHUMbIM Perynmpyto-
Wwum TpeboBaHMAaM.

MpumevaHune 1— [leMOHCTpauus 3TON CNOCOBHOCTM MOXET ObiTb OcyllecTBneHa npy nomowy CUCTEMbI
MeHe/[DKMeHTa KayecTBa, KoTopas COOTBETCTBYET CrieflylolwyM TpeboBaHNAM:

- 1SO 13485 [8]
- HauuoHa/IbHOMY CTaHAapTy Ha CUCTeMy MeHeaXMeHTa KadyecTtBa Uin
- CuctemMe MeHegXMeHTa KayecTBa, Tpe6yeM0|7| HaunoHa/ibHbIM perynnpoBaHneM.

MpumeyaHune 2 — PyKoBOACTBO MO NPUMEHEHMIO TPebGOBaHWl cCMCTEMbl MeHemXMeHTa KavectBa K PO-
r;PAMMHOMY OBECIMEYEHWKO moxHO HaiTtk B ISO/IEC 90003 [15].
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4.2 * MEHEOXKMEHT PUCKA
M3rOTOBUTEJNIb pomkeH npumeHats MPOLECC MEHEOXKMEHTA PWUCKA B COOTBETCTBUM C
ISO 14971.

4.3 "Knaccundpmkauma nporpaMmmHoOro o6ecrnevyeHns B OTHOWEHNN 6€30NacHOCTU

a) N3rOTOBWUTE/Ib gomkeH npucBouTb kKaxpaoii MPOMPAMMHOW CUCTEME knacc 6e30nacHoCTU
nporpammHoro obecneyeHus (A, B uan C) cornacHo PUCKY npuunHeHns BPEOA naumeHTy, nonb3oBaTtento
WAW MHBIM Nnuam, nexogs ns ONMACHOW CUTYALIUN, B kotopyto MPOMPAMMHAA CUCTEMA mMoOXeT BHeCTu
CBOW BKNaj B HaMXyALeMm CLeHapuu, Kak nokasaHo Ha pucyHke 3.

PucyHok 3 — MpucBoeHMe kacca 6e30MacHOCTM NPOrpaMMHOro oGecneyeHust

MPOrPAMMHAA CUCTEMA oTHOCKTCS K Knaccy 6e30nacHOCTM NpOrpamMMHOro obecneyeHuns A, ecnu:
NMPOrPAMMHASA CUCTEMA He MOXeT cnoco6CTBOBATb BO3HUKHOBEHUIO OMACHOWM CNTYAUNN;
NMPOrPAMMHASA CUCTEMA MoxeT cnocob6cTBoBaTh BO3HMKHOBEHUIO OMACHOW CUTYALMW, KoTo-
pasa He npuBoguT K Hegonyctumomy PUCKY nocne paccmotpeHus mep no YNMPABJIEHUKO PUCKOM, BHew-
HUX MO OTHOWeHWo kK MPOTPAMMHOW CUCTEME.

- MPOTrPAMMHAA CUCTEMA oTHOCKTCS K Knaccy 6e30nacHOCTM NporpamMMHOro obecnevenus B, ecnu:

- MPOrPAMMHASA CUCTEMA MOXeT cnoco6CTBOBATb BO3HWKHOBEHUO OMNMACHOW CUTYAUNN, koTo-
pasa npuBoAuT K Hegonyctumomy PUNCKY nocne paccmoTtpeHus mep no YNMPABJIEHVIO PUNCKOM, BHewHMX
no oTHoweHuo K MPOFPAMMHOW CWUCTEME, n BbiTeKalowWuii U3 3TOro BO3MOXHbI BPE[ He aBnseTcs

CEPbLE3HOW TPABMOW.
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NMPOrPAMMHAA CUCTEMA oTHOCUTCA K knaccy 6e3onacHOCTU nporpamMMHoro obecneveHus C, ecnu:

- MPOrPAMMHASA CUCTEMA MoXeT cnoco6CTBOBaTbh BO3HUKHOBEHMIO OMNMACHON CUTYAL NN, koTo-
pas npusogunt K Hegonyctumomy PUCKY, nocne paccmoTtpeHus mep no YMNPABJEHNKO PUCKOM, BHeWwHUX
no oTHoweHu Kk NMPOTPAMMHOW CUCTEME, v B pesynbTaTe BO3MOXHbIM BPEJOM sBnseTcs cMepTh Wau
CEPbE3HAA TPABMA.

Ans MPOMPAMMHOW CWCTEMbI, nepBoHauyanbHO knaccuguLMpoBaHHOW Kak Klacc 6e30MacHOCTY
nporpammHoro obecneyveHus B nnu C, NBFOTOBUTE/Ib MoxeT peannsoBaTb AOMOJHUTESNIbHbIE Mepbl MO
YMPAB/NIEHUIO PUCKOM, BHelwHMe no oTHolweHuo kK MTPOTPAMMHOWM CUCTEME (Bkntouas nepecMoTp ap-
XUTEKTYpbl cuctemMol, cogepxauein MPOrPAMMHYIO CUCTEMY), un Bnocnegcteun npuceonts NMPOTPAMM-
HOW CUCTEME HoByto knaccudukaunio 6e30nacHoCTM NPOrpaMMHOro o6ecneyeHus.

MpumevyaHne 1— BHewHumm mepamu no YMPABJIEHVKO PUCKOM MoryT 6biTb annapaTHble CPeAcTBa,
HesaBucumasa NMPOTPAMMHAA CUCTEMA, meguumHCKMe npoueaypbl v apyrne Cpefctsa, Mo3BOSAOLWLME CBECTU K
MUHMMYMY CMOCOGHOCTb NPOrpamMmMHOro obecnevyeHns NPUBOAUTL K BO3HWKHOBEHMIO OMACHOW CUTYALW.

MpumeyaHue 2 — OnpegeneHve AONyCTUMOCTU pucka cM. B nogpasgene 3.2 «OTBETCTBEHHOCTb PYKOBOA-
ctBa» 1SO 14971:2007.

b) He ncnonb3yetcs.

c) NBFOTOBUTE/Ib 0653aH JOoKyMeHTMpoOBaTb K/jacc 6e30macHOCTM MNporpaMmHOro obecnevyeHus,
NMPUCBOEHHbIN KaXXA0i MPOrPAMMHOWN CUCTEME, B ®ANJIE MEHEI)XXMEHTA PUCKA.

d) Ecnu MPOrPAMMHAA CUCTEMA nogpaspensierca Ha MPOTPAMMHBIE COCTABHBLIE YUACTU n
B fanbHeinwem NMPOTPAMMHBIE COCTABHBIE UACTW B cBol o4vepenb nogpasgensatwtca Ha MPOTPAMM-
HbIE COCTABHbLIE YACTW, 10 Takne MPOMTPAMMHBIE COCTABHbLIE YACTW posxHbl HacneposaTtb kKnacc
6e30nacHOCT nepBoHayanbHoii NMPOFPAMMHOW COCTABHOW YACTU (unu MPOTPAMMHOW CUCTE-
Mbl), ecnn Tonbko M3rOTOBUTE/Ib He 060CHOBbLIBAEeT B AOKYMEHTaLMN NPUCBOEHME APYroro kiacca 6es-
onacHoOCTM nporpammHoro obecnevyeHns (knaccbl 6€30MacHOCTM NPOrpaMMHOro o6ecnevyeHns, NPUCBOEHHbIE
B COOTBETCTBUM C nogpasgenom 4.3 a), 3ameHsa «MPOMPAMMHYKO CUCTEMY» Ha «[MPOTPAMMHbBIE CO-
CTABHbIE UACTW»), 3T0 060CHOBaHNE AOMKHO 06bACHATL, novyemy MPOTPAMMHBIE COCTABHBIE YA-
CTU ABNAKTCA M30NMPOBAHHBIMU HACTOJIbKO, YTO MOTYT K/acCuguuMpoBaTbCs OTAE/BHO.

e) N3rOTOBUTEJ/Ib AonxXeH AOKYMeHTMpoBaTb kaacc 6e30MacHOCTM NporpaMMHOro obecnevyeHus
kaxgoii MPOrPAMMHOW COCTABHOW YACTW, ecnu aToT knacc oTnuyaetcs oT knacca NMPOTPAMMHON
COCTABHOW YACTMU, n3 KOTOPOIi OH 6blN BblAENEH NPU AEKOMNO3NLMNN.

f) Ana cooTBeTCTBUA HacCToAWEMY cTaHAapTy Tam, e HacToAwuWi cTaHAapT NpUMeEHSeTcsa K rpynne
MPOrPAMMHbBIX COCTABHbIX YACTEW, N3FOTOBUTE/b gomkeH ncnonb3osaTte NMPOLECCHI n 3A0A-
Ul, koTopble TpebytoTca ana knaccudukayun NMPOTPAMMHOWN COCTABHOWM UACTU c HauBbiclieli kaTe-
ropueii n3 Bceii rpynnsl, ecnn Tonbko W3rOTOBUTE/b B ®ANMIE MEHEOXMEHTA PUCKA He npusoanT
OOKYMEHTMpPOBaHHble 060CHOBaHMA A4NS UCNO/b30BaHMs 60n1ee HU3KOIM knaccuumkaymu.

n) Kaxpgoii MPOTPAMMHOW CUCTEME, ecnu el He npucBOeH knacc 6e30MacHOCTV MPOrpaMMHOro
obecneyeHns, No ymMos4aHui0 AO/MKEH npuceBamBaTtbesa Knacc C.

MpumeuyaHune — B nocneaywolimx pasgenax U nogpasjenax knaccbl 6e30MacHOCTY NporpaMMHOro obecne-
UEeHUsl, K KOTOPbIM MPUMEHSIETCS KOHKPETHOe TpeGoBaHWe, ONpefenstoTcs B COOTBETCTBUM C TpeGoBaHWEM B hopMe
[Knacc...].

4.4* YCTAPEBLUEE/HAC/NTEQYEMOE MNMPOrPAMMHOE OBECIEYEHWE

4.4.1 O6wme cBeaeHus

B KauyecTBe asibTepHaTuBbl NPUMEHEHWIO pas3fesioB 5—9 HacTosdwero ctaHgaprta coorsetctene YCTA-
PEBWEINO/HACNELYEMOIO NPOrPAMMHOIO OBECMEYEHNA MoxeT 6biTb NMPOAEMOHCTPMPOBAHO, Kak
yKa3aHo B 4.4.2—4.4.5.

4.4.2 featenbHocTb no MEHEOXXMEHTY PUCKA

B cootBeTcTBUM C 4.2 HacTosauwero ctaHgapta N3rOTOBUTE/b fosmkeH:

a) oueHuTb o6y 0bpaTHY0 CBA3b, BK/OYAsA MNOCTNPOU3BOACTBEHHYIO MHGopMauuto, o6 YCTAPEB-
WEM MNPOrPAMMHOM OBECMEYEHWW, kacalowylcs WHUUAEHTOB W/UAM GAM3KUX K HAM cUTyauuid Kak
BHYTPUW CBOEI opraHu3auuu, Tak u/unm ot nonb3oBaTenei;

b) BbinoNHUTL AEATENBbHOCTbL no YMNPAB/IEHNIO PWCKOM, cBA3aHHY0 C NPOAO/IKEHUEM UCNOSb-
3oBaHua YCTAPEBWEIO NMPOrPAMMHOIO OBECIEYEHNA, ¢ yyueTOoM crieayloWwmnx acnekTos:
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- uHTerpauymn YCTAPEBLIEIro NMPOrPAMMHOIO OBECMEYEHUA B 06wyt apxutektypy MEAWU-
LMHCKOIro N3genns;

- MOCTOSIHHOI npurogHocTn Mep no YMPABMEHUKO PUCKOM, peann3oBaHHbiXx B pamkax YCTAPEB-
LWEro NPOrPAMMHOIO OBECIMEYEHWA;

- ugeHtTudukaunm OMACHbIX CUTYALIMW, cBsizaHHbIX C NPOAO/MKEHNEM ncnofnb3oBaHns YCTAPEB-
WEro NPOrPAMMHOIO OBECIEYEHWA;

- MgeHTUukauMm noteHunanbHbiX NPUYKH, no KotopbiMm YCTAPEBLWEE MPOrPAMMHOE OBECHE-
UEHWE MoXeT NpuBecTu K BO3HWKHOBEHMI0 OMACHOW CUTYALUN;

- onpegenennsa mep no YMNPABNEHUKO PUCKOM gna kaxgoit noTeHuuasnbHOW NPUYMHbBI, MO KOTOPOW
YCTAPEBLIUEE NMPOrPAMMHOE OBECMEYEHWE cnoco6cTByeT BO3HUKHOBEHUIO OMACHOW CUTYALIUN,

4.4.3 AHaNN3 HECOOTBETCTBUA OXUNAAEMbIX U peasim30oBaHHbIX pPe3y/ibTaToB

OcHoBbIBasicb Ha knacce 6esonacHoctv YCTAPEBLWENO TMPOrPAMMHOIO OBECMEYEHWA
(cm. 4.3), UBTOTOBUTEJIb gonxeH nNpoBecTM aHanM3 HeCOOTBETCTBUA OXUAaeMblX U peanm3oBaHHbIxX 0O-
CTABJ/IEHHbIX PE3Y/IbTATOB no cpaBHEHMIO C TeMU, KOTOopble TpebytTca B cooTBeTcTBUM € 5.2, 5.3, 5.7 1
pasgenom 7.

a) M3TOTOBUTE/b fo/mKeH OUEeHUTb HENPEPbLIBHYIO NPUroAHOCTb NoslydyeHHbIXx PE3Y/IbTATOB.

b) B cnyyae ngeHtTndmkaumm HeCOOTBETCTBUI OXMAAEMbIX U peann3oBaHHbIX pedynbtatoB N3FOTO-
BUWTE/Ib pomkeH OLEHWTbL BOo3MoXHOe cHuxeHne PUCKA B pesynbTarte nosiyyeHma oTcyTcTByroWwmnx PE-
3YNbTATOB u cBsi3aHHOl ¢ HAMKU AEATENBbHOCTN.

c) Ha ocHoBe 3atoro oueHuBaHusa W3rOTOBUTE/Ib pomxeH onpegenutb PE3Y/IbTATbI, koTopbie
OO/MKHbI 6bITb MONYYEHbI, a Takke cBSA3aHHY ¢ HUMun AEATE/IbBHOCTDL, koTopas A0nXHa ObiTb BbIMOJ/IHEHA.
MuHumanbHbiM MOCTABNAEMbBIM PE3Y/IbTATOM fo0/mkHbI 6bITh 3anncu TectuposaHus NMPOMPAMMHbBIX
CUCTEM (cm. 5.7.5).

MpumeyaHne — AHanNn3 HECOOTBETCTBUIN OXUAAEMbIX N peanM30BaHHbIX Pe3y/bTaToB JO/KEH obecneymBarb
BK/IIOUEHVE B TPEOOBaHWsA K NporpaMMHOMY obecneuveHnio mep no YMPABNEHUKO PUCKOM, peanv3oBaHHbiX B YCTA-
PEBLLEM MNMPOrPAMMHOM OBECTIEYEHUW.

4.4.4 NeaTeNbHOCTb MO YCTPAHEHNID HECOOTBETCTBUI OXMNAAEMbIX U peasin30BaHHbIX pe3y/bTa-
TOB

a) NBTOTOBUTEJIb ponxeH paspaboTaTtb M BbIMOMHUTL MAaH MO CO34aHWUK0 MAEHTUULUPOBAHHBIX
MOCTABNAEMbIX PE3Y/IbTATOB. Tawm, rge 370 BO3MOXHO, O6beKTUBHble CBUAETeNIbCTBA MOryT 6bITb UC-
nonb3oBaHbl ANa dopmupoBaHus Tpedbyembix NMOCTABIAEMbIX PE3Y/IbTATOB 6e3 BbinosHeHua AEA-
TENNbHOCTW, ycTtaHoBneHHon B 5.2, 5.3, 5.7 n pasgene 7.

MpumevyaHune — lnaH ycTpaHeHWss UAEHTUULMPOBAHHbLIX HECOOTBETCTBUIA OXULAEMbIX W PEa/TM30BaHHbIX
pe3ynbTaToB MOXET ObITb BK/KOUYEH B N/1aH TEXHWYECKOW NoAAEPXKM NporpaMMHOro obecneyeHuns (cm. 6.1).

6) MnaH po/mkeH npepycmatpuBaTb ncnosnb3oBaHue NMPOLUECCA peweHusa npobnem ana o6paboTku
npo6siem, o6HapyxeHHbix B YCTAPEBWEM MPOrPAMMHOM OBECMEYEHWWN n MOCTABAAEMbIX PE-
3Y/IbTATAX, B cooTBeTcTBUMU C Pasgenom 9.

B) W3meHeHua B YCTAPEBLWUEM NMPOrPAMMHOM OBECMEYEHWUW fomXHbl 6bITb BbINOMIHEHBLI B CO-
OTBETCTBUM C pasfesiom 6.

4.45 (O6o0cHoBaHMe wucnosb3loBaHnsa YCTAPEBLUEMO/HACNEAYEMOIoO TmMPOIrPAMMHOIO
OBECIMNEYEHWA

N3rOTOBUTEJIb pgonxeH 3agokymeHTuposatb BEPCUIO YCTAPEBWENO MPOrPAMMHOIO OBE-
CMNEYEHNA BmMecTe ¢ o60CcHOBaHuMeM janbHeiwero ucnonb3osanna YCTAPEBLWIENO NMPOrPAMMHOIO
OBECIMNEYEHWA Ha ocHoBe pe3ynbtatoB 4.4.

MpumeyaHne — BbinonHeHve 4.4 No3BONSET B AasibHeNLWeM ucnonb3osatbs YCTAPEBLIEE NPOrPAMMHOE
OBECIMNEYEHWE B cooTtBetcTBumM ¢ IEC 62304.

5 MPOLECC pa3paboTku nporpamMmHOro obecrie4eHus

5.1* MnaHnpoBaHne pa3paboTky NpPOrpaMMHOro obecneveHms

5.1.1 TMnaH pa3paboTKu NporpamMmmHOro o6ecneyeHus
M3FOTOBUTE/Ib pomxeH co3gaTb naaH (MM nnadbl) pa3paboTkym nporpaMMHOro obecnevyeHus ¢
uenbk npoBectn Bcto Heobxoammyw AEATE/IbHOCTbL B oTHoweHun MPOLECCA pa3paboTkm nporpammHO-

9
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ro obecneyeHns, COOTBETCTBYOLWMI 06/1aCTK, 3HAYMMOCTU 1 Knaccy 6e3onacHocTu paspabaTtbiBaemoli MPO-
rPAMMHOMN CUCTEMbI. MOAENb XXW3HEHHOTO LWK/AA PA3PABOTKW MPOrPAMMHOIO OBECHE-
UEHWA pgonxHa 6bITb NM60 NONHOCTBLIO onpefesnieHa, NMbo ykazaHa B nnaHe (MM B nnaHax). MnaH Ao/KeH
cogepxatb:

a) MPOLECCHI, koTopble 6yayT ncnonb3oBaTbcs npu paspabotke MPOTPAMMHOW CUCTEMbI (cm.
npumevaHue 4);

b) MOCTABNAEMbIE PE3Y/NIbTATbI (Bkntouasa gokymeHtauuw) AEATEAbHOCTU n 3A4AUY;

c) MPOCNEXWVBAEMOCTb mexpgy Tpe6oBaHusasmMu CUCTEMBbI, Tpe6oBaHMAMKU nporpammHOro obe-
cneyeHus, ncnoitaHmem NMPOTPAMMHOWM CUCTEMbI n mepamu no YMNPABJIEHVO PUCKOM, BKIOYEHHBI-
MU B MporpamMMHoe obecrneveHue;

d) koHcpurypaymio nporpaMMHOro obecneyeHuss U MeHegXMeEHT m3ameHeHuin, Bknwyas COCTABHbIE
YACTN KOHOUTYPALMW MOHM (nporpamMmMHoe obecnevyeHne HENM3BECTHOIO MPOUCXOXAEHMNSA), U NpOrpamMmm-
HOro obecnevyeHuns, MCNOMbL3YEMOro AN NOAAEPXKMA pa3paboTku;

e) peweHue npobnem ¢ nporpammHbiM ob6ecneyeHmem Ansa ob6paboTkm npobGaeM, OOGHaAPYXEHHbIX B
NMPOrPAMMHOM OBECNEYEHUW MEAVWUMHCKOINoO WU3JENNA, MOCTABNAEMbIX PE3YNbTATAX n
OEATENBbHOCTW Ha kaxAon ctaguu xusHeHHoro uukna. [Knaccel A, B, C]

MpumevyaHne 1— MOJAE/b>XWU3HEHHOIO LKA PA3BPABEOTKN MPOrPAMMHOIO OBECMNEYEHUA mo-
XET onpeaenstb pasimyHble anemeHTsl (MPOLECCHI, AEATENBHOCTL, 3AOAYM n MOCTABNAEMBIE PE3Y/IbTATbI)
AN pas3nnuHbix NMPOTPAMMHbBIX COCTABHBIX YACTEM B cOOTBETCTBUM C Kaccamu 6e30MacHOCTY MporpaMMHOro
obecrneyenuns Ansa kaxgoii MPOrPAMMHOW COCTABHOW YACTW MPOrPAMMHOWN CUCTEMbI.

MpumedyaHne 2 — AEATENbHOCTb n 3AOAUN MoryT nepekpbiBaTbCA WM B3aMMOAENCTBOBaTb U MOTyT
BbINOJIHATLCA UTEPATUBHO WM PEKYPCMBHO. 3TO He mnogpasymMeBaeT Toro, YTo A0/IHKHA MCMOMb30BaTbCA OnpefesieHHas
MOZE/Nb XXN3HEHHOro LmKia.

MpunmevaHune 3 — [Apyrve NPOLECCHI onucbiBaloTCcAa B HacTodweM cTaHaapTte otaensHo ot MNMPOLUECCA
pa3paboTkn. 3TO He NoApaslyMeBaeT TOro, YTO OHW AO/MKHbI ObITb peann3oBaHbl B BUAE oTaesnbHoi AEATENBHOCTU n
3A0AU. JEATENBHOCTL n 3AAAUYN apyrnx MPOLECCOB moryT 6bITh BKIo4eHbl B MPOLIECC pa3paboTku.

MpumeyaHune 4 — TlnaH pa3paboTK/ NPOrpaMMHOrO O6eCreveHnss MOXET CCblNaTbCA Ha CyLecTByloLme
MPOLIECCbI unu onpefensts HoOBbIE.

MpumMmedaHue 5— lMnaH pa3paboTKM NPOrPaMMHOro 06ecneyeHnss MOXET ObITb BK/IIOUEH B M/laH paspadoTku
o6weit CUICTEMbI.

5.1.2 NopaepxaHue naaHa pas3paboTKn NPOrpamMmHOro obecneyeHns B akTyas/lbHOM COCTOSAHUMN

M3rOTOBUTE/Ib gonxeH 06HOBAATbL NjiaH Mo Mepe TOro, Kak ocyuiectBnseTcsa paspaboTka. [Knacchl
A, B, C]

5.1.3 MNnaH pa3paboTKu NpPOrpamMmmHOro obecrie4eHnsi OTHOCUTE/IbHO MPOEKTUPOBaHUA U pa3pa-
60Tkn CUCTEMBbI

a) M3rOTOBUTEJ/Ib gomxeH ykasaTb TpeboBaHusa CUCTEMbI B nnaHe pa3paboTku nporpaMMHOro
obecneyeHns B Ka4yecTBE BXOAHbIX AaHHbIX.

b) B nnaH paspaboTku nporpammHoro o6ecnedeHna N3FrOTOBUTE/Ib gomkeH BkAOYaTb UK CCblfiaTb-
CA Ha npouegypbl MO KoOpAUHaUUM pa3paboTku MPOrpammMHOro obecnevyeHuss ¢ pa3paboTkoii cUCTEMbI, He-
o6xoaumoii ansa BbinonHeHnsa TpebosaHuii 4.1 (Hanpumep, CUCTEMHas UHTerpauus, sepucukaumna n sanuga-
uus). [Knaccel A, B, C]

MpumeuaHne — MOXET He CyL|eCTBOBaTh pas/Mumnii Mexay Tpe6osannsmu NMPOFPAMMHOW CUCTEMbI
Tpe6osaHnaMn CUCTEMbI, ecin NMPOTPAMMHASA CUCTEMA siBnsietcs otgensHoii CACTEMOW (Hanpumep, ecnn npo-
rpaMMHOe obecneyeHne camo Mo cebe ABNIAETCA U3genmem).

5.1.4 CtaHpapTbl, MeETOAbl N MHCTPYMEHTbI NJ1aHMPOBaHUA pa3paboTky nporpammHoro obecne-
yeHuUA

B nnaH paspa6oTku nporpammHoro obecnevyeHus U3rOTOBUTE/Ib gonxeH BkAoYaTb UAN CCblNaTbCA:

a) Ha cTaHjapThl;

b) meToAbl;

C) WHCTPYMEHTHI,

cBA3aHHble ¢ paspaboTkoii MPOMPAMMHbIX COCTABHbIX YACTEW knacca C. [Knacc C]
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5.1.5 lNMporpaMmmHasa nHTerpauusa n njaaHUpPoOBaHME TECTUPOBAHUA MHTerpauuun

N3rOTOBUTE/Ib gosmkeH BKAKYUTL B NaaH pa3paboTku NporpammHOro obecnevyeHus naaH MHTerpa-
uum MPOTPAMMHbBIX COCTABHbIX YACTEW (Bkntouas MOHIM) unm cocnaTbCs Ha Hero, a Takke BbIMOMHUTL
TecTupoBaHue BO BpeMs MHTerpauuun. [Knaccel B, C]

MpumeuaHue 1— JlonyckaeTca 06begUHEHNE TECTUPOBAHUS UHTErpaLmMn 1 TecTuposanus MPOMPAMMHOW
CUCTEMbI B eguHble niaH 1 coBokynHocTb AEATE/IBHOCTW.

MpunmeyvaHne 2— Cwm. 5.6.

5.1.6 NnaHnpoBaHue BEPUPUKALNW nporpammHoro obecrnevyeHus

B nnaH paspaboTku nporpammHoro obecneveHns N3rOTOBUTE/Ib gomkeH BKAKYUTb UAN cOCNaTbCs
Ha cneaywuwy nHgopmaumto no BEPNOUKALNIN:

a) NMOCTABNAEMBbBIE PE3Y/IbTAThI, Tpebyrowne BEPUOPUNKALNN;

b) Tpebyemble BEPUOUKALVMOHHbBIE 3AOAYN ana kaxgoii AJEATENbHOCTW B XXM3HEHHOM LUKNE;

C) KOHTPOJIbHblEe TOYKKU, HA KOTOPbIX BEPUOVLINPYKOTCA NMOCTABNAEMbIE PE3Y/IbTATHI;

d) kputepum npuemkn ana BEPUGUKALUNN MOCTABAAEMbIX PE3Y/IBTATOB. [Knaccsl A, B, C]

5.1.7 NnaHupoBaHne MEHEI>KMEHTA PVCKA nporpamMmmHoro obecrevyeHus

B nnaH pa3paboTkn nporpammHoro obecneveHns M3FrOTOBUTE/Ib gonxeH BKAYaTb WU CCbINlaTbCs
Ha nnaH ocyuwecteneHus NMPOLUECCA MEHEAXMEHTA PUCKA nporpaMMHoro o6ecneyeHus B OTHOLEHUMN
OJEATENBbHOCTW n 3A4AY, Bkatoyas MEHEOXMEHT PUCKA, npumeHsatowuiica k MOHM. [Knaccel A, B, C]

5.1.8 lokymeHTauua no njaaHMpoBaHUIO

B nnaH paspaboTku nporpammHoro obecnevyeHns U3rOTOBUTE/Ib gonxeH Bkaw4vaTb, UK CCbllaTbCs
Ha MHdopMauunio 0 AOKyMeHTauum, kotopas 6ydeT co3gaHa BO BPeMS XU3HEHHOro uukna paspaboTku npo-
rpamMHoro obecneveHus. Kaxgomy naeHTU@OULMPOBAHHOMY AOKYMEHTY WK TUNY LOKYMeHTa A0J/hKHa ObiTb
npucsoeHa (Un cofepxaTbCa HENOCPEACTBEHHO) cneayowan nHopmauns:

a) TUTYNbHbLIA NUCT, HAMMEHOBaHWe UNn 0603HaYeHue;

b) uenb;

C) npoueaypbl 1 OTBETCTBEHHOCTbL 3a pa3paboTky, aHanus, ogobpeHune n mogudukaunio. [Knaccel A, B, C]

MpumevyaHne — MHdopmauus Ans pacCMOTPEHUS MEHeMKMEHTa KOHMIypaumum AOKyMeHTauuy npvBeaeHa
B pasgene 8.

5.1.9 NnaHnpoBaHMe MeHemMKMeHTa KOHUrypaumm nporpammHoro obecneyeHums

B nnaH paspaboTku nporpammMmHoro o6ecnedyeHmns W3rOTOBUTEJIb fomkeH BkAl4YaTb WK CCblNaTbCA
Ha UHoOpMaunil 0 MeHeLKMeHTe KOHdUrypauum nporpaMmHOro obecnedeHuns. 3ta nHdopmauuna AoMKHA
cofepxaTtb WK ccblNnaTbCa:

a) Ha Knacchbl, TUMbl, KATeropumM UM CNUCKMN 3/1IEMEHTOB, NoAexallnx ynpasneHuio;

b) AEATENBbHOCTb n 3ALAYN no meHep)XMeHTY KOH(UTypauum nporpaMmMHOro o6ecneyeHus;

C) CTpyKTypy (CTpyKTypbl), oTBevawwyto(ne) 3a AEATENIBbHOCTb no mMeHemXMeHTY KOHuUrypauum
nporpaMmmMHOro obecneyeHus;

d) ux B3aMMOCBSA3b C APYIMMMK CTPYKTypamu, Takumm kak paspaboTka unm TexHuyeckas nogaepxka npo-
rpamMHOro obecneyeHus;

€) cnyvaum, Korga aneMeHTbl AO/DKHbI HaXoAUTbCA NoJ ynpaBneHneM KoHdurypauuu;

f) cnyuyawm, korga cnepyet ncnonob3osaTtb NMPOLUECC peweHus npobnem. [Knaccel A, B, C]

MpunmeyaHne — Cwm. pasgen 8.

5.1.10 MNopapepxxka a/ieMeHTOB, noAsexawux ynpaB/eHNIo

OneMeHTbl, nognexawmne ynpab/ieHWUo, AO/DKHbI BKAOYATb MHCTPYMEHTbI, 3/1IEMEHTbl WAW HaCTPOWKK,
ncnonb3ywuwmnecs gna paspabotkm MPOrPAMMHOIO OBECNEYEHUA MEANMUWHCKOIO U3[ENNA, Ko-
Topble MoryT Bo3geicTBoBaTb Ha MPOTPAMMHOE OBECNEYEHWE MEANUMHCKOIO U3AENNA. [Knacchl
B, C]

MpumevyaHne 1— MNpuMepPbl NOAOGHBIX 3/1EMEHTOB BK/IHOUAOT KOMMUATOPHbIe/accembnepHble BEPCUN, CO3-
[aHHble chaiinibl, KoMaHaHble aiinibl U cneumrYHbIE HACTPOKM OKPYXEHUS.

MpnmevyaHne 2— Cwm. pasgen 8.
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5.1.11 YnpasneHue COCTABHbIMW YACTAMU KOHPUTYPALWMW nporpammHOro obecneyeHus
0o BEPUPUKALIMN

N3TrOTOBUTEJIb gonxeH 3annaHnposaTb pasmelleHue COCTABHOW YACTWV KOHOUTYPALIUW nog
ynpassieHne MeHeXMeHTa KOHgurypauum npexae, 4em oHu 6yayt BEPNOULWNPOBAHLI. [Knaccel B, C]

5.1.12 NgeHTudpukauma v npenoTepalleHme pacnpocTpaHeHHbIX AedeKToB nporpaMmMHoOro o6e-
crneyeHus

N3FrOTOBUTE/Ib foskeH BKAWYUTL WAWM yKasaTb B NnjaHe pas3paboTky nporpammHoro obecneyeHus
npoueaypy:

a) Ansa onpepeneHuns kateropuii geekros, KOTopble MOTYT ObiTb BBEAEHbI Ha OCHOBE BblGPAHHON TeX-
HOMIOrMM NPOTPaAMMUPOBAHNSA N UMEIT OTHOLWEHWe K ux MPOFPAMMHOW CUCTEME;

6) AOKYMEHTMPOBAHMSA CBUAETENbCTB, AEMOHCTPUPYIOLWMNX HECMNOCOOHOCTL 3TUX AedIEKTOB NPUBOAUTL
K Hegonyctumomy PUCKY.

MpumeyaHune — lMpruMepbl KaTeropuin 4edeKkToB UM NPUYMH, CNOCOGCTBYHOLMX BO3HUKHOBEHMIO OMACHbIX
CUTYALINW, cm. B npunoxeHnn B n3 IEC/TR 80002-1:2009.

[Knacchl B, C]

5.2* AHann3 Tpe6oBaHNi K NporpaMMHOMY O0BGeCNeYEeHNIO

5.2.1 OTaeneHne n OKYMEHTMpOBaHWe TpeboBaHUIA K NporpaMMHOMY 06ecrneyeHnto Ha OCHOBe
TpeboBaHnin CUCTEMbI

Onsa kaxpgon NMPOrPAMMHOWN CUCTEMbI MEOANUNHCKOIO U3AEANA U3TOTOBUTE/Ib posixeH
onpeAenuTb U AOKYMeHTUpoBaTb TpebosaHusa k MPOFPAMMHOW CUCTEME ucxoaa u3 Tpe60BaHuii ypoBHS
CNCTEMBbI. [Knaccel A, B, C]

MpumeuaHne — MOXET He CyL|ECTBOBATL pas/Mumnii Mexay Tpe6osanHsmu NMPOFPAMMHOY CUCTEMbI n
Tpe6oBannaMu CUICTEMbI, ecnn MPOMPAMMHASA CUCTEMA sBnsieTcs oTaensHoii CUCTEMOW (Hanpyvep, ecav npo-
rpaMMHoe obecneyeHne camo Mo cebe ABMSETCA U3OE/UEM).

5.2.2 CogepxaHune TpeboBaHUN K NporpaMmmMmHoOMYy obecneyeHunto

Kak npumeHunmble 1 nogxogauwmne B oTHoweHun NMPOMrPAMMHOIO OBECMNEYEHVA MEANUMNHCKNX
WN3OENNIA, N3FOTOBUTE/b gonxeH BkAYaTb B Tpe60BaHUA K NPOrpaMMHOMY 06ecneyeHunio:

a) TpeboBaHUA K NOTEHLMaIbHbIM BO3MOXHOCTAM U (PYHKLMNOHANBbHOCTU.

MpnmevaHne 1— lNpumepbl BKIOYAIOT:

- XapakTepuCTUKKN, CBSA3aHHbIE C BbINOMHEHWEM (Hanpumep, Lenn/HasHavyeHvwe nporpaMMHOro obecneyeHus, Tpe-
60BaHNA MO CUHXPOHU3ALIMNY);

- (hm3nyeckne xapakTepucTukn (Hanpumep, A3blK MaLIMHHOTO Koga, nnatcopmy, onepaunoHHyto CUCTEMY);

- KOMMbIOTEPHOE OKPYXEeHWe (Hanpumep, annapaTHble CpeacTBa, pasmep namsaTi, NpoLeccop, 4acoBoi MNOsiC, WH-

opacTpykTypy cetn);
- Heob6X04MMOCTb COBMECTMMOCTM C MOAEPHM3aUMAMA UM MHorumu MOHM wnn apyruMm BepCusiMmn U3gaenuii;

b) BXOAHbIE W BbIXOAHbIE AAHHbIE MPOrPAMMHOW CUCTEMBI.

MpnmevyaHne 2— Hanpumep:

- XapakTepUCTMKM JaHHbIX (Hanpumep, undpoBble, ByKBEHHO-LMPOBLIE, dhopmar);
- AvanasoHbl;

- npegen;

- 3Ha4yeHus Mo YMOHYaHWIo;

c) unTepdheiicel mexay MPOTPAMMHOW CUCTEMOW v apyrumn CUCTEMAMMU;

d) nporpammHbie cpeacTBa ynpaBneHUss CUMrHanamum TPeBOrU, NpeaynpexpgeHMsMm 1 OnoBELLEHUEM
onepartopa;

e) TpebosaHua Kk SALLLNWEHHOCTN.

MpnmevyaHne 3— Hanpumep:

- CBSi3aHHblE C KOMMPOMWCCOM OTHOCUTE/IbHO KOH(DMAEHUMaIbHOW MHopMmaLumm;
- naeHTudmKaums;

- aBTOpM3aLs;

- CWUCTEeMHBbIN XypHar;

- HenpepbIBHOCTb CBS3Y;

- cucTema 6esonacHocTu/3almTa OT B3/10Ma;
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f) Tpe6oBaHWa Nosb30BATE/ILCKOTO MHTEpP(Eiica, peann3oBaHHble B NPOrpaMMHOM o6ecneyeHunm.

MpumeyaHune 4— lNpumepbl B 3TON 061aCTW CBA3AHbI:

- C NOALEPXKON onepaupii, BbIMOSHAEMbIX BPYUHYHO;

- B3aMMOAENCTBMEM MEX/y YeNI0BEKOM U 060pyA0BaHUEM;

- OrpaHuyeHVsMK B OTHOLLIEHWUWN MepcoHana,;

- obnactamu, rge TpebyeTca NpUCTasibHOE YenloBEYeCKOe BHUMAHME.

MpumevyaHne 5 — VHdopmaumio OTHOCUTENBHO TPeboBaHUA K pa3paboTke yaobCcTBa M MPOCTOTbl UCMO/b-
30BaHuA (3KCMyaTauMoOHHON MPUroAHOCTM) MOXHO HainTn B IEC 62366-1 [21] cpean mpouux cTaHAapToB (Hanpumep,
IEC 60601-1-6 [3]);

0) onpejesieHne AaHHbIX U TpeboBaHN K 6a3e JaHHbIX.

MpnmevyaHne 6— Hanpumep:
- hopma;

- pasmMepHOCTb;

- (OyHKUYS;

h) Tpe6oBaHua no uHcTannAuun u npuemke nocrtasnsemoro NMPOrPAMMHOIO OBECMNEYEHWA ME-
OVNUNHCKUX U3AENNA ans paspaboTkyn 1 TEXHNYECKOI Nogaepxkn caiita unm caiiTos;

i) TpeboBaHuA, OTHOCAWMECA K MeToAam pas3paboTky U TEXHUYECKON NOALEPXKKN;

j) TpeboBaHusA, CBA3aHHbIE C acnekTaMu MHAOPMAaLMOHHBLIX CeTe.

MprmevyaHune 9— lMpUMepbI BKIIOYAKOT acneKTbl, KOTOPbIE CBSI3aHbI:

- C CeTEeBbIMU CUTHa/IaMV TPEBOTYW, NPeaynpexAeHnst 1 COOBLLEHMS onepaTopa;
- CeTeBbIMV NMPOTOKO/IaMK;

- 06pab0TKOli HEAOCTYMHOCTU CETEBLIX YCIYT;

k) TpeboBaHus Kk noagepxke nonb3oBatenei;
) perynupyrouime TpeboBaHus.

MpumevyaHune 10— TpeboBaHus c a) go l) moryT nepecekarbCs.
[Knaccel A, B, C]
MpumevyaHune 11 — Bce 3Tn TpeboBaHMA MOMYT HE UMETBLCSA B HA/IMUYMM HA MOMEHT Hadana paspaboTku.

MpumevyaHne 12— Cpeam npounx, ISO/IEC 25010 [12] npuBoAWT MHAOPMALMIO O KAYECTBEHHbIX XapakTepu-
CTUKax, KoTopas MOXeT ObITb nofnesHa npy onpegeneHun TpeboBaHWin K nporpammHoMy 06ecrneyeHuto.

5.2.3 BkntoveHne mep YMPABNEHUA PNCKOM B Tpe6oBaHMs K NporpaMMHOMY OBecrnevyeHunto

N3TrOTOBWUTEJIb gomkeH BkitoyaTb Mmepbl no YMNPABJIEHUIO PUCKOM, peanu3oBaHHble B nporpamMmm-
HOM ob6ecneyeHun B TpeboBaHus, cootsetcTeylwme NMPOrPAMMHOMY OBECNEYEHWIO MEONLUWMHCKNX
W3OENUN. [Knaccel B, C]

MpumeyaHne — ITn TpeboBaHUA MOryT ObITb HEAOCTYMHbI B HAYasle npolecca paspaboTkm U U3MEHATLCS
Mo Mepe TOro, Kak co3fjaeTcs nporpaMmMHOe obecneyeHve W yCTaHaBIMBalTCs fasibHeliwmne mepbl no YMNPABNEHUIO
PNCKOM.

5.2.4 MEPEOUEHNBAHVE AHANN3A PNCKA MEONUNHCKOIO U3AENNA

N3FrOTOBUTENb ponxeH ocywectents NMEPEOLUEHUBAHME AHATN3A PUNCKA MEOVWUMHCKOIO
N3OENNA, korga TpeboBaHUA K NnporpaMMHOMY o6ecrneyeHnto yCTaHOB/IEHbl, U, COOTBETCTBEHHO, 0OHOBUTL
3T TpeboBaHuA Mo pesynbrtaram nepeoueHkn. [Knaccel A, B, C]

5.2.5 O6HOB/eHVe TpeboBaHMli

M3rOTOBUTEJIb gonxeH yaoCTOBEPUTLCSA, UTO cyllecTByluWMe TpeboBaHUsa, BKIYas TpeboBaHUA K
CNCTEME, NEPEOUEHEHbI 1 o6HOBNEHbI, B cOOTBETCTBUN C pe3ynbTatamn JEATE/IbBHOCTW no aHanusy
TpeboBaHuUn kK NnporpamMmMHoMy obecneueHnt. [Knaccel A, B, C]

5.2.6 Bepucukaumsa TpeboBaHUin K NporpaMmMHOMY O06ecneyYeHmnio

N3FOTOBUTE/Ib posmkeH BepuduuumpoBaTb W LOKYMEHTUPOBAaTb, YTO TpeboBaHUA K NporpaMMHOMY
obecneyeHunto:

a) BkaovatT TpeboBaHua Kk CUCTEME, B ToM uucne otHocsAwmecs K YIMPABEHUWIO PUCKOM;

b) He nMpoTuBOpeYart Apyr 4pyry;

C) BbIpaXeHbl B TEPMUHAX, KOTOpble n3berarT 4BYCMbIC/IEHHOCTH;
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d) dopmynupyloTca B TEpPMUHAX, KOTOPbIE MO3BOMAKT YCTAHOBUTbL KPUTEPUN TECTUPOBAHMA U ocyle-
CTBUTb TECTUPOBAHME;

€) MoryT 6blTb MAEHTUMULUPOBAHbI YHUKabHbIM 06pasom;

f) ABnswTCA NpocnexumBaemMbiMU B OTHOWweHUN TpeboBaHuii K CUCTEME wav K ApyroMy MCTOYHMKY.

[Knaccol A, B, C]

MprumedyaHune — HacToswwmid cTaHAApT He TpebyeT UCMOo/b30BaHVsi (hOPMasTbHO YCTAHOB/IEHHOTO A3bIKA.

5.3 lMpoektupoBaHne APXNTEKTYPbI nporpammHoro o6ecneyeHus

5.3.1 MNpeobpaszoBaHne TpeboBaHUI K NporpaMMHOMY o6ecrneyveHnto B APXUTEKTYPY

M3rOTOBUTE/b gonxeH npeobpasoBatb TpeboBaHna Kk MIPOrPAMMHOMY OBECMNEYEHWIO ME4WN-
LMNHCKOIro U3JENNA B gokymeHTupoBaHHyto APXWTEKTYPY, koTopas onucbiBaeT CTPYKTypy mporpamMmm-
Horo obecneyveHus n ngeHtudunuupyet MPOrPAMMHBIE COCTABHbIE YUACTW. [Knacchl B, C]

5.3.2 Paspa6oTka APXUTEKTYPbI ansa untepdeiicos NMPOMPAMMHbIX COCTABHbIX UACTEN

N3TOTOBUTE/b gonxeH paspabotatb u fokymeHTupoBate APXUTEKTYPY ana untepdeiicoB mexay
NMPOrPAMMHBIMA COCTABHBIMW YACTAMWM 1 KoMnoHeHTaMun, BHEWHUMW MO OTHoweHuto K NMPOITPAMM-
HbIM COCTABHbLIM YACTAM (kak gns nporpamMMHON, Tak 1 AAsa annapaTHOW vacTu), a Takke mexay MNPO-
rPAMMHBIMA COCTABHbIMUW YACTAMW. [Knaccel B, C]

5.3.3 OnpegeneHve TpeboBaHUn K PYHKLUNOHA/IbHBLIM U 3KCN/lyaTalMOHHbIM XapaKTepucTukam
anemeHToB OHTI1

Ecnv MPOTPAMMHAA COCTABHAA YACTb naentudpuymnposaHn kak MOHM, USTOTOBUTE/b gonxeH
onpepenutb TpeboBaHMUA K MYHKLMOHANbHBIM W 3KCNAyaTauMOHHbIM Xapaktepuctukam anemeHTos [MOHM,
KOTOpble Heob6XoAMMbI AJ18 UX UCNOJIb30BAHUA COr/1IacHO NpefyCMOTPEHHOMY HasHauveHuto. [Knaccel B, C]

5.3.4 OnpeaeneHne TpeboBaHU K annapaTHbIM 1 NporpamMmmHbiM cpeacteam CUCTEMBbI, Tpeby-
eMbIxX 3anemeHTamum MOHTM

Ecnv MPOrPAMMHAA COCTABHAA YACTb onpepensaetca kak MNMOHM, N3TOTOBUTE/b posmxeH
onpefenuTb annapatHble U nporpaMMHble cpegctea CUCTEMbI, Heobxogumblie AN NoAAepXaHUA npaBusib-
Holi pa6oTbl aniemeHTa MOHM. [Knaccel B, C]

MpumevyaHune — MpuMepbl BKIHOYAIOT TUN U CKOPOCTb NpoLieccopa, TWUM 1 pasMep naMaT, TMn nNporpaMmMHoro
obecnevennss CUICTEMbI, KOMMYHVKALMOHHbIE W AUCTIEHbIE TPEGOBAHUS.

5.3.5 NgeHTndmnkaymns ob6ocob61eHHOCTN, Heobxoaumoii ansa YNPABNEHNA PUCKOM

M3FrOTOBUTE/Ib fonxeH unaeHtudunymposaTtb N6y ob6ocobneHHocts MPOMPAMMHBIX COCTAB-
HbIX YACTEW, koTopas Heobxoauma ans YMPABNEHWS PUCKOM, v ykasaTb, kak 06ecneuntb pesynbTa-
TUBHOCTb cO34aHHOK o06ocobneHHocTu. [Knacc C]

MpumeyaHune — B KayecTBe npumepa co3gaHua 060cobneHHOCTM MoXHO npusectun NMPOMPAMMHBIE CO-
CTABHBIE YACTW, BbINO/IHAEMble Ha pasHbIX npoueccopax. Pe3ynbTaTMBHOCTL 060C06/1EHHOCTN MOXET BObITh 0becrne-
YyeHa 3a CYeT OTCYTCTBMS 06LLMX PECYpPCOB Y pasHbIX MpoLeccopoB. [Apyrne cnocobbl co3gaHnss 060CO6/EHHOCTM MOryT
NPUMEHSITLCS, KorJa pe3y/ibTaTBHOCTb MOXET ObITb 06ecneyeHa nocpefctsom paspabotkn APXUTEKTYPbI nporpamm-
Horo obecrneveHus (cm. B. 4.3).

5.3.6 Bepudmkaumsa APXUTEKTYPbI nporpammHoro o6ecneveHus

N3rOTOBUTE/b fosmxeH BepuuumpoBatb M AJOKYMEHTUPOBATb, YTO:

a) APXUTEKTYPA nporpammHoro o6ecneyeHns peanusyet Tpe6oBaHnsd K CUCTEME u kK nporpaMmHoO-
My ob6ecnedeHunto, BkaYas oTHocsawmecs Kk YIMPABTEHWKO PUCKOM;

b) APXUTEKTYPA nporpammHOro obecnevyeHuss cnocobHa noAAepXuBaTb B3aMMOAeNCcTBUE Mexay
MPOrPAMMHBIMW COCTABHbLIMW YACTAMMU, a takke mexgy NMPOMPAMMHBIMA COCTABHbIMN YA-
CTAMW n annapaTHbIMU CpeAcTBaMu;

c) APXUTEKTYPA MEAVLUMNHCKOIO N3AENNA noanepxusaeT npaBusibHy0 paboTy N06bIX 3/1eMeH-
ToB MOHM. [Knaccel B, C]

MpumMmeyaHne — 1A BbINOSHEHUA TpeboBaHNA a) MOXET ObITb MCMob30BaH aHann3 MPOCEXVBAEMO-
CTW APXUTEKTYPbI Kk Tpe6oBaHnsM No NporpaMMHOMY 06ecrneyeHuio.
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5.4* Pa3paboTka geTasibHOro gmusairiHa NnporpaMMHOro obecne4yeHums

5.4.1 Apob6neHune nporpammHoro obecneyveHunsa Ha NMPOMPAMMHbBLIE BJ/1OKU
M3rOTOBUTEJIb pgomkeH ApobuTb nporpammHoe obecneyeHue, noka OoHO He ByneT npefcTaB/ieHO B
suge NMPOTPAMMHBIX BJIOKOB. [Knacchkl B, C]

MpumevyaHne — Hekotopble MPOMPAMMHbBIE CUCTEMbI aanee He MOryT 6bITb pa3gpobieHs.

5.4.2 Pa3paboTka geTanibHOro gnsariHa gnga kaxgoro MPOrPAMMHOIO BJIOKA

N3FOTOBUTE/Ib fonMXeH OOKYMEHTUPOBATb AN3aliH C AOCTATOYHOW CTENEHbID AeTannsaunu, ¢ Lesbio
obecnevyeHus npaBubHON peanunsayun kaxgoro MPOTPAMMHOIO BJIOKA. [Knacc C]

5.4.3 Pa3paboTka geTtanbHOro gmsariHa ana nHtepdelicos

N3FOTOBUTE/Ib gonxeH AOKYMeEHTMpPOBaThb Au3aliH Ntobbix nHtepdeiicos mexagy NMPOTPAMMHbBIM
BE/IOKOM ¥ BHeEWHUMMU KOMNOHeHTaMu (annapaTHbIMW WUAW MPOrpaMMHbIMKU cpefcTBamMu), a Takxke /obblX
nHtepgelicos mexgy NMPOrPAMMHBIMWN BTOKAMMW, koTopblii f0/mKeH 6biTb AOCTATOYHO NOAPOOHbLIM ANA
npaBunbHon peanusauun kaxgoro MPOTPAMMHOIO B/1IOKA u ero nHtepdgeiicos. [Knacc C]

5.4.4 BEPNDPUKALNA geTtanbHOro gmnsanHa

N3FrOTOBUTE/Ib gomxeH BepucuumnpoBaTtbe U 4OKYMEHTUPOBATb, YTO AeTalbHblii An3aliH nporpamm-
Horo obecneveHus:

a) peanusyetr APXUTEKTYPY nporpaMmMHoro o6ecrneyeHus:

b) He BCTynaeT B npoTuBopeuns ¢ APXUTEKTYPOW nporpammHoro o6ecneuenus. [Knacc CJ

MpumMmevyaHne — NN BbINOJHEHMA TpeboBaHUSI @) MOXET ObITb MCMOMb30BaH aHann3 MPOC/EXXMBAEMO-
CTU APXUTEKTYPbI k geTasibHOMy An3aiiHy NporpaMMHOro o6ecneyeHums.

5.5* UmnnemeHTauna NMNPOMPAMMHbBIX BJIOKOB

5.5.1 mnnemeHTauua kaxagoro NMPOrPAMMHOIO B/IOKA

N3rOTOBUTE/Ib foMXeH UMNIeMeHTNPOoBaTh Kaxablii MPOTPAMMHbIV BAIOK. [Knaccel A, B, C]

5.5.2 YctaHoBneHue NMPOLECCA BEPNDPUKALMW MPOTPAMMHOIO B/1IOKA

M3rOTOBUTE/Ib ponxeH ycTaHOBWUTb cTpaTteruu, MeToAbl U npouenypbl ana sBepudukaumn MPO-
TPAMMHbLIX B/IOKOB. Tawm, rae BEPNOUNKAL WA ocywecTBnsaeTca nocpencTBOM TeCTUPOBaHUA, Npasuib-
HOCTb npoueayp NpoBeAeHus TecTupoBaHna fos/mkHa 6biTb OLLEHEHA Ha ageksaTHoCTb. [Knacchl B, C]

MpumevyaHne — [onyckaeTcs ob6beAnHEHNE NHTErPaLMOHHOIO TECTUPOBaHNS 1 TecTupoBaHne NMPOMPAMM-
HOW CUCTEMBbI B eguHbIii nnaH 1 coBokynHocTb AEATE/IBHOCTW.

5.5.3 Kputepuun npuemkn NMPOrPAMMHbBIX B/IOKOB

N3TrOTOBUTEJIb gonxeH yctaHoBUTbL Kputepun npuemkun gna NMNPOMTPAMMHbBIX B/IOKOB go ux nHre-
rpaunn B 6onee kpynHole MPOFPAMMHBIE COCTABHbLIE YACTW n ygoctoBeputbes, 4to MPOTPAMMHBIE
B/IOKW cooTBeTCTBYIOT Kputepuam npuemkun. [Knaccel B, C]

MpumevyaHne — lMNpumepbl KPUTEPUEB NPUEMKN:

- MimnnemeHTUpoBaHbl N1 TpeboBaHMA B NPOrpamMMHOM KoAe, BktoYasi mepbl no YMPABTEHNKO PUCKOM?

- HeT v B nporpaMMHOM Kofe MPOTMBOPEYMii C NPOeKTOM (Au3aiiHom) nHtepdpeiica MPOMPAMMHbBIX B/IOKOB?
- CooTBeTCTBYET /I NPOrpaMMHbIl KO npouefypamM nporpaMMUMpOBaHns WinM ctaHgapTaMm KoAMpoBaHWA?

5.5.4 lononHuTenbHble KpuTepuun npuemkn NMPOMTPAMMHbBLIX BJTOKOB
Ecnu petanbHblii an3aiiH paspaboTtaH, NSTOTOBWUTE/b g0NXeH BKNOYNTbL B AU3aiiH AOMNONHUTENbHbIE
KpUTEpUN NpUemMku, npefHasHayYeHHble:
- 4N NpaBUbHON (COOTBETCTBYHLWE) NOC/Ie0BaTENBHOCTU COBOLITUR;
NoTOKa AaHHbIX W ynpaBieHus;
nnaHnpyemoro pacnpegeneHns pecypcos;
paboTbl ¢ ownbKkamu (onpegeneHune owmnbku, NoKannsayms n BOCCTaHOBIEHUE);
UHMLMann3aunum nepemMeHHsbIx;
caMoAnarHoCTUKK;
ynpas/iieHNs NamATbio U NepenosiHeHnn namaTy;
- TPAHNYHbIX YCNOBUIA.
[Knacc C]
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555 BEPUNPUKALUWVA MPOIMPAMMHbBIX B/TOKOB
N3FrOTOBUTENIb ponxeH BbiNONHATE BEPUPUMKALUNIO MPOTPAMMHBIX BJIOKOB n gokymeHTUpO-
BaTb pesynbrartbl. [Knaccel B, C]

5.6 WHTerpauusi nporpamMHOro o6ecrnevyeHust U TeCTUpoBaHe UHTerpaumm

5.6.1 NHTerpaumnsa NMPOMPAMMHBIX B/IOKOB

N3FrOTOBUTEJNIb ponxeH wuHTerpuposatb NMPOMPAMMHBIE BJ/IOKW cornacHo nsiaHy uWHTerpauuu
(cm. 5.1.5). [Knacchl B, C]

5.6.2 Bepudmnkauma nHTerpaymn nporpammHoro obecneyeHus

M3rOTOBUTE/Ib pomxeH Bepucuymnposatb, 4yto NMPOTPAMMHBIE BNIOKW 6binnM MHTErpMpoBaHbl B
MPOrPAMMHBIE COCTABHbLIE YACTU n/iwnn MPOTPAMMHYIKO CACTEMY B COOTBETCTBMU C NJ1AHOM WH-
Terpaymm (cMm. 5.1.5), a TakkKe COXpaHUTb 3anucu, CBUAETENbCTBYOLWMNE O NPOBEAEHNN TaKOn Bepudmkaymnn.
[Knaccel B, C]

MpumeyaHune — [aHHaa BepuduvKauns 3akI04aeTcs TOMbKO B MPOBEPKE BbINOSIHEHUSA MHTErpauun B CO-
OTBETCTBMM C naHoM. 3ta BEPUOUKALINA, ckopee Bcero, ocyuwiecTtBnsieTcss B (hopMe Kakoro-imbéo KOHTPOSIbHOro
MeponpuaATUS.

5.6.3 VIHTerpaunoHHOe TeCcTupoBaHMe NporpaMmMHoOro obecrneveHus

N3TrOTOBUTEJIb gomxeH TectnposaTtb UHTerpuposaHHble NMPOMPAMMHBIE COCTABHbLIE YUACTU B
COOTBETCTBUM C NNaHOM mHTerpayumm (cm. 5.1.5) 1 gOKyMeHTUpOBaTb NOAyYeHHble pe3ynbTathl. [Knaccel B, C]

5.6.4 CoaepxaHue TeCTUPOBaHUA UHTerpauum NporpaMMHOro obecneveHus

Mpn TecTupoBaHUM MHTErpayun nporpammHoro obecneveHns VM3rOTOBUTE/Ib go/mkeH ycTaHOBUT,
4yTo MHTerpmpoBaHHas NMPOMPAMMHAA COCTABHAA YACTb chyHKUMOHMPYET B COOTBETCTBUN C NpeayCcMo-
TPEHHbIM Ha3HayeHueMm. [Knaccol B, C]

MpumeyvyaHne 1— lpumepamn MOrYT C/YXUTb:

- Tpebyemas (pyHKLMOHANBLHOCTL NPOrpaMMHOro obecneyeHus;

- BbINosiHeHWe mep no YMPABEHUIO PUCKOM;

- onpefeneHHas CYHXPOHMU3aUMsA 1 Apyrie pexumbl paboTbl;

- onpegeneHHoe yHKUMOHNPOBAHNE BHYTPEHHMX U BHELLHWUX UHTEPECOoB;

- TecTypoBaHMe B HEHOPMa/IbHbIX YC/OBWSX, BK/IOYas OOOCHOBAHHO MNPOrHO3MPYEMOE HenpasuibHOe Mpu-
MeHeHue.

MpumeuaHue 2— BO3MOXHO 06bEAVNHATL TECTMPOBAHME MHTErPaLMK 1 TecTuposaHue NMPOrPAMMHOWM CI-
CTEMBbI B eguHblii nnaH 1 coBokynHocTb AEATE/IBHOCTW.

5.6.5 OueHuBaHne npoueayp TeCTMpPOBaHUA UHTerpaumn nporpamMmmHoro obecneyeHms

M3rOTOBUTENIb pgomkeH OLEHWBATbL npoueaypbl TECTUPOBAHWA WHTerpauuMy Ha afekBaTHOCTb.
[Knaccel B, C]

5.6.6 NpoBegeHVe perpeccMoHHOro TeCTUPOBaHUSA

Mo 3aBeplIeHMN UHTEerpauum nNporpaMMHbIX COCTaBHbIX 4yacTeli, WISTOTOBUTEJ/Ib gonxeH npoBecTu
PETPECCNOHHOE TECTUPOBAHWE, noaxopsuwee ona AeMOHCTpauuu TOro, 4TO B paHee WHTerpupoBaH-
HOM MporpaMMHOM obecrneyeHumn He 6bIIM 06HapyxeHbl gedekTol. [Knaccel B, C]

5.6.7 CoaepxaHune 3annceii B OTHOLLEHMN PErpPecCUOHHOro TECTUPOBaHUSA

N3rOTOBUTENTb pgonxeH:

a) AOKYMEHTMpPOBAaTb pe3yfbTaTbl TECTUPOBAHUA (COOTBETCTBYET, He COOTBETCTBYET U nepeyeHb AHO-
MAJTNIAY;

b) COXpPaHWTb CYyLLEeCTBEHHbIE 3aMuUCK C Liefblo cAenaTb BO3MOXHbIM MOBTOPHOE TECTUPOBAHUE;

C) ykasaTb N1LU0, KOTOPOE NPOBOAN/IO TECTUPOBAHMUE.

[Knaccel B, C]

MpumMmevyaHne — TpeboBaHMe b) MOXET ObITb BbINOSIHEHO NYTEM COXPaHEHWsl, HanpuMep:

- cneumdmKaumii TeCTOBOrO NpUMepa, NokasbiBatoLwyx TpedyemMble AelCTBUS 1 OXMAAEMbIE pe3y/bTarThl;

- 3anvceii 06 060pyaoBaHUY;

- 3anuceli 0 TECTOBOM OKPYXeHUM (BK/TH0oUasi NPOrpaMMHbIE MHCTPYMEHTLI), MCMO/b3yeMOM Mpy NPOBEAEHUN TeCTK-
poBaHus.
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5.6.8 Vcnonb3oBaHue NMPOLECCA pelueHusa npobsieMm ¢ NporpaMMHbIM obecrneyeHmnem

N3rOTOBUTE/Tb gomxeH Beognte AHOMAJINW, o6Hapy)XeHHbie BO BpeMs MHTerpauum nporpaMMHOro
obecneyeHunss n tectmpoBaHus mHterpauyun, B MPOLLECC peweHns npo6aemM c nporpammHbiM 06ecneyeHu-
eMm. [Knaccoel B, C]

MpnmevyaHne — cm. pasgen 9.

5.7 TectuposaHue NPOrPAMMHOW CUCTEMBI

5.7.1 YcTaHOB/EHME TeCTUPOBaHNA B OTHOLWEHUN TpeboBaHMi K NporpaMmMHOMY 0b6ecrneyeHunto

a) [ns nposefeHus TecTuposaHus NMPOTPAMMHOW CUCTEMbI W3rOTOBWUTE/b A0/mKeH ycTaHo-
BUTb W BbINOJIHUTL NMepeyeHb TeCTOB, BbiPpaXeHHbIX Kak BXOAHble faHHble, OXuaaemble pesynbtartbl, KpUutepun
npYeMkn 1 npoueaypbl, C Lenbio yyeTa M oxBaTta TecTupoBaHMeM Bcex TpeboBaHuii K nporpaMmMHoMy obe-
cneyeHnio. [Knaccel A, B, C]

MpumeuaHue 1— [lonyckaeTca 06bEANHATL TECTUPOBAHUE MHTErpaLmMn 1 TecTupoBaHne MPOMPAMMHOW
CNCTEMbI B eanHblii nnaH 1 coBokynHocTe AEATE/IbBHOCTW. Takke gonycTMo TECTUPOBATb NporpamMmMHoe obecneye-
HVe Ha 6osiee paHHUX CTaausix.

MpumevyaHune 2— MoryT NPOBOAUTLCS He TOMIbKO TECTUPOBAHUS OTAE/bHLIX TPeBOBaHNA, HO N TECTUPOBAHNS
KOMBUHaUWii TpeboBaHWii, 0COGEHHO ECM MexXay TPe6GOBaHUAM CYLLECTBYIOT 3aBUCUMOCTM.

b) N3rOTOBWUTE/Ib gonxeH OLLEHNTb agekBaTHOCTb cTpaTernin nposegeHns BEPUOUKALINN n Te-
CTOBbIX Mpoueayp.

5.7.2 NMpumeHeHune NMPOLECCA pelwweHus npobaemM ¢ nporpamMmMHbIM obecrnedyeHnem

N3rOTOBUTENIb gonxeH BeBectn AHOMAJIMIN, obHapyXeHHble BO BpeMsa ucnbiTaHuini NMPOTPAMM-
HOW CUCTEMBbI, B MPOLIECC peleHns npo6nem c nporpaMmHbiM o6ecneuyeHnem. [Knaccel A, B, C]

5.7.3 MNoBTOpHOE TECTUPOBaHUE MOC/Ie BHECEHUS U3MEHEHUI

Mpu BHECEHUWN M3MeHeHuii B xofe TecTuposarnust MPOTPAMMHOW CUCTEMbI M3FOTOBUTE/b gon-
XeH:

a) NOBTOPUTb TECTUPOBAHWE, BLIMNOJIHUTL MOAUPUUUPOBAHHbLIE TECTbl WAN AONOJSIHUTE/bHbIE TECTHI,
ec/i1 NPUMEHNMO, C Lefbio NMPOBEPKN Pe3ynNbTaTUBHOCTU BHOCUMbIX U3MEHEHWI 415 ucnpas/ieHns npobnem;

b) NPoOBECTM COOTBETCTBYIOLLEE TECTUPOBAHNE, HEOOXOAMMOE ANA AEMOHCTPaLUN OTCYTCTBUA BO3HUK-
HOBEHUA HenpeAHaMepeHHbIX NO60YHbIX 3P EKTOB;

c) BbINONAHWUTbL cooTBeTcTBYOWYt AEATENBbHOCTb no MEHEOXMEHTY PUCKA, kak ycTaHOBAEHO
B 7.4.

[Knaccel A, B, C]

5.7.4 OueHuBaHune TectuposaHus NMPOTPAMMHON CUCTEMbI

N3FOTOBUTENb ponxeH OLUEHWTbL uenecoo6pasHocTb cTpaTternii BEPUOUKALN v npoueayp Te-
CTUPOBAHUA.

N3TrOTOBUTEJIb foskeH NpoBepuTb, YTO:

a) Bce TpeboBaHUA K NporpaMMHOMY o6ecnedyeHuto 661 MPOTECTUPOBaHbl UK UHbIM 06pa3zom BEPU-
PNUNPOBAHDBI;

b) BeayTtcsa 3anucu no NMPOCNEXMBAEMOCTU mexay TpeboBaHMSAMNU K nporpaMMHOMYy o6ecneyeHnto
n Tectamu uau gpyroit BEPUOUKALVEN;

C) pe3ynbTatbl TECTUPOBAHUSA COOTBETCTBYIOT TPEOYEMbIM KPUTEPUAM NPUEMKN.

[Knaccel A, B, C]

5.7.5 CofepxaHue oTyeTa no TectuposaHuio MPOrPAMMHOW CUCTEMbI

[ns obecnevyeHns nosTopsemocTu TectoB U3TOTOBUTE/Ib fo/mKeH AOKYMEHTUPOBATh:

a) CCbINIKM Ha KOHKPEeTHble npoueaypbl TECTUPOBAHUSA C yKazaHUeM TpebyeMbixX 4eNCTBUN U OXnpaeMbixX
pe3ynbTaTos;

b) pe3ynbTaThl TECTUPOBAHUA (COOTBETCTBYET, He COOTBETCTBYeT U cnucok AHOMANIA);

C) Bepcuio TeCTUPYEMOro nporpaMmHOro obecnevyeHus;

d) cooTBeTcTBYlOLWMNE KOHPUTypaLUn TECTUPYEMOro annapaTtHoro U NporpaMmmMHoro obecneyeHus;

€) COOTBeTCTBYlOLME cpefCcTBa TECTUPOBAHUSA;

f) AaTy BbINOSIHEHHOrO TECTUPOBAHMS;

0) naeHTudukaumio nvua, OTBETCTBEHHOIO 3a NPOBEAeHMe TECTUPOBAHUA U 3anucCb ero pesynbLTarTos.

[Knaccel A, B, C]
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5.8* BbINyCK NpOrpamMmMHOro o6ecrnevyeHnss Ha CUICTEMHOM YPOBHe

5.8.1 O6ecneyeHue 3aBepieHHocT BEPUPUKALMW nporpaMmmMHOro obecneyeHus

M3rOTOBUTE/b po Bbinycka MPOTPAMMHOIO OBECMNEYEHWSA B obpalieHne gonxeH obecneyuuntsb,
yT06bl AEATENBHOCTb no BEPNO®UKALIMWN Bcero nporpammHOro obecrnevyeHus 6bia NOSHOCTLIO 3aBep-
weHa, a pesynbrartbl 66l OLLEHEHBI. [Knaccel A, B, C]

5.8.2 [IOKyMEeHTUPOBaHNe N3BECTHbIX OCTaTOYHbIX AHOMA/NM

M3rOTOBUTE/Ib pgonkeH 3af0KyMeHTMpOBaTb BCe W3BeCTHble ocTaTouyHble AHOMAJIMI. [Knaccebl
A, B, C]

5.8.3 OLIEHVIBAHUE n3BecTHbIX ocTaTouHbIXx AHOMAJINN

M3rOTOBUTE/Nb gomkeH obecne4yntb, YTOObl BCe M3BECTHble ocTaToyHble AHOMAJIMN 6binn OLLE-
HEHbI, ¢ yenbio obecneyeHnss OTCYTCTBUS MX CNOCOOBHOCTM COAENCTBOBaTb BO3HWUKHOBEHUIO HEAOMYCTUMbIX
PWCKOB. [Knaccbl B, C]

5.8.4 lokyMeHTpOBaHVe BbINyLEHHbIX BEPCUW

MN3FrOTOBUTENb pgomxeH pokymeHtunposatb BEPCUIO MPOTPAMMHOIO OBECMEYEHUNA MEAW-
LMNHCKOIro N3AENUNA, koTopasa 6ynet Bbinyckatbes. [Knaccel A, B, C]

5.8.5 lokyMeHTMpoBaHne co3faHus BbINyLLEHHOro NporpaMmMHOro obecneyeHums

M3rOTOBUTE/Ib gomxeH AOKYMEHTMPOBaTbL Npouenypy v okpyxeHue (cpegy), Ucnosibdyemble A5 co3-
OaHua BbINyLWEHHOro nporpammHoro o6ecneyenus. [Knaccel B, C]

5.8.6 Ob6ecneyveHne NOSIHOIO 3aBepLUEHUNSA AeATeIbHOCTU 1 3a4ad

M3rOTOBUTE/b gonxeH obecneunTtb BbinonHeHne Bcein AEATENIBHOCTW n Bcex 3ALAY, Bxoasawmx
B COCTaB nsiaHa pas3paboTkm (MNn nnaHa TEXHUYECKOW MoA[EepXKW) MporpamMHOro obecneuveHus, Hapsgy co
CBSI3aHHOl C HUMK foKymeHTauuen. [Knaccel B, C]

MpumeyaHne — Cm. 5.1.3.b).

5.8.7 ApxnBnpoBaHne NnporpaMmMmHoOro obecnevyeHmns

M3arotoeurens AO/MKEH XPaHUTL B apXuBe:

a) MPOrPAMMHOE OBECMNEYEHWE MEAVLIVWHCKOIO N3AENNA u COCTABHOW YACTWN KOH®U-
rYPALIMW;

b) AOKyMeHTaumto

B TeYeHue Kak MUHUMYM cpoka cnyx6bl MPOTrPAMMHOIO OBECMNEYEHUWA MEAVMUWNHCKOIO N3-
OENWA, yctaHoBneHHoro WN3FrOTOBUTEJIEM, nan B TeyeHne cpoKa, YCTaHOB/IEHHOINO COOTBETCTBYIOLIMMMU
perynvpyrowmMn TpeboBaHnAaMH.

[Knaccel A, B, C]

5.8.8 O6ecneyeHne HafeXHOW NOCTaBKM BbIMYLLEHHOro NporpamMMHOro obecrneyeHuns

M3rOTOBUTE/Ib ponxeH ycTaHOBUTbL nNpoueaypbl, obecneumBarwuime, 4tobbl BbiNyweHHoe [MPO-
rPAMMHOE OBECNEYEHVWE MEANUWMHCKOIO U3AENWA 66110 nocTaBneHo nosib3oBarteno (K MecTy ero
NPUMeHeHNs) 6e3 NCKaXeHUA WM HeCaHKUMOHMPOBAHHOTO M3MeEHeHus. IOTu npoueaypbl AO/DKHbI pacnpo-
CTPaHATbLCA Ha MPOM3BOACTBO M OobpalweHue co cpeactsamu, cogepxawmumm NMPOFPAMMHOE OBECTEYE-
HVE MEOVNUWNHCKOIO U3AENMNA, n Bkiwoyatb, ecnm npumMeHumo:

- cosfiaHue Konuu;

- CpefcTBa MapKnpoBKH;

- YNaKkoBKY;

- 3awuTy;

- XpaHeHue;

- MoCTaBKY.

[Knaccel A, B, C]

6 TexHuueckas noadepXkKa NnporpaMmMHOro o6ecrneyeHus

6.1* YcTaHOBNEHME MNaHa TEXHMYECKOW NOAAEPXKKM NMPOrpamMmMHOro obecneyeHums

M3FrOTOBUTE/Ib fo/mMKeH yCTaHOBUTb N/iaH (WK NaHbl) TEXHWYECKOM NoAAEePXKM MporpammMmHoro obe-
cneyeHus ans BbinonHenns AEATENBHOCTU n 3AAAY NMPOLIECCA TexHU4eckoin nofgaepxku. DTOT naaH
[OJIKeH cofepxartb:

a) npoueaypbl:

- Ang nony4yeHus (yctaHoB/eHUSA),
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[OKYMEHTMpPOBAHUS,
- oueHuBaHus,
ncnpassieHus,
oTC/IeXnBaHNsA

no o6bpartHoOli cBA3M, BO3HMKawwWwel (ycTaHaBamBaemoi) nocne Bbinycka NMPOMPAMMHOIO OBECHE-
UEHWA MEANUWHCKUX U3OENNNA;

b) KpuTepuu Onsa onpepeneHus Toro, 4To obpaTtHasa CBA3b ABAseTcA nNpobnemoir;

c) ucnonb3loBaHune NMPOLECCA MEHEAXMEHTA PUCKA nporpaMMHOro obecneyeHus;

d) ncnonbsosaHue MPOLLECCA pelweHns npobnem nporpaMMHOro obecnevyeHus gnsa aHaausa u npu-
HATUS peleHnii no npobsiemam, BO3HMKaKwWmMM nocne Boinycka MPOTPAMMHOIO OBECNEYEHUA MEAN-
LWHCKUX N3LENNI;

e) mncnonb3oBaHue MPOLECCA meHepXMeHTa KoH(hurypaymm nporpamMmHoro obecnedeHuns (pasgen 8)
ANs ynpasnenus mogudnkaumaMu cyuiecTtsytoueii MPOrPAMMHOW CUCTEMBbI;

f) npouegypbl no OLEHVBAHWKO n npoBegeHuto:

- 06HOBNEHMSA,

- ucnpassieHus owmnbok,

- MCnpaB/IEHNI, BHOCUMBbIX B KOAbl («3annaTtku», «natum»),

- MPU3HaHWUA NporpaMMHOro obecneyeHus yctapeswum, obpaweHunsa ¢ NMOHM.

[Knaccel A, B, C]

6.2* AHann3 mogudmnkaumn mn npobriem

6.2.1 JoOKyMeEHTUPOBaHNE 1 OLleHNBaHNE O6pPaTHOW CBA3N

6.2.1.1 MOHUTOPUHI 06pPaTHO CBA3N

N3rOTOBUTE/Ib go/mkeH ocywecTBNsATb MOHUTOPUHI o6paTHoi cesAsm NMPOMPAMMHOIO OBECHME-
YEHVA MEOVWUMNHCKOIO N3AENNA, BbiNyWeHHOro A1 UCNoMb30BaHuA No HasHadeHuto. [Knaccel A, B, C]

6.2.1.2 lokymeHTuposaHme n OLULEHVNBAHWE o6paTHOI cBA3M

O6paTHas cBsA3b A0/IXHA 6bITb AoKyMeHTMpoBaHa u OLLEHEHA c uenbio onpegeneHns cyl,ecTtBoBaHus
npo6siembl B BbinyweHHoM NMPOTPAMMHOM OBECMNEYUYEHUWN MEAVLUMHCKOTIO U3AENUVA. Tiobasa Takas
npobnema ponkHa 6bITb 3aperncTpuposaHa B OTYETE O NMPOBJ/IEMAX (cm. pasgen 9). OTYET O MNPO-
BNEMAX pomxeH cogepxaTb pakTuyeckue uam BO3MOXHbIE HEe61aronpusaTHbIe COObITUA U OTK/IOHEHUS OT
cneumndukauymn. [Knaccol A, B, C]

6.2.1.3 OUEHNBAHWE BanaHua OTUETOB O MNMPOBNEMAX Ha BE3OMNACHOCTb

Kaxgbin OTHET O NMPOB/IEMAX pgonxeH 6biTb OLLEHEH c uenbto onpegeneHus ero BnmsHusa Ha BE3-
OMACHOCTb NMPOrPAMMHOIO OBECMEYEHUWA MEAVMUWNHCKOIO W3OENNA, BbinyweHHOro Ana uc-
Nno/ib30BaHUA MO HasHayeHuto (cMm. 9.2), n TpebyeTcss M U3MEHEHMEe 3TOro0 NPOorpamMMHOro obecneyeHuns Ans
peweHus npobnemsbl. [Knaccol A, B, C]

6.2.2 Vicnonb3oBaHune NMPOLECCA peweHns npobsiem nporpammHoOro obecneyeHus

N3rOTOBUTE/Tb gonxeH ucnonb3osatb NMPOLECC peweHua npo6aem nporpaMmHoOro obecnevyeHus
(cm. pasgen 9) B oTHoweHnn OTYETOB O MPOBJ/IEMAX. [Knacchl A, B, C]

MpumevyaHne — lNpobaema MOXET ykasbiBaTb Ha T0, 4To MPOMPAMMHAA CUCTEMA vimn NMPOIMPAMMHASA
COCTABHAA UACTb He 6binn npaBWbHO OTHECEHBI K kiaccy 6e30macHOCTM MporpaMmMHoro obecnedveHus. MNpouecc
pelueHnss NpobreMbl MOXET COCTOATb B M3MEHEHMM knacca 6e3onacHOCTVM MporpaMMHOro obecnedenus. lNocne 3aeep-
wenus MPOLIECCA nio6oe u3MeHeHve knacca 6e3onacHoctu MPOTPAMMHOW CYCTEMBI nnn ee NMPOMPAMMHOMN
COCTABHOW YACTW AOMKHO 6bITb N3BECTHO 1 JOKYMEHTUPOBAHO.

6.2.3 AHanun3 3AMNPOCOB HA MSMEHEHUE

B pononHeHne kK aHanusy, Tpebyemomy pasgesnom 9, N3FrOTOBUTE/Ib gonxeH aHanusnpoBaTb Kax-
abli BAMPOC HA MBMEHEHWE ¢ uenbto onpegeneHus ero BAUsSIHUA Ha opraHusayuto, NMPOTPAMMHOE
OBECMNEYEHVE MEAVMUWMHCKOIO WU3AEJINA, BbiNyweHHOro 4719 UCNOJMIb30BaHUA NO Ha3HavyeHuto, n CU-
CTEMBbI, ¢ koTopbiMK OHO B3aumogeicTteyeT. [Knaccel A, B, C]

6.2.4 Opo6peHne 3AMNMPOCA HA NSMEHEHUWE

N3FrOTOBUTENb ponxeH OUEHWUTb u ogobputs 3AMNPOCHLI HA M3MEHEHWA, koTopble mogudu-
umpytoT BbinyweHHoe MPOrPAMMHOE OBECMNEYEHWE MEANUNHCKOIO U3AENNA. [Knaccel A, B, C]

6.2.5 NHpopmMmmpoBaHue nosib3oBaTesieil 1 perynpyrowmnx opraHos

N3FrOTOBUTE/Nb ponxeH naeHtuduymposatb oaobpeHHble 3AMPOCHI HA M3MEHEHWA, koTopble
BNAOT Ha BbinyweHHoe NMPOTPAMMHOE OBECIMNEYEHWE MEAVMUWHCKOIO U3AENNA.
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Ecnu TpebyeTtca pernoHanbHbiM perynuposaHuem, N3FrOTOBUTE/b gomkeH nHdopMuposaTh Mosib30-
Bateneil n perynupytowme opraHbi:

a) o 1b6bIX Npobriemax B OTHOWEHWK BbinyuweHHoro MPOMPAMMHOIO OBECMNEYEHUA MEANLUWVH-
CKOIo N3AENNA v nocneacTBuAxX ANTENBHOIO UCMO/b30BaHUA HEU3ZMEHEHHOIO MPOAYKTA,

b) 0 xapakTtepe NO6bIX AOCTYMHbIX M3MEHEHWA B BbinyuweHHom MPOMPAMMHOM OBECMEYEHWN
MEANUMNHCKOIO U3AENNA v 0 TOM, KakK nosiy4nTb U YCTAHOBUTb 3TU U3MEHEHMS.

[Knaccel A, B, C]

6.3* OcyliecTB/eHne Mmogudmkaymu

6.3.1 Ncnonb3oBaHne yctaHoBneHHoro NMPOLECCA ocyuwecTBrieHns mogundukaymm
M3rOTOBUTE/b gomkeH naeHTuduumMpoBaTtb 1M BbiNONHATL Ntobyo AEATENIBHOCTD, ykasaHHyto B
pasgene 5, KOTOpy Heo6Xx0AMMO NOBTOPUTL B pe3ynbTate mogudukayum. [Knaccel A, B, C]

MpumeyaHne — TpeboBaHus B oTHoweHUn MEHEOXXMEHTA PUCKA ans usMeHeHuin nporpammHoro obe-
crneyeHus cm. B 7.4.

6.3.2 MOBTOPHbLIN BbINYCK MoAUdULMPOBaHHOoi MPOTPAMMHOIM CUCTEMbI
M3rOTOBUTE/b gosxeH BbinyckaTb Moaudukauum cornacHo 5.8. [Knaccel A, B, C]

MpumeyaHne — Mogucukaumm MoryT 6biTb peasin3oBaHbl Kak YacTb MOJIHON MOBTOPHO BbiMyLleHHOW MPO-
FPAMMHOW CUCTEMbI unu kak Ha6op MoaucvKaLmii, BKIOUaoLWiA n3MeHeHHble NMPOMPAMMHBIE COCTABHbIE UA-
CTW, a Takke MHCTPYMEHTbI, HEOBX0ANMbIe AN YCTAHOBKN M3MEHEHUIA Kak Mmoandimkaumm cyliecteytoweii NMPOMrPAMM-
HOW CYCTEMBI.

7 NMPOLECC MEHEO>KMEHTA PUCKA nporpammHoro obecrie4eHus

7.1* AHanNu3 nporpaMmMHoro o6ecnevyeHunsi, CNoCo6GCTBYIOLLEro ONacHbIM CUTyaLUsIM

7.1.1 Vaentudmkaumsa MPOTPAMMHbIX COCTABHbIX YACTEW, KoTopble MOryT cnoco6CTBO-
BaTb BO3HMKHOBEHUIO OMAaCHbIX CUTyauuii

N3FrOTOBWUTE/b ponxeH naeHtudunymposats MPOrPAMMHBIE COCTABHBIE YUACTW, koTopble MO-
ryT cnoco6cTBOBaTb BO3HUKHOBEHUID OMACHbIX CUTyauuii, naeHTunumMpoBaHHbIX Npu ocywecTsneHnn AESA-
TENMBbHOCTW no AHANN3Y PUCKA MEOANUNHCKOIO N3AENNA, koTopasa A0/1KHa NPOBOANTLCA COrnacHo
ISO 14971 (cm. 4.2). [Knacchl B, C]

MpnmeyaHune — OnacHble cUTyaumm MOryT ABNATLCA NPAMbIM creactenem otkasa NPOIMPAMMHOIO OBE-
CIMNEYEHWA nnn Bo3HUKHYTL B pesynbTare otka3a Mep no YMNPABJIEHNKO PUCKAMW, KoTopble BKNHOYEHbLI B MpoOrpamm-
Hoe obecneyeHue.

7.1.2 NpeHTudukauma noTteHunanbHbIX MPUYUH, CMNOCOOCTBYIOWMX BO3HUKHOBEHUIO OMACHbIX
cuTyaumin

N3FrOTOBUTE/Ib po/mkeH naeHTUduUMpoBaTb MNOTEHUMANbHbIE MPUYKUHbBI, MO KOTOPbIM YyKa3aHHble B
npegbigywem nyHkre MPOrPAMMHBIE COCTABHBIE UACTW moryT cnoco6cTBoBaTb BO3HUKHOBEHUIO onac-
HbIX CUTyaLuiA.

M3rOTOBUTE/Ib fo/1XeH paccCMOTPeTb NMOTEHUMANIbHbIE NMPUYUHBI, BKAOYasA, ecnm NpUMeEHNMO:

- HenpasW/IbHYIO WU HEMOMHYI0 cneundukaumio MyHKLMOHAIbHOCTHY;

- fedeKkTbl nporpaMMHOro obecneyeHus, MAEHTUPUUUPOBAHHbIE B onpefeneHHblX yHkuuax MPO-
TPAMMHOMN COCTABHOW YACTWY;

- O0TKasbl UAN HeoxXuaaemble pesynbrartbl, ncxogdaume ot NMOHIT;

- OTKasbl annapaTtHbIX cpeacTB unun gpyrue gedgektol MPOrPAMMHOIO OBECMNEYEHWA, koTopble
MOTYT NPMBECTU K HENPEACKa3yeMbIM onepauusam nporpaMmMHOro obecneyeHus;

- 060CHOBaHHO MPOrHO3UPyemMoe HenpaBWu/IbHOE NPUMEHEHNE.

[Knaccel B, C]

7.1.3 OLUEHNBAHWE ony6nunkoBaHHbIx cnmckos AHOMATUIA MOHM

Ecnu otkas unm nexogawme ot NMOHI Heoxunaaemble pe3ynbTaTbl ABAAITCA NOTEHLMaNbHOW NPUYNHON
Toro, yto MPOrPAMMHAA COCTABHAA YACTb moxeT cnoco6cTBOBaTb BO3HUKHOBEHUIO OMACHbIX CUTya-
unii, To MBrOTOBUTE/Nb gonxeH OLIEHUBATbL Kkak MUHUMYM nio60ii cnncok AHOMAJNIA, ony6ankoBaH-
Hblli nocTasBwukom anemeHtoB MOHM, ncnonblyembix B8 MEAVLUVMHCKOM U3OENNW, 4To6bl onpenennTb,
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npuBOAUT N1 M6as n3 nssecTHoix AHOMAJIVW k nocnefoBaTebHOCTN COGLITWIA, KOTOpble MOTFYT MPUBECTY
K onacHoi cutyauuu. [Knaccel B, C]

7.1.4 [OKYMeHTUpOBaHWe noTeHuManbHbIX MPUYnNH

N3TrOTOBUTEJIb gonkeH 4OKYMeHTUpoBaTh B OANNE MEHEOXMEHTA PUCKA noTeHunanbHble npu-
UYMHbI, N0 KoTopbiM MPOTPAMMHAA COCTABHAA UACTb moxeT cnoco6cTBOBaTb BO3HUKHOBEHUIO OMACHOW
cutyauum (cm. ISO 14971). [Knaccel B, C]

7.2 Mepbl no YNPAB/IEHNIO PVCKOM

7.2.1 OnpepeneHve mep no YNPABJIEHVNIO PNCKOM

B OTHOWEHUN KaXAOro cayvasi, 3aperncTpupobaHHoro B ®ANJIE MEHEXMEHTA PUCKA, npu Ko-
Topom MPOMPAMMHASA COCTABHASA YACTb MoxeT cnoco6cTBOBaTb BO3HMKHOBEeHWIO OMACHOW CUTY-
AUWN, N3TOTOBUTE/Ib poskeH onpefenntb M fOKYMeHTUpoBaTb Mepbl no YMPABJEHWIO PUCKOM B
cooTBeTcTBUM C ISO 14971. [Knacchl B, C]

MpumedyaHne — Mepbl no YMPAB/IEHVIO PVCKOM moryT 6biTb peasi3oBaHbl B annaparHbIX cpeacTsax,
nporpaMMHOM 0GecneyveHnn, pabouein cpege Wim B MHCTPYKUMSIX MOMb30BaTensl.

7.2.2 Mepbl no YNMPABJIEHNKO PUCKOM, peannsoBaHHble B NporpaMMHOM ob6ecnevyeHunu

Ecnn mepa no YMPABNIEHUIO PVICKOM peanusytoTcs Kak 4acTb yHKUuiA MPOFPAMMHOM COCTAB-
HOWM UACTW, To USTOTOBUTE/Ib f0MXeH:

a) BkIUUTL Mepy no YMNPABNEHUNIKO PUCKOM B TpeboBaHUA K NporpammHOMY o6ecrneyeHuto;

b) HasHauuTb Kaxgoii MPOTPAMMHOW COCTABHOW YACTU, koTopas CMocCO6CTBYeT peanusauum
mMepbl no YNPABNEHNKO PNCKOM, knacc 6e30nacHOCTM NporpaMMHOro o6ecneyeHusi, oCHoBaHHbI Ha PU-
CKE, koTopbIiM ynpaBnseT gaHHaa mepa no YNPABNEHUNIO PUNCKOM (cm. 4.3 a);

c) paspabotatb MPOrPAMMHYIKO COCTABHYI UACTb B cooTBeTCcTBMU C pasgenom 5.

[Knacchl B, C]

MpumevyaHne — 310 TpeboBaHMe obGecneuvnBaeT AOMNOHUTE/IbHOE YTOYHeHMe TpeboBaHuii no YIMPABJIE-
HUKO PUCKOM B ISO 14971.

7.3 Bepudpukauua mep no YNPABJTIEHNHO PNCKOM

7.3.1 NMposegeHne Bepudunkaunmn mep no YNPABEHNIO PUCKOM

BbinonHeHne kaxpgoit mepbl no YMPABNEHUWIO PUCKOM, AOKYMEHTUPOBaAHHOW B 7.2, [O/MKHO ObiTh
BepuduuymposaHo, a cama BEPUOPUKALWA ponxHa 6biTb gokymeHTupoBaHa. U3FTOTOBUTEJIb pgonxeH
npoaHanusmpoBaTb Mepbl No YMPAB/IEHWUKO PUCKAMW n onpegennTb UX CNOCOBHOCTb MPMBECTM K BO3HUK-
HOBeHuWio HoBol OMACHOW CUTYALMW. [Knacchl B, C]

7.3.2 JokymeHTnpoBaHme MobbIX HOBbIX NOCAeA0BaTE/IbHOCTEN COObITUI

He npumeHsaercs.

7.3.3 JokymeHTnposaHune NMPOCIEXNBAEMOCTU

N3FOTOBUTE/b gomkeH cooTBeTCTBYWOLWMM 06pa3omMm aokymeHTuposaTb MPOCNEXWBAEMOCTDL B
oTHoweHnn OMACHOCTEI nporpaMmHoro o6ecnedyeHus:

- oT onacHoii cutyauum go NMPOrPAMMHON COCTABHOW UYACTW;

- oT MPOrPAMMHOW COCTABHOWM UACTW [0 KOHKPETHOI MpuunHbl B MPOrpaMMHOM 06ecnedeHun;

- OT MPUYUHBLI B NporpaMMHOM obecneveHun go mepbl no YMNPABMEHWIO PUCKOM;

- oT mepbl no YNPABTEHNKO PUCKOM pgo BEPU®UKALWNN mepbl no YIIPABNEHUIO PUCKOM.

[Knacchl B, C]

MpunmevyaHne — Cm. ISO 14971:2007, otyeT no MEHEIXKMEHTY PUCKA.

7.4 MEHEIKMEHT PVCKA B OTHOLEHUMN U3MEHEHMI NPOrpaMMHOro obecrnevyeHms

7.4.1 AHann3 nameHeHuii MPOrPAMMHOIO OBECIMEYEHNA MEONUMHCKOIO U3AENNA B OT-
HoweHnn BE3ONMACHOCTN

N3rOTOBUTE/Ib 065a3aH aHanu3npoBaTb M3MeHeHus B MPOTPAMMHOM OBECMNEYEHWW MEAW-
LMNHCKOIro N3AENNA (Bkntouvasa MOHM) ¢ uenbio onpeaeneHns:

- CyLLecTBOBaHUSA He BbISIB/IEHHbIX paHee NpUu4YnH, CNOCOH6CTBYHOLWMX BOSHUKHOBEHMNIO OMACHON cUTyauuu;

- TpebylTca N1 [ONOAHUTE bHbIe NporpaMMHbie Mepbl no YMPABEHWIO PUCKOM.

[Knaccel A, B, C]
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7.4.2 AHann3 BIUSHUA W3MEHEHWI MPOrpamMmMHOro obecrneyvyeHMsi Ha BbIMO/IHEHHbIE MepPbl MO
YMNPABNEHNKO PNCKOM

M3rOTOBUTE/Ib gomkeH aHann3npoBaTb N3MEHEHUS NPOrpaMMHOro obecnevyeHuns, BKIKYas naMeHe-
Hus MOHIM, c uenbo onpegeneHns BO3MOXHOCTU KOH(IMKTA MOAUGULMPOBAHHOIO NMporpamMHoro obecne-
YEeHUS 1 BbINO/IHEHHbLIX Mep no YMPABJIEHNKO PUCKOM. [Knacchl B, C]

7.4.3 OcyuwecTtBneHne JEATEIbHOCTWV no MEHEO)XXMEHTY PUCKA, ocHOBaHHOI Ha pes3y/fibTa-
Tax aHasim3a

M3rOTOBUTE/b pgonxeH ocywecTBUTb ymecTHywo AEATE/NIBHOCTb no MEHEOXXKMEHTY PUCKA,
KoTopas onpegeneHa B 7.1, 7.2 n 7.3, OCHOBaHHY Ha pe3y/bTaTax NpoBefeHHOro aHanusa. [Knaccel B, C]

8* MPOLIECC meHemkMeHTa KOHdurypaumm nporpaMmmMHoro obecneveHms

8.1* geHTndunkauna KoHdurypaumm

8.1.1 YcTaHOBNeHne cpeacTB naeHTudukaumn COCTABHOW YACTU KOHOUTYPALINMA

N3FrOTOBUTE/Ib f0NMXEH YCTAHOBUTb CXEMY YHUKANbHON naeHTUdUKaLum nognexalinx ynpasaeHuto
COCTABHbIX YUACTEW KOHOUTYPALMWN n ux BEPCUIN B cOOTBETCTBUM C NAaHMpOBaHWEM pa3paboTku u
KOHurypauum, yctaHoBneHHon B 5.1. [Knaccel A, B, C]

8.1.2 NpeHTndukayms MOHM

Ans kaxaoii COCTABHOW UACTW KOHOUTYPALIMW MOHM, KoTopblii 6yAeT MCNob30BaThCs, BKIIO-
yasa 6mbnuotekn ctaHgapTos, M3TrOTOBUTE/Ib fonxeH AOKYMEHTUPOBATb:

a) HaMMmeHoBaHwue;

b) N3rOTOBUTENHA;

C) YHUKanbHbIl yka3aTenb (0603HayeHune) MOHIM.

[Knaccel A, B, C]

MpumMeyaHne — YHUKanbHbIM ykaszatenem MOHIM mMoxeT 6biTh, Hanpumep, BEPCUA, aata Bbinycka, HOMep
narya unm o603HavyeHre MoaepHU3aLmm.

8.1.3 NpaeHTndumnkaums gokymeHtaunm koHpurypauun CUNCTEMbI

M3TOTOBUTE/Ib gonxeH gokymeHTupoBatb Habop COCTABHbIX UACTEW KOH®PUTYPALUNW n unx
BEPCUMN, Bxoaswmx B cocTas koHurypauum NMPOTPAMMHOW CUCTEMBbI.

[Knaccol A, B, C]

8.2* YnpaBsieHue N3MeHeHNsaIMu

8.2.1 Opo6peHne 3ANPOCOB HA N3MEHEHUNA

N3rOTOBUTE/Ib moxeT uameHate COCTABHbIE UACTU KOH®UTYPALIMN, noeHTudumpoBaHHbie
Kak noanexauime ynpaBneHuo cornacHo 8.1, TonbKo nocne Toro, kak byaet ogobpeH 3AMNPOC HA U3MEHE-
HWA. [Knaccel A, B, C]

MpumedyaHune 1— Pewenne ogobputb 3ANPOC HA NUBMEHEHWA MoxeT 6bITb YacTbio MPOLIECCA ynpaBs-
NIEHVS U3MEHEHNAMI UM YacTbio apyroro NMPOLIECCA. 3ToT noAnyHKT TpebyeT To/IbKO TOro, YTo6bl 0406peEHNE N3MeHe-
HVS NPeALLIeCcTBOBA/IO €0 BbINO/IHEHUIO.

MpumeyaHune 2— BoTHoweHnn 3ANIPOCOB HA UBMEHEHWA Ha pasHbix CTagusxX XU3HEHHOTO LKA MOryT
ucnonb3oBatbcs pasznuuHblie NMPOLIECCHI ogobpeHus, kak 3To yCTaHOBMEHO B nnaHax, cMm. 5.1.1 d) n 6.1 e).

8.2.2 OcyuiecTBneHne N3MeHeHuii

MN3FrOTOBUTEJIb gosnxeH ocyw,ecTBUTb M3MeEHeHue Tak, Kak 3to onpegeneHo B 3AMNPOCE HA N3-
MEHEHWA. N3FTOTOBUTE/Ib gonxeH naeHTuduumnposate U BbINONHWUTE N6yt AEATE/NIBbHOCTbL, koTo-
Pyl0 HYXHO NOBTOPWUTb U3-3a NMPOU3BEAEHHbIX U3MEHEHWI, BK/IOYAss U3MEHEeHMe knacca 6e3onacHocTu MPO-
FTPAMMHbBIX CUCTEM u MPOTPAMMHbIX COCTABHbIX YACTEW. [Knaccel A, B, C]

MpumeyaHne — [aHHbI NOANYHKT YCTaHAB/MBAET, KaK M3MEHEHWe [O0/KHO ObiTb peasm3oBaHO AN obe-
CneyeHnss HaZexallero ynpasneHns U3MEHEeHUAMN. DTO He O3HaYaeT, UTo BHeApeHue (peanusaums) SBNSETCS HeOTb-
emnemoii yacTtbto MPOLECCA ynpaBieHus n3MeHeHnsamu. Mpn BHeAPeHUM A0/MKHbI UCMO/Ib30BaTbCS 3amn/1aHNpPOBaHHbIe
MPOLIECCHI, cm. 5.1.1 €) n6.1 e).
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8.2.3 BEPNDPUNKALIMA nameHeHuni

M3rOTOBUTE/Ib gomkeH NpoBepsATb U3MEHEHUS, BkAUYas noBTopeHune nwboii BEPUOUKALWW, ko-
Topasi cTanla He4eNnCcTBUTENIbHOI NOC/Ne BHECEHUS UBMEHEHWIA, a Takke yaenutb BHUMaHune 5.7.2 n 9.7. [Knac-
cbl A, B, C]

MpumevyaHne — [aHHblii NognyHKT TpebyeT Tosibko BEPUOUVKALMN n3meHeHnin. OH He nogpasymMeBaeT
Toro, uto BEPNPUKALNA — HeoTbemniemasn vactb MPOLIECCA ynpasneHusa nameHeHuamu. BEPUOUKALIMA gomkHa
MCNoNb30BaTh 3anaaHnpoBaHHble NMPOLIECCHI, cm. 5.1.1 g) n 6.1 e).

8.2.4 ObecneveHue cpeactBamun anga NMPOCIEXVBAEMOCTU nameHeHwuii
N3TrOTOBUTEJIb gonxeH nogaepxunsaTb 3anncu 0 B3aMMOCBA3AX U 3aBUCUMOCTAX MexXAy:
a) 3ANMPOCAMN HA NBMEHEHWE,

b) cootBeTcTBYROWMUMU OTUETAMU O MPOB/IEMAX,

c) opobpeHnamu 3AMNPOCA HA NBMEHEHUE.

[Knaccel A, B, C]

8.3* Yyert cTartyca KoHurypaumu

M3rOTOBUTE/Ib AoXeH CoXpaHATb BOCCTaHaBnMBaemblie 3anucu 06 mctopuum ynpasnsembix CO-
CTABHbIX YACTEW KOH®UTYPALIMW, BkAtouas koHdurypauuio CUCTEMBI. [Knaccel A, B, C]

9 NMPOLECC peLwleHus npobsieMm nporpaMmmMHOro obecrnevyeHus

9.1 Nogrotoeka OTHETOB O NMPOBJIEMAX

N3FrOTOBUTENDb gomxeH noarotoButb OTYET O NMPOBJ/IEMAX B OTHOWEHNN KaXA0n nNpobiemsl, 06-
HapyxeHHoi# B MPOTPAMMHOM OBECNEYEHUN MEAVWUMHCKOINO WU3JEMNA. OTYETbI O NMPOB/E-
MAX [O/MKHbI BKAKOYaTb 3aK/l04YeHne 0 KPUTUYHOCTU (Hanpumep, BAUAHUE Ha (PYHKLMOHaNbHbIE XapakTepu-
ctvkn, BESOMACHOCTb unn 3AWLVWEHHOCTbD), a Takke Apyrylo MHopmauuto, Kotopas MOXeT NomMoyb
B pelleHnn npobnembl (Hanpumep, 3aTPOHYTble YCTPOICTBA, 3aTPOHYTOE BCNoMoraTesibHoe 060pyAoBaHue).
[Knacchl A, B, C]

MpumevyaHne — MNpobaembl MOryT 6bITb O6HAPYXXEHBI A0 WX NOCAE BbINycka, BHYTPW opraHu3aumm M3roTo-
BUTEJIA nnn BHe ee.

9.2 NiccnepgoBaHue npobiembl

N3rOTOBUTE/Tb pgonxeH:

- uccnegosatb Npo6aemMy 1, eciv BO3MOXHO, ONpefennTb NPUYnHbI;

- OUEHWTb BnuaHue npob6nembl Ha BE3OMACHOCTb, ucnonb3ys NMPOLECC MEHEO>XXMEHTA PU-
CKA (pasgen 7);

- LOKYMeHTMpOBaTb pe3ynbTaTbl UCC/IeL0BaHNA U OLEHKN;

- cosgaTtb 3AMPOC (3AMPOCHI) HA NSBMEHEHWE B OTHOWEHUM AEACTBWA, HEOOBXOAMMbIX ANA WUC-
npasneHns nNpob6sembl, WA LOKYMEHTUPOBaTb OObSACHEHWE TOro, MOYEMy HUKakme LeNcTBUA He npeanpu-
HATbI. [Knaccel A, B, C]

MpumedyaHne — [lpobnema He 06513aTeNbHO fOMKHA ObiTb ucnpasneHa N3rOTOBUTEJIEM, yTobbl COOT-
BetcTBoBaTh MNMPOLIECCY pelueHnsi npobsieMm NporpaMMHOrO obecrneyeHusi, npy ycaoBuK, YTO Npobrema He ABNSETCH
BaXXHOW ans obecneveHnss BE3OMACHOCTI.

9.3 KoHCyNnbTMpoBaHMe 3anHTepecoBaHHbIX CTOPOH

Ecnu npumeHnmo, U3TOTOBUTEJIb AonXeH KOHCYNbTMPOBaTb 3aMHTEPECOBaHHbIE CTOPOHbLI OTHOCU-
TeNbHO cyuiecTByowel npobnemsl. [Knaccel A, B, C]

MpumevyaHne — Mpobrembl MOryT 6bITb OBHAPYXXEHbI A0 WX NOC/E BbINyCKa, BHyTpU opraHusaumm N3ro-
TOBUTENA nnu BHe ee. N3TOTOBUTE/Ib cam onpefenseT 3anHTepecoBaHHble CTOPOHbLI B 3aBNUCUMOCTM OT CUTYyauuu.

9.4 Vicnonb3oBaHune rnpouecca ynpassieHUA U3MeHEeHUAMU

N3FrOTOBWUTE/Ib gomxeH ofo6puTh 1 ocyuiectsutb Bce 3AMNPOCHLI HA USBMEHEHWA, cobniogas Tpe-
6oBaHna NMPOLIECCA ynpaBnieHUss nsmeHeHusMn (cm. nyHkKT 8.2). [Knaccel A, B, C]
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9.5 MNopgaepxaHue 3anmncei

MN3FrOTOBUTE/Nb gonxeH nogpepxusaTtb 3annucu B oTHoweHnn OTYETOB O MPOBJIEMAX n npuHA-
TbIX peweHunax, sknwyaa nx BEPNONKALNIO.

Ecnn npumenumo, M3FOTOBUTE/b gonxeH 06HOBAATE ®ANN MEHEAXMEHTA PUCKA. [Knacchl
A, B, C]

9.6 AHanu3 npobnemMm Ha npegMeT BbIABNEHUSA TeHAEHLMWIA

MN3TrOTOBUTE/Ib go/mkeH NpoBOAUTL aHanu3 C Lesblo onpegeneHnsa teHgeHumn B OTYETAX O MPO-
BNEMAX. [Knacchl A, B, C]

9.7 BEPV®UKALNA pelweHnsa npobsieMm nporpaMmmHOro obecneveHus

- N3FOTOBWUTENDb pgonxeH BepudnumpoBaTbh peLleHns C Luenbl onpegeneHuns:

- 6blna n1n npobnema peweHa v 6611 1n 3agepweH OTYET O NPOB/EME;

- 6bIIM N NpeososieHbl HEGNAaronNnpPUATHbIE TEHAEHLMNN;

- 6611 nn 3ANPOC HA UBMEHEHWA peanusosaH B cooTBeTcTBYtOWem NMPOPAMMHOM OBECHE-
UEHNUN MEOVNUNHCKUX U3OENWA v AEATENBHOCTMU;

- NOABWAUCH NN LONOMHUTENIbHbIE NPO6IEMbI.

[Knaccel A, B, C]

9.8 CogepxaHne AOKYMeHTaLuuu no TeCTMpoBaHuio

[Mpn npoBefeHun TeCcTUpoOBaHUA, NpyU NOBTOPHOM TecTtuposaHun win PETPECCUMOHHOM TECTUPO-
BAHUWN MPOTPAMMHBIX COCTABHbIX UACTEN u CWNCTEM, cnegywuwnx 3a nsmeHeHmem, MN3rotoBU-
TEJ/Ib po/mKeH BKAUYNTL B 4OKYMEHTaUMI MO UCMbITAHUAM:

a) pesynbTatbl TECTUPOBaHUS;

b) o6bHapyXeHHble AHOMANNW;

c) BEPCUIO TecTupyemoro nporpaMmMHOro obecrneyvyeHus;

d) cooTBeTcTBYylOUWME annapaTHble U TECTOBble KOH(Urypauuy nporpaMMHOro obecneyeHus;

€) COOTBETCTBYHOLME UHCTPYMEHTbI TECTUPOBAHUS;

f) paTy npoBepeHus TecTupoBaHus;

0) npoeHTugukauuo nuua, NpoBoAMBLUEro TecTMpoBaHue.

[Knaccel A, B, C]
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MpunoxeHne A
(cnpaBo4HOE)

O6o0cHOBaHMe TpeboBaHUIi HacTOSALWEro ctaHgapTa

B faHHOM MPUAOXKEHUU NPUBEAEHO 060CHOBAHME MOJSIOXEHUIA HACTOSILLErO CTaHAapTa.

A.1 O6ocHOBaHUe

OCHOBHbIM TpeboBaHMEM HACTOSILLEro ctaHAapTa AABNSeTcs BbINOSIHEHWe coBoKynHocTh MPOLIECCOB, koTopble
HaNexunT NPUMEHSATb NpY pa3paboTke u TexHuyeckolr nopaepxke NMPOMPAMMHOIO OOBECMNEYEHUA MEAVLVH-
CKOIro N3JENNSA, a takke Bblibop aTux NMPOLIECCOB, ucxoga ns PUCKA ons naumMeHToB 1 TpeTbUx ud. 3To cnepyet
13 TBEPAOro y6exaeHna B TOM, YTO A1 YCTAHOBEHNA 6e30nacHOCTN DYHKLMOHMPOBAHUSA NporpaMmMHoro obecneveHus
O[1HOTO NULLb TECTUPOBAHUA HELOCTATOUHO.

MPOLIECCDbI, Tpebyemble HAaCTOSALIMM CTaHAAPTOM, MOXHO pa3genivTb Ha ABE KaTeropuu:

- MPOLIECCbI ans onpegenequs PVICKOB, BO3HVKaOLWMX OT (hyHKLMOHVPOBaHNs Kaxaoii MPOrPAMMHOW CO-
CTABHOW YACTW B nporpaMMHOM 06ecrneyeHuniu;

- MPOLIECCHI ansi cHmkeHusi BEpOSATHOCTM OTKasa MpPOrpaMMHOr0 obecneyeHns s Kaxaon MPOrPAMMHOW
COCTABHOW UYACTW, BbiGpaHHble Ha OCHOBE 3TVX onpeaeneHHbIx PUCKOB.

HacTosilwmin ctaHaapT TpebyeT, YTo6bl NepBast kaTeropust NpoLLEeCcCOB BbiNosHaNacb Asa nwoboro MO MEAVLMH-
CKWX U3OESINI, a BTOpas KaTeropns — ToMbKO As BbiGpaHHbX MPOMPAMMHBLIX COCTABHbLIX YACTEN.

CneposartefibHO, /11 COOTBETCTBMA HACTOSILLEMY CTaHAapTy AO/MKeH ObiTb peasin3oBaH [OKYMEHTUPOBAaHHbIN
AHANN3 PUCKOB, naeHTUdmLMpYyOLWmMin Nnpeackasyemble NociefoBaTe/IbHOCTA COObITUI, CBSA3AHHbIE C HA/TMYMEM MPO-
rpaMMHOr0 06ecneyeHns, KoTopble MOryT npusecTy k ONMACHOW CUTYALIMM (cm. ISO 14971). OMACHbBIE CUTYALINI,
KOTOpble MOryT 6bITb KOCBEHHO BbI3BaHbl NPOrpaMmHbIM obecneyeHnem (Hanpumep, nNyTem nNpegocTaB/eHns BBOAALLEN
B 3a6/1yX/AeHne VHopMaLIMK, KOoTopas MOXET NPUBECTU K Ha3HAYEHWI0 HEBEPHOTO JIeYEHUS), JO/DKHbI OblTb BK/IHOYEHBI B
10T AHAJIN3 PVICKOB.

Bca AEATENIbHOCTL Tpebyowascs B pamkax nepsoi kateropum MPOLIECCOB, 0603Ha4eHa B HOpMaTUBHOM
TekcTe Kak «[Knaccbl A, B, C]», yka3blBasi, UTo OHa TpebyeTcsl BHe 3aBMCUMOCTM OT Knacca 6e30MacHOCTV NporpaMMHOro
obecneyeHunsi, K KOTOPOMY OHa OTHOCMUTCS.

LEATENBHOCTDL Tpebyetca ans knaccos A, B 1 C no cregyowym npuynHam:

- JEATE/NIbHOCTbL co3gaeT nnaH, umerowuii otTHoweHne kK MEHEIXKMEHTY PUCKA win knaccudmkaumm npo-
rpaMMHOro o6ecneyeHnsi No 6e30nacHoCTy;

- QEATENBbHOCTbL npon3BoaunT pesynbTaTt, KOTOpbli SBASETCS BXOAHbIMU AaHHbiMU ana MEHEL)KMEHTA PU-
CKA vnnn knaccudmkaupm 6e30nacHOCTV NPOrpamMMHOro obecneyeHus;

- DEATENbHOCTbL sBnsetca yactbto MEHEOXXMEHTA PUCKA vnn knaccudukaumm 6e30nacHOCT nporpamm-
HOro obecneveHus;

- JEATE/NIbHOCTb ycTaHaB/MBaeT CMCTEMY yNpaB/ieHNUs, AOKYMEHTaLMM WM BEAEHNS 3anucel, KoTopas noaaep-
xvmBaeT MEHEIXKMEHT PUCKA nnn knaccudgmkaumio 6e30macHOCTM NporpaMMHOro obecneveHus;

- QEATENBHOCTb 06bI4HO MMEeT MeCTO, Korga Knaccudmkaums CBs3aHHOTO ¢ Heil MO Hen3BecTHa,;

- QEATE/IbHOCTb MOXeT Bbi3BaTb M3MEHEHME, NPUBOASLLEE K U3MEHEHMIO Knacca 6e30MacHOCT CBSI3aHHOrO C
Heli MporpaMMHOro o6ecrneyeHns. 3TO BKIOYAET 06HapYXeHe 1 aHann3 npobnem CBA3aHHbIX C 6e30MacHOCTbIO Mocsie
BbINycka.

[Opyrue NPOLIECCHI, Tpebytowmecs Tonbko ana MPOrPAMMHbBIX CUCTEM umm gns MPOMPAMMHBIX COCTAB-
HbIX UACTEW, knaccudpmumpytoTcst Kak kiacckl 6esonacHoctv B uim C. JEATE/IbHOCTb, Tpebylowascs Kak 4acTb aTUX
MPOLIECCOB, yka3aHa B HopmMaTMBHOM TekcTe Kak «[Knaccel B, C]» um «[Knacc C]», ykasbiBasi, 4To oHa TpebyeTcs B
3aBUCHMOCTM OT K/lacca 6e30nacHoCTU NPorpaMMHOro o6ecneyeHns, K KOTOpoMy OHa OTHOCUTCS.

LEATENBHOCTbL TpebyeTcsa BbIGOPOYHO A1 NporpamMmHOro obecneyexms knaccos B u C no cnegyowmm npu-
YymHam:

- JEATE/IbHOCTbL noBbilWaeT HaAEXHOCTb MPOrpaMMHOro obecneuveHusl, Tpebys 60nblueli AeTasIbHOCTU Wn
60/bLUe TOYHOCTY B AM3aliHe, TecTupoBaHum unm gpyroi BEPUOUKALN;

- BEATENBbHOCTb sBnsieTcsa ynpaBfieHYeCKon, noaaepxmBatoLleli apyryto AgesTenbHOCTb, Tpebyemyto gns knac-
coB BuncC,

- DEATENBbHOCTbL nogaepxunsaeT koppekumio cBasaHHbIx ¢ BE3OMACHOCTbLIO npo6newm;

- JEATE/NIbHOCTbL obecneunBaeT BefeHve 3anunceil no NpoekTy (ausaiiHy), nmnnementauum, BEPUOUKALN n
BbIMyCKy cBa3aHHoro ¢ BESOMNACHOCTbBIO nporpaMmHOro o6ecneveHus;

JEATENBHOCTb TpebyeTcs BbI6GOPOUHO Ans knacca C Mo cnegyowyM npudvHam:

- QEATE/IbHOCTDb euwe 60sblie noBbilaeT HagexHocTb CUCTEMbI, Tpebys 6onee TwarenbHoro, uam 6onee
TOYHOro, Wn 6osee BHMMATENIbHOrO OTHOLIEHUS K OTAE/IbHbIM BONpocam npoekTa (gu3aiHa), TeCTUPOBaHWS MW Apyroi
BEPV®UVKALMN.

Cnepyet otmetutb, Yto BCe NMPOLIECCHI n AEATE/IbHOCTb, yka3aHHble B HacToslLLeM CTaHaapTe, AB/ATCA
3HAYMMbIMK A1 06eCneveHnst pa3padboTKy U TEXHUYECKON MOAAEPKKM BbICOKOKAYECTBEHHOIO NPOrpaMMHOro obecneye-
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Hus. OTcyTCTBME MHOrMX 13 3TMx MPOLIECCOB n AEATE/NIBHOCTU B kauecTBe TpeboBaHuii ansa MO knacca A He nog-
pasymeBaeT, yto 3t NMPOLUECCDHI n JEATE/IbHOCTD He ABNAOTCA BakHbIMU WX HE pPeKoMeHAylTCcA. VX oTcyTcTBue
onpasgaHo TeM, 4to BE3OMNACHOCTb 1 pe3ynbTaTMBHOCTbL NPOrpamMmMHOro 06ecrneyeHns, KOTopoe He MOXET ObITb Npu-
umHoin OMACHOCTI, MOXHO 06ecneynTb NMOCPEeACTBOM COBOKynHoW AEATE/IbHOCTW no Banmgauum B pamkax npo-
ektnpoBaHmsa MEANUMVHCKOIO U3AE/INA (4TO BbIXOAUT 3a pamku 06/1aCTU MPUMEHEHMS HACTOSILLEro cTaHgapTa), a
TaKkKe NnocpeacTBoOM NPOCTbIX CPEACTB YNPaB/eHNS XU3HEHHbIM LMKIOM NPOrpamMMHOro obecneveHus.

A.2 KpaTkoe n3noxeHune TpeboBaHuUii No knaccmukaymn

Tabnuua A1 nokasbiBaeT, Kakue KnacCbl 6€30MacHOCTU NPOrpaMMHOro 06ecneveHnsi HasHaveHbl Kaxgomy Tpebo-
BaHWI0. ATO MHChOpMaLMOHHas Tabnuua 1 NpeaocTaBieHa oHa TOMbKO A/1s1 yA06CTBa. HOpMaTUBHLIA pasgen ykasbiBaeT
Knaccbl 6€30MacHOCTV NPOrpaMMHOro obecneyeHnst A5 Kaxaoro TpeboBaHus.

Ta6nnya Al — KpaTkoe n3noxeHue TpeboBaHuii B 3aBUCUMOCTU OT Kiaccudmkauum 6e3onacHocT NporpaMMHOro
obecneyeHus

MyHKTbI W NOAMYHKTbI Knacc A Knacc B Knacc C
Pasnen 4 Bce Tpe6oBaHus X X X
51 511, 512,513,516, 51.7,5.1.85.1.9 X X
5.15, 5.1.10, 5.1.11,5.1.12 X

514
5.2 521, 522,524,525, 526 X

523
53 5.3.1, 5.3.2, 5.3.3, 534, 5.3.6

5.35
54 541 X

542,543,544

Pasnen 4 Bce TpeboBaHus
55 551 X

55.2, 553,555

X X X X X X X X X X X X X X X X X X X X X X X X X

554
5.6 Bce Tpe6oBaHus X
5.7 Bce Tpe6oBaHus X X
5.8 5.8.1, 5.8.2, 584, 58.7, 5.8.8 X X
5.8.3, 5.8.5, 5.8.6, X
6 Bce TpeboBaHus X X
71 Bce TpeboBaHus X
7.2 Bce TpeboBaHus X
7.3 Bce Tpe6oBaHus X
7.4 741 X X
742,743 X
Pasnen 8 Bce Tpe6oBaHus X
Pasgen 9 Bce Tpe6oBaHus X
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MpunnoxeHve B
(cnpaBo4HOE)

PykoBOACTBO MO MOJIOXEHUSAM HacCTOsILLero ctaHgapTa

B.1 O6nactb NnpMMeHeHns

B.1.1 Uenb

Llenb HacTosiLero craHgapTa coctouT B ToM, 4Tobbl o6ecneunts NMPOLIECC pa3paboTku, KOTOpbI NO3BOAUT MO-
cnepfoBaTesibHO CO3jaBaTb BbICOKOKayecTBeHHoe u 6e3onacHoe MPOMPAMMHOE OBECIMNEYEHVME MEAVLINHCKUX
W3AENNIA. Ins [OCTUXKEHNS 3TOW Lienn HacToswwmiA cTaHaapT ycTaHaBimBaeT MUHUManbHyo JEATENIBHOCTb u 3A-
JAUW, KoTopble HEOBXOAUMO BBIMOSHUTL AN1A1 YBEPEHHOCTU B TOM, YTO paspaboTaHHOe Takum 06pa3om nporpaMmHoe
obecneyeHune (ganee — MO) No3BONSET co3aBaTb BbICOKOHaAexXHoe u 6e3onacHoe NMPOMPAMMHOE OBECMEYEHNE
MEOVLIMHCKOIo U3AENNA.

[laHHoe MnpunoxeHne COAEPXUT pekoMeHZauun Mo NPYMEHEeHWo, KOTOpble He AOMOJHAIT U He W3MEHSIOT Tpe-
60BaHNA HacTosLWero cTaHgapTa. [laHHoe MPUIOXEHNE MOXET UCMOMb30BaTLCA A1 /yULEero NoOHMMaHus Tpe6oBaHuii
HacTosLero craHgapra.

Cnepyet oTMETUTb, YTO B HacToswem ctaHgapte AEATE/IbHOCTbD BhinonHaeTca B pamkax NMPOLECCOB, a 3A-
JAYN onpepensoTcs npu ocywecteneHn JEATENIbHOCTU. Hanpumep, JEATE/IbHOCTBIO, BbINoNHAEMOl B paMKax
MPOLECCA pa3spa6oTtku MO, ABnsawTcA niaHvpoBaHue paspabotku MO, aHanu3 TpebosaHuii K O, npoeKkTnpoBaHue
APXUTEKTYPbI MO, pa3paboTka getasibHoro amsaiiHa MO, nmnnementauus NMPOMPAMMHbBIX B/IOKOB u nx BEPU-
OUKALINS, uHTerpaums u TecTuposanue uHTerpauum MO, TecTupoBaHne NMPOMPAMMHOWM CUCTEMbI v Bbinyck MO.
3ALAUN aBnaoTCA KOHKPETHbIMU TpeboBaHuAMK npu ocylecTsrieHun AEATE/IBHOCTN.

HacTosilwmii cTaHgapT He TPeGyeT Mcnonb3oBaHus onpegeneHHoin MOLE/IN XXU3HEHHOIO LIMKNA PA3PABOT-
K MPOrPAMMHOIO OBECIEYEHUA. Tem He MeHee COOTBETCTBME HaCTOsALEMY CTaHAApPTy nogpasymMmeBaeT Hasimuve
3asucumoctn mexay NMPOLUECCAMW, nockonbky BxogHble AaHHble ogHoro NMPOLUECCA aBngoTca Bbixogamu Apyroro
MPOLIECCA. Hanpumep, knaccudpmkaums 6esonacHocty MO gis NMPOTPAMMHOM CUCTEMbI gomkHa 6biTh 3aBeplue-
Ha nocne Toro, kak MPOLIECC AHA/IM3A PVCKOB yctaHoBuT, kakoii BPE[, MOXeT 6bIiTb NPUYMHEH B pe3y/bTare oTkasa
MPOrPAMMHOW CUCTEMBI.

M3-3a ykasaHHbIX JIOTMYECcKMX 3aBUCMMOCTEN Mexy npoLeccamyn B HAcTOsLWEM CTaHdapTe LenecoobpasHein onu-
cbiBaTb NpOLIECChI B MOC/IEA0BATENLHOCTY, NOApasyMeBatOLE «BOAONAAHYH» WU «CKBO3HYH» MOAESb XU3HEHHOTO
uvkna. OfHaKo MOXHO MCrosb3oBaTb W Apyrve mofenun. Hekotopble cTpaterum pas3paboTku (Mogenun) onpepeneHsl B
cTaHgapTte ISO/IEC 12207 [9] n BknouaroT (cM. Take Tabnuyy B. 1):

- Bogonag. «CKBO3Has» cTpaTerusi, Takke HasblBaemasi «Bofonaf», COCToUT B BbiNosiHeHun MPOLIECCA paspa-
60TKM 3a OOVH pa3. Hy)HO ycTaHOBWTbL MOTPEBHOCTU NOTPedUTens, onpeaenuts TpeboBaHus, paspaboTarb NPOeEKT (4u-
3aiiH) CCTEMBbI, umnnemeHtupoats CUICTEMY, npoTecTupoBaTb, UCNPaBUTL U OCYLLECTBUTb MOCTaBKY;

- nowarosyto. OHa ycTaHaB/MBaeT NoTpebHOCTN NoTpebutens v onpegenset Tpe6osaHus CUCTEMbI. Janee pas-
paboTka OCyLlecTBNSETCS B BUAE NocrefoBatesibHOM coopku. Mepsas cbopka peasmsyeT YacTb 3an/iaHMpoBaHHbIX BO3-
MOXHOCTEN, cnepgyrowas fo6aBnsieT ewe YacTb BO3MOXHOCTEN, U Tak ganee, oo Tex nop, noka CMICTEMA He Gyget
3aBepLueHa;

- 3BOJIHOUMOHHYI0. OHa Takxe passuBaeT CICTEMY B cbopke, HO B OT/IMYME OT MOLUArOBOI CTpaTeruy npusHasas,
YTO HyX/bl NOTPE6UTENS A0 KOHLA He M3YyYeHbl 1 BCe TpeboBaHMS He MOTyT GbITb onpeesieHbl 3apaHee. B aToii cTpaterum
HY)Xbl 3aKa3uuka 1 CUCTEMHble TpeboBaHWSA ONpefensaTca 3apaHee, a 3aTeM akTyaM3vpyloTcs Npy Kaxkaon nocneny-
toLLeil coopke.

Tab6nuuya Bl — Pa3paboTka cTparteruini (Mogenei), kak ato onpegeneHo B ISO/IEC 12207

C camoro Havyana onpegensiet MHOrokpaTHble LWK/bI MocTaBnsieT BpeMeHHoe
CTpaTterna paspaboTku
Bce Tpe6oBaHnAa? pa3paboTkn? nporpamMMmHoe obecneyeHune?
Bogonaz (ckBo3Has) Oa Het Het
Molarosas
(NpepBapuTenbHO 3anaaHnpo- Oa Ja Bo3moXxHO
BaHHOE ynyuylueHve NpoayKumm)
SBOMOLNOHHasA Het Ja Ja

Kakoii 6bl XW3HEHHBIA LWKA HX Bbln BblibpaH, HEO6X0AMMO NOAAEPXKMBATL NTOTMYECKME 3aBUCUMOCTU MEXAY BbIXO4-
HbiM/ AaHHbIMK TTPOLIECCOB, Takumm Kak crieuymdukanm, npoekTHble AoKyMeHTbl 1 [O. Mogesb XWU3HEHHOro uykna
«Bogonag» focturaet atoro, otknagbisasa crapt NPOLIECCA go 1ex nop, noka BxogHble faHHble 419 3TOro npolecca He
6yayT onpeaeneHbl U 0f06peHbI.
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[pyrve Xu3sHeHHble LKbl, 0CO6EHHO 3BOJOLMOHHbIE, NM03B0NSAI0T NMPOLIECCY BbipabatbiBaTb BbIXOAHbIE AaHHbIE
[0 TOro, Kak 6yayT OOCTYMHbI BCe BXOAHbIE AaHHble AN 3Toro npouecca. Hanpumep, Hosas NMPOTPAMMHAA COCTAB-
HAA YACTb mMoOXeT 6biTb onpegeneHa, knaccudmumposaHa, nMmnaemeHtuposaHa n BEPUOULIMIPOBAHA fo Toro, Kak
Oynet 3akoH4YeHa uenas nporpammHas APXUTEKTYPA. Takue xu3sHeHHble LUukibl HecyT B cebe PUCK Toro, 4to nsme-
HeHWe wnm pas3paboTka BbIXOAHbIX AaHHbIX OA4HOrO npouecca caenaeT HefelCcTBUTE/IbHbIMUA BbIXOAHbIE AaHHbIe APYroro
MPOLIECCA. Kak 6bl Tam HM 6bln0, BCE XMU3HEHHbIE LMK/IbI UCNONb3YIOT KOMNMIEKCHYIO CUCTEMY yNpaBieHns KoHdurypa-
upei, 4tobbl y6eamTbes, YTO BbIXOAHbIe AaHHble Bcex NMPOLIECCOB foBOAATCs A0 COrlacOBaHHOMO COCTOSIHMSA W MoA-
OepXvBaloTca BCe HEOOX0AMMbIE 3aBUCMMOCTH.

CnepfyioLime NpyHUMMbI BaXKHbI BHE 3aBMCMMOCTY OT TOTO, Kakol XWU3HEHHbIR Lk paspabotkm MO mcnonb3yeTcs:

- BCe BbIx0AHble gaHHble MPOLIECCA gomkHbI NOAAEPKMBATLCS B COrNTAaCOBAHHOM COCTOSIHUM; KaxKApblli pas, korga
BbIXOAHble gaHHble MPOLIECCA co3[atoTca UM MEHSAITCS, BCE BbIXOAHbIE faHHble BCEX CBA3aHHbIX C HUMK MPOLEC-
COB fo/mkHbl 06HOB/IATLCA, YTOObI NMOAAEPXKMBATL MX COr/TACOBAHHOCTL APYr C APYroM U NoAAepXvBaTb BCE 3aBUCUMO-
CTW, AIBHblE MM NoJpasyMeBatoLmecs, Tpebyemble HAaCTOALWMM CTaHaapToM;

- BCe BbIXOAHble AaHHble NMPOLIECCA f0/kHbl ObITb AOCTYMHbI B Clydae Heo6XOAMMOCTU B KayecTBe BXOAHbIX
[OaHHbIX oNs gansHenweli pabotsl Hag MO;

- nepep Tem, kak no6oe MPOMPAMMHOE OBECMEUYEHVE MEAVLUWHCKUX U3AEWIA GyaeT BbinylieHo, BCe
BbIXOAHble AaHHble MPOLIECCA go/mkHbl GbITb NPYBEAEHbI B COOTBETCTBME APYr C APYTOM U AO/MKHLI COB04aTLCS BCE
3aBncumocTn mexay NMPOLIECCAMI, siBHble nan nogpasymeBarolimecss, TpebyemMble HacTOSALWMM CTaH4apTOM.

B.1.2 O6nactb NpMMeHeHUs

HacTosiwmii ctaHgapT npyMeHsieTcs Ans pa3paboTkv v TexHuyeckon nopaepxkn NMPOMPAMMHOIO OBECTEYE-
HUA MEOVLIMHCKNX U3AENVIA, a Taoke Ana paspaboTkM U TexHuUeckoli nogaepxkn MEAUVLIMHCKNX U3OENNN,
KoTopble cogepxar MOHTI.

Mcnonb3oBaHue HacToswero ctaHgapTta Tpebyet ot UIBTOTOBUTESNA BbinosnHeHns MEHEI)XXMEHTA PUCKA ME-
JNLIMHCKX N3AENWI B cooTeTcTBIM ¢ CO 14971. CneposatensHo, koraa APXUTEKTYPA CUCTEMbI MEAVLIVH-
CKOI'o U3AE/INA BkOYaeT NprobpeTeHHbIN KOMMOHEHT (3TO MOXET ObITb 3aKyM/1EHHbIVi KOMMNOHEHT WM KOMMNOHEHT He-
M3BECTHOrO MPOVCXOXAEHNS), TAKON Kak NpUHTEep/nIoTTep, KoTopblil cogepxmt MOHI, 3T0T NpMoGpeTeHHbIi KOMMOHEHT
CTaHOBUTCA OTBETCTBEHHOCTLIO VIBTOTOBUTENA u fomkeH 6biTh BkItodeH B MEHEAXXMEHT PUCKA MEANUNHCKMX
W3OENNW. CuntaeTcs, YTO NOCpecTBOM Haj/iexallero BbinonHeHns MEHEIXXMEHTA PUCKA MEOVLUMHCKUX U3-
JENVA N3rOTOBUTE/Ib noliMeT 3TOT KOMMOHEHT U NPU3HAET, YTO OH coaepxuT MOHM. U3rOTOBUTE/Ib, npumeHs-
IOLLMIA HACTOSALWWIA cTaHaapT, fomkeH BeecT NMPOLIECC MEHEIXKMEHTA PUCKA MO kak yacTb nosHoro NMPOLECCA
MEHEIKMEHTA PUCKA MEANUMHCKOIO U3AEINA.

TexHuueckass noggepxka BbinylueHHoro NMPOrPAMMHOIO OBECTEUYEHWA MEAVLIMHCKNX WU3AEANA oTHo-
CUTCA K NOCTNPON3BOACTBEHHOMY OMbITy paboTtsl ¢ MPOMPAMMHBIM OBECMNEYEHVEM MEANLMHCKOIO U3AEINA.
TexHuueckass nogaepxka MO COCTOUT M3 COYETAHMS BCEX TEXHUYECKMX W afMWHUCTPATVBHLIX CPEACTB, BKIOYas Aeit-
CTBMS MO HaGNOAEHNIO A1 06paboTKM OTYETOB O NpPo6aeMax, YToObl COXPaHMTb WM BOCCTAHOBUTb 3/IEMEHT B COCTO-
AHWN, B KOTOPOM OH MOXET BbINO/HATL TPEOYEMYIO (DYHKLMIO, & TaKke 3arnpochbl Ha MOAMMIMKALMIO, CBA3aHHbIE C BbIMy-
weHHsiM NMPOrPAMMHBIM OBECTIEHEHVMEM MEOVUMHCKOIO U3AENA. Hanprvmep, 310 BKIOYaET UCnpas/ieHne
nNpo6aeMbl, perameHTVPOBaHHY0 OTYETHOCTb, MOBTOPHYID Ba/iMAauuio u npegynpexpatwwme aelicteusa. Cv. ISO/IEC
14764 [10].

B.2 HopmaTuBHbIe CCbI/IKU

ISO/IEC 90003 [11] npefocTaBfsieT pyKOBOACTBO A/19 NPYMEHEHWSI CUCTEM MEHEKMEHTA KayecTBa K pazpaboTke
MO. Vcnonb3oBaHve 3TOro PyKOBOACTBA He TpebyeTcs HACTOALWM CTaHAAPTOM, HO peKOMeHayeTCs.

B.3 TepMuHbl 1 onpegeneHvs

Tam, rae aT0 BO3MOXHO, TePMUHAM AaHbl OnNpefeneHnsa 13 MexayHapoaHbIX CTaH4apToB.

[na onucanus gexomnosuumn NMPOMPAMMHON CUCTEMbI (BbICLUMI YPOBEHb) HACTOAWMIA CTaH4apT UCMOMb-
3yeT Tpu TepmunHa. NMPOTPAMMHAA CUCTEMA, koTopast BMOC/EACTBUM CTAHOBUTCA MPOrpaMMHbIM 06GecneyeHnem
MEAVLUMHCKOIO U3AENA, moxeT 6bITb noacuctemoin MEAVLIMHCKOIO U3AEANA (cm. IEC 60601-1-4 [2]) win
cama no cebe aBnAaTbca MEAVUVNHCKAM UN3OEMEM, KoTopoe 3ateM cTaHoBuTcs nporpammHbiv MEAVLIMHCKUM
N3OENVEM. CaMbiM HWKHUM YPOBHEM, HWDKE KOTOPOTrO AasibHelilas AeKOMNOo3nUns AN Lenei TecTUpoBaHus Win Me-
HepxMeHTa koHdurypauum MO He nposoguTcs, sensetca NMPOTPAMMHBIA B/IOK. Bce ypoBHU KOMMO3WLMW, BKIOYaSA
BEPXHWIA N HWKHUIA YPOBHU, MOTYT 6bITb HasBaHbl NMPOMPAMMHBLIMIA COCTABHbLIMW UACTAMW. Takum obpasom, MNPO-
FPAMMHASA CUCTEMA COCTOMT M3 OHOM0 WM Heckosbkux NMPOMPAMMHbBIX COCTABHbIX YACTEW, a kaxaas MPO-
TPAMMHAA COCTABHAA YACTb — 13 NMPOIPAMMHbBIX BJTOKOB wnmn pasgensembix MPOMPAMMHbBIX COCTABHbIX
UACTEW. OTBETCTBEHHOCTL 3a OnpeAenerne 1 cTenersb getanmsaumn NMPOrPAMMHBIX COCTABHbLIX UACTEN u MPO-
FPAMMHbIX B/IOKOB Bo3naraetca Ha M3TrOTOBUTE/A. OTcyTCTBME YETKOro OnpesesieHnsa aTux TEPMUHOB NMO3BOMSET
NMPUMEHSITb X KO MHOTUM pa3HbIM MeTogaMm paspaboTku u Tunam MO, nenonsdyembim B MEANLUMHCKUX U3OENNAX.

B.4 O6wwme TpeboBaHUA
He cywecTtByeT metoga, 4tobbl obecneuntb 100 %-Hyto BE3OMACHOCTDL gns nwboro suga MO.

28



FOCT IEC 62304—2022

EcTb TpW rnaBHbIX NpUHUMNA, KOTOpble cnocobCTBYOT o6ecnedeHnio BE3OMNMACHOCTU MO MEANLIMHCKUX N3-
OENNIA:

- MEHE>KMEHT PUCKA,

- MeHe[)KMEHT KayecTBa;

- paspabotka IMO.

[na pa3paboTkm 1 TexHnyeckoin nogaepxkm 6esonacHoro MPOMPAMMHOIO OBECNEYEHNA MEANLIMHCKOIO
N3OENNA Heobxoammo yctaHoBUTe MEHEIXKMEHT PUCKA kak HeOTbeMIeMyH YacTb CUCTEMbl MEHELKMEHTa Kaue-
CTBa, Kak OOLUMIA Kapkac A1s NpuIoKeHUs COOTBETCTBYIOLLMX METOA0B 1 TEXHUK pa3paboTku MO. KombuHaums atmx Tpex
npuHUMNoB nossonseT U3rOTOBUTENO MEAULIMHCKUX W3OEMNA cnefosaTh MociefoBaTeNlbHO MOBTOPSAEMOMY
MPOLIECCY npuHATUS pewlennid, cnocobceTtsyowemy BEE30MACHOCTU MPOrPAMMHOIO OBECMEYEHWA MEAU-
LIMHCKNX N3AENNA.

B.4.1 Cncrtema MeHeIKMeHTa KadyecTBa

YnpaBnsemas u pesynbTatuBHas coBokynHocTb NMPOLECCOB paspaboTtku MO BktovaeT opraHu3aunoHHsie MPO-
LIECCHbI, Takne kak MEHe[KMEHT, MHADPACTPYKTYpa, yiydlleHne n obydyeHve. ns nckioveHns gyenmpoBaHms 1 C LEebio
(pOKYCMPOBKM BHMMaHMWS MOJIb30BATE A HACTOSALLErO cTaHAapTa Ha paspaboTtke MOaaHHble MPOLIECCHI He paccmatpu-
BalOTCH.

311 MPOLIECChbI ycTaHaBnMBarOTCS CUCTEMOI MeHeMKMeHTa KavecTBa. ISO 13485 [8] cneunanibHO npegHasHadeH
ONs1 NPUMEHEHUsT KOHUEeNuuMn MeHemxmMmeHTa kavectBa kK MEAVNUMHCKUM U3LOENAM. CooTBeTcTBME TPEOOBAHUSIM CU-
cTeMbl MeHeaXmeHTa kavectsa 1SO 13485 He 03Ha4yaeT aBTOMaTUYECKOro COOTBETCTBUSA HAaLMOHa/IbHBIM WX pPernoHasb-
HbIM perynvpytomm TpeboBaHnAaMU. OTBETCTBEHHOCTb 3a OnpefesieHne 1 yCTaHOB/IeHWe COOTBETCTBUS MPUMEHUMbIM
perynvpytowmm TpebosaHuam nexut Ha N3rOTOBUTEE.

B.4.2 MEHEIXKMEHT PUCKA

Paspa6oTka MO saBnsetca yacTtblo AEATE/IBHOCTW no MEHEOXMEHTY PUCKA 1 obecneumBaeT paccMOTpeHune
BCEX 060CHOBaHHO nporHosmpyembix PUICKOB, cBsszaHHbIX ¢ NMPOMPAMMHBIM OBECMEYEHVEM MEAVUWHCKOIO
N3OENNA.

BmecTo Toro, 4to6bl MbiTaTbCcsl onpeaenutb nogxoasmin NMPOLIECC MEHEO)XMEHTA PUCKA, B HacTosiLeM
cTaHgapTe Tpebyetcs, utobbl N3FrOTOBUTE/Ib npumeHnn ycTaHoB/EHHbIA B 1ISO 14971 MPOLIECC MEHEO)XMEHTA
PWCKA, KoTopblii HemocpecTBeHHO oTHocuTest K MEHEADKMEHTY PUCKA gns MEAVLUWHCKUX U3AENNN. KoHkpeT-
Hble Buabl JEATENBHOCTV no MEHEIXXMEHTY PUCKA MO, Bo3HuKawowwero B pesynbtate OMACHbIX CUTYALI,
npuuMHOI KoTopbIX fBnseTcs MO, ykazaHa Bo BcnomorartesibHom MNMPOLIECCE, onncaHHOM B paszene 7.

BA3 Knaccudukauma 6esonacHoctu MO

PUCK, cBsizaHHblii ¢ MO (kak ¢ HeoTbemnemMoli yacteto MEANLUMHCKOrO U3AENNA, nim Kak ¢ npuknaabiBae-
MbiM K MEOAVUMHCKOMY U3AENNIO, unn Kak ¢ camoctostensHeiM MEAVUMHCKNM W3OEVEM), ucnonb3yetca B
KayecTBe BXOZHbIX JaHHbIX A8 CXeMbl knaccudmkaumm 6esonacHocTr MO, koTopas 3atem ycTaHaBnmeaeT MPOLIECCHI,
ncnosb3yLmecs npy paspaboTke 1 TexHuueckor nogaepxke Mo.

PUNCK paccmatpuBaeTcs kak kKoMOuHauus Tshxkectn BPELA 1 BepoATHOCTU ero BO3HMKHOBEHUSI. He cyuiecTByeT
06LLEenpn3HaHHOro MeTofa KO/IMYECTBEHHOTO OnpefeneHns BeposATHOCTM BO3HMKHOBEHMA OTKa3a nporpaMmMHoOro obecne-
yenus. Ecnm MO 3ageiicTBOBaHO B NOC/NEA0BATENBHOCTM WM KOMOUHALMWN COBLITWIA, NMPUBOASLLMX K OMACHOW CUTY-
ALUNW, TO BEPOATHOCTb BO3HUKHOBEHWSA OTKa3a NPOrpaMmHOro obecnevyeHmss He MOXeT ObiTb yuTeHa npv onpeaeneHun
PVICKA oT OMACHOW CUTYALIMWN. B Taknx cuTyaumax LienecoobpasHo pacCMOTpeTh BEPOSITHOCTb HanXyALLIero c/iyyas
N YCTaHOBUTb BEPOSTHOCTb BO3HWKHOBEHMWSI OTkasa MO paBHOi 1. ECim eCTb BO3MOXHOCTb OMNpefenTb BeposTHOCTb
[N OCTa/bHbIX COGLITWIA B NOCNe[0BaTe/IbHOCTY (UTO BO3MOXHO, EC/IM OHW He SIBMISKTCSA MPOorpamMHbIMK), TO 3Ta Be-
POSTHOCTb MOXET ObITb MCMO/SIb30BaHa 419 onpeaeneHns BEPOSITHOCTU BO3HUKHOBEHUS OMACHOW CUTYALUUN (Pl Ha
pucyHke B. 2).

B HeKoTOpbIX Cly4yasx HEBO3MOXHO OMpeaeniuTb BEPOSATHOCTb OCTa/lbHbIX COGbITWIA B MOC/eA0BATENbHOCTM U
PUCK cnegyet OLIEHVIBATb Tonbko Ha ocHoBe xapakTepa BPE/A (BeposiTHOCTb BO3HUKHOBEHWS OTMACHOW CUTYA-
LIV pomkHa 6bITb ycTaHoBneHa pasHoli 1). OMPEAENEHVE PUCKA B aTux cnyyasx JO/MKHO ObiTb COCPeaoTO4YEHO Ha
TSDKECTV BPEJA, NpuumMHeHHoro B pesynktate OMACHOW CUTYALIMW. Cy6beKTUBHbIE OLEHKM BEPOSITHOCTU MOTyT
ObITb CAEMNaHbl HA OCHOBE K/IMHUYECKNX 3HaHWUIA, YTOObI OT/IMUUTL OYEBUAHbIE 4151 MEAULMHCKOrO crneupyanicTa otkasbl oT
TeX, KOTopble He 6yayT 06HapyXeHbl 1 ¢ 6OMbLUEe BEPOSATHOCTLIO NPUBEAYT K NpuymHeHuo BPEJA.

OnpegeneHve BEPOATHOCTN BO3HMKHOBEHMA OMACHOW CUTYALIW, npusogsAwein k MPUYMHEHNIO BPEJA (P2
Ha pucyHke B. 2), kak npaBusio, TpebyeT KIMHUYECKMX 3HaHWI A8 NpoBefeHus pasrpaHnyeHns mexay OMNMACHbIMA CU-
TYALNAMW, B KOTOPbIX KNMHMYECKas NpakTuka BeposiTHelt Bcero npegotspatut BPE/L, n OMACHBIMA CUTYALUMNAMUA,
KOTopble ¢ 60/bLueli BEPOSTHOCTLIO NpMBEAYT K NpuunHeHuto BPELA.
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MpumeyvaHune
P1— BepoATHOCTb BO3HWMKHOBEHWS OMACHOW cuUTyaumu;
P2 — BEpOATHOCTb BO3HWMKHOBEHWSA OMAaCHOM CUTyauuu, NPUBOAALLEN K MPUYUHEHWIO Bpeda.

PucyHok B.2 — HarnsgHoe npegcTtaeneHve B3anmocsasm ONACHOCTW, nocnepgoBatensHOCTM COOLITUIR,
OMNACHOUW CUTYAUMWN n BPEOA — 3ammcTBoBaHo 13 ISO 14971:2007, npunoxexve E

Ecnn NMPOIrPAMHAA CUCTEMA nopapasgensetca Ha NPOMPAMMHBIE COCTABHBIE YACTW, 1o kaxgasa MPO-
MPAMMHAA COCTABHAA UACTb MOXeT MMeTb CBON COBCTBEHHBIN Knacc 6e3onacHocTu MO. Onpegennts PUCK, ces-
3aHHbIl ¢ oTkasom MPOTPAMMHOW COCTABHOIN YACTW, MOXHO TO/LKO:

- ecrm APXUTEKTYPA CUCTEMbI 1 APXUTEKTYPA MO onpegensiioT pons MPOTPAMMHOMN COCTABHOW YA-
CTW CTOYKM 3peHus ee HasHayeHVst 1 B3anMOoAeicTBIA € APYrMMX MPOrpaMMHbIMK 1 annapaTHbIMU 3/1IEMEHTamu;

- ecnu n3meHerHua B CUICTEME Haxogatca nof ynpas/ieHvem;

- nocne BbinosHeHnss AHAJIN3A PUCKA gns paHHoii APXUTEKTYPbI n yctaHoBnenusi mep no YMNPABNEHUIO
PNCKOM.

HacToswmin ctaHgapT TpebyeT MUHUMaTbHOro konuyectea AEATE/IbHOCTW, HanpaB/eHHON Ha BbINO/IHEHUE Bbl-
LIeyKa3aHHbIX YC/0BWiA AN Bcex knaccos [MO.

3asepweHne JEATENIBHOCTW no noctpoeHuto APXUTEKTYPbBI MO saBnsetca nepsbiM 3Tarnom paspaboTku, Kor-
Aa onpefeneH nosHelii Habop NMPOMPAMMHbBLIX COCTABHbIX UACTEI u B xoge JAEATENIBHOCTW no MEHEI)XMEH-
TY PUNCKA yctaHoBneHo, kak NMPOMPAMMHBIE COCTABHbIE UACTUW cBA3aHbl ¢ BE3OMNMACHOCTbLHKO. CnepgosaresisHo,
3TO camblii NepBbIvi aTan B paspaboTke, Ha kotopoM NMPOIMPAMMHBIE COCTABHBLIE YACTW mMoryT 6biTb OKOHYaTENBHO
KnaccuguLMpoBaHbl COr/lacHO X ponn B obecneyeHn BE3OMACHOCTW.

[JaHHbIli aTan coOTBETCTBYET TOUKE, C KOTOPOi B ISO 14971 HauvHaeTcs YTMPABEHVE PUCKOM.

[o storo stana NMPOLIECC MEHEL)XXMEHTA PUCKA ngeHtudmumpyet mepbl no YMPAB/IEHVKO PUNCKOM B oT-
HoweHun APXUTEKTYPbI, Hanpumep go6asrieHne 3alMTHbIX NOACUCTEM UM YMEHbLUEHUE BO3MOXHOCTEW NMPUUUHEHUS
BPEJA otkasamu [MO. lNocne atoro atana NPOLUECC MEHEOXXMEHTA PUCKA ucnonssyet NPOLUECCHI, HanpasneH-
Hble Ha CHWXeHWe BeposTHOCTK oTkasa MPOMPAMMHbLIX COCTABHbLIX UACTEN. [pyrvMu croBamu, Knaccudukaums
MPOrPAMMHOWN COCTABHOW UACTU onpegensieT mepbl no YMPABJIEHUIO PUCKOM, ocHoBaHHble Ha MPOLIEC-
CAX, KoTopble JO/MKHbI K HEl MPUMEHATLCS.

N3rOTOBNTEI moryT cyecTb nonesHbiM knaccudpmuyuposatb MO fo gaHHOro atana, Hanpumep, 4Tobbl cocpeno-
TOUNTb BHYMaHME Ha HYXAALWMXCA B UCCefoBaHNM 06/1acTsX, HO Takas Knaccudvkaums foMxHa paccmaTprBaTbes Kak
npegBapuTenbHas U He UCNob30BaTbCA A1 060cHOBaHMA nponycka NMPOLECCOB.

Cxema knaccudpmkaumm 6esonacHoctn MO He npefHasHaveHa 718 cornacoBaHus ¢ knaccudmkauvein PYICKOB
cornacHo 1SO 14971. Ecim B I1SO 14971 knaccudpnkaumsi PUCKOB ocyuwiecTBnsieTcss B COOTBETCTBUM C UX TSHXKECTbIO U
BEPOSITHOCTbIO BO3HUKHOBEHMS, TO cxeMa kKnaccudmkaumm 6esonacHocty MO knaccudpmuympyet NMPOMrPAMMHBIE CU-
CTEMbI n MPOIrPAMMHbLIE COCTABHBIE YACTW B cooTtBeTcTBUM ¢ NMPOLIECCAMW, KoTopble 6yayT MPUMEHATLCS Npu
nx pa3paboTke M TEXHNYECKOW MOoAAEPXKKE.

Mo Mepe pas3BuUTMA NPoeKTa MOryT cTaTb oveBuAHbIMU HOBble PUCKW. CneposatenibHo, MEHEI)XKMEHT PUCKA
LOMKEH NPUMEHATLCA Kak HeoTbemsiemas yacTb NMPOLIECCA pa3paboTku. 310 no3sonseT paspabdorarb npoekt APXU-
TEKTYPbI, ycTaHasvBatowmii NonHbli Ha6op MPOTPAMMHBIX COCTABHbIX YACTEN, BKouasi HEO6XoauMble A/1A
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npaBuIbHOrO WYHKLMOHMPOBAHUSA C LieNblo obecnevyeHns 6e30macHOCTH, a Takke npegoTepaliatoLiye npuumHeHne BPE-
JA n3-3a 0TKa30B.

APXNTEKTYPA nporpamMMHOro obecneyeHust fo/mkHa cnocobCcTBoBaTh M30ASUMM NPOrpamMMHbIX 3/1EMEHTOB (CO-
CTaBHbIX YacTeit), KoTopble TpebytoTcs Ana 6e3onacHoin paboTbl, M ONUCbIBATL METOAbI, UCMO/b3yeMble /15 obecneyeHuns
pesyNbTaTUBHOrO pasgenerns atux MPOMPAMMHBIX COCTABHbIX YUACTEW. Pasgenenue He orpaHnumBaeTcs domsnye-
CKOli nsonsuueli (pasgen npoueccopa Win namsit) U COAEPXKUT Nt0OO0IN MexaH3M, KOTOPbIA NpefoTBpaLlaeT HeraTuBHoe
BAMsHME oaHoli MPOMPAMMHOWM COCTABHOWM YACTW Ha apyryto. [JoCTaTouHOCTb pasfenieHns onpegensieTcs Ha oc-
HOBe cBf3aHHbIX ¢ 3TUM PVICKOB 1 060cHOBaHUSA, KOTOpoe TpebyeTcs 3a[0KyMeHTUpOoBaTh.

Kak ycTaHoBneHo B B.3, HacTosAwwil cTaHgapT ucnonb3yeT TpU TepMuHa 478 onucaHus gekomnosvumm [MPO-
FPAMMHOW CUCTEMbI (BbICLUMIA YPOBEH).

PucyHok B.1 unniocTpupyeT Bo3MoxHoe pasgeneHne MPOMPAMMHBIX COCTABHbLIX UACTEN B pamkax MPO-
TPAMMHOW CUCTEMbI 1 To, Kak knacchl 6esonacHocTy MO 6yayT npumeHsTbea K rpynne NMPOMPAMMHbBIX COCTAB-
HbIX YACTEN B npouecce AeKOMNO3nLUN.

PucyHok B.1 — Mpumep pasaenenuns MPOMTPAMMHbBIX COCTABHbIX YACTEW

B npusegeHHom npumepe N3rOTOBUTE/b 3HaeT 6narogaps tvuny paspabatsisaemoro NMPOMPAMMHOIO OBE-
CNEYEHNA MEANLUMHCKOrO W3AENNA, uto NMPOrPAMMHAA CUCTEMA no npefBapuTesibHOM Knaccudmkaumm
6e3onacHocTn MO oTHocuTes K knaccy C. Mpu npoektupoBaHun APXUTEKTYPbI MO N3rOTOBUTE/b peluaeT pasge-
nmte CUCTEMY Ha 1pn NMPOITPAMMHBIE COCTABHbBIE YACTU — X, W n Z. USTOTOBUTE/Ib MOXeT pa3fennTs BeCb
Bknag MPOMPAMMHOW CVICTEMbI B BosHWKHOBeHWe OMACHBLIX CUTYALMIA Ha npuBoasiLMe K BO3MOXHOW CMepTy
wim CEPbE3HOW TPABME, 8 MPOIrPAMMHOV COCTABHOW YACTU Z, n Briag Beeii ocTasueiics MPOTPAMMHON
CUCTEMBI B OMACHbBIE CUTYALIMW, He npuBopsLie K BoamoxHoii CEPBE3HOW TPABME, B MPOMPAMMHOW CO-
CTABHOW YACTW W. MPOrPAMMHAS COCTABHASA UACTb W knaccudmumpyeTca Kak knacc 6esonacHocTu B, a MPO-
T’PAMMHAA COCTABHAA YACTbL Z oTHocuTcs K knaccy 6e3onacHocty C. MPOrPAMMHASA COCTABHAA YACTD Y,
cnepoBaTesibHO, A0/MKHa ObITb OTHECEHa K kKnaccy C (cm. 4.3 d). B cootBeTcTBUM C 3TUM TpeboBaHnem NMPOMrPAMMHAA
CUCTEMA Takxe nonydaet knacc 6e3onacHoct C. MPOMrPAMMHAA COCTABHAA YACTb X oTHocWTCS K Knaccy 6es-
onacHoct A. U3rOTOBUTE/Tb MOXeT AOKyMeHTUpoBaTb 060cHoBaHue pasgeneHuss NMPOMPAMMHbBIX COCTABHbIX
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UACTEW X nY, a Take NMPOTPAMMHBIX COCTABHbIX UACTEW W 1 Z, 4To6bl 06ecrneuunTh LefoCTHOCTL pasaeeHus.
Ecnn pasgenenve mexay NPOrPAMMHBIMA COCTABHBIMA YACTAMU X 1Y HeBo3MoxHO, To NMPOTPAMMHAA CO-
CTABHAA YACTb X go/mkHa 6bITb OTHECEHA K Knaccy 6e3onacHoctu C.

B.4.4 YctapeBwee/Hacnegyemoe NO

Moppasgen 4.4 yctaHaB/vMBaeT Mpouecc NpUMMEHeHUs HacTtoswero ctaHgapta K YCTAPEBLWEMY MNPOIMPAMM-
HOMY OBECIMEYEHWIO. B HekoTOpbIX pervoHax MOXeT notpe6osaTbcs, uTtobbl N3TOTOBUTE/Ib npogeMOoHCTpupo-
Ba/1 COOTBETCTBME CTaHAAPTY 418 NOsyyYeHMs ogo6peHus perynupyowmx opraHos NMPOMPAMMHOIO OBECIMEYEHUNA
MEOVNLIMHCKOIO U3AENNA, gake ecnv 310 NporpaMMHoe obecrnieyeHne 6b110 pa3paboTaHo A0 MOSIB/IEHUS TEKyLLEl
Bepcumn ctaHgapta (YCTAPEBLLEE MO). B atom cnyyae Tpe6oBaHus pasgena 4.4 npegoctasnsioT M3FrOTOBUTEMO
cnocob npogemoHcTpupoBaTth cooTBeTcTBMe YCTAPEBLUEIO MO HacTosilweMy cTaHgapTy.

N3rOTOBUTE/Ib MOXeT onpesesnTb, YTO PETPOCNEKTMBHAA LOKYMEHTALNS YXXe 3aBEPLUEHHOrO XN3HEHHOTO LIMK-
na pa3paboTky, BbINOSHAEMAasA Kak U30/IMpPOBaHHasA AEeATeNbHOCTb, HE NPUBOAUT K CHUXeHu0 PVICKA, cBa3aHHOro C uc-
nosib3oBaHWeM NpoaykTa. STOT Mpouecc NPUBOAUT K UAeHTUdMKaumM nogmHoxectsa suaos JEATE/IBHOCTW, onpe-
[JeNeHHbIX B HACTOsILLEeM CTaHfjapTe, YTO AeNCTBUTENbHO NPUBOAUT K CHkeHUo PUICKA. HekoTopble AONONHUTE bHbIE
Lenm, nogpasymMeBaeMble B 3TOM MPOLECCe, 3aK/1H04aloTca B CneayoLwem:

- Heobxogumasa JEATE/IbHOCTb n ntoroBas AOKYMEHTauMs AO/HKHbI OCHOBBIBATLCA HA CYLLECTBYHOLLENA [OKY-
MEHTaLWN 1 UCMOoSb30BaTh ee, IAe 3T0 BO3MOXHO,

- N3rOTOBUTE/Ib fo/mkeH ncnosb30BaTh Pecypebl 419 MakCUMasibHO pes3y/ibTaTUBHOMO CHMeHns PUICKA.

B gononHeHve K nnaHy, onpegenstowemy nogMmHoxectso suaos JEATENIbHOCT, koTopble HEO6X0AMMO BbINOSI-
HUTb, Pe3y/bTaToOM Mpouecca AB/SITCA 06bEKTMBHbIE CBUAETENLCTBA, NOATBEPXAaoLWye 6e3onacHoe JasibHelilee nc-
nonb3oBaHne YCTAPEBLLUEIO MO, a Takke kpaTtkoe 060CHOBaHME 3TOro BbIBOAA.

PUCKW, cBsA3aHHbIe C nnaHnpyemMbiM NpogosmkeHemM mucnons3osadma YCTAPEBLUENO [0, 3aBUCAT OT KOHTEKCTa,
B KOTOPOM OHO ByAeT NCnonb3oBaTbCs 419 CO34aHNsA MPOrPAMMHOW CUCTEMbI. U3rOTOBUTE/b 6yaeT LOKYMEeHTU-
poBaTb BCe BblfiB/ieHHble ONMACHOCTU MEAVMUMHCKOIO U3AENNA, cesasaHHble ¢ YCTAPEBLLUMM TMO.

B 4.4 TpebyeTca BCECTOPOHHAS OLEHKA MMEIOLLMXCSA MOCTNPOM3BOACTBEHHBIX AAHHbIX, MOyYeHHbIX ans YCTA-
PEBLLEIO IO 3a Bpems ero npou3BoACTBa Y NPUMEHEHUA. TUNNYHbIE UCTOYHUKM AaHHbIX Ha CTaauu NOCTNPOM3BOACTBA
BK/THOHAIOT:

- HebnaronpusATHbIE COBbLITUSA, CBS3aHHbIE C U3Le/nem,

- OT3blBbl, NOJTy4YEHHbIE OT NOsb30BaTeNIeil n3nenus, u

- AHOMANNW, o6HapyxeHHble U3FTOTOBUTEEM.

XoTs He cyLlecTByeT eAMHOr0 MHEHUS B OTHOLLEHWM MeToAa MepCrneKTMBHOIO KOJIMYECTBEHHOIO onpefesieHns Be-
POATHOCTV BO3HUKHOBEHMS OTKa3a nporpaMmmHoro obecneyenust, agns YCTAPEBLUEMO MO MoXeT 6biTb AOCTYMHA YMECT-
Has MHdopmauusa No MocTnpou3BoACTBY. ECnv B Takmx ciydasX BO3MOXHO KOMIMYECTBEHHO OMNpefennTb BEPOATHOCTb
cobbITUii B NOCNEeA0BATENIbHOCTW, TO KO/IMYECTBEHHOE 3HAYEHVME MOXET OblTb UCMO/b30BAHO /1A BbIPQKEHNS BEPOAT-
HOCTV BO3HUKHOBEHWSA BCe nocnefosareslHOCTY COObITUI. EC/n faHHas KonMyecTBeHHas OLleHKa HEeBO3MOXHA, Liese-
C006pa3HO yuMTbIBaTb BEPOATHOCTb HaVXyALIEro C/yvyas W NPUHATbL BEPOATHOCTb BO3HUKHOBEHWSA COOSi MPOrpaMMHOro
obecrneyeHnss pasHoii 1.

Onpepenexnne N3rOTOBUTEJIEM Toro, kak YCTAPEBLLEE MO 6ynet ncnonb3oBatbes B 06wein APXUTEKTYPE
CUCTEMbI MEANLIMHCKOIO U3AENNA, aensetcsa Bknagom B oueHky PUCKA. PUCKIN, koTopble HEOBXOAMMO YyUnTbl-
BaTb, COOTBETCTBEHHO pa3NnyatoTCs.

- Korpa YCTAPEBLLEE IMO 6b110 6€30MacHo 1 HaAeXHOo rncnosib3osaHo 1 N3rOTOBUTESb xenaeT NPOAO/KNTL
€ro npuMeHeHne, T0 060CHOBaHME AasibHENLIEero NCNob30BaHMs AO/MKHO 6a3MpoBaTbCA B NEPBYI0 0Yepedb Ha OLeHKe
PVCKA, npoBefeHHOI Ha OCHOBE MOCTMPOU3BOACTBEHHbIX 3amnuceil.

- Mpy NOBTOPHOM ucnonb3oBaHUM YCTAPEBLUEIMO MO ans co3ganust Hosoli NMPOTPAMMHOWM CUCTEMbI npea-
nonaraemoe ucnosib3osaHne YCTAPEBLLEIO MO MOXeT oT/MyatbCca OT ero nepsoHavyasibHOro npegHasHayeHus. B atom
cnyuae oleHka PUCKA fomkHa yunTbiBaTb M3MEHeHHbI HaBop OMACHbIX CUTYALIW, koTopble MOFYT BO3HUKHYTb
n3-3a oTkazos YCTAPEBLLEIO TMO.

- MosTopHO ucnonbdyemoe YCTAPEBLIEE MO MOXeT MCNonb30BaTbCA MO aHa/IOTMYHOMY HasHadeHuto, Ho 6e3
nHterpaumm B Hosyto NMPOIMPAMMHYIO CUCTEMY. B atom cnyyae oueHka PUCKA goskHa yuuTbiBaTb U3MEHeHne Mep
no YNPABJIEHNKO PUCKOM apXxuTekTypbl B COOTBETCTBUM C 5.3.

Korga YCTAPEBLUEE MO 6ygeT usMeHeHO M UCNo/ib30BaHO B HOBOW MPOrPAMMHOW CUCTEME, WU3rOTOBW-
TEJIKO cnepyeT paccMOTPETb BOMPOC O TOM, Kak CyLLecTByoLme 3anucy 0 6e30nacHoi 1 HadexHoin pabote MoryT 6biTb
NpV3HaHbl HefelCTBUTE IbHBIMW B pe3y/ibTare N3MeHEHWA.

M3meHeHns B YCTAPEBLUEM TO f0/KHbI BbIMNOSIHATLCA B COOTBETCTBUN C pasgenamm 4—9 HacTosLero ctaHaap-
Ta, BK/IOYasA OUEHKY Bo3gencteus mep no YMPAB/IEHUKO PUCKAMW B cootBeTcTBUM C 7.4. B cnyyae YCTAPEBLLEIO
MO cywecTaytowme mepsbl o YMNPABTEHNKO PUCKAMW moryT 6bITb HE MOSIHOCTLH AOKYMEHTUPOBaHbI U 0CO60E BHUMA-
Hue cneayeT yaenuts OLIEHKE noTeHuManbHOro BO3AENCTBUA M3MEHEHWIA, NCNO/b3Ys UMELLMECs 4OKYMEHTMPOBaHHbIE
NPOEKTHbIE 3anuncK, a Takke onbIT /nL, 061ajatoLmX 3HaHUAMK O cUCTEME.

CornacHo 4.4 N3rOTOBUTE/Ib npoBoaMT aHa/ M3 paspbiBoB (Npo6esioB), 4TOObLI OnNpefenutb SOCTYMNHY [OKY-
MEHTauWIo, BK/IloHas 0ObEKTUBHbIE CBUAETENbCTBA BbINOMHEHHbIX 3AJAY, co3paHHyo BO Bpemsi paspaboTkn YCTAPEB-
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LLIErO MO, n cpaBHUTL ee ¢ 5.2, 5.3, 5.7 u pa3genom 7. TUnnuHble warn 419 BbINOMHEHMA AAHHOTO aHann3a paspbiBOB
(Npo6enoB) BKOUALOT:

a) naeHTMdmkaumo YCTAPEBLLUEINO MO, Bkaodas BEPCUIKO, pepakuuto v nitobble gpyrve cpeactBa, Heobxoau-
Mble A48 YETKOI UAaeHTUUKaLmm:

6) OLEHKY cyuwectsytowmx NOCTABNAEMbBIX PE3Y/IbTATOB, cOOTBETCTBYIOLMX pesyfbratam, Tpebyembim
5.2, 5.3, 5.7 v pasgesnom 7,

¢) OLIEHKY umetowmxca 06bEKTUBHBIX CBUAETENLCTB, JOKYMEHTUPOBAHNE paHee NMPYMEHSBLUECA MOAENN Xn3-
HEHHOro LuKia pa3paboTky NporpamMMHoro obecneveHus (Npy HeobxoaumMocTK):

d) OLLEHKY agekBaTHOCTM CyLlecTBytowein aokymeHTauumn no MEHEIXKMEHTY PUCKA c yyeTtom 1SO 14971.

MpuHMMasi BO BHMMaHWE NPOBEAEHHbIV aHaIM3 pa3pbiBoB (Npobenos), N3TrOTOBUTE/Ib oueHUT noTeHumanbHoe
cHmkeHne PVCKA B pesynbTate co3gaHusa HegocTatowmx NMOCTABTAEMbIX PE3Y/IbTATOB v cBsi3aHHOW C HAMKU [JEA-
TENbHOCTW, a Takxe paspaboTaeT nnaH BbinonHeHusa JEATENIbHOCTW u co3gaHusa HepocTawowmx noka NMOCTABA-
EMbIX PE3Y/IbTATOB ans 3akpbIT!s 3TUX PaspbIBOB.

CHmxeHne PUCKA [o/mkKHO ypaBHOBELUMBATbL NMpeumyLLecTBa NpMMEHeHUss npouecca paspaboTkn nporpaMMHOro
obecneyeHnss B COOTBETCTBUMN C pa3fesioM 5 ¢ BO3MOXHOCTBH TOro, YTo Mmoamcukaumsa YCTAPEBLUEIO MO 6e3 nosHoro
3HaHMA UCTOPWUM ero pa3paboTkM MOXET MPUBECTM K MOSIB/IEHUIO HOBbIX AeEKTOB, KOTOPbIE YBENMYMBAKOT pUck. HekoTo-
pble an1emMeHTbl pasgena 5 MoryT ObiTb OLEHEHbI Kak MMeloLye He3HaUYMTeTlbHOe B/IMSIHWE WU NOJSTHOCTBLIO HE BAWSOLLME
Ha cHwkeHne PUCKA, korga 310 genaetcs noctdhaktym. Hanprmep, getasibHOe NPOEKTUPOBaHUe 1 Bepudmkaums moay-
na cHwxaT PUCK B nepByto oyepeb B npouecce pa3paboTky HOBOrO NporpamMmHoro obecneveHuss Ui pedaktopuHra
CYLLeCTBYHOLLIEro NporpaMMHoro obecneyeHus. Ecnvm atu Lenm He 3annaHuMpoBaHbl, U30MPOBaHHOe BbinosiHeHve OEA-
TENIbHOCTW MOXeT nNpuBecTn K CO34aHUI0 LOKYyMeHTauun, Ho He npuBedeT K CHmkeHno PUCKA.

Kak MvHMMYyM, nniaH yCcTpaHeHusi pa3pbiBoB (MPOGENOB) KacaeTcsi OTCYTCTBYHOLLMX 3anuceli TectupoBaHus MPO-
TPAMMHBIX CUCTEM. Ecnm OHY OTCYTCTBYIOT WM He NOAXOAAT ANsi 060CHOBaHUA NPOAO/HKEHNUA UCNOb30BaHus YCTA-
PEBLLEIO IO, niaH ycTpaHeHns pa3pblBOB JO/KEH BKIOYAThb Co3AaHne Tpe6osanunii kK MIPOMPAMMHON CUCTEME Ha
(QYHKLMOHANIbHOM YPOBHE B COOTBETCTBUM C 5.2 U TECTMPOBAHNE B COOTBETCTBUM C 5.7.

JokymeHT1poBaHHOE 060CHOBaHVE AasibHeliwero ncnosb3oBaHust YCTAPEBLLENO MO ocHoBbIBaeTCcs Ha MMeto-
LLUMXCA 0OBEKTUBHBIX CBMAETENbCTBAX U pe3yfibTatax aHasm3a, nonyyeHHbIX B Xxofe oueHkn PUCKA 1 pa3paboTkv nnaHa
YCTpaHeHMA pas3pbiBOB, COOTBETCTBYIOLMX KOHTEKCTY NOBTOPHOTO Mcnonb3osaHua YCTAPEBLUEMO MMO.

O6ocHOBaHWEe AaeT NOMOXUTENbHbLIA apryMeHT B MOMb3y 6e3onmacHoi 1 HagexHoi pabotbl YCTAPEBLIEIO MO
B KOHTEKCTe M/1aHNpyemMoro MoBTOPHOrO MCMO/b30BaHWsA, NPUHUMAs BO BHYMaHWE Kak 3anucu o MocTnpou3BOACTBE, [0-
cTynHble agnsa YCTAPEBLUEIO MO, tak u MEPbI MO YMPABNEHWKO PUCKOM, cBsi3aHHble C 3ano/iHEHWEM Npob6esioB B
npotiecce.

Mocne nosTopHoro mcnosib3osaHnsa YCTAPEBLLEIO MO B cooTtBeTctBUM C 4.4 Te yactn YCTAPEBLUEIO MO, ana
KOTOPbIX COXpaHsATCA paspbiBbl (Npobensl) B MOCTABMAEMbBIX PE3Y/IbTATAX, npogomkaroT octaBatbes YCTAPEB-
UMM O n moryT 6bITb PacCMOTPEHbI A1 Aa/IbHENLEro NOBTOPHOro UCMONb30BaHMs B cooTBeTcTBUM € 4.4. Korga pas-
pbiBbl (MPoGeskl) B pesybratax ycTpaHsaoTes nytem nameHeHnss YCTAPEBLUEIO MO, n3meHeHus A0MKHbI BbINOHATLCS
B COOTBETCTBUU C pasfesamuv 4—9 HacTosLLero crtaHgapTa.

B.5 MPOLECC paspaboTtku MO

B.5.1 MnaHnpoBaHue paspaboTtku MO

Llenbto gaHHON aeaTenbHOCTM ABnsieTcs nnaHvpoBaHne 3ALAY paspabotkm MO gna ymeHblweHns PUCKOB, Bbl-
3blBAEMbIX NPOrpaMMHbIM ObecrneveHrem, coobLleHre 3a4a4 1 Lenein yyacTHMkam rpynnbl paspaboTku, a Takke obecne-
YyeHre BbINoHeHWs TpeboBaHwil K kayectsy CUCTEMbI gns MO MEJVLIMHCKNX V3OENN.

JEATENBHOCTbL no nnaHmposaHuio paspabotkv MO moxeT aokymeHtuposatb 3AJAYM B eguHOM nnaHe wnv B
pa3nnuHbIX nnaHax. Hekotopble N3TOTOBUTE/IN MoryT ycTaHaBnvBaTb MOMUTUKM U MPOLEeAypbl, KOTOPble NMPUMEHS-
toTcs K paspaboTke Bcero MO ansa ceovx MEAVLVHCKUX U3OESINA. B aToM ciyyae nnaH MOXeT MPOoCTO CCbLIaThes
Ha CyLlecTByloLWMe MONUTUKM 1 npoueaypbl. Hekotopble N3TOTOBUTEIA MoryT noArotoButb nnaH win Habop nnaHos
Ans paspabotkn kaxgoro MO MEAMLIMHCKUX U3OENNW, koTopble BAEKYT 3a COBOii feTaslbHO YCTaHOBSEHHbIE BUAbI
LEATENBbHOCTW u ccbinatotes Ha obwme npoueaypbl. pyras BO3MOXHOCTb COCTOMT B TOM, YTO M/iaH win Habop nna-
HOB Mpucnoco6neH ans paspaboTtkm kaxaoro MO MEAVLIMHCKNX 3OENNN. MnaHvpoBaHve cnegyeT onpeaenaTb Ha
YPOBHe AeTanmzauun, Heobxoammoli ans ocyulecteneHns NMPOLIECCA pa3paboTku, M OH [0/MKEH GbITb NPOMNOPLMOHAIEH
PWCKY. Hanpumep, CUCTEMbI unun anemeHTbl ¢ 60s1ee BbICOKOW cTeneHbio PUCKA fomkHbl nogumHaTbes MPOLIECCY
pa3paboTku ¢ 6onee ctporummn TpeboBaHmaMu, a SAOAUN cnepyeT usnaratb 60nee AeTasbHO.

MnaxmpoBaHve aBnsetca utepatmeHoin AEATE/NIbHOCTBIO, koTopyto cnedyeT nepecmarpvBaTe U OGHOBASATH MO
Mepe pa3BuTUA pa3paboTku. MNnaH MOXeT pas3BuBaTbCs, YTOObI BKIOYATb GO/LLUYIO U YLy MHGOpMaLuio, No mMepe
TOro kak 6onbLue y3HatoT 0 CUCTEME u ypoBHe ycunuid, Heobxoammbix ans passutns CUCTEMbI. Hanpumep, Havanb-
HasA knaccudpmkaumsa 6esonacHoctn MO CUCTEMbI MoxeT n3MeHnTbCA B pesynbrate ocylwecTsrieHns NMPOLUECCA ME-
HEIKMEHTA PUCKA wn pa3ssutus APXUTEKTYPbI nporpammHoro obecneveHusi. B HEKOTOPbIX Criyyasix MOXET ObITb
NPUHATO peLleHve o BkoYeHun NMOHM B CUCTEMY. BaxHo, 4TO6bl NiaHbl OGHOBASAMNCE C LeNbo 0TPasnTb B HUX TEKy-
wue 3HaHuA o CUCTEME u ypoBHe ycunuii, Heobxogumom ans CUCTEMbI win ee anemMeHToB, YTOObI 06eCneunTb Haj-
nexauee ynpaeneHune NPOLIECCOM pa3paboTku.
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B.5.2 AHanus Tpe6osaHuii K MO

[aHHas pesatenbHocTb TpebyeT oT MSTOTOBUTENA ycTaHOBUTL U BeputhmumpoBaTb TpeboBaHusa K NporpammHo-
My obecneveHunio ana MO MEOVMUMHCKOIO U3AENNA. YcTaHoBNEHNE BepUdMUMpYEeMbIX TPEOOBaHUI KpaitHe BadKHO
ONs onpefeneHns Toro, YTo A0/HKHO ObITh cO34aHo, AN onpegenenus, uyto NO MEANLUMHCKOrO U3LEMNA dyHKumo-
HUPYET JO/MKHLIM 06pa3oM, a Takke A1 AEMOHCTpauun, YTo 3aBeplueHHoe MO MEAVLIMHCKOIoO U3AE/NNA rotoBo k
ncnonb3oBaHnio. C Lenbio AEMOHCTPaLMM UMNAeMeHTaummM TpeboBaHuii CoracHo 3ambICily, Kaxaoe TpeboBaHve [OMKHO
ObITb YCTAHOB/IEHO TakuM 06pa3oM, YTO6bI MOXHO ObINO YCTAHOBUTL OOBEKTVBHbIE KPUTEPUW AN NPOBEPKM NPaBU/IbHOM
umnnemeHtauun. Ecim MPOLIECC MEHEIKMEHTA PUCKA wmsgenus npegbssnset TpebosaHusa k MO ans ynpaene-
HWA BbisBNIEHHbIMU PUCKAMW, 3t TpeboBaHWA A0/DKHbI ObITb UAEHTUULMPOBaHLI B TPE60BaHMAX K NPOrpamMmmMHOMY
obecneyeHnto Takum 06pa3oM, YTOObI caenaTb BO3MOXHbIM npocnexuBaHme mep no YMPABMEHWIO PYCKOM pgo Tpe-
60BaHWin K MporpaMMHOMY obecneyeHnto. Bce TpeboBaHUSA K NporpaMmmMHOMY O06ecrneyeHunio cnegyeT onpefensitb Takum
obpas3om, 4Tobbl caenatb BO3MOXHON gemMoHcTpaunto NMPOC/IEXXVUBAEMOCTW mexay TpeboBaHNEM U TECTMPOBAHNEM
MPOrPAMMHOIO OBECMNEYEHNA CUCTEMbI. Ecnu perynupytowime TpeboBaHUsa HEKOTOPbIX CTpaH TPebytoT COOTBET-
CTBUSA crneumasibHbIM HOpMaM WM MeXAyHapoaHbIM cTaHAapTaMm, faHHoe TpeboBaHve AO0/MKHO ObiTb OKYMEHTUPOBaAHO
B Tpe60BaHWsAX K NporpaMMHOMY obecrneyeHnto. Iockonbky TpeboBaHUs K NPOrpamMMHOMY O6ecneyeHmnio yCcTaHaB/IMBatoT,
YTO AO/MKHO ObITb MMM/IEMEHTVPOBAHO B MPOrpamMmMHoe obecneyeHune, oueHka TpeboBaHuii TpebyeTcs 4O 3aBepLUEHUS
LEATENBbHOCTW no aHanu3y TpeboBaHuiA.

06/1aCTbI0 YaCTbIX Hegopa3yMeHuUli ABNAETCH pasnnume Mexay NnoTpebHOCTAMM NoTpeduTens, BXOAHbIMA AaHHbIMK
NPOEKTUPOBaHKA, TPeb6oBaHUSAMU K NPOrpamMMHOMY obecrneyeHunto, yHKLMOHaIbHBIMY cneumdmuKaumsamm nporpaMmMHoro
obecreyeHnss 1 cneuudgukaumMsMn nNpoekTa (au3aiHa) NnporpamMmMHoOro obecneyeHns. BxogHble AaHHble MPOEKTMPOBaHKA
SABNAIOTCA Npeobpa3oBaHneM MNOTPeGHOCTel noTpebuTens B ouumaibHO AOKYMEHTUpOBaHHble TpeboBaHusa Kk MEOW-
LNHCKOMY N3OENNIO. TpeboBaHMA K nporpammHOMy obecneyeHunto — 310 opmumanbHO JOKYMEeHTUPOBaHHbIE cneLm-
domkaumm TOro, YTOo NporpaMMHoe obecrneyeHve oTBevaeT NOTPe6GHOCTAM NOTPe6bUTens M BXOAHLIM AaHHLIM MPOEKTUPO-
BaHWsA. PYHKLMOHaSIbHbIE cneuudmnkaumMn nporpaMMHOro obecneyeHns 4acTto BK/IKOYEHbI B TPEO6OBaHNA K NPOrpamMmmMHOMY
obecneyeHvo 1 onpepensoT B AeTansX, YTO NporpaMMHoe obecrneyveHne Aenaet, yYtobbl COOTBETCTBOBATbL 3TUM Tpe-
60BaHNAM, [axe ecqim MHOTO ApYyrux anbTepHaTMBHbLIX BapyaHTOB MOXET Tak Xe COOTBETCTBOBATb 3TWM TPe6GOBaHWAM.
Creundvkauumn npoekTa NporpamMmmMHOro obecrneyeHns onpeaensioTt, Kak MO 6yaeT NpoeKkTpoBaTbC Y packiafblBaTbca
Ha COCTaBHble YacTK, YTOObl MMMNIEMEHTUPOBATL 3TV TPEOOBaHMSA 1 PYHKLUMOHA/TbHbIE cneumdvKaumm.

TpaanuMOHHO TpeboBaHMA K NporpaMmMHOMY oGecrnedeHnto, yHKLMOHaIbHbIE crneyudmkaumm u cneymdmkaumm
npoekTa ohopMNSAIOTCA Kak Habop 13 ofHOro U 6o5ee JOKYMEHTOB. B HacTosiLiee BpeMsi BO3MOXHO OdhopMmsIeH e 3TOW
MHhopMaLmM Kak 3/1IEMEHTbI JaHHbIX BHYTPU 06Lieil 6a3bl faHHbIX. Kaxablii 31eMeHT MOXeT MMeTb oauH win 6onee
NPU3HaKOB, KOTOPblE ONPeAEeNnstoT ero ueflb U ero CoOeUHeHe ¢ ApyrMMun afieMeHTamm B 6ase JaHHbIX. ITOT noaxon
JonyckaeT npejcTaB/ieH/e U nevarb pas/MuHbIX BUAOB WMHOpPMaLyK, KOTopas fyylle BCero NOAXOAUT ANS KavkOoWn
rpynnbl NpeAnonaraeMbixX nosb3osatesneli (Hanpumep, npogasLos, V3FOTOBUTE/EW, TeCTUPOBLIMKOB, ayAvTOPOB) 1
nogaepxusaet NMPOC/EXVBAEMOCTb, 4to6bl 4EMOHCTPUPOBATL COOTBETCTBME MMM/IEMEHTALMN N CTENEHN, A0 KO-
TOPOI TECTOBbIE 38/jaHNA NPOBEPSAIOT TPEOOBaHMSA. VIHCTPYMEHTLI, NOAAEPXMBAIOLLME 3TOT NOAXOM, MOTYT ObITb TakMmu
)K€ NPOCTLIMU, Kak rMNepTeKCTOBbIV AOKYMEHT, NCNO/b3YHOLWMiA runepcebiiku HTML, nim cTosb e CrioxHbIMK, kak CASE
(computer aided software engineering — pa3paboTka KOMMbIOTEPHOIO MPOrpaMMHOr0 06eCcneyeHnsi) U UHCTPYMEHTbI
aHasM3a TpeboBaHwii.

MPOLECC onpepenenns TpebosaHuii Kk CUCTEME nexuT BHe 06/1aCT NMPYMEHEHMS HacTosLLero ctaHgapra. Oa-
HaKo pelleHne 06 uMnIemMeHTaLmmn dyHkumoHana MEAVLMHCKUX U3OENVA ¢ nporpaMMHbIM o6ecriedeHnem 06bIYHO
ocyllecTenseTcsa no spems npoektmposaHmss CUICTEMbI. HekoTopble nimn Bce TpeboBaHua kK CUCTEME BblgenstoTcs
C Uefblo MMnaemMeHTaumMn B nporpammHoe obecnedenne. JEATE/IbHOCTbL no aHanu3y TpeboBaHuii K MporpammHoOMy
ob6ecneyeHno 3ak/4aeTcsd B aHan3e TpeboBaHWli MpeabsBISEMbIX K NporpaMMHOMY ob6ecneyeHunto NMPOLIECCOM
onpegenenns TpebosaHnii kK CUCTEME, 1 B noslydyeHnn NosiHOrO Habopa Tpe6oBaHuii K MporpamMmMHOMY OGecneyeHuto,
oTpaxaloLmnx BblaeneHHble TpeboBaHus.

UTtobbl 06ecneunts LenoctHocte CUCTEMbI, U3FOTOBUTE/b fgomkeH npefycMOTpeTb MeXaH13M COornacoBaHus
BHECEHMWS U3MeHeHW 1 yTouHeHnss CUICTEMHbIX Tpe6oBaHuWii A58 ucnpaeieHnst HEMPakTUYHOCTU, HECOOTBETCTBUIA N
[ABYCMbICNIEHHOCTeN 6o B ucxodHblx CUCTEMHbBIX Tpe6oBaHusix, Mbo B TpeboBaHUAX K NporpaMMHOMY obecneye-
HUtO.

MPOLECC c6opa n aHanmza CUCTEMHbBIX 1 nporpammHbIx Tpe6oBaHWn MOXET ObITb UTEPATUBHBIM.

HacTosiwmii ctaHgapT He npegnonaraeT )ecTkoro pasgenernus NMPOLIECCOB Ha gBa ypoBHs. Ha npaktuke APXU-
TEKTYPA CUCTEMbI n APXUTEKTYPA nporpaMMHOro o6ecneyeHnst 4acto OnucbiBatOTCA O4HOBPEMEHHO, a TpeboBa-
Hus K CUCTEME un nporpaMmHOMy o6ecneyeHmnto BNocaeacTBMN 4OKYMEHTUPYIOTCS B MHOFOYpPOBHEBOW hopMme.

B.5.3 APXUTEKTYPA nporpammMHOro obecneyeHus

OTa peAtenpHocTb Tpebyet, utobbl M3TOTOBUTESIb onpegenun rnaBHble CTPYKTYPHbIE KOMMOHEHTLI NporpaMm-
Horo obecrneyeHnss 1 ONpeaenvn NX OCHOBHYHO 30HY OTBETCTBEHHOCTU, @ Takke WX BHELUHe BUAMMble CBOCTBA U B3au-
MOCBSI3b MeXAy HUMW. Ecnn diyHKUMOHMpOBAHME KOMMOHEHTA MOXET BAWATb Ha ApYrMe KOMMOHEHTbl, TO OHO [O/HKHO
6bITb onucaHo B APXUTEKTYPE nporpamMMHOro obecneyeHnsi. 3T0 onmMcaHue 0COB6EHHO BaXKHO A1 acrnekToB DyHKL-
OHMPOBaHNSA, KOTOPble MOryT NoBAUATL Ha KomnoHeHTsl MEAVILMHCKOIO W3AE/NA, Haxopswmeca BHe nporpamm-
Horo obecneyeHuns (cm. 5.3.5 n BA3). APXUTEKTYPHbIE pelueHns 4pesBblualiHo BadkHbl A1 OCYLLECTB/IEHNS Mep Mo
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YMPABMEHNIO PNCKAMW. Be3 noHumMaHus (M AOKYMEHTMPOBaHUSA) acnekToB (PYHKLUMOHUMPOBAHUSA KOMMOHEHTA, KOTO-
pble MOryT NOBAUATL Ha APYr1ne KOMMOHEHTbI, NOYTU HEBO3MOXHO Aoka3aTb, 4To CICTEMA 6e3onacHa. APXUTEKTYPA
NporpaMMHOro obecneveHnsi Heobxoauma a1 obecneyeHnss NPaBuUIbLHON UMNAEMeHTauun Tpebosanuii kK MO. APXNTEK-
TYPA nporpaMmMHOro obecrneyeH1st He cuMTaeTcs 3aBepLUEHHON, ecnv Bee TpeboBaHus K MO He MOryT 6bITb pean3oBaHbl
onpegeneHHsiMy NMPOMPAMMHBIMUY COCTABHbBIMW UACTAMI. MockonbKy An3ainH 1 UMMJIEMEHTaLMSA NPOrpaMMHOro
o6ecneyeHnsn 3asucat oT APXUTEKTYPbI, APXUTEKTYPA BEPUNOUNLIMPYETCH ans 3asepweHnsn atoii JEATEbHO-
CTW. Kak npasuno, BEPUOUNKALUNA APXUTEKTYPbI BbinonHaetca nytem texHuyeckoro OLIEHUBAHWA.

Knaccudpmkauusa 6e3onacHoOCT nporpammHoOro oéecneveHnss B otTHoweHun NMPOMPAMMHbBLIX COCTABHbBIX UA-
CTEW B npouecce JEATE/IbHOCTW no paspa6oTke APXUTEKTYPbI nporpaMMHOro o6ecrneyeHusi cosgaeT ocHoBaHue
ANs nocneaywowero Bbloopa nporpammHbix NMPOLECCOB. 3anuncy 0 knaccudukaumm HaxogaTcs nog ynpasnieHnem ms-
MeHeHusIMU B cocTase GAVIA MEHEIDKMEHTA PUCKA.

MHOXeCTBO NocneayroLmx cobbITUii MOXET caenatb knaccudmkaumio HefelcTBuTebHOM. OHM BKIKOHAOT, Hanpu-
Mep:

- M3MeHeHus cneumndukaumm CUCTEMbI, nporpammHoli cneuuydmkaummn nnin APXNTEKTYPbI;

- 06HapyxeHue owmneok B AHAJIM3E PUCKOB, ocobeHHo HenpeasuaeHHbix OMACHOCTEN; un

- 0bHapyXeHVe HeoCyLeCcTBMMOCTU TpeboBaHns, 0cobeHHO mepbl no YMPABTEH/O PUICKOM.

Moatomy BO Bpems Bcex BuaoB AEATE/IbBHOCTW, cnepytowmx 3a paspaboTtkoi APXUTEKTYPbI nporpamMmmHoro
obecneuenus, knaccudvkaums MPOMPAMMHBIX CUCTEM n MPOTPAMMHbBIX COCTABHbIX YACTEW aonmxHa MEPE-
OLIEHVMBATBCHA 1, ecnn HyXHO, nepecmatpmatbCs. 3TO Bbi3blBaeT A40PabOTKy C NPUMEHEHEM A0NOoHUTE NbHbIX MPO-
LIECCOB k otgensHoii MPOrPAMMHOW COCTABHOWM YACTU B pesynbTaTe 06HOBNEHUs A0 6onee BbICOKOTO Kacca.
MPOLIECC meHemxMeHTa KoHgmrypaumm nporpaMMHOro obecneveHmns (pasgen 8) ucrnosnb3yetcs Anas obecneyeHns yse-
PEeHHOCTM B TOM, YTO BCE HEO6XOoAVMble J0PaboTkM Bblnv NAEHTU(ULMPOBAHbI U 3aBEPLLEHI.

B.5.4 [leTanbHblli Agn3aliH NporpaMmmHOro obecneyeHusi

Janvaa OEATENBHOCTbL TpebyeT oT M3TOTOBUTESA ycoseplueHcTBoBaHUs MNMPOMPAMMHBIX COCTABHbIX
UACTEW v uHTepdelico, onpeaeneHHbix B APXUTEKTYPE, uTo6bl co3gate MPOMPAMMHBIE B/IOKW 1 nx nHTepdeii-
cbl. Xota NMPOITPAMMHBIE B/IOKWN yacTto cumTaloTcs eguHUYHBbIMU (OYHKLUUSAMU UM MOLYNSAMM, 3Ta TOukKa 3pPeHust He
BCerga siBnseTcs npuemnemoii. Hactosiwmii ctaHaapt onpegensiet MPOMPAMMHBIA BOK kak MPOMPAMMHYIO CO-
CTABHYIO YACTDb, He genumyto Ha 6onee mesnkme anemeHTbl. MPOMPAMMHBIE BJIOKM MoryT NpoBepsiTbCst OTAE/BHO.
M3rOTOBUTENKO cneayet onpeaenvTb ypoBeHb geTanimzaumm MPOMPAMMHOIO B/IOKA. [leTasbHbIil gn3alii onpege-
NSET aNropuTMbl NPeACTaB/IEHNS AaHHbIX 1 B3avMogaencTemsa mexay NPOMPAMMHbBIMUA BNTOKAMW v cTpykTypamu AaH-
HbIX. JeTasbHbliA AM3aliH Takke JOMKEH kacaTbesi hopmuposaHns NMPOMPAMMHOIO MPOAYKTA. Heobxoaumo onpege-
NnTb KOHCTPYKuMto NMPOITPAMMHbBIX BJIOKOB 1 nHTEpgelicoB 4OCTATOYHO NOAPO6HO, YTOObI MOXHO 6bl10 0GBEKTUBHO
BEPV®NLIMPOBATL nx BE3OMACHOCTbD 1 pe3ynbTaTMBHOCTb, €C/IM 3TO MOXET 6bITb 06eCneveHo C UCMo/Ib30BaHNEM
Apyrux TpeboBaHuii nnm AoKyMeHTauum no paspaboTke. OH fO/keH ObiTb AOCTATOYHO MOJSHBIM, YTOObI NPOrPaMMUCTy
He TpeboBasI0Cb MPUHMMATbL MCKOUUTENbHBIX MPOEKTHLIX PELUeHU. [JeTasbHblii u3ainH Takke AO/MKEH ObiTb CBSI3aH C
apxutekTypoii MPOrPAMMHOIO OBECIMEYEHNA MEOVLIMHCKOIO N3JENNA.

MPOrPAMMHAA COCTABHAA YACTb MOXeT nogpasfenatbCAa Ha YPOBHWU Tak, YTO TOJ/IbKO HEMHOTME K3 HOBbIX
MPOrPAMMHBIX COCTABHbIX UACTEW nMnnemeHTUpytoT TpebosaHus, cBa3aHHble ¢ BE3OMACHOCTbLIO mcxogHoit
MPOrPAMMHOIM COCTABHOW YACTW. Octaswwmecs NMPOTPAMMHBIE COCTABHBIE YACTU He vMNneMeHTUpYoT
pyHKUMKM, cBszaHHble ¢ BE3OMACHOCTbBIO, 1 MoryT 6bITb MOBTOPHO KMacCMgmMUmMpoBaHbl C NMPUCBOEHNEM 60/iee HU3-
Koro knacca 6e3onacHOCTU MPOrpaMMHOro obecneyeHnsi. OfHaKO MPUHATME Takoro peLleHns camo Mo cebe ABnsAeTcs
yacTblo MPOLIECCA MEHE)KMEHTA PUCKA 1 fokymeHTupyeTcs B ®PAMNE MEHEIKMEHTA PUCKA.

MocKonbKy MMNIEMEHTaUUs 3aBUCWT OT AeTaslbHOro Au3aiiHa, Heobx0AMMO MPOBEPUTb AaHHbIA AeTaslbHblii Au-
3aliH go 3aBepwenns JEATE/IbHOCTU. BEPUOUKALMA aeTanM3npoBaHHOro An3aiiHa, Kak npaBusio, OCyLLecTB/IseTcs
nytem OLIEHVIBAHWA TexHuyeckux xapaktepuctuk. MyHKT 5.4.4 Tpebyetr ot U3FOTOBUTENA BepudmumpoBatb Bbl-
X0AHble AaHHble AEATE/IBHOCTW no getanusnpoBaHHOMY Au3aliHy. Au3aiiH onpepgensieT, kakue TpebGoBaHUS AOMKHbI
6bITb peanusoBaHbl. BEPUOUKALINA amsaiiHa obecrneymBaeT yBEPEHHOCTb B TOM, YTO AM3aliH NpaBW/ibHO peasinsyeT
APXUTEKTYPY nporpammHoro obecneyenns n He npotmeopeunt APXUTEKTYPE nporpaMMHOro o6ecneyeHus.

Ecnu gn3aiiH 6yget cogepxatb AedekTbl, TO Kof He ByAeT NpaBu/IbHO pPeasn3oBbIBaTh TPEGOBaHMSI.

Ecnun ansaiin copepxmt gedekTsl, To U3TOTOBUTE/b fo/mkeH NPOBEPUTL T XapaKTePUCTUKK Au3aliHa, KoTopble
OH cuMTaeT BakHbIMU aNns ob6ecnedveHns BE3OMACHOCTW. MprMepbl TakMx XapakTepUCTUK BKIKOYALOT:

- peasiM3aumnio NpeayCMOTPEHHbIX COObITUIA, BXOAHBIX W BbIXOAHbIX AaHHbIX, UHTEPENCoB, NOTMYECKO CXeMbI, a
Takxke BOMpPOChl pacnpeeneHns pecypcos npoLeccopa, pacrnpefeneHns pecypcos namsty, onpenesieHns owmoboK 1 uc-
K/IOUEHNI, U30NALMM OLLIMGBOK M UCKITHOYEHWIA 1 BOCCTAHOB/IEHWS Noc/ie OwnbOoK;

- onpefeneHvie COCTOAHMSA M0 YMO/TYaHNIO, B KOTOPOM YCTPaHAKOTCA BCE OTKa3bl, KOTOPblE MOrYT NMPUBECTU K onac-
HOI cUTyauum, BrIoYas cobbiTna 1 nepexogsbl;

- VHUUMaIM3aumio NepeMeHHbIX, ynpas/ieHne namsTbio; U

- «XOJIOAHYIO» U «Tersylo» rMnepesarpyski, pexum OXuaaHus U Apyrme U3MEHEHUs COCTOSIHMSA, KOTOopble MOryT
BNMATL Ha mepbl no YMPABIEHUO PUCKOM.
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B.5.5 mnnemeHTaumns n Bepudukaymns MPOrPAMMHOIO B/1IOKA

JanHaa OEATE/IBHOCTbL Tpebyer ot W3rOTOBUTENA 3anucatb v npoBeputb kog gns MPOMPAMMHBIX
B/IOKOB.

[JeTtanbHbln An3aiiH Nnpeobpa3oBbiBaeTCsa B UCXOAHbIN kogd. KogupoBaHue npedctaBnsieT co60i MOMEHT, B KOTOPOM
3aKaHuMBaeTCs OEeKOMMNo3nuMsa crneundukauuii 1 HauMHaeTCs COoCTaB/ieHne peasim3yeMoro ucnonHsemoro MO. UTo6bl
rnocnefoBarteslbHO AOCTUraTb XeslaeMbIX XapakTepuUCTUK KOAA, AO/MKHbI UCMOSMb30BaTLCA CTaHAAPTbl KOAUPOBaHUA O
onpefeneHns nNpeanoynTaemoro CTUas koamposaHus. MNprumepbl CTaHA4APTOB KOAUPOBAHMS BK/IIOYALOT TpeboBaHMs K no-
HATHOCTW, MpaBu/ia UCMOMb30BaHMA A3blKa WM OTPaHUYEHWI U CAOXHOCTbL ynpasneHus. Kog ana kaxgoro mogyns BE-
PNOUNUMPYETCH Ha npegmeT (YHKUMOHMPOBaHUSI Kak OMpefesieHo B AeTaslbHOM Am3aliHe, UM UYTO OH COOTBETCTBYET
YCTaHOB/IEHHbIM CTaHJapTam KoAMpPOBaHUs.

MyHkT 5.5.5 TpebyeT oT 3FOTOBUTESIA npoBepsTh kod. Ecnv kog He peanusyeT gu3aiiH NpaBu/bHO, NPorpaMm-
Hoe o6ecnedveHne MEOANUMHCKOIO U3AENNA He 6yeT hyHKUMOHMPOBAaTL Tak, Kak npegHasHauyeHo.

B.5.6 MHTerpaunsa n TecTMpoBaHue MHTErpauMm nporpaMmMmHoOro obecneyeHuns

JanHaa OEATENbHOCTL Ttpebyetr ot U3FOTOBUTE/A nnaHupoBaTb M peanv3oBbiBaTbh uHTerpaumo MPO-
MPAMMHbIX BJTOKOB B NPOIrPAMMHBIE COCTABHbIE YACTW Takxe, Kak 1 naterpaumo NMPOrPAMMHbBIX COCTAB-
HbIX YACTEW B 6onee cnoxHococtaBHble NMPOMTPAMMHBIE COCTABHBIE YACTW, 1 NpoBepsATb, YTO MOMYyYeHHble B
pesynbTate gaHHoi c6opkn MPOMPAMMHBIE COCTABHbBIE HACTW goyHKLMOHMPYIOT TaK, Kak npegHasHayeHo.

Moaxoa K UHTerpauum MOXeT BapbMpOoBaTbCs OT HEMHKPEMEHTHONM MHTEerpauumn 4o nboi hopmbl NOLIAroBON WH-
Terpaumm. CeoiicTea cobupaemoii NMPOrTPAMMHOM COCTABHOW UACTW AUKTYIOT BbiGUpaeMblii MeTog, UHTEerpaLum.

TecTupoBaHue uHTerpaLyn MO HanpaBneHo Ha nepegady faHHbIX 1 ynpasnenue sceli MPOTPAMMHOW COCTAB-
HOW YACTW uepe3 BHelLHVE 1 BHYTPeHHWE WHTepdelicbl. BHellHne nHTepdelickl — 3TO Te, KOTOpble UMEIOT Apyroe
nporpammMmHoe obecneyeHne, BKIOYas NporpamMHoe obecrneyeHne onepauyioHHON cucTembl 1 annapaTHble cpeacTea ME-
ANUMHCKOIro U3genus.

TOYHOCTb TECTUPOBAHMS MHTErpaLMM U YpOBeHb AeTann3aunmn OKYMEeHTauun, CBA3aHHON C TECTUPOBAHNEM WHTe-
rpauuy, [OMKHbI 6bITb consmepumbl ¢ PUCKOM, cBSi3aHHbIM C U3AeNveM, C 3aBUCUMOCTbIO U3OeNns OT NporpaMMHOro
obecneyeHnss aNsi NOTEHLMA/IbHO OMAacHbIX (UYHKLMIA, a Takke ¢ posbio onpeaesnerHbix MPOMPAMMHBIX COCTABHbBIX
UACTEW B chyHKUMOHaNe n3aenus ¢ 6onblueii creneHbio PUCKA. Hanpumep, HecMoTps Ha To, uto Bce MPOTPAMMHBIE
COCTABHbIE YACTW fomkHbl 6bITb NPOTECTUPOBAHbI, 3N1EMEHTLI, KOTOpble BANAIOT HA BE3OMNACHOCTb, AomkHbI noa-
BepratbCcsl 60/1ee Hanpas/eHHbIM, BCECTOPOHHUM U fleTasIbHbIM TecTam.

B COOTBETCTBYIOLLMX Cyyasx TECTUPOBaHWE MHTerpaumMn 4EMOHCTPUPYET NoBefeHne nporpaMMbl Ha rpaHuLax ee
BXOZHbIX U BbIXOAHbIX SOMEHOB (06n1acTeil) 1 noaTsepxaaeT peakumto MO Ha HefelcTBUTE bHbIE, HEOXWAAHHbIE U Che-
LnasibHble BXOAHbIEe AaHHble. [eiAcTBUA NporpaMmbl 06HaPYXUBAKTCA NPy BBEAEHUN KOMOMHALMKN BXOAHbIX AaHHbIX WU
HEOXWJAHHOW MoC/efoBaTe/IbHOCTM BXOAHbIX JaHHbIX, WM KOrda HapylleHbl onpefesieHHble TpeboBaHUs CUHXPOHMU3a-
umn. TpeboBaHWA TeCTMPOBAHUA B M/1aHe [0/DKHbI BK/IKOYaTb, COOTBETCTBEHHO, TWUMbl TECTUPOBaHWUSA METOAOM «6esnoro
ALWYKa», 4TOObI ObITb BbINOSIHEHHLIMU Kak YaCTb MHTErPaLyoOHHOIO TECTUPOBaHWA.

TecTvpoBaHne MeTogoM «Besoro ALWKa», Takke U3BECTHOE KakK TECTUPOBAHNE «CTEK/ISAHHOIO ALMKa», «CTPYKTYp-
HOe», «MPOo3PayYHOro AWKKa» U «OTKPbITOrO fAUKa», — 3T0 TeXHWKa TeCTUPOBaHWA, rae WUCNosb3yeTcs TOYHOe 3HaHue
BHYTPEHHEro (hyHKLMoHMpoBaHus MPOMPAMMHOW COCTABHOW UACTW, uTo6bl BbIGMpaTh AaHHble TecTuposaHus. Te-
CTVPOBaHNe MeTOOM «Befioro AWMKa» UCMonb3yeT onpegeneHHble 3HaHus o NMPOMPAMMHON COCTABHOW UYACTW,
YTOObI NPOBEPSATb BbIXOAHbIE A@HHbIE. DTO TECTMPOBaHME ABNSAETCA TOUHbLIM, TO/IbKO EC/IN TECTOBbI UHXEHEpP 3HaeT, YTo
MPOrPAMMHAA COCTABHAA YACTb pomkHa genaTb. Torga TECTOBbLIA MHXEHEP MOXET BuAeTb, korga NMPOrMPAMM-
HAA COCTABHAA YACTb OTK/IOHSIETCA OT €ro HameuyeHHoi Lenu. TecTupoBaHMe METOLOM «Besoro AlmKa» He MOXeT
rapaHTMpoBaTb, YTO Oblla peanin3oBaHa MosHas cneundukaumsa (Ha nporpaMMHoe obecneyeHme), NOCKOsbKY OHO ¢ho-
KycupyeTcs Ha TecTupoBaHWW peanusauum MPOMPAMMHOW COCTABHOW YACTW. TecTupoBaHne MeTOAOM «HYepHOro
ALLMKa», Takke U3BECTHOE Kak «MNoBefeHYecKoe», «(PYHKUMOHAIbHOE», TECTUPOBaHE «HEMNpPO3payHoro ALuka» um Te-
CTYPOBaHNE «3aKPbITOTO ALLMKa», (POKYCUPYETCA Ha TeCTUPOBaHUM (PYHKLMOHaUILHONM cneuundmkaumm n He MOXeT rapaH-
TMpoBaTb, YTO 6blIM NPOTECTUPOBAHbLI BCE PeasiM30BaHHble YacTh. Takum 06pasoM, TECTMPOBAHWE METOAOM «YEepHOro
AWMKa» ABIAETCH TECTUPOBAHMEM Ha creundukaumio 1 obHapyxvBaeT AedeKTbl NPonyCcKoB, ONpeaenss, Kakas 4yacTb
cneundukaumm He 6blna BbIMOIHEHA. TecTUpoBaHWE METOAOM «Oesnoro AlWMka» ABMSETCH TECTUPOBaHWEM Ha peanu-
3aumio 1 obHapyxuBaeT fedekTbl BbINOSHEHUS, YKa3blBas, Kakas 4acTb peanumsaumm HeucnpasHa. YTo6bl NOSHOCTLIO
npotectmpoBate NMPOMPAMMHOE OBECIMEYEHVE MEAVUVNHCKOIO U3AE/INA, moryT noTpeboBaTtbcs Kak TeCTUpO-
BaHMEe METOLOM «YEPHOT0 ALLMKax», Tak U TECTUPOBaHME METOLOM «OEoro ALMKa.

MnaHbl ¥ JOKYMEHTaUMA TeCcTMpOBaHUsA, onpeferneHHble B nogpasgenax 5.6 n 5.7, MoryT 6biTb OTAE/NbHbIMU f,0-
KyMEHTaMu, NpuBs3aHHbIMU K KOHKPETHBIM CTaAWsM pa3paboTkv WK 3BOMOLMOHHBIM NpoToTunaM. OHU MOTYT 6bITb 06b-
€[MHEHbI B €41HbIA JOKYMEHT Wi Habop JOKYMEHTOB, OXBaTbIBAOLLMX TPE60BaHNS MHOXeCTBa noapasaenos. Bee goky-
MEHTbI UM YacTb AOKYMEHTOB MOTYT ObITb BK/IHOYEHbLI B MPOEKTHbIE AOKYMEHTLI 60/1ee BbICOKOro YPOBHS, Takue Kak riaH
obecrneyeHnst kavectsa npoekta wiy MO, WM NaaH KOMMJIEKCHOTO TECTUPOBaHWS, KOTOPbLIN OXBaTbiBAET BCE acneKTbl
TECTUPOBaHNA annapaTtHbIX CPeACTB M MPOrpamMMHOro obecneyeHuns. B Taknx cnyyasx crefyeT co3fasaTb NepekpecTHyo
CCbUIKY, KOTOpas onpefenseT, Kak pasnMyHble AOKYMEHTbl MPoekTa CBA3aHbl C Kaxaoh ns 3AOAY uHTerpauum nporpamm-
Horo obecneyeHus.
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TecTpoBaHue MHTerpauum NPorpaMMHOr0 06ecrneyveHns MOXeT OCYLLECTBIATLCA B MOAENMPYEMOi cpefe, Ha nme-
owemes obopygosaHun, win Ha nosHoueHHom MEAVNLIMHCKOM U3OENNIN.

MyHKT 5.6.2 TpedyeT oT MFOTOBUTENA BepucmumnpoBathb BbixogHble gaHHble JEATE/TIbHOCT no uHterpaumm
nporpaMMHoro obecnedeHunsi. BoixogHble gaHHble JEATE/IBHOCTW no uHTerpaummM nporpammHoro obecneyeHnss — 31o
UHTerpmpoBaHHble (BCTpoeHHble) MPOrPAMMHBIE COCTABHbIE YACTI.

[JaHHble nHTerpupoBaHHblie NMPOMPAMMHBIE COCTABHbBIE YACTU fomkHblI (hyHKLMOHMPOBATL AO/MKHLIM 06pa-
30M, 4YTObbI BCe nporpammHoe obecneveHne MEANLIMHCKOIO U3AENA doyHKUMOHMPOBAIO NpaBu/ibHO 1 6e30MacHo.

B.5.7 TectuposaHue NMPOrPAMMHON CUCTEMbI

[avHas AEATE/IBHOCTbD Tpebyet oT UBTOTOBUTENA npoBepuTb OYHKLMOHA/IBHOCTL NpOrpaMMHOro obecneye-
HUA NyTeM NPOBEPKM TOro, YTO TPebOBaHNA K NPOrpaMMHOMY o6ecreyeHunio Obi/n YCrewHo pean3osaHsbl.

TectuposaHne NMPOMPAMMHOW CUCTEMbI AeMOHCTpUpYeT, YTo yKa3aHHas (hyHKLMOHAIbHOCTb AeliCTBUTENbHO
cyuwlectByeT. TectupoBaHue BEPUOULIVMPYET (oyHKUMOHA/ILHOCTb U XapaKTepUCTVKM NPorpaMmbl, Kak paspaboTaHHol B
COOTBETCTBUM C TPeBOBaHNAMU K NPOrpaMMHOMY 06ecrneyeHuto.

TecTuposanne MPOMPAMMHOW CWCTEMbI OpUEeHTMPOBaHO Ha (hyHKLMOHA/IbHOE TeCTUpOBaHMe («UepHblit
ALMK»), XOTA 6onee NpeanoyTUTE/IbHbIM MOXET OKa3aTbCa WMCMo/b30BaHe MeToaa «6enoro Awmka» (cm. B.5.6), utobbl
3thheKTUBHEN BbIMOHATL OMPeeseHHble TeCTbl, BblAeNATb CTPECCOBble YCNOBMS WK AedekTbl Mbo yBennumsaTb no-
KpbITUE MCXOAHOro Kofda KBasIMpuKaLMOHHbIX TecToB. OpraHusaumns TeCTUPOBaHWA Mo TUMaM 1 atanam SBsSeTCs rMOKO,
HO MOKpbITMe TpebosaHuii, YMPAB/IEHVE PUCKOM, akcnnyaTauMoHHash NpuUrogHoCTb U TUMbl TECTOB (Hanpumep, Hera-
TUBHbIE, NHCTAIALUMOHHbIE, CTPECC) AO0/MKHbI ObITb NPOAEMOHCTPUPOBAHBI Y 38[,0KYMEHTVPOBAHDI.

TectuposaHne MPOMPAMMHOW CUCTEMbI npoBepsieT WHTErprpoBaHHOE NporpaMMHoe o6ecrieyeHne 1 MoXeT
ObITb BbINOSIHEHO B MOAENMPYEMOI Cpefe Ha MMetoLemMcsi 060pyAoBaHMN MM Ha nonHoueHHom MEAVUMHCKOM N3-
OENNA.

Korga B MPOMPAMMHYHO CUCTEMY BHOCATCS M3MEHEHUS (faxe He6OoMbluMe), Ao/MKHA ObITb ONpeaeneHa cre-
neHs PEFTPECCNOHHOIO TECTUPOBAHMA (HO He TO/IbKO TECTUPOBaHUS OTAE/bHbIX U3MEHEHWi1), YTobbl yaoCcTOBE-
pUTbCSA B OTCYTCTBMWN HEMPEAYCMOTPEHHbIX NOGOYHbIX SBMeHUi. JaHHoe PETPECCVOHHOE TECTUPOBAHWE (1 060-
CHOBaHWe AN He NOJIHOCTbIO NOBTOPAEMOro TecTupoBaHust NTPOTPAMMHOWM CUCTEMbI) OMXHO 6biTh 3aniaH1poBaHo
1 fokymeHTupoBaHo. (Cm. B.6.3).

OTBETCTBEHHOCTbL 3a TecTupoBaHue NMPOMPAMMHOWN CUCTEMbI moxeT 6biTb pacnpeaesneHa, MpoucXoauTb B
pa3HbIX MecTax W MPOBOAUTLCA PasfiMuHbIMK opraHusaumamui. OgHako, HesaBucuMOo OT pacnpegeneHva 3A0AY, goro-
BOPHbIX OTHOLLEHUIA, NCTOYHKKA KOMMOHEHTOB Wn cpegbl (ycnoBuid) paspabotkm, NSFTOTOBUTE/Ib n3genus coxpaHseT
OKOHYaTeslbHyl0 OTBETCTBEHHOCTb 3a 06ecneyeHve nNpasuibHOrO hYHKLMOHMPOBAHWNS NPOrpaMMHOro obecrnevyeHms B co-
OTBETCTBUM C NPEAYCMOTPEHHbLIM Ha3zHauYeHeMm.

Ecnv npu TectupoBaHun Gbinn 06HapYyXeHbl Cnoco6Hble k noTopeHuto AHOMAJIAW, Ho 6bI/10 MPUHATO peLueHne
He YyCTpaHATb WX, To faHHble AHOMAJIMW pomkHbl 6biTb OLIEHEHDI B cootBeTcTBMM € aHann3om PUCKA, yTo6bl y6e-
ONTbCS, YTO OHM He BAMAT Ha BE3OIMACHOCTb unsgenvs. Heo6xogmmo NOHATb NEPBONPUYUHY M OCOBEHHOCTM MPOsiB-
nexunst AHOMAJIUW, a Takke 3a[0KyMEHTMPOBATb NPUUMHBI, MO KOTOPbIM OHW He YCTPaHSAIOTCA.

MyHKT 5.7.4 TpebyeT, uTo6bl pesynbTathl TecTuposaHnsa NMPOTPAMMHOWM CUCTEMbI 6binn OLIEHEHbI, 4To6HI
obecneunTb MoyvyeHNe OXUAaeMbIX pesysbTaTos.

B.5.8 Bbinyck O

Jannaa JEATENBHOCTDL Tpebyet oT U3rOTOBUTENA gokymeHtupoBatb BEPCUIKO Bbinyckaemoro MO MEAU-
LIMHCKOIro U3OENNA, ykasaTb, kak OHO 6blI0 CO34aH0, U CnefoBaTh COOTBETCTBYHOLMM A1 BbiNyCcka NPOrpaMMHOro
obecneyeHus npoueaypam.

N3rOTOBUTE/Ib gomkeH 6biTb CNOCOGEH MPOAEMOHCTPMPOBATL, YTO MporpaMMHoe obecrneyeHune, co3gaHHoe C
ucnonsb3oBaHvem MPOLIECCA pa3paboTku, — 3TO TO MporpammHoe obecreyeHue, KoTopoe 6bi/10 BbinylleHo. N3ro-
TOBUTE/Ib fomkeH UMeTb BO3MOXHOCTb BOCCTAHOBUTL MporpammHoe obecrneyvyeHne v MHCTPYMEHTbI, UCMOo/Ib30BaHHbIe
[N1s1 ero cosfaHus, B C/lydae ecsiv 310 noHagooutcs B OyaylueM. OH [O0/MKEH XpaHUTb, YNakoBbiBaTb W [OCTaB/SATL MPOo-
rpaMMHOe o6ecrneyeHne Crnoco6oM, MUHUMUVPYIOLLIMM BO3MOXHOCTb MOBPEXAEHUS WM HENPaBU/ILHOTO MPUMEHEHMS.
[onmxHbl BbITb YyCTAHOBMEHbI ONpeeneHHble NpoLeaypbl, 4To6bl 06ecneunTb BbinosHeHne 3A0AY Hagnexalym o06pas3om
1 C nocnefoBartesibHbIMU pesynbTaTamMu.

B.6 MPOLIECC TexHunyeckoi nogpepxku Mo

B.6.1 YcTaHOBNEHME NlaHa TeXHUYecKon noanepxkm MO

MPOLECC TexHu4yeckoli NoanepXku nporpaMmMHoro obecneyeHns otnmvaetcsa or NMPOLECCA paspaboTkvi npo-
rpaMMHOro obecrneyeHns AByms NMyHKTamu:

- N3rOTOBUTEJIHO paspeluaetcsa ucnonb3osatb MPOLIECC, MeHbLuniA, Yyem nosHbii MPOLECC pa3paboTku npo-
rpammHoro obecreyeHuns, YTo6bl OCYLLECTB/ATL ObICTPbIE U3MEHEHWNA B OTBET HA HEOT/IOKHbIE NMPO6IEMBI;

- B OTBET Ha nporpammMHble OTUETbI O NMPOBJ/IEMAX, OTHOCALLMXCA K BbinyLleHHoMY npoaykTty, U3rOTOBUTESb
He TO/IbKO peLuaeT nNpobiemy, HO eLle 1 BbINOMHAET /IOKaslbHble perynupytoline TpebosaHnsa (06bIYHO 3anycKkas akTUBHYHO
cxemy HabnogeHuns ans cbopa gaHHbIX 0 Npobaeme n ee 061acTy U g O6LEHUS C NOMIL30BATENAMU U PEryNNPYHLLMMM
opraHamu o npo6neme).

Mogpasgen 6.1 TpebyeT, 4Tobbl 3TN NMPOLIECCHI 6bi1M YyCTaHOB/EHbI B M/1aHE TEXHUYECKON MOAAEPKKM.
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JanHas AEATE/NIbHOCTbD 1pebyeT oT UIBTOTOBUTE/A co3naHusa wiv naeHtugmkaumm npoleaypbl Ans peanmnsa-
um JEATE/IBHOCTWU n 3AJAU no TexHW4eckoi nogaepxke. Ytobbl BbINOMHATL KOPPEKTUPYHOLLME AEACTBUS, YNPaBATb
N3MEHEHMSIMW MPY TEXHUYECKON NoafaepXke 1 ynpasisTb BbiNyckoM 06HoBMeHHOro MO, U3rOTOBUTEIO cnegyeT AoKy-
MEHTMPOBATL M PELLNTb NPOGAEMBI 1 3anpockl NOTpebuTeneld, a Takke ynpasiaTb Mmogudvkaumsamu MO MEAVNLMHCKO-
ro N3OENNA. 3tot MPOLECC akTMBM3MpyeTCcs, Korga ns-3a npobnem nnbo noTpebHOCTU B y/ydLIEHUN WK aganTaumm
Nno MEANLUMHCKOIO U3AE/INA noasepraeTca mogmukaumam Koga i M3MeEHSeTCa ConyTCTBYOLLAA LOKYMEHTAaLMS.
Llenb cocTonT B COXpaHeHnn LenocTHOCTM BbinyLeHHoro MO MEANLIMHCKOIO U3AENVA npu ero mogndmkaummn. 3101
MPOLIECC BwtovaeT nepemelleHne NO MEAVLMHCKOIO U3AENNA B cpeny wunm Ha nnarqopmbl, 418 KOTOPbIX OHO
nepBoHaYasibHO He 6bI/10 BbinylweHo. AEATE/IbBHOCTb, npefycMoTpeHHast HACTOALWMM MyHKTOM, xapakTtepHa ansa MNPO-
LIECCA TexHunyeckon nopgepxkn, ogHako MPOLIECC TexHuueckoli nogaepkkm MoXeT ucnons3osatb gpyrue MNMPOLEC-
Cbl HacTosALWero ctaHgapTa.

N3rOTOBUTEJTKO HyxHo nnaHvpoBaTe JEATE/IbBHOCTb 1 3AJAUM MPOLIECCA TeXHUYECKOW NOAOEPXKKN.

B.6.2 AHann3 npo6nem n mogucukaynii

JanHas JEATE/IbBHOCTD TpebyeT ot U3TOTOBUTE/IA aHann3mpoBaTb 06paTHYH CBA3b Ha NpegMeT ee 3Hauu-
MOCTH; MpPOBepPATb COoO06LLeHMss 0 npobriemMax U paccmaTpuBarb, BblovpaTb M 0400PSATb NOAXOAALME ANS BbINOSHEHWS
BO3MOXHblE BapuaHTbl Mogudukauumii.

Mpobnembl ¥ fpyrve 3anpocbl HA BHECEHVE W3MEHEHWI MOTyT MOBAWATL Ha (PYHKLUMOHa/IbHbIE XapaKTepUCTUKK,
BE3OMACHOCTb unmn peructpauymnio MEANLMHCKOIO U3LENVA B perynmpytowmx opraHax. AHasim3 Heobxoaum ans
onpeaeneHns Kaknx-Hmbyab nocneacteuii nz-sa OTUETA O NPOBJ/IEMAX 1 nosiBATCA N1 Kakue-HUbyab NocneacTBus ms-
3a MoAudmKaumm, a Takke 4519 yCTpaHeHUa Npobsemb! UK BbINOHEHWA 3anpoca. [1a NpoBepky NocpeacTBoM aHanmsa
NPOCMEXNBAEMOCTM UM PErPECCUOHHOI0 aHasI3a 0COH6EHHO BaXKHO, YTOObI BCTPOEHHbIE B M3genne mepbl no YMNPAB-
NNEHVNKO PUCKOM He 6binn HeraTvBHbIM 06pa3oM M3MEHEHbl UM MoAUMUMpPOBaHbl NMPOrpaMMHbIM 06ecrneyeHnem,
KoTopoe BHegpsieTcs kak YacTe JEATE/IBHOCTW no TexHuueckoin nopaepxkke MO. Takke BaXHO y6eanTbCs, YTO U3-
MeHeHHoe nporpaMMHoe o6ecneueHne He cosaaeT OMACHOM CUTYALW umn chuxaeT PUCK B nporpaMMHOM o6e-
creyeHnm, KOTopoe paHee He cosgasano OMACHOW CUTYALIMM nam cHkano PUCKIW. Knaccudmkaums 6e30nacHoCTy
nporpaMmMHoro obecrnevenus gns MPOFPAMMHOWM COCTABHOWM UYACTW MOXeT 6bITb U3MEHeHa, eci MogudvkaLms
NporpaMMHOro o6ecrneyeHnst B HaCTOSILLMIA MOMEHT MOXET Bbi3biBaTb ONACHOCTb nnm ymeHblwats PUCK.

BaxHO pasnnyaTb TEXHUYECKYH MOAAEPXKY NpOorpaMMHOro obecneuveHusi (pasgen 6) v pelleHne npoénem npo-
rpaMMHoro obecneuvenus (pasgen 9).

asHbiM B NMPOLIECCE TexHu4Yeckoii noaAepXky MporpaMMHOro o6ecneyeHns SBASETCA AOCTATOYHbIA OTBET Ha
06paTHyI0 CBfA3b, BO3HMKaLLy nocne Bbinycka MO MEAVUMHCKOIoO U3AENVA. Kak yactb MEAVUWHCKOIO W3-
LENNA, MPOLECC TexHnYecKol noaaepxkm nporpaMmmMmHOro obecrneyeHns AomkeH o6ecneymTb YBEPEHHOCTb B TOM, YTO:

- OTUETbI O NPOBJIEMAX, cBsa3aHHble ¢ BE3OINACHOCTbLIO, paccmaTpvsaroTCcs 1 JOBOAATCA 40 CBELAEHWUS CO-
OTBETCTBYIOLLMX PEryiMpyroLLyx OpraHoB 1 3aTPOHYTbIX NOSb30BaTeNel;

- NMPOrPAMMHOE OBECMNEYEHVE MEANLUMHCKOIO N34E/INA noBTOPHO 0406psieTCs 1 NOBTOPHO BbinycKa-
eTcs nocne mogudmkaumm n onLMasIbHOrO KOHTPOSIS, KOTopble 0GecneunBatoT yCTpaHeHne npobaembl 1 npegoTepatle-
HUe JanbHenwnx npobnem;

- NSFrOTOBUTE/Ib paccmartpusaeT, kakoe gpyroe NPOrPAMMHOE OBECIEYEHVE MEAVNUVHCKOIO N3A4E-
NNA moxeT BbITb 3aTPOHYTO Y NPeANpUHUMAaET COOTBETCTBYIOLME AECTBUS.

LleHTpom BHUMaHWS pelueHust npobnem NMPOMPAMMHOIO OBECMEYEHUA sBnseTcs OyHKUMOHMPOBAHWE KOM-
M/IEKCHON CMCTEMbI ynpaB/ieHns, KoTopas:

- aHanmsupyeT OTYETbI O NPOBNEMAX 1 ngeHtudnumpyeT Bce NOCIeACTBUA 3TOW Npobremsl;

- NpYHYMaEeT peLleHns No psay 3MeHeHuid 1 onpegensieT ux noboe Nobo4YHoe BO3AENCTBYUE;

- OCYLLECTB/IAAIET N3MEHEHUS, COXpaHAa npy aToM cornacosaHHocTb NPOIMPAMMHBIE COCTABHBLIE UACTU KOH-
SUMYPALIN, B Tom uncne B PAANIE MEHEIXKMEHTA PUCKA;

- BEPNOUNLINPYET ocyLliecTBneHne N3MEHEHWIA.

Mpouecc TEXHNYECKON MOAAEPKKM MPOrpaMMHOro obecnedeHnss ucnonbdyet MPOLIECC pewenns npobnem npo-
rpammHoro obecnevennsi. NMPOLIECC TexHMYecKkoli NnoaaepXku NporpammHoro obecnevenus paccmatpusaetr OTUET O
MPOBJ/IEMAX Ha BbICOKOM YpPOBHe (CyLlecTByeT /M npobnema, MMeeT /M OHa CylecTBeHHoe BnusiHne Ha BE3OMMAC-
HOCTb, kakue M3MeHeHWs HeobXOAUMbI U KOrfa WX OCyLecTBNATb) U ucnonb3yeT NMPOLIECC pelweHus npobnem npo-
rpamMmHoro obecnevenus g aHannsa OTHETA O NMPOBJ/IEMAX ¢ uenbto 06HapyXXeHust o6bIX NOC/IEACTBUIA 1 CO34aHNS
BO3MOXHbIX 3AMPOCOB HA M3BMEHEHWA, koTopble naeHTMUUMPYIOT BCce Hyxaawowmecsa B nameHeHun COCTABHBIE
YACTW KOH®UIYPALINW, a Takke Bce Heobxogumble warn no BEPUOUKALNIA.

B.6.3 OcywecTtBneHne mogucukaymm

JanHaa OEATENBHOCTbL Tpebyer, utobbl N3rOTOBUTE/Ib ncnonb3osas ycraHoeneHHsle MPOLIECCHI ans
BbINOSIHEHNA Mogudukaumn. Ecnm MPOLECC TexHnyeckoli nogaepXky He 6bl1 YyCTaHOB/IEH, A1 OCYLLECTBEHUS MO-
Andmkaumn mMoryT ucnonb3oBatbea nopxogsawme 3AOAUN MPOLECCA paspabotku. N3TOTOBUTE/b pomxeH Takke
obecneynTb yBEPEHHOCTb B TOM, 4TO MOAMUCOMKALMA HE BbI3bIBAET OTpMLIATE/IbHOrO BAMSHWA Ha gpyrue yactn MO ME-
ONUMHCKOIro U3JENNA. Ecnm MO MEANLUMHCKOIO U3OENNA He paccmaTprBaeTcs kak HoBas paspaboTtka, He-
06X04MM aHann3 BAMaHUA mMogudukauum Ha sce MO MEOVLUMHCKOIO N3AENNA. PerpeccuoHHblii aHam3 1 TecTupo-
BaHWe UCMO/b3YHTCA 4719 06ecneyeHns yBepeHHOCTU B TOM, YTO U3MEHEHWe He co3faso npobnem B Apyrux yactsax MO
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MEOVLIMHCKOIO U3OENINA. PerpeccuoHHblii aHanms — 3T0 ONpeesieHne BAVSHNUS U3MEHEHNS Ha OCHOBE aHam3a
COOTBETCTBYIOLLEW AOKYMEHTauumn (Hanpumep, cneundukauuii TpeboBaHuiA K NporpaMMHOMY o6ecneyeHnto, cneyudmka-
LA pa3paboTkn NporpamMmmMHOro obecreyeHunsi, UCXOAHOro KoAa, N/1aHoB TECTUPOBAHWSA, TECTOBbLIX MPYMEPOB, TECTOBbIX
cueHapvieB U T. [I.) 419 OnpefesieHns Heo6XoAMMbIX PEerpecCUOHHbIX TECTOB, KOTOpPble HEO06XOAMMO BbIMOSHUTL. Perpec-
CMOHHOE TeCTUPOBaHNe — 3TO NOBTOPHbIA 3anyck TECTOBbIX C/ly4yaeB, KOTOpble NporpamMmma paHee BbIMosIHWAa Npasuib-
HO, 1 CpaBHEHMWE TeKyLLero pesysbtara ¢ npeiplaylum pesynbTaTtoM 418 BbISBNEHUS HenpegHamMepeHHbIX NocnencTsuii
N3MEHEHUs1 NporpaMmHoro obecneyeHmns. [omkHO 6bITb caeaHoO 060CHOBaHWe, onpasgpiBatolee koamyectso PEMPEC-
CVOHHbIX TECTOB, koTopoe 6yAeT BbINOSHATLCA 4719 06ecneyeHns yBepeHHOCTU B TOM, YTO YacTu elle He MoandurLm-
posaHHoro MO MEANHCKOIO U3AENA npopomkatoT paboTaTtb Tak, Kak 1 40 BbINOJHEHUS MOAUGIMKALMN.

B.7 MPOLECC MEHEO>KMEHTA PUCKA nporpammHoro o6ecrnedeHus

MEHEI)KMEHT PUCKA nporpammHoro obecneyeHuss — 3710 yacTb nosHoro MEHEI)XMEHTA PVCKA MEAW-
LIMHCKOroO W3AENNA, koTopas He MOXET Hagnexawum obpa3oM ObiTb pacCMOTPEHa WU30/MpoBaHO. HacTtosuwuii
cTaHfapT TpebyeT ucnonb3osaHna NMPOLIECCA MEHEOXXMEHTA PUCKA, cootsetcTBytoero MCO 14971:2007. Kak
onpegeneHo B MCO 14971:2007, MEHE)XXMEHT PUVCKA npeactaBnsieT coboli 0CHOBY A/1si pesynbtatueHoro MEHE[-
YXMEHTA PUCKA B oTHowweHun MEOVUMHCKUX WU3OENA. OpHa u3 yacteii MICO 14971:2007 oTHocuTcst K YTPAB-
NEHNKO npeHTndmumpoBaHHbiMu PUUCKAMU, cBasaHHbIMK ¢ kakgoiik ONACHOCTHBIO, BbisiBrieHHON B xoge AHAJIM3A
PUNCKA. NPOLECC MEHEO>XXMEHTA PVCKA nporpaMMHOro o6ecrneydeHnsi B HacTosLeM CTaHAapTe npejHasHaveH ans
YCTaHOBMEHUSI [OMOSIHUTENbHLIX TpeboBaHuii K YMNPABNEHNIO PUCKOM pgns nporpaMmHOro obecnedeHusi, BKIKOYast
nporpaMMHoe obecneyeHune, koTopoe 6b10 onpegeneHo B xoge AHANTNM3A PUCKOB kak noTeHuMasibHO Cnoco6CTBYIO-
LLlee onacHbIM cUTyaumsam, unvM nporpaMmmMHoe obecnedveHune, koTopoe ucnosnb3yetca ana YNPABNEHNA PUCKOM ME-
AVLUMHCKOro U3gennd. NPOLECC MEHEOXXMEHTA PUCKA nporpamMMHOro obecneyeHms BKIKYEH B HACTOSLLMIA
cTaHAapT no AByM NpuunHaM:

- ueneBas aygutopua JaHHOro ctaHgapTta Ao/hKHa MOHMMAaTb MUHMMasIbHble TpeboBaHMA B OTHOLLEHUW Mep Mo
YMPABMEHVIO PUCKOM B 30He VX OTBETCTBEHHOCTUM — MpOrpaMmmMHOM obecneyeHuuy;

- 06wwmin ctaHgapt no MEHEL)KMEHTY PUCKA, NCO 14971:2007, npyBEAEHHbIN B KAYECTBE HOPMATMBHOW CCbI/1-
KW K HacToALWeMYy CTaHAapTy, He oxsatbiBaeT crneupasibHo YMNPABJIEHVE PUCKOM MO u mecto YMNPABEHUA PU-
CKOM B X13HEHHOM UMKie paspaboTku MO.

MEHEI)KMEHT PUCKA nporpammHoro o6ecnevyeHms — 310 yacTb obwero MEHE)XXKMEHTA PUCKA MEANLIVH-
CKOIro U3JENNA. MnaHbl, Npoueaypbl 1 gokymeHTaums, Tpedyemble ansa AEATE/IbHOCTU no MEHEL)XMEHTY PU-
CKA nporpammHoro obecrneyeHus, MoryT 6biTb cepueli oTAeNbHbIX 4OKYMEHTOB WM OOHUM LOKYMEHTOM, WM OHU MOTyT
6bITb MHTEerpmposaHbl B JEATE/IBHOCTb no MEHEAXMEHTY PUCKA MEOVLIMHCKOIO U3OE/NA v B AOKyMeHTa-
LMo, MPW YC/I0BUM, YTO BbINOMHATCA BCe TPEOOBaHNSA HACTOALLEro ctaHaapTa.

B.7.1 AHann3 nporpaMMHOro o6ecneyeHuns, cCNOCO6GCTBYIOLEr0 ONaCHbIM CUTyaumMsam

OxunpaeTtcs, uto aHamz OMACHOCTU uspgenua 6ynet naeHTUuLmMpoBaTh OnacHble CUTyauun U COOTBETCTBY-
towpme mepbl Mo YMNPAB/IEHVIO PUCKOM ans yMeHbLUeHUS BEPOATHOCTU WUAKM TSHXKECTU NPUYMHEHMA Bpefda OT 3TuX
onacHbIX cUTyaumii 1o AoNYCTMOro YpoBHSA. Takke npeanonaraetcs, 4to mMepbl no YMPAB/TIEHAKO PUCKOM 6yayT BO3-
JNIOXEHbI Ha MPOrpaMMHbIA (OYHKLMOHAN, KOTOPbIA, Kak oxuaaeTcs, 6yAeT peann3oBbiBaTb AaHHble Mepbl Mo YTPABJ/IE-
HVIO PNCKOM.

OfiHaKo Bpsif, /i1 MOXHO OXMAaTb, YTO BCE OMacHble CUTyauumn npuUcyLwye U3genmnio MoryT 6biTb naeHTudunLmpoBsa-
Hbl 4O TOro, Kak 6yAeT nogrotosneHa nporpammHas APXUTEKTYPA. B T0O e Bpemsi U3BECTHO, Kak (OyHKLMM NporpaMm-
Horo obecnevyeHusi 6yayT BOM/IOWEHbI B NPOrPaMMHbIX KOMMOHEHTax, ¥ MOXeT 6biTb OLIEHEHA npakTuyHOCTb Mep no
YMNPAB/EHVIKO PUCKOM, Ha3sHayeHHbIX doyHKUmAM MO. Takxke crefyeT nepecMmoTpeTb aHanu3s ONMACHOCTU nsgenus,
4TOObI BK/IHOUUTD:

- MepecMOTpPEHHbIe OnacHble cuTyauuu;

- nepecmoTpeHHble mepbl no YMNPAB/IEHUKO PVYICKOM 1 TpeboBaHusi K NporpaMMHOMY 06ecrneqeHuio;

- HOBble OMacHble CuUTyauuu, BO3HMKAlOLME K3-3a NPOrpamMmHOro obecrneyeHusl, HanpyMep onacHble CUTyauuu,
CBA3aHHble C Ye/loBeYECKUM (PakTOpOM.

APXNTEKTYPA nporpaMMHOro o6ecrneyeHust 4o/HKHa BK/IlOYaTh HaJeXHble cTpaTerum ana pasaeneHnss KOMnoHeH-
TOB MPOrpamMmMHOro obecrneyveHns TakuMm o6pasomM, YTo6bl OHN He B3aMMOAENCTBOBA/IN OMAaCHbLIM CNOCO60M.

B.8 MPOLIECC MeHemKMeHTa KOHUrypaumm nporpaMmMmHOro o6ecneyeHms

MPOLIECC meHepxmeHTa KOoHdUrypauum nporpaMmmHoro obecneyeHuss — ato NPOLECC npuMeHeHnss agMUHN-
CTPAaTUBHbLIX U TEXHUYECKNX MPOLEAYP Ha MPOTSHKEHUN XMIHEHHOTO LMKIa NPOrpamMMHOro obecrneyeHns ans uaeHtTudu-
kauun 1 onpegenenns MPOMPAMMHBIX COCTABHbIX UACTEW, Bkiouas gokymeHTaumo, B CUCTEME; ynpasneHve
NU3MEHEHMSIMU U BbINYCKOM 3/1EMEHTOB; AOKYMEHTUPOBaHME U COOOLLEHME O COCTOSHMKU 3nemMeHToB 1 3ANPOCOB HA
M3MEHEHWA. YnpaBneHue koHdurypaumeli nporpaMMHOro obecneyeHns Heob6xoaumo, 4Tobbl 06HOBUTL MPOIPAMM-
HYKO COCTABHYIO UACTb, naeHTMdmumupoBaTb €ro COCTaBHbIe YacTu 1 NPeoCTaBUTb NCTOPUIO N3MEHEHWIA, KOTOpbIe
6bl/IM B HEM OCYLLECTBJ/IEHbI.
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B.8.1 NgeHTudukauma koHdurypauum

JanHas OEATENbHOCTb TpebyeT oT V3FOTOBUTE/IA oaHo3HauHON maeHTudmkaumn COCTABHbIX YACTEN
KOH®UIMYPALMN nporpammHoro obecnedeHnst n nx BEPCUW. 3ta ugeHTudmvkaums Heobxogmma, YTo6bl onpesensith
COCTABHbIE UACTV KOH®UTIYPALUUIW 1O n BEPCUW, koTopble BKoveHbl B MO MEANLIMHCKOIO U3AEINA.

B.8.2 YnpaBnieHne nameHeHnAaMmn

[Nannasa JEATE/bHOCTb TpebyeT oT U3rOTOBUTENS ynpasnsaTh nsMeHerusmn COCTABHbIX UACTEN KOH-
PUTYPALIMN nporpammHoro obecneyeHnss v permcTpuposatb MHopmaumio, onpegensiowyto 3ANMPOCHI HA N3ME-
HEHWA 1 npepocTtasneHve AokyMeHTauuMm o6 nx mMecTtoHaxoxgeHun. JaHHaa OAEATE/IbHOCTb Heobxoauma, yTobbI
06ecneynTb YBEPEHHOCTb B TOM, YTO HECAHKLMOHWPOBAHHbIE WIN HenpeAHamMepeHHble U3MEeHeHUs1 He OblN BHECEHbI B
COCTABHbIE YACTV KOHOUIYPALINW nporpammHoro obecneyeHmns n 4to ogobpeHHsie 3ANPOCHI HA M3MEHEHUA
Obl/IM MOSTHOCTBIO OcyLlecTBeHbl U BEPUNOVLIMPOBAHbI.

3AMPOCHI HA NSMEHEHWA MoryT 6bITb 0406peHbI TPynnoi No ynpaBfieHU0 U3MEHEHUSIMU, MEHEKEPOM W
TEXHWYECKMM PYKOBOACTBOM COrM/IACHO M/iaHy ynpasfieHus KoHdurypaumei nporpammHoro obecneyenus. OpobpeHHble
3AMPOCBLI HA N3MEHEHWE npocnexwvsatotca o taktnyeckoii mogudmkauym n BEPUGUKALINW nporpammHoro obe-
cnevyeHus. HeobxoamMmo, 4TO6ObI Kaxaoe hakTUYeckoe M3MeHeHue 6bino cBsizdaHo ¢ 3ANPOCOM HA N3MEHEHUE u
cyliecTBoBasia AOKyMeHTauus, nokassiBawowas, uto 3ANPOC HA N3MEHEHWE 6bin ofo6peH. [JokyMeHTaums MoXeT
6bITb M3MEHeHa rpynmnoii No yrnpas/IEHNIO U3MEHEHUAMM, MOANUCHI0 UK 3anncbio B 6a3e JaHHbIX.

B.8.3 YueT cTatyca KoHcurypauum

[anHas JEATE/bHOCTL TpebyeT or M3rOTOBUTE/NS noaaepxusath 3anucu uctopun COCTABHbBIX YACTEN
KOH®UTYPALNIA nporpammHoro obecnevenus. 3ta JEATE/IbHOCTb Heobxoauma, 4TO6bl onpenensatb, Korga wu rae
OblIn caenaHbl U3MeHeHus. [LocTyn K 3Tol MHpopmaummn HyxeH anis obecneyeHns ygepeHHocTr B ToMm, 4To COCTABHbBIE
YACTV KOHO®UIYPALINW MO cogepxaTt ToNbKO paspelleHHble Moaudukaumnu.

B.9 MPOLIECC peweHua npobsem nporpaMmMHOro obecnevyeHus

MPOLECC pelueHns npobnem nporpaMMHoro obecnevenmss — ato NPOLIECC ans aHanmsa U pelleHns npobrem
(BKIOYAA HECOOTBETCTBWSA), BHE 3aBMCUMOCTU OT UX MPUPOLbI WM UCTOYHUKA, BKIKOYas Te, KOTOpble OOHapyXeHbl Mo
Bpemsi BbinonHeHus NMPOLIECCOB pa3paboTku, TEXHMYECKOW NoAdepxkn v apyrux. Liens coctouT B npefoctasfieHun
CBOEBPEMEHHbIX M JOKYMEHTa/IbHO NOATBEPXKAEHHBIX CPEACTB 06EeCneyeHns Toro, YTo 06HapyXeHHble NpobemMbl aHaw-
3MPYHOTCA U peLlatoTCcsl U YTO TEHAEHUMM 3ameyeHbl. JaHHbiii MPOLIECC B nuTepaType, Kacawuwelica pa3paboTku npo-
rpaMMHOro obecnevyeHunsl, MHOr4a HasblBaeTCsl «OTCNexmBaHne gedekrta». B MICO/M3K 12207 [9] n M3K 60601-1-4 [2],
nonpaeka 1, OH Ha3bIBaeTCS «peLleHne npobaemy». A ueneii HacToSLWEro cTaHgapTa 6bi1 NPUHATO pPeLUeHne HasbiBaTb
MPOLIECC «peLueHve npobsieM NporpammMHOro obecneyeHus».

JanHas JEATE/IBHOCTL Tpebyetr ot M3FOTOBUTENA wncnonb3osatb MPOLECC pelueHns npobnem, Korga
onpegeneHbl npobnemMa WM HecooTBeTCTBME. [laHHas AeATeNlbHOCTb Heobxoauma, 4To6bl 06ecneyuntb YyBEPEHHOCTb B
TOM, YTO OBHapyXeHHble Npobnemsbl NpoaHanuanpoBaHbl 1 OLJIEHEHbI Ha Bo3MoXHoe oTHoweHne nx Kk BE3OMACHO-
CTW (kak onpegeneHo B NICO 14971:2007).

MnaH (NnaHbl) WK Npoueaypbl pa3paboTky NporpaMMHOro obecneyeHns, Kak Tpedyetcs B 5.1, COCTOAT B TOM, Kak
6yayT 06paboTaHbl NPO6EMbI UM HECOOTBETCTBUA. DTO BK/IOUAET ONPeAereHNe Ha KaKA0N CTaumm XM3HEHHOTO LKIa
acnektoB MPOLIECCA pelleHns npo6aemM NporpamMMHOro obecnevyeHusi, KoTopble 6yayT Hazexalmm o6pasom oghopMm-
NIeHbl 1 3aperncTpmMpoBaHbl Toraa, korga npobnemsbl 1 HeCOOTBETCTBUS ByayT BBegeHbl B MPOLIECC pelleHuns npobnem
NporpaMMHOro obecneveHus.
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MpunoxeHue C
(cnpaBo4HOE)

B3aMMoOCBsI3b C ApYrMMUK cTaHZapTamu

C.1 O6wme NooXKeHUs

HacToswmii ctaHgapT npuMeHseTcs K pa3paboTke M TEXHUYECKOW nogaepxkke nporpaMMHoro obecneyeHuss ME-
OVLUNHCKNX U3OENNN. MporpammHoe obecneveHne MOXeT 6biTb nogcuctemoinn MEANUMHCKOIO W3JENNA v
ABMATLCA camocToATeNnbHbiM MEAVILIMHCKAM U3OEMEM. Hactoswwmii cTaHAapT npegHasHadveH An1s UCMo/ib30BaHUs
COBMECTHO C ApYTMMU NOAXOAAWMMU CTaHAapTaMun Ha npoueccbl paspabotkn MEAVLIMHCKINX I/I3,£I,Eﬂ|/||7|.

CTaHgapThl M0 MeHempkMeHTy MEAVLMHCKUX U3NENNW, Takve kak ISO 13485:2003 [8] (cm. C.2 u npuno-
xeHue D) n I1ISO 14971:2007, obecneumBaloT MeHeKMEHT OKPYXXeHUsA (cpefpbl), YTO 3akiafblBaeT OCHOBY A1 OpraHu-
3aumm paspabotkn npoaykuun. Ctangaptbl no BE3OMACHOCTW, Takme kak IEC 60601-1 [1] (cm. npunoxeHue C.4) u
IEC 61010-1 [5] (cm. npunoxeHue C.5), AaloT onpegenieHHoe PyKOBOACTBO MO co3gaHuto 6esonacHbix MEAVLMHCKNX
W3ENVN. Korga nporpaMMHoe o6ecneueHne SBNSeTCA COCTaBHON YacTbio Takux MEAMLMHCKUX VU3AENN, HacTo-
AWMA CTaH4APT COOEPXUT Bonee feTasibHOEe PYKOBOACTBO OTHOCUTENbHO TpeboBaHuil K pa3paboTke v noaaepxaHuio
6esonacHocTu MO MEANLIMHCKNX N3OEWN. MHorve apyrie 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 paccMaTpuBaTbCA Kak UCTOUYHUKUA Me-
TOAOB, MHCTPYMEHTOB U TEXHVK, KOTOpblE CrieAyeT UCNO/b30BaTh A5 BbINOSIHEHNA TpeboBaHWii HACTOALLEro cTaHaapTa.
PucyHok C.1 nokasbiBaeT B3aMMOCBA3b MeX Ay 3TUMK CTaHJapTaMu.

Ecnn untupyroTcs nosoxeHns unm TpebosaHns Apyrux CTaHgapTos, UCNoMb3yeMble TEPMUHBI B LIUTUPYEMBIX 3/1e-
MEHTax TEPMWHOB AB/IAKOTCA TEPMUHAMW, KOTOPbIE OMpefenieHbl B APYroM CTaHjapTe W He onpefeneHbl B HacTosAWweM
cTaHgapre.

PucyHok C.1 — B3ammocBsAsb koyeBbix cTaHgapTtos Ha MEANUVHCKWE N3OENA c IEC 62304

C.2 B3aumocBssb € ISO 13485

HacToswmii ctaHaapT TpebyeT, YTo6bl M3roTOBUTE b UCMO/b30BaUT CUCTEMY MeHeMKMeHTa kadecTsa. Korga msroto-
BUTe/b UcnonbayeT ISO 13485 [8], TpeboBaHNs HaCTOSALLEro cTaH4apTa HenocpeAcTBEHHO CBSA3aHbl ¢ TpeboBaHuaMN SO
13485:2003, kak 310 nokasaHo B Tabnmue C.1.
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Tabnuya C.1 — B3aumocssasb ¢ ISO 13485:2003

Paspensi/nogpasgensl HacTosawero ctaHgapra CooTBeTcTBYylOW e NYyHKTbl ISO 13485:2003
1 2
5.1 MnaHupoBaHue pa3paboTkM NPOrpaMMHOro 7.3.1 MnaHnpoBaHMe NPOEKTUPOBAHUSA Y pa3paboTKu
obecneyeHus

5.2 AHann3 TpeboBaHWii K NporpaMMHOMY 0GecneyeHnto 7.3.2 BxogHble fAaHHble /19 NPOeKTUPOBaHNA
N paspaboTku

5.3 MNpoektuposaHve APXUTEKTYPbI nporpammHoro
obecneveHus

5.4 Pa3paboTka geTasibHOro gnsaiiHa nporpaMMHOro
obecneveHus

5.5 NmnnemenTaunsa NPOMPAMMHBIX B/IOKOB

5.6 VIHTerpaumsi nporpammHoro obecneveHus u
TecTMpoBaHue nHTerpaumu

5.7 Tectuposanue MPOMPAMMHOWN CUCTEMbI 7.3.3 BbIxogHble faHHble MPOEKTUPOBaHUS 1 Pa3paboTkn
7.3.4 AHann3 npoekTa n pa3paboTkm

5.8 BbInyck NporpaMMHOro 06ecrneyeHnst Ha CUCTEMHOM 7.3.5 BEPNOUKALINA npoekTMpoBaHnst U pa3paboTku
YPOBHe 7.3.6 Banimpaumsa npoekTpoBaHus 1 paspadoTku

6.1 YcTaHoB/EHVE M/1aHa TEXHUYECKON MOAAEPKKN 7.3.7 YnpaBnieHne N3MeHeHnsIMM NpoekTa 1 paspaboTku
NporpaMmMHOro obecneyeHusi

6.2 AHann3 moaudukaummn 1 npobnem

6.3 OcyLlecTBneHne moaudukaumm 7.3.5 BEPVIOVIKALINA npoekTupoBaHus 1 pa3paboTku
7.3.6 Banugauns nNpoeKkTMpoBaHus 1 pa3paboTku

7.1 AHann3 nporpaMMHOro obecneyeHusi, CnocobCTByO-
LLIero onacHbIM cUTyaumsiM

7.2 Mepbl no YMPABJ/IEHIO PUCKOM
7.3 BEPNOUKALINA mep no YIMPAB/IEHVIO PUCKOM

7.4 MEHEIKMEHT PUCKA B OTHOLLEHUW N3MEHEHUIA
NporpaMmMHOro obecneyeHusi

8.1 ViaeHTudmkaumuss KoHdurypaumm 7.5.3 NgeHTudmkauma n MPOCNEXNBAEMOCTb
8.2 YnpaBneHne n3MeHeHUssM1 7.5.3 Vipentndmkaumsa n MPOCIEXUBAEMOCTb
8.3 YyerT craTyca KoHhurypaumm

9 Mpovecc pelueHns NpobaemM NporpaMMHOro
obecneyeHus

C.3 B3aumocBsa3sb ¢ ISO 14971:2007

Tabnmua C.2 nokasbiBaeT 06/7acTu, rAe HacToswmii cTaHgapT ycuavBaeT Tpe6oaHnus k MPOLIECCY ME-
HEO)KMEHTA PUCKA, Tpebyemoro I1SO 14971.
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Ta6nuuya C.2— B3aumocsssb ¢ ISO 14971:2007
Paspgensi/nogpasgenst 1SO 14971:2007

4.1 Mpouecc AHATN3A PVICKA

4.2 lNMpepycMOTpeHHOe NpYMeHeHne 1 onpeeneHve
XapakTtepucTuk, otHocawmxcsa K BESOMNACHOCTU
MEAVLIMHCKOIo U3JENNA

4.3 Npentudmkaums ONMACHOCTEW

4.4 Onpepenenne PUCKOB ansa kaxgoii ONMACHOW
CUTYALUNN

5 OUEHVBAHUVE PUCKA

6.1 YMeHbLleHre pucka

6.2 AHanus BosmoxHocTein YMPAB/IEHNA PUCKOM
6.3 BbinonHeHve mep no YNPABIEHNIO PNCKOM

6.4 OLUEHVBAHWE OCTATOYHOIO PUCKA
6.5 AHanIM3 COOTHOLLEHNS pUCK/Nonb3a

6.6 PVICKIW, Bo3HuKatowme B pesynbtate MEP MO
YNPABJ/IEHNO PUCKAMU

6.7 MonHota YMNPABJ/IEHA PUCKAMUA

7 OUEHVBAHWE fonyctMmMocT COBOKYMHOrO
OCTATOYHOIO PUCKA

8 Otyet no MEHE)XXMEHTY PUCKA

9 MNpoun3BoACTBEHHAA M NOCTNPOV3BOACTBEHHAA
NHGopMaums

FOCT IEC 62304—2022

CooTBEeTCTBYOWME NOAPA3LE/bl U NYHKTbl HACTOSLLEro
cTaHgapTta

7.1 AHann3 NporpaMMHOro o6ecneyeHnsi, CnocobCTByIO-
LLIero onacHbIM CUTyauusam

4.3 ' Knaccudmkaumsi nporpammHoro obecneyeHms B oT-
HOLIEeHUN 6e30nacHOCTU

7.2.1 Onpegenexvie mep no YNPABJ/IEHKO PVCKOM

7.2.2 Mepbl no YMNPABJIEHIO PUCKOM,
peanun3oBaHHble B MporpaMMHOM o6ecrneyeHnm
7.3.1 lNposepka mep no YNPAB/IEHNO PUCKOM

7.3.2 He npumeHseTcsa

7.3.3 JokymeHTunposaHue NMPOCJ/IEXXMBAEMOCTU

7.4 MEHEI>KMEHT PUCKA B OTHOLLEHUW N3MEHEHUIA
nporpamMmmHoro obecneyeHums

C.4 B3anmocBssb N3MC c TpeboBaHmnammn MOK 60601-1:2005 + M3K 60601-1:2005/AMD1:2012

C.4.1 O6wme NoNoXeHns

TpeboBaHMs K MO — 3T0 NOAMHOXECTBO TPE6OBAHUIA K MPOrpaMMMpyeMOii 31EKTPUYECKO MeaULIMHCKON cucteme
(N3MC). HacTosawwmin ctaHgapT onpegenseT TpeboBaHns K MO, KoTopble ABASKOTCA AOMNOMHUTENbHLIMA, HO HE ABMSHOTCA
HecoBMeCTUMbIMU € TpeboBaHuaMKU |IEC 60601-1:2005 + IEC 60601-1:2005 /AMD1:2012 [1] k M3OMC. Mockosbky MAOMC
BK/IIOYAET 371eMEeHTbI, He aBnstowmecs MO, He Bce TpeboBaHust IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012 «
MOMC oTpaxeHbl B HacTosieM cTaHgapte. C nybnvkaumen |IEC 60601-1:2005 + IEC 60601-1:2005 /AMD1:2012,
IEC 62304 Tenepb ABMAETCA HOpMaTBHbIM crnpaBovHukoM IEC 60601-1, n cootseTcTBue nyHkTy 14 |[EC 60601-1:2005 +
IEC 60601-1:2005/AMD1:2012 (1, cnepgoBaTesibHO, COOTBETCTBME CTaHAAPTY) TpebyeT cooTBeTcTBMA YacTam |IEC 62304
(He Bcemy IEC 62304, notomy uto IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012 He TpebyeT cobnogeHns Tpebosa-
HWIA K NOCTNPOM3BOACTBY U TEXHMYECKOMY 06cnyxumBaHuio IEC 62304). HakoHel, BaxkHO MOMHUTBL, 4To IEC 60601-1:2005
+ |[EC 60601-1:2005/AMD1:2012 npyMeHsieTCs TO/IbKO B TOM C/lyyae, ec/v nporpaMMHoe obecrneyeHune SBNSeTcs 4acTbo
M3MC, a He ecnm nporpammHoe obecneyveHne camo no cebe asnsetcas MEAVNUVHCKAM N3OENVEM.

C.4.2 B3anmocBsasb MO c paspaboTkoii MOMC

Mcnonb3ya V-mofesnb, nokasaHHylo Ha pucyHke C.2, onsi OnMcaHua TOro, YTO MPOUCXOAWUT BO Bpems paspaboT-
km MOMC, MOXHO yBUAETb, YTO TpeboBaHWUA HACTOSLLEro ctaHAapTa NPUMEHSIOTCA Ha YpoBHe KOMMoHeHToB M3OMC, ot
cneuundpukaumm TpeboBaHWii NporpaMMHoOro obecneyenns go uHTerpaummn MPOMPAMMHBIX COCTABHbBIX UACTEW B
MPOrPAMMHYKO CUCTEMY. 3ta NMPOTrPAMMHAA CUCTEMA — yacTb nporpaMMupyemMoii 31eKTPUYECKoi nogcucre-
mbl (M3CC), sBnAtoLLelics, B CBOW ovepedb, YacTeio NMOMC.
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MnaH Bampaauumn NM3IMC

BanuamposaHHbis NMOHC

L

BepuduumposaHHbie MAMC

PesynbTtartbl
Bepucrkalmm
MpoekTuposaHne MNreBepka cneudukaumii MAMC w namc
apxuTte bl MIAMC C6opka 1 kKomnnekcHoe . R
MnaH aapucmkayumn NIMC T TectposaHue MAMC
- - —
CneuudmKaLms apxuTekTyphbl, T
TexHuyeckoe 3ajaHue noacucTem BeputhrumposatHbie
NoACHCTEMbI
(Hanpumep, M3CC) A PesynbTartbl
M / Bepudvkaum
Mpoektnposatme Mposepka -—> C6opka 1 KOMMNIeKCHoe 1 noacucTem
apXuTeKTYpbl NoacucTeM cnewmuKaLuii TECTUPOBAHMUE MOACUCTEM  eeeveseeee 4
(Hanpumep, M3CC) nogcucTem <: (Hanpumep, M3CC)
TexHuueckoe 3aaHue I
nporpaMmHoro o6ecneyeHns BepudhmumposaqHas
(Tpe6oBaHMsA K KOMMOHEeHTaM) nporpammHas nogcucrema
1 (KOMMOHEHT)
MpoekTnpoBaxne [ MporpammHas c6opka 1
NPOrpamMMHOI apXUTEKTYpbI Mposepka cUCTEMHas MporpaMmHast PesynbTatbl
(KOMMOHEHTHOE) nporpaMMHoii < BepudmKaLms (KOHTOHOTHAs) nporpaMmHoit
cneLychuka Ly cBopKi 1
Bepudmkaumm
CneuudrKaLms apxmTeKTypbl BepHUMPOBaHHbI KofL .
nporpaMMHoro o6ecneyeHnst €3yNbTarb
Bepucukaumn
Mporpan- / nporpamMMmHbIX
TexHuueckoe McoBaHme " BeputhuLypoBaHHble _ G“EKOB
Hactb V-mopenv L NpOeKTMpoBaHMe (6104HOe nporpaMmHele 6,10k1
MI3MC, 1 NpoeKTUpOBaHne) y (6nounas Bepuchukalmm)

BK/IOYEHHAsA B
M3K 62304

Bnokn — TunuyHble BUAbl 4eATEeNbHOCTU XU3HEHHOTOo Lukia pa3p660TKVI§ CNNOWHbLIE CTPENKN — TUNNYHbIE pe3ynbTaTbl, NepefaBaemMble

B/M3 BUAOB AESATENbHOCTU; MYHKTUPHbIE CTPENKN — pe3ynbTaTbl, OTHOCALWMNECHA TONbKO K cpaﬁny MeHeoXMeHTa pucka,

c ¢ — pesynbTar npouecca paspeweHus npo6nem; — WCXOAHble AaHHble npoluecca paspelweHus npob6nem

PucyHok C.2 — IO kak yacTb V-mogenu

C.4.3 MPOLIECC pa3paboTku

CootetcTtBue NPOLECCY pa3paboTkv nporpaMMHOro obecrneyeHns B HacTosiLLem cTaHgapTte (pasgen 5) Tpebyer,
YTOObLI MlaH Pa3paboTKy NPOrpamMmmHOro obecneyeHvs Obi1 onpegeneH 1 cobnwgancs; aTo He TpebdyeT, YTobbl MCNOosb-
30Bas1aCb Hekas onpefenieHHas MOoAeflb XU3HEHHOro Lykna, Ho TpebyeT, 4Tobbl MnaH BKI4Yan OnpefeneHHble Buabl
LEATENBbHOCTW v nmen onpefeneHHble NpusHaku. 3Tn TpeboBaHua COOTHOCATCA ¢ TpeboBaHnsamu NM3MC B IEC 60601
K pa3paboTke XM3HEHHOro uukna, cneyudmkaymmn tpedosanHunin, APXUTEKTYPE, NpoeKkTMpOBaHUIO 1 OCYLLECTBEHMIO, a
Takke BEPNOUKALMIN. TpeboBaHusi B 3TOM CTaHAapTe 60nee getasibHbl B 06/1acT pa3paboTtkm MO, yem TpeboBaHUS
IEC 60601-1.

C.4.4 TIPOLIECC TexHn4ecKkoro ob6cnyxmBaHms

CooteeTtctBre MPOLIECCY TexHM4eckoro o6cayXuBaHusa MporpaMMHOro oGecrneyeHnss B HacCTosILEM CTaHgapTe
(pasgen 6) TpebyeT, 4TobbI NpoLeaypbl ObIIM YCTaHOBMEHbI U cObA0ganuck, korga B MO BHOCATCS M3MEHEHMS. 3T Tpe-
60BaHMA COOTBETCTBYHOT TpeboBaHusaMm IEC 60601-1 ansa moaudpmkauumn M3AMC. TpeboBaHMsA B HACTOSILLEM CTaHaapTe
OTHOCUTE/IbHO TEXHUYECKOTO 06CNYXUBaHUSA NPOrpamMmmMHOro obecrneveHus nNpefocTaBnsalnT 6oee Nogpo6Hy0 MHgopma-
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LMI0 O TOM, YTO JO/DKHO GbITb CAEMAHO [/151 TEXHUYECKOW NOAAEpXK NporpaMMHOro o6ecneyeHus], Yem TpeboBaHus ans

moamcbukaumm NMAIMC B IEC 60601-1.
C.4.5 Mpoune MPOLIECCHI

Mpouve MPOLIECCHI B HacTosAWEM CTaHAapTe ONpefensT AoMNoIHUTE bHbIE TpeboBaHNA K NporpaMMHOMY 06e-
crneyeHuno cBepx NofobHbIx TpebosaHuii kK MAOMC B IEC 60601-1. B 60/1bLUMHCTBE C/ly4aeB CyLecTByeT obliee TpeboBa-
Hve k NM3AMC B IEC 60601-1, kotopoe pacwmpsaet NPOLIECCHI B HacTosalwem ctaHgapTe.

MPOLIECC MEHEO)XMEHTA PUCKA nporpaMmmMHOro obecrneyeHnsi B HaCTOSILLEM CTaHJapTe COOTBETCTBYET A0-
nosHuTeNbHbIM TpebosaHmam kK MEHEOXXMEHTY PUCKA, onpegeneHHsim ans NMOMC B IEC 60601-1.

MPOLIECC pelueHuns npobnem nporpaMMHOro obecneyeHuss B HaCToSILLEM CTaHJapTe COOTBETCTBYET TpeboBaHuto

K pewieHnto npobnem gns MN3MC B IEC 60601-1.

MPOLIECC meHepKMeHTa KOHGMrypauum nporpammHOro obecnevyeHnst B HaCTOSILEM CTaHAapTe ycTaHaB/MBaeT
[ononHuUTeNbHble TpeboBaHuA, KOTopble OTCYTCTBYIOT AN NMAMC B IEC 60601-1, 3a UCK/HOYEHMEM OOKYMEHTaL K.
C.4.6 OxBat TpeboBaHuii kK MAOMC B IEC 60601-1:2005 + IEC 60601-1:2005 /AMD1:2012

Tabnuya C.3— B3aumocsasb ¢ IEC 60601-1 (1 n36)

Tpe6osaHua Kk M3MC B IEC 60601-1:2005 +
IEC 60601-1:2005/AMD1:2012

14.1 O6wue nonoxeHus

Tpe6oBaHua 14.2—14.12 (BKNHOUUTESIbHO) MPUMEHSIIOTCS
K M3OMC TOMbKO B TEX Cny4vasx, Korga:

- Hn ogHa n3 NMPOrPAMMUPYEMbIX 3MTEKTPOHHbIX
MOACUCTEM (M3CC) He 3ageiicTBOBaHa B obecrneuve-
Hm OCHOBHOW BE3OMACHOCTU umm OCHOBHbIX
SYHKUMOHANBbHBLIX XAPAKTEPUCTWIK nnmn

- npumeHeHne MEHEL)KMEHTA PUCKA kak onucaHo B

4.2, nokasblBaeT, YTo OoTka3 nbol MICC He npMBOANUT K

BO3HVKHOBEHWIO Hegonyctumoro PUCKA.

Tpe6oBaHusa 14.13 npumeHUMbl K 1to6biM MOMC, npegHa-
3Ha4yeHHbIM 1A BKYeHnsa B UT-CETb, He3aBUCUMO OT
npyMeHeHusi TpeboBannii 14.2—4.12.

B cnyyae npumeHeHust TpeboBaHuin 14.2—14.13, Tpebo-
BaHus 4.3, pasgenos 5, 7, 8 n 9 IEC 62304:2006 Takke
NPUMEHSIOTCS K pa3paboTke wim mogudpmkaumm npo-
rpaMMHOro obecnedeHunss ans kaxgoro NMN3CC

14.2 lokymeHTnpoBaHne

JokymeHTbl, Tpebyemble pasgenom 14, fomkHbl paccMa-
TPVBATLCA, YTBEPXAATLCS, BbINYCKATLCA U U3MEHATLCA B
COOTBETCTBUM C OhMLManbHON NpoLeaypoil ynpasneHus
[OKyMeHTauuel

14.3 NMnaH MEHEL)XXMEHTA PUCKA

MnaH MEHEIXMEHTA PUCKA, Tpebyemblii corsiacHo
4.2.2, DO/MKEH BKMOYaTb CCblky Ha nnaH BEPUOUKA-
LU N3MC (cm. 14.11)

Tpe6oBaHua IEC 62304, cBA3aHHble C NPOrpamMmMmMHbIM
obecneyeHnem nogcuctemol MOMC

4.3* Knaccudpmkayms nporpaMMHOro obecrneyeHust B OT-
HOLEeHUN 6e30nacHoCTU

Tpeb6oBaHus k MOMC, yctaHoBneHHble B IEC 60601-1,
NPUMEHKMbI TO/IbKO K MPOrpaMMHOMY 06ecneyeHnto Knac-
ca 6e3onacHocTu B n C. HacTosawwmin ctaHgapT COAepXnT
HeKkoTopble TpeboBaHMA B OTHOLIEHUU NPOrPamMMHOro
obecneyeHus knacca 6esonacHocTun A.

MPOLIECC pa3paboTky nNporpaMMHOro obecneyeHuns, He-
obxoanmblii gns cooteeTcTBUs IEC 60601-1, He BKIOYaeT
nocneayowmii- MOHUTOPUHT N TEXHUYECKYHD MOALEPXKKY,
Tpebyembie pasgenom 6 IEC 62304:2006

5.1* MnaHupoBaHne pa3paboTkM NporpaMMHOro obecre-
YyeHus

B fononHeHre K KOHKpeTHbIM TpeboBaHusaM kK JEATE/b-
HOCTW no nnaHvMpoBaHWio pa3paboTkv MNporpaMMHOro
obecrneyeHnss [OKYMEHTbl, KOTOpble SBMSAIOTCA 4acTblo
DANNA MEHEIDKMEHTA PUCKA, [OMKHbI NOAAEepXu-
BaTbCA B COOTBETCTBUM C TpeboBaHuamK 1ISO 14971. Kpo-
me Toro, 1SO 13485 [8] TpebyeT ynpaB/ieHnst [OKyMeHTa-
MV CUCTEMbI KayecTsa

HeT cneuuasnbHbIX Tpe6oBaHNIA.

He cyliecTByeT HMKaKoro OnpejesieHHoro njiaHa Bau-
Jaumn nporpaMMHoro obecnevenus. [MnaH Banupaumy
M3MC oTtHocuTtca K ypoBHio CUCTEMbI 1 HaxoauTcs BHe
0651aCTV MPYIMEHEHWST HACTOSILLEro craHgapTa Ha npo-
rpaMvHoe obecrnieyeHue. Hactoswmii ctaHjapT Tpebyet
MPOC/NEXXNBAEMOCTW ot OMNACHOCTW onpepeneH-
HOro COObITUA C NPOrpaMMHbLIM 06ecneyeHvem A0 Mepbl
no YNPAB/TIEHNHO PUCKOM u k BEPNOUKALINIA mepbl
no YMPABNEHUIO PUCKOM (cm. 7.3)
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14.4 YXU3HEHHbIA LK PA3PABOTKN M3MC
YKN3HEHHbIA LIMKN PA3PABOTKN TM3MC  gosmkeH
ObITb JOKYMEHTa/TIbHO OGDOPM/IEH.

XXW3HEHHbIN UMK PA3PABOTKW TBOMC pgon-
EH COCTOATb M3 Habopa onpeaesneHHbIX 3Tanos

Ha kakgom atane gomkHa ObiTb onpeaeneHa JEATE/b-
HOCTb, koTopasi go/hkHa ObITb 3aBepLUeHa, a Takke Me-
Toabl BEPUGUKALINW, KoTOpblEe AO/MKHBI NPUMEHATLCA B
OTHOLLEHWM 3Toh AEATE/NIbBHOCTU

Kaxpasa OEATE/NIBHOCTb pgosmkHa onpefenaTtbcs C
yKaszaHneMm BXOOHbIX M BbIXOAHbLIX NapaMeTpoB

Ha kaxgom aTane [OOMXHbI onpefenatbca paboThbl
no MEHEAXMEHTY PWCKA, koTopble Heobxoau-
MO 3aBepLlunTb nepen 3TMM 3Tanom

XU3HEHHbIA UWKN PA3PABOTKM M3MC pon-
XEeH COCTaBNATLCA A9 KaxAoi paspaboTkum nytem
co3flaHns MNnaHoB, B KOTOPbIX YTOUYHATCA pPaboTbl,
aTanbl U rpadukn UX BbINOSTHEHUA

XXN3HEHHbBIA LWKN PA3PABOTKM MN3MC ao/mKkeH Tak-
Xe BKoYaTb TpeboBaHUA K AOKYMEHTaLmm

14.5 PelieHne npobnem

Ecnmn uenecoobpasHo, AomkHa bbiTb pa3paboTaHa u noa-
JepXxuBaTbCa [OKYMEHTMpPOBaHHass cuctemMa pelleHuns
npo6nemM, BO3HMKAKOWMX Ha KaxaoMm atane AEATE/b-
HOCTU (1 mexay Humn) XXN3HEHHOIO LNMKNA PA3-
PABOTKW NM3aMC

B 3aBucumocTn ot Trna npoaykunm CUCTEMA pelueHus
npo6sieM MOXeET:

- peructpupoBaTbCs Kak yactb XXMSHEHHOIO UUWKIIA
PA3PABOTKW MN3MC,;

- NO3BOMATL YBEAOM/ATL O MOTEHUNASIbHBLIX WM BO3HK-
Karowmx npobnemax, 3arparusatlimx OCHOBHYHO BE3-
OMNACHOCTb unnm OCHOBHbIE ®YHKLIMOHAJIbHBIE
XAPAKTEPUCTWK N3AMC;

- BK/IIOYATb OLEHKY KaXXAOW Mpo6/ieMbl C TOUKM 3pEHUs
cBsi3aHHbIX ¢ Heli PUCKOB;

- onpefenaTb KpUTEPWU 3aBEPLLEHNS PeLLeHns npobnem;
- onpefenatb paboTbl, KOTOPblE AO/MKHbI BbIMNOHATLCA
AN peLleHns Kaxaol npobnembl
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5.1* MnaHvpoBaHve pa3paboTky nporpammHoro obecne-
yeHus

5.1.1 MnaH pa3paboTky NporpammHOro obecneyeHus
MyHKTbI, HA KOTOpble ccbllaeTca nnaH paspabotkm MPO-
FPAMMHOIO OBECIEYEHWA, cocTtasnaiot XXN3HEH-
HbIA LIMKN PA3PABOTKW NMPOrPAMMHOIO OBECHIE-
YEHNA

5.1.6 TlMnaHupoBaHue BEPU®UKALMW nporpaMmMHOro
obecneyeHusi

JomkHbl 6bITb 3annaHvmpoBaHbl 3ALAUN BEPUGUKA-
LN, atanbl 1 Kputepumn npuemkm

5.1.1 MnaH pa3paboTkn NporpaMMHOro obecneveHus

Bca AEATE/NIbHOCTbL onpefeneHa B HACTOALWEM CTaH-
hapre.

[JokymeHTauus, koTopas [O/kHa ObiTb paspaboTaHa,
onpegeneHa ansa kaxgon JEATE/NIBHOCTU

5.1.1 MnaH pa3paboTkM NporpaMMHOro obecnevyeHusi

B COOTBETCTBMM C HACTOALWM CTaHZapToM paspaboTka
XKM3HEHHOTO LMKMa [O/MKHA OblTb [JOKYMEHTMpOBaHa B
nnaHe paspaboTku. ITO O3HAYaET, YTO NfaH paspaboTKM
[O/DKEH cofepxaTb pa3padboTKy KOHKPETHOrO XU3HEHHOIO
umkna

5.1.1 MnaH pa3paboTkn NporpaMMHoro obecnevyeHusi
5.1.8 lokymeHTauus no naaH1NpoBaHuio

9 NPOLIECC pelueHuss npo6aem nporpammHoro obecne-
yeHus

5.1.1 MnaH pa3paboTkn NporpaMMHOro obecnevyeHusi
9.1 TMMogrotoBka OTUETOB O MNMPOBJIEMAX
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14.6 NMPOLIECC MEHEAXMEHTA PVCKA

14.6.1 NpeHTUdUKaUMA WM3BECTHbIX U MPOrHO3UPYEeMbIX
OMACHOCTEW

Mpn cocTaBneHnn nepeyHss W3BECTHbIX WM NPOrHo-
31pyemMbIxX OMACHOCTEN WN3rOTOBWUTE/Ib DOMXKEH
yunTbiBaTb Te U3 HUX, KOTOpble CBfA3aHbl C Mporpamm-
HbIM o06ecrneyeHVemM UK OCOGEHHOCTAMU annapaTHbIX
cpeacts MN3OMC, BkYas cBA3aHHbIE C NOAK/IHOYEHNEM K
NT-CETEBbIM PECYPCAM, KOMMOHEeHTaMu CTOPOHHUX
N3roToBUTENEN W YHAc/efoBaHHbIMK noacucTeMamu

14.6.2 YNPABJIEHVE PVCKOM

[na peanuzaumun kaxaoin mepsl MO YMNPABIEHUIO PU-
CKOM p0mxHbl 6bITb BblbpaHbl U UAEHTUULMPOBAHbI
Hagnexawmm o6pasoM MPOBEPEHHbIE WHCTPYMEHTbI U
MPOLUEAYPbI. 3t nHctpymeHTsl 1 NMPOLUEAYPbI gonx-
Hbl ObITb NOAXOAALMMY A1 06ECMNEeYEHNS TOrO, YTO Kax-
basa mepa MO YMNPABJIEHVKO PUICKOM pesynbTatuBHO
CHM3UT naeHTUMUMpoBaHHbIii(e) PUCK(A)

14.7 NepeyeHb Tpe6OBaHWI

Ona mo6oit MOMC n kaxaoih 13 ee NOACUCTEM AO/HKEH
6bITb paspaboTaH ¥ 38[,0KYMEHTUPOBAH NepeyeHb Tpebo-
BaHWi

MepeyeHb TpeboBaHWUA K CMCTEME WM MogcucTeMe Aon-
XeH BwmoyaTb U XxapaktepusoBatb Bce OCHOBHbIE
PYHKUMOHAJIbHBIE XAPAKTEPUCTUKW 1 Bce mepo-
npuatna no YMNMPAB/IEHNKO PUCKOM, peanunsyembie B
cucTemMe UM nogcucteme

14.8 APXUTEKTYPA

Ona NAOMC un kaxpoi n3 ee nNoacucTeM AO/MKHA ObiTb
yctaHoBneHa APXUTEKTYPA, yaoBneTsopsatowas nepey-
HIO TpeboBaHWii

Korga ato yenecoobpasHo ans cHmkeHmst PUCKA po go-
nycTMMOro ypPOBHS, B cneumdgmkaumm TpeboBaHnin Kk AP-
XUTEKTYPE [0/mKHbI MCMNOMb30BaTLCA:

a) KOMMOHEHTbI C BbICOKOW CTEMEHbLIO WHTE-
rPALIN;

b) ycToiumBble K OTKazam hyHKUMMU;

C) M36bLITOYHOCTH;

d) ameepcudukayms;

€) pasgeneHne pyHKUWiA;

f) 3awmeHHas KOHCTpyKUuMs, Chnyxalas, Hanpumep,
ONA orpaHnyeHns nNpeacTaBsloWmMX  NOTEHUMANbHYIO
0NacHOCTb 3(hPEKTOB MyTEM OrpaHMyeHns AOMyCcKkaemon
BbIXOAHOV MOLLHOCTM W/ BBELEHWS YCTPOWCTB, OrpaHu-
YyMBaOLMX CBOBOAHBIN XOA, NCMOMHUTEbHBLIX YCTPOMCTB.
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7 NPOUECC MEHEI>KMEHTA PWCKA nporpammHoro
obecneyeHns

7.1* AHanu3 nporpammHoro obecrneyeHusi, Crnoco6CTBYHO-
LLEero onacHbIM cUTyauusam

Hacmnumﬁ CTaHOapT He CCbl1aeTCA Ha KOHKPETHOE CO-
npsXeHme c ceTaMn N gaHHbIMU

5.1.4 CtaHgapTbl, METOAb! U MHCTPYMEHTLI N1aHMPOBaHUSA
pa3paboTky NporpaMmMHOro obecneyeHus

HacTosawmin ctaHgapT TpebyeT ugeHTndmkaummn onpege-
NEHHbIX MHCTPYMEHTOB U METOLO0B, KOTOPbIE NCMOSIb3YIOT-
CA KaK OOLLEeNpUHATLIE NP pa3paboTke, HO He B OTHOLLEe-
HUM Kaxxaoin mepbl MO YMPABNEHIO PUCKOM

5.2 AHann3 TpeboBaHuii K NPOrpaMMHOMY 06ECMEYEHNIO
HacTtoAwmin ctaHgapT NPUMEHUM TOMbKO B OTHOLLEHWU
nofcucTeM nporpammHoro obecnevexus NMNOMC

5.2.1 OTgeneHve n OOKYMEHTUpPOBaHME TpeboBaHU K
nporpaMmMmHOMy 06ecrneyeHuno

ot Tpe6oBaHnii CUCTEMBbI

5.2.2 CogepxaHue TpeboBaHuii K nporpammMmHoMy obecne-
YeHWIo

5.2.3 Bkntouenne mep YMPAB/EHNA PUCKOM B Tpebo-
BaHUs K NporpaMMHOMY o6ecneyeHuto

HacTtosiwmin ctaHgapT ycTaHaBnMBaeT, YTO TpeboBaHus,
CBfi3aHHbIE C OCHOBHbIMY (DYHKLVOH&/IbHBIMU XapakTepu-
ctukamu 1 mepamu no YNPABNEHUIO PNCKOM, posnx-
Hbl OT/INYATLCA OT APYrMX TpeboBaHWii, HO TpebyeT ogHO-
3HAYHOWN MAeHTUUKaLUUM N6LIX TPeboBaHWA

5.3 TpoektupoBaHne APXUTEKTYPbI
obecnevyeHnst

MporpaMmHoOro

5.3.5 VaeHTndmkaumss 060Cco61EHHOCTN, HEeo6XoaMMOoN
ona YINPABNTEHNA PUCKOM

PaspneneHve sBAsieTCA €AMHCTBEHHLIM UAEHTUMULMPO-
BaHHbIM CMOCO6OM, M 3TO TOMIbKO MAEHTUMKALMSA, NOTO-
My 4YTO Tpe6oBaHVe COCTOWT B TOUHOM OMNpeAeeHun Toro,
UTO LIe/IOCTHOCTL pasfesieHnsl obecneyeHa
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Cneumndnkauma APXUTEKTYPbI gomkHa Takke yuuTbl-
BaTb:

a) pacnpegeneHve mep no YMPAB/IEHVIO PVICKOM B
nogcucrtemMax u KomrnoHeHtax NMOMC;

b) BWAbl OTKA30B KOMMOHEHTOB Y UX MOCNEACTBUS;

C) Hecneuuguyeckue oTkasbl;

d) cuctemaTunyeckve oTkasbl;

e) nepuog, NpoBeAeHNa TECTUPOBAHUSA UM ANArHOCTUKN;
f) pemoHTOMpUroaHOCTb;

) 3almTy OT NPOrHO3MpPyeMbIX OLUNOOK B MPUMEHEHUH;
h) ecnu npumeHumo, TpebosaHus k UT-CETEBbIM PE-
CYPCAM

14.9 MNpoekTnpoBaHue 1 peanmsauns

Korga 3to uenecoobpasHo, MNPOEKTUPOBAHWE [0/KHO
NPOBOAMTLCA ANS OTAENbHbIX MOACUCTEM, Kaxkaas U3 Ko-
TOPbIX JO/MKHA UMETb COBCTBEHHbIE TPeboBaHNsA K paspa-
60TKe 1 TpeboBaHWA K UCMbITaHUAM

[NosicHeHNss OTHOCUTESILHO yC]'IOBVI|7|
AO0/DKHbI BKIKOYAaTbLCA B AOKYMEHTaL MO

NPOEKTNUpPOBaHNA

14.10 BEPUPUNKALNA

BEPVNOUNKALWA TpebyeTtca ans Bcex yHKUMIA, KOTOpble
obecneumBator OCHOBHYHO BE3OIMNACHOCTbL, OC-
HOBHbIE ®YHKUMOHANBHbBIE XAPAKTEPUCTUKN
mnn mepsl no YMNPAB/EHNO PUCKOM

MnaH BEPUNOUVKALIMN pomkeH dhopmumpoBatbCcs Ans
yKaszaHusl cnocoboB NPOBEPKM 3TVX COYHKUMIA U BKKOYATb:
- yKasaHusi 0 TOM, Ha KakoM aTarne (3Tanax) kakgas qyHk-
uns gosmkHa npoxoante BEPUOUKALINILO;

- BbIOOp U [OKYMEHTUPOBAHWE MPWHUMMNOB, Meponpus-
TUIA, METOLOB M COOTBETCTBYHOLLENO YPOBHA HE3ABUCUMO-
CT1 nepcoHana, BbinosHsawwero BEPNONKALMNIO;

- BbIGOP U MCNoNb3oBaHNe metogos BEPUOUVKALNN;
Kputepun BEPUOUKALINA

BEPUN®UVKALNA fgomkHa BbINOMHATLCA B COOTBETCTBUM C
nnaHom BEPUNOUKALNW. Pesynbtatel BEPUOUKALNA
OEATENBbHOCTW fo/mXHbI OKYMEHTMPOBATLCA

14.11 BAIMJAUNA NSMC

MnaH BAIMOAUNWN TOMC posmxeH BkIYatb Basvga-
umo OCHOBHOW BE3OMACHOCTM u OCHOBHbIX
PYHKUMOHANBHBLIX XAPAKTEPUCTUK

MeTog nposegenns BAIMOAUNWN M3AMC pomkeH 6bITb
3a/10KyMeHTUpoBaH

BAJIMAALNA M3OMC poskHa BbINOSHATLCA B COOTBET-
ctBun ¢ nnadHom BANMVOAUN MOMC. Pesynbtatsl OE-
ATENBHOCTW no BAANOAUMNA M3MC AomkHbl 6bITb
338/10KyMEHTUPOBAHbI
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3T0 He BK/OYEHO B HACTOSILLMIA CTaHAAPT

5.4 Pa3paboTka AeTa/IbHOro Am3aliHa nporpaMMHoro o6e-
cneyeHus

5.4.2 PaspaboTka [eTa/lbHOro Am3aiiHa A1 Kak[oro
MPOrPAMMHOIO B/TOKA

HacToswwmii ctaHgapT He TpebyeT cneuudmkaumm mcnbl-
TaHuii gNa feTaM3npoBaHHOTO NpoekTa

5.4.2 PaspaboTka AeTa/lbHOro AusaiiHa [Ns Kax[oro
MPOrPAMMHOIO BTOKA

5.1.6 TllnaHuposaHue BEPU®UKALUWW nporpamMmmHoro
obecneyeHus

BEPV®VKALMA TpebyeTca B OTHOwWweHUU nwboin OEA-
TENBHOCTU

5.1.6 TlMnaHupoBaHue BEPU®UKALMW nporpaMMHOro
obecneyeHusi

TpeboBaHVe B OTHOLLEHWNN HE3ABUCUMOCTY MepPCcoHas1a He
BK/IIOYEHO B HacTOSALWWA cTaHgapT. TpeboBaHve cumTaeT-
CA yCTaHoB/IeHHbIM B ISO 13485

Tpe6oBaHusa no nposegeHnto BEPUOUKALMIN ycTaHOB-
NEeHO K 60/bLWMHCTBY BMAoB AEATE/IBHOCTU

HacToswmin ctaHgapT He pacnpocTpaHseTcs Ha Bau-
Aaunio nporpaMMHoro obecneyexus. Banmgaums NMIOMC
asnaetca JEATENbHOCTBIO Ha ypoBHe CUCTEMbI u
HaxoamTca BHE 06M1acT NPUMEHEHUS HACTOALLEro CTaH-
haprta

HacTosilwmini cTaHAapT He pacnpoCTpaHseTcs Ha Banu-
Jaumio nporpaMmMHoro obecneuvenus. Bannpgaumsa MN3MC
asnsaetca JEATE/IbHOCTBIO Ha yposHe CUCTEMbI u
HaxoamTcs BHE 06/1aCcTy NPYMEHEHMS] HACTOSLLEro CTaH-
Japta

HacTosilwmii cTaHAapT He pacnpoCTpaHseTcs Ha Bau-
Jauuio nporpammHoro obecnedenus. Bannpaums M3AMC
asnsaetca JEATE/IbBHOCTBIO Ha yposHe CUCTEMbI u
HaxoamTca BHE 06/1aCcT NPYMEHEHMS] HACTOSALLEro CTaH-
Japta
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Jlnuo, HecyLlee OCHOBHYKO OTBETCTBEHHOCTL 3a BA/IMAA-
LIKO M3MC, AOMKHO ObITb HE3ABUCUMbIM OT KOJI/IEKTUBA
paspabotumko MOMC. N3rOTOBUTESIb gomxeH 3afo-
KYMEHTMPOBaTb 060CHOBaHWE YPOBHSA €ro He3aBNCMMOCTH

Hukakoli uneH konnektmBa paspabotunkoB MOMC He
[O/MKeH HeCTW OTBETCTBEHHOCTb 3a npouecc BAMOA-
LI NBMC mnx cobCTBEHHOrO NpoekTa

Bce npodieccuoHanbHble B3aMMOAENCTBUS Mexay une-
HaMW KONMEeKTMBa, BbINoMHAWLWEro paboTtel no BAJA-
OAUNN MBMC, n uneHamn KonnektMeBa paspaboTyunkoB
M3MC [omKkHbI peructpuposathes B PAWNE MEHE/-
XMEHTA PUCKA

Ccbinka Ha metogbl 1 PE3Y/IbTATbI NPOBEPKW COOT-
BETCTBUA (BAJIMOALIW) M3MC fosmkHa BKIoYaTbCS
B AT MEHEL>KMEHTA PUCKA

14.12 Mopudhrkaums

Ecnmn yacTb um Becb CyLLeCTBYHOLMIA MPOEKT ABNseTcs
mogudmkaumeli 6onee paHHEro NpoekTa, TO K Hemy crie-
ayet nmbo NpUMMEHsITb TpeboBaHMsS BCEro HaCTOSILLEro
MyHKTa TaK, Kak ecnn 6bl aTa mMoaudimkaums Oblna Ho-
BbIM NPOEKTOM, IGO0 C MOMOLLbI 3a40KYMEHTMPOBAHHOIA
MPOLIEAYPHI mogvdivkaumMm B npouecce BHECEHUSI W3-
meHeHuin OLIEHVIBATb BO3MOXHOCTb AasibHelilero mc-
NoNb30BaHWA NpeablayLieli NPoeKTHON AoKyMeHTaLun

Korga nporpammHoe o6GecneveHne MogudunumpyeTcs,
TpeboBaHua nogpasgena 4.3, pasgena 5, pasgena 7, pas-
pena 8 n pasgena 9 craHgapta IEC 62304:2006 Takke
NPUMEHAIOTCA K MoamdmKaumm

14.13 NMOMC, npefHasHayeHHble 419 nogkIyeHnsa K UT-
CETEBbIM PECYPCAM

Ecnn MOMC npefHasHavyeHa ANs COefMHEHUS C MOMO-
w0 UT-CETEBbLIX PECYPCOB c gpyrum usgenvem, Ko-
TOpoe He MOXeT KoHTposimposaTbcsa M3TrOTOBUTENIEM
M3OMC, TO B TEXHNYECKOM OMUCaHMUWN YKa3bIBatoT:

a) uenb nogxnitoveHns NMIMC k UT-CETEBbIM PECYP-
CAM;

b) Tpebyemble xapaktepuctukn WT-CETEBbIX PECYP-
COB, BkovatoLein NMaIMC;

¢) Tpebyemas koHdurypauus NT-CETEBbIX PECYPCOB,
BK/tovatoLen NMOMC;

d) TexHnyeckne xapakTepuCTUKM CETEBOro NOAKIHYEHMNS
M3OMC, Bktouas cneymdurkaumm 6e3onacHoCTH;

€) npegnonaraemblii NOTOK MHhopmauun mexay MN3IMC,
WT-CETEBbIMX PECYPCAMW u ppyruMmn ycTpoicTBa-
MKW, a Takke npegnonaraemas MapLipyTu3aums.

FOCT IEC 62304—2022

Tpe6oBaHua IEC 62304, cBi3aHHble C NPOrpamMmMmMHbIM
ob6ecneyeHnem nogcuctembl NMIOIMC

HacTtoswmini ctaHAapT He pacnpocTpaHsieTcs Ha Bav-
pauuio nporpamMmmHoro obecneuexus. Banvpauma NMOMC
asnsaetca JEATE/IbHOCTbIO Ha ypoBHe CUCTEMbI un
HaxoamTca BHe 06/1aCcTV NPUMEHEHUs] HacTOALLEro CTaH-
haprta

HacTtoswmin ctaHAapT He pacnpocTpaHsieTcs Ha Bav-
fauuio nporpamMmmHoro obecneuexus. Banvpauma NMOMC
asnsaetca JEATE/IbHOCTbKO Ha ypoBHe CUCTEMbI un
HaxoamTca BHe 06/1aCTV NPUMEHEHUs] HacTOALLEro CTaH-
naprta

HacTtoswmii cTaH4apT He pacnpocTpaHsieTcs Ha Bav-
[auuio nporpamMmmHoro obecneuexus. Banvpauma NMOMC
asnsaetca JEATE/IbHOCTbIO Ha ypoBHe CUCTEMbI un
HaxoamTca BHe 06/1aCTU NPUMEHEHUs] HACTOALLEro cTaH-
naprta

HacTtoswmin ctTaH4apT He pacnpocTpaHseTcs Ha Bau-
Jauunio nporpaMMHoro obecneveHus. Banmpauma NMOMC
asnserca JEATE/IbHOCTbKO Ha ypoBHe CUCTEMbI un
HaxoamTca BHe 06/1aCcTV NPUMEHEHUs] HacTOALEro CTaH-
Japta

6 TexHnyeckasa nogaepxka nNporpaMMHOro obecneyeHns
HacToswmii cTaHgapT yCcTaHaB/IMBaEeT, YTO TeXHMYeckas
nogaepxka nporpaMMHOro oGecneyeHnss Ao/mKHa OblTb
3annaHnpoBaHa, a peanmsaums MoaudmKauuin Ao/mKHa
ucnonb3oBate MPOLIECC pa3paboTkM nporpaMMHOro
obecneyeHnst WM yctaHoBneHHbI MPOLIECC TexHuye-
CKOI NoAfepXkn nporpaMmmHOro obecnevyeHus

Tpeb6oBaHus B OTHOLLIEHMM nogkntoyveHns K UT-CETEBbBIM
PECYPCAM He BK/tOYEHbI B HacTosAWMIA cTaHAapT
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OkoH4aHve Tabnmupl C.3

Tpe6osaHua k M3MC B IEC 60601-1:2005 + Tpe6oBaHua IEC 62304, cBsi3aHHble C MPOrpamMmMHbIM
IEC 60601-1:2005/AMD1:2012 ob6ecneyeHnem nogcuctembl NMIAIMC

MpumevaHne 1— I3TO MOXET BK/OUATL acnekTbl pe-
3yNbTaTMBHOCTU N 6€30MaCHOCTU AaHHbIX U CUCTEM, CBS-
3aHHble ¢ OCHOBHOWM BE3OMACHOCTbLIO 1 OCHOB-
HbIMN ®YHKLMNOHANBbHBIMWN XAPAKTEPUCTUKAMIN
(cm. Takke pasgen H. 6 n IEC 80001-1:2010);

f) nepeyeHb OMACHbLIX CUTYALIUI, BO3HWKaOLMX B
pesynbTate HecrnocobHoctn UT-CETEBbIX PECYPCOB
o6ecneynTb XapakTepUCTUKN, HeobXxoanMble AN BbIMNOSI-
HeHuAa uenn nogxnoyveHns PEMS k UT-CETEBbIM PE-
CYPCAM;

B COMPOBOAUTE/NBHOW AOKYMEHTALIMW N3FOTO-
BUTE/Ib pomxeH npouHcTpyktuposate OTBETCTBEHR-
HYHO OPIAHU3ALUNKO o ToM, YTO:

- coegnHeHne M3MC c UT-CETEBbIMU PECYPCAMMU,
KOTOpOe NPOM3BOAMTCA C UCMOJSIb30BaHWEM Apyroro o6o-
pyfoBaHus, MOXET NPUBOAUTL K paHee HenpeaycMOoTpeH-
Hbim PVICKAM pnsa MALVEHTOB, OFNEPATOPOB wm
TPETbUX NNL;

- OTBETCTBEHHAA OPrAHN3AUWNA pomkHa naeHtu-
chmuyposaTb, aHanu3nposarb, oueHunsaTtb 3t PUCKU un
ynpasiAaTh UMW.

MpumevyaHune 3 — IEC 80001-1:2010 coaepxut pe-
KomeHgaunn ans OTBETCTBEHHOW OPIrAHN3ALNA
no obpaLleHnto C TakMMK puUcKamu;
- nocneaywowme nameHenna UT-CETEBbIX PECYPCOB
MOTyT NPUBOAUTL K NosiB/IeHN0 HOBbIX PUCKOB n Tpe6o-
BaTb [ONO/THUTENBHOTO aHa/In3a,;
- nocnepywowye nameHenna UT-CETEBbIX PECYPCOB
MOryT BK/IHOYaTh!
N3MEHeHVA B X KOHhurypaumu;
nofcoefHeHVe K HUM JOMOJTHUTESIbHbIX 3/1IEMEHTOB;
0TCOeAMHEHNE OT HUX OTAE/bHbIX 3/IEMEHTOB;
MOAMMKaLMIO COEAUHEHHOTO C HAMW 060pYy0BaHUS;
MOZEpHM3aLUMI0 COeAMHEHHOTO C HUMW 060pYyA0BaHNA

C.4.7 Bzanmocsssb ¢ IEC 60601-1-4
IEC 60601-1-4 6bl1 OTMEHEH.

C.5 — Bzaumocssasb ¢ IEC 61010-1

O6nacTb npumeHeHns IEC 61010-1 [5] pacnpocTpaHsieTcs Ha usMepuTesibHoe obopyoBaHve 1 obopyoBaHue a1s
9M1eKTPUYECKNX UCMbITaHWUI, 060pyA0BaHUE 3M1IEKTPUUECKOr0 KOHTPOAA W 3/1eKTpoobopyaoBaHne nabopatopun. TOMbKO
yacTb /1a60paToOpHOro 371eKTPO06OPYA0BaHNSA UCNONb3YETCA B 34PABOOXPAHEHUM WM B Ka4yecTBe m3genuin ans in vitro
AVarHocTumkm.

B coOTBETCTBUM C MPaBOBbIM PerynMpoBaHWeM WM HOPMaTMBHBIMW CCblIKaAMW U3Lenus 418 ANarHOCTWKM in Vitro
oTHocaTcs kK MEAVUHCKUM U3OENNAM, npy 3aTom He nognagas nof obnactb npumeHenns IEC 60601-1 [1]. 3T1o cBs-
3aHO He TOMbKO C TeM, YTO U3AENUS AN iN Vitro AnarHOCTMKU He BCTYNatoT B MPSIMOI KOHTAKT C NauueHTamm, Kak 06bluHble
MEAVNUNHCKWNE U3OENNA, HO 1 C TeM, YTO 3TW U34eNMs NMPOU3BOAATCA AN Pa3/INUHbIX NMPUMEHEHUI B Pa3/IMyHbIX
nabopatopusix. Vicnonb3oBaHye B Ka4eCcTBE MHCTPYMEHTOB A1 iN Vitro AUarHOCTVKM WM NPUHAANEXHOCTEN K 13genmam
Ans in Vitro AMarHoCTVKN BCTpeYaeTcs peaxo.

Ecnn nabopatopHoe o6opyfoBaHWe WCMOMb3yeTcs B KayecTBe u3fgenvs Ans in Vitro AuarHoCTMKW, TO NosyYeH-
Hble pe3ynbTaTbl U3MepeHuii f4omkHbl 6biTb OLIEHEHbLI B cooTBETCTBUM C MEAMLMHCKMMU KpUTEpuamW. MMpuMeHeHne
ISO 14971 Ttpebyetcsa ansa ocyulectsrieHns MEHEIXXMEHTA PUCKA. Ecnv nogo6Has npofykums cogepxuT nporpamMmm-
Hoe obecreyeHune, cnocobHoe npusecT K OMACHOWM CUTYALWW, Hanpumep K HexenaTenbHOMy W3MEHEHUI0 Meau-
LIMHCKMX JaHHbIX (pe3y/ibTaToB U3MepeHWii) BCeACcTBME OTKasa, Bbi3BaHHOTO MO, TO AO/MKHbI YUNTbIBATLCS TPEGOBAHMS
IEC 62304.
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IEC 61010-1:2010 conepxuT obLLee TpeboBaHMe K OLeHKe PUCKOB B pasfene 17, kotopoe siBnsieTcs 6onee ynpo-
LWeHHbIM, YeM MNoJiHble TpeboBaHua ISO 14971 no MeHeMKMeHTY pucka. MNpumeHeHve ctaHgapta IEC 61010-1, pas-
Aena 17 camo no cebe He COOTBETCTBYET TPebyeMbIM Kputepusam MeHegxkMmeHTa pucka IEC 62304, KOTOpbIi OCHOBaH Ha
NosHbIX TpeboBaHusx 1ISO 14971 no MeHeKMEHTY pucka. Mcxofs 13 3TOro OXMAAETCS, YTO €c/n in Vitro MeauumHCKoe
n3genve nMeet cBfA3aHHble ¢ 1O pucku, TO MPoUEecC MeHemXMeEHTa pucKa BbINOSHAETCHA B COOTBETCTBUM C ISO 14971,
a He ToMbKo pasgenom 17 IEC 61010-1. CooTtBeTcTBME pasgeny 17 ctaHgapta IEC 61010-1 6yget AOCTUIHYTO, Kak noj-
po6HO onncaHo B NpuMMeYaHuu K pasgeny 17 ctangaprta IEC 61010-1.

MpnmevyaHne — OpgHa npoueaypa oueHkn PUCKA onucaHa B lNpunoxeHun J. [pyrve npouenypbl OLEHKN
PUVUCKOB cogepxartcsa B ISO 14971, SEMI S10-1296, IEC 61508, 1SO 14121-1 nANSI B11.TR3. Takke MOryT Ucnosb30-
BaTbCA ApYrne ycTaHoB/EHHbIE MPOLeAypbl, KOTOPbIE Peann3yoT aHaulornyHbIe Lwaru.

Bnok-cxema Ha pucyHke C.3 nokasbiBaeTt npumeHeHue IEC 62304 c IEC 61010-1, pasgen 17.

PucyHok C.3 — lMpumeHeHne IEC 62304 ¢ IEC 61010-1
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C.6 B3saumoces3sb ¢ ISO/IEC 12207

HacTosiwmii ctaHaapT Gbin NPOU3BOAHBIM OT MOAXOA0B M KoHuenuuid ISO/IEC 12207 [9], onpeaensowmm Tpebo-
BaHus ans MPOLIECCOB »wu3HeHHOro uukna MO B 06WMX YyepTax, TO ecTb He orpaHnymBasice MEANUNHCKUMW N3-
JENVAMN.

CraHgapT ot/imyaetcs oT ISO/IEC 12207 rnaBHbIM 06pa3oM B OTHOLLEHWU TOrO, YTO OH:

- uckntovaet acnektel CUCTEMbI, Takne kak CUCTEMHbBIE Tpe6oaHnus, APXUTEKTYPA CUCTEMbI n Bannga-
uns;

- nponyckaeT HekoTopble NMPOLIECChI, paccmaTpuBaemMble kak gybnvpytowas AesTe/IbHOCTb, NPEeACTaB/EHHbIE B
pa3nunyHbIx n3gaHnax gna MEAVUMNHCKNX U3OENNIA;

- pobasnsetr MPOLUECC MEHEOXMEHTA PUCKA (BE3OMNACHOCTb) n NMPOLECC Bbinycka nporpaMmMHOro
obecnevyeHus:;

- BK/IOYaET AOKyMeHTUpoBaHve n BEPUOUKALNMIO nogaepxusatowmx NPOLIECCOB B NPOLECCHI pa3paboTku
N TEXHNYECKON NOAAEPXKY;

- 06beauHsaeT peanmsaumo NMPOLIECCOB u nnaHvpoBanne AEATE/NIBHOCTW no kaxgomy MPOLIECCY B egu-
Hyto AEATE/NIBHOCTb no NMPOLIECCAM pa3paboTkvM 1 TEXHNUYECKOro 06CNyXUBaHUS;

- knaccuduumpyet TpeboBaHua ¢ ydetom BE3OMACHOCTW;

- He knaccudmumpyet NMPOLIECCHI kak nepBocTeneHHble Wi nogaepxusatoliye n He rpynnmpyet MNPOLIECCHI,
Kak 310 cgenaHo B ISO/IEC 12207.

BONBLUMHCTBO OT/IMYKIA BbINN peann3oBaHbl UCX0AA M3 HYXA, U NOTpe6HocTeln npomMbiwieHHocT MEAVLIMHCKIX
V3OENNN:

- hokycupoBaTbca Ha acnektax 6esonacHocTt U MEHEOXXMEHTA PUCKA MEAVUMHCKUX N3AE/NIA, ycTaHoB-
NeHHbIX B ISO 14971,

- BblbpaTtb nogxoaswme MPOLIECCHI, nonesHbie B perynMpyemoi BHELLHER cpeae;

- MPVHATL BO BHMMaHWe, 41O pas3paboTka MporpamMMHOro obecrneyeHust BK/KOYEHa B CUCTEMY kayecTBa (KoTopas
oxBaTbiBaeT HekoTopble MPOLIECChHI 1 Tpe6osaHusa ISO/IEC 12207);

- YMEeHbLUMTb YPOBEHb 06006LLEeHNS, YTO6bI 06/1erUnMTb NPUMEHEHME.

Hactosiwmin ctaHgapT He npotuBopeunt ISO/IEC 12207. ISO/IEC 12207 MOXeT 6bITb MOJIE3HBIM B KA4eCTBe BCMO-
MoraTefibHoM MHdIopMaunn A1 co34aHusl NpaBuibHO CTPYKTypupoBaHHoi MOLENN XN3HEHHOIO LKA PA3PA-
BOTKW nporpammHoro obecnevyeHus, Kotopas BKItoHaeT TpeboBaHMA HacTosLWero ctaHgapTa.

Tabnuua C.5, koTopas 6blia nogrotoeneHa nogkomutetom 7 ISO/IEC, nokasbiBaeT B3aMMOCBA3b MeXay HacTos-
wum ctaHgaptom u ISO/IEC 12207.

Ta6nunya C.5— B3anmocsaAsb ¢ npoueccamun ISO/IEC 12207:2008

Mpouecchl HacTosALW,ero craHgapra Mpoueccebl ISO/IEC 12207:2008

fesTenbHOCTb 3agaua Mpoueccel fesTenbHocTb/3agaua

5 MPOLECC pa3paboTkm nporpamMmHoro obe-
cneyeHunA

5.1 MNnaHnpoBsa-
HVe pa3paboTku

5.1.MnaH pa3paboTku npo-
rpaMMHOro obecneyeHns

7.1.1 Peanusauust npo-
rpaMMHOro o6ecnedyeHus

7.1.1.3.1 Crparervs peanmsaumu
nporpamMmMHoro obecneyeHus

nporpaMmMHoro 7.1.131.1

obecneyeHus 7.1.1.3.1.3
7.11.3.1.4
6.3.1.3.2 MnaHnpoBaHue npoekTa
6.3.1.3.2.1

5.1.2 MopaepxaHve nnaHa
pa3paboTk1 NPOrpaMmHOro
obecneyeHunss B akTyasb-
HOM COCTOSIHWM

6.3.2 OueHka npoekra u
npoLiecc ynpasneHus

6.3.2.3.2 YnpaB/sieHne npoekTom
6.3.23.2.1
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5.1.3 MnaH pa3paboTku
nporpammMHoro obecneue-
HUS OTHOCWTE/IbHO MPOEK-
TUPOBaHKA 1 pa3paboTku
CUCTEMBbI

6.4.3 lNpovuecc npoekTu-
poBaHVsA apXUTEKTypbI
cucTeMmbl

6.4.5 CuctemHas uHTerpa-
s

7.2.5 TMNpouecc Baimpaunm
nporpamMmmHoro obecneyeHus

6.4.3.3.1 YcTaHOB/IEHME apXUTEK-
Typbl

6.4.33.1.1

6.4.5.3.1 WHTerpauns

6.453.1.1

7.2.5.3.1 Tlpouecc peanmsaunu
725314



MpopomkeHne Tabnmupl C.5

Mpouecchl HacTosWero craHgapra

feATenbHocTb

5.1 MNnaHupoBa-
Hue pas3paboTku
nporpaMMHOro
obecneyveHus

5.2 AHanu3
TpeboBaHWii K
nporpaMmHoMy
obecneyeHuno

3afava

5.1.4 CtaHgapTbl, MeToApl
N VHCTPYMEHTbI NaHnpo-
BaHUA pa3paboTku npo-
rpaMMHOro obecneyveHus

5.1.5 MNporpamMmmHas nHTe-
rpaumsa 1 nnaHuposaHue
TecTMpoBaHusa MHTerpauum

5.1.6 MnaHnposaHve BE-
PUNONKALUMIA nporpamm-
Horo obecrneyeHus

5.1.7 MNnaHuposaHve
MEHEO)KMEHTA PUCKA
nporpamMmMHoro obecneuve-
HUA

5.1.8 [lokymeHTauumsa rno
NnaaHNpoBaHNo

5.1.9 MNnaHnpoBaHune me-
HePKMeHTa KoHpurypaumm
nporpamMmMHoro obecneuve-
HUA

5.1.10 Moaaepxka ane-
MEHTOB, NOA/IEXALLX
ynpaBneHuo

5.1.11 ¥Ynpasnexue CO-
CTABHbIMW/ YACTAMA
KOH®UTIYPALIMW npo-

rpammHoro obecneyeHusi
no BEPNOUNKALUNN

5.2.1 Otgenenve un fo-
KYMeHTMpoBaHue Tpe6o-
BaHW K NporpaMMHOMY
06ecneyeHnto Ha 0CHoBe
TpeboBaHuii CUCTEMbI

FOCT IEC 62304—2022

Mpoueccol ISO/IEC 12207:2008

Mpouyecceol

7.1.1 Peanmsauusa npo-
rpaMMHOro obecneveHus

7.1.6 NHTerpauma npo-
rpaMMHOro o6ecnevyeHus

7.2.4 Bepudmkaums npo-
rpaMMHOro obecrneyeHus
7.1.5 lMpouecc KOHCTPY-
MPOBaHUA NPOrPaMMHbIX
cpeacTs

7.1.6 Software

Integration

7.1.7 KBanudmkaumoHHoe
TeCTUpoBaHne NporpaMMHo-
ro obecneyeHus

6.3.4 lpouecc MeHegKMeH-
Ta pvcka

7.2.1 MeHemKMEHT OOKY-
MeHTauMn nporpaMMHoOro
obecrneyeHns

7.2.2 MeHeH)KMeHT
KOHdpMrypaumm nporpammHo-
ro obecneyeHus

7.2.8 Tpouecc peLueHus
npo6semM B NporpaMMHOM
obecneyeHnm

6.2.2 MeHepXMeHT
NHPACTPYKTYpPbI

7.2.2 MeHeXMeHT
KOHGhMrypaumm nporpammHo-
ro obecneyeHuns

6.4.3 lNMpoekTnpoBaHune
apX1TEKTYpbl CUCTEMBI

featenbHocTb/3agava

7.1.1.3.1 Crparervsa peanusaumm
NporpaMmMHOro obecrneyeHusi
7.1.1.3.1.3

7.1.6.3.1 ViHTerpaumsa nporpaMmm-
Horo obecneyeHuns
7.1.6.3.1.1

7.2.4.3.1 Tpouecc peanunsalum
724314

7.2.4.3.15

7.1.5.3.1 TpoLecc KOHCTpynpoBa-
HVA NPOrpamMmMHbIX CPeAcTB
7.15.3.1.5

7.1.6.3.1 NHTerpauns nporpamm-
Horo obecneyenus 7.1.6.3.1.5
7.1.7.3.1 KsanudmkaumoHHoe
TecTMpoBaHve NporpaMMHOro
obecneyeHust

7.1.7.3.1.3

7.2.1.3.1 Tpouecc peanusaumm
721311

7.2.2.3.1 Tpouecc peanusaumm
722311
7.2.8.3.1 Tlpouecc peanmsaunm
728311

6.2.2.3.2 YcTaHOBNEHNE MHpa-
CTPYKTYpblI
6.2.2.3.2.1
6.2.2.3.3 MNoppepxaHune nHgpa-

CTPYKTYpbI
6.2.2.33.1

7.2.2.3.2 VigeHTutukaumsa koHdu-

rypaumm
722321

6.4.3.3.1 YcTaHOB/EH/E apXUTek-

Typbl
6.4.3.3.11
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Mpopgomkenne Tabnmupl C.5

Mpouecchl HacToswWwero craHgapra

feaTenbHoCTb

5.2 AHanu3
TpeboBaHuin K
nporpammHomy
o6ecneyeHnto

5.3 MNpoekTnposa-
Hue APXUTEKTY-
Pbl nporpammHo-
ro obecneyeHus

3afjava

5.2.2 CopepxaHue Tpebo-
BaHWIi K NpOrpammHoMy
obecneyeHunio

5.2.3 BktoyeHne mep no
YMNPABEHNIO PUCKOM
B TpeboBaHWA K nporpamm-
HOMy obecneyeHunto

5.2.4 NMEPEOL|EHVIBA-
HUEAHAIU3A PUCKA
MEAVLIMHCKOrO
N3ENVA

5.2.5 O6HoBNEeHUE Tpebo-
BaHwin K CUCTEME

5.2.6 Bepudpmkaumsa Tpe-
60BaHuii K NPOrpaMMHOMY
obecneyeHunto

5.3.1 Mpeobpa3osBaHue
TpeboBaHuii K nporpaMmm-
HOMy 06ecneyeHuto B
APXUTEKTYPY

5.3.2 Paspabotka APX-
TEKTYPbI gnsa nHtep-
theiicos MPOrTPAMMHbIX
COCTABHBIX UACTEM

5.3.3 OnpegeneHve Tpebo-
BaHW K OYHKLUMOHAIbHBIM
1 3KCnyaTaunoHHbIM
XapakTepucTukam 3/1eMeH-
ToB MOHTIM

5.3.4 OnpepeneHve Tpe-
60BaHWin K annapaTHbIM 1
nporpaMmHbIM cpefcTBam
CUCTEMBI, Tpebyembix
anemeHtamu MOHM

5.3.5 VgeHTndmkaumsa
060Cc06/1€HHOCTN, HEOBXO-
anmoi ana YMPAB/TIEHAA
PVCKOM

5.3.6 Bepudpmkauns
APXUTEKTYPbI
nporpaMmMHoro
obecneveHus

Mpoueccbl ISO/IEC 12207:2008

Mpoueccsl

7.1.2 AHanu3 TpeboBaHwii
K nporpaMMHomMy obecne-
YyeHuto

Het

7.1.2 AHanm3 TpeboBaHuit
K nporpamMmMHomy obecne-
YEHNo

7.2.4 Bepudmkaums npo-
rpammHOro obecneyeHus

7.1.3 MNpoekTnpoBaHue

apXUTEKTYpbl NMPOrpPaMMHOrO

obecneyeHuns

Het

Het

HeTt

7.1.3 MNpoekTnpoBaHue

apXUTEKTYPbI NMPOrPaMMHOrO

obecneyeHus

fesatenbHocTb/3agava

7.1.2.3.1 AHanu3 TpeboBaHwuii K
NporpaMmMHOMY 06ecneyeHuto
7.1.231.1

HeTt

7.1.2.3.1 AHanus TpeboBaHuii K
nporpaMMHOMY 06ecrneyeHuto
712311 a)unb)

7.2.4.3.2 Bepudmkaums
724321

7.1.3.3.1 lNpoeKkTnpoBaHue apxu-
TEKTYpbl NporpaMMHOro obecne-
yeHus

713311

7.1.3.3.1 TpoekTnpoBaHue apxu-
TeKTypbl NporpaMmMHoro obecne-
yeHus

7.1.3.3.1.2

Het

Het

HeTt

7.1.3.3.1 lNpoekTmpoBaHe apxu-
TEKTYpbl NporpaMMHOro obecne-
yeHus

7.1.3.3.1.6



MpopomkeHne Tabnmupl C.5

Mpouecchl HacTosWero craHgapra

feATenbHocTb

5.4 Pa3pa6or-
Ka feTasbHOro
aunsaliHa npo-
rpaMMHoro obe-
cneyeHuna

5.5* iImnnemes-
Taumsa MPO-
TPAMMHBIX
B/1OKOB

5.6 NHTerpauns
nporpaMMHoro
obecneyeHuns n
TecTMpoBaHue
VHTerpaumu

3afava

5.4.1 jpo6neHune npo-
rpaMMHOro obecneyveHus
Ha MPOIr'PAMMHbIE
B/IOKA

5.4.2 Pa3paboTka getasb-
HOro Au3ailiHa Ans Kaxpaoro
MPOrPAMMHOIO BJ/IOKA

5.4.3 Pa3paboTka geTtab-
HOro Au3aiiHa ons nHTep-
theiicos

5.4.4 BEPUOVKALNA
[JeTanbHOro An3aiHa

5.5.1 mnnemeHTaums
kaoxporo NMPOrPAMMHO-
O B/IOKA

5.5.2 YcrtaHosneHue MNPO-
LIECCA BEPN®UKALINN
MPOIrPAMMHOIO BJIOKA

5.5.3 Kputepuu npmemku
MPOrPAMMHBIX BNO-
KOB

5.5.4 lononHutenbHble
Kputepun npuemkun MPO-
MPAMMHbBIX BJTOKOB

5.5.5. BEPU®NKALNA
MPOrPAMMHBIX BNO-
KOB

5.6.1 NHTterpaunsa MNPO-
rPAMMHbIX B/TOKOB

5.6.2 Bepudumkauusa
WHTErpauym nporpaMMHoro
obecneyeHnst

5.6.3 NHTerpaunoHHoe
TecTupoBaHue nporpamm-
Horo obecneyeHuns

FOCT IEC 62304—2022

Mpoueccol ISO/IEC 12207:2008

Mpouyecceol

7.1.4 letanusmpoBaHHas
paspaboTka nporpaMmMHoro
obecneyeHus

7.1.4 Jetanv3mpoBaHHas
pa3paboTka nporpaMmMHoro
obecrneyeHusn

7.1.5 KoHcTpynposaHue
nporpamMmHOro o6ecneyeHus

7.1.4 JetanvsnpoBaHHas
pa3paboTka NporpaMmHOro
obecneyeHns

7.1.5 KoHcTpynposaHue
nporpamMmHOro o6ecneyeHus

7.1.5 KoHCcTpyunpoBaHue
nporpaMmMHoOro obecrneyeHusi

7.1.5 KoHcTpynpoBaHue
nporpamMmMHoro obecneyeHust
7.2.4 Bepudpmkaumsa npo-
rpaMmmMHOro obecneyeHus

7.1.5 KoHCTpyvpoBaHue
nporpaMmmHoro obecneyeHus

7.1.6 NHTerpaums npo-
rpaMMHOro obecneyeHus

7.1.6 NHTerpauns npo-
rpaMMHOro obecneyeHus
6.4.5 CucremHas uHTerpa-
ums

7.1.7 KsanudukaumoHHoe
TecTMpoBaHne nporpamMmmHo-
ro obecneyeHus

featenbHocTb/3agava

7.1.4.3.1 [detanm3npoBaHHas
pa3paboTka nporpaMmMmHOro
obecneyeHus

7.1431.1

7.1.4.3.1 [eTtann3npoBaHHas
pa3paboTka nporpaMmHoro
obecneyeHusi

7.1.4.3.1.2

7.1.4.3.1 fetanm3npoBaHHas
pa3paboTka nporpaMmMHOro
obecneveHust

7.1.431.7

7.1.5.3.1 KoHCTpympoBaHue
nporpamMmmHOro obecneyeHus
7.1531.1

7.1.4.3.1 feTtanm3nposaHHas
paspaboTka NporpaMmHOro
obecneyeHus

7.1.4.3.15

7.1.5.3.1 KoHCTpyunpoBaHue
nporpamMmmHOro obecneyeHus
7.153.15

7.1.5.3.1 KoHCTpympoBaHue
NporpaMMHOro obecneyeHusi
7.15.3.1.5

7.1.5.3.1 KoHcTpyupoBaHue
NporpaMMHOro obecrneyeHus
7.1.5.3.1.2

7.1.5.3.1 KoHCTpyupoBaHue npo-
rpamMMHOro obecrneveHust
7.15.3.1.2

7.1.6.3.1 VNHTerpaums nporpamm-
HOro obecneveHus
7.1.6.3.1.2

7.1.6.3.1 VNHTerpaums nporpamm-
Horo obecneyeHns

7.1.6.3.1.2

6.4.5.3.1 WNHTerpauns
6.4.5.3.1.2

7.1.7.3.1 KBasimdpvkaumoHHoe
TecThpoBaHue NporpaMMHOro
obecneyeHns

717311
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5.6 ViHTerpauus
nporpaMMHOro
obecneyeHus un
TecTMpoBaHue
VHTerpauum

5.7 TectnpoBaHune
MPOrPAMMHOWM
CUCTEMBI

5.8 Bbinyck
nporpaMMHoOro
obecneveHust
Ha CUCTEMHOM
YpOBHE

56

3afjava

5.6.4 CopepxaHue TecTu-
pOBaHVsA MHTErpauun npo-
rpaMMHOro obecnevyeHus

5.6.5 OueHuBaHve npo-
uenyp TecTMpoBaHus
MHTErpaumm nporpaMMHoro
obecneyeHus

5.6.6 lNMpoBeneHne perpec-
CVMOHHOIO TECTMPOBaHWSA

5.6.7 CogepxaHue 3anu-
celi B OTHOLLEHMWN perpec-
CVMOHHOTIO TECTMPOBaHWA

5.6.8 Ncnonb3oBaHue
MPOLECCA peLueHus
npo6aemM ¢ NPorpaMmHbIM
obecneyeHvem

5.7.1 YcTaHOBMAEHNE TECTU-
poBaHusA B OTHOLLEHWN
TpeboBaHWii K Nporpamm-
HOMy 06ecneyeHmno

5.7.2 MpumeHeHve
MPOLIECCA peLueHus
npo6saem ¢ NporpaMMHbIM
obecneyeHvem

5.7.3 MNoBTOpHOE TECTU-
poBaHue nocsnie BHeCeHus
N3MEHEHWN

5.7.4 OueHuBaHve Tectu-
posaHua NMPOrPAMMHOMN
CVCTEMBI

5.7.5 CogepxaHue otyeta
no tectuposaHuio MNPO-
rPAMMHOW CUCTEMBI

5.8.1 ObecneyeHne 3a-
BepLueHHocT BEPUNOK-
KALUNW nporpammHoro
obecrneyeHus

Mpoueccbl ISO/IEC 12207:2008

Mpoueccsl

7.1.7 KBanudmkaumoHHoe
TecTupoBaHue nNporpammHo-
ro obecneyeHus

Het

7.1.6 NHTerpaums npo-
rpamMmHOro obecneyveHms

7.1.6 NHTerpauns npo-
rpaMMHoOro obecneyeHms

7.2.4 Bepudmkaumsa npo-
rpammHOro o6ecneyeHus

7.1.6 NHTerpauusa npo-
rpaMMHOro obecneyeHms
7.1.7 KsanudukaumoHHoe
TecTupoBaHue nporpammHo-
ro obecnevyeHus

7.2.4 Bepudpukaums npo-
rpaMMHOro obecneyeHuns

7.2.8 lMpoviecc peLueHus
npo6nem B NPOrpamMMHOM
obecneyeHunm

7.1.7 KBanudmkaumoHHoe
TecTupoBaHue nNporpammHo-
ro obecrneyeHus

7.1.7 KBanugukaumoHHoe
TecTupoBaHue nporpamMmmHo-
ro obecneyeHus

6.4.9 ®YHKUMOHMpPOBaHNE
nporpamMmHoro obecneyeHus
7.2.2 MeHeHKMeHT
KOHpurypaumm nporpammHo-
ro obecneveHus

fesatenbHocTb/3agava

7.1.7.3.1 KsanudkalmoHHoe
TECTMPOBaHMe NpPorpaMmMHOro
obecneyeHus

7.1.7.3.1.3

Het

7.1.6.3.1 VHTerpaumsa nporpaMmm-
HOro obecrneyeHnst
7.1.6.3.1.2

7.1.6.3.1 ViHTerpaumnsa nporpamm-
Horo obecnevyeHus
7.16.3.1.2

7.2.4.3.1 Peanusauus npouecca
7.24.3.16

7.1.6.3.1 VNHTerpaums nporpamm-
HOro obecneyeHust

7.16.3.1.4

7.1.7.3.1 KBanudmkaumoHHoe
TeCTMpoBaHne NporpamMmMHoro
obecneyeHns

717311

7.2.4.3.1 Peanunsauusa npouecca
7.2.4.3.1.6

7.2.4.3.1 Peanunsauusa npouecca
724311

7.1.7.3.1 KsanudkalmoHHoe
TecTupoBaHue NporpamMmMHoro
obecneyeHus

7.1.7.3.1.3

7.1.7.3.1 KeanmpmkaumoHHoe
TeCTMpOBaHne NporpamMmMHoro
obecneyeHns

717311

6.4.9.3.2 AKTuBaumsa 1 nposepka
PYHKLMOHNPOBaHNA

6.49.3.2.1

6.4.9.3.2.2

7.2.2.3.6 TocTaBka N MmeHe-
[KMEHT BblInycka

7.2236.1



MpopomkeHne Tabnmupl C.5

Mpouecchl HacTosWero craHgapra

feATenbHocTb 3afava

5.8 Bbinyck 5.8.2 [lokymeHT1poBaHve
nporpaMmMHoOro N3BECTHbIX OCTATOYHbIX
o6ecneyeHmst AHOMA/JIN

Ha CUCTEMHOM

yPOBHe 5.8.3 OLEHVBAHVE

N3BECTHbIX OCTATOYHbIX
AHOMAJTINI

5.8.4 JlokymeHT1poBaHve
BbINyLLeHHbIX BEPCUN

5.8.5 [lokymeHTUpOBaHue
CO3JaHuns BbIMyLLIEHHOTO
nporpamMmMHoro obecneuve-
HUA

5.8.6 ObecneyeHne NosHo-

ro 3aBepLUeHus aesiTenb-
HOCTM 1 3aa4

5.8.7 ApxmBnpoBaHue npo-

rpaMmMHOro obecneyeHunst

5.8.8 ObecneyeHune
HaZeXHOIN MoCTaBKu
BbINyLLEHHOrO NporpamMm-
HOro obecneveHns

6 TexHuueckasi NofAepXKa NporpaMMHoro o6e-
creyeHus

6.1 YcTtaHoBneHve
nsaHa TexHun4ye-
CKOI noafepXkn

nporpaMMHOro

obecneyeHunst

6.2 AHanun3 6.2.1 [lokymeHTUpoBaHue
mMoAaudmKaumm v 1 OLEeHMBaHVe 06paTHoO
npo6nem CBSA3U

6.2.1.1 MoHUTOPUHT
ob6paTHoli CBS3U

6.2.1.2 lokymeHTMpoBa-
Hve n OLLEHBAHWE
o6paTHoli CcBSI3N

6.2.1.3 OLUEHNBAHVE
BMsHMA OTHETOB

O NMPOBJIEMAX

Ha BE3OIMNACHOCTb

6.2.2 Ncnonb3oBaHne
MPOLECCA pelueHus
npo6aem NporpaMmmHOro
obecneyeHuns

FOCT IEC 62304—2022

Mpoueccol ISO/IEC 12207:2008

Mpouyecceol

7.2.2 TpoLiecc MeHeKMeH-
Ta KoHdurypauuu npo-
rpaMMHOro o6ecneveHus

featenbHocTb/3agava

7.2.2.3.6 TocTaBka 1 MeHea-
XMEHT BblInycka 7.2.2.3.6.1

6.4.10 NMpouecc TeXHNYECKON NOAAEPKKMA NPOrpaMMHOro obecne-

YyeHuna

6.4.10 TexHnuyeckasa
nogaepxka nporpaMMHOro
obecneyeHuns

HeTt

6.4.10 TexHnuyeckad
noafepxka nporpaMmMHoOro
obecnevyeHus

6.4.10 TexHnuyeckad
nogfepxka nporpaMMHoOro
obecnevyeHuns

6.4.10 TexHnuyeckad
noafepxka nporpaMMHoOro
obecnevyeHus

6.4.10 TexHun4yeckas
nogaepxka nporpaMmmMHoOro
obecneyeHuns

Het

HeTt

HeTt

HeTt

HeTt

Het
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feaTenbHoCTb 3afjava Mpoueccsl fesatenbHocTb/3agava
6.2 AHann3 mogun-  6.2.3 Ananus 3ANPOCOB 6.4.10 TexHnyeckas Het
dvkaumu HA NSMEHEHWE nogaepxka nporpaMMmHoro
1 npobnem obecneuveHuns
6.2.4 OpobpeHune 6.4.10 TexHnyeckas Het
3AMNPOCA noAnepXka nporpammMHOro
HA N3MEHEHNE obecneuyeHus
6.2.5 VHhopmupoBaHue 6.4.10 TexHnyeckas Het
nosib3oBareneii u perynum- noAfepxka nporpaMMHOro
pyroLwmx opraHos obecneyeHus
6.3 OcyLlecTBre- Het Het
HVe mMmoauduka-
LM 6.3.1 Wcnonob3oBaHue 6.4.10 TexHn4yeckas Het
yCTaHOB/IEHHOTO noAfepxka nporpaMMHOro
MPOLIECCA ocyuwiectBne-  obecnevyeHus
HUs mogudomkam
6.3.2 MOBTOPHLIN BbINYCK 7.2.2 lNpouecc MeHeKMeH- Het

mMoavdmumpoBaHHoi MPO-
rPAMMHOW CUCTEMbI

Ta KoHdwmrypaumm npo-
rpaMMHOro obecneyeHuns

7 NPOLECC MEHEDKMEHTA PUCKA npo-
rpaMMHOro obecneyeHus

6.3.4 MNpouecc MmeHemMKMeHTa pucka

OcHoBaH Ha ISO/IEC 16085. HecMoTpsi Ha HEKOTOPYH OBLLHOCTb,
B HEM HE pacCMOTpPeHbl KOHKpeTHble TpeboBaHNa K paspaboTke
nporpamMmmHoOro o6ecneyeHns MeauUMHCKNX U34enii B OTHOLLEHNM

8 MPOLECC MeHemXMeHTa KoHurypaumm
nporpamMmmHOro obecneveHus

MEeHepKMEeHTa puUcka

8.1 VaeHTndum- 8.1.1 YcraHoBeHve 7.2.2 Tpouecc MmeHegKMeH- Het
Kauusi KoHdury- CPeacTB UAeHTUKaLUK Ta KoHdurypaumm
pauun COCTABHbIX YACTEN nporpamMMHoOro obecneyeHms
KOHOUTIYPALINA
8.1.2 VigeHTndmkaums Het Het
MOHMN
8.1.3 VaeHTudukaums 7.2.2 Tpouecc meHegKMeH- Het
LOKyMeHTaUun KOHpurypa-  Ta KoHdpurypaumm
um CNCTEMBDI nporpaMmHoro obecneyeHus
8.2 YnpasneHve 8.2.1 OpobpeHune 7.2.2 Tpouecc MeHegKMeH- Het
N3MEHEHMAMN 3AMPOCOB Ta KoHdmrypauum npo-
HA NSMEHEHNA rpaMMHOro obecneyeHunsi
8.2.2 OcyuecTBrieHue 6.4.10 TexHnyeckas Het
N3MeHeHWI noaaepkka nporpaMmHoro
obecneyeHus
8.2.3 BEPNOUNKALINA 7.2.2 Tpouecc MmeHegKMeH- Het

58

N3MEHEHWI

8.2.4 ObecneueHue cpes-
ctBamu ana NMPOCEXN-
BAEMOCTW n3meHeHwi

Ta KOHCpMrypaLmm
NporpaMMHOro o6ecrneveHus
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feATenbHoCTb Mpouyecceol feaTenbHocTb/3agava
8.3 Yuert cratyca 7.2.2 TlpoLiecc MeHeKXMeH- Het
KOHpurypaumm Ta KOHpurypauum npo-
rpaMMHOro o6ecneveHus
9 NMPOLECC pelueHuss npobaem NporpamMmmHoro
obecneyeHust
9.1 lMoproToBka 7.2.8 TpoLiecc peLueHus Het
OTYETOB O npo6aemM B NporpaMMHOM
MPOBMEMAX obecneyeHum
9.2 Viccneposa- 7.2.8 Tpouecc peLueHus Het
HVe Npo6nemMsl npo6seM B NPOrpamMmMHOM
obecrneyeHun
9.3 KoHCynbTupo- 7.2.8 Tpouecc peLueHus Het
BaHve 3auHTepe- npo6aemM B NporpammHoM
COBaHHbIX CTOPOH obecrneveHun
9.4 Ncnonb3o- 7.2.2 Tlpouecc MeHegKMeH- Het
BaHve npotecca Ta KoHdMrypaumm
ynpas/fieHns nporpaMmHoro obecrneyeHusi
N3MEeHeHAMMN 6.4.10 TexHuyeckas
nogaepxka nporpaMMHoOro
obecneyeHus
9.5 lMoppepxaHve 7.2.8 TNpouecc pelueHuns Het
3anvcei npo6nemM B NPOrpamMMHOM
obecneyeHun
9.6 AHanus npo- 7.2.8 TNpouecc pelleHns Het
6nem Ha npeg- npo6sem B NPOrpamMmmHOM
MET BbIABNIEHNSA obecneyeHun
TeHAEeHL M
9.7 BEPVIOUKA- 7.2.8 TNpouecc pelleHuns Het
LA pelueHns npo6sem B NPOrpamMmmHOM
npo6nem npo- obecneveHnmn
rpaMmmMHoro obe-
cneyeHuns
9.8 CogepxaHue ISO 12207 TpebyeT fOKY- Het

[lOKyMeHTauum no
TECTUPOBAHWIO

MeHTupoBaHua Bcex 3AJAY
NpoBefeHnss TECTUPOBaHNA

C.7 B3aumocBsasb ¢ IEC 61508

B pe3synbrate paccMoTpeHus Bonpoca 06 MCNoNb30BaHWM B HACTOALLEM CTaHaapTe, NPYMEHAEMOM B OTHOLLEHUU
Kputnueckn BakHoro ans BE3OMACHOCTW nporpammHoro obecneveHus, npuHumnos IEC 61508, 6biny yyTeHbl crie-
Aywowpme coobpaxeHus. MNopxop k 6e3onacHocT B IEC 62304 npuHUMNMansHO oTmyaeTcs oT nogxoda B IEC 61508.
IEC 62304 yunTbiBaeT, YTO Pe3y/IbTATUBHOCTb MEAMLMHCKUX U3LENNIA OnpaBabiBaeT CyLECTBOBaHMNE OCTaTOYHbIX PUCKOB,
CBSAI3aHHBIX C UX NPUMeHeHVeM. Mo3MLMI0 HAaCTOALLEro CTaHAapTa OObsACHAET cneaytoLLee.

IEC 61508 cdhokycupoBaH Ha Tpex rnaBHbIX BONpocax:

1) xmn3HeHHOM umkne MEHEIXXMEHTA PUCKA 1 NMPOLECCAX XMU3HEHHOro UYKNa,;

2) onpegeneHun ypoBHeli 6e30nacHOCTY 3KCnayaTauum 060pyaoBaHus;

3) pekoMeHAyeMbIX TEXHMKAX, MHCTPYMEHTax 1 meTodax Ana pa3paboTkm NporpamMMHOro o6ecrneyeHns 1 ypoBHAX
He3aB1CMMOCTU MepPCcoHas1a, OTBETCTBEHHOrO 3a BbINO/IHEHWE pa3/inyHbiXx 3ALAY.

Bonpoc 1) BKIHOUYEH B HACTOALLMIA CTaHAAPT HOPMATUBHOW CCbIIKOWM Ha ISO 14971 (ctaHgapT no MEHEIXXKMEHTY
PVCKA ans npombliuieHHocT MEAVLIMHCKOWX U3OENNY). BansiHue 3Toi CCbIKM COCTOMT B TOM, YTOGbI a4anTupo-
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BaTb nogxof 1SO 14971 k MEHEO)XXMEHTY PUCKA kak coctaBHyto YacTb NMPOLIECCA nporpammHoro obecneyeHus ans
MO MEANLIMHCKUX N3OENNN.

[ns Bonpoca 2) HacToswmWin cTaHAapT NpuHMMaeT 6onee npocToli nogxog, yem IEC 61508, knaccudmumpyroLmia
nporpammHoe o6ecneyeHne Ha yeTbipe «ypoBHS 6e30MacHOCTU 3KCM/lyaTauum o60pyAoBaHUsA», OnpeaesieHHble C TOUKU
3peHusa HagexHocTu. Lienn HagexHocTn naeHtuduumpytot nocrie AHATM3A PUCKA, KkoTopbiil onpegensieT Kak TSHXecTb,
TaK U BEPOATHOCTbL NpuynHeHns BPEJA, Bbi3BaHHOIo otkasom [1O.

HacToswmin ctaHaapT ynpoLlaet BONpoc 2) NocpefcTBOM YCTAHOB/EHUS Knaccudukaumm no Tpem kKnaccam 6e3-
onacHoCTV nporpaMMHoro obecrneyeHns Ha ocHoBe PUCKA, Bbi3BaHHOro oTkasoMm. llocne knaccudmkaumy ons pasHbix
KnaccoB 6e30MacHOCT NporpaMMHOro obecneyeHns Tpebytotcsa pasHble NMPOLIECCHI: HamepeHne cOCTOUT B AaJ/bHER-
LWEM YMEHbLLEHNN BEPOSATHOCTM (M/Mnn TSHXKECTM NOCNEACTBUIA) OTkasa NMporpaMMHOro obecneyveHus.

Bonpoc 3) He 3aTPOHYT B HACTOSIWEM CcTaHdapTe. [Nonb3oBatenisiM pekomeHgyeTcs npuMmensTb IEC 61508 B kave-
CTBE UCTOYHMKA MPOrpaMMHbIX METOAO0B, TEXHUK N MHCTPYMEHTOB, C Y4ETOM TOrO, YTO Apyrie noaxofbl MoryT obecneynTb
oavHakoBble PE3Y/IbTATBI. Hactoswmin ctTaHaapT He COAEPXUT pekoMeHAaLU M OTHOCUTENTIbHO HEe3aBUCUMOCTU NnL, OT-
BETCTBEHHbIX 3a oanH By JEATE/IBHOCTW B 06nactv nporpammHoro obecnevexHus (Hanpumvep, 3a BEPUGUKALIKO)
OT Tex, KTO OTBeYaeT 3a Apyroi (Hanpyumep, 3a NPoeKTMpoBaHWe). B 4acTHOCTW, HACTOALWMIA CTaHAaPT He TpebyeT Hanmuns
He3aBVCUMMOro 3KcnepTa no 6e30nacHOCTU, NOCKOSbKY 3TO OTHocKTCA K ISO 14971.
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MpunnoxeHue D
(cnpaBo4HOE)

MpumeHeHwne

D.1 BeegeHue

B faHHOM NpUIoXeHn NprBOAMTCA 06LLMiI 0630p TOrO, Kak HACTOALLMIA CTaHAapT MOXeT 6biTb peanv3osaH B MPO-
LIECCAX U3rOTOBUTENSA. Mpegnonaraetcs, 4To Apyrve craHaapTbl, Takne kak ICO 13485 [8], TpebytoT noaxoasLmx
n conoctasumbix NMPOLIECCOB.

D.2 Cnucrtema meHeOXMeHTa KayecTBa

B KOHTEKCTe HacTosLlero ctangapta ans 3rOTOBUTENEN MEOULMHCKUX U3OENNW, sxatovas MPOrPAMM-
HOE OBECMEYEHVE MEAULIMHCKNX U3OENNN, yCTaHOB/IEHNE CUCTEMbI MeHekMeHTa kadecTBa (fanee — CMK)
TpebyeTcs B cooTBeTcTBMM C 4.1. HacToswwin ctaHAapT He TpebyeT, utobbl CMK 0653aTenbHO 6bina cepTudmumpoBaHa.

D.3 OUEHMBAHWE NMPOLUECCOB mMeHemXMeHTa KayecTBa

PekomeHayetca OLIEHVIBATD, kak ycTaHOB/IEHHble U foKyMeHTMpoBaHHble NMPOLIECCHI CMK oxsartbiBatoT MNMPO-
LIECCbI W13HEHHOrO LMKIa MNporpaMMHOro ob6ecnevyeHns NOCPeAcTBOM MPOBEAEHVS ayAuTOB, MPOBEPOK WHCMEKLMIA
UM aHanu3a, 3a KoTopble HeceT oTBeTCTBEHHOCTb N3TOTOBUTE/b. /llobble BbISIB/IEHHbIE HECOOTBETCTBUS MOTYT ObITb
yCTpaHeHbl NOCPeACTBOM pacluMpeHust yctaHoBeHHbIX NMPOLECCOB meHemxMeHTa KayecTsa WM 0QOPMIEHbl OTAENb-
HbIMU gokymeHTamn. Ecnim NM3FTOTOBUTE/SIb yxe nmeeT gokymeHTuposaHHble NMPOLIECCHI, koTopble pernameHTupyroT
paspaboTky, BEPNOUKALIMKO n Banmgauymo MO, 1o gaHHble NMPOLIECCHI Takke gomkHbl 6bimb OLIEHEHBI ¢ uensto
onpefenieHnss cornacoBaHHOCTU C HACTOSALLMM CTaH4APTOM.

D.4 NHTerpaumsa TpeboBaHuii HacToswero ctaHgapTa B NMPOLIECCHI meHegXmeHTa KavecTBa
N3roTOBUTENA

HacTosilwmin cTaHgapT MOXET ObITb BHEAPEH NOCPEACTBOM ajantaummn nnm paclumpenus NMPOLIECCOB, yxe ycTa-
HOBNeHHbIX B CMK, wm uHTerpaumein HoBbix NMPOLIECCOB. Hactoswumii cTaHgapT He yCTaHaB/MBaET KakoW-nnbo cro-
€06, n NArOTOBUTE/Ib MOXET BbINOMHWUTL BHEAPEHWE 0ObIM MOAXOAALLMM 06pa3oM.

M3rOTOBUTE/Ib HeceT 0TBETCTBEHHOCTL 3a 0b6ecneyeHne Haanexatlero sbinonHeHus NMPOLIECCOB, onncaHHbIX
B HacTosLeM cTtaHaapTte, korga NMPOrPAMMHOE OBECMNEYEHVME MEAVNLNHCKOIO N3OENNA paspabotaHo U3IO-
TOBUTENAMW opurnHansHoro o6opygosaHus (OEM) namn cybnogpsgunkamu, He MMELWMMM COBCTBEHHON AOKYMEHTU-
poBaHHoli CMK.

D.5 KOHTPO/IbHBIW CAUCOK A1 Masnbix npeanpusatuii, U3rOTOBUTE/IEN, He nmetowmx

cepTndmymnpoBaHHoii CMK

M3roToBuTeNb AO/MKEH YCTAHOBUTL CaMblii BbICOKWIA kiacc 6e30nacHOCTU NporpaMmHoOro obecnevenns (A, B nm
C). Tabnuua D.1 nepeuncnset Bce Buabl JEATE/IbBHOCTW, onncaHHble B HacToswem cTaHgapTe. Ccbinka Ha WCO
13485 gomkHa nNomoYb onpeaennTb MecTo AaHHol gesTtenibHocTu B CMK. OcHoBbIBasicb Ha TpebyemoM kriacce 6e3onac-
HOCTK nporpamMmMmHoro obecnevenus, I3rOTOBUTESO cneayet OLIEHUTD kaxapiin Tpebyembiii Bug AEATE/IbBHOCTU
OTHOCUTENBHO YXe cyulecTBytowmx NPOLUECCOB. Ecnu TpeboBaHMe e BbINOSHEHO, TO AO/MKHbI ObITh CAeNaHbl CCbIKU
Ha cooTtseTcTBytowme NMPOLECCHI.

Mpy Ha/AMUMM HECOOTBETCTBUIA HEO6XOAMMO NPeAnpUHATL AeicTBrA ans ynydwenus MPOLIECCA.

Cnuncok Takke MOXeT 6biTb ncnonb3osaH ans OLIEHVIBAHWA NMPOLIECCOB nocne BbINOSIHEHNS OEACTBUS.

Ta6nunya D.1 — KOHTPO/bHLIA CAUCOK 4718 MasbiX NPeanpuaTuii, He NMeKLWKX cepTudmumupoBaHHoii CMK

OxBaTblBaeTcs

CooTBeTCcTBYWO WM pasgen Ecnu pa: MpeanpuHATbIE
AEATENIBHOCTD NCO 13485:2003 cywecTeylowumm cchblfika feiicTBus
npouegypamu?
5.1 MnaHupoBaHue pa3paboTku 7.3.1 MNnaHMpoBaHWe NpPoeKTUpPo- Ja/Het
no BaHVs 1 pa3paboTkm
5.2 AHann3 TpebosaHwuii k MO 7.3.2 BXogHble faHHble s Ja/Het
NPOEKTUPOBaHMA N pa3paboTkm
5.3 MpoekTupoBaHmne Ja/Het
APXUTEKTYPbI MO
5.4 Pa3paboTka fetanbHoro Ja/Het
aunsaiina Mo
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OkoH4yaHve Tabnmupl D. 1

OxBaTblBaeTcs

CooTBeTCTBYWOW MW pa3gen Ecnun pa: MpeanpuHATbie
AEATENBHOCTD MNCO 13485:2003 CylwecTsyloumm cchblnka neictensa
npouegypamun?
5.5 VimnnemeHTaums Ja/Het
MPOrPAMMHBbIX B/IOKOB
5.6 ViHTerpauyus MO u Tectupo- [a/Het
BaHVe MHTerpaumm
5.7 TectmpoBaHue 7.3.3 BbIxogHble fAaHHble Ja/Het
NMPOrPAMMHOU CUCTEMbI NPOEKTUPOBaHUS 1 pa3paboTku

7.3.4 AHanu3 npoekTa
N pa3paboTkm

5.8 Bbinyck MO Ha cnctemHoM 7.3.5 Bepudmkauymsa npoektmpo- Ja/Het
ypOBHE BaHWS 1 pa3paboTku

7.3.6 Banivpgauma npoektmposa-

HMS1 U pa3paboTKm

6.1 YcTtaHoB/eHve nnaHa 7.3.7 YnpaBneHue n3mMeHeHuaMN Ja/Het
TexHnyeckoi nogaepxku MO NPoeKTUpoBaHUA 1 pa3paboTku

6.2 AHann3 mogudukamin Ja/Het
1 npobnem

6.3 OcyuiecTBieHne 7.3.5 Bepudukaums Ha/Het
Moaunurkaumm NpPoeKTUpoBaHUA 1 pa3paboTku

7.3.6 Banivpgauma npoektmposa-
HUA 1 pa3paboTkn

7.1 AHanus MO, cnocob6CcTByto- Ja/Het
LLIero onacHbIM CUTyaumsim

7.2 Mepb! no YMPABJIEHNIO Ja/Het
PVCKOM

7.3 BEPNOPUNKALINA mep Ja/Het

no YNMPABJIEHO PNCKOM

7.4 MEHEQ>XMEHT PUCKA Ja/Het
B OTHOLLEHUN n3MeHeHuin MO

8.1 OnpepgeneHune koHgurypauum  7.5.3 NaeHTndmkaums Ja/Het
1 NPOC/IEXNBAEMOCTb

8.2 YnpaBneHne n3MeHeHusiMu1 7.5.3 NgeHTndmkaums Ja/Het
1 NPOC/NEeXMBAEMOCTb

8.3 Yuert cTatyca koHdurypaumm [a/Het
9 MPOLECC pelleHuns npobnem Ja/Het
Mno
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MpunoxeHue A
(o6sa3aTtenbHoOE)

CBefeHNsA 0 COOTBETCTBMM CCbIJIOYHbIX MEXAYHapOoAHbIX CTaHO4apPTOB
MEXrocyapCTBEHHbIM CTaHAapTam

Ta6nuuya [OA 1

O603HayeHne CCbIIOYHOTO CTeneHb O603HavyeHne N HaumeHoBaHue cooTBeTCTBYHOUW Ero
MeX/AyHapoAHOro craHgapTa COOTBETCTBUA MeXrocygapcTBeHHOro ctaHgapra
ISO 14971 HOoT FOCT ISO 14971—2021 «W3penus meguumHckme. MpumeHe-

H/Me MeHeo)XMeHTa pucka K MegUUNHCKUM N3a0enam»

MpumeuvaHne — B HacTosllei Tabnvue WCMOMb30BAHO Crieaylollee YC/0BHOE 0603HAYEHVEe CTENeHu
COOTBETCTBUS CTaHAApTa:

- HOT — npaeHTWuHbIA cTaHaapT.
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Bubnuorpadwusa

Medical electrical equipment — Part 1: General requirements for basic safety and
essential performance (/13genus mMeauumHcKkMe anekTpuyeckme. Yactb 1. O6uwme
Tpe6oBaHMss 6€30MacHOCTV ¥ OCHOBHbIE XapaKTepUCTUKN)

Medical electrical equipment — Part 1. General requirements for safety —
4.Collateral standard: Programmable electrical medical systems (withdrawn) (/13-
Jenvs mMeguumHckne anektpuueckve. Yactb 1-1. O6wme TpeboBaHus 6Gesonac-
HOCTW. [lONONHUTENbHBLIA CTaHAapT. TpeboBaHus 6e30MacHOCT K MeAULMHCKUM
3M1EKTPUYECKMM CUCTEMAM)

Medical electrical equipment — Part 1-6: General requirements for basic safety
and essential performance — Collateral standard: Usability (U13genva megunumn-
cKkve anekTpuyeckre. Yactb 1-6. Oblme TpeboBaHus 6e30nacHOCTM C yYeTOM OC-
HOBHbIX (PYHKLMOHA/IbHbIX XapakTepucTuK. JONoNHUTE NbHbIA CcTaHgapT. dkcnya-
TauVoHHaA NPUroHOCTb)

Functional safety of electrical/electronic/programmable electronic safetyrelated
systems — Part 3: Software requirements (®PyHKUMOHa/IbHasi 6€30MacHOCTb CU-
CTEM 3NEKTPUYECKUX, INEKTPOHHBIX, MPOrpamMMUpPyEMbIX 3/1IEKTPOHHbLIX, CBSA3aH-
HbIX ¢ 6e3onacHoCTblo. YacTb 3. TpeboBaHWs K NporpaMMHOMY 06ecrneyeHnto)

Safety requirements for electrical equipment for measurement, control, and
laboratory use — Part 1. General requirements (be30nacHOCTb KOHTPOJ/IbHO-U3-
MepuTenbHbIX NPUGoPOB 1 NabopaTopHoro obopyaosaHusa. Yacte 1. O6wpme Tpe-
60BaHus)

Quality management systems — Fundamentals and vocabulary (Cuctembl MeHe-
KMeHTa kavecTBa. OCHOBHbIE MOMIOXEHUS U C/I0Bapb)

Quality management systems — Requirements (CucteMbl MeHemXMeHTa Kaue-
cTBa. TpeboBaHwus)

Medical devices — Quality management systems — Requirements for regulatory
purposes (M3genus megvumHckme. CucteMbl MeHefKMeHTa kadectsa. Tpebosa-
HUA ANA ueneii perysimpoBaHis)

Systems and software engineering — Software life cycle processes (CuctemHas u
nporpammHas nHxeHepms. MpoLecchbl XXM3HEHHOTO LMKIa NPOrpamMMHbIX CPEACTB)

Software Engineering — Software Life Cycle Processes — Maintenance (Hop-
MaLuoHHasA TexHoorus. ConpoBoXaeHne NporpaMmHbIX CPeACTB)

Information technology — Process assessment — Part 5. An exemplar software
life cycle process assessment model (MHcopmaunoHHble TexHonormn. OueHka
npoueccos. YacTb 5. Mpumep mogenn oueHkn npouecca)

Systems and software engineering — System and software Quality Requirements
and Evaluation (SQuaRE) — System and software quality models (CuctemHas n
nporpammHas uHxeHepusi. TpeboBaHWs1 1 OLEHKa KayecTBa CUCTEM U nMporpamm-
Horo o6ecneyveHnst (SQuaRE). Mogenun kayecTBa CUCTEM M NPOrpamMMHbIX MPOAYK-
TOB)

Information technology — Process assessment — Concepts and terminology (V-
hopmaLMoHHble TexHonornn. OueHka npolecca. MOoHATUA 1 TEPMUHOMONUS)

Information technology — Process assessment — Requirements for process
reference, process assessment and maturity modelss (MHcbopmaunoHHas TeXHO-
norus. OueHka npouecca. TpeboBaHMs K 3Ta/IOHHLIM MOZE/ISIM NpoLecca, mMofe-
NSIM OLEHKV npoLecca U 3aBepLUEHHbIM MOAE/SIM)

Software engineering — Guidelines for the application of 1SO 9001:2008 to
computer software (Pa3paboTka nporpamMmmHbIX NPOAYKTOB. PykoBofsLme ykasa-
HUA no npumeHeHunto MICO 9001:2008 npu pa3paboTke NporpamMmHbIX MPOAYKTOB)
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ISO/IEC Guide 51:2014 Safety aspects — Guidelines for their inclusion in standards (AcnekTtbl 6e3onac-
HOCTW. PykoBogsLme yka3aHus Mo BKIKYEHWNIO UX B CTaHA4APTbI)

IEEE 610.12:1990 IEEE standard glossary of software engineering terminology

IEEE 1044:2009 IEEE standard classification for software anomalies

U.S. Department Of Health and Human Services, Food and Drug Administration, Guidance for the Content of
Premarket Submissions for Software Contained in Medical Devices, May 11,2005, <://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/GuidanceDocuments/

ucm089543.htm>

U.S. Department Of Health and Human Services, Food and Drug Administration, General Principles of Software
Validation: Final Guidance for Industry and FDA Staff, January 11, 2002, <http://www.fda.gov/downloads/
RegulatoryInformation/Guidances/ucm126955. pdf>

IEC 62366-1:2015 Medical devices — Part 1: Application of usability engineering to medical devices
(M3penua megumumHckme. Yactb 1. MNpoekTpoBaHne MeauLUHCKUX 13genuii ¢ yye-
TOM 3KCMyaTauyoHHOI NPUrogHOCTH)

82304-1:—3 Healthcare Software Systems — Part 1. General requirements (/13genua megu-
umHckme. YacTb 1 lMpoekTupoBaHne MeauLMHCKUX W3AENWiil ¢ yYeToM aKcnsiyarta-
LIVOHHOW MPUrogHOCTH)

3 B cragum paspaboTku.
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