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MHdopmaumsa 06 nsmeHeHnax K HacTosWweMy cTaHgapTy nybnvkyeTca B eXerogHom nHdopmauu-
OHHOM yka3zaTene «HaunoHa/bHble CTaHAapThi», @ TEeKCT W3MEHEHW N NoMpaBoOK — B €XeMeCAYHOM
MHbopMaLuoHHOM yKa3aTene «HaunoHanbHble cTaHgapThi». B cnyyae nepecmoTpa (3ameHbl) unm oT-
MeHbl HaCcTOALWEro cTaHjapTa CoOOTBETCTBYILee yBegoMeHne byfeT ony6/MKOBaHO B eXxemecsu-
HOM MH(pOpMaLUMOHHOM yKasaTene «HauuoHanbHble cTaHgapTbi». CooTBeTCTBYWaas nHpopmauus,
yBefJOM/IeHNe N TeKCTbl pa3meLlalnTCcA Takke B MH(OPMaLUVOHHOR cucTeme 06LLero nofb3oBaHNs — Ha
ohmymanbHom caiiTe defepasbHOr0 areHTCTBa N0 TEXHUYECKOMY peryinpoBaHuio U MeTponorui B
ceTun NIHTepHeT

© CtaHpapTuHcopm. 2015

B Poccuiickoii ®efepayuy HaCTOAWMIA cTaHAAPT HE MOXET OblTb MOTHOCTBIO W/IM YacTUYHO BOCMPO-
“3BedeH. TUPaXMPOBaH M pacnpocTpaHeH B KauyecTBe oUUMasbHOTO M3gaHus 6e3 paspelleHus depge-
pafibHOTO areHTCTBa N0 TeXHUYECKOMY PeryMpoBaHunio U MeTpoIorMu
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rOCT 30324.0.4—2002
BeeneHve

HactoAwwmii ctaHAapT ABNsSeTCA NpsAMbIM NPUMEHEHMEM MeXAyHapoaHoro ctaHgapTta IEC 60601-1-
4:1996 Medical electrical equipment — Part 1: General requirements for safety — 4. Collateral standard:
Programmable electrical medical systems («/3gennsa meguumHckue anektpuyeckue. Yactb 1. Obwume Tpe-
60BaHna 6e3onacHocTu. 4. Tpe6oBaHus 6e30MacHOCTV K NpPOrpaMmmupyeMbiM MeULMHCKUM 3/1eKTPOHHbIM
cucTemMam»), NOATOTOB/IEHHOTO TexHMyYeckum Komutetom M3IK 62 «M3pgenns MeauumMHCKMe 3neKkTpuye-
CKue».

HacTtosiwwmidi cTaHaapT ABNSETCA AONONHUTE bHBIM CTaHAApPTOM No oTHoweHuto k FTOCT 30324.0 «W3-
nenua meguumHckue anektpuyeckme. Yactb 1. O6wme TpeboBaHuA 6e3onacHocT» (ganee — 06K CTaH-
aapr).

JlononHutenbHble cTaHAapTbl yCTaHaBNMBalT 06wme TpeboBaHns 6€30NacHOCTU MPUMEHUTENBHO K:

- rpynnam v3genunii MeauLMHCKOro HasHauyeHus (HanpuMep, K peHTreHOBCKOl annaparype);
- cneumanbHbIM XapakTepucTkaM Bceli 3N1eKTpPoOMeULMHCKON annapaTypbl, HE pacCMOTPEHHbIM NoAPO6HO
B obuiem cTaHgapTe (Hanpumep, 31eKTPOMarHUTHas COBMECTUMOCTb).

Homepa pas3gesnos, MyHKTOB U MOAMYHKTOB HACTOALLLErO AOMNO/IHUTENIbLHOTO CTaH4apTa COOTBETCTBYIOT
Hymepauuu obuiero ctaHgapTa.

Homepa nyHKTOB U PUCYHKOB HAcCTOALLEro fOMNO/IHUTENbHOrO CTaHAapTa, AOMOMHALWMX 0OLWnii cTaH-
4apT. HaumHatoTea ¢ undpbl 201, fonoNHUTEbHbIE NPUOXEHMA 0603HaYeHbl 6ykBamu AAA. BBB n T. 4.

TepMuHbIl, UCMONb3yeMble B HACTOSILLEM CTaHAapTe, HabpaHbl MPonUCHbIMKU GykBamn. MeTofbl UCMbI-
TaHWIA MO TEKCTY HACTOALLEro cTaHAapTa BblAeNeHbl KypCUBOM.

Bce wupe B MEAVNUMHCKNX SNEKTPUYECKNX N3OENNAX MCNONbL3YOTCA KOMMbIOTEPbI, YacTo B
KpUTUYECKMX, C TOYKM 3peHns BESOMACHOCTW, ycnoBsusx. Micnosib3oBaHMe KOMMNbOTEPHbIX TEXHO/OMNIA B
MEOVNUMHCKNX SNEKTPUYECKUX U3LEMNAX o6ycnoBnuBaeT BbICOKUA YPOBEHb CMOXHOCTU 3TUX W3-
Oenunii. ycTynawLwuii Nl YPOBHIO CNIOXHOCTU BGUonornyeckoin cuctemol opraHusma NMNALUMNEHTA, ana gua-
THOCTUKM U/WNN NeYeHnss KoToporo npefHasHavyeHo 1o unm ndoe N3AEMNE. MopobHas CNoXHOCTbL 03Hava-
€T, YTO MNPU UCMbITAHUSAX HEKOTOpPble CUCTEMaTUYECKME OTKa3bl MOTYT OCTaTbCsi HEBbIAB/IEHHbIMU. B cooT-
BETCTBMM C 3TMM HACTOALMIA CTaHA4APT BbIXOAWUT 3a pamku TPaAWLMOHHBIX METOA0B WCMbITAHUS U OLEHOK
roToBbLIX K Bbinycky U3AEMINA n BkniouaeT Tpe6oBaHMs K NpoLeccy Mx paspaboTku. MchnbiTaHue roToBOro
usgenus camo no cebe He ABNSeTCA AOCTATOYHbIM ycnoBuem onpegenenns BE3OMACHOCTW cnoxHbix
MEANLIMHCKUX SNEKTPUUECKUX N3AENNN.

HacTosAwwmii ctaHgapT ycTaHaBnuBaeT TpeboBaHMs K npoueccy pas3paboTku 1 ero atanam c Tem, 4To-
6bl MX BbINOMHeHWe o6ecneunno BE3OMACHOCTb MEAULIMHCKUX 3MEKTPUUECKWX W3OENNWN,
Bktovawwmx NMPOrPAMMUPYEMbBIE 3NEKTPOHHBLIE MOACUCTEMbI (M3MC). MoHaTua «ynpaBneHune
PUCKOM, n «UNK/T PA3SPABOTKW», asnawowmnecss OCHOBHLIMW MOHATUAMMU [aHHOrO cTaHgapTa, MOoryTt
Takke MMeTb 3HauyeHue u npu paspabotke U3LENNA, B coctaB koToporo He BxogAat MPOTPAMMUPYE-
MbIE S/IEKTPOHHbIE CUCTEMBbI.

B 3aBMCUMOCTW OT KOHKPETHOW 3agaun ahekTMBHOE NPMMEHEeHWe HacTosLero ctaHjapta Tpebyer
COOTBETCTBYIOLLEN NOATOTOBKM B CeAyoLWnX 061acTax:

- BESOMACHAA SKCIMNYATALIMA koHKpeTHOro meauunHekoro N3AENNA;

- npouecc pa3paboTkm KoOHKpeTHoro U3AENNA;

* meToabl, obecneunBawwme ABCOJIKOTHYHO BE3OMACHOCTb; metoabl AHAMIM3A PUCKA n
YNPABNEHNA
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M E X T OCUYOAPGC CTO BEHHBbB I CTAHAAPT

M3penua meguunHCKMe anekTpnyeckne

Yactp 1
OBLWWE TPEBOBAHUNA BE3OIMACHOCTU

4. TpeGOBaHMﬂ 6esonacHoCcTu K nporpammupyemMmbiMm MeOANUNHCKUM 3/TEKTPOHHbLIM CUCTEMaM

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

[ara seefeHna — 2015—01—01

PA3AE/ NEPBbIN. OBLLVE NONOXEHNA

1 O6nacTb pacnpocTpaHeHust n uenb

1.201 O6nacTb pacnpocTpaHeHus

HacToswuii 4oNONHUTENbHBI CTaHaapT ycTaHaBnueaeT Tpe6osaHus BE3OMACHOCTW WU3LENNA
MEOAVNUNHCKNX SNEKTPUYECKUMX n MEOANUMHCKUX 3NEKTPUYECKUX CUCTEM, BkAOYaKOLWmnX
NMPOrPAMMUPYEMBIE 3/1EKTPOHHBLIE MOACUCTEMbI (M3MC) [ganee — MNPOrTPAMMUPYEMbIE
MEAVNUMHCKUE SNEKTPOHHBLIE CUCTEMBbI (NMM3C)].

MpumeyaHne — HekoTopble CUCTEMbI C NPOrPaMMHbLIM OBGecnevyeHnem, WUCnosiblyemble B MeAUNLMHCKNX
Luensx u He otsevatowme onpegenenuam: N3AENNE MEOVMLMHCKOE SNEKTPUYECKOE no 2.2.15 FOCT 30324.0
nnm MEANUMHCKAA SNTEKTPUYECKAA CUCTEMA no 2.203 TOCT IEC 60601 -M . He BXOASAT B 06/1acTb nNpuUMeHe-
HUS HaCTOsILLEro cTaHgapTa, HanpuMep MHOrMe MefuLUHCK/E MHPOPMaLMOHHbIE CUCTEMBI.

Tpe6OBaHVIFI HacTodAuwero CtaHaapTa ABNAKTCA o6sa3aTeNIbHbIMU.
1.202 Llenb

HacToAwwuii ctaHgapT ycTaHasimBaeT TpeboBaHUs K npoLeccy paspaboTkv NporpaMMupyembix as1ek-
TPOHHBIX MeanuLMHCKux cuctem (MMIC) 1 cnyXuUT OCHOBOI AN5 pa3paboTKM YacTHbIX CTaHAAPTOB, BKIKOYas
pykoBoZcTBO no Tpe6osaHusam BE3OIMACHOCTW ansa cHuwxkeHnna PUCKA u ¢ uensto ynpasnernus PUCKOM.
HacTtoswumii ctaHAapT npefHasHaveH ans:

a) cepTUdUKALNOHHBIX LIEHTPOB.

b) UBTOTOBUTENEW;

C) pa3paboTuMKOB YaCTHbIX CTAHAAPTOB; HACTOALWMIA CTaHAAPT yCTaHaBnnBaeT TpeboBaHus K,

d) TexHMYeckum 3agaHuaMm.

€) apxuTekType.

f) AeTanbHOMY NPOEKTY 1 ero peanusauynu, BkIYas paspaboTky NPOrpamMmmMHOro obecneyeHus,

0) mogudpmkaummn.

h) TEXHWYECKOMY KOHTPOJIO n nposepke COOTBETCTBUA.

j) mapkuposke n AKCMNYATAUNOHHbLIM JOKYMEHTAM;

HacTosAWMiA cTaHAapT He pacnpoCTPaHSeTCa Ha:

k) npon3BoacCcTBO annapaTtHoro obecnevyeHus.

3paHne ohuumnansHoe
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I) KonmmpoBaHVe nporpamMmHOro obecneveHus,

T) YCTaHOBKY M cady B aKcrayartaumio,

n) hyHKUMOHNPOBAHNE U TeXHUYeckoe obcnyxusaHne NMM3C.
0) cHaTMe NMM3C c akcnayarTauum.

1.203 CBA3b C Apyrumu ctaHgapramu

1.203.1 TOCT 30324.0

B uyactn MEAVLMHCKNX SNEKTPUUECKUX WU3OENVA HacTosAwWwwmiA cTaHaapT SBASeTCA A0NosHe-
Hvem k TOCT 30324.0 n ero usmeHeHussM. 3gecb U ganee npu ccbiikax Ha FTOCT 30324.0 unu HacToswmi
[ONONHUTENbHbBIA CTaHAapT NPUHATA criegylowas TepMUHONOTNSA:
* «0OOLLMIA cTaHAAPT» — TOJIbKO ANst 0603HavYeHus FOCT 30324.0;
- «HaCTOAWMI AOMONHWUTENbHbIN CTaHAApPT» — TOMbKO ANA 0603HavyeHWs paHHoro ctaHgapta (FOCT
30324.0.4);
- «HacToAWMA cTaHfapT» — ANA 0603HayYeHns KoOMOMHauuM obLiero ctaHgapTa M HacToALWero AONOMHU-
Te/IbHOro cTaHgapTa.

1.203.2 YacTHble cTaHAapThl

TpeboBaHNA YaCTHOro cTaHgapTa UMeT NPUOPUTET Haf COOTBETCTBYIOLWUMU TPeboBaHUSAMU HACTO-
ALLero AoMNoJIHUTENIbHOTO cTaHAapTa.

1.203.3 HopmaTuBHbIE CCbINKK

B HacToALlEeM fONOMHUTENBHOM CTaHAapTe UCMO/b30BaHbl CCbISIKU Ha Criefyloline ctaHaapTbl:

FOCT 30324.0—95 (M3K 601-1—88) W3genua meguuuHckue anekTpudeckve. Yactb 1. Obuwue Tpe-
60BaHNA 6e30nacHoOCTM

FOCT IEC 60601-1-1—2011 W3genusa meguuumHcKue anekTpuveckme. Yactb 1. O6uine TpeboBaHusA
6e3onacHocTn. TpeboBaHNA 6€30MacHOCTY K MEANLMHCKUM 3/1IEKTPUYECKUM cucTemam

FOCT ISO 9001—2011 Cuctembl kayecTBa. TpeboBaHus

ISO 9000-3:1991 Quality management and quality assurance standards — Part 3: Guidelines for the
application of ISO 9001 to the development, supply and maintenance of software (O6Liee pykoBoACTBO Ka-
4ecTBOM ¥ cTaHAapTbl No obecneveHnto kavectsa. YacTb 3. PykoBogdlme ykasaHus no npumeHeHuto ISO
9001 npwu pa3paboTke, NocTaBke U 06CAYXUBaHUWM NPOrpaMMHOro obecneyeHuns)

IEC 60788:1984 Medical radiology — Terminology (MeauuuHckaa pagvauuoHHaa TexHuka. TepMuHbI
n onpegeneHuns)

2 TepMUHbI 1 onpepeneHns

2.201 Wcnonb3yemble TEPMUHDbI

B HacTosLem fOMO/THUTE/IbHOM CTaHAapTe NPUMEHATCA TEPMUHLI C COOTBETCTBYOW MMM onpeaesne-
Huamm no FOCT 30324.0, TOCT IEC 60601-1-1, IEC 60788. a Takxe [ONOJIHUTE/IbHbIE TEPMUHbLI MO
2.201.1—2.201.15. AndaBuWTHbIN yKazaTeNlb TEPMUHOB NPUBEAEH B NpunoxeHun AAA.

2.201.1 UKD PASPABOTKN

Heobxoavumble AeiicTBUS, NpeanpuHUMaeMble HauMHas C HavasibHOM (KOHLENTyasibHOW) cTagun pas-
paboTkv npoekTa A0 oKoHYaHua npuemkn NMM3C (nposepkn COOTBETCTBUA).

2.201.2 AHA/IN3 OMACHOCTEWN

Onpeaenerne ONMACHOCTEW 1 Bbi3bIBAIOLLNX UX APUUNH.

MpunmeyaHune — KonnyecteeHHas oueHka ONACHOCTU He Bxogut B AHAJTIN3 OMNMACHOCTW.

2.201.3 MAKCUMA/IbHO AOMNYCTUMbIN PUCK
BenuunHa PVICKA, koTopasi onpegesnieHa B Ka4ecTBe MaKCHMasibHO AOMYCTUMOIA.

MpumeuyaHne — 3ITa BeNMuMHa [NIOXET ObITb onpegeneHa ana sceil NMMIC wam ANA KOHKPETHON
ONACHOCTW.

2.201.4 NPOrPAMMNPYEMAA MEANUNHCKAA SNEKTPOHHAA CUCTEMA (MM3C)

M3AENVME MEONUMHCKOE 3/EKTPUYECKOE wnn MEANUWHCKAA 3NEKTPUYECKAA CUCTE-
MA. skntovarowas MPOrPAMMUPYEMYO NEKTPOHHYO MOACUCTEMY (M3NC).

2.201.5 NMPOrPAMMUPYEMAA SNEKTPOHHAA MOACUCTEMA (M3r1C)

Cuctema Ha OCHOBE OAHOTO WU HECKOMbKMX LieHTpasibHbIX NPOLIECCOPOB, BK/OYatoLWas nporpaMmMHoe
obecneyeHne n nHTepdelic.

2
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2.201.6 OCTATOUHbIN PUCK

PVICK, BbISiBNeHHbIN BO Bpems nposeaeHus AHAJIM3A OMACHOCTEW v coxpaHsawowuiics nocne 3a-
BepLUeHNs onepaunii no ynpaesnexHmio PYICKOM.

2.201.7 PUCK

BennuvHa BepoATHOCTU BO3HMKHOBeHUss OMACHOCTW, npuunHswowein Bped u ctenedb TAXECTU
BPEAHOro BO3AeiCTBUS.

2.201.8 AJOKYMEHTALIMA NO YNPABJEHWNIO PNCKOM

COBOKYNHOCTb flaHHbIX MO KayecTBy, KOTOpas npegycMoTpeHa HacTOALWMM CTaH4apTOM.

2.201.9 CBOAKA JAHHbLIX MO YNPABNEHUIO PUCKOM

[lokymeHT, nossonswowuii BbiaBUTbL kaxayto OMACHOCTb u ee npuunHy AnsA NpoBefeHUs aHanusa
PUCKA n TEXHWYECKOIO KOHTPO/A kaxagoin ONTACHOCTMW.

MpuMeyaHne — ITOT JOKYMEHT MOXET GblTb U3/IOXKEH HA Gymare Wan NpescTasneH B 3/1eKTPOHHOM BU-
ae.

2.201.10 BE3OMNACHOCTb

OtcytcTBUe Hegonyctumoro PUICKA.

2.201.11 ONMACHOCTb

BpenHoe Bo3gelicTBue Ha MALVEHTA, apyrve nuua, XXMBOTHBIX WU OKPYXatoLLylo cpeay, NpuynHoi
KoTtoporo asnsetca MEAVNUMHCKOE S/IEKTPNYECKOE U3AENNE.

2.201.12 ABCOJIIOTHAA BE3OMACHOCTb

Bbicokas BepoSATHOCTbL TOro, YTO paccMaTpuBaemasi cucTemMa yAoBreTBopsieT TpeboBaHusaM BE3-
OMNACHOCTW npu dhyHKUMOHMPOBaHUN B 3a[laHHbIX YCNOBUSIX B TEYEHNE YCTAHOB/IEHHOTO nepuoa Bpeme-
HW.

2.201.13 TAXKECTb

KauecTBeHHbI KpUTepuii BO3MOXHbIX nocneactsuii ONACHOCTW.

2.201.14 COOTBETCTBUVE

OueHka MM3C (un ee cOCTaBAAKLWMX) HA COOTBETCTBME TPEOOBAHMAM TEXHUYECKOro 3afaHusi BO
Bpems Wau No OKOHYaHUW npouecca paspadoTKu.

2.201.15 TEXHWYECKUM KOHTPO/Ib

OueHKa pe3ynbTaToB onpeAenieHHoro atana paspabotkn NMMIC (Mnn ee coCTaBNAKLWMX) HA COOTBET-
cTBUe Tpe6oBaHMsAM, YyCTaHOB/IEHHbIM Ha HaYa/IbHOW CTaguy 3TOro aTana.

2.202 TepmwuHonorusa

B HacTosiLLeM AONOHUTENIbHOM CTaHAapTe UCNoMb30BaHa cneaylowas TepMUHONOIUS:

«[j0/MKEeH» — COOTBETCTBME TpeboBaHMsAM CTaHapTa 06583aTesbHo.

«peKkoMeHAyeTCA» — COOTBETCTBME TPeOOoBaHUAM cTaHjapTa pekoMeHAyemMoe, HO He 06si3aTenbHoE;

«MOXeT» — UCMONb3YT AN ONUCaHNA [OMYCTUMbIX NyTe AOCTUXKEHNA COOTBETCTBUA TpeboBaHWAM
cTaHaapTa,;

«YCTaHOB/IEHHbIi» — WCMNOMb3yeTCs1 B KAYeCTBE CCbIJIKM HA UH(OpMaLMio, NPUBEAEHHYI0 B HACTOSI-
LLeM AOMOSIHUTENIbHOM CTaHAapTe WK CCbIIOYHbIX CTaHfapTax W kacaloLlylcs, Kak NpaBuio, KOHKPETHbIX
pabounx ycnoBuii, MeTOAMK UCMbITAHUIA WKW 3HAYEHWUIA, CBA3AHHbIX C (hOPMYIMPOBKOI COOTBETCTBUS:

«HOPMUPOBAaHHbIVi» — MCNOJIb3yeTCsA B KauyeCTBE CCbIIKM Ha MHopmauuo, ykazaHHyo M3TrOTOBU-
TEJIEM B COMPOBOANTE/bHbIX (ganee — SKCMAYATALMOHHBIX) AOKYMEHTAX UAu uHOI fOKy-
MeHTauuun. oTHocsLencsa Kk paccmaTtpusaemMoin NMM3C u, kak Npasuio, kacawLeica Ha3Haye-HUss CUCTEMBI,
napaMeTpoB WX YCMOBWUIA ee 3Kcnayatauuu, Wan UCNbITaHuiA ANs onpefeneHus COOTBETCTBUS TexHU4Ye-
CKMM TpeboBaHWAM.

6 NoeHTudmkaums, MapkupoBKa 1 AoKyMeHTaUus

6.8 OKCIMNYATALUMOHHBLIE JOKYMEHTDI

6.8.201 Bca Heobxogumas uHopmauma no OCTATOUYHOMY PUCKY pgomkHa 6bITb npefctasieHa
kak B MHCTPYKUWMAX MO SKCMNAYATALUUN, Tak n 8 JOKYMEHTALVW NO YNPABNEHUNIO PUCKOM.

Hanuune Heobxoanmoli nHcopmauum nposepsioT nytem npocmotpa WHCTPYKUUN MO 3KCMNYA-
TAUMN n QOKYMEHTAL WK MO YNPAB/EHNIO PUCKOM.
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PA3JEN AEBATHIN.
HEHOPMAJ/IbHAS] PABOTA 11 YCNIOBUSI HAPYLLEHUS;
NCMbITAHUA HA BO3AENCTBUE BHELLHUX ®AKTOPOB

52 HeHopMmasibHasa paboTa 1 ycrioBUs HapyLLeHUs

52.201 JokymeHTauua

52.201.1 [lokymeHTbl, pa3paboTaHHble B COOTBETCTBUM C HACTOALMM CTaHAAPTOM, AO/DKHbI COxpa-
HATLCA U COCTaBNATb HEOTHEMIEMYIO HYAaCTb AOKYMEHTALMN MO Ka4ecTBy B COOTBETCTBUN C 6.3 ISO 9000-3 n
pucyHkom 201.

[cHyT/eMraLms o «s4ectsy
[pyras JokymeHtaLps
[IOKyMeHTaLys THO YTIPaB/IEHIO
10 Ka4ecTBy ovickom (52.201 2)
Meropbl oral knaocu- Wp%%ﬂ%u TpeGoBatins k Tpe6osaHus k
TEXHHECK TFGOBaH ana—
das . ng'l?e%mpOB- HO3MMKMONEHA ﬁgﬂ,@”g{‘%ﬁ%y ﬂpxgec% * gg”z'rgé“ M T%SZ%
Sohary (62204323 IS (52200 ©o%7%)
Pem yn HiAA %)N%S?/v‘i KE%X%%HW' R Morosib! m Ocparo
. % 3AMEHNO Ha, i exType %(LI)JSVIH PO B 3Tb
“ERA51G (52200) FUJE Yo ( i mﬁ &
(52.2*0.6)
X
VKT Mrad TEXHA FnaH n :ﬁﬁ“'
PASPALOT-  GECKOTO Ha CO(ETBé)KM HbIX PA
KA KOHTPONA CI'BVE
(52203) {52.2092) (5221C2) PVICKOM (52 201.3)
OniacHoCTb OnacHoCTb OnacHoe’ » | OnacHOCTb
Ko 1 N»>2 N»n |
MSTCflw K 0*>|?b<Arbl
AACKTo M LU Xut "tXH/WECKOQrO KOHTPO/IA
«»» M-0) “ mc[KA 15831
(52204 3251/ VPUCKOM<52204 -Id
. oot P25 L ew - TEXH»<EC>8M
aMOTEA PUCKA “vickor
1»S04 3i: £2.2043.2. E?ggf 1’\4 | K?sé.i'ooqu

PucyHok 01 —Copepaqne JOKYMEHTALIMW MO YMPABTIEHNIO PUCKOM n CBOAKWM AAHHbIX MO
YNPAB/TEHIO PUCKOM

52.201.2 [lokymeHTbl, Ha3blBaemble ganee NOKYMEHTALME MO YNPAB/IEHWIO PUCKOM, gonx-
Hbl yTBEpXAaTbCs, Ny6/IMKOBATLCSA U U3MEHATLCA B COOTBETCTBMM C MpasBuiamMu CUCTEMbI ynpasieHus [o-
KyMeHTaLmell. 4To cooTBEeTCTBYEeT TpeboBaHmsAM 6.2 1ISO 9000-3.

52.201.3 CBOAKA JAHHbLIX MO YNPABMEHNIO PUCKOM pomkHa hopMrpoBaTbCS Ha MPOTSHXXKEHUN
Bcero LINK/NA PA3PABOTKWM kak yacte JOKYMEHTALWW MO YMNPABNEHWNKO PUCKOM. OHa gomkHa
cofepxartb MHhopmauuio no:

a) naeHTudnkaun ONMACHOCTEW 1 npuumH, BbI3bIBAOLNX UX;

b) oueHke PUCKA,;

c) mepam BE3OMACHOCTW, npumeHsieMbiM N5 ycTpaHeHuss PUCKA unu Ans ero KOHTPOns, BK/tO-
yasa Tpebyemyto ABCOJIIOTHYHO BE3OMACHOCTb;

d) oueHke adpdpekTmBHOCTU ynpasneHus PYICKOM,;

4
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B) TEXHVWYECKOMY KOHTPO/IO.
CooTBeTCTBUE NPoBepPAT NyTem npocmoTpa JOKYMEHTALNN MO YMNMPABNEHWIO PUCKOM.

52.202 MnaH ynpasnexnna PMCKOM

52.202.1 U3rOTOBUTE/Ib fomkeH paspaboTtaTb nnaH ynpasneHus PUCKOM.

52.202.2 3TOT NNaH fO/HKEH BKIOYaTb:

a) 06/1acTb pacnpocTpaHeHus nnaHa, onpegensowyo NPoekT unn usgenue un cassl LNKNA PA3SPA-
BOTKW. K KOTOPbIM MPUMEHUM 3TOT NNaH;

b) UMK PA3BPABOTKW (52.203), Bkitoyasa ninaH TEXHUYECKOIO KOHTPOJIA 1 nnaH npoBepky Ha
COOTBETCTBUE;

C) OTBETCTBEHHOCTL Mo ynpasneHuto PYICKOM B cootBeTcTBUM € 4.1 TOCT I1SO 9001;

d) npouecc ynpasneHns PUCKOM,;

e) TpeboBaHMsA Mo NepUOANYECKOMY NEPECMOTPY.

52.202.3 B npouecce pa3paboTku Bce M3MeHeHus B nnaHe ynpasneHuns PUCKOM fgonxHbl pernctpu-
posarbcs.

CooTBeTCTBYVe NpoBepalnT npocmoTpom JOKYMEHTALNN MO YNPABNEHNIO PUCKOM.

52.203 LUWK/T PASPABOTKU

52.203.1 Mpu npoekTnpoBaHun 1 paspadboTtke NMMIC Heobxoaumo onpegenntb LMK PASPABOTKN.

52.203.2 LWKN PA3PABEOTKWN Heob6xoaMMo pa3butb Ha OTAe/bHble 3Tanbl U 3afaHns ¢ TOYHO onpe-
[eNeHHbIMN BXOAHbIMU U BbIXOAHBIMW AaHHLIMW U NOCNef0BaTE/IbHOCTLIO [eACTBUIA No Kaxaomy atany pa-
60TbI.

52.203.3 LWMKN PA3PABOTKW pomkeH BkovaTb 06Lme cnocobobl ynpasneHms PUCKOM.

52.203.4 LUWMKN PA3PABOTKW gomkeH BkOYaTh Tpe6OBaHNA K OKYMeHTaLuu.

52.203.5 Meponpusatua no ynpasneHuio PUCKOM fo/mxHbl NPOBOAUTLCA Ha NpoTaxeHun scero LIK-
NTA PA3PABOTKW, rae ato Heobxoanmo (52.204).

MpumevyaHnne — Tllpumep UMKNA PASPABOTKW gaH B npunoxexunn DDD.
CooTBeTCTBME NpoBepsalnT npocMoTpom JOKYMEHTALUNN MO YMNMPABTEHWUKO PUCKOM.
52.204 Mpouecc ynpasneHua PNCKOM

52.204.1 Tpouecc ynpasneHna PYICKOM fosmkeH BKAYaTh:

- aHanus PUCKA,

- ynpassieHne PUCKOM.

52.204.2 3TOT npouecc fo/HKEeH NPUMEHATLCA Ha npoTaxeHun scero LKA PA3PABOTKN.

52.204.3 AHanu3 PUCKA

52.204.3.1 AHAN3 OMACHOCTEW

52.204.3.1.1 NaeHTudmkaumio ONMACHOCTEW BbINOMHSAIOT B COOTBETCTBUN C N1AHOM N0 YNpaB/ieH1Io
PVCKOM (52.202).

52.204.3.1.2 ONACHOCTW pomkHbl 6blTb MAEHTU(MLUMPOBaHbI AN BCEX MPaKTUYECKN BO3MOXHbIX
cuTyaumii, Bkoyas:

- HOPMAJ/IbHYO SKCIMIYATALMIO:

- HenpaBwubLHOE UCMO/b30BaHNe.

52.204.3.1.3 JomkHbl 6bITb paccmoTpeHbl cnegyoune ONMACHOCTW, ecnu cyulecTByeT BEPOSAITHOCTb
NX BO3HVKHOBEHMUS:

- OMACHOCTW pgna MAUMEHTA:

- ONACHOCTUW gna OMNEPATOPOB:

- ONACHOCTMU pgnsa o6cnyxuBatoLLero nepcoHana:

- OMACHOCTW gna okpyxatoLmx;

- ONACHOCTW ansa okpyxatowein cpepl.

52.204.3.1.4 JonxHa 6bITb pacCcMOTPeHa NocneAoBaTe/IbHOCTb COBbITUI, CNOCOGHBLIX MPUBECTUN K BO3-
HukHoBeHuto OMACHOCTW.

52.204.3.1.5 PaccmaTtpnBaemble NpUUMHbLI BO3HUKHOBEHUA OMACHOCTEW A0MXHbI yunThIBaTL, €CN
YMECTHO, cnefytolme MOMEHTbI:

- YenioBeyeckune hakTopsbl;

- NOBPEXAEHNEe MeXaHNYecKoW YacTu;
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- HapyLlLleHVs B NPOrpaMMHOM o6ecneyeHuu;

- OLUINOKKN B CUCTEME;

- BO3/eiicTBME BHELUHUX (hakTopoB.

52.204.3.1.6 Mpn HeobxogumocTn AHAZIN3 PUCKA porkeH Bknoyatb cnegyrolme BONpocChl:

- COBMECTMMOCTb KOMMOHEHTOB CUCTEMbI, BK/OYAs MeXaHWYeckylo 4yacTb U nporpammHoe obecrneye-
Hue;

- UHTepcpeiic nonb3oBaTens, BKIOYas A3blk KOMaHA, NpeaynpexaeHns 1 coobleHns o6 owmnbkax;

- TOYHOCTb MepeBoja TeKCTa, UCMO/b3yeMOro B MHTepdielice nonb3osatens n 8 MHCTPYKLMAX MO
OKCMNYATALUNN;

- 3aWmTy AaHHBIX OT NpefHaMepeHHbIX 1 CayyaliHbiX OWN6O0K YenoBeka,;

- KpuTepuii cooTHowweHns PUICK/nonb3a;

- cneumdmyeckme 0CO6EHHOCTU NPOrPamMMHOro obecneyeHus.

MpumeyaHue — HeobXxoAMMO TakKe YUMTbIBATH BO3MOXHbIE B/INSHUS:
- COBMECTVIMOCTM pa3/InyHbIX 6/10KOB MporpaMm:
- COBMECTVMOCTI Nporpamm 06paboTkv ¢ NOCTynatoLyMmn AaHHbIMU B LiMdpoBoii chopme.

52.204.3.1.7 HeobxoamMmo ncrnonb3oBaTtb MeToAbl MAaeHTUMKaumm OMNACHOCTEW, cooTBeTcTBYylO-
Wwue onpepeneHHomy atany LUMKNA PASPABOTKW.

52.204.3.1.8 B JOKYMEHTALMWN MO YNPAB/NEHNKO PUCKOM f0mKHbl 6bITb OTPaXeHbl NCNOMb3Y-
emble MeTofbl (HanpuMmep, aHanu3 Aepesa HencnpaBHOCTEN, BO3MOXHbIE OTKasbl U UX NOCNELCTBUSA).

52.204.3.1.9 Pe3ynbTatbl NPUMEHEHUS 3TUX MeTOL0B Heobxoanmo pernctpuposatb B JOKYMEHTA-
L MO OBECIMEYEHNIO YPOBHA PUCKA.

52.204.3.1.10 Kaxgas U3 BbIssBAEHHbIX OMACHOCTEW 1 ee npuumnHbl AOMKHBI PErNCTPMPOBATLCA B
CBOJKE OAHHbIX MO YNPABMEHWIO PUCKOM.

CooTtBeTcTBME NpoBepsaloT npocmoTpom CBOAKN AAHHbBIX MO YNPABNEHUIO PUCKOM.

52.204.3.2 OueHka PUCKA

52.204.3.2.1 [ins kaxAoii U3 sbisiBNeHHbIXx ONMACHOCTEW gonxHa 6biTh NpoBeaeHa oleHka PUCKA.,

52.204.3.2.2 OueHka PVCKA pgo/mkHa npoBOAMTLCA Ha OCHOBE OLLEHKU BEPOATHOCTU BO3HUKHOBEHWS
kaxpgoii ONMACHOCTW n(unn) ctenenn TAXXECTW nocneactsuin kaxgon ONMACHOCTWN.

52.204.3.2.3 MeTop knaccudmkaumm yposHsa TAXECTW pgomxeH peructpuposatbes B JOKYMEHTA-
LU No YNPABNEHNIO PUCKOM.

52.204.3.2.4 Wcnonb3yemblli MeTO[, OLEHKN BEepOATHOCTU BO3HUKHOBeHUss OIMACHOCTWU pomxeH
6bITb NGO KONNYECTBEHHbLIM, IGO0 KaYeCTBEHHbIM U AO/KEH peructpuposatbes B JOKYMEHTALMW MO
YMNPABNEHNIO PUCKOM.

52.204.3.2.5 B CBOAKE AAHHbIX MO YMPAB/IEHWIO PUCKOM npoTue kaxaoi us ONMACHOCTEMN
[o/MKHa 6bITb yKasaHa oueHka PUCKA.

CooTBeTCTBMe NpoBepalnT npocMoTpoM JOKYMEHTALNN MO YMNPABNEHNIO PUCKOM.

52.204.4 YnpasneHne PUICKOM

52.204.4.1 Ynpasnexnve PNCKOM [OMKHO OCYLLeCTBAATLCA Takum o6pas3om, 4Tob6bl obecneunsancs
npremnemblii ypoBeHb oLeHkn PUCKA ana kaxaoii us naeHtnduumposanHbix ONMACHOCTEWN.

52.204.4.2 PVCK cuuTaeTca npuemsieMbiM, eCnim OH MeHble unn paseH MAKCUMAJIBHO AOMY-
CTUMOMY PUCKY © CHUXEH [0 HaVMeHbLUIEero npakTuyeckn OCTUXUMOro 3HaYeHUs.

52.204.4.3 Metogbl no ynpasneHuto PUCKOM [o/mKHbI YMeHblaTb BEePOATHOCTb BO3HUKHOBEHUSA
OMACHOCTMU n(unn) cteneHb ee TAXECTW.

52.204.4.4 MeTogpl no ynpasneHuto PUCKOM fomxHbl 6bITb Hanpas/eHbl Ha BbIIBIEHUE MPUYNHDI
OMNACHOCTW (Hanpumep, Ha CHWXEeHWe BEPOSATHOCTU €€ BO3HWKHOBEHMUA) U (U/11) HA YCTAHOBKY 3allUTHbIX
CpefcTB, KOTOpble AO/MKHbI cpabaTbiBaTh Npu Hannyuum OMACHOCTW, unu Ha To 1 Apyroe BmecTe € y4eToM
cnefyoLwmx NpuopuTETOoB;

- 6e3onacHoCTb, NPeAyCMOTPEHHYI0 KOHCTPYKUWEN;

- 3alMTHbIE CPeCTBA, BK/IOYAA CUTHAsIbI TPEBOTH;

- foCTatouHyo mHdopmauuio no OCTATOYHOMY PUCKY, npegHasHayeHHyto ans MOJIb3OBATE-
n4A.

52.204.4.5 Tpe6osaHue(s) no ynpasneHnto PUUICKOM pomxHo(bl) 6biTb BHeceHo(bl) B CBOAKY OAH-
HbIX MO YNPABNEHNO PUCKOM (nn6o HenocpefcTBEHHO, NMMBO NyTEM NepPeKpPecTHbIX CCbISIOK).

52.204.4.6 OueHka 3dppeKTVBHOCTM MeToAoB No ynpasreHnto PUCKOM pomkHa 6biTb OTpaxeHa B
CBOJKE OAHHbIX MO YNPABNEHUIO PUCKOM.

6
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CooTBeTCTBME NPoBepAnT npocmoTpom JOKYMEHTALIMW MO YMNPABJIEHNKO PUCKOM.
52.205 KBanudgukaumna nepcoHana

MpoekTnpoBaHne 1 mogundukauns NMMI3C OOMKHbI BbIMONHATLCA NepcoHanoMm, ksanudukaumsa KoTo-
poro cooTBeTcTBYyeT TpeboBaHuam 4.18 FOCT ISO 9001.
CooTBeTCTBME NPOBEPAIDT NPOCMOTPOM COOTBETCTBYHOLLEN KapTOT ek nepcoHana.

52.206 TexHu4yeckoe 3agaHune

52.206.1 Ha NM3C u Ha kaxayto u3 ee nogcucteM (Hanpumep. MI3MC) AOMKHO COCTaBAATLCA TEXHU-
yeckoe 3afaHue (T3).

MpumeuvaHne — MNpumep cTpykTypbl MM3AC gaH B npunoxeHun EEE.

52.206.2 B TeXHMYECKOM 3aaHnn [O/MKHO GbiTh AAHO AeTanbHoe onucaHue yHkumii MM3C. cBs3aH-
HbIX ¢ PVUICKOM. K TakuMm (pyHKLMAM OTHOCATCA (OYHKUMMW, KOTopble ynpasnswT PVCKOM, BO3HMKalOLWMM
oT:

a) NPUYUH, BbI3BAHHbIX BO3,ECTBMEM OKPYXALLMX BHELLHMX YCNOBUIA:

b) NPUYNH, BbI3BaHHbIX BO3AENCTBMEM rae-Hubyab B MM3C:

C) BO3MOXHbIX CH0€B.

52.206.3 NS Kaxgoin u3 aTux OyHKUKUA B TEXHUYECKOM 3afaHun [O/MKeH GbiTh ykasaH ypoBeHb Ab-
COJMOTHOW BE3OMACHOCTW, Heo6xoanMblii Ans ynpasneHns PUCKOM.

CooTBeTCTBYE NPOBePAIT npocmoTpom JOKYMEHTALNN MO YNMPABNEHNKO PUCKOM.

52.207 ApxuTtekTypa

52.207.1 ApxuTektypa NMM3C gomxHa y[aoBneTBOpsATb TPe60BaHMAM TEXHUYECKOTO 3afaHuns.

52.207.2 Apxutektypa NMMIC 1 kaxoi 13 ee NoAcUCTEM A0/KHA GbITb NOAPOOGHO onpeaeneHa.

52.207.3 Tam. rge 3To yMECTHO, TEXHUMYECKOEe 3aflaHue A0/HKHO CoAepxaTtb cneayowme TpeboBaHus:

a) pacnosioxeHue cpefcTs no ynpaeneHutio PYICKOM no oTHOLWEHUIO K nofgcucteMam 1 KOMMNOHeHTaMm
NMnMac.

MpumeyaHune — TlogcUCTEMbI U KOMMNOHEHTLI BKIOYAIOT AaTuvky, npueogbl. M3AMC n uHTepdeiic!:

b) pe3epBMpOBaHME:

C) pasHeCceHHOCTb;

d) NpoOLEHT 1 TUNbl OTKA30B KOMMOHEHTOB;

€) Hannune 3aNeMeHTOB ANArHOCTUKN U YPOBEHb ANATOCTUKN;

f) oTkasbl, 06ycnoBNEHHbIE 06LLE NPUYNHOIA;

0) cuctemaTuyeckme otkasbl;

h) neproAnYHOCTb M NPOAOMKNTENBHOCTbL UCTIbITAHWIA;

j) PEMOHTONPUIOAHOCTb;

K) 3awwumTy OT npegHamMepeHHbIX WU CriyyvaiiHbIX OLIMOOK YesioBeka.

CooTBeTCTBUE NpoBepsalnT npocMoTpom AOKYMEHTALUNN MO YNPABIEHNIO PNCKOM.

52.208 KOHCTPYKLMA 1 BbiNOSIHEHNE TpeboBaHuii

52.208.1 Mpu HeobxoanMOCTU 06l as KOHCTpyKumns NMMIC gomkHa 6biTb paszdéuTa Ha NoACUCTEMbI C
CO6CTBEHHOWN KOHCTPYKLMEN 1 TEXHUYECKUMU TPebOoBaHUAMU K UCMIbITAHUAM.

52.208.2 MNpy Heo6xo0AMMOCTMN AOMKHbI ObITb HOPMUPOBaHbI cnedyrolme TpeboBaHus K

a) meTofaM pa3paboTkn NporpaMMHOro obecneveHus;

b) aN1EeKTPOHHOMY annapaTHOMYy o6ecrneyeHuio;

C) UCMO/MIb3yEMbIM B KOMMbIOTEPE UHCTPYMEHTaM A8 pa3paboTku U KOHTPONsS NporpaMMHoOro obecne-
YyeHus;

d) patuvkam.

€) npveogam;

f) uHTepdelicy MM3C-nonb3oBartesb;

1) UICTOYHVKaM NUTaHus,

h) ycnosuam okpyxatoLein cpeabl:

j) MHCTpYMEHTasIbHbIM CpeAcTBaM A1 NPorpamMmmMmnpoBaHus;

K) cneuyudmyecknm ocobeHHOCTAM NporpaMMHOro obecneyveHuns.
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MpumeyaHue — [Ipy HEOBGXOANMOCTU AOMKHBI ObITb YUTEHbI creLuduyeckne 0co6eHHOCTY NOCTPOEHUA
BbIUNC/INTE/bHOM CETU.

CooTBeTCTBMe NpoBepAlnT npocMoTpoM JOKYMEHTALNN MO YTMNPABTEHNIO PUCKOM.
52.209 TEXHUYECKWIN KOHTPO/b

52.209.1 [lonxeH 6biTb nposegeH TEXHWYECKUM KOHTPOJ/Ib BhinonHeHns Tpe6osaHuii BE3-
OMACHOCTW.

52.209.2 [Ina gemMoHCTpauMum Crnocob0oB NpPOBeEpKM BbIMONHeHUsA Tpebosanuin BE3OMACHOCTW Ha
Kaxgom atane LIMKNA PA3BPABOTKW gonmxkeH 6biTb paspabotan nnaH TEXHUWYECKOIO KOHTPONA.

52.209.3 B CBOAKY OAHHbIX MO YMNPABJ/IEHNKO PUCKOM Ago/mKHbl ObiTb BKKOYEHbI CCbIIKM Ha
mMeToabl U pesynbTarel TEXHUYECKOIO KOHTPOA.

CooTBeTCTBMe NpoBepalnT npocMoTpoM JOKYMEHTALNN MO YNPABJTIEHNIO PUCKOM.

52.210 COOTBETCTBUE

52.210.1 fomxHo obecneunsatbcs COOTBETCTBUE Tpebosanmam BE3OMACHOCTW.

52.210.2 JonxeH 6biITb pa3paboTaH nnaH npoBepku Ha COOTBETCTBWE, BbiNOMHEHME KOTOPOro
[O/HKHO NOATBEPANTL MPaBU/IbLHOCTb NPUMEHEHHbIX TpeboBaHuii BE3BOMNMACHOCTN.

52.210.3 PykoBoauTenb rpynnbl, BbinosHsALWen npoBepky Ha COOTBETCTBUE, pgonxeH 6biTb Nu-
LIOM. He 3aBUCKHMbIM OT rpyNMbl, BbINOMHAWOLWE pa3paboTky npoekTa.

52.210.4 NMobble npodeccrmoHasibHble B3aVMOOTHOLLUEHUS MeXAy Y/JeHamu rpynnbl, BbINOJHAIOLWEN
npoepky Ha COOTBETCTBWE, n yneHamu rpynnbl, BbINOMHSAOWER pa3paboTky, AOMKHbI ObiTb OTPaXeHbI
B JOKYMEHTALUWMW MO YMNMPABJEHNIO PUCKOM.

52.210.5 Hu oauH uyneH rpynnbl, BbINOHAKLWEN pa3paboTKy, He MOXET BbINO/HATL NPoBepky Ha CO-
OTBETCTBWE cBoero npoekra.

52.210.6 B JOKYMEHTALMIO MO YNPABNEHNKO PUCKOM A0/mKHbl ObiTb BK/IOYEHbI CCbIIKA Ha
mMeToabl nposepkn Ha COOTBETCTBUWE 1 ux pesynbtarthl.

CooTBeTCTBMe NpoBepalnT npocMoTpoM JOKYMEHTALNN MO YMNPABJIEHVIO PUCKOM.

52.211 Mopgundrkauus

52.211.1 Ecnu BCA KOHCTPYKUMS UK Kakme-Nnbo ee YacTu ABASAIOTCA pesynbTaToM mMoaudumkauuun pa-
Hee pa3paboTaHHON KOHCTPYKUMWM, TO HACTOSLWMWIA cTaHAapT MPUMEeHAEeTcA MNOJSIHOCTbI0 K pa3paboTaHHoi
BMepBble KOHCTPYKUMW, 6o B npouecce mMoaudmkaumm AOKyMeHTauus paHee pa3paboTaHHOro npoekTa
[OMKHa 6bITb NPOBEPEHA Ha COOTBETCTBME.

52.211.2 Bca pokymeHTauums, oTHocswanca k LUMKNY PA3SPABOTKW, pgomkHa 6bITb nepecMoTpeHa,
n3MeHeHa n ogobpeHa B COOTBETCTBUM C MpaBuiamMn KOHTPOMSA AOKyMeHTauuu cornacHo 4.5.2 TOCT ISO
9001 nM60 B COOTBETCTBMM C TPE6OBAHNAMN IKBMBAJIEHTHOrO HOPMATUBHOIO AOKYMEHTA.

CooTBeTCTBMe NpoBepsalnT npocmoTpom JOKYMEHTALNN MO YMNPABNEHUIO PUCKOM.

52.212 OueHka

52.212.1 [Ona nposepku cootBeTcTBUSA MMIC TpeboBaHWSAM HACTOSALWEro craHgapta A0o/HKHA 6biTb
npoBefeHa oOUeHKa, pesynbTaTbl KoTopoi BHocAT B JOKYMEHTALMIO MO YMNPABNEHWKO PUCKOM.
OueHKa MOXeT BbINOMHATLCS BHYTPEHHE Cry 60/ HOPMOKOHTPONS.

CooTBeTCTBMe NpoBepsalnT npocmoTpom JOKYMEHTALUNN MO YMNPABJIEHNHO PUCKOM.
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B HacTosilem ykasatesnie A7l KaX[oro TePMMHA yka3aH COOTBETCTBYIOLMIA HOMEP MOAMYHKTa HacTosLLero fJo-
nosiHUTENbHOrO cTaHdapTa (2.201). obwero craHgapTta (OC-2), a Takxe npuBeAeHO 0603HayeHve TepmuHa no IEC

60788 (MP-..-..) n TOCT IEC 60601-1-1 (A-).

ABCOJTIOTHAA BE3OMACHOCTb

AHAJIN3 OMACHOCTH

BE3OMNACHOCTb

JNOKYMEHTALIA NO YNPABNEHNKO PUCKOM
N3roTOBUTE/b

N3OEIVE MEANUNHCKOE SIEKTPUYECKOE

MHCTPYKLNA MO 3KCNAYATALUNN

MAKCUMAJIbHO JOMYCTUMBIA PUCK

MEAVLUNHCKAA SNTEKTPUYECKAA CUCTEMA

HOPMAJIbHAA 3KCMNTYATALINA

OMACHOCTb

OlNEPATOP

OCTATOUYHbIA PUCK

MAUMEHT

MONIb3OBATE/Ib

MPOrPAMMUPYEMAA MEAVLIMHCKAA SNTEKTPOHHAA CUCTEMA (NMM3C)
NPOrPAMMUNPYEMAA SNEKTPOHHAA NMOACUCTEMA (M3rC)
PUCK

CBOJKA OAHHBIX MO YMNPAB/IEH/KO PYICKOM
COOTBETCTBUVE

COMNPOBOAUNTE/IbHBIE (SKCMNYATAUNOHHbBIE) AOKYMEHTbI
TEXHUYECKUIA KOHTPO/b

TAXECTb

YCNOBWE EANHNYHOIO HAPYLLEHWA

LK1 PASPABOTKM

2.201.12
2.201.2
2.201.10
2.201.8
MP-85-03
0C-2.2.15
MP-82-02
2.201.3
A-2.203
0C-2.10.8
2.201.11
MP-85-02
2.201.6
MP-602-03
MP-85-01
22014
2.201.5
2.201.7
2.201.9
2.201.14
MP-82-01
2.201.15
2201 13
0C-2.10.11
2.201.1
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MpunoxeHne BBB
(cnpaBouHoe)

O6ocHOoBaHne

O6uwpme NonoxeHUs

Hactoawwii ctaHgapT TpebyeT, 4To6bl Npouecc pa3paboTkm NMMIC kak npoLecc, BKIYaOWMI onpegeneHHble
anemMeHTbl, 6bi1 onpefeneH 1 TWaTelbHo Co6M0AasICS, NOCKO/bKY paccMaTpMBaeMblil TUN U3Aennii HEBO3MOXHO OLie-
HMBaTb MO MPWHLUWMY rofeH He rofeH MyTeM MCNbITaHWsi TOTOBOW Npoaykumun. Mpegnaraemblii NoAxo4 ycTaHaB/MBaeT,
4yTo TpebyeTtcsa ana obecneveHns BE3OMACHOCTW, npu atom MOJIb3OBATE/O faHHOro ctaHjapTa npefocTasns-
eTcs MpaBo pellaTtb, KakyuM 06pasoM 3TOr0 AOCTMYb. Takoil MoAXof aHasiorMyeH Noaxody, MPUHSTOMY B CTaHaapTax
cepun ISO 9000. Tak kak npeanonaraetcs, 4to MOJIb3OBATE/Ib fo/mkeH MMeTb COOTBETCTBYIOLLYIO KBanudumkauuio,
NoAPOGHOCTU 1 YTOUHEHUSI NPU U3NI0XEHUMN CTaHAapTa Oblin CBeAeHb! K MUHUMYMY. BO3MOXHO NOBTOPEHWE OTAE/NbHbIX
yacTeli Takoro npouecca, Ho Takve TpeboBaHWSA He NPUBOAWINCH, TakK Kak He06X0AMMOCTL NOBTOPEHWA MpoLeayp ABMSA-
eTCs MHAVBUAYAIbHON ANA KaXKAO0ro KOHKPETHOro npoekta. HeobxoguMOCTb Takmx NOBTOPEHWI BO3HUKAET Taioke mpu
60/1€e NOSIHOM MOHNMAaHUM CYLLIHOCTU NPOEKTa, KOTOPOE BO3HUKAET B XOe npoLiecca ero paspaboTku.

YacTblo npouecca SBNsSeTCa AoKyMeHTaumsa, HeobxoauMas AN ynpas/eHus npoueccom paspaboTku. Kpome To-
ro. MPOCMOTP AOKYMEHTaLUun No3BOSET KOHTPOMPOBATb COOTBETCTBME NPUMEHSEMOro npouecca paspaboTku npouec-
Cy. U3/10)XeHHOMY B HacTosLem ctaHgapte. CBOAKA NAHHBLIX MO YMPABTEH/NIO PUCKOM sBnsieTcs YacTbio fOKy-
MeHTauun n obecneymBaeT ICHOE MOHMMaHMe BOMPOCOB, CBA3aHHbIX ¢ BE3OMACHOCTbLIO 1 mepamu, npuHMMaeMbiMu
Ans ee obecneyeHns B Te4eHne 1 No OKOHYaHWK npoLecca pa3padboTku.

MoauepknBaeTcs, 4TO npouecc no ynpasnieHno PUCKOM XOTsi U He MOXET ObiTb eanHbIM ans NMM3C. Heobxo-
OUM BCNeACTBME UCKIHUUTENbHOW CNOXHOCTU paccMaTpyBaeMblX TEXHOMOMMIA U rapaHTupyeT BbisiBneHne OMACHO-
CTEWN Ha paHHUX cTaausx paspaboTku. BoiseneHne ONMACHOCTEW Ha paHHUX cTaausx paspaboTki Heo6xoanmo ans
TOro, 4To6bI BNOCNEACTBUN XECTKOCTb TpeboBaHuii B oTHoweHun BE30OMACHOCTW gana cooTBETCTBYHOLWMI pe3y b-
Tar.

HacToawwin ctaHfapT AO/MKEH NPUMEHATLCA NMLamMu, UMEIOLMN COOTBETCTBYIOLLYIO KBaIMdhukaLmo. 310 ycno-
BME HampaBs/ieHO Ha obecneyeHre HenpepbIBHOro COOTBETCTBMA TpeboBaHWii CTaHAapTa YPOBHIO pasBuUTUS U 06beMy
3HaHWii B 061acTax obecneyeHnst kayectTsa NporpaMM 1 MeToauk oueHkn OMACHOCTEN. MOJIb30OBATE/O HacTos-
Lero craHaapTa B KOHKPETHbIX 06CTOATENIbCTBAX, BO3HMKAIOLWMX B Npouecce paspaboTku MM3C. Tak i nHave npu-
[eTcsi NpUMeHsATb CBefeHus], Ny6vkyemble B CneuuasibHOn nutepaType. Ha paHHuMX cTagusix paspaboTku valle uc-
No/b3YI0T METOAMKY aHa/In3a «CBepXy BHU3», Takylo kak aHasim3 ¢ UCrnonb3oBaHneM Aepesa ownbok. Korga npoekt 60-
NeB AeTa/IM3npoBaH, TO HaUMHAaET LUMPE UCMO/b30BaTbCA METOAVKA aHaIn3a «CHU3Y BBEPX», Takas Kak BUAbl OTKa30B U
aHasIM3 pPexmnmMoB HapyLLUEHWUS U UX NOCNEACTBUIA.

TepMuHbl 1 onpeaeneHuns

TepMuHbI 1 ONpeaeneHns NPUMBOAATCS ANS YA06CTBA UTEHUS CTaHA4apTa U C Le/lbio YMEHbLUEHWS 06Luero oobe-
Ma TekcTa. Bbifo cenaHo Bce BO3MOXHOE, UTOObI cAenaTb TpeboBaHUsi MaKCMMasIbHO SICHBIMW U UCK/IUYNATL OWNGoY-
HOEe M1CMnosib30BaHNe onpesenieHnii B kadecTse TpeGoBaHUiA.

[okymeHTauus

CBOJKA [AHHbBIX MO YNPABNEHUIO PUCKOM Heobxoguma fns Toro, 4to6bl 06ecneuvsatb ynpasieHue
PWCKOM nipu BbisiBneHnn ONACHOCTEW. 3anonHenne CBOAKWM JAHHbBIX MO YMNPAB/IEHVIO PUCKOM npekpatia-
eTca nocne 3asepLieHns LINKIA PASPABOTKN.

LUWKN PASPABOTKN

LKN PA3BPABOTKW Heobxoaum Ans obecneyeHus cucremaTtnyeckoro koHtponss BE3OMACHOCTW wu. B yacT-
HoCTW. ANns paHHero BbisiBNneHns ONACHOCTEMW B C/IOXHbIX CUCTEMAX.

Mpouecc no ynpasneHuo PUCKOM

TpeboBaHusa K npoueccy no ynpasneHnio PUCKOM onpeaenstoT OCHOBHYIO CXeMy, B paMKax KOTOpOW Ha OCHOBa-
HUM OMbITa, UHTYMLMW 1 CYXEHWIA YCNELLHO ocyLlecTBasieTcs ynpasnenne PYICKOM. YpoBeHb feTanu3auum BblbpaH B
COOTBETCTBUW C HACTOALWMM LOMNOSIHATENIbHLIM CTaHAAPTOM. [py paccMOTPEHUN KOHKPETHOTO MEAULMHCKOro npuMeHe-
HMS B YaCTHOM CTaHJapTe MOryT ObiTb MpeAcTaB/ieHbl cneunasbHble MeToAukM Mo ynpasneHuto PUCKOM, Bkitouas
TpeboBaHUs TMna rogeH/He rogex.

Takoii npouecc npuMeHseTcs Ha nNpoTskeHun Beero LIMKNA PASPABOTKW ans onpegenenHns afekBaTHbIX Me-
TOA0B M0 ynpasneHno PUCKOM npu BbisiBieHU npuund OMACHOCTEN.

10
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OueHka PVICKA

MporpamMmmMHble 1 Apyrne cucTemaTuyeckne OWNBKN He YKNaablBaloTCA B KOHLEMNLUMIO BEPOATHOCTU Kak COBCTBEH-
HO CcOo6bITUA. TeM He MeHee, OCHOBHOW Liefbl0 HAcTOSILLEro CTaHjapTa SBMSETCH YMeHbLUeHNe BEepOATHOCTW NpuUCYT-
CTBYIOLLMX CMCTEMATUYECKMX OLUMGOK. [pyroi NpobsiemMoii, CB3aHHON ¢ npefblayLuel, ABASeTCs BEPOSTHOCTb OLLNGKY,
npueogseit kK ONMACHOCTW, Bo3HMKatoLeli B npoLecce akcnayaraumn. 3T KomnoHeHTbl PUCKA, cBsi3aHHble C cu-
cTemMaTMyeckumm owmbkamu, KOTopble pefxko NOAAAITCA KOIMYECTBEHHON OueHKe, TliaTesbHO paccMaTpuBaloTCsl B
KaXKJ0M HaleXXHOM npouecce npoekTupoBaHus. OueHka PVICKA aBnseTca He0o6X0AMMbIM LIAroM Kak npv onpegeneHnm
dhokyca KOHLeHTpauun ycunuii npu pabote Haf NPOEKTOM, rak U npu obeyxaeHnn pesynbTatos. Bonpoc, kak konuye-
CTBEHHO W/ KAYeCTBEHHO OLieHMBaTb BEPOATHOCTb BO3HUKHOBEHUS CUCTEMATUYECKUX NPOrPaMMHbIX OLUMOOK, HAX0ANT-
€A B CTaAnn paccMOTPeHUs.
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MpunoxeHne CCC
(cnpaBouHoe)

MoHsaTna PUCKA

PNCK

MoHATre BO3MOXXHOIO PUCKA Bk/ito4aeT ABa a/ieMeHTa:

- BEPOATHOCTb BO3HUKHOBEHMWS OMAacHOro CobbITHA:

- cteneHb TAXKECTW nocneacTBuii onacHoro cobbITus.

Mpu onpegeneHun kateropuii PYUCKA MOXHO BblAeUTb Tpy 06/1aCTu:

- 061acTb HefonNyckaemblIX 3HaYEHWU;

- 06nacTb LenecoobpasHo gonyckaembix 3HaveHui (LLO3);

- 06n1acTb A0MNyCKaeMbIX 3HAUYEHWA.

O6nacTb HegonycKaeMbIxX 3HaYEHWIA

PWCK HekoTopbix ONACHOCTEW HacToNMbKO BEMWK, YTO CUCTEMA, B KOTOPOI OHU CYLLECTBYIOT, HE MOXET 6bITh
npusHaHa yaoBneTBoputenbHoi. B aTtoil o6nactn PUCK pomkeH 6biTb yMeHblUeH nyTem cHukeHnsa TSXKECTU wn.'wm
BEPOSATHOCTU BO3HUKHOBEHUS Takux ONACHOCTEN.

O6nacTb LenecoobpasHo gonyckaembix 3HaveHui (LLO3)

O6nacTb Mexay ob6nacTsmy HegonyckaemblX W foMnyckaeMblX 3Ha4YeHW HasbiBaeTcs obnacTbio LA3. B obnactu
LA3 PUCK CHWKaOT f,0 MUHUMAaIBHOTO MPaKTUYeCcku AOCTUXUMOrO YPOBHS, NPUHUMAN BO BHUMaHWe pasyMHOCTb JOMy-
ctumoro PUCKA v 3aTpathl Ha ero gasnbHeliee ymeHblueHue. Jllo6oii PUCK pekomeHayeTcs CHUXKaTb 40 YPOBHS «Le-
necoobpasHo fonyckaemoro 3HaveHus» (LA3). PAgom c rpaHvueli obnactu Hegonyckaembix 3Hauennin PUCK cnegyet
YMEHbLUNTb flaXe LIeHOW 3HaunTe bHbIX 3aTpar.

O6nacTb AoMyCcKaeMbIX 3HAYEHWIA

B Hekotopbix cnydasax TAXECTb OMACHOCTU u/unn ee BEpOSATHOCTb HACTO/bKO HU3KW, YTO B CPaBHEHUU C
PVCKOM ot apyrux gonyckaembix ONMACHOCTEW Takoii PUCK okasbiBaeTcs NpeHeGpexumo MasibiM. B 3ToM cryuae
HeT HeobxoguMoCTW B npouegype cHkenuss PUCKA. Tpadmueckn Tpu ob6nactm PUCKA n3o6paxeHbl Ha pUCyHKe

CCC.1.

PucyHok CCC.1 - 'padmk obnacreH PUUCKA

YpoBHu TAXKECTU

TSXECTb siBnsietcst ogHoii n3 coctasnsowmx PYICKA. MpuBeaeHHble HWxe uyeTbipe ypoBHs TSXKECTW asns-
I0TCSi CPeACTBOM KaueCTBEHHON OLEeHKM BO3MOXHbIX nocneactsuii ONMACHOCTW v npegnararotca ANsi UCNOob30BaHWs
npu paéote ¢ NMM3C:

- KaTacTpohnyeckuii: BOSMOXHOCTb HECKOSIbKUX CMEPTESbHbIX C/lyYaeB WM CEPbE3HbIX MOPAXKEHWIA:

- KPUTMYECKUI: BO3MOXHOCTb CMEPTE/IbHOTO C/lyYast MM CEPbe3HOT0 NOPadKeHUs:

12
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. cepbeaan?l: BO3MOXHOCTb NMOpaXKeHUs:
- He3HAUNTE/bHbIN: NPeHebpexMmMo Masias BEPOSSTHOCTb NOPaKeHUs WM ero HEBO3MOXHOCTb

Pewexne no BbiGopy npuemnemoctn PYICKA

HacTtoswmii ctaHgapT He onpefensieT ypoBeHb npuemnemoctn PUCKA. Mpegnonaraercs, 4TO pyKOBOACTBO MO
onpeaeneHuo npuemnemoctn PUCKA GyaeT copepxarbcs B YacTHbIX CTaHdapTax. Yacto npuemnemsblii PUCK 6yaeT
onpeaenATbCa No NPUHUMNY «OT crydas K caydato». Mpu ucnons3osBanun noHatms YCNOBUE EAVHNYHOIO HAPY-
LWEHWA. onucaHHoro B nyHkTe 3 obLiero craHaapra, u (Mm) UCXofa U3 3KCM/lyaTaumoHHbIX KauyecTB aHasiormyHoro
MEOVLUMNHCKOIO 9/IEKTPUYECKOIO N3AENUNSA, yxe ncnonb3yemoro B MeAULMHCKON NpakTuke, MoryT 6biTb Bblpa-
60TaHbl HEKOTOpbLIE Npasua.

Bo3moxHa cutyaums, korga no6oin PUCK, cBsizaHHbili ¢ NMIM3OC, npeacTaBnseTcs npuemaemMbivM Npyu yaydlleHum
nporHosa 3abonesaHusi MALMEHTA. 3To He MOXET CNyXuUTb OCHOBaHWEM AOMyLLeHns HeonpasaaHHoro PUCKA. Bce-
roa pekoMeHAyeTcs UCnonb3oBaTb NPUHLMI LenecoobpasHo fonyCTUMbIX 3HaveHnin (LIA3).

YnpasneHnne PUCKOM
B HacTosilwem cTaHgapTe TpebyeTcsa npumeHeHwe npouecca ynpasnenus PYICKOM B TeueHue Bcero LIVIKNA
PA3PABOTKW. Lenb Takoro npouecca — obecneuntb ynpasrieHve PUCKOM Takum 06pa3om, 4Tobbl OH 6bls1 MEHbLUE

MAKCUMAJIbHO JOMYCTUMOIO PUCKA, a Takke HacTO/IbkO MaJsl. HaCKOJIbKO 3TO npakTuyecku npuemnemo. Ha pu-
cyHke CCC.2 n3obpaxeHa TunnyHas cxema npouecca ynpassenus PYICKOM.

13
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MpuYrHbI HapyLIeHui

OnacHoe cobbIrne roKeT NPOU30ITK 13-3a HapyLlweHnii B cucTeMe. CyLUecTBYIOT jBa BO3MOXHbIX BUAa Hapylue-
HUiA:

- C/lyyaiiHble HapyLleHws;

- CUCTEMaTUYECKNE HapyLLEHNS.

CnyyaiiHoe HapylueHve

[na MHOrMX COBbITUI MOXET 6bITb ONpefeneHa cTaTucTnyeckas BEPOATHOCTb UX BO3HWKHOBEHUSA. Hanpumep, Be-
POSITHOCTb HapyLLEHUS B 3/1IEKTPOHHON CXeMe Y4aCTO OLeHMBAIOT N0 BEPOSITHOCTSAM OTKa30B KOMMOHEHTOB 3TON CXxeMbl. B
3TOM C/Nlyyae BEPOATHOCTb HapYyLEHUS MOXET ObITb BblpaXkeHa YMC0BbIM 3HaYeHeM. MNpu 3TOM CyLECTBEHHbIM ABNSA-
eTca npesnosioxeHne o

cnyyaliHoli MpMpofe Takoro HapyLueHus. MNpegnonaraeTcs, YTo HapyLUeHVe B annapaTHoi YacT MOXeT ObITb /1n-
60 cnyvaliHbiM, M6O cucTeMaTuyeckum. HapylueHne B NporpaMMHOM ob6ecneyeHnn MOXeT 6biTb CryvaliHbiM, HO ero
npuyvHa Bcerga SBAsSETCS CUCTeMaTUYeCKo.

Cucrtemartunyeckoe HapyLleHune

Cuctematnyeckve HapyLLeHVs BO3HMKAIOT U3-3a OLUMGOK (BKIOYas OLUMOKV W YMyLLeHUs Npy NpoeKTMpoBaHnm) B
npouecce no6oro LIMKNA PA3SPABOTKW, koTopble Npy HEKOTOPOI KOMOGUHALMN BXOAHBIX AAHHbIX WM Npu onpege-
NIEHHbIX BHELLHMX YC/I0BUAX NPUBEYT K HApyLLEHWIO.

CucTemaTnyeckne HapyLleHns BO3MOXHbI Kak B annaparHoi yacTu, Tak U B NPOrpaMMHOM o6ecneyeHun 1 MoryT
BO3HMKaTb Ha nto6om atane LKA PASPABOTKW unzpenus. MprMepoM CUCTEMATUYECKON OLUMGKN ABNSETCA Henpa-
BW/IbHAs YCTAHOBKA MOPOroBOro 3HayeHus1 B 6ase AaHHbIX, NPMBOAALLASA K ONacHOMY COCTOSHWIO. HenpasuibHble faH-
Hble MOryT MOABUTLCA NPU UX HEBEPHOM OnpejeneHnn, HenpasuibHOM KONMPOBaHWM B NpoLecce NoAroToBKY JaHHbIX
UM OLWIMBOYHOM U3MEHEHUM B NpoLiecce akcnayarauui. BeposaTHOCTL BO3HUKHOBEHWSA NOAOOHbLIX CyYaes TpyAHOMpes-
cKasyema, XOTsl CyLLeCTBYeT 3aBUCUMOCTb MexX/y Ka4eCTBOM MeTOZ0B, 1cnosb3yembix B TedeHne LIKNIA PASPABOT-
K. n BEpOATHOCTHIO BHECEHWSA TAKOro HapyLUEHUsI UM ero HeOBHaPYXeHUs.

OueHka PUCKA

Mcnonb3yloT pasnunyHble MeToAbl OLEHKU. B HacToslem cTaHgapTe npuBefeH NpUMep KayeCTBEHHOWM OLeHKW
PUCKA. He Tpebysi NCMO/b30BaHUS KaKoro-ibo KOHKPETHOTO MEeTO/a OLEHKW, B HaCTOALWEM [AOMOSIHUTE/IbHOM CTaH-
napte TpebyeTcs, 4ToObI Takas oueHka npoogunacs (52.204.3.2). MNpu HannyumMn NOAXOAALLMX AaHHbBIX BO3MOXHA Takke
KonunyecTBeHHas oueHka PVICKA. MeToAbl KOMMYECTBEHHOW OLEHKM MOTyT BKIOYaTb afanTMPOBaHHbI MEeTof Kade-
CTBEHHOW OLEHKW, IM60 MOXET NOAONTU KaKoW-TO anbTepHaTUBHBIN NoaxoA. MeTog, ucnonb3yemblin 4ns oueHkn PUC-
KA. siBnsieTca yacTblo npouecca ynpasnenus PUCKOM n gonxeH 6biTb onpefeneH B nnaHe ynpasneHus PUCKOM
(52.202.2. nepeuncnenue d\.

[nsa onpegenerHus yposHeit PUUCKA MoxeT npumensaTbes rpachmk PUCKA, nokasaHHblii Ha pucyHke CCC.1.

YpoBHu PUCKA moryT 6bITb KnaccudmumpoBaHsl No ofHo n3 obnacteid PUCKA: Hepgonyckaemasi. LA3 n gonyc-
Kaemas.

Ha pucyHke CCC.1 gaH npumep rpadmka PVICKA. OH BK/IOYEH B HACTOSALWWMIA LONOMHUTENbHBIA CTaHAAPT, YTOObI
NpPOAEMOHCTPUPOBAaTbL METOA OLEHKM, HO He NpeaHa3HaveH A obuiero npumerHenus k MM3C. Ecnu ans ouexkn PUC-
KA ncnonb3syetcs noaxos, 0603Ha4YeHHbI Ha 3TOM rpaduke, TO B 3TOM C/lydae crefyeT npoaymaTb KOHKPETHbIN rpadhuk
oueHkn PUCKA v ero nHtepnpetauuio.

ABCOJMIOTHAA BE3OMACHOCTb

B Tex cnyvasx, korga oueHka PUCKA nokasbiBaeT ero HenpuemieMocTb, OnpeAenstoT (PyHKUMM ynpasneHus
PNCKOM (52.206.2).

CyLlecTByI0T ABa NPUHLMNMasIbHLIX BONpoca:

- obecneunBaeT /i1 cuctema Bce Heobxoaumble dyHKUMM ynpasnenns PUCKOM?

- byfeT nu cuctema B paboyeM COCTOSHUM NOCAe akTUBM3aLMmN Takmx (yHKLMIA?

ABCOJTIOTHAA BE3OMACHOCTb OTHOCWTCSt K 3KCM/lyaTauMoHHbIM NapameTpaM paccMaTpuBaemMoli CUCTEMbI
Npw BbINOJIHEHNN €10 (DYHKLMIA, CBA3aHHbIX ¢ PYICKOM.

Mwmetotca asa anementa ABCOJTIOTHOW BE3OMACHOCTW:

- LLe/IOCTHOCTb annaparHoro obecneyeHmns (B OTHOLLUEHWUMN CNyYaiHbIX HAPYLLEHWIA):

- cucTemaTuyeckas LesioCTHOCTb (BKIHOYas annapaTHoe 1 NporpaMMHOe obecrneyeHus).

LlenoctHocTb annapaTHoro obecneveHns

Ecnn BepoATHOCTL 0TKa3a CUCTEMbI MOXHO paccuuTaTb WK NMPOAEMOHCTPUPOBATL (Hanpumep pacyeT, 0OCHOBaH-
HbI Ha AoNyLWeHUN cry4YaliHoro oTkasa B annapaTtHoM ob6ecneyeHun), To 3TO 3HaYeHne MOXET BbITb UCNONb30BaHO ANA
onpejaeneHns ee LiefIoCTHOCTH.

CucTtemartuyeckas Le/ocTHOCTb

YacTo, ecnn HapyLLeHns HOCSAT cucTeMaTUYecKuii xapakTep, Kak. Hanpumep, B C/lyyae nporpamMHOro obecneye-
HUSA, NPaKTUYECKN HEBO3MOXHO MPOLEMOHCTPUPOBATL WK paccyMTarb BEPOATHOCTb HapylleHus. B aTom cnydvae uc-
Nonb3yl0T KauecTBeHHbI MeTos onpeaeneHus ABCOJIKOTHOW BE3OMACHOCTW. Takoii MeTod AokasblBaeT, uTo
tbyHKUMA ABCOJIKOTHOW BE3OMACHOCTW 3aBMCHT OT (hakTopoB, cBA3aHHbLIX ¢ LIVK/IOM PA3PABOTKW, a MMeHHO:

- TEXHONOTUK 1 MeTOA0B pa3paboTKu:

- apXUTEKTYpbI:
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- rapaHTun KavecTsa:

- yNpaB/ieHns NpPoeKTUpOBaHNEM:

- FPaHNYHbIX 3HAYEHWI NCNOMNb3YeMbIX MEANLMHCKUX NoKasaTtesnei.

[na Kaxporo dakropa A0/KHbI BbIGUPATLCA COOTBETCTBYIOLWME METOAbI, KOTOpble MO3BOSIAT CUCTEME Y[ O0B/e-
TBOPUTE/IbHO BbINO/MHATL 3aAaHHY0 (PYHKLMIO BO BCEX YKasaHHbIX YC/I0BUAX B Mpefeniax YCTaHOB/EHHOTO nepuopa
BPEMEHMN.

MeToabl ONpeaeneHnst COOTHOLLEHNS MeXay pas/MuHbIMK hakTopamu U nosydeHHoit ABCOJIIOTHOM BE3-
OMACHOCTbBHO moxHO HaiiTh B IEC 61508 1 ISQ'IEC 15026 {cM. npunoxeHune FFF).
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MpunoxeHne ODD
(cnpaBouHoe)

Mogensb LUMKNA PA3PABOTKA

Mo HacTosiweMy cTaHAapTy Heob6X04MMO YeTKO onpeaensTtb, cneunduumposath atanbl LKA PABPABEOTKA 1
3aTeM BbINOMHATb UX. 3TO He 3HauuT, YTo TpebyeTcs MCNOMb30BaTb Kakol-TO cTaHAapTHbIli LIMKA PA3PABOTKN, oa-
Hako LIVIKNT PASPABOTKW fonxeH oTBevaTb onpefesnieHHbIM TpeboBaHnaM, KOTopble U3/oxeHbl B 52.203 HacTosALwero
[0MN0NHNTENbHOrO CTaHAapTa.

Ha pvicynke DDD.1 npuBefeHa mogens LIMK/IA PASPABOTKI. B aToii mogenu nocne npouecca pasbusku cre-
[lyeT MHTerpauymoHHbIii npouecc. MockobKy NPOEKT, Ncxoas 13 TpeboBaHui, pa3buBaeTCcA Ha COCTaBHbIE YacTu, TO 3TO
OCYLLECTB/IAETCA Ha OCHOBE (DYHKLIMOHA/IbHBLIX CTPYKTYPHbLIX 3/1EMEHTOB, apXUTEKTYpPbl W TEXHOMIOMUW U3rOTOB/IEHUS.
Mpouecc pa3buBku 3aKaHuMBaOT TOrAa, Korja npoeKTHble AaHHble Jat0T BO3SMOXHOCTL CO34aBaTb KOMMOHeHTbl NMM3C
(NpuMepamm Takvx AaHHbIX C/yXaT CXeMbl 1 KOfbl MPOrpamMMHOro obecneyeHns). Nocne okoHYaHus npowecca pasbrsku
OCYLLEECTB/IAOT UHTErpaLmio BCEX 3/IEMEHTOB B cucTeMy. Mo OKOHYaHUK 06bLeAVHEHWS KOMMOHEHTOB B OAHO Lienoe
nposoaaT TEXHUYECKUIA KOHTPO/b ana Toro, 4To6bl onpeaenuTb, YA0BNeTBOpAeT /M No/yyYeHHas cucteMa ycra-
HOB/IEHHbIM TpeboBaHUsAM. Ha 3akiunTeslbHOM 3Tane npouecca WHTerpauum npoBogAaT npoBepky Ha COOTBET-
CTBWE c TeMm. 4To6bl y6eanTbes, uto NMMIC paboTaeT B COOTBETCTBUM C €€ Ha3HaYeHneM.

NMPOBEPKA HA COOTBETCTBUE

HacTosiwmii 4ONONHUTENbHBIV CTaHAAapT TPebyeT, 4Toobl cogepxanune LIMKNA PA3PABOTKWU 6110 npeacTtasne-
HO B BMAE AOKYMEHTOB. 370 TpeboBaHMe He 03Ha4aeT, YTO YCTaHaB/MIMBAETCA XeCcTkas CBA3b Mexay Tvnamu AOKyMeH-
ToB 1 LIMK/IOM PA3PABOTKW. B Tabnuue DDD.1 npefctasneH BO3MOXHbIN MOPSAOK peanmsauun TpeboBaHuii foKy-
MeHTOB Ha atanax LIMKAA PA3SPABOTKN.
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OpHVM 13 HeobxoauMbIX AoKyMeHTOB siBnsieTca CBOJAKA JAHHbLIX MO YMPAB/IEHVKO PUCKOM. Owa cogep-
XUT NpUBE/eHHbIe HKE CTaTbi MO BCeM 3Tanam COOTBETCTBEHHO:

Homep nyHKTa no HacTosLeMy

[IONONHUTENILHOMY CTaHapTy
- BbisiB/ieHHble ONTACHOCTW 1 BbI3BABLUME UX MPUUUHDBL.....ccveeceieeiiiiieeie e 52.204.3.1.10:
- oueHka PVICKA

............................................................. ..52.204.3.2.5;
- TpeboBaHuA K ynpasnenunto PUICKOM 52.204.4.5;
- cebinika Ha MeTofbl TEXHUYECKOIO KOHTPOJIA 1 ero pe3ynbTaTbl......c.cccvcvveeeunes 52.209.3;

- oueHka no achchekTBHOCTU ynpaBAeHNst PUCKOM........ccccieiieiiiieciie e 52.204.4.6.
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Ta6nunuya DDD.1 — Bo3MOXHbI NOPSAA0OK peanm3auumn TpebosaHuii OKyMeHTOB Ha atanax LIK/IA PA3PABOTKN

Peanunsyemoe Tpe6oBaHue
BbisBneHHble ONMACHOCTW v Bbi3BaBLUME X NPUYUHBI
.............................................................. 52.204.3.1.10
OueHka PUCKA........ccooiiii e 52.204.3.2.5

Tpeb6oBaHusa Kk ynpasnexHuto PUCKOM ..... 52.204.4.5

MnaH ynpasnenna PUCKOM...........cccceevcvvenns 52.202
LMK PASPABOTKW.......cocviiiiiiiiiiciiec, 52.203
TexHunyeckoe 3agaHme Ha NMM3C..............c...... 52.206
Mnan TEXHWYECKOIO KOHTPOMA ......... 52.209.2

MnaH nposepkn Ha COOTBETCTBUE......... 52.210.2

TpeboBaHWsi K TEXHUYECKOMY 3a[jaHuI0 Ha NoAcucTeMy
(Hanpumep. M3AMIC) ..o 52.206

TexHnyeckoe 3afaHve Ha apxuTtektypy NMM3C
....................................................................... 52.207.2

TexHuuyeckoe 3afaHue Ha apxutektypy MaJIC
....................................................................... 52.207.2

TexHuueckoe 3aflaHne Ha KOHCTPYKLMIO NOACUCTEMBI
....................................................................... 52.208.1

TexHnueckoe 3alaHne Ha UCNbITaHUsi NOACUCTEMbI
....................................................................... 52.208.1

MeTtopp! 1 pesynstarel TEXHUYECKOIO KOHTPOA
....................................................................... 52.209.3

MeTogbl 1 pesynbTtarsl nposepku Ha COOTBETCTBUE
....................................................................... 52.210.6

OueHKa aPHEKTUBHOCTM METOLOB YNpaB/eHust

PUCKOM...ooiiiiiieicecetee e 52.204.4.6
OCTATOUHbBIN PUCK ... 6.8.201
PesynbTartbl oueHkn . . . R 5?7212

CBOJKA JAHHbIX MO YMNPABNEHNKO PYICKOM

OTan

*) Mpegnaraemslii 418 JaHHOMO 3Tana JOKYMEHT MO YKa3aHHOMY MyHKTY HACTOSLLEro AOMNOSHATENIbHOTO CTaH-

fapra.

19



FOCT 30324.0.4—2002

MpunoxexHne EEE
(cnpaBouHoe)

Mpumepbl cTpykTyp MM3C/N3AMNC

MM3C MOXeT 6bITb 04eHb NpocTbiM MEAVLIMHCKUAM SNEKTPUYECKAM WU3OEVEM wnm cnoxHoit MEOMN-
LIMHCKOW 3MEKTPUYECKOW CUCTEMOW. Kpome Toro. MM3C MOXET 6biTb YEM-TO CPEHUM MeXAy [ABYMS YNoMs-
HYTbIMU TUNaMU.

Ha pucyHke EEE.1 noka3saHbl HEKOTOpble BO3MOXHble npumepbl NMM3C.

Ha pucyHke EEE.1 a) n3obpaxeHa komnniekcHasa cuctema. NMIC pasduTa Ha psf OCHOBHbIX MOACUCTEM, KOTO-
pble B CBOK oYepeb COCTOAT M3 NoAcucTeMm, Brtovarowmx MNaric.

Ha pucyHke EEE.1 6) nokasaHa 60see npoctasi cxema. B 3ToM criyyae ypoBeHb MPOMEXYTOUHbIX OCHOBHbIX NOA-
cuctem onyuweH, a M3rC ssnsetcsa nogcuctemoit NMVIAC.

Ha pucyHke EEE.1 c) usobpaxeHa camas npoctasa cxema MV3C.

PucyHok EEE.1 — MpumMepbl cTpykTypbl MM3C/M3MNC
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MpunoxeHune FFF
(cnpaBouyHoe)

Bubnnorpadus

B HacToslleM NpUIoXeHUn NPUBELEH CMMCOK [OKYMEHTOB, KOTOpPble C/yXaT PyKOBOACTBOM A/ METOAO0B Mo
ynpasnexunio PYICKOM.

EN 1441:1997 Medical devices — Application of risk management to medical devices (YcTpolictBa meguumHckme. Mpu-
MEHeHVe ynpaB/ieHNs puckamm K MeAULMHCKAM YCTpoicTBam)

ISQLEC 12119:1994 Information technology — Software packages — Quality requirements and testing {/lHchopmaumoH-
Hble TexHonoru. MakeTbl NPOrpamMMHOro oGecneyeHuns. TpeGoBaHUsS K kauecTBy U UCTbITaHUS)

ISQ'IEC 15026:1998 Information technology — System and software integrity levels (MHbopmaLuyoHHble TEXHOMOTUN.
CucTeMHble 1 NporpamMMHble YPOBHM LieNIOCTHOCTH)

IEC/TR 60513:1994 Fundamental aspects of safety standards for medical electrical equipment (3nektpoo6opygoBaHue
MeauuyHcKoe. OCHOBHbIE acnekTbl 6e30nacHocTy)

IEC 60812:1985 Analysis techmques for system reliability — Procedure for failure mode and effects analysis (FMEA)
(MeToguka aHanm3a HageXHOCTU cucTeM. MeToavka PeXx1MoB HapyLLeHnst U aHanns BosgelicTeuii (FMEA))

IEC 60880:1986 Software for computers in the safety systems of nuclear power stations (MporpammHoe obecneuyexve
KOMMNbIOTEPOB B cMCTEMax 6€30MacHOCTY aTOMHbIX 3/1EKTPOCTaHLMIA)

IEC 61025:1990 Fault tree analysis (FTA) (AHanI13 AUarHoCTUYECKOro fepeBa HencnpaBHOCTEN)

IEC 61508:1998 Functional safety of electricat'electronic/programmable electronic safety-related systems — Part 1:
General requirements (CucTeMbl 3M1eKTpUYECKVE/3NEKTPOHHbIE/NMPOrpaMMupyeMble 3/1eKTPOHHbIE, CBSi3aHHble C OyHK-
LMoHasbHOI 6e3onacHocTbio. YacTh 1. O6ume TpeGoBaHus)
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YK 615.84:006.354 MKC 11.040.01 MOD

KntoueBble cnosa: Usfenna meaununuHCKMe afiekTpuyeckue, 6e30nacHoOCTb, nporpammMmmpyemMmble MeguumnHCKue
3NEKTPOHHbIE CUCTEMbI, PUCK, LUK pa3pa60TK|/|, aHaim3 pucka, ynpasneHne puckom

MoanucaHo B neyatb 03.03.2015. ®opmat 60x84%.
Yen. neu. n. 3.26. Tupax 31 ak3. 3ak. 1004

MoAroTOB/EHO HAa OCHOBE 3/1IEKTPOHHON BEPCHW, NPefoCTaB/eHHO pa3paboTUMKOM cTaHgapTa
eryn «CTAHOAPTUH®OPM».
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