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BBeneHue

MNosbiweHne 6e30NaCHOCTY NALUEHTOB

Be3onacHOCTb NaLMEHTOB SIBMAETCA OAHOW M3 OCHOBHbIX OBLLEMUPOBBIX MPOGIEM B 34paBOOXPaHEHNN.
Kak otmeuvaetca B nyonukaumm NCO/TK 215 «CBOAHbIN OTYET SKCMEPTHOM rpynrbl N0 Ka4ecTBy 06CnyXuBaHus
n 6esonacHoctu naumenTar» (ISO/TC215 Summary Report from the Task Force on Patient Safety and Quality)
2010r., npowuno 6onee AeCATH NEeT CBbINycka chyHAameHTansHol nyGnmkauum B 1999 . «enoseKy CBONCTBEHHO
owmnbarbca: cosgaHue Gonee HaaeXHOW CUCTEMbI 3apaBooxpaHenus» MHeTutyta meguumnuel (UM) [1], [2].

C 1999 1. 6e30NacHOCTb NALUEHTOB ABNANACh 0ObEKTOM NPUCTaNbHOrO BHUMaHWUA BO Bpemsi 00CYKaeHW
U MPUHATWA PELLEHNS HA HaUWOHANbLHOM W MEXAyHapoAHOM YPOBHAX. [0OABMNNCL NepefoBbie NpakTu4eckne
pewieHus B obnactu obecneveHns 6e30nacHOCTM NALMEHTOB, CBA3AHHBIE C CO34aHMEM JOKYMEHTOB, ONUCHIBA-
IOLLMX NEPBOMPUYMHBI PUCKA, A TaKKe METOAbI €r0 aHanu3a, NpeaoTBpaLleHus U ocrnabneHus. 3Tu peweHus
MOBMUANM HA HALMOHAmNbHbIE U 0BLLEMUPOBbLIE NOAXOAbI K NOBbILLEHUIO 6e3onacHocTy naumeHToB. O6pa3oBa-
TENbHbIE NPOrpamMmbl, HALMOHAMNbHbIE KAMMNAHWM, NEPBOCTENEHHbIE 3a4a4M MECTHbIX 6OMbHUL,, HeBnaronpusT-
Hble CODBITUA U MHCTPYMEHTBI CO34aHUA OTYETOB 00 aBapuiiHbIX COBLITUAX, 0BYYEHNE MEHEAXKMEHTY PUCKOB U
nporpaMmbl arTectauum NPakTMKYOLWMX Bpadyel no 6e30nacHOCTW ABNAIOTCA NpUMepamMu NOCTOAHHON paboTbl
no popMUPOBAHUIO KYNLTYPLI NOBLILLEHUA 6E30NaCHOCTU NALMEHTOB U YIYYLLEHUIO KavecTsa.

Takoe BHMMaHWe k 6€30NacHOCTM NaUMEHTOB CTUMYNMPOBANO UHBECTMPOBAHUE B MHTEponepabenbHble
CUCTEMBI 3NEKTPOHHOr0 MeauumnHCKoro apxusa (BMA) u cpeacTea NnogaepXkkn NPUHATUA PELUeHUN, Takue Kak
aBTOMaTU3MpoOBaHHasA cucTema HasHadeHus neyveHusa (ACHJT) (KOMRNbIOTEPM3UPOBaHHLIN BBOA 3aka3a Bpava).
3TH MHBECTMLIMK B KOHEYHOM CYETE NO3BONAT U3BEXATH, €CNU HE CHU3UTDL, 4aCTOTY BO3HUKHOBEHUSI MHLMAEHTOB,
yrpoxatoiyx 6€30nacHOCTU NaLMEHTOB, BbI3BAHHbLIX TakMMu hakTopaMm, Kak B3aumoaencTBme npenaparos.

MHcdopMaTusauuma 300pOBbSA MOXET Kak CHU3UTb CylWecTBYHOWMNe, Tak U 406aBUTL HOBbIE
pucku obecneyeHus 6€30MaCHOCTU NALUEHTOB

UHdopmaTnsauma 300poBbA M CBA3AHHBIE C HEW 9NEKTPOHHbIE MEAULMHCKWE CUCTEMbI UMEIOT
3HaYuTENbHbIE BO3MOXHOCTM ANA YCTPAHEHUS,, CHWKEHWUA WM OCnabneHns YCTAHOBMEHHBLIX Yrpo3
6e30MacHOCTM NauMeHTa U kavectBy oOCNyXMBaHMA (CM. NPUNOXEHUE A) U ABMAIOTCA HA AAHHbIN MOMEHT
obbekTamu AN KPYNHbIX UHBECTULIMIA B 3 pABOOXPAHEHUE.

Ioboe kpynHoe npeobpa3syiollee TEeXHONOMMYEeCcKOe M3MEHEHWEe, BHEAPEHHOE B MPOMBILUNEHHOCTD,
0CODEHHO B TaKyl0 CIOXHYIO U U3MEHSIIOLLYIO XM3Hb 0OnacTb, Kak 3gpaBooxpaHeHue, Oyaer MMeTb Kak
npeackasyeMble, Tak U HENpeABUAEHHbIE MOCNEeACTBUS. HenpeaBuaeHHbIe NOCNeACTBUS MOTyT ObiTb Kak
NONOXMTENbLHLIMU (HAaNpUMEp, CMOCOOCTBOBATL PA3BUTUIO HOBLIX BO3MOXHOCTEW AN COBMECTHOM paboThbl
KIMHMYECKUX Bpader B KayeCTBe Monb3oBaTeneil, paboTalowmx C HOBOM TEXHOMOIrMeW, U TeM CaMbiM
CcnocobCTBOBATL YNMyYLIEHMIO KMMHUYECKOTO MpoLecca), Tak M orpuuarenbHbiMu (Hanpumep, NOsiBNEHue
HOBbIX PUCKOB, BO3HMKAIOLLUMX NMpu paspabotke, peanu3auuu Mnm UCNONb30BAaHUU TEXHOMOTUU B CIOXHbIX
KIIMHUMYECKUX YCNOBUAX).

Xors nonb3a uHopmaTusauumu 300poBbs AnsA obecneveHusi 6e30MacHOCTM MALMEHTOB MoOny4yaer
BCe OonbLiee npu3HaHuWe, CYLIECTBYIOT PUCKM CIyyalHbIX U HeOnaronpusTHbIX COObLITUW, BbI3BAHHbLIX
peanu3aumsiMu MEQULMHCKOTO NPOrpaMMHOro ob6ecneyeHus1, u 3TM pUCKu CTaHOBATCA BCe Bonee o4eBUaHbI-
Mu. Tak kak pa3BopaynBaloTCs BCe Oonee CrnoxHbie peanusaumm MEAULIMHCKOTO NPOrpaMMHOro o6ecneveHus,
KoTopble obecneunBalor Gonee BbICOKMI YPOBEHb MOAAEPXKKM NPUHATUSA PELLEHUA U UHTErPUPYIOT AAHHbIE
NauMeHTOB PasfUYHbIX CUCTEM B Pa3NUYHbIX OpraHU3auusx U pasnuyHbIX NPeaoCTaBEeHHbIX MEAULIMHCKUX
ycnyr, To 6e30nacHOCTb NauMeHTa MNOBLILLAETCA Hapsay C BO3HMKHOBEHWEM PUCKOB HebnaronpusiTHbIX
CcO6bITUI, BbI3BAHHbLIX NPOrPaMMHbIM OBecnevYeHmeM.

B NT-nporpamme HaumoHnanbHon cny®bl 3gpaBooxpaHeHus AHrnum (HC3) «Connecting for Health»
ObIn Cco34aH ynpeXxaaloluii NpoLEecC YNpaBneHus WMHUMAEHTaMM, CBA3aHHbIMM C 0Ee30MmacHOCTbIo, Ans
peLLeHus1 BONpOCOB, CBSI3aHHbIX ¢ 6E30MacHOCTbLIO NPOrpaMMHOro obecneyenus [3]. 3a natuneTHui nepuog ¢
2006 r. no 2010 r. ObINO 3apPErMCTPUPOBAHO U U3yyeHo 708 coobLueHui 06 nHuuaeHTax. bbino ycTaHOBNEHO,
yTO NpUMepHO 80 % 3TUX MHLMAEHTOB NPEACTABMANM HEKOTOPYIO Yrpo3dy 6e30nacHOCTH naumeHToB (4.1).

CTaHaapThl, HanpaerneHHbIe Ha o6ecneyeHue 6e30NacCHOCTU MeQULIMHCKOIO NPOrpaMMHOro
obecnevyenus. Tekymwme paspadboTku

Bonpoc 6e3onacHOCTM MeaAULIMHCKOTO NPOrpamMmMHoOro o6ecnevyeHusn snepeblie Obin 3atpoHyT B UCO/TK
215 B 2006 r., korga Hayanacb pabora Haj cneayloLLMMKU CTaHAaPTaMM:

\'
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- NCO/TC 25238:2007 NHcbopmartu3aums 3a0poBbs. Knaccudukaums yrpos ans 6e3onacHOCTH, BbI3BaH-
HbIX MEAULIMHCKMM nporpaMmHbiM obecneveHueM (ISO/TS 25238:2007 Health informatics — Classification of
safety risks from health software), u

-NCO/TO 27809:2007 WUndopmarusauusa 3nopoBbs. Mepbl obecneueHusi 6e30macHOCTM nauueHTa
npu UCNONbL30BaHUU MEAULIMHCKOTO nporpaMmMHoro obecneuenus (ISO/TR 27809:2007 Health informatics —
Measures for ensuring patient safety of health software).

MUCO/TC 25238 HanpaBneH Ha onpeaeneHne KoHUenuun u TpeboBaHui Ansa CTaanin XXKM3HEHHOTO LMKna
nporpaMMHoro obecneyeHus, rae HeobXoAUMO NOHATL B O0OLMX Yeprax, kakuM Oyaer kmacc pucka npea-
noxeHHon cuctemol. Hecmortps Ha 1o uto UCO/TC 25238 BKmnio4MaeT NpUMeEpbl KaTeropuii CTENEHN TAXECTH
1 BEPOATHOCTU PUCKA, @ TaKKe IEMOHCTPALMOHHYIO MarpuLly pucka, KOTopble MOTyT UMeThL Bonee LuMpoKoe
MCNONb30BaHME, €ro NPUMEHEHUE NPU NPOEKTUPOBAHUU MEAULIMHCKOTO NPOrpaMMHOro o6ecneyeHust unu CHu-
XeHue niobbiX BbIABNEHHLIX PUCKOB A0 MPUEMMNEMOr0O YPOBHS HE ABNAETCA 3af1a4ei 3Toro craHgapra.

B NCO/TO 27809 paH 0630p knaccudukaumin NpoOAYKTOB MEAULMHCKOIO NPOrpaMMHOro obecnevyeHus,
06CyaaloTcsl BapuaHTbl Mep yrnpaBneHusl, CBA3aHHble C TAKMM NporpaMMHbIM obecneyeHueM, cxema knac-
cudukauum pucka, onucanHaa B UCO/TC 25238, a Tarke uaeHTUMKaLMA HaLUMOHANbHbIX U MEXAyHapoa-
HbIX CTAHAAPTOB NO MEHEKMEHTY PUCKOB.

B TeyeHme wmMHOrMx ner cooOuiecTBo, 06pa3oBaBLUEECA BOKPYr MEAMLIMHCKOTO 000pyaoBaHus,
noaaepxveano pa3paborky CTaHAapToOB Ha nporpammHoe obecnedveHune B MOK/TK 62 MK A [O6Liue acnekTbl
3neKTpoobopyaoBaHUs, UCMNONbL3YEeMOro B MEAULUMHCKON AesitenbHoctu (Common aspects of electrical
equipment used in medical practice)], B UCO/TK 215 [UndopmaTtusauus 3goposbs (Health informatics)] u B
MCO/TK 210 [MeHemxmeHT KauecTBa U COOTBETCTBYIOLUME 00LIMe acnekTbl MeauumHckux npubopos (Qual-
ity management and corresponding general aspects for medical devices)]. Heckonbko apyrux TeXHU4ECKUX
komuteroB MCO u M3K, Takux kak MICO/M3IK CTK 1 noakomuter 7 [Pa3paboTka cucremM u nporpammHOro
obecneuenuss (Software and systems engineering)], cosgaBanu craHgaptbl no paspaboTke cucrtem u
nporpaMMHoro obecnevyeHus Ha4YMHas ¢ koHua 1980-x rr.

JencTeyolime B HacTosiLiee BpeMsi CTaHAapTbl N0 MEAULMHCKOMY OGOPYAOBAHUIO COCPEAOTOYEHbI
Ha PYHKUMOHANbLHOCTM UM MCNLITAHUM YCTAHOBMEHHOTO MEAMLIMHCKOTO 06OpYyAOBaHUS M BKAIOHAOT B
cebs cTaHaapTbl Ha nporpaMmHoe obecneyeHue kak meauumHckui npubop [B MOK 62304 MeauuuHckoe
nporpaMmHoe obecnevyeHue ycTpoicTea. [pouUecChl >KM3HEHHOrO UMKNa NporpaMMmHOro obecneyeHus
(IEC 62304:2006, Medical device software — Software life cycle processes) «nporpamMmHoe o6ecneyeHue kak
MEAULIMHCKUIA NpUBOop» ONpeaenseTcs Kak «CucTema nporpaMMHoro o6ecneveHus, kotopas 6oina paspaborana
C Lienblo BKMIOYEHUs ee B paspabaTbiBaeMblii MegUUMHCKUI Npubop unu kotopas Guina npeaHasHadeHa ans
ee CaMOCTOSITENbHOIO MCMONb30BAHUS B KA4eCTBE MeAUUMHCKOro npubopar]. OCHOBHbIE CTaHAapThl, pas-
pa6oTaHHbIe UnW NpUBEAEHHbIE B KA4YECTBE CNPaBOYHOrO MaTepuana, ucnonb3yemble ansa o6ecneyeHus 6es-
OMaCHOCTU MEeAWLMHCKUX NPUBOPOB U MPOrpamMMHOro obecneyeHns Ansa MeauuUMHCKUX NPubopoB, BKIIOYAIOT:

-NCO 13485:2003 MeauuymHckue npubopbl. CUCTEMBI MEHemaKMeHTa kadvectBa. TpeGosaHus ans
uenen perynuposaHus (ISO 13485:2003, Medical devices — Quality management systems — Requirements
for regulatory purposes);

-NCO/TP 14969:2004 MeanuuHckme npuGopbl. CUCTEMbI MEHEMKMEHTA KauecTBa. PykoBOACTBO Mo
npumeHeHnto MCO 13485:2003 (ISO/TR 14969:2004, Medical devices — Quality management systems —
Guidance on the application of ISO 13485:2003);

- M3K 62304:2006 MporpammHoe obecneveHne MeauunmHCkux npubopos. MpoLeccl XXM3HEHHOTO LMKNa
nporpammMHoro o6ecneyenus (IEC 62304:2006, Medical device software — Software life cycle processes);

-NCO 14971:2007 MeauumHckue npubopbl. MpUMEHEHNE MeEHemXMEHTA pucka K MEQULIMHCKUM
npubopam (ISO 14971:2007, Medical devices — Application of risk management to medical devices);

- M3K/TO 80001-1:2010 NpumeHeHne MeHeaXXMeHTa puckos A4na UT-ceten ¢ meauunHckumm npubopa-
Mu. YacTtb 1. Ponu, oTBeTcTBEHHOCTU M geAtenpHocTb (IEC 80001-1:2010, Application of risk management for
IT networks incorporating medical devices, Part 1 - Roles, responsibilities and activities).

B LUeHTpe BHMMaHWs JaHHbIX CTAHAAPTOB OTPaXEeHa 3aMHTEepPECOBAHHOCTb  MEAULMHCKOrO
npubopoCcTpoeHus B NpeanpoaaxHbix (T. €. MPoeKTUpoBaHMe u paspaboTka) CTagusax XM3HEHHOro LMKna
npu6opoB C NporpaMmmMHbIM oBecneyeHMeM, BKMOYasa NporpaMmMHoe obecneyeHne u meguuuHckue npubopsl,
paboTatoume camoctositenbHo. HegasHee gononHenne M3K/TO 80001-1 siBnsieTCA NPU3HAKOM PaCTYLLETO
BHUMaHMSA K NOAKMIOYEHUIO NpuBopoB K (PU3NYECKON CETMU.

MocKkoneKy NOHMMAaHWE TOro, Kakoe NporpaMMHOe oBecnedYeHne CHUTAETCA CaMOCTOATENbHbIM MEAU-
LMHCKUM U3 ENWEM, CYLLIECTBEHHO Pa3NUYaeTCsa B pasHbIX CTpaHax, HaCTOALUMI CTaHaapT AaeT npeacrasne-
HWE O NepenoBbIX NMPakTU4eckux meTogax obecneveHns 6e3onacHoi paspaboTku, BHEAPEHUSA U SKCNNyaTauum

\
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MEANLMHCKOro NPOrpaMMHOro obecnevyeHns He3aBMCMMO OT TOro, paboTaeT N OHO KaK MEAULIMHCKOE n3ae-
nue. HactosAwwi ctangapt paccMarpuBaeT CTaHAAapPThl, KOTOPbIE MOTYT NPEA0CTaBUTb NOME3HOE PYKOBOACTBO
ANsA nokynarenei, cneyuanucTosB No BHEAPEHWIO 1 NONb30BaTeNeid, a Takke Ans paspaboT4ymMKkoB U NPOU3BO-
avTenei BNAOTb A0 KOHPUrypMpoBaHus, peanu3auum u TEKYLLEro UCMOMb30BaHUS MPW NIOObIX HACTPOKax
U ycrioBusx paboTbl. AHanM3 u pekomMeHaauuu, NpeAcTaBneHHble B HACTOsLWLEeM CTaHAapTe, yKasbiBaloT, YTo
MeAWLMHCKOe NnporpaMmmHoe obecneveHne BCce Yalle BHEAPSIETCA U IKCNIyaTUPYeTCsi B CMOXHOW Cpeae «3Ko-
CUCTEMbI» UMN «COLMANbHO-TEXHONOMNMYECKON CUCTEMBIY, Fle NporpammHoe obecneveHne TECHO CBSA3AHO C
APYTMMW CUCTEMaMu, TEXHOMOrMAMU, MHAPACTPYKTYPaMK U NPEAMETHBIMKU 00MacTaMu (MI0AbMU, OpraHu3a-
LMAMMW U BHELUHUMMW YCIIOBUSIMU) U TA€ OHO TaKKe AOMMKHO ObITb CKOH(UIYpUpPOBaHO, YTOOLI NOAAEPHMNBATD
noKasbHbIE KIIMHUYECKNE 1 BU3HEC-NPOLECChI.

CnepoBaTtenbHO, NoBbILEHWE 6E30MaCHOCTW NaLUeHTa N PUCKK, CBA3AHHbIE C peanu3aumein OTaenbHbIX
NPOrpamMMHbIX KOMMOHEHTOB, AOJDKHbI OLIEHMBATbCA M YNPAaBNATbLCA B pPaMKax KOHTEKCTa peanu3yemon
MHOPMALMOHHOW CTPYKTYPbl OpraHu3auuu, WCMonb3ys CTaHAapTbl U MPOBEPEHHble MPOLECChbl, KOTOpble
HanpaBnsiOT W BOBMEKAKOT Kak CneuuanucToB No MHopmatusauuum 340pOBbS, Tak M Bpayeldl Ha BCex
cTaausix, a Takke UCNonb3ys CEMENCTBO CTaHAApPTOB, KOTOpkle obecnevnBaloT 6e30NacHOCTb MeaULIMHCKOTO
nporpaMMHoro obecneyeHus.

Pasgen 4 paccmaTtpuBaeT BOMPOCHI, CBA3@HHbIE C 06ecneYeHnem ycnosuin 6e30nacHocTu, u NpeaocTas-
NAET KOHUENTYyarbHbIA MOAXOA ANA OLEHKU CTaHAApTOB BMECTe C KPaTkKUM OMMCAHWEM COOTBETCTBYHOLLMX
CTaHaapToB.

Pasgen 5 noctpoeH Ha 3TOM OCHOBOMNONAralwoLeM NoAx0Ae, NPEeAOoCTaBMsAA aHANUTUYECKME OLEHKU
TOrO, Kakue CTaHAapTbl SABMSAOTCA Haubonee noAXOAALMMW ANS Pas3fMYHbIX CTAAWMA >KU3HEHHOTO LMKna
nporpamMMHoro obecneyeHuss. B gaHHOM paspene Takke MAEHTUDUUMPYIOTCA CyLLUECTBYIOLUME NpPOGnemsl
U COAEPXUTCA NpakTU4ecKoe PyKOBOACTBO NO CTaHAapTam, NPeAcCTaBnsloLMM NepefoBble NpakTuyeckue
MeToAbl. BaXHO OTMETUTb, 4TO, HECMOTPS Ha TO YTO HOPMAaTUBHblE [OKYMEHTbl, PacCMOTPEHHblE B
HaCTOALLEM CTaHAapTe, MOryT ObiTb NONE3Hbl ANs obecneyenns 6€30NacHOCTU MEAULIMHCKOTO MPOrPaMMHOTO
obecnevyeHns, BO MHOTUX CIy4Yasix OHW He Obinu NOAroTOBMEHbI CNeunanbHO Ans 3TOol Lenu.

KoMy cnenyet 03HaKOMUTLCA C HACTOALWMUM CTaHOAPTOM?

OBt BONPOC KPacHOW HUTLIO MPOXOAUT Yepe3 Bce 0OCyxaeHMst 6e30MacHOCTU MeaMLMHCKOTO
nporpammMHoro obecnedenus: «Kakne craHaapTbl AOSHKHbI MCMONbL30BATLCA AN TOro, YTo6bl 06ecne4nTb
6e30nacHOCTb MeAMLMHCKOTO MporpamMmMHoro obecrnedeHus?» HactoAwmin ctaHgapt npegHasHavyeH Ans
HaLMOHAamNbHbIX KOMUTETOB-YNIEHOB 1 NONb30BATENEil, KOTOPbIE ULLYT OTBET HA 3TOT BOMPOC.

VI
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HAUMWOHANBbHBLIA CTAHAOAPT POCCUMUCKOW GENEPALUM

UndopmaTusauma spopoBba

PYKOBOACTBO NO CTAHAAPTAM BE3OMNMACHOCTU MEAULIMHCKOIO
NMPOrPAMMHOIO OBECNEYEHUA

Health informatics. Guidance on standards for enabling safety in health software

Nara BBegeHuss — 2016—11—01

1 ObnacTb NpUMeHeHus

Hacrosiwmn craHaapt npegocCTaBnsieT pykOBOASLUME YKa3aHUA ANA HauMOHanNbHbIX KOMUTETOB-1IIEHOB
(HKY) » nonb3oBarenern nytem BbISIBNEHUSI CBA3aHHOrO Habopa mexayHapoaHbIX CTaHAapTOB, UMEIOLLMX
OTHOLUEHMEe K pa3paboTke, peanu3auuM U UCMONbL30BaHUIO 6e30NaCHOr0 MEAULIMHCKOIO NpPOrpaMMHOIO
obecneyenus. Noaxoa, NpPeaCTaBEHHbIA B HACTOSILLEM CTaHAapTe, BMECTe C OTOOpaXXeHWeM CTaHaapToB
B 9TOM MOAXOAE MIUIIOCTPUPYET COOTBETCTBYIOLLME CTAHAAPTBI U UX ONTUMANBLHOE NpuMeHeHue. Takoe
oTOOpaXkeHMe SICHO AEeMOHCTPUPYET, FAe CcyLuecTByloT npobenbl U COBNaaeHus B ctangapre. B yactHocty,
HacTosALMI CTaHZapT:

- onpeaensieT CBsI3aHHbI Habop MeXAyHapoAHbLIX CTaHAAPTOB, KOTOPbIE NoAAepXUBalOT 6e3onacHyio
ana nauveHta (unm Gonee 6GesonacHylo) paspaboTky, BHEAPEHWE U UCMONb3OBaHWE MEAULMHCKOTo
nporpaMMHOro obecneveHus;

- jaeT MpeaCTaBneHne O MPUMEHUMOCTU 9TUX CTAHAAPTOB AnA  AOCTWKEHUS OMTUMASIbHON
6e30nacHOCTU MeAWLMHCKOTO nporpaMMHOro obecrieyeHuss B paMKax MeTOAOB BCEOOLWIEro MeHemxMeHTa
pucka U MEHeIKMEHTa KauyeCTBa, a TAKXKE B paMKax CTaAWuMN >KM3HEHHOTO LMKIa U NpoueccoB paspaboTku
MEAWLMHCKOro NporpaMMHoOro obecnevexus;

- peiaet Bonpocbl 6e30MacHOCTU MEAMLMHCKOTO MporpaMMHOro obBecnevyeHus, KOTopble OCTalTcs
HepacCMOTPEHHbIMM UNK AYBnuUpyLoTCS B paccMaTtpuBaemMblxX CTaHaapTax;

- paccMaTtpuBaerT, Kak 9T npobenbl U AyGnMpoBaHMe MOXHO YCTPaHUTb (3@ KOPOTKMIA UMK ANUTENbHbIN
CpOK) NyTEM NepecMoTpa AENCTBYIOLLMX CTaHAAapTOB UNU paspaboTKM HOBbIX.

Bpea, HaHocuMmblii onepaTtopam MEAMLMHCKMM MporpaMMHbiM oBecnedyeHuemM, €eCrnm TakoWn PUCK
CYLLIECTBYET, BbIXOAWUT 3@ PaMKU HACTOSALLEro cTaHaapra.

HecMOTpsa Ha cCbinku, KacaoLwmecs HOPM U NpaBun 415 MEAULMHCKOTO NPOrpammHOro obecnevyeHus,
MMEIOLUMEeCs B HacTOsILLEM CTaHfapTe, YCTaHOBREeHue, obecneyeHWe WCMONHEHWA W NOATBEpPXAEHWe
HOPM W MPaBUN HE ABNSETCA HU LIEMbIO, HU HAMEPEHUEM HACTOSLLEro craHgapra. OTO B NMEPBY odYepeb
ABNAETCA 30HOI HALMOHANbHO OTBETCTBEHHOCTU UMM OTBETCTBEHHOCTU IOPUCAUKLIMKM U HE BXOAMT B 0b6nacTb
NPUMEHEHNUA HACTOSALLEro cTaHapTa. TeM He MeHee HacTOALWMI CTaH4apT He CTPEeMUTCH co3faTb Takylo
CTPYKTYPY MEXAyHapoAHbIX CTaH4apToB, koTopas OyaeT BCEMUPHO MPU3HaHa M NPUHATA, a TaKkke AaTtb
yKa3aHusl, C MOMOLLbIO KOTOPbIX OpraHbl OPUCAUKLMM B cocTaBe HKY cmoryT pelunTs, eCTb N HeoBXoAUMOCTb
peanusaunm 4aHHOTO NoAXoAa Ha HOPMAaTUBHOWM OCHOBE. [103TOMY, HECMOTPSA Ha To 4TO nogaepxxka HKY B nx
CTPEMIIEHUN K rapMOHU3aLuun cpefibl HOpM W npaBun morna 6bl ObiTh 3hEKTUBHON, OHA HE ABNSETCA LENbIO
UNM HaMEPEHUEM HaCTOSILLErO CTaHaapTa.

Kpome Toro, ecnm HeKOTOpbIii CTaHAAPT PEKOMEHAOBAH ANs UCNONMb30BaHKUSA B HACTOALLEM CTaHAapTe,
TO 3TO He o3HauvaeT, yTo TpebyeTcs nonHoe cobniogeHne Bcex TpPebOBaHWMI Takoro PEeKOMEHAOBaHHOIO
cTaHgapra. [Moaromy cooTBeTCTBME TPEBOBAHWUAM TaKXKe He BXOAUT B 3aJa4y HACTOSILLEro cTaHaapra.

U3paHue oduuymanbHoe
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2 TepMuHbI 1 onpeaeneHusn

B cooTBeTCTBUM C LIENSIMU U 3aJa4amMy HACTOSILLErO CTaHAapTa NPUMEHEHbI cneayiowmue TepMUHbI C
COOTBETCTBYIOLMMU ONpEeAENeHUAMU:

2.1 o6wun noaxon (framework): Heotbemnemas noaaep>xupaioLLas Unm nexaiias B OCHOBE CTPYKTypa.

[MCO 9001:2008]

2.2 cTeneHb CTPYKTYPUPOBAHHOCTM (granularity): YpoBeHb CROXHOCTU MNU TO, A0 KaKOW CTEeneHu
cucTema nogeneHa Ha bonee Menkue 4acru.

MpumeyaHune—HecMoTps Ha To YTO onpefeneHne Ana TEPMUHA «CTENeHb CTPYKTYPUPOBAHHOCTU» MOXHO
HaiiTn B UCO 17115 UHdopmMaTu3aums 350poBbs. CnoBapb TEPMUHONOTMHYECKUX CUCTEM, OHO He KacaeTcs obnactu npu-
MEHEHMNA W KOHTEKCTa HacTosLLero ctTaHaapTa.

2.3 Bpea (harm): CMepTb, TENECHOE NoBpeXaeHue umnu ywepo, NPUYMHEHHbIN 340POBbLIO MU COCTO-
AHWIO NaUMEHTAa.

[Pykosoacteo MCO/M3K 51:1999 usmeneHHoe]

2.4 onacHocTb (hazard): NoTeHuManbHbLIN MCTOYHUK Bpeaa.

[Pykosoacteo MCO/M3K 51:1999]

2.5 undopmarusaumna spopoBbs (health informatics): MNepeceveHne KNUHMYECKUX NPAKTUK, NPAKTUK
NMM/MT (MHDOPMALMOHHBLIN MEHEIKMEHT, UH(OPMALMOHHBLIE TEXHOMOMMK) U METOAUK ynpasneHua Ana
OOCTUXEHUA HaUNY4LLIEro Ka4ecTsa 3 paBoOXpaHEHUs.

MpumevaHune —MWHbopmaTuzaLua 3foposbA BKOYAET B cebs NpuMeHeHne NHPOPMaLMOHHBIX TEXHONOMUIA
Ans obrnerdeHWs CosfaHUA U MCMONb3OBAHUA AaHHbIX, MH(OPMALMKU W 3HAHWIA, CBA3aHHLIX CO 3ApaBOOXpPaHEeHUeM.
MHdopmaTusayms 3nopoBbs obecriednBaeT YCNoBUS U NOAAEPXUBAET BCe acnekTbl MeAuuUHCKoro ob6cnyxuBaHus.
[MCO/TK215 Otder paboudelt rpynnel opraHusayumn (Organization Task Force Report) (nnaH) — no maTepuanam
www.coachorg.com].

2.6 MeguMuuHCKOe nporpamMHoe oGecneveHue (health software): lNporpammHoe oGecneuveHue,
UCMONb3yeMOE B 34PABOOXPAHEHUM, CNOCOOHOE OKa3biBaTb BIIMSHWE HA 340POBbE M NpPeAoCTaBneHue
MEAMNLMHCKMX YCNyr CyOLEeKTY okasaHus MeaULMHCKON NOMOLLW.

MpuMeYaH N e— BrnoyaeT cnegyioliee:

- NnporpammMHoe oGecreveHne B UCXOAHOW popMe, KOTOpOe BKIIOMAET B ce6A CMCTEMbI, INeMeHTLl U MOgYNU (CM.
M3K 62304);

- CBA3aHHbIe CUCTEMbI KOAUpOBaHUA, MeEXaHU3Mbl JTOTMYECKOro BblBOAA, apXeTUnbl U OHTONOINNK,

- conpoeoguTenbHaa JOKyMeHTauus, Heo6xo,qmma;| AnA BHeAPeHUA, UCNonb3oBaHUA U OGCJ'Iy)KI/IBaHVIH nporpamm-
Horo obecneveHust;

- nporpammHoe obecneveHue, KOTOpoe ucnonbayercs apdeKTMBHO Unu NpUMeHsieTca B nioboi YacTn cekTopa
3[paBOOXPaHeHUs!, B TOM YNCe BO BCEX FOCYAAPCTBEHHbBIX W YACTHLIX OpraHu3auusix Unu npegnpusTusx, a Takke y Ko-
HeYHbIX NoTpebuTeneis;

- nporpaMmmHoe O6ECH6H9HVIe, KOTOpoe npmo6peTaeTc;| Ha KOMMep4YeCKMUX U HEKOMMEPYECKMUX YCITOBUAX.

2.7 xusHeHHbin umukn (lifecycle): Pa3sButue cucrembl, usgenus, ycnyru, npoekta unu Apyrux
NU3roTOBMEHHbIX YE€J10BEKOM 06‘beKTOB, Ha4yunHasa co craguu pa3p360TKVI KOHUEenuun u 3akaH4yumBas BbiIBOAOM
U3 aKCnyaTauum.

Mpumeyvanune — B UNCOMOIK 12207 (npeabiaylias peaakums) Mogernb XXU3HEHHOTo Uuka nporpaMMHOro
obecneyeHns onpepeneHa Kak «KOHLUeENTyarnbHas OCHOBA, MCNosfib3yeMas A opraHu3auuu U ynpasrieHusi passuTueM,
paboToil, TexHu4deckuM obcryXuBaHUEM U AEHCTBUMSIMUA MO BbIBOAY M3 3KCMnyaTauuu NporpamMHoro obecneveHusi».
B NCO/M3K 12207 Tarke oTMedaeTcs, YTO «MOAENM >KU3HEHHOMo LMKIa UCMOoNb3yTCAa ANS ynpaBneHWs passuTUeM
nporpaMmHoro obecrnedyeHus oT Havana ux cosfjaHusi U 0 npexkpaLeHusa ux crnyxob».

[MCO/M3K 12207:2008]

2.8 meguumHckuii npubop (medical device): Io6oi npubop, yCTponcTeo, npucnocobnexne, mawumHa,
annapart, umnnaHTar, nabopaTopHbIii peareHT unu kanubparop, nporpaMmHoe obecnedeHune, matepuan unu
apyrue noaobHbIE UMK CBSAAI3aHHBIE C HUMM U3AENNUS:

a) npegnonaraembie NPOU3BOAUTENEM ANS NPUMEHEHUSA K YENOBEKY, OTAENbHO MU B COMETAHUN ApYr C
ApYyrom ansa ogHon unu 6onee 3agaHHbIX Lenen, Takux Kak:

- ANarHocTuka, NpounakTuka, KOHTPOsb, feYeHne unu obneryeHne TeveHuns saboneBaHui,

- ANArHOCTUKA, KOHTPOIb, NeYeHune, obneryeHue TpasMbl MU KOMNEHCALMS NOCNEACTBUI TPABMbl,

- uccnepoBaHue, 3aMeLleHue, U3MEHEHUE NN NoAAEePKKA aHATOMUYECKOro CTPOEHUst Unu ousmonoru-
YeCcKkuUx NPoLEeccoB,

2
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- NOAAEMKAHNE U COXPAHEHWE XXU3HH,

- npeagynpexaeHne 6epemMeHHOCTH,

- Ae3unHdekuns MeAULMHCKMX Npubopos,

- NpefocTaBneHne MHAOPMaLUK ANs MEANLMHCKMX MU ANarHOCTMYECKMX Lienei nocpeacTsom nabopa-
TOPHBIX UCCNEAOBaHUI NPOB, NONMyYEHHBIX U3 TEMNA YENOBEKA; U

b) He peanusylowme cBoe OCHOBHOE npeHa3Ha4YeHWe B WNU Ha Tene 4Yenoseka C MNOMOLLbIO
drapMaKkonorMyeckmx, UMMyHONOTMYECKUX MM METABONNYECKUX CPEeACTB, HO Takue CpeacTBa MOryT NOMOYb B
peanu3aumm HameuYeHHOW Ans Yenoseka yHKUuK.

MpumeyvaHunsa

1 OnpepeneHne npubopa ANA nabopaTopHbIX WCCREAOBaHUIA BKIHOMAET, HanpuMep, peareHTbl, Kanubpartopb,
npubopsl 3abopa 1 xpaHeHWs 06pasLoB, KOHTPONBHbLIE MaTepuarbl U CBA3aHHbIE C 3TUM UHCTPYMEHTLI U NPUCNOCOBNEHMS.
[aHHble, nonyyeHHele C MOMOLLbIO Takoro nabopaTopHOro AuarHocTudeckoro npubopa, MOryT ucnonb3oBaTbCcA B
Lensix AMarHOCTMKW, KOHTPOMS UIM COBMECTUMOCTU. B HeKOTOPLIX opUCAUKUMSX oTAenbHble Npubopbl nabopaTtopHoit
LWarHoCTVKKW, BKIOYas peareHTbl U NOA0OHbIE UM, MOTYT NOAYUHATECH OTAENbHBIM NPaBUNam N NONOXEHUAM.

2 Wspenwns, koTopble B HEKOTOPLIX IOPUCAMKLMAX MOTYT paccMaTpuBaTbes Kak MEAULIMHCKUE NpUGOpLI, HO ANS KO-
TOpbIX elle He CyLLeCcTBYET COrfacoBaHHOro nogxofa B 3TOM BOfpoce, — 3T0:

- CpeAcTBa NOMOLLM WHBaNUAaMm 1 NoAaM € orpaHUYeHHBIMU BO3SMOXHOCTAMU;

- Npubopekl AN neveHns/guarHocTukv 6one3Hei 1 TpaBM XUBOTHBIX;

- aKkceccyapbl ANA MeguuUHCKUX npubopos (cM. MpumeyaHue 3);

- Ae3snHduLmMpyloLLne BeLlecTBa;

- nNpubopekl, UCMOnb3ytolMe TKaHW XUBOTHBLIX W NioAel, KOTopble MOrYT COOTBETCTBOBaTb OMUCaHHbLIM BhILLE
onpefeneHnaM, Ho HaxoaATCA B BEJeHUWN APYruX opraHoB yrpasreHusi.

3 Akceccyapbl, cneypansHo NpefHa3Ha4YeHHbIe MPOM3BOAMTENAMU AN UCTIONb30BaHWA COBMECTHO C MEULMHCKUM
npudopoM, ANA KOTOPOro oHW Bbinn paspaboTaHel, peanuaylolue Lenu MeauyuHckoro npubopa, [omkHb NOAYUHATECA
TeMm xe npoueaypam GHT (LleneBas rpynna rmobanbHoii rapMOHU3aLMK), KOTOPbIE MPUMEHSIIOTCS K CaMOMYy MefULMHCKO-
My npubopy. HanpumMep, akceccyap krnaccuduumpyeTcsa Tak, kak 6yATo OH ABNSAETCA MEAULIMHCKUM NPUBOPOM. DTO MOXET
NpUBECTY K [IPYroil KnaccudmnKkaLmm akceccyapa, OTIIMYHO| OT ero « MICXOAHO|» KnaccuukaLum.

4 KOMMNOHEeHTbI MeULMHCKUX NpUBopoB B 06LLEM crlydae KOHTPOMUPYIOTCH Yepe3 CUCTEMY MeHe)KMeHTa KadecTsa
NPOuU3BOANTENSA U NPOLEAYPLI OLIEHKN COOTBETCTBMUA Npubopa. B HEKOTOPLIX FOPUCAMKLUSAX KOMMOHEHTHI BKIOYalOTCA B
onpefeneHne «MeguLUMHCKMA Npudopy.

[CneunanbHas rpynna no rnobanbHoin rapmoHusauumn (GHTF) Uccneposartensckas rpynna 1: 2005]

2.9 puck (risk): CoyeTaHne BepOATHOCTU NPUYUHEHUS Bpeaa U ero NocneacTBum.

[ISO 14971:2007]

2.10 npumeHumocTb pucka (risk applicability): OTHOLIEHME, 0G0CHOBAHHOCTbL U YMECTHOCTb PUCKa B
onpefeneHHOM KOHTEKCTE.

2.11 meHemKXMeHT pucKa (risk management): Cucremarnyeckoe NPUMEHEHUe MEHEMKMEHTA NOSIUTHUK,
npoueayp U METOAMK NPW BbINOMHEHMN 38444 MO aHANu3y, OLEHMBAHUIO U YNPABAEHUIO PUCKOB.

[MCO 14971:2007]

2.12 pacnpegeneHue pucka (risk sharing): ®opma ob6pabotku pucka nyTem cornaiwieHms o pacnpege-
TNieHun pucka ¢ gpyrumMmu BOBneYeHHbIMU CTOPOHAMMU.

MpumeyvaHunsa

1 3akoHopaTenbsHbIe UK HopMaTuBHble TpeboBaHWA MOryT orpaHu4uBaTh, 3anpeLyarb UK AenaTb 06s3aTernbHbIM
pacnpepeneHune pucka.

2 PacnpepeneHue pucka MOXET NPOBOANUTLCS € MOMOLLBIO JOroBOpa CTpaxoBaHUs UNK ApYrux BUAOB [J0OrOBOPOB.

3 CTeneHb pacnpeaeneHns pucka MOXeT 3aBUCETb OT HAAEXHOCTN U YETKOCTU JOFOBOPEHHOCTEN O pacrpefieneHnn.

4 MNepepada pucka ABNseTcs PopMon pacnpegeneHus pucka.

[PykoBoacteo MCO 73:2009]
2.13 obpaboTtka pucka (risk treatment): Npouecc npeobpasoBaHmsa pucka.

MpumeyvaHunsa

1 O6paboTka pucka MOXET BKIIOYATb:

- NpeAoTBpaLleHne pucka rnyTem MPUHSTUS pelleHUs He HauMHaTb UNKU He MpojorkaTb AeATeNbHOCTb, KoTopas
NPUBOLUT K PUCKY,

- MPVHATWE UK MOBLILLEHUE pUCKa C LieNblo peanu3ani BO3MOXHOCTEN,

- yAaneHue UCTOYHUKa pucka,

- N3MeHeHNe BEPOATHOCTU BO3HUKHOBEHUS,

- N3MeHeHMWe NocneacTBuiA,

- pacnpefeneHue pucka ¢ 4pyrum NMLOM Unu nuuamu (BKI4as 4oroBopbl U hMHaHCUPOBaHUE pucka) 1

- coxpaHeHue 3a coboii pucka nyTemM NPUHATUS 0O0CHOBAHHOIO PELLIEHUS.
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2 O6paboTky puUcKa, KOTOPbIA KacaeTcsl HEraTMBHLIX NOCNEACTBUN, MHOTAA Ha3bIBAOT «CMSITMEHWE MOCNEACTBUIA
PUCKOBY, «yCTpaHEHUEe PUCKOB», «NPeAoTBpaLLeHNe PUCKOBY» N «CHUXKEHWE PUCKOB)Y.
3 O6paboTka pucka MOXET NMPUBECTU K BO3HUKHOBEHMIO HOBLIX PUCKOB UMM 3MEHEHMIO CYLLIECTBYIOLLMX.

[Pykosoacteo UCO 73:2009]
2.14 6e3onacHoCTb (Safety): OTCyTCTBME HENPUEMNEMbIX PUCKOB.

MpuMedyaHu e— Porlb MEAULMHCKOIO MPOrpaMMHOro oBecredeHusi B cnocoGCTBOBAHUA BO3HUKHOBEHUIO
ATPOreHHOro BpeAa nauueHTaM MOXeT ObiTb NPsIMON (T. €. NPOEKT He oTBeYaeT TpeGoBaHMAM 3afiaHHOrO NMpPUMEHEHNS)
UNN KOCBEHHOW (T. €. BLIMOMHSIETCH COOTBETCTBUE MpoeKTa TpeGoBaHMAM 3ajaHHOrO NMPUMEHEHUS!, OAHAKO cUCTeMa He
HacTpoeHa AOMKHBEIM 06pa3soM). [ins 6e30nacHOCTM NaLMEHTOB 3TO O3HAYAET CHWKEHWE pUcka NpUYMHEHUs Bpeaa, CBs-
3aHHOMO C MEAULUHCKUM NMPOrpaMMHbLIM obecrneyeHreM 40 NPUeMNeMoro MUHUMyMa. [aHHbli KOHTEKCT, UCNonb3yemblil B
onpeaeneHnn, HaxoAMTCs Ha CTafuu aKTUBHOMO paccMOTPeHNs BceMUpHOIA opraHu3saLmeii 34 paBooXpaHeHus.

[PykosoactBo MCO/MOK 51:1999]

2.15 ctanpaprt (standard): [JokyMeHT, CO3/1aHHbIN NO 06LIEeMy COrNacuio U yTBEPXKAEHHbIN NPU3HAHHLIM
opraHom, KOTopblit 06ecneunsaeT npaBuna, UHCTPYKLMM UK XapaKTEPUCTMKU Pa3NUYHbIX BUAOB AEATENbHOCTU
WU NX PEe3yNbTaToB, HAMPaBEHHbIE HA JOCTMXKEHNE ONTUMANLHONW CTENEHM NOPAAKA B 3aJaHHOM KOHTEKCTe,
Ans o6wero 1 MHOrOKPaTHOTo UCMOSb30BaHUA.

MpumevyaHuns

1 MexayHapogHble ctaHgapTtel UCO senstotea cornaweHuamu. Ctangaptel MCO OTHOCATCA K cornaweHnsM, no-
CKOJbKY USeHbl 3TOi opraHM3aLuun JOSmKHLI JOroBOPUTLCS O cofepXaHuu U AasaTe dopmaribHoe ogobpeHue, nepeg ux
nybnukayuein. MexayHapogHble ctaHgaptbel MCO paspabaTtbiBaloTcA TEXHUHECKMMU KOMUTETaMU. YNeHbl 3TUX KOMUTe-
TOB — NpeAcTaBUTENU pa3HblX cTpaH. TakuM obpa3oM, MexayHapoaHble ctaHgapTel MCO, Kak npaBuno, UMET 0Y4eHb
LLIMPOKYIO NOAAEPKKY.

2 CtaHpaapThl JOMKHbLI OCHOBLIBATLCA HA KOHCONUAUPOBaHHbIX pe3ynbrarax Hayk1, TEXHUKU, ONbITa U AOMKHbLI ObITb
HanpaeneHbl Ha JOCTUKEHUE ONMTUMArbHLIX MOMOXUTENBHLIX pe3yneTaToB Ans cooblyecTsa.

[Pykosoacteo UCO/M3K 2:2004]
2.16 cyOBbEeKT OKa3aHusa MeauLMHCKOMU nomouum (subject of care): YenoBek, KOTOPOMY AOMKHbI NPeao-
CTaBUTb, NPeaoCTaBNAT UITU YXKE NpeaoCTaBunm MmeauunHckoe o6cny>|<v|BaHV|e.

MpumMmeyaHne — CyGbeKTOM OKazaHWsi MeULMHCKOW NMOMOLLM CUATAETCS U 3[,0POBLIii YENoBeK.
[MCO 18308:2011]

3 CokpaleHus

EKC — EBponeickan KOMUCCusl Mo CTaHAApTU3aLMK;

EKC3N - EBponeickuini KOMUTET NO CTaHAapTU3aUum B 06nacTn SnNeKTPOTEXHUKMY;

COCIR - EBponenckuin KoopamHaLMOHHbIA KOMUTET MO PAaaNONOrMYECKON, 3NEKTPOMEAULMHCKON U Me-
anuuHekon UT-otpacnsam;

ACHI — aBTOMaTU3NPOBaHHAA CUCTEMA HA3HAYEHUS NEYEHUS;

DICOM - chopmupoBaHue LudpoBbix 300paxkeHuii 1 0OMEH UMKU B MEAULIMHE;

OMA — SMNEKTPOHHbIN MeAULIMHCKWIA apXUB;

OMK — BNEeKTPOHHas MeauLUHCKasA KapTa;

FDA — ynpaeneHue no KOHTPONIO NPOAYKTOB W NEKapCTB;

GCM — mogenb 6a30Boro KOMMNOHEHTA;

GHTF — crneuuansHas rpynna no rnobanbHON rapmMoHu3auuu;

n3 — MHpopmaTH3auma 3apaBooxpaHeHus (MeauumMHcKas MHpopMmaTuka);
UKT — UH(POPMALUOHHO-KOMMYHUKALIMOHHbIE TEXHONOIUM;

CMUB - cucrema MeHemxMeHTa MHOPMALUOHHON BEe30nacHOCTH;
ITIL — 6ubnuoteka MHpacTpykTypbl UHDOPMALMOHHBIX TEXHONOTUIA;
Jinc — nabopatopHas uUHOpMaLIMOHHAA CUCTEMA;

HC3 — HauUuoHanbHas cnyxba 3apaBoOXpaHeHus;
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HKY — HaUMOHAIbHbIA KOMUTET-UJIEH;

PACS — CUCTEMbI Nepeiayn U apXMBUPOBAHUSI U300OPAXKEHMIA;

CMK — CUCTEMA MEHeIPKMEHTA KavyecTBa;

LUPMO  —>wm3HeHHbIi uukn pa3paboTkn nporpaMMHOro oGecneyeHus;
OPC — opraHuM3auus — pa3paboTumk CTaHaapTos;

CY3C — CpeACTBO YNpaBeHUs 3HaHUSIMU CTaHAApTa;

uUcb — MPOEKTUPOBAHME C OPUEHTALMEN HA NOMNb30BaTENs;

BOS3 — BceMmupHas opraHusauusi 34paBoOXpaHEHUS.

B UT-nporpamme HC3 Anrnuu «Connecting for Health» 6bin co3gaH ynpexaatowwmii npouecc ynpaene-
HWUA MHLUMOEHTaMK, CBSI3aHHbIMM C 6e30NaCHOCTLIO, ANS PeLLeHUs BONPOCOB, CBA3aHHbLIX C 6€30MacHOCTbIO
nporpaMmmMHoro obecnevenus [3]. 3a natunerHuin nepuog ¢ 2006 no 2010 rr. 66IN0 3apPErMCTPMPOBAHO U U3Y-
yeHo 708 coobLyeHuii 06 MHUMAEHTax. Bbino ycraHoBneHo, 4to NnpumepHO 80 % STUX UHUMAEHTOB NPeACTaB-
NANU HEKOTOPYIO yrpo3y 6e3onacHOCTU NnaumeHToB (4.1).

4 Be3onacHOCTb MeOULIMHCKOrO NPOrpaMMHOro obecneyeHua

4.1 MHUMAEeHTbI, CBA3aHHbIe ¢ 6€30NaCHOCTLIO MeAULIMHCKOro nporpammMmHoOro obecnevyeHus

B pamkax UT-nporpammbl HC3 Anrnuu «Connecting for Healthy 6bin peanu3oBaHn ynpexaarowmii npo-
LEeCC MEHEMKMEHTA MHUMAEHTaMK, CBA3AHHLIMU C BE30MacHOCTBLIO, AN pelieHns Bonpocos 6e30nacHOCTH
nporpaMMHoro obecneyeHus B AHrnuu. 3a naruneTHuin nepuoa ¢ 2006 no 2010 rr. 6bINO 3aperucTrpupoBa-
HO 1 u3yveHo 708 coobLueHuin 06 uHumaeHTax. bbino obHapyxeHo, 4To npumepHo 80 % 3TUX MHUMAEHTOB
npeacTaBnaioT HEKOTOPYIO Yrpo3y AnsA 6e30nacHOCTUM nauueHToB. Bbin peanu3oBaH nnaH MeponpusitTuii no
YCTPAHEHUIO 3TUX MHLUMAEHTOB, KOTOPbLIA Aenaer ux 6esonacHbiMu B TeueHue 24 . fipyrue crpanbl nubo He
MMEIOT KOHKPETHBIX J@HHBIX, MO0 HAXOAATCH HA PAHHUX CTaausAX cOOpa U NPOBEPKM AAaHHLIX 06 MHLMAEHTAX
CBA3aHHOTO C 6e30MacHOCTBLI0 MEAMLMHCKOTO NPOrPaMMHOI0 06ecneyeHus, unu AeiCTBUTENBHO MMEIOT Hayy-
Hbl€ 3HaHUA, OCHOBaHHbIE Ha nccrneaoBanuax [4], [5]. aHHble HC3 yka3biBaloT Ha BO3MOXHOCTb NPUYUHEHUS
BpeAa nauueHTaMm, a TaKkke Ha BO3MOXHOCTb BO3HUKHOBEHUSI HENPEABUAEHHLIX nocneacTeui ansa 6esonac-
HOCTW NALMEHTOB, UCXOAALLMX OT MEAULMHCKOro NporpamMmMHoro o6ecneyeHusi. BeposTHOCTb TOro U Apyroro
Gbina 6bl ropasgo Beiwwe, ecnn 661 HC3 He paszpabGotana u He NPoBena akTMBHYIO KAMMAHMIO MO0 MEHEAKMEHTY
pnckoB ans 6e30nacHOCTU NPOrpamMmMHOro oGecneveHus.

Mpumepbl MHUMAEHTOB, CBA3aHHLIX C 6€30NaCHOCTLIO, U3 BenukobputaHumu U Apyrux CTpaH BKNOYaIoT
B cebs crneayoLlee:

- cuctema nubo He MOXKET nepeaaTb NAUMEHTY CUrHan TpeBorn NMBo He NoAAEPXKMBAET U HE OOHOBNSAET
Takue CurHanbl TaK, YToObl OHW OTpaXkanu HOBbl€ NPOTOKONbI NIEYEHUS NALMEHTA;

- OLWMOKK OTOOPaKEeHUA Ha3BaHMA npenapara U Apyrue owmnbku, CBSA3aHHbIE C KIUHUYECKON TEPMUHO-
noruewn, 0COBEHHO B TeX Cry4asXx, KOraa AaHHbIe MHTETPUPOBAHbI U3 Pa3NUYHbIX NEYEOHBIX YUPEXIAEHUN, UH-
hopMaLMNOHHBIX CUCTEM UM OpPraHU3aLmi;

- HEBEPHO BbIYMCNEHHBIH BO3PACT NALMEHTOB, HaNPUMeEP ANs NPEAPOAOBON PEHTIEHOCKONUU UInu UM-
MYHU3aLUK;

- A03bl Ny4YeBOW Tepanuu NMbo NnekapcTBEHHOrO Npenapara, KoTopble Obif paccynTaHbl, NpeacTaBneHbl
nmMBo HenpaBuIbHO COOBLLEHbI B CBS3W C pacyeToM Unu oLmMbKkoii Npu nepeBoje eauHUL, U3MEPEHUS;

- Bpayu HenpaBunbHO UHTEPNPETUPYIOT KIIMHUYECKUE AaHHbIE, NPEeACTaBIEHHbIE UM Yepe3 uHTepdenc
ZApyrov cuctemel 6e3 npeaocTaBneHus NOMHOM0 KOHTEKCTa STUX AAHHbIX;

- @aHHOTAUMU K MEANLMHCKOMY U300paXeHMIO, KOTOpPoe 0TOBPaXKEHO B HENPABUIILHOM MONOXEHUM;

-noTeps AaHHbIX U3 npodunein nayumeHToB Ge3 yBedOMIEHMS Bpavel Mu3-3a HeAOCTYNHOCTU UMK
HeNpaBUbHOW TEXHUYECKON NOAAEPKKON UCXOAHbIX CUCTEM UNKN UHTEP(DENCOB;

- n306paxxeHns He ObinM CBOEBPEMEHHO W3BMIEYEHbl Bpa4yaMyu M3 CUCTEMbI XpPaHEHUst U nepeaadu
nsobpaxeHun (PACS);

- OLWMGKU MUrpaLUK AaHHBIX NMPU NPUBEAEHUN B AENCTBUE HOBLIX CUCTEM UMM OGHOBNEHUU OCHOBHbLIX
cucrem;

- OLUMOKN TEXHUYECKON MOAAEPXKM MPOrpaMMHOro obecneyeHusl, NPUBOASILLME K U3MEHEHUIO UAEHTU-
dmkaummM naumeHTa, YTo BNOCNEACTBUM MPUBOAUT K TOMY, UTO pe3ynbrarbl naboparopHbix 00CnesoBaHui
HanNpaensIoTCA He K TeEM BpayaM;
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- NpaBuna nNoaAepXKKM NPUHATUSA KITMHUYECKUX PELLEHUN HE ObINU WHULMWPOBAHEI B NPaBUIILHOM MO-
psake, Tak Kak HEKOTOPbIE UCXOAHbLIE AAHHbIE ObINKM 3anucaHbl B APYroM KOHTEKCTE UMW HEMpPaBunbHO nNpeod-
pa3oBaHbl;

- HapyLueHusi 6e30MacHOCTU, KOTOPbIE MOBPEXAAIOT LIENIOCTHOCTb UMN JOCTYMHOCTb CUCTEMBI;

- NOBbILLEHHAs HEFOTOBHOCTb PaboTbl CUCTEMBI.

Tak Kak MHUMAEHTbI, Kacatolmecsi 6e30nacHOCTW naunMeHTa U CBsi3aHHbIE C MEAWULMHCKUM MporpaMmm-
HbiM 0BecneyeHneM, BbLICTYNaOLWKUM B KA4ECTBE OCHOBHOTO UM COMYTCTBYIOLLETO dhakTopa, 3a4acTylo He pe-
TMCTPUPYIOTCA HUKAKOW CUCTEMOIA, TO B HacTosiLee Bpemsi pazpaboTka nepefoBbiX NPaKTUMECKUX METOAOB,
CMCTEM OrMoBeLLeHUs U (HOPMUPOBAHUE MOBLILUEHHON KYNbTYpbl 6€30MacHOCTU MEAULIMHCKOTO NPOrPaMMHOrO
obecneyeHus Tak e BaXHbl AN MHcopMaTU3aLmm 340pOBbS, kak Obinu BaxkHbl Ans obecneveHus 6esonac-
HOCTM NALMEHTOB B KNMHMYECKON AeATenbHOCT ewe B 2000-e roabl. YUUTbIBAsi BO3PACTAIOLLYIO CIOXHOCTb
MEAULMHCKOTO NPOrpamMMHOr0 00ecneyeHunsi, CBA3aHHYK C KOMMOHEHTHO-OPMEHTUPOBAHHLIMU MOAX0AAMM,
C OPUEHTUPOBAHHLIMU Ha CEPBUC apXUTEKTYpPamu, UHTErpauuein CUCTEM MEXAY OpraHu3auusiMu, CIIOKHON
TEPMUHONOrMeNn u ¢ 6onee BbICOKUM YPOBHEM JOKaNbHON KOH(UIYPUPYEMOCTU U anropuTMOB MOAJE PXKKU
NPUHATUS peLueHnit, — 3hPeKTUBHOCTb, a TakkKe COMyTCTBYIOLME PUCKU, CKOpee Bcero, ByayT npoaomkarb
pactu. B cBA3M ¢ HEOOXOAMMOCTLIO YETKMX PYKOBOASLLMX yKa3aHUW U COrnmacoBaHHOro Habopa craHaaproB
AnA MeAWLMHCKMX OpraHn3auuii, NOCTaBLUUKOB U APYrMX 3aMHTEPEeCOBaHHbIX CTOPOH KpaliHe BaXHO AENCTBO-
BaTb COrNacoBaHHO AnA obecnevyeHus Ge3onacHblX, NOAAEPXXMBAEMbIX peanusauui nporpammHoro obecne-
YeHus, a TaKke ANa CO3AaHUA U Pa3BUTUSA BbICOKOW KyNbTypbl 6€30nMacHOCTU MEAMLMHCKOTO NPOrpaMmMHOro
obecneyeHus.

4.2 OnpeneneHUA MEOULMHCKOTO NPOrpaMMHOro oéecneveHun

OnpeaeneHusa nporpaMmmHOro obecne4yeHusi, B YaCTHOCTU NPOTPAMMHbIX 9MEMEHTOB, NPOrPaMMHbIX
CMCTEM U MPOrpaMMHbIX MOAynen, Obinu NpeaocTaBneHbl HA OCHOBE HECKONMbKUX CTAHAAPTOB, BKMIOYas
MCO/M3K 90003:2004 n MO3K 62304:2006. 3t obwme onpeaeneHnss 0CoGeHHO 3MPEeKTUBHLI nNpu
peLueHun Npodnem NoCTPOEHNS CTPYKTYP, OAHAKO CYLLECTBYET NOCTOSHHASA AUXOTOMUSA, MOSBRAIOWANACA NpU
NMPUMEHEHUN OMpeaeneHunii MPorpaMmMHOro obecneyeHus K meauuuHe. 3To AeneHWe NpoBOAUT pasnuyue
Mexgy nporpaMmHbiM 00ecrnevyeHneM, KOTopoe no OnpeaeneHuio ABNAETCA MeAULUMHCKUM npubopom, u
MEAULMHCKUM NPOrpaMmMHeiM 0BecrneyeHUeM, KOTOPOEe He SABMAETCH MEAULIMHCKUM NPUGOpOM:

- NEPBOE U3 BLILLEYNOMSHYTBIX ABMSETCA ONPEAENeHUEM po2pamMMHO20 obecredyeHuss MeOUYUHCKO20
npubopa: «Cuctema nporpaMmHOro obecneueHus, kKotopasa 6bina paspaboraHa C Lenbio BKIIOYEHUS B Me-
AULMHCKMIA NpubOp unu KoTopas npegHasHadyeHa AnsA UCMONb30BaHMA B KaYeCTBe MeAMLMHCKOro npubopa
camocToaTensHo» (cM. MOK/TO 80001-1:2010 ¢ uameHeHusammn 3.12 M3K 62304:2006), n

- BTOPOE SABMAETCA OnpeAeneHneM MEeAULMHCKOro nporpammHoro npoagykra: «lporpammHoe obe-
cneveHue, npeanaraeMoe AnA NnpUMeHeHus B cpepe 34paBoOOXpaHEHUs B LIENAX 3aluTbl 340pOBbs, HO 3a
UCKIIOYEHWEM NporpamMmMHoOro obecneyeHusi, Heo6xoaUMOro AnNA HaanNeXawero NPUMEHEHUs1 MeAULMHCKOTO
npubopay (cm. 2.3 UCO/TC 25238:2007).

Ecnn ucxoanTtb M3 npasun NpuMeHeHUs MEAULIMHCKOTO 060pya0oBaHUA BO BCEM MUpe, onpeaeneHue
nporpaMmMHoro obecneyeHusi kKak MEAULIMHCKOTO Npubopa MOXET OTNMYATLCA B ONpeaeneHHbIX pernaMmeHTax
N MEHATbCA C TeYeHUeM BPEMEHWN.

Moaxoa HacTOALLEro cTaHaapTa COCTOUT B MPUMEHEHUN OnpeaeneHns NPorpamMMHoOro o6ecneyeHus, uc-
nonb3yemoro B 34paBOOXPaHEHMM, KOTOPOE OXBATLIBAET NoGoe nporpamMmHoe obecneveHmne, okasbisaloLlee
BNUAHNE Ha 0OCNY>XMBAHNE NALMEHTA, HE3ABUCUMO OT TOTO, CHUTAETCA NU OHO NPOrpaMMHLIM oBecneveHnem
Ans meguumHckoro npubopa. Kak otMeyanoch EBponeiickuM KOOpaAMHALUMOHHBIM KOMUTETOM MO Paguonori-
YEeCKOM, 3NeKTPOMEAULMHCKOW OTpacnu u UHPOPMAaLUMOHHLIM TeXHonoruam B 3apasooxpaHeHun (COCIR) o
MEAULMHCKOM NporpaMMHOM obecneyeHnn B KOHTEKCTE MeXayHapoaHOU cTtanaaptusauyuum, komutetr COCIR
Tpebyert, 4Tobbl KOMUTETLI, Hanpumep MIK/TK 62 n UCO/TK 215, paspabatbiBanu CBOM CTaHAaPTbl U APYyrue
nybnukaummn ¢ MakCMMarsHO LUMPOKO 06NnacTbio NPUMEHEHUS.

Hacroswmin ctaHgapt npeaHasHayeH Ans MeauuuHCKOro NPorpaMmMHoOro obecneyeHmns co creayowmmm
XapakTepucTukamu:

- nporpaMMHoOe obecnevyeHue B CBOEW kaHOHM4eckon dhopme, KOTopasi BKMIoYaeT B cebsi cucremsl,
anemeHTbl U moaynu (cMm. M3OK 62304), koTopble BKOHaeT B ce0s1 CBA3AHHbIE C HUMU AaHHbIe, XPaHALMECS
B UndpoBoi hopmMe, HanpumMep Tabnuupbl AAHHBLIX UKW HAGOPLI NPABUI, CUCTEMbI KOAWPOBAHUS, KOHTEHTHbIE
MoAenu, MEXaHU3Mbl fIOrMYECKUX BbIBOAOB, apXETUNbI, OHTONOMMUU, U CBAA3AHHbIE JOKYMEHTbI, HE0OX0AUMbIE
Ana skcnnyatauum u 06Cny>xuBaHusl NPOrpaMmMHOro o6ecneveHus;
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- nporpamMMHoe obecneyeHune, KOTOpOe UCMONb3yeTca B cdhepe 34PaBOOXPAHEHUS, TO €CTb NPOrpamMm-
Hoe obecneyeHune, KOTOpoe B NGO CTaAMU ero XM3HEHHOTO LIMKNa UCMONb3YeTCsl, NOTPebnAeTcs, NPUHOCUT
BbIFOAY WUIK NPUMEHSETCA B Noboi obnactu cepbl 3apaBooxpaHeHuns. B To xe BpeMs NoHATUe «npeaHasHa-
YEHO AMA UCNOMb30BaHUAY TaKKe MOXET ObITb MPUMEHUMO, NOHATME KUCMONb3YeTCA» npegnonaraer donee
LUMpoKoe npumeHeHue. Cdepa 3apaBoOOXpaHEeHUs BKIIOYAET B ce0s BCe rocyapCTBEHHbIE U YACTHbIE opra-
HMU3auuM Unu NPeanpUaTUS, KOTopbie 00ecnevynBaloT OXpaHy 340pPOBbS U MEAULMHCKYK MOMOLLb nuuam, B
TOM YMcCne MeaULMHCKME yCnyru Ans notpebutenen (MuyuHble MEeAULMHCKUE KapTbl, NPUNOXEHUA ANs cMapT-
pOoHOB/NNAHWETOB U T. A4.);

- nporpaMMHoOe ofecrneyeHne, KOTOpOe BKIIIOYAeT B Ce0S TO, YTO SABMSETCA KOMMEPYECKM U He
KOMMEPYECKM AOCTYMHbIM.

HarnagHbiMu npuMepamu MEAMLMHCKOTO MPOrPaMMHOr0 06ecneyeHns ABnsoTCS:

- peecTpbl NauMeHToB 1 6a3a AaHHbIX OCHOBHbIX Nokasatenen naumeHtos, AMA n SMK,;

- nc;

- UH(pOPMALIMOHHAs CUCTEMA NEKapPCTBEHHbLIX NPEenapartos;

- peHTreHonornyeckas UHAopMaLMOHHasa CUCTEMA;

- HOPMALMOHHAs cuctema 6onbHULI;

- CUCTEMA Ha3Ha4YeHUs NeYeHns U COCTaBIEHUS OTYETa O pesynbraTax;

- CUCTEMbI OTCMEXUBAHUA U PerncTpauum BakumHaumm;

- CUCTEeMa NNaHUPOBaHWUSA ANA NaUMEHTOB, Bpayen Unm KNMHUYECKUX pecypcos (Hanpumep, Ans kabu-
HETOB Bpayen);

- CUCTEMbI KOMMYHAaMNbLHOW MEAUKO-COLUanbHON MOMOLLK;

- CUCTEMbI MEAMLMHCKOW NOMOLLM HA AOMY;

- NIMYHbIE MEAVLIMHCKUE KapTbl;

- CUCTEMbI, CBA3AHHbIE C MCUXMYECKUM 30POBLEM, U CUCTEMBI AN ONpeAeneHHbIX 3a00neBaHunii; u

- CUCTEMbBI 34PaBOOXPAHEHUS] HACENEeHUs B TOM Mepe, B KOTOPON OHU OPUEHTUPOBAHbI Ha OTAENbHbIX
nuy (Hanpumep, NPMBUBKKU, ONOBELLEHUS, AMUAEMUN U T. 4.).

Heobxoaumo OTMETUTb, UTO, TaK KaKk Cpeaa 3neKTPOHHOW MEeAMUMHBI BCe OOMbLUEe UHTErpupyercs,
onpeaeneHme MeaULMHCKOrO MpPOrpaMMHOro 00eCnevyeHuns, NPUHATOE B HACTOALLEM CTaHAapTe, BKIOYaeTr
CUCTEMbl aAMUHUCTPUPOBAHUSA NALIMEHTOB, HANPUMEp NaHWPOBAaHME Ha3HAYeHUI U ypaBneHne pecypcamu.

HarngagHbiMu npumepaMm NPOrpammHOro 0BecnevyeHus, KOTOPOE He OTHOCUTCA K MEAMLMHCKOMY
nporpaMMHoOMy 06eCrneyeHnto B HAaCTOSALLEM CTaHaapTe, ABNSAIOTCS:

- CUCTEMbI ynpasneHna puHaHcamm, Kagpamu, matepuanamu,

- obcrnefoBaHMe HaceneHns n cuctTembl 06CNeaoBaHNSA HaCeNeHus;

- CUCTEMbI CTaHAapTHOW 0OpaboTKM TeKCTa, 3MNEKTPOHHbIX Tabnuy WnM CUCTEMbI NPOrPaMMHOrO
obecrnevyeHuss 6a3 gaHHbIX;

- CUCTEMbI TENEKOMMYHUKaLMI N CETEN.

4.3 K bonee 6e3onacHOMy Me AULIMHCKOMY NPOrpaMMHOMY obecneyeHuro

lpynna ctaHaapToB, BbISIBMEHHbIX M OLEHEHHbIX B HACTOSALLEM CTaHAapTe, paccMaTpuBaeT CpeacTBa,
NO3BONSAIOLLME CHU3UTb PUCK U CTPEMUTLCA K Bonee 6e3onacHOMY MEAULIMHCKOMY NporpaMMHOMY obecneve-
HWIO MO Mepe MPUMEHEHUs 3TUX CTaHaapTos. [NporpammHoe obecneyeHne, aBnsawLeecs 6esonacHeiM Ans
BCEX B3aUMOAENCTBUIA C NAaLMEHTOM, HapsiAy C COOTBETCTBYIOLLEN LIErbIo U XenaTenbHbIM KOHEYHbIM COCTO-
AHWEM, HUKOTAA He 00eCneYnBaeTCa rapaHTMein BBUAY HEBO3MOXKHOCTU YCTPAHEHUS BCEX PUCKOB. M03TOMY
noaxof, OCHOBaHHbIM HA MEHEeI>XMEHTE PUCKOB, UCMONb3YETCH ANSI CHUXEHUS BCEX PUCKOB, CBA3AHHBLIX C
MEAULMHCKUM MPOrpamMmHbIM obecnevyeHmemM, 40 npuemnemMbix ypoBHen. Takum 06pa3omM, OCHOBHOE BHUMA-
HWE B NOAXOAE, OCHOBAHHOM Ha PUCKE, YAENAETCH CHUXKEHUIO, HO HEOOS3aTeNbLHO YCTPAHEHUIO, PUCKOB Ha
NPOTSXXEHUU BCETO XXUSHEHHOTO LKA MEAMLMHCKOrO NporpamMmmHoro obecneyeHnsi. 3To NPUMEHUMO K Non-
HOMY >XM3HEHHOMY LIMKIY MEAULMHCKOrO NPorpamMHOro obecneyeHus, kak onucaHo B 4.4, n cnocobCTByeT
pa3paboTke, BHEAPEHMIO U KcnyaTauun bonee 6e30MacHOro MeaULIMHCKOrO NPOrpaMMHOro obecneyeHus.

4.4 )KN3HeHHbIW LMK MeAULMHCKOro NPOorpaMMHOro oéecneyeHus

Moaxoa ANst OLEHKM NPUMEHUMOCTM U NPaKTUYECKON NONb3bl CTAHAAPTOB, NOCBALLEHHbIX 6830NacHOCTM
MEAWLMHCKOrO nporpaMMHOro obecneveHusi, Heobxoanm Anst Toro, YtoGbl ONPeAenuTb NPUMEHUMOCTb, a
TakKkKe BbISBUTb NPoGENbI Cpean CTaHAapPTOB, UMEIOLLIMXCS B HACTOSILLEE BPEMS.

Kak npaBuno, B ponu MOZEnei >XU3HEHHOrO LMKMa MpOrpamMHOro ofecneyeHusi BbICTYNAOT KOH-
LenTyanbHble 06LIME CXEMbl, UCMOMb3yeMble ANA OpraHu3auuu W ynpaeneHus paspaboTkamu, aKcnnya-
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Tauuen, TeEXHUYECKUM OBCMYXMBAHUEM U AENCTBUAMW NO BbIBOAY M3 3KCMnyaTauuu nporpaMmMHOro npo-
AyKTa C Hayana nosiBMeHMA [0 OKOHYaTeNnbHOro npekpalleHns paboTbl MpPOorpaMMHOro otecrneyeHus
(cM. UICO/MB3K 12207:2008). Takme MOAENU >KN3HEHHOTO LIMKNA NPEAOCTaBAT CPEACTBa ANA NPOBEAEHUS
BCEOOBLEMIOLLIEro, NOMHOro UCCNEA0BAHUA U OLEHKN CTAHAAPTOB, COAENCTBYHOLLMX NOBLILLEHNIO 6e30MacHo-
CTW MEeANLMHCKOro NporpaMMHoOro obecneveHus.

B HacTosLem cTaHgapte ANnA COAENCTBUSA TakOMy UCCMNEAOBAHWIO U OLEHKe Obln NMPUHAT nparmaru-
YEeCKUM NOAX0A K MOZENSAM XU3HEHHOro uukna. CneayoLwme BONPOCh! ABMSIOTCA OCHOBONOMAraloLWwMMu npm
onpeaeneHun CTaguii XKUSHEHHOTO LiMKI1a MPOrpaMMHOro 06ecneyeHus:;

- CYLLIECTBYET N1 U3MEHEHWUE PUCKA HA Pa3HbIX CTaAUSX;

- CYLLIECTBYIOT NK Apyrue: npounb pUcka, XapakTePUCTUKA MEHEOXKMEHTA PUCKOB UM HEOBXOAMMOCTb
MWHUMU3ALMKU €ro NOCNEeACTBUI MeXaY CTaausaAMU; 1

- CYLLIECTBYET N BEPOATHOCTbL PACNpOCTPAHEHUS PUCKa OT OAHON CTaguUM K APYrOi.

Ecnu oTBeT Ha no6oii U3 Tpex BbiLLenepeYnCreHHbIX MYHKTOB OKa3ancsi MONOXUTENbHbIM, TO 3TO MOXET
03HayaTb, YTO CyLLEeCcTBYET HEOGXO0AUMOCTL B UCMONb30BaHUM APYIUX CTaHAAPTOB, TakuM o6pasom, cylue-
cTBYyeT HE0BX0AMMOCTb B PACCMOTPEHMU BbILLIEYKA3aHHbLIX BOMPOCOB NPU aHanu3e puUCKoB.

CTaguu XM3HEHHOro LMKNa, UCMoNb3yeMble B HACTOSILLEM CTaHAAapTe, OCHOBaHbI NMUMBO Kak MUHUMYM
Ha O4HOM MM HA HECKOMbKUX CTaHAapTax, B KOTOPbIX Y>K€ ONpeAeneHbl Takme ctagum, nubo ecnu ctagum He
Oblnn onpeaeneHbl B U3BECTHOM CTaHAapTe, TO OH pacCMaTpUBAET M3MEHEHWS pucka Unu Apyroi npodune
MEHEXXMEHTa PUCKOB, XapaKkTepPUCTUK, NMMBO BOZHUKAET HEOOXOAMMOCTb B UCMOSIb30BAHMK Pa3HbIX CTaHAap-
TOB, UMW KOHCTaTUPyeM Hanuyue npobena B TEKYLUMX UCNOMb3yeMbIX CTaHZapTax.

Mpouecc onpedeneHus craaui XM3HEHHOTO LMKNA MOBTOPAETCA MyTEM WCMOMb30OBAHWUA PE3ynbTaToB
aHanusa, B3ATbIX U3 «KUSHEHHOTO LMKna paboTaloLero NnporpaMmmMHOro NpoaykTay Ans paspaboTkm OkOHYa-
TENbHOro roTOBOr0 K UCMOMb30BAHMIO XXU3HEHHOIO LMKIa NporpaMmMHoro obecnevenus. B uenom, Hanbonee
nonesHo n 3PdPeKTMBHO BbIABNEHNE MUHUMATIBHOTO KONMMYECTBA CTaANN XKU3HEHHOTO LKA, KOTOPbIX 40CTa-
TOYHO AN OCYLUECTBMNEHMSA JOCTOBEPHON OLIEHKU CTaHAApTaMu, COAENCTBYIOWMMU 6E30NacHOCTU MeaULUH-
CKOro nporpaMmmHoro obecneveHus.

Heobx0AuMO OTMETUTb, YTO >KU3HEHHLIN LMKN NporpammHoro obecnevenus otnmyaetcs ot LIPMNO, He-
CMOTPSA Ha TO YTO craHgapTel no LUPIO npegocTaBnsaioT MHGOpMaLMIO ANA HACTOALWErNO cTaHaapTa. 3TU CTa-
OUW XKM3HEHHOTO UMKna NporpaMmmHoro obecneyveHus He npeanonaraloT HUKakoro koHkpeTHoro LIPIMO.

Takxe B COOTBETCTBUU C LIENAAMU HACTOSALLIETO CTaHAapTa cnefyer OTMETUTb, YTO XKM3HEHHbIA LMK Npo-
rPamMMHOro ob6ecnevyeHuss UMEET Kak CTagun, Tak u cobbITUs:

- CTaAUsIMM ABMAOTCA T€ KOMMOHEHTbI XXM3HEHHOTO LMKIa NporpaMMHOro o6ecneveHuns, Kotopble co-
NPOBOXAAIOTCA CONYTCTBYIOLLMMM BUAAMKU PabOT, HA3HAYEHHBLIMU PECYpCaMU U pesynsTatamu, u

- CODBITUAMM CYUTAIOTCH TE KOMMOHEHTbI, KOTOPbIE SABMSAIOTCS CYLECTBEHHBIMU ABIEHUAMU, NPOUCXOAS-
LUMMKU B JAHHOM MECTE U B AaHHOE BpeMmA.

CTaaum XXU3HEHHOTO LMKI1a MeAMLIMHCKOTO NPOrpamMMHOro obecneyeHns BKNoYatoT CROXHbI Habop no-
crnefoBarernbHbIX U NMOBTOPAIOLLMUXCA AEUCTBUIA, KOTOPbIE BMECTE (DOPMUPYIOT HENPEPLIBHLIN MEHEAXMEHT
9TOro NporpaMmmHoro obecneverus, oCyLLEeCTBRSIEMbI BCEMU 3aUHTEPECOBAHHBIMU CTOPOHAMMU:

- pa3paboTunkn OTBEYAIOT 32 NPOEKTUPOBaHWe, pa3paboTky, NPOU3BOACTBO U TEXHUYECKYIO NOAAEPX-
KY MEAMLIMHCKOTO NporpamMmMHOro obecneveHus (Take B HEKOTOPbIX CTaHAApTax Ha3biBaeMble «NPOU3BOAU-
TeNb» UMK KNOCTaBLLMUKY),

- CMeuManucTbl NO BHEAPEHUIO OTBEYAIOT 3@ YCTAHOBKY W MHTErpauuvio NnporpaMmMHOro obecneyeHns B
KIMHUYECKMX YCROBUAX (CNELManuCT NO BHEAPEHUIO MOXET ObiTb pa3paboTynMkom Unu Bnagensuem),

- BNagenbuamu SBNAIOTCA MEAUUMHCKME OpraHu3auuu, 3akynaiowme nporpaMmHoe obecneveHue
(M/vnn cneynanucTbl NO BHEAPEHUIO YNPABNSIEMbIX YCIYT),

- onepaTopbl OTBEYAIOT 3a NPefOCTaBNeHne MeAULIMHCKON YCIYyru 3a CHET UCMONb30BaHUA MEAULIMHCKO-
ro nporpaMMHoro o6ecneyeHus,

- NONb30BaTENAMM SBMSAIOTCA NULIA, UCMIONb3YIOLLME MEANLIMHCKOE NPorpaMmHoe o6ecneyeHue B KnuHu-
YECKUX YCNOBUAX, OHWU MOTYT BKIIOYaTb, Hanpumep, notpeburteneii, ecnu pevb UAET O NUYHBIX MEANLIMHCKUX
Kaprax.

OCHOBbIBaAACH HA BbILLEONUCAHHOM NoAxoAe U uHOopMaLMK, 3NOXEHHON B NnpunoxeHun B, ona oueH-
KK CTaHpapToB, obecneunBaloLmx 6€30nacHOCTb MEAULIMHCKOTO NPOrpaMMHOIO 06ecneveHus, B CneayoLwmx
CTagUAX XXM3HEHHOIO LMKIa NpefoCTaBreHo COOTBETCTBYIOLLEE pasgeneHue npoduns puckoB, XapakTepu-
CTUK, NOTpeGHOCTEN 1 gonyLeHuit (cM. Tabnuuy 1).
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2 Mo BO3MOXHOCTU, AN ONUCaHWIA CTaAWi KUSHEHHOro LMKna MpuBEAeHbl CChIMKW; TaM, rae STO HEAOCTYMHO,
onucaHus cTaguil XU3HEHHOrO LiMKNa HOCAT NULLb MHGOPMAaTUBHbLINA XapakTep.

Tabnuya 1 — OnNUcaHWsA XM3HEHHOTO LMKNa B cTaHgapTax

CraHpapTHas cTa-
ONA KUSHEHHOTO
Lukna

NoacTtaaua(n)®

Onpepgenexune

YyacT-
HUK(M)P)

KoHuenuus

JokymeHT

DopMynnpoBKa, NpeacTaBneHne U onpeaerneHne UCXOAHOro npo-
eKTa, 3CTETUKU U OCHOBHbIE (PYHKLIMM MporpaMMHoro obecnedeHus

PN

TpeboBaHus

LokymeHT

TpeboBaHWe sBNAeTCA HeobXxoAUMOCTLIO, yCroBuem unu obsasa-
TenbcTBOM. OHO MOXET yCTaHaBnuMBaTbCA MMM Npejnonararbes
opraHu3auueit, nokynaTensamu unu 4pyrummn 3anHTepecoBaHHsIMU
cTopoHamu [cM. MCO 9000]

[MpoekTupoBaHue

OokymeHT

fABnsercA asoil paspaboTkm nporpammHoro ofecnedeHus,
crepyoLlei 3a aHanunsoM, kotTopas onpefenseT, Kak JomkHa 6biTb
pelleHa npobnema

[SKMT — Moccapuit opradusauum Canada Health Infoway]

PaspaboTka

Koa,
ucnbiTaHme,
AOKyMeHT®)

MpoekTupoBaHUe U paspaboTka NpegcTasnsaeT cobom npouecc (Unu
Habop npoueccoB), MCronb3yoLWUiA pecypckl AnA npeobpasoBaHust
TpeboBaHWiA (BXOLOB) B XapaKTepUCTUKW WK  cneuudukaLmm
(pesyneTaThl) N3feniii, npoleccos u cuctemd)

MpounasogcTeo

O6ecneveHne Hanuuua nsgenus ans nokynarensa unn nonb3oBarens

Beinyck

PacnpocTtpaHe-
Hue

Bbinyck — 3TO oOMpeAeneHHasi Bepcust KOHQUrypauuoHHOM
€AVHMUBI, KoTOpas NpefocTaBneHa UK BbiNyLLeHa AN KOHKPETHOM
Lenu® [MUCO/MIK 90003]

P B

3akynka

MoKyrnka KOMMepYecku JOCTYMNHOTO NpoAyKTa WNW npuBriedeHune
opraHu3aLum K Npou3BoACTBY «NporpaMMHoOro oGecnedeHus, cae-
NlaHHOFO NO 3akasy, unu cobcTBeHHOW paspaboTkuy»

P, B, BO

BHeapeHue

KoHdurypaumsa
obopynosanms,
UHTerpaums,
pasmelleHue

MpoBepka Ha COBMECTUMOCTb NporpaMMHoro oGecneyeHuns u cep-
Tudpmrkauna Take MoryT 6bITb BKNIOYEHE B 3Tan BHegpeHust nubo
KaK nepBbiil 3Tan, Nubo kak 3Tan nepes yCTaHOBKOW

P, B, BO

BBog B gelicteue

MonHas akTMBaLWsA HEKOTOPON CUCTEMBI, KOTOPas Haxogunack Ha
cTagumn paspaboTku unu dyHKUMOHMpoBaNa B OrpaHUYEHHOM Te-
CTOBOM pexumMe, Tak YTobbl NpeagnonaraeMble Nonb3oBaTen Mor-
NN NONY4YNTb K Hel goctyn [UHTepHeT-caiT AllWords.com]

B, N, BO

3kennyaTtaumsa

Nio6oe ucnonbszoBaHme MeAULUHCKOrO NporpaMMHoro obecneve-
HUS Npu NtoBbIX HacTpoikax, He NpefHasHa4YeHHbIX ANA UCnbiTa-
HUS. CywecTBYET BEpOATHOCTL TOTO, YTO ANSA HOBOTO NPOrpaMMHO-
ro obecneHMeHnss MOXeT BO3HUKHYTb UHTEPBan MexXay BBOAOM €ro B
3KCNNyaTauuto U NosHLIM NMPUMEHEHUEM B KITMHUYECKUX YCIIOBUSIX

n, BO

KnuHudeckoe
npuMeHeHne

CTagmna KNUHUYECKOro NPUMEHEHUS NPOrpaMMHOro obecrneyeHus,
Ha KOTOPOW B KIUHUKE B NMOSTHOM 06beMe UCNonb3yeTcs MPorpaMM-
Hoe ofecneqeHne, yCTaHOBNEHHOE B COOTBETCTBUM C Onpeere-
HUEM MEAUUMHCKOro NPOrpaMMHOro 06ecneYeHNs ns HacTosLLEero
cTaHaapTa, W ee «..BMUsSHUE Ha 340POBbE W 3ApaBoOXpaHeHUe
cyGbekTa oKasaHus MeULIMHCKOM NOMOLLN»

n, BO

TexHu4eckasn
noaaepxka

TexHudeckas noagepxka nNpu  paspaboTke NpOrpamMMHOro
obecnedeHns sBnseTcss MoguduKauuen NporpaMMHOro NpoaykTa
nocne MOCTaBKW, C LEMbi0 WUCNpaBReHus OWWBKW, ynydleHus
NPOM3BOAUTENBHOCTU N [APYrUX XapaKTepucTuK

[MCO/M3K 14764]

P B,
BO
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OkoHYaHue mabnuubi 1

CraHpapTHas cTa-
ANA KU3HEHHOTO MoacTaana(n)@ OnpeaeneHve HSI/AqKa(;;;)
LmKna
BeiBog u3 CucTema BLIBOAUTCA U3 CpeAbl 3KCnyaTtauuy, u pesynsratel pabotsl | P, M, BO
aKcnnyaTaymm CUCTEMbI U JaHHbIe apXMBUPYIOTCA COOTBETCTBY OLYUMUN cnocobamm
OkoH4YaTeneHoe YaaneHvwe u 3aBeplleHne paboTbl MMetowmxes nporpammHbix [ P M, BO
yAaneHue NPOAYKTOB UNK cnyx6 cucTembl, COXpaHsAs Npu STOM LENOCTHOCTb
paboThbl opraHusayun
[no maTepnanam MCO/MIK 12207]

3) He Kagas CTafua XM3HEHHOrO LiMKNa UMEeeT NoAcTaamio.

b) P — paspabotumnk; B — cneypanucT no BHegpeHnto; BO — Bnageneu-onepatop; [ — nonk3osarens.

©) Takke NMeHyeMblit KNPON3BOJUTENbY.

9 MpoekTupoBaHne M paspaboTka MOTYT pacCMaTpUBaTLCS Kak pasHble CTaguv OTAENbHOrO MHTEerpupoBaHHOro
npoLecca NpoeKTUpoBaHuA 1 paspaboTku nnu kak Asa (Unm Gonee) otgeneHbIX npouecca (cm. MCO 9000, MCO 9001
unu NCO 9004).

€) ins AaHHOM CTagnn cucTeMa 1 Bce CBS3aHHbIE C Hell MPoYKThI NepeaaroTcs NoKynaTerto U Nonb3osaTernto.

) NanHble Takke MoryT 6biTb MepeMelleHbl WM MepeHeceHbl U3 OfHOW CUCTEMbl B APYTYHO NP COXpaHEHWUW
CeMaHTMYeCKOW LenoCTHOCTH.

ABTOpaMu HaACTOSILLEro CTaHaapTa NPU3HAETCH, YTO «S3bIK» XKM3HEHHOTO UMKna nporpaMmMHoro obecne-
YeHus, 0cobeHHO B YacTK, kacatowlencs obecneveHns 6€30NacHOCTM MEAULIMHCKOTO NporpaMMHoro obecne-
YeHus, He pukcupoBaH. MNMPU3HaHO cunUTaTh, YTO POPMYNUPOBKU KU onpeaeneHusa (ecnu OHM OTCYTCTBYIOT B
Kakom-nmbo gokymeHte MCO unu apyrom yTBep>XaeHHOM cTaHaapTe) MOryT ObiTb YTOYHEHBI NPU AanbHEW-
wen paspaboTke ctaHAapToB. Takke MPUHATO CUMTaTb, YTO UMEIOTCS U ApYrue MOAEenu NporpaMMHoro obe-
cnedeHus, Hanpumep Moaernb 6a30BbiX KOMNOHEHTOB (GCM) 1 CBA3aHHLINM C HEN KOMNNEKC cTtaHaapToB [6].
Byaywuii unu ganbHeWLWwnii aHannM3 u npeacrasneHne rpynnbl NPUMEHMMbIX CTaHAApPTOB No GeszonacHoOCTU
MEAULMHCKOTO MPOrpaMMHOro 06eCneyeHns, Hanpumep TeX, YTO NpUBeAEeHbl B AAHHOM cTaHaapTe, MoryT
ObITk OCYLLECTBNEHBI MPU NOCneaytowen paspaboTke CTaHAApTOB, UCNONb3ys knaccudukaumio GCM.

Hanee npencraBneHa cBogHas MHAOPMAaUMS O XXM3HEHHOM LMKME NO MATU KaTeropusm cragui
>KU3HEHHOro uuKna, HBO6XOL1VIMaFI AnA HactoALllero craHaapra:

1) NPOEKTUPOBaHKE: BKMIOYAET KOHLIENLUIO, TPEOOBAHUSA U 3Tanbl MPOEKTUPOBAHUS;

2) pa3paboTka: BKMHOYaET aTanbl pa3paboTku, NPOM3BOACTBA U BbINYCKA;

3) BHEApPEHWE: BKIHOYAET aTanbl YCTAHOBKU, HACTPOWMKKM, MHTErpaLum 1 BBOAA B AENCTBUE;

4) PYHKUMOHWPOBAHME: BKITIOYAET aTanbl (PYHKLUMOHMPOBAHUS, KITMHUYECKOTO UCNOSNb30BAHUSA U TEXHU-
YECKOMN NoAAEPKKY;

5) BbIBOZ M3 9KCNIyaTaumu: BKIIOYAET STanbl BLIBOAA U3 IKCNNyaTauum u yaaneHus.

Tem He MeHee C TOYKM 3PEHUS OLIEHKU BbILLEYNOMSAHYTbIE CTaAUM XKU3HEHHOTO LKA KaK Ha AeTanbHOM,
TaKk U Ha O0BOOOLUEHHOM YPOBHE SBMAIOTCH NpUEeMIIeMbIM MOAXOAOM K >KU3HEHHOMY LMKAY NpPOrpammHOro
obecneyeHus Ans BbINOMHEHWUA OLEHKM 6e30MacHOCTU MeAULIMHCKOTO NPOrPaMMHOro obecneyeHuns Ha OCHoBe
Habopa cTaH4apToB.

4.5 Meton BbIGOpa CTaHAAPTOB AJ1Sl OLIEHKU

CyLLEeCTBYET MHOXECTBO CTaHAapPTOB, KOTOPbIE MOTYT ObITb MONE3HbI ANA pa3paboTynKkoB, CNELUANUCTOB
Mo BHEAPEHUIO W NOMb3OBATENEN MEAMUMHCKOTO nporpaMMHoro obecneveHus ana obecneveHus ero
GesonacHoCTU. B nogaepxKy HacToALero ctaHaapTa M ero ykasaHui U3 pasnuyHbiX MCTOYHUKOB B paMKax
onpeaeneHHoro Habopa kputepues Obina BolibpaHa naeHTUduKaLuus CTaHaapTOB AN OLEHKU.

MCTOUYHMKM BKIIIOYAIOT:

- U30aHHble CTaHAapThl U Tekywylo nporpammy pabotr UCO/TK 215 «UHopmaTusaums 3g0poBbsas»
(ISO/TC 215 Health informatics);

- U3laHHble CTaHaapThl U Tekywyilo nporpammy pabot MCO/TK 210 «MeHemKMeHT kayecTBa u obLiume
acnekTbl MeauuuHckoro obopygoeaHusi» (ISO/TC 210 Quality management and corresponding general as-
pects for medical devices);

- U3[aHHbIE CTaHAAPTbI U TEKYLLYIO nporpammy pabot MOK/TK 62 KK62A «O6Lwme acnekTbl anekTpoobo-
pyaoBaHUs, UCNOMb3yeMOro B MEAMLMHCKON aAesTenbHocTy (IEC/TC 62 SC62A Common aspects of electrical
equipment used in medical practice);
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- U3gaHHbIe CTaHAAPThI M TeKyLuayio nporpammMy pa6otr MCO/TK 176 «MeHemxmeHT kayecTBa u obecne-
yeHue kadectay» (ISO/TC 176 Quality management and quality assurance);

- U3flaHHble CTaHAAapTbl M TeKyLlyio nporpammy pa6or MCO/M3IK CTK 1 u ero noakomutetoB u pabora
TEXHUYECKON KOHCynbTatuBHOM rpynnbl UCO/M3K «Be3onacHOCTby;

- 3aKIMIOYEHUSA IKCMEPTU3bl 00LMX CTaHAApTOB, CTAHAAPTOB PbiHKA UH(OPMALMOHHBIX TEXHOMOTMWIA U
M3, oTHocALWMeECA K Haanexallen npakTuke paspaborku n 6€30nacHOCTU NpoAyKTa.

[lnsa onpeaeneHus TOro, AOMKEH NU CTaHAAPT HAXOAUTLCS CPEAM TEX, YTO PACCMOTPEHbI B HACTOSILLIEM
cTaHzapTe, NPUMEHANOCH HECKONMbKO Kputepues. CTanaapT paccMarpuBarncs, ecnu:

- cTaHaapt Obin paspaboTaH MeXxayHapoaHON UM MHOTOHALMOHANbLHON OpraHu3aumein no paspaborke
CTaHaapToB;

- CTaHAApPT MOXET ObITb UCNOMb30BaH B X0A€ OAHOIO Unu 6onee 3TanoB >XM3HEHHOTO LMKNa MeANLIMHCKOTO
nporpaMMHOro obecneyeHus;

- cTaHAapT NpuMeHsncsa 6onee YyeM B O4HON CTpaHe (Kak onpeaeneHo B xoae HechopmanbHOM NPOBEPKU
CTaHAapTOB, NEPEYUCTIEHHDIX BbILLE);

- CTaHAApT NPMMEHUM UK paccMaTpuBaeT NPorpaMMHoe obecneyeHne unu MeauLUMHCKoe NporpaMmmMHoe
obecneyeHune, Kak 310 ONPeAErNeHO UK BbISIBIIEHO B HACTOSILLEM CTAHAApPTE;

- CTaHAapT paccMarpuBaet Nnpobnembl pucka n 6€30nacHOCTMU.

NMpuMeyaHue — Bce obLenpUMeHMble CTaHAApPTHI, HANPUMEP CTaHAapThHI Ka4ecTBa, CTaHAapThI, NOCBSILLEH-
Hble pUcKaMm, UI CTaHAapThl Ha CUCTEMBI U NPOEKTUPOBaHWe cucTeM (Hanpumep, CTK 1), onpeaenstotcs Kak NpuMeHMLIe
OCHOBbI Haarlexalleil NpakTUku ANs cTaguil XXU3HEHHOTO LMKITa NporpaMMHoOro obecneveHns, MeHemXXMeHTa PUCKOB W
MoBLILLEHWS 6e30MacHOCTM U B YKa3aHHOM KayecTBe CrpynnupoBaHbl ANsl YNpOLLEHUs Noucka.

CyLLecTBYET psa APYIMX CTaHAApTOB, KOTOPbIE MPUMEHSIIOTCA AJI1 YCNELWHOTO BbIMOMTHEHUSI NPOEKTU-
poBaHus, pa3paboTku, peanu3auum 1 dKCnyaraLum MEQULIMHCKOTO NPOrpaMmHoOro o6ecnedeHusl, HanpuMep
aTpubyTWBHbIE CTAHAAPTHI, T. €. T€, KOTOPbIe ONpeAensioT (M NPeaOCTaBNAT COOTBETCTBYIOLLYIO MH(OPMa-
Li1I0) XapaKkTepUCTUKN NPOrpaMMHOro obecnedyeHns unm Heobxoammele PyHKUMKM, KOTOPbIE SABMNSIIOTCA TECTU-
pyembIMU 1 MONE3HbIMU AN pa3paboTunkoB, CNELMANMCTOB MO BHEAPEHWIO U NOMb30BaTenen MeauLMHCKOro
nporpaMMHoro obecneveHus npu obecneyeHumn ero 6e3o0nNacHOCTU. B 4aCTHOCTU, CTaHAAPTLI HA DYHKLMOHAN
W AaHHbIE, NPUMEHSAEeMbIE MO Mepe HEOOXOAUMOCTU B TEYEHNE XKU3HEHHOTO LMKNa MeAULMHCKOTO Nporpamm-
HOro obecneyeHns, TaKkke ABMSAIOTCA OCHOBONONarawwmMu ana obecneveHus 6e3onacHOCTU MEAULIMHCKOTO
nporpaMmMHoro o6ecnedeHus. OTkas B UCNONb30BAHUM NPUMEHUMbIX, NPEAHA3HAYEHHbIX AN KOHKPETHLIX Le-
nen aTpubyTUBHbIX CTAHAAPTOB MOXET NPMBECTM K NOBLILLEHUIO pUCKa Ha MOBOI CTaaNum XNU3HEHHOTO LMKNa
MEAULIMHCKOTO NPOrpamMmmMHOro o6ecneveHus.

Y HEeCKONMbKUX CTaH4APTOB, KOTOPLIE MPUMEHSIIOTCH K 6e30nacHOMy MeAULIMHCKOMY nNporpamMmMHomy obe-
CNEYEHMIO, CYLLECTBYHOT CONPOBOXAAIOLLME UX UHPOPMATUBHBLIE PYKOBOACTBA MO NMPUMEHEHUIO 3TUX CTaHAAp-
TOB. ECnK y COOTBETCTBYIOLLUX CTaHAAPTOB MO 6€30MacHOCTU MEeAULMHCKOIO MPOrpaMMHOro otecneveHus
€CTb Takoe PyKOBOACTBO, TO Takasa nHdopmauma gaHa B nogpasaene «OTHOLLIEHUA» ANSA KAXKA0T0 KOHKPETHO-
ro oLieHMBaeMoro crtaHgapra (CM. 5.1).

4.6 CtaHAapThl, OLIEHKA KOTOPbIX BbIMOSIHEHA B HACTOSALEM CTaHAapTe

B tabnuuax 2 n 3, npMBeaeHHbIX HIbKE, NPegoCTaBneH CNMCOK CTaHAAPTOB, PACCMOTPEHHLIX B HACTOSILLEM
cTaHpapre. Tabnuubl BKIOYAIOT HOMEpP, Ha3BaHWE CTaHAapTOB M OpraHM3auuu, OTBETCTBEHHbIE 38 UX pa3pa-
6OTKy (B TOM 4uCne yKazaHMe TEXHUYECKOro KoMUTeTa/nogkomMuTeTa). B Tabnuue 2 nepeyncneHsl 0cCHOBoMNona-
raiome cepun ctaHaapTos no 6e3onacHOCTU MEAULMHCKOrO NporpaMmmHoro obecneveHmns (Cepum CTaHaapToB,
KoTOpble uMeloT obLiee npumeHerune). B Tabnuue 3 nepeuncrieHbl Te CTaH4apTbl, KOTOpbIe UMEIT o6Lume no-
NOXEHUs1 ANsi MEAULIMHCKUX YCTPOMCTB UMK CneumansHOro MeguLUMHCKOro NPorpaMmmHoro o6ecnedeHns.

Tabnwuya 2 — OcHoBononaratolwue cTaHgapTel, OTHOcAWMECA K 6e30nacHoOCTU MefULMHCKOro nporpaMmmHoro
obecnedeHns

npomsnlzce?m CrtaHgapTbl(bl), pPyKOBOACTBa U OTYETHI %z;:vg';ﬂl::{
MeHeaXMeHT MCO 9000:2005 Cuctembl MeHegXMeHTa kavecTBa. OCHOBHEIE NonoxeHus u | ICO/MK 176 un
KavectBa cnoeapb (ISO 9000:2005 Quality management systems — Fundamental and | \CO/M3K CTK 1
vocabulary) MK7
MCO 9001:2008 Cuctembl MeHekMeHTa kadecTsa. TpebosaHus (ISO 9001:2008
Quality management systems — Requirements)

11



FOCT P 56849—2015

OKoHYaHue mabnuupi 2

O6nacTb
npuMeHeHUs!

CTaHaapThl(bl), PYKOBOACTBA M OTYETHI

OpraHusauus-
paspaboTumk

MeHeaXMeHT
KavecTBa

NCO 10005:2005 CucteMbl MEHEAXXMEHTa KavecTBa. PykoBogsLue ykasaHus
no nnaHam kadectBa (ISO 100056:2005 Quality management systems —
Guidelines for quality plans)

NCO 10006:2003 CucteMbl MEHEAKMEHTa KavecTBa. PykoBogsLue ykasaHus
no MeHeAXMeHTY KadecTBa npoekToB (ISO 10006:2003 Quality management
systems — Guidelines for quality management in projects)

NCO 10007:2003 CucteMbl MEHEMKMEHTa KavecTBa. PykoBogsLlue ykaszaHus
no ynpaenexuto kKoHpurypaumei (ISO 10007:2003 Quality management sys-
tems — Guidelines for configuration management)

NCO 90003:2004 TexHuka nporpaMMHoro obecneveHuns. PekoMeHLauum no
npumeHexuto MCO 9001:2000 k KOMNbIOTEPHOMY MporpamMMHOMY oGecneve-
Huto (ISO/IEC 90003:2004 Software engineering — Guidelines for the applica-
tion of ISO 9001:2000 to computer software)?)

NCO/TK 176 1
MCO/MBK CTK 1
K7

PaspaboTka
cUCTEM U
nporpamMmmHoro
obecne4eHns

NCO/M3BK 12207:2008 PaspaboTka cuctem 1 nporpammHoro obecneqenus. Mpo-
Liecchl XW3HEHHOrO Uukna nporpammHoro obecneveHus (ISO/IEC 12207:2008
Systems and software engineering — Software life cycle processes)

NMCO/M3IK 20000 MHdopMaLMOHHbIE TEXHONOrMK. YnpaeneHue ycnyramu
(ISO/IEC 20000 Information technology — Service management) (cepua us
HEeCKOMNbKUX YacTel)

NCO/MBK 25000 Paspabortka nporpammHoro obecnevenus. TpebosaHus
M oueHka kadyecTBa nporpammHoro npopykra (SQuaRE). Pykosogcteso no
SQuaRE [ISO/IEC 25000 Software Engineering — Software product Quali-
ty Requirements and Evaluation (SQuaRE) — Guide to SquaRE] (4acTb n3
cepum)

NCO/MOIK 15026 PaspaboTka cuctemM W nporpammHoro obecneveHus.
ObecneverHune cuctem u nporpaMmmtoro obecnedenus. (ISO/IEC 15026 Sys-
tems and software engineering — Systems and software assurance) (cepus
13 HEeCKOIbKMX YacTei)

NCO/M3K 15504 WHdopMaLuoHHble TexHonormn. OueHKka npoLeccos.
(ISO/IEC 15504 Information technology — Process assessment) (cepusa us
HEeCKOMnbKUX YacTel)

Tawxke cepus MCO/M3BK 27000 (ISO/IEC 27000) umeHnyemas «Cepua cTaH-
faptoB ISMS»

MCO/MIK CTK 1
KK 7 n KK27

YnpaeneHue
pucKkoMm

NCO 31000:2009 MeHeaMeHT pUcKoB. MNpUHLUNEI U PYKOBOACTBO

(SO 31000:2009 Risk management — Principles and guidelines)
PykosogctBo MCO 73:2009 MeHeAXMEHT pUCKOB. TEPMUHBLI M onpeaeneHns.
(ISO Guide 73:2009 Risk management — Vocabulary)

TexHuveckoe
pyKoBoasiLee
6topo MCO (TMB)

OproHoMuKa
B3anmoaencTeus
Yyernoseka U cu-
CTEMbI

NCO 9241-129:2010 SproHomuka B3avMOZENCTBUA YenoBeKa U CUCTEMBI.
YacTb 129. PyKoBOACTBO N0 MHAMBUAYaNW3aLmmn nporpaMmHoro obecneveHuns
(ISO 9241-129:2010 Ergonomics of human-system interaction — Part 129:
Guidance on software individualization)

NCO/TP 16982:2002 3SproHoMuKka B3auMOAEhCTBUSA YenoBeka U CUCTEMBI.
MeTogbl, ocHOBaHHbIe Ha yobcTBe NpUMeHeHWs!, Ans obecneveHns NpoeKTu-
poBaHWs, opmeHTUpoBaHHOro Ha Yenoseka (ISO/TR 16982:2002 Ergonomics
of human-system interaction — Usability methods supporting human-centred
design)

NCO/TK 159

BesonacHocTb

Pykosogcteo MCO/M3K 51:1999 AcnekThl 6e3onacHocTU. PykoBoasLLue yKka-
3aHns no BKtoYeHuto B ctaHgapTel (ISO/IEC Guide 51:1999 Safety aspects —
Guidelines for their inclusion in standards)

ObbefnHeHHas
TexHnYecKkas
KOHCyneTaTnBHas
rpynna MCO/M3K
no 6e3onacHoCTH

90003:2004.

a) B HacTosilee BpeMsi B UCO/MIK CTK 1/MK 7 paspabaTbisaetcs MICO/MBK TO 90003 ¢ Lenbto 3ameHbl UCOMBK
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Tabnuya 3 — CraHgapTl AN MeAULMHCKUX YCTPOWCTB MNU crneuuansHoro MeguuUMHCKOro MporpaMmmMHoro

obecneveHus
CraHpapt HassaHue OpraHusaums-
paspaboTunk
MeHexMeHT NCO 13485:2003 MeguumHckne npubopbl. CUCTeMbl MEHeAXMeHTa kadecTBa. | MICO/TK 210
KadecTBa TpeboBaHua gns ueneit perynuposanus (ISO 13485:2003 Medical devices —
Quality management systems — Requirements for regulatory purposes)
MpoLecc Xus- MOK 62304:2006 T[lporpammHoe obecneveHne MeauuUuHckMx npubopos. | MCO/TK 62 MK
HEHHOro LuKna Mpouecchl XU3HeHHOro Lukna nporpammHoro obecnedenns (IEC 62304:2006 | 62A
nporpamMmmHoro Medical device software — Software life cycle processes) NCO/TK 210
obecneyeHus
MeHeaXMeHT NCO 14971:2007 MeauumHckme npubopsl. MpuMeHeHne MeHeKMeHTa puckoB K | MICO/TK 210
puckos MeauLmHckum npubopam (ISO 14971:2007 Medical devices — Application of risk
management to medical devices)
MeHegXMeHT M3K/TO 80001-1:2010 MeHefXMeHT PUCKOB ANSA MHAPOPMALMOHHBIX ceTel ¢ [ MOK/TK 62 MK
puckos MeauLMHCKMMK nNpubopamu. Yacte 1. Ponu, oTBETCTBEHHOCTU U AeATenbHOCTL | 62A
(IEC 80001-1:2010 Application of risk management for IT-networks incorporating | MCO/TK 215
medical devices — Part 1: Roles, responsibilities and activities)
MeHeaxMeHT NCO 27799:2008 NHpopmaTuaaLms 3fopoBbs. MeHegxMeHT nHdopMauuoHHoi | MCO/MK 215
6eaonacHocTH Ge3onacHocTM B 3[paBooxpaHeHun no crTaHgapty MWMCO/MOIK 27002
(1ISO 27799:2008 Health informatics — Information security management in
health using ISO/IEC 27002)?
BesonacHocTb NCO/TP 27809:2007 WHdbopmaTusauma 3gopoBbs. Mepbl  obecnevenust | MICO/MK 215
6e30MacHOCTH NaLmMeHTa NpW UCMoNb30BaHWKU MPOrPaMMHLIX CPEACTB
(ISO/TR 27809:2007 Health informatics — Measures for ensuring patient safety
of health software)
BesonacHocTb NCO/TC 25238:2007 UHbopmaTusaLma snoposba. Knaccudpukauua puckos ansa | MCOMK 215
6esonacHoOCTH, CBA3aHHLIX C MEAULMHCKAM NPporpaMMHbIM obecnedeHnem
(ISOITS 25238:2007 Health informatics — Classification of safety risks from
health software)
MpoekTupoBa- M3K 62366:2007 MeauuuHckue npubopbl. [NpoektuposaHue MeauuymHckux | MCOMK 210
HWe aKcnnyarta- NpnBopoB ¢ y4eToM 3KcrnyaTaunoHHoW npurogHocTh (IEC 62366:2007 Medical
LIMOHHOA devices — Application of usability engineering to medical devices)
NPUrofHOCTH
a) BkntoyaeT cebinku Ha MCOMBK 27001, UCO/MIK 27002 n UICOMIK 27005

4.7 MeHeXKMEHT PUCKOB

Onpegensiiolm AN OLEHKM CTaHAapTOB, NpeAHasHayeHHbIX Ana obecneveHuss 6e30nNacHOCTU
MeAULIMHCKOTO NpOrpaMMHOro obecneyeHus, ABNAETCA BONPOC: 3aKMio4aeTcs Nu LUEenb CTaHaapTa B CHUXXEeHUU
pucka Ha Bcex aTanax XM3HEHHOIO LIMKNa UK TONbKO ANA 3TanoB, CBSI3aHHbIX C MPOrpaMMHbIM obecneveHnem.

MeHeKMEHT pUCKOB NoApasyMeBaEeT noj co0oi cncteMaTuyeckoe NPUMEHEHNE MEHEPKMEHTA NOMUTHUK,
npoueayp U METoAuK NpU BLIMONHEHUM 3aA4ad NO aHanuay, oueHke u ynpasneHuio puckom. B NCO 31000
MEHEXKMEHT PUCKOB ONpeAEenseTcs Kak «CKOOPAUHUPOBaAHHAA AeATENbHOCTb N0 PYKOBOACTBY U YNpaBneHuto
opraHusauuen B OTHOLLIEHUN PUCKOB. MeHEeKMEHT PUCKOB OObIYHO BKMIOYAET OLEHKY, 0OpaboTKy, NpUHATHE
W NpeaynpexaeHne puckoB.

O6LwMIn NoaXoa K MEHEIPKMEHTY PUCKOB onpeaensaercs B o0uenpuaHadiHom MCO 31000 u B CBA3AHHbIX
C HUM CTaHaaprax:

- NCO 31000:2009 MNpuHUMnbl U pykoBoAasiLLMeE ykaszanus no peanusauuu (ISO 31000:2009, Principles
and guidelines on implementation);

- M3K 31010:2009 MeHepxxmeHT puckoB. Metoab! oueHku pucka (IEC 31010:2009, Risk management —
Risk assessment techniques); n

- PykoBoacteo MCO 73:2009 MeneaxmeHT puckoB. CnoBapb (ISO Guide 73:2009, Risk management —
Vocabulary).
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ISO 31000 siBnsieTcs UCXOLHOW TOYKOM Ans pa3paboTku CTaHaaApPTOB NO MEHEAXXMEHTY PUCKOB U CITYKUT
PYKOBOACTBOM, MPUMEHSEMbIM B TEYEHME (DYHKLMOHMPOBAHUSA OpraHu3aumm Ansa WMPOKOTO Kpyra AesTeNnbHOCTH.
OH MOXET ObITb NPUMEHEH K MBOMY TUMY PUCKA, HE3ABMCUMO OT €r0 NPUPOAbl U OT TOr0, NOSIOKUTESNbHbIE
Unu oTpuLaTtenbHble NOCNeACTBUA OH UMEeET. [laHHbIl CTaHAAPT He NPeAHA3HAYEeH UCKIIOYUTENBHO ANS pac-
CMOTpEeHUsi BONpocoB 6e3onacHoCTu. MIHCTpyKuum no BBEAEHMIO acnekToB 6e30nacHOCTU B CTaHAAPThI yKa3a-
Hbl B PykoBoactee 51 NICO/MO3K.

MeHeXMeHT pUCKOB, CBAA3AHHbLIN CO 34PaBOOXPAaHEHWEM, BKIIOYEH B CTAHAAPT NO MEAULMHCKUM MpU-
6opam: NCO 14971:2007 MeauumHckne npubopbl. NpUMEHEHE MEHEMKMEHTA PUCKA K MEAULIMHCKUM NpU-
6opam (ISO 14971:2007, Medical devices — Application of risk management to medical devices) u conpogo-
»aatowmn ero MOK/TP 80002-1, PykosoacTtso no npumeHeHuio MCO 14971 k nporpammHomy o6ecnedeHuio
mMeauumHckux npubopos (IEC/TR 80002-1, Guidance on the application of ISO 14971 to medical device
software). UICO 14971 n MOK/TP 80002-1 npegHa3Ha4eHbl AN NPOM3BOAUTENENH MEAULUMHCKUX NpuBopoB U
nporpaMMHoOro obecnevyeHus meguuuHCKuX npubdopos, Bkniodas JINC n PACS.

MeHemKMEHT pUCKOB, CBA3AHHbLIA CO 34paBoOXpaHeHMeM, Takke usnoxeH B M3K/TO 80001-1:2010
MpumeHeHne meHemkMeHTa puckoB k UT-cetaMm ¢ meauumMHckumu npudopamu. Yacrb 1. Ponu, oTBETCTBEH-
HocTu n geatensHocTb (IEC/TR 80001-1:2010 Application of risk management for IT-networks incorporating
medical devices — Part 1: Roles, responsibilities and activities), B koTopoM paccmaTpusaeTca puck, BO3HUKa-
IOLLMI BO BPEMS BHEAPEHWSA CUCTEMbI U BO BPEMS €€ JKCnyaTauuu.

[ononHUTENbHBLIN NOME3HbIM MaTepuan no MeHeIXXMEHTY PUCKOB, B YaCTHOCTH, KaK OH OTHOCUTCA K
MeaULIMHCKOMY MPOrpamMmMHOMY obecneyeHunto, MoxxHO HanTu B UICO/TO 27809:2007 UHcpopmaTusauums 3a0-
poBbsi. Mepbl obecneyeHuss 6€30NacCHOCTU NauUMeHTa NpW UCMONb3OBAHUM MEAULIMHCKOTO MPOrpamMmMHOro
obecneyeHusa (ISO/TR 27809:2007 Health informatics — Measures for ensuring patient safety of health
software), u UCO/TC 25238 Knaccudmkauusi puckoB 6€30nacHOCTU, CBA3AHHBIX C MEAULMHCKUM NPOrpamm-
HbIM obecneveHnem (ISO/TS 25238 — Classification of safety risks from health software).

Opyroii kno4eBon Npotnemon MeHeIKMEHTa PUCKOB Npu obecneyeHnn 6e30nacHOCTU MEeAULMHCKOTO
nporpaMMHoro obecnevyeHns ABnseTca HeobxoAUMMOCTb PELLEHUS BOMPOCOB, CBA3AHHLIX C pacnpeaeneHmemM
PWUCKOB U ONpefeneHnemM OCTaToMHOro pUcka B MEeAWULMHCKOM NPOrpamMMHOM OBecneqeHnmn Ha BCex CTagusax
ero Xu3HeHHoro uukna. Pykoeoactso MICO 73 onpeaensieT pacnpegeneHue puckoB Kak «hopmy o6paboTku
PUCKOB, BKIIOYAIOLLIYIO COrnacoBaHHOE pacnpeaeneHne puckoB ¢ ApYrmmMmu 3anHTepecoBaHHbIMU CTOPOHAMMY .

Mpu BbINyCKe MEAWLIMHCKOro MPOrpamMMHOro NPoAykTa (T. €. B MOMEHT BbiNyCcKa) Ha PbIHOK NPOU3BOAM-
Ternem nporpammHoro o6ecnevyeHns 0CTaeTCcs HeKOTOPbIN YPOBEHb PUCKA AN NALUMEHTOB, KOTOPLIN ABNSAETCA
OCTaTOYHbIM PUCKOM.

MpuMeyaHue — C HOPMATUBHOMN TOMKU 3PEHMS BLINYCK MEAULMHCKOrO NPOrPaMMHOT0 06GecneverHns Takke
SBNAETCA TOUYKOA, KOrja MOXHO NPUMEHWUTL NOCHenpoAaxHbie HOPMaTUBHLIE MOMOXEHNA B OTAMYME OT HOPMATUBHBIX
NONOXKeHUiA Nepes BLINYCKOM B NPOAaXxy.

CTOpPOHbI, OTBETCTBEHHbIE 3a OCTATOMHbIN U pacnpeaenseMblii pUCK, MEHSIOTCA Ha NPOTSXXEHUU BCe-
rO >XM3HEHHOTO LMKna nporpaMmHoro obecneveHus. Hanpumep, koraa cneuuanuct no BHEAPEHMIO NOKynaeT
KOMMEPY€ECKU AOCTYNHbIN NPOAYKT UMK 3aKa3blBaeT co3gaHne NporpammHoro obecnedeHns Co6CTBEHHON pas-
paboTkn, OH HESIBHO (@ MHOTAA U IBHO) NPUHMMAET Ha cebsa 4YacTb OTBETCTBEHHOCTU 3@ U3BECTHbIE OCTaTOY-
Hble PUCKU. C 3TOW TOUKM 3PEHUSA HECMOTPSI HA OCTATOYHbIN PUCK, HE3ABUCUMO OT cnocoba npuobpeTeHus,
CNeuuanucT nNo BHEAPEHUIO COMMAaLLAETCs C TEM, YTO MEAULIMHCKOE NporpaMmHoe obecneyeHne npoussoau-
Tensa orBevaet (unu OyaeT oTBeYaTh) 3assBNEHHbIM TPebOBaAHUAM.

Mpu BHeApeHMM MEAULMHCKOTO nporpammHoro o6ecneveHuss CcoGCTBEHHON pa3paboTku umm
NPUOGPETEHHOTO BO3HUKAIOT HOBLIE PUCKU (HANPUMEp, CBSA3aHHbIE C HACTPOWKON, MHTEFpaLMen, Ka4eCcTBOM
AaHHBIX U KIMMHUYMECKUM WCMONb30OBAHUEM CUCTEMbl). 3aTemM OTBETCTBEHHOCTb 3a ynpaBfieHue MOMHbIM
HaGopom puckoB AnsA 6e30NacHOCTH pacnpeaensaercs cpean BCEro MHOXeCTBa 3auHTEpPeCOBaHHbIX CTOPOH,
Ka)kgasi M3 KOTOPbIX HECET ONpeaeneHHyI0 OTBETCTBEHHOCTb M 3aBUCUT OT APYrMX, HAYUMHaA OT pa3padboTyu-
Ka, cneuManucra no BHEAPEHUIO U KOHYaa Bnaaernbsuem/onepaTopom, a Takke oT opraHu3aumin No OKasaHuio
MEAULMHCKOW NOMOLLY M A0 NONb30BaTenNei CUCTEMBI.

[Npu nepexoae oT 0AHON CTaAUM XXU3HEHHOIO LMKNA K APYrov U C NpUBe4YeHMeM HOBLIX CTOPOH nepeaaya
3TUX UCKOB OY€eHb BaXXHa: Hanpumep, A0SMKHbI ObITb YETKO onpeaeneHol COOTBETCTBYOLWLNE o6asarenbCTBa NO
yNpaBneHuio puckamm U MexaHu3Mamu pearuposanusi. OpraHu3sauumn, NPMBREYEHHbIE HA NOCNeAYIoLLMX JTa-
nax XM3HEHHOTo LUKIia NpPorpaMmMHOro obecneveHust, LomiHbl ObiTb B Kypce STUX 06A3aTeNbCTB U CBA3AHHBIX
C HUMM PUCKOB, a TaKKe Mep, KOTOpble OHW MOIYT NpPeanpuHATb, ANA 9MEKTUBHOIO MEHEMDKMEHTa 3TUX
0653aTenbCTB U PUCKOB.
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B npouecce pacCMOTPeHUs MeAWLMHCKOro nporpaMMHOro obecnedeHusi pacnpefeneHue pucKoB
ABNAETCA BaXKHbIM 3NEMEHTOM NPU PACCMOTPEHMM CTaHAAPTOB C LiENbO MOHSATL, OXBaTbIBAET M 0bnacTtb
NPUMEHEHNS CTaHJapTa TOYKMU Nepexofa, B KOTOPbIX PUCKW pacnpesenstoTcs Mexay CTOPOHaMu, U €Crim 3To
TakK, TO Kakasi U3 CTOPOH (pa3paboTumK, cneLuanucT no BHeAPEHUIO, BageneL-onepaTop u/unm nosib3oBaTterb)
J0IDKHA NPeANPUHATL AeWCTBUA N0 MEHEIXKMEHTY PUCKOB.

4.8 YenoBeueckuit paktop

AucumnnuHa, nsydarowlasa yenoseyeckue hakropbl, paccmaTpuaet puanyeckoe U NCMxonornyeckoe
B3auMOAelCcTBNe Niogen C U3JenusaMu, UHCTPYMEHTamMu, npoueaypaMu u npoueccamu. Ee rmasHas uenb
COCTOWT B aganTauum TEXHONOrMu Tak, YToObl OHa PYHKLMOHMPOBaNa eCTECTBEHHbIM A8 Yenoseka o6pasom.

CrOXHOCTb CUCTEM 3 paBOOXPaHEHUs Pe3ko BO3pocna 3a nocrnegHue Heckonbko net. B pesynerare
pabOTHMKM 34PABOOXPAHEHUSI AOMKHbI TENEpb B3aMMOAEWCTBOBATbL CO MHOTMMU CUCTEMaMU, KOTOPble
3a4acTylo He YYUTLIBAKOT BO3MOXHOCTH Yernoseka. [pu pabote ¢ TakuMu CROXHbIMU CUCTEMaMU CyLLECTBYET
BEPOSTHOCTb BO3HWUKHOBEHUSA OLUMOOK. MHTErpaumsa BOnNpocoB, CBA3AHHLIX C YENoBeYeckuMmn akropamu, ¢
KYnbTYpOW opraHu3auuun, u NnpUMEHeHne Noaxoaa NPOEKTMPOBaHUA C OpueHTauuen Ha nonb3osatens (UCD)
npu paspaboTke CUCTEM 34pPaBOOXPAHEHUS MOMOTYT YMEHbLUMTL BEPOSTHOCTb BO3HWMKHOBEHUS OLUMBOK W
NOBbLICUTL BE30NaCHOCTb MEAULIMHCKOTO NPOrpaMMHOro obecneveHus.

OucumnnuHa, udy4aioLlas yenoseyeckmue pakTopbl, ABNSAETCA BAXHOW YACTbIO B pa3paboTke MeauLuuH-
CKOTO MPOrpamMmMHOro obecneyeHus, U ee UCNonb30BaHWEe rapaHTUPYeET, YTO MeAULIMHCKOE NporpaMMHoe obe-
cneyeHue paspabaTbiBaeTCA C MOCTOSHHLIM NMPUBIEYEHNEM pPeanbHBIX KOHEYHbIX Monb3oBaTenen. Paccma-
TpuBaemas AUCUUNNNHA TakKe YCTAHABMMBAET OPraHM3aumOoHHbIe NPOLECCHI, KOTOPbIE OPUEHTUPOBAaHbI Ha
[0Ka3aTenbCTBO TOr0, YTO MEAULIMHCKOE NporpaMMHOe ofecneyeHme XopoLlo aganTMupoBaHoO K YEroBeKy U K
OKpy>KatoLLel ero cpeje.

NCO 9241 — 9310 cTaHaapT, COCTOALMN U3 HECKOMbKMX YacTen, NpeoCcTaBnAoWMin BCECTOPOHHIO
OCHOBY ANl peLUeHuUs1 BOMPOCOB, CBSI3AHHLIX C Pa3NUYHbIMKU SNEMEHTaMu 3PrOHOMMKM B3auMOAENCTBUS
YenoBeka C KOMMbIOTEPOM.

Creayowme ABa AOMOSHUTENbHLIX CTaHAapTa BbIAENAT MPUHLMMABI, CBA3AHHbLIE C YENOBEYECKUMMU
chakTopamu, KOTOPbIM HEOBXOAMMO CneaoBaTh Npu paspaboTke MEAULIMHCKUX NPMBOPOB:

- M3K 62366:2007 MeguumHckue npubopbl. MNMpMMEHEeHWe 3ProHOMUMYECKOro MPOEKTUPOBAHMA ANA
MeauuuHcknx npudopos (IEC 62366:2007 Medical devices — Application of usability engineering to medical
devices);

- ANSI/AAMI HE75.2009 [poekTupoBaHue € y4yeToM 4enoBeyeckoro akropa. [lNpoekTuposaHue
mMeamumHcknx npubopos (Human factors engineering — Design of medical devices).

HecMoTpsa Ha TO YTO 3T ABa CTaHAapTa NOCBALLEHbI MEAULMHCKMM NPUBOpamMm, TE e BaKHble NPUHLK-
Mbl NPUMEHUMbI K MEAULUHCKOMY MPOrpaMmMHOMY 00ECMEeYEHMIO U BKITHOYAIOT:

a) npuenedeHwe nonb3oBaTenen 3apaHee W 4acTto B MNpouUecc npoekTupoBaHusa. [lpusneyeHue
nonb3oBarenen ¢ C€aMoro Hayana npouecca npOeKTUPOBAHUS MOMOXET NPOABMXKEHMIO NoAxoAa
NPOEKTUPOBAHMA C OpUEeHTauuen Ha nonb3oarens. Oba cTaHgapTa OMMUCHIBAIOT CNOCOObI, C MOMOLLbIO
KOTOPbIX 3TO MOXET ObITb JOCTUTHYTO;

b) paccmoTpeHne paspaboTunkamu XapakTepucTuK, BOIMOXHOCTEN M NPeanovYTEHUN Nonb3oBaTeneil.
C uenbio ob6ecneveHns apPekTMBHOCTM U 6€30MacHOCTU MEAULMHCKOrO NPOrpaMMHOro obecneyeHus, Bo3-
MOXHOCTU MONb30BaTENEN U UX OFPAaHUYEHUSA AOMKHbI ObiTb y4TEHbl B pa3paboTtke. HE75 BbiaensieT npux-
LUMbl NPOEKTUPOBAHMUSA, KOTOPbIE CrneayeT yuuTbiBaTb pazpaboTumkamM ¢ Lenbio obecnedeHuss Haanexaile
pa3paboTku u 6e30NacHOCTM B UCNONb30BAHUKM MEAMLMHCKOrO NPOrpamMmmHoro obecnevyeHus. PykoBoacTBo no
NPOEKTUPOBAHUIO, CBA3AHHOE CO 3PUTENBHBIM BOCMPUATUEM, CIYXOBbIM BOCNpUATUEM, 06paboTkon MHAOp-
Mauuu, NaMATbIO, CMOCOBHOCTLIO K OTBETHLIM AEWCTBUAM U 9PrOHOMMKOWN, JOIHKHO ObIThb NPUHATO BO BHUMA-
HWe AnS NoBbILLEeHUA Be30MacHOCTM MEAULIMHCKOTO NporpaMMHoOro obecneyerus. ns oueHkn COOTBETCTBUSA
MEeAMLIMHCKOTO NpOrpaMMHOro obecnevyeHnss OCHOBHbLIM NPUHUUMNAM NPOEKTUPOBAHUSA [7] MOTyT BbITb UCMONb-
30BaHbl aBpuctudeckne noaxodbl (cMm. ZHANG);

C) ynpaBreHne pUCKOM BO3HUKHOBEHMSA OLMOOK 3kcnnyatauuu. MeToabl, mOMOrawoLwye ynpasneHuio
puckamMu BO3HMKHOBEHMS OLMOOK aKkcnnyaTtauuu, npeactaeneHbl B HE75. Takke paccMOTpeH npouecc
MEHEe)KMEHTa PUCKOB OLWKMOOK akcnnyatauum. ITOT NPOUECC SBMAETCS BAaXKHOW YacTbio CTPYKTYPSI
YyenoBeyeckux PakTopoB ANs NoBbiLeHUs 6€30NacHOCTU MEAULMHCKOrO NporpaMMHoro obecneveHus u gaet
3PdeKT Npu MHTErpaLun ¢ CUCTEMaMN MEHEIXKMEHTA PUCKOB;

d) BnMAHME PYKOBOAALWMX YKA3aHWW, CBA3AHHLIX C YErOBEYEeCKUM (aKTOPOM, Ha NPUHLUMIMLbI
NPOEKTUPOBAHUSA, JKONOrM4eckne TpebOoBaHNA, AOKYMEHTALMIO MOMb30BATENS, MEXKYMBTYPHbIE (haKTOpbl,
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BO3MOXHOCTU J0CTYyna, MHTepPdENCbI NoSb30BaTENsA NPOrPAMMHOIO 06eCnevYeHusi, 9ProHOMUKY U MEAUKO-
CaHUTapHYI0 NOMOLLL Ha AoMy. CyLlecTByeT MHOXECTBO acreKToB, CBA3AHHbIX C YENOBeYeCkuM dhakTopomMm,
KOTOpble He0BX0AMMO YYUTbIBaTh NS NOBbILLEHMS 6€30NacHOCT MEAMLIMHCKOTO NPOrPaMMHOro obecneveHms.
HE75 onucbiBaeT HEKOTOPbIE U3 HUX U COAEPXUT PYKOBOASILLME YKa3aHMs, KOTOpble AOSMKHbI cobnioaarbes
NPOEKTMPOBLUMKAMU AN 06ecneyeHnsi XOpoLLen NPUcnocoBNeHHOCTU CUCTEMBI K YETOBEKY;

€) crnefoBaHMe MpOLECCYy SProHOMUYECKOrO NPOEKTUPOBAHUA W UTEPALMOHHOIO NPOEKTUPOBAHUA.
OproHoMMYeckoe NPoeKTUpOBaHUE SBMSAETCA KNIOYEBbIM B NOAXOAE, OCHOBAHHOM Ha y4eTe 4enoBeYvecKux
caktopoB. OHO aKTUBHO WCMONb3yeT NOAXOA WTEPALMOHHOTO MPOEKTUPOBAHUA MNYTEM MUCMbITAHUA U
NPOBEPKN CUCTEM C NMPUBIMEYEHNEM KOHEYHbIX MOSb3oBaTenei. Pesynsrarel, NonyyYeHHbIe bnarogapsa aTomy
npoLeccy, OTNPaBnAlTCa 00paTHO Ha dTan NPOEKTUPOBaHNA, NO3BONAS BO MHOIO pa3 CHU3UTbL BO3MOXHOCTb
BO3HUKHOBEHMSA PUCKOB U NPoBneM, CBA3aHHbLIX C 6830NaCHOCTbLIO.

MprumMmeyaHue — B pasnudHbix paboTax, Bkntodas [8] 1 [9], noasnsaioTca AONONHUTENbHbIE CChINKW Ha NOAXOAbI
¥ MOJENW, y4UTHIBatOLLME YerioBedeckne dakTopsl 1 06beANHAOLME NPUMEHUMOCTb U pacluupeHue B3auMogeicTema ¢
nornb3oBaTenem B MEAWULIMHCKUX OpraHn3aLmsX.

4.9 YpoBeHb aeTtanusauuu

B KOHTEeKCTe cTaHaapTOB, COAENCTBYIOLLMX BE30MacHOCTM B MeAULIMHCKOM NPOorpaMmmMHOM obecnedeHunu,
YPOBEHb AeTanu3aunmu 03Ha4aeT YpoBeHb CIIOXHOCTU UM YPOBEHb, A0 KOTOPOro CUCTEMA AEeKOMMO3UpyeTcsi
Ha Gonee menkue Yactu. B kKOHTeKkCTE pa3paboTku NPOrpaMmHOro obecneyeHuns ato o3HavyaeT obecneyeHme
TaKOro YPOBHS, HA KOTOPOM YETKO ONpeaeneHo NOBEAEHUE KPUTUYECKMX YacTel U npu 3ToM obecnevyeHa
BO3MOXHOCTb KOAMPOBAHMSI HA HEM. OTUMM YacTAMMU MOTYT ObITb YAaCTW HA4YMHAsH OT OTAENbHOIO JreMeHTa
nporpamMmMHoro obecneveHus (Hanpumep, 3Ha4eHne AaHHbIX CUCTONUYECKOTO 1aBIIEHUS KPOBU) 10 MHTETPUPO-
BaHHOTO PeLUEeHUs, PEanu30BaHHOTO MEXAY IOPUCAUKLUAMU.

M3K 62304 npeaocTaBnseT 0auH NOAXOA K AeTanu3aumu nporpaMmMHOro obecneyeHusl, CKOHLEHTPUPOBAB
BHUMaHWe Ha cTaguu paspaboTku nMporpaMMHOr0 obecnevyeHus Ha Tpex YPOBHSIX: CUCTEMbI, drieMeHTa M
mogayns. C Lenbio OLEHKM YPOBHSI MPMMEHWMOCTU CTaHdapTa k 6e30nacHOCTM MEAULIMHCKOrO NpOrpamMmMHo-
ro o6ecnevyeHnsn 1 y4unTbiBas HEKOTOPbLIE HarnsAHbIE NPUMEpbl MEAULIMHCKOTO NPOrpamMmMHOro obecneyeHus,
HaCTOALUMIA CTaHAAPT UCMONbL3YET CNeayoLLMe TPU YPOBHS AeTanusaumu:

- YPOBEHb KOMMOHEHTOB. YPOBEHb MOAYNS MEAWULMHCKOrO NPOrpamMMHOro oGecneqeHusi, KoTopbii
BKIoYaeT B ceba aaHHble, 0OLEKTLI UMK Apyrue CyObLEKTbI, CPOPMUPOBAHHBLIE U UCNONL3YEMbIE Kak BHYTPU
KOMMbIOTEPHOI NpOrpaMmbl, Tak U BHE €e€.

MpnumMedyaHune — OTOT ypOBEHb BKITtOYAET paspaboTKy Moayns U anemeHTa no MOK 62304:2006,

- YPOBEHb NpunoxeHuii. KomnbloTepHas nporpamma Unum Habop KOMMbIOTEPHLIX NPOrpamm, KOTOpble
cny>)art Ansa onpeaensiemMbiX U KOHKPETHbIX CNyxe0HbIX uenen. B meamUMHCKOM NporpaMmmMHOM oGecneveHum
NPUNOXEHUA CIY>XaT AN OnpeaensAeMblX U KOHKPETHbIX MEAMLMHCKUX Bu3Hec-Lenen.

MprnmMeyaHue — ITOT ypoBeHb BKIOUAET pa3paboTky cuctembl no M3IK 62304:2006;

- YPOBEHb KOPoOpaTUBHOTO NPUNOoXeHUs. CyObLEKT UnK opraHnsauumsi, 06beauHSIOWAs Noaei, NPoLECCsI,
MHDOPMALIMIO U TEXHOMOTUM, KOTOPbIE MCMOJIb3YIOT MPUIIOXKEHUE MNN PSAA NPUNOXEHWH ANA NOAAEPXKAHUS
[esATeNbHOCTU BCEro npeanpusTus.

5 OueHka cTaHAApPTOB U PyKOBOAsAWME YKa3aHUs

5.1 OueHka cTaHgapToB

[ns oueHKM cTangapTa, UCMOSIb30BaHME KOTOPOro MOXET cofeiicTBoBaTb obecneveHmnio 6e3onacHoOCTH
MEANLMHCKOTO NporpaMMHoro obecnedeHunsi, He0bxoanMO OTBETUTL Ha CreaytoLue BONpoChI:

a) MoneseH nu cTaHAAPT AN NOBbLILIEHMS1 YPOBHA 6€30nacHOCTM NauueHToB Npu pa3paboTke, BHeape-
HWM WU BKCyaTaummn MeguLUMHCKOro MporpaMmMHoro o6ecneyeHust (To eCTb ANsi CHUXKEHUA PUCKOB)?

b) Ha kakom ypoBHE CTPYKTYPUPOBAHHOCTW MEAMLMHCKOrO NPOrpamMmmHOro obecneyeHus npumeHsaeTcs
cTaHpapt?

¢) Ha kakoii(nx) ctagum(x) XXM3HeHHOro UuKna MeauLUMHCKOro nporpaMmMHoro obecneyveHuns npumeHseTcs
cTtaHgapt?

Mpu oTBETE HA 3T BOMPOCHI UCNONL3YETCA crneaytowas nHhopmaumsi, OTHOCSILLIASCA K cTaHAapTam:

- LAEHTMUKALMOHHBIN HOMEP CTaHfapTa, AaTa Bbinycka (Unm cratyc pa3paboTku, €Cnn CTaHaapT eLle
He BbINyLUEH) U Ha3BaHue;
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061acTb NPUMEHEHUA CTaHAAPTa;

- NPUMEHMMOCTb M NPUEMNIEMOCTb pUcka (C OTMETKOl 0 cpeAcTBax ynpaBieHus);

- NOATBEPXAEHUE UCMO/Mb30BaHUA cTaHgjapTa (Mpu Hanuuumy;

- UH(OpMaLMs 0 XU3HEHHOM LWK/e NPOorpamMMHOro obecrnedyeHns u MHPopMaLma o cTeneHn CTPYKTYpu-
POBAHHOCTM NPOrPaMMHOro o6ecrneyeHuns;

- CBA3b CTaHAapTa C APYrMMU cTaHZapTamm.
O6uwunit noaxon ANA OUEHKN U OTOGpaXeHUsl CTaHAApPTOB OCHOBAH Ha [ABYMEpHOW MaTpuue wuiu

Tabnuue fetanusauuum U ctaguii XU3HEHHOro uukna. Ha pucyHke 1 npefcTaBneHbl 3/IEMeHTbl MaTpuubl K
naeHTUMKaLMa TOUeK Nepexoaa, rae puck pasfensieTcs pasHbiMy CTOpOHaMMU.

Touka nepexopa

MpoekTnpoBaHne  Pa3paboTka Peanusauusa Akcnnyartauyusa BbiBog,
13 aKkcnayaraumm

MpumeyaHne — HecMOTPS HATO UTO CTAAWM XU3HEHHOTO LMK/IA MEAULMHCKOrO NPOrpaMMHOro 06ecneyeHmns Ha
PUCYHKe pacrosioXeHbl NocneoBaTe/IbHO, OHW BK/IIOUAKOT B CE6S CIOXHbI HAGop nocnefoBaTtesbHbIX Y NOBTOPSOLLMXCS
feiicTBuii  gna Toro, 4TOGbl 06ECMeunTb HEMNpepbiBHbIA MEHeMKMEHT 3TOro NPOrpamMHOro 06ecnedeHvst Bcemu
yyacTBYIOLMMU CTOPOHaMK. Hanpumep, TeXHWUYECKoe O6CMyXMBaHMe BK/OUYAET MHOTOKpaTHbIe, MOBTOPSIOLUECH TOUKM

pasfeneHns puckoB.

PUCYHOK 1— PuCK, pasaensiemMblii MHOXECTBOM 3aHTEPEeCOBaHHbIX CTOPOH B MPOLLECCE XU3HEHHOTo LuKna MeauuyH-
CKOro MpOrpamMMHOro o6ecrneveHust
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MepBble NATH OLIEHOK JAKOT ykadaHusl 06 OCHOBHbLIX CepuAX CTaHAApTOB U OXBaTbIBAIOT BCIO 0bnactb
nNpUMEHEeHUs. 3TN CTaHAapTbl ABNAIOTCA OCHOBOW ANA CheuuanbHbIX CTaHAapTOB MO MEAULUMHCKOMY Nnpo-
rpaMMHOMY OGecrneyeHuio, a Takke OCHOBOW W ANS pelueHus BONPOCOB, KacaloLMUXCA PUCKOB W Gesonac-
HOCTU MEOULIMHCKOTrO MpOorpaMMHOro obecneveHus. [laHHble CTaHAapTbl NPEAOCTaBNAIOT BaXHblE nepeno-
Bble MpaKTU4yeckne MEeToAbl ANA NPOrpamMHOro o6ecnevyeHns B LENIOM, KOTOPOE BKMIOYAET MEAULUHCKOE
nporpamMmHoe obecneyeHue, u camu no cebe SABMAIOTCA YaCTblO NOCNeA0BATENbHOMO NPOLIECCa paccMmoTpe-
HWUA CTAHAAPTOB, KOTOPbIE MOTYT ObiTb UCNOMNb30BaHbI ANA Pa3paboTku, BHEAPEHUA U NPUMEHEHUA MEAULUH-
CKOro nporpammHoro obecnevyeHus, 6ezonacHoro ansa nauueHTa. MATb NocrneayloWmx cepuit ABNAIOTCA «Op-
raHU3aUMOHHBLIMUY WUITU BLINOMHEHHLIMU «HA YPOBHE npeameTHon obnactu UKT», unu «puck npeanpustus
unu obuas 6e3onacHOCTb» B 00NACTU NPUMEHEHUS, U UX UCMONb3OBaHUE JOIMKHO ObITb OCHOBAHO HA 3TUX
TOYKaX 3peHus.

Mocne ocHOBHbLIX cepuii (CM. 5.1.6 n fanee) BbINONHAETCA OLUEHKA cneumanbHbIX CTaHAAPTOB, KOTOpble
NPUMEHSAIOTCA NpU pa3paboTke, BHEAPEHMUIO U UCTIONb3OBaHUIO MEAULIMHCKOTO NPOrpaMMHOro obecneveHus,
6esonacHoro Ans naumeHTa.

5.1.1 Ctangaptbl MEHEQ)XXMEHTA KayecTBa

5.1.1.1 Obnactb NPUMEHEHUSA

CraHpaptel MeHemKMeHTa kadyectsa MCO cBA3aHbl ¢ CUCTEMaMU MEHEIXXKMEHTa KavyecTBa U npegHa-
3HaYeHbl ANA TOro, YToObl NOMOYL OpraHu3aumsim o6ecneynTb COOTBETCTBUE NOTPEBHOCTAM NoKynaTeneii.
CTaHaapTbl BKMIOYAloT B cebs:

-NCO 9000:2005 Cucrembl MeHeaXKMeHTA kKadecTBa. OCHOBHbIE NONOXeHUA u cnoeaps (ISO 9000:2005,
Quality management systems — Fundamentals and vocabulary);

- NCO 9001:2008 Cucrembl MeHegxMeHTa kauecTBa. TpebosaHus (1ISO 9001:2008 Quality management
systems — Requirements);

-NCO 10005:2005 Cucrembl MEHEAKMEHTA kayecTBa. PykoBoasiLme yka3aHus No NnaHaMm Kavyecrsa
(ISO 10005:2005 Quality management systems — Guidelines for quality plans);

-NCO 10007:2003 Cucrembl MEHeaKMEHTaA KavecTBa. PykoBoasLme ykazaHusi N0 yNpaBrEeHUIO KOH-
durypauumen (ISO 10007:2003 Quality management systems — Guidelines for configuration management).

Mpumevyanune — UCOM3IK TO 90003 Pykosoacteo no npumeHeHuio MCO 9001 K KoMMbIOTEPHOMY Npo-
rpaMMHoMy oBecneveHuto (ISO/IEC 900034, Guidelines for the application of 1ISO 9001:2000 to computer software) aB-
NsleTcA ocHoBononaralWmM cTaHapToM ANs NPUMEHEHNUS CUCTEM MEHEAXMEeHTa KadecTBa K npoueccamM XU3HEHHOro
LMKna nporpaMmHoro obecnederus. Ceidvac oH HaxofWUTCA Ha cTaguu paspabotkn B CTK 1/MK 7 u npegHasHaqeH Ans
3ameHsl NCO/M3K 90003 TexHuka nporpaMmHoro obecnedeHus. PekomeHgauun no npuMmereHuio MCO 9001 Kk Komnbio-
TepHOMYy nporpaMmHoMy obecnedennto (MCO/MOBK 90003:2004 Software engineering — Guidelines for the application of
ISO 9001:2000 to computer software) B Hauane 2013 1.

5.1.1.2 NpUMEHNMOCTL/NPUEMNEMOCTb pUCKa

HecMOTps Ha TO YTO 3Ta CepusA CTaHAAPTOB HE NPUMEHSETCS crneyuansHO k 6830MacHOCT MEAULMHCKOTO
nporpaMmHoro otecnedveHus, WICO 9001 sABnseTcs craHgaptoMm Ae-hakTo O CO3ZaHUM U TEXHUHECKOW
noaaepXke CUCTeMbl MEHeAKMeHTa kadecTsa. CnefgoBaHMe nMpoueccaM M MeTodam, onpederneHHbIM B Cu-
CTeMe MEeHEeI)XMEeHTa kavyecTBa OpraHu3auuu, BEpOSATHO, NPUBEAET K 3aKynke NPOAYKUUM W YCIYT, KOTOpbIe
OyayT COOTBETCTBOBATH MOTPEOHOCTM Mokynatenen U NpUMEHUMBIM 3aKOHOAATENbHbIM U HOPMATUBHBIM
TpeboBaHusM.

5.1.1.3 NoaTBEPXKAEHME NCNONb30BaAHUSA

3Tu cTaHAapTbl LUMPOKO MPUMEHSAIOTCS U UCMOMb3YIOTCS BO BCEX NPEAMETHbIX 00NacTax AeATeNbHOCTU.

5.1.1.4 NHopmaLms 0 XKU3HEHHOM LIMKIIE U YPOBHE AeTanuaauumn

He npyMeHUMO Ans KM3HEHHOTO LMKa NPorpamMmMHOro o6ecneveHus unu getanu3auum nporpaMmMHOro
obecneyeHus.

5.1.1.5 CBA3b (OTHOLIEHUE)

NCO 13485 asnaetca akeueanentom MCO 9001 B cchpepe Npon3BoACTBA MEANLIMHCKUX NPUMOOPOB 1 Obin
co3gaH Ha ocHoBe MCO 9001 ans Toro, YTo6bl MO3BOMUThL €ro UCMOMb30BaHUE AN HOPMATUBHbIX LIENEN.

5.1.2 CtangapTbl Ha pa3paboTKy NPorpaMMHOro 06ecrneyeHus u cucTem

5.1.2.1 O6nacTb NpUMEHeHUs

MCO/M3K CTK1 (ISO/IEC JTC 1) «MHMDOPMAaLMOHHBIE TEXHONOMUKY pa3pabaTbiBaeT u NoaAepKMBaeT
cTaHgapThl B LUMPOKOM cnekTpe obnacren UKT, Bknovaetr 19 NOMHOCTLIO CHOPMUPOBAHHBLIX NOAKOMUTETOB
(MK) [kaxkabli UMEET HeCKOrbKO COOTBETCTBYIOLWMX pabounx rpynn (PN)] u ase PI, kOTOpble NOAYUHAIOTCA
HenocpeacTeeHHo CTK 1. CTK 1, u ero MK/PI" B HacTosiLlee Bpemsi HECYT OTBETCTBEHHOCTb 3a Bonee yem
2500 uspgaHHbix ctangaproB. WCO/M3K/CTK1/MK7 «Pa3pabotka nporpaMmmMHOro 06ecrneyeHus U CUCTEM»
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(ISO/IEC JTC 1/SC 7 Software and systems engineering) siBnsietca rnasHeiM MK B CTK 1, cBA3aHHbIM C
6e30nNacHOCTLIO NPOrpamMMHOro 06ecneveHnst B LUIMPOKOM CMbICHE.

MpumeyaHune — [danee npuBeAeHsbl cCbinki Ha rmaeHyto cTpaHuly CTK 1 Ana nonyyeHus nocnepHei
uHdopmMauum  http://www.iso.orgfiso/jtc1_home u  http://www.iso.org/iso/home/standards_development/list_of_iso_
technical_committees/iso_technical_committee.htm?commid=45020.

5.1.2.2 [puMeHnMOCTb/NPUEMNEMOCTE pUCKa

BesonacHocTb mporpammHOro obecnevyeHuss OCHOBaHa Ha COOTBETCTBYIOLLEM YMPaBlEeHUU BCEM
>KU3HEHHbIM LIMKIIOM NporpamMMHoro obecneueHusi B pamkax o6LIero noaxoaa ynpasrieHust U COOTBETCTBUSA,
KOTOpbIN MoaaepXuBaeT M obecnevynBaeT KayecTBO CUCTEMbl MporpamMmHoro obecneveHus. OCHOBHblE
COOTBETCTBYIOLUME CTaHAapThl, B3ATbie 3 CTK 1, BkniovaioT B ce6s:

5.1.2.2.1 UICO/M3K 12207 PaspaboTtka cuctem u nporpaMmmHOro obecneyeHus. MNpoLecchbl XU3HEHHOTO
yukna nporpammuoro obecneyeHuns (ISO/IEC 12207 Systems and software engineering — Software life cycle
processes)

MpumeHeHue aToro ctaHgapra (u cBazaHHoro ¢ Hum MCO/M3K 15288 no npoueccam XM3HEHHOro Lukna
CUCTEeMbI) B HacTosILLee BpeMsl pa3pabaTbiBaeTcsi B Tpex TEXHUYECKMX otyetax aokymeHta NCO/MOK 24748
PaspaboTka cuctem u nporpamMmHoro obecneveHus. YnpasneHue Xu3HeHHbIM Luknom (Systems and software
engineering — Life cycle management), Bknovarowmx:

- YacTb1. PykoBOACTBO MO YNPaBNEHUIO XXU3HEHHbBIM LIUKITOM.

- Yactb 2. Pykosog ctBo no npumeHennto ICO/M3K 15288 [panee ICO/MIK TO 19760 (ISO/IEC TR 19760)].

- Yactb 3. Pykosog ctBo no npuMeHennto ICO/M3K 12207 [panee MICO/MIK TO 15271 (ISO/IEC TR 15271)].

MprvmeyaHune— Yactb 4 kK MICO/M3IK 24748 HaxopuTca B CTaAUN NOAFOTOBKW U B AanbHEMLLEM 3aMEHUT
NCO/M3K 26702 PaspaboTka cuctembl. MpuMeHeHWe 1 ynpaeneHue npoleccamu paspabotkn cuctem (ISO/IEC 26702:2007,
Systems engineering — Application and management of the systems engineering process), B koTopom oco60oe BHUMaHne
yAeneHo akropam 34 paBooxpaHeHusa n 6€30nacHOCTU B KOHTEKCTe pa3paboTku CUCTEMBI.

5.1.2.2.2 NCO/M3K 15504 NnhopmaLmoHHbie TexHonorun. OueHka npouecca (ISO/IEC 15504 Informa-
tion technology — Process assessment)

BesonacHocTb nporpaMmHOro o6ecneyeHus u CUCTEM NPOABUHYNACH Ha Lar Bnepes B 3TOM cTaHaapTe,
COCTOSILLEM M3 HECKOMNbKUX YacTei, KOTOPLI BKMOYaeT B ceba CTaHAAapThbl, TEXHUYECKUE crneumdukauum un
TEXHUYECKUE OTHETLI, B TOM YUCHE:

- Yactb 1. MoHaATUA U CnoBapb.

- Yacrtb 2. BbinonHeHue OLUEHKHU.

- Yacrtb 3. PykoBoACTBO MO BbINOMHEHUIO OLIEHKN.

- Yactb 4. PykoBOACTBO NO MCNOSb30BAHUIO AN YCOBEPLUEHCTBOBAHUS U ONPEAEeneHns BO3MOKHOCTEN
npouecca.

- Yactb 5. TunoBasi Mogenb OLIEHKM NPOLECCa XXU3HEHHOTO LMKMa NPOrpamMmMHOro obecneyeHus.

- Yactb 6. TunoBasi MoA€ernb OLIEHKU NPOLIECCa XXU3HEHHOTO LIMKNA CUCTEMBI.

- Yacrtb 7. OueHka 3penocTu opraHm3auuu.

- Yactb 8. TunoBasi Mmoaenb OLEHKU Npouecca ana ynpasnenus NT-cnyxGoin.

- Yactb 9. Mpodunu yenesoro npouecca.

- Yactb 10. PaclumpeHue 6e30nacHOCTH.

5.1.2.2.3 UICO/M3K 15026 lMpoekTupoBaHne cucrem u paspabotka nporpamMMHOro 0GecneveHus.
lMapaHTupoBaHue cuctem u nporpammHoro oGecnevenus. Yactb 1. MoHaTtua u cnoeapb (ISO/IEC 15026 Sys-
tems and software engineering — Systems and software assurance)

MoaxoAbl, rapaHTUpyioLme onpeaeneHHbli PUCK U LENOCTHOCTb NPOrpaMMHOro obGecnevyeHns Kak uc-
KYCCTBEHHbIX 00bLEKTOB pa3paboTku nporpammHoro obecnedeHus, paccmarpusatorca B MCO/M3K 15026,
KOTOpbIN NoABUNCA cHa4yana B IEEE n oGecneunsaer rapaHTMpOBaHHLIN CyYai, KOTOPbIN ABMSIETCA LENEBbIM
ana «cny4as 6esonacHoctu». MICO/MIK 15026 BkntovaeT B cebs:

-Yactb 1. MNMoHATMA U CNoBapb.

-Yactb 2: apaHTUPOBaHHLIN Criy4an.

-YacTtb 3. YpOBHU LIENOCTHOCTU CUCTEMDI.

-Yactb 4. MapaHTUM B XKMBHEHHOM LMKNE.

5.1.2.2.4 NCO/M3K 20000 UHdOopMaLMOHHBIE TEXHONOMMKU. Ynpasnenue ycnyramm MCO/M3K 20000
paccMartpuBaeT BONPOCH! yrpaBreHus ycnyramu B 06nactm mHGQOPMAaLMOHHbIX TEXHONOTUI U NPeaCTaBnAeT
OpraHu3auUMOHHbIN akBMBaNeHT ceptudukauuu no ITIL. OH Bkno4aeT B cebs cneayiome OCHOBHbLIE YacTu:
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- Yactb 1. TpeGoBaHUA K CUCTEME YNPABNEHUS YCIyramu.

- Yactb 2. PykoBoACTBO NO NPUMEHEHUIO CUCTEMbI YNPABNEHUS YCRyramu.

- Yactb 3. PykoBoaCTBO NO onpeaeneHuto obnacrtu npumeHeHus u npumeHumoctu MCO/M3K 20000-1.

- YacTts 4. BaszoBas mogenb npouecca.

- Yacrte 5. Tunoson nnan peanusauuu ansa MCO/M3K 20000-1.

- Yacrtb 7. NpumeHenne NCO/M3K 20000-1 k yaaneHHoi cpesie (He 3aBepLUEHA).

- Yacrtb 10. Monartua u cnosaps ana MUCO/M3IK 20000-1 (He 3aBepLueHa).

- Yactb 11. PykoBoacTBO NO ¢Bs3u mexxay MCO/M3K 20000-1 u OTHOCALMMCSA K HEMY 06LMM noaxoaam
(He 3aBepLueHa).

MpumeyvyaHnune — UCOM3IK TO 20000-11 npepaocTaBnsieT pyKOBOASLUME yKa3aHUA NO CBA3N MeXAy
MCO/M3K 20000-1 u ITIL.

5.1.2.2.5 NICO/M3K 25000, PaspaboTka nporpammHoro obecrnedeHuna. TpeboBaHuA U OLEHKA KayecTBa
nporpamMmMHoro obecnevenusn (ISO/IEC 25000 Software Engineering — Software product Quality Require-
ments and Evaluation)

NCO/M3OK 25000:2005 paccmatpusaer npouecc «dpopmMupoBaHus TpeOOBaHMI M OLEHKU KayecTBa
nporpamMmHoro otecnedeHusty. Jpyrue knioyveBble cTaHAapTbl U cneundukauun, MMeloLwme OTHOLLEHUE K
NCO/M3K 25000, BknroqaloT:

- ICO/M3K 25001:2007 Paspabotka nporpammHoro otecneveHusa. TpeboBaHuA U OueHKa KavecTBa
nporpaMmMHoro obecneyenusi. MnaHuposanue u ynpasnexue (ISO/IEC 25001:2007 Software engineering —
Software product quality requirements and evaluation — Planning and management);

-NCO/M3K 25010:2011 PaspaGotka cucteM M nporpammHoro obecneveHusi. TpeGoBaHus wu
OLeHKa kayecTBa nporpaMMHoro obecneyenus. Moagenu kavyecrsa CUCTEM U MPOrPaAMMHOrO obGecneveHus
(ISO/IEC 25010:2011 Software engineering — Software product quality requirements and evaluation — Sys-
tem and software quality models);

- CO/M3K 25012:2008 Paspabotka cuctem u nporpammHoro obecneyeHus. TpeGoBaHMA U OLEHKA
KavecTsa nporpaMMHoro obecnevenusi. Moaens kavectsa gaHHbix (ISO/IEC 25012:2008 Software engineer-
ing — Software product quality requirements and evaluation — Data quality model);

-NICO/M3K 25012:2008 Paspabotka cuctem K nporpammHoro obecnedenus. TpebGoBaHus wu
OLeHKa kayecTBa nporpaMmMmHoOro obecnedyeHus. MameputenbHasi STanoHHas MoAdenb U PYKOBOACTBO
(ISO/IEC 25020:2007 Software engineering — Software product quality requirements and evaluation — Mea-
surement reference model and guide);

- ICO/M3K 25021:2012 Paspabotka cuctem u nporpaMmMHoro obecneyeHus. TpeGoBaHUs U oueHka
KayecTBa nporpaMMHoOro obecneveHusi. AnemeHTbl nokasarens kadecrea (ISO/IEC 25021:2012 Software en-
gineering — Software product quality requirements and evaluation — Quality measure elements);

- CO/M3K 25040:2011 PaspaboTka cucteM M nporpammHoro o6ecneveHus. TpeGoBaHUsi U OLEHKA
KadyecTBa nporpammHoro obecnedeHus. MNpouecc oueHkn (ISO/IEC 25040:2011 Software engineering —
Software product quality requirements and evaluation — Evaluation process) (NnepecMOTPEHHOE u3gaHue
ISO/IEC 14598-1:2009);

- ICO/MBK 25045:2010 PaspaboTtka cuctem u nporpamMmHoro obecneveHusi. TpeGoBaHMA M OLEHKA
Kayectea nporpammMHoro obecnevyeHuss. Tunosas mMogenb NPoBEAEHMS OLEHWBAHWSA BOCCTAHABIIMBAEMOCTH
(ISO/IEC 25045:2010 Software engineering — Software product quality requirements and evaluation — Eval-
uation module for recoverability).

MCO/M3K 25010, koTopbiit 3ameHsieT WICO/M3K 9126, PaspaGoTtka nporpaMMHOro obecneveHus.
KauyectBo usgenus (ISO/IEC 9126, Software engineering — Product quality), nomoraer npu oueHke u
onpeaeneHMn Kadectsa CUCTEMBbI U NPOrpamMMHOro npogykra. OH MMEeeT YeTkyl obnactb NPUMEHEHUs B
TOM CMBICIE, YTO OH NpeaocTaBnseT O6LLy METOAOMOTMIO OLEHKM U ONpeaeneHns kayecTsa nporpaMmMHoro
obecneyeHusl, HO He PacnpoOCTPAHAET ee Ha OUeHKy puckoB. CnegosarensHo, MCO/M3K 25010 moxeT BbITb
NPUMEHEH KO BCEM NPOrpamMMHbIM MPOAYKTaM U NPUMEHEH ANA AEHTUDUKALMKU PUCKOB CYKa3aHUEM HEKOTO PO
METPUKN UNK ANA pacnpOCTPaHEHMA pesynbTaToB, ONpeaeneHHbIX Ana Takon AeaTensHOCTU. OH NPpUMEHUM
kK 6e30MacHOCTU MEeAULMHCKOrO NporpaMMHOro obecnevyeHuss 0COBEHHO Mpu OLEHKe Mep «KadyectBa npu
MCNONb30BaHUNY, T. €. 3PPEKTUBHOCTM, PE3yNETaTUBHOCTM, YAOBMNETBOPEHHOCTH, BesonacHocTu u yaobetea
ucnonb3oBaHusA. OH NpeaocTaBnseT Kak obLme, Tak U KOHKPETHblEe mapamMeTpbl OLEHKW. STU napameTpbl
onpeaensioT COOTBETCTBYIOLLYIO TEPMUHONOIMIO AN ONPEAENEHUs, UBMEPEHUSI U OLEHKM Ka4ECTBa CUCTEMDI
n nporpamMHoro npoaykra. MCO/M3K 25010 Taioke npegoctasnsieT Habop xapakTepucTUK KavyecTtea, Mo
KOTOPbIM MOXHO CPaBHUTb YCTAHOBIIEHHbIE TPEOOBAHMSA KAa4Y€CTBA ANS NOMHOTLI.
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5.1.2.3 MNoaTBepxaeHNe NCNonNb30BaHUA

3TUCTaAHAAPTbI LLMPOKO NPUMEHSIOTCA U MCNOMNb3YIOTCA BO BCEXNMPEAMETHbIX00NAaCTAXNPOMbILUNIEHHOCTU.

5.1.2.4 Nudhopmauums 0 XKM3HEHHOM LMKIIE M YPOBHE AeTanusauun

31 crangaptel CTK 1/MK 7 paccmaTpuBaloT nporpammHoe obecnevyeHue, B NMEPBYIO OvYeEpelb Kak
KOMMOHEHTbI U NPUMIOXEHUA, C PA3NMYHON NPUMEHUMOCTBIO K KOPNOPaTUBHBLIM MPUNOXEeHUAM. HKU3HEHHbI
LMK NONTHOCTLIO OXBATLIBAET CTaAMU NPOEKTUPOBAHUSA M pazpaboTku, HO HEe NMOMHOCTLIO CTaAuW peanu3auum
1 aKcnnyarauum.

5.1.2.5 CBA3b (OTHOLLEHUE)

Hecmotpsa Ha To uto ctaHaaptel CTK 1/1K 7, Ha KOTOpble NPUBOAEHLI CCbINKW B HACTOALLIEM CTaHAapTe,
He peLualoT, B YaCTHOCTU, BOMPOCHI MPOrpaMMHOr0 0BecnevyeHnsi, HO OHM pacCcMaTpuUBaOT NPOrpaMMHOe
obecneuyeHune B Lenom B obwen npegmetHon obnactu UKT, a Takke CBA3AHHBIE C HUM MPOLECCHI, PUCK U
TpeboBaHus k 6e30NacHOCTH.

MpumeyvyaHune — Cm. npunoxerHue B ansa nonyyeHns ononHUTENBHOR nHdopmauun 06 obnacT npuMeHeHNs
kroveBbIx cTaHgapToB CTK 1/T1K7, ykasaHHbIX BbILLE.

5.1.3 CtaHgapTbl N0 MEHEeAXKMEHTY PUCKOB

5.1.3.1 Obnactb NpMMEHeHNst

MNCO 31000:2009 MeHepxxmeHT puckoB. MNpuHuyunbl n pykosogawme ykasanus (ISO 31000:2009, Risk
management — Principles and guidelines) gaet obLwuii N0AX0A K MEHEIMEHTY PUCKOB npeanpustusi. Ctau-
[apT He ABNAETCH CNeUManu3npoBaHHbIM A48 CEKTOPA 34PaBOOXPaHEHUst unmn nboro apyroro cekropa. MICO
31000 paccmarpusaet BONPOCHI onpeAeneHus, OUeHKN 1 06paboTku, NpeaynpexaeHus n 00CyaeHus, a Tak-
XKE KOHTPOMNSA U PaCCMOTPEHUSA PUCKOB.

5.1.3.2 NpUMEHNMOCTL/NPUEMNEMOCTE pUCKa

MNCO 31000 npegocraBndet 00LENPU3HAHHYIO MOAENb AN NPAKTUKYIOLWMX CNELMAnUCTOB U KOMMaHUA,
UCMONb3YIOLLMX NPOLECChI MEHEAXXMEHTA PUCKOB, C LIENbI0 3aMEHUTb OTPOMHOE KOMMYECTBO CYLLECTBYIOLLIUX
CTaHAapTOB, METOAONOIUI U MOAENEN, KOTOPLIE PAa3NUYAOTCA B Pa3HbIX OTPACNAX, AUCLUMNNNHAX U 0BnacTax.

5.1.3.3 NoaTBeEpXaEeHNE NCNOMbL30BaHUSA

3TO OTHOCUTENLHO HOBLIN CTaHAAPT, KOTOPLI B HACTOSILLEE BPEMSI LUMPOKO WCMONb3YeTCsl BO BCEX
oTpacnax NPOMbILLIEHHOCTU.

5.1.3.4 NHpopmaumsa 0 XM3HEHHOM LMKME M YPOBHE AeTanu3auunn

CTaHaapT MOXHO NPUMEHATL ANA BCEX CTAAMN XKM3HEHHOTO LMKIa CUCTEMbI UNKU NPOrpaMMHOro obe-
cnedyeHus. OH NpeaocTaBnsAeT PYKOBOAALLME YKa3aHUS HA BbICOKOM YPOBHE.

5.1.3.5 Cpsa3b (OTHOLIEHUE)

MNCO 31000 ceAzaH co cneayowmumMm 4OKyMEHTaMMu:

- MOK 31010:2009 YnpasneHue puckom. Metoabl oueHkun pucka (IEC 31010:2009, Risk management —
Risk assessment techniques);

- PykoBoacteo NCO 73:2009 YnpasneHue puckom. Cnosapsb (ISO Guide 73:2009, Risk management —
Vocabulary).

MpuHUMNBI, PYKOBOACTBO U METOAbI, ONWUCaHHbIE B AaHHLIX CTaHAAPTaX, SBMSIKOTCA XOPOLUEN MCXOOHOM
TOYKON B TeX Crnyvasix, Koraa AOIkHbl OblITb PACCMOTPEHbI PUCKM B AOMONHeHMe K 6e30macHOCTV nauueHTa
(cm 4.7 UCO 31000:2009). OHuM cornacyoTca ¢ METO4aMU MEHEAKMEHTa PUCKOB U C UCNOMb30BaHWEM METas3bl-
Ka npu BbigBneHun gusndecknx npuunH B MCO 14971:2007 ansa meanuMHCKMX npubopoB, a Takke aHanorm4Ho
cootBeTcTBYIOT MOK/TO 80002-1 PykoBoacTBO no npumeHeHutio MCO 14971 k nporpaMMHOMY obBecnedeHunto
meanuuHckux npubopos (IEC/TR 80002-1, Guidance on the application of ISO 14971 to medical device software).

5.1.4 CtaHgapTt no 3proHoMuKe B3auMOAeNCTBUSA YerIOBeKa U CUCTEMbI

5.1.4.1 O6bnactb NpUMEHEHUS

Crangaptel MCO 9241 nepBoHaYanbHO UMENKW Ha3BaHue «AproHomuyeckue TpeboBaHusa anst 0PUCHON
paboThbl C TepMUHANamMmn BusyanbHoro otobpaxkeHust (BT)». C 2006 r. ctaHaaptel npuobpenu 6onee obLiee
HasBaHue «3OProHoMuKa B3aMMOAENCTBUA YernoBeka M cuctembl». OHM He ABMAIOTCA chneuuanbHbIMU AN
34paBoOXpaHeHnsa unu apyroro cektopa. MCO 9241 1 cBA3aHHbIE C HUM CTaHAAPTLI ABMAAKOTCA CTaHAapTamu,
KOTOpble yA0OHO M Nerko Mcnonb30BaTh, U B MEPBYI0 O4ePedb OHW 3aTparuBalT MCNOMb30BaHWE NPOAYKTA,
UHTEpPdENC 1 B3aMMOAENCTBIUE C NOMNb30BATENEM, NPOLECChl pa3paboTku n3genuii U NPOEKTUPOBaHUE C OpU-
eHTauuMen Ha nonb3oBaTens.

5.1.4.2 NpuUMEHUMOCTL/NPUEMNEMOCTb pUCKa

Crangaptbl NCO 9241 opueHTUpPOBaHbl HA NPOEKTUPOBLLMKOB U pa3paboTUMKOB annapaTHbIX CPEACTB
U NPOrpammHOro obecneveHns n NpefocTaBnalT 06LLENPU3HAHHYIO OCHOBY ANSi B3aMMOAEWCTBUA YernoBeka
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C annmaparHsiMiU CpeCTBamMu U NPOrpamMmHbIM obecneveHnemM. B kayecTse npoToTuna Ans NpOEKTUPOBaHUSA
C Y4ETOM KOHKPETHOIO YenoBeyeckoro akropa B MEAULMHCKOM NPOrpaMMHOM oBecnevyeHun u npusHaeas,
YTO HU3Kasi NPUIrOAHOCTb K UCMONb30BAHMIO MOXET YBENUYUTb PUCK HENpefHAMEpPEHHOro BO3HWKHOBEHUS
OMacCHOCTH, 9TU CTAHAAPTbI ABMATCS NONE3HON OCHOBOMN ANS NPOEKTUPOBAHUS, YYUTbLIBAIOLLIErO YENOBEYECKNE
hakTopbl B MEAMLMHCKOM MPOrpamMmMHOM 0BecneyeHun.

5.1.4.3 MNoaTBep>xaeHne ncnorb3oBaHuA

3Tu cTaHaapThl LUMPOKO pacnpoCTPaHeHbl U UCTMOMb3YIOTCA BO BCEX OTPACHAX NPOMBILLNIEHHOCTH.

5.1.4.4 XKU3HEHHbIV LMKN 1 YPOBEHb AeTann3auuu

3Tu CcTaHaapTbl B NEPBYIO OMEPEAb NMPUMEHUMBI K MPOEKTUPOBAHUIO U pa3paboTKe XXU3HEHHOTO LMKna
CUCTEMbI UM MPOrPaMMHOTO 0BecneyeHuns.

5.1.4.5 CBAa3b (OTHOLUEHMNE)

NCO 9241 cocTouT U3 cepuii CTaHAAPTOB, KaXKAasa U3 KOTOPbIX COCTOUT U3 HECKOMNbKNX YaCTeN, BKNIOYas:

- Cepus 100. SproHOMUYHOCTbL NPOrPaMMHOro obecnevyeHus.

- Cepusa 200. MNpouecchbl B3anmMoaencTBmsa YenoBeka nu CUCTEMBbI.

- Cepus 300. Ycrpoictea oToOpaxeHus n annaparHoe obecnevyeHune ans yCTpoOuCTB 0TOBpaXKeHus.

- Cepusi 400. dusnyeckue BxogHble yCTponcTea. MpuHLMNBI 3ProHOMUKN.

- Cepusg 500. NponsBoaCTBEHHAA 9PrOHOMMKA.

- Cepus 600. SproHoMuKKa OKpy>KatoLLeli 06CTaHOBKH.

- Cepus 700. MpuknagHble npeaMeTHble obnacTu. Jucnertyepckue.

- Cepus 900. TakTUNbHbIE U CEHCOPHLIE B3aMMOAENCTBUS.

[aHHble cTaHaapTbl, BKNo4ada, Hanpumep, MCO 9241-210:2010, npeaocTaBnalT HEKOTOPbIE U3 Hanbo-
nee akTyanbHbIX BbLIBOAOB O NPUMHLUMMNAX U NPOLECCAx MPOEKTUPOBAHUSA HA OCHOBE YenoBeveckux hakTopos,
yaensa ocoboe BHUMaHWe NPUMEHEHUAM UHTEPAKTUBHOIO NPOrpaMMHOro o6ecneyeHus, KOTopble OTNM4atoT
3TU CTaHZapThbl OT APYrMX CTAHAAPTOB, OPMEHTUPOBAHHBLIX HA MEeAULIMHCKME NMPUBOopEI.

5.1.5 PykoBoAcTBO NO 6€30MacHOCTH

5.1.5.1 Obnactb NPUMEHEHUS

PykoeoactBo NCO/M3K 51 npegoctaBnAer paspaboTuMkam CTaHAApPTOB PYKOBOASLUME YKa3aHUS
Nno BKIIOYEHWIO acnekTtoB Ge3onacHOCTM B cTaHgaptbl. PykoBoacteo MCO/MOK 51 gensetca obwmm
PYKOBOACTBOM K pa3paboTke CTaHAApTOB, CBA3AHHbIX C 6830MacHOCTbI0. OHO NPUMEHUMO K NIOOOMY aCnekTy
Ge3onacHoCTU nogen, UMyLLECTBaA UK OKPYXKaloLWEn cpeabl NMbo K KoMOMHaumMmM ogHoro unu bonee arux
acnekToB (Hanpumep, 6€30MacHOCTb TOMbKO NMOAEN; NoAen U UMYLLECTBA; NoAen, UMYLLECTBA U OKpY>KatoLLe
cpeabl).

5.1.5.2 NpumeHnMoCcTb/NpUemMneMocTb pucka

Pykosoacteo MCO/M3K 51 ncnonb3yeT noaxod, HanpaBfeHHbI Ha CHWXEHME pUCKa, CBA3AHHOIO C
MCNONb30BaHWMEM U3AEeNnUs, NPOLECCOB UMK YCIyr. PACCMOTPEH NOMHbIN XWU3HEHHBIA LUK U3aenus, npouec-
Ca WM ycnyru, B TOM YUCMe Kak NpefHa3HayeHHOro MCMonb30BaHUs, Tak U 0G0CHOBAHHO MPEACKa3yemMoro
HenpaBuUbHOMO MCNOMb30BaHWA. PYKOBOACTBO yaenseT BHUMaHue npobneme 6€30NacHOCTU U AOCTUXKEHUSA
6e30MacHOCTM NyTEM CHUXEHUS PUCKA A0 NPUEMIEMOrO YPOBHS.

5.1.5.3 MNoaTBep>xaeHne ncnorib3oBaHuA

MoHsATuAa n onpegeneHusa 6€30NacHOCTM M PUCKA LUMPOKO UCMOMb3YKOTCH B CTaHAapTaXx, CBA3AHHbIX C
MeauuuHckuMu npubopamu, Bkntovaa MCO 14971 u ap.

Crneayet OTMETUTb, 4TO PykoBoacTteo MCO/MOK 51 HaxoauTca Ha cTagumn NpoOBEPKU U YTO CBA3AHHbIE
C HUM pykoBoacTBa (Hanpumep, Pykosoacteo MCO/M3IK 63:2012), AOCTYNHBI U 3aTparMBaloT onpeaenieHHble
NpUMeHeHUs1 MeauLMHCKuX npubopoBs B KOHTekcTe PykoBoactea MCO/MOK 51.

5.1.5.4 NHdpopmaLma 0 KN3HEHHOM LIMKIE U YPOBHE AeTanusauum

B cuny camoro onpegenenus ero obnactu npumeHenuna, Pykosoactso MCO/MIK 51 MOXHO NpUMEHSATL
AnsA paspaboTku CTaHAapToB ANS BCEX CTAAMMN XU3HEHHOrO LIMKNAa NpOrpaMMHOro obecneyeHusi u ypoBHe
CTPYKTYpMpOBaHHOCTW. OHO AAeT yKkazaHusa Ha ypOBHE OOLLUX NOMOXEHUI U onpeaeneHuni.

5.1.5.5 Ces3b (OTHOLLEHNE)

PykoBoactBo MICO/M3K 51:1999 siBnsieTcst BTOPLIM U3AAHUEM, 3aMEHSIOLLMM NepBoe, onybnMkoBaHHOe B
1990 r. ICO/M3K 51 6bino nepsbIM M3 CEPUU PYKOBOACTB, MPeAHA3HAYEHHbIX A 06ecneyeHnss CornacoBaHHoO-
ro noaxoaa K NoHATMIO 6€30MacHOCTM NPU NOArOTOBKE MEKAYHApOAHbIX cTaHaapToB. Pykosoactso MCO/MIK 51
npeasnaeno HeobxoaMMoCTb PyKOBOACTBA ANns obnacTu, ans kotopoin 6bino co3gaHo Pykosoacteo MCO/MOK 63.
B cootBetctBuM ¢ PykoBoactBom MCO/M3K 51 moryT notpeboBaTbCs AOMONMHUTENbHLIE PYKOBOACTBA ANS TeX
obnacteit, B KOTOpbIX paboTaeT WMPOoKasa KaTeropus MeaULIMHCKUX Npubopos.

PykoBoacTBO Noagpo6GHO OCTaHaBNUBAETCH HA pa3paboTaHHbIX NOHATUAX.
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MpumeyaHus

1 ObnacTb npuMmeHeHus Pykosogctea MCO/MOIK 63 3akntovaetcs B NpeAocTaBneHMn pekomeHaauuin agnsa cosga-
Tenei cTaHAapToB NO BKIto4eHUIo Npobnem 6esonacHocTu B paspaboTky cTaHfapToB No 6e30MacHOCTU MEAULMHCKMX
npubopoB, NpefHasHaYeHHbIX ANS UCNONb30BAHUA B CTPYKTYpEe MEHeAXMEHTa PUCKOB, ycTaHoBNeHHol B MCO 14971.
OT0 noApobHO U3MOXEHO B KOHUeNuusax, paspabotaHHbix B PykoBogctee MCO/M3K 51, no BKMOYEHUIO B CTaHAaPThI,
CBSi3aHHble ¢ 6€30MacHOCTbLIO, BLIMOMHAEMbIE PYHKLUMN U BOCTYNHOCTL ANA UCNONBb3OBAHNUS.

2 Pykosoacteo MCO 73:2009 MeHegxMeHT puckos. Cnosapb (1ISO Guide 73:2009, Risk management — Vocabu-
lary), HECMOTPSl Ha TO YTO He ABMSAETCA PYKOBOACTBOM NO 6€30NacHOCTH, AaeT onpeaeneHns obLnx TEPMUHOB, CBA3AH-
HbIX C MEHeXMEeHTOM puckoB. OHO HanpaBneHo Ha NOAAEePXXaHWEe B3aUMHOTO U NPOYHOrO NOHUMAHWUA N COrNacoBaHHOMO
NOAXOAa, ONucaHue [esSTENbHOCTH, CBA3AHHOW C MEHEAXXMEHTOM PUCKOB, U UCNOMNb3oBaHWe €AUHOW TEPMUHONOTUU Mo
MEHEKMEHTY PUCKOB B MpoLieccax U CTPYKTypax, UMEeIoLUX OTHOLLEHNE K MEHEAXXMEHTY PUCKOB.

5.1.6 MCO 13485:2003 Me auumHckue nsgenua. Cucrembl MeHeKMeHTa kayecTBa. TpeGoBaHua
ana uenen perynupoBanus (ISO 13485:2003 Medical devices — Quality management systems —
Requirements for regulatory purposes)

5.1.6.1 Obnactb NpUMEHEHUA

JaHHbIN MeXayHapOoAHbI CTaHAAPT onpeaensaeT TpeboBaHUA K CUCTEME MEHEIDKMEHTA KayecTBa B TEX
cryvasx, Korga opraHusauum Heobxoaumo NPOAEMOHCTPUPOBATL CMOCOOHOCTb NOCTaBNATbH MEAULMHCKUE
u3genua v NpeaocTaBnATb CBA3AHHOE C HUMKM OOCNyXXuUBaHWe, oTBevalolee TpeboBaHuam notTpebutensa u
YCTaHOBNEHHbLIM TPEOOBAHUAM, NPUMEHUMBIM K 3TUM MEAULIMHCKUM M3AENUSM U CONYTCTBYIOLLUMM YCAyram.

5.1.6.2 NpuMEHUMOCTL/NPUEMNEMOCTb pUcCKa

Tak Kak uenb JaHHOro cTaHaapra 3akniov4aeTcs B COAENCTBUU BHEAPEHUA B CUCTEMbI MEHEXMEHTa Ka-
YecTBa rapMOHU3NPOBaHHLIX YCTAHOBMEHHbIX TPE6OBaHNI K MEANULIMHCKUM U3AEeNUAM, OH B NEPBYIO ovepeab
KacaeTcs CHWKEHWA puUcKa NyTem NOCneaoBaTefisHOr0 MPUMEHEHUA NPOLECCOB MEHeaXMEHTa KavecTsa.
OH npumeHseTca NpoM3BoAUTENEM MPOrpaMMHOro obecnedeHus aAns NPou3BoACTBA UMM NPOEKTUpOBaHUs/
pa3paboTku 1 NPOM3BOACTBA U3AenuA(uii), yaoBNEeTBOPAIOWEro(Mx) yCTaAaHOBNEHHbIM TpebOBaHUAM K Meau-
LUMHCKUM npudopam.

5.1.6.3 MNoaTsepxaeHUe UCNONbL30BaHUA

NCO 13485 u ero BapuaHnTtel (Hanpumep, TpebGoeaHusa k cucteme kavecrsa FDA) ucnonb3ylotca ans
perynupoBaHus NPUMEHUMOTO NPOrPaMMHOI0 06ecneyeHns MeaULMHCKMX YCTPOICTB M CheuuansHo onpe-
JAeneHHbIX NPUMOXEHUI U KOMMNOHEHTOB MEAULIMHCKOTO NporpaMMHOro obecneueHusi B EBponeiickom coiose,
KaHnage n CLLA.

5.1.6.4 NHpopMaums O KM3HEHHOM LIMKIE M yPOBHE AeTanu3auum

MpumeHsieTca K NpoekTupoBaHuio (OT paspaboTku KOHUENUMU 40 NPOEKTUPOBaHUs) U paspabotke (pas-
paboTka u Nnpon3BoACTBO), BKIKOHYAA KOMMOHEHTbI U MPUITOXKEHUS.

5.1.6.5 CBA3b (OTHOLLEHUE)

MCO 13485:2003 ocHoBaH Ha MCO 9001:2000 (oH umeet TOT xe dopmart, uto u1 UCO 9001:2000, u
GONbLUMHCTBO TeX e TpeboBaHuii), HO Npy 3TOM TPeOOBaHUSA OTHOCUTENBHO «YAOBMNETBOPEHUs TpeGoBaHMUM
3aKa34MKay U «NOCTOSHHOIO YNy4LUeHUSA» ObINM U3MEHEHbI.

MCO 13485:2003 umeet conyTcTBytowmii pykoeoasawmin ctaiaapt, UCO/TO 14969:2004, no npumeHe-
HUIO TpeboBaHWi ANa CUCTEM MeHeMKMeHTa kayecTBa. OH He f06aBnAeT unu MHbIM 00pa3oM HE U3MEHS-
eT TpeboBaHna NCO 13485. [JaHHbIN TEXHUYECKUA OTYET HE BKIIOYAET TpeboBaHUs, KOTOPbIEe AOSHKHbI UC-
Nnonb30BaTbCH B KAYECTBE OCHOBLI ANS HAA30PHbLIX NPOBEPOK UMK AEATENbHOCTU MO OLUEHKe cepTudukauuu.
NCO/TO 14969 He pa3spaboTaH cneyumanbHO AN NporpaMmHoOro 06ecrne4eHmns, Ho pacnpoOCTPaHSIETCA HA BCe
MeAULIMHCKMEe Npubopbl U NPeaoCcTaBnsaeT pPekoMeHAaUun, KoTopbie MOryT ObiTb MCNOMb30BaHbl ANS pa3b-
sicHeHus TpeboBaHuin UCO 13485 n ana unnocTpaumm HEKOTOPbIX M3 MHOXECTBA METOAOB U NOAXOAOB, A0-
CTYNHbIX AN yaosneTBopeHua Tpebosanuin MCO 13485.

5.1.7 M3K 62304:2006 MporpammMHoe o6ecnevyeHrne MeaAULUHCKUX NpuGopos.. NMpoueccol
XXU3HEHHOro UMKna nporpammMmHoro o6ecnevyeHusa (IEC 62304:2006, Medical device software —
Software lifecycle processes)

5.1.7.1 Obnactb NpUMMEHeHUs

[aHHbIn cTaHgapT onpeaensieT TpeboBaHUsA K XXU3HEHHOMY LMKNY NporpaMMHOro obecneveHus meau-
uMHckoro obopyaosanus. Habop npoueccos, AENCTBUI M 3aAad, ONMMCAHHBIX B AAHHOM CTaHgapTe, ycTaHaB-
nuBaet o6LUMii Noaxoa AN NPOLECCOB XM3HEHHOTO LMKa NPOrpamMmmMHOro o6ecnedYeHns MeauumMHcKkoro o6o-
pyaoBaHus.

5.1.7.2 NIpUMEHUMOCTL/NPUEMMNEMOCTE pUCKa

CrtaHgapt M3K 62304 npegHasHayeH UMEHHO Ans NPOrpaMMHOro o6ecneqeHnst MeauUMHCKOro obopy-
[OBaHuWs, BKINOYas nporpaMmHoe obecneveHune, KOTopoe, camo no cebe, ABNAETCA MEAULIMHCKUM NPUBOpPOM.
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Crangapt onpeaenset atpudytol CMK, KOTOpble NPOM3BOAMTENL NPOrpaMMHOro obecnedeHunst Byaer npume-
HATb K XXM3HEHHOMY LIMKIy NPOrpaMMHOro obecneyeHuns, BKknoyas npoekTuposaHue, paspaboTky, nponseoa-
CTBO U TexHU4ecKoe obcnyx>uBaHue. 3Tu aTpubyThl NPOLIECCA UCMONb3YIOTCA AN OLEHKM M aHanu3a pucka,
KOTOpPbIA OyAeT BbINOMHATL NPOU3BOAUTENb MPOrPamMMHOro obecneveHns — nNpoLece, KOTOPbIM Takke onpe-
JerneH B cTaHaapTe.

5.1.7.3 MNoarteepxaeHme ncnonb3oBaHus

M3K 62304 Bce 4aLle UCMNOonb3yeTCa U YNTOMUHAETCA B CCbIfikax kKoMnaHuin-noctasLmkos B EC n CLUA.

5.1.7.4 XKu3HeHHbIn UMKN 1 ypoBEHb AeTanusaumu

MpumeHsaeTca K npoekTupoBaHuio (OT pa3paboTKkM KOHUenuuu A0 NPOEKTMPOBaHuUs) U paspabotke
(paspaboTka, NPOU3BOACTBO U MOCNENPOU3BOACTBEHHbIE CTAAMN), BKINOYAA KOMMNOHEHTbI U NMPUIOXEHUS.

5.1.7.5 Cesa3b (OTHOLUEHUE)

CtaHgaptbl N0 MEHEIXKMEHTY MEAULIMHCKUX YCTPOUCTB, Takne kak MCO 13485 n MCO 14971, npego-
CTaBnAT Cpeay MEHePKMEHTa, KOTopas 3aknaabiBaeT OCHOBY ANSA opraHu3auui no paspaboTke usgenui.
CraHgaptbl no 6e3onacHocTu, Takme kak MOK 60601-1 n1 MOK 61010-1, chopmupytoT cneumansHoe Hanpas-
neHue Ans co3gaHus 6e30nacHbIX MeAMLUHCKMX NpubopoB. Ecnu nporpammHoe obecnedeHue siBNAETCA Ya-
CTbIO TaKMX MeguUUHCKnx npubopos, To MOK 62304 npegocrasnseT 6onee getanbHoe onucaHue AeNCTBUN,
KoTOopoe TpebyeTca Ansa paspaboTku U noaaepkkn 6e3onacHoro NporpaMMHOro obecnevyeHns MegmuuHCKUX
npubopos. M3K 62304 6bin co3gaH Ha ocHoBe CO/M3K 12207 n coaepxuTt Tabnmuy nepekpeCTHbIX CCbIMOK,
KoTopas o0beauHSET aBa cTaHgapTa.

5.1.8 UCO 14971:2007 Me guumuHckue npudopsbl. [lpuMeHeHne MEHeMKMEHTa PUCKa K
MeauLMHCKUM npubopam (ISO 14971:2007, Medical devices — Application of risk management to
medical devices)

5.1.8.1 Obnactb NPUMEHEHUS

NCO 14971 ycTaHaBnuBaeT AnA NPOU3BOAUTENSA NPOLECC ONPedeneHnsa OnacHOCTEN, CBA3AHHbIX C Me-
OWLMHCKMMU YCTPOMCTBAMU, B TOM YUCIE C MEAULMHCKUMU npubopamMy B AUarHOCTU4eckux nadoparopusix
(IVD), a TakKke npouecchbl OLEHKN U BbIYMCIEHUSA CBA3AHHBIX PUCKOB, YNPaABAEHUA 3TUMKU PUCKAMK, BKNOYAA
KOHTPOMb 9MMEKTUBHOCTU TAKUM YMNpaBIEHNEM.

5.1.8.2 NpUMeHNMOCTb/NPUEMNEMOCTb pUcKa

CraHpapT ycTaHaBnuMBaeT NpPOLECC, KOTOPbIA NMPOU3BOAUTENbL UCMONb3yeT Ansl MAeHTUdUKaLum, Ko-
NIMYECTBEHHON OLEHKN PUCKOB U ynpasneHust umu. Ha Hero npuBegeHbl cobinku B MOK 62304, u oH yacto
UCMNOMb3yeTcsl NPOU3BOAMTENSAMU AN NOATBEMKAEHUS COOTBETCTBUS 3MEMEHTaM MEHEKMEHTA PUCKOB
MCO 13485.

5.1.8.3 NoaTBepXaAEHUE UCNONb30BaHUSA

B psine BeaoMmcTB ObINoO 3akoHoAaTenbHO 0)opMneHo, Yto TpeboBaHus MCO 14971 aomxHbl cobnio-
Aatb. HekoTopble n3 HUX (He3akKpbITLIA NEpeYEeHb) BKIMIOYAloT B cebst KOxHyio Apuky, ApreHTUuHY u Bpasunmio.

5.1.8.4 Nuchbopmaums 0 XKM3HEHHOM LIMKINE U YPOBHE AeTanu3auum

MNCO 14971 npumeHsaeTca K NPOEKTUPOBAHMUIO (OT pa3paboTkM KOHLENUMU A0 NPOEKTUPOBAHUA) U pa3-
pabotke (paspaboTka u NPoU3BOACTBO) ANA UCTMIONbL30BAHUS NPOEKTUPOBLUMKAMU HA MOCTNPOU3BOACTBEHHbIX
CTaAUSIX XKM3HEHHOTO LIMKNAa U K KOMMNOHEHTaM U HEKOTOPbLIM MPUIOXKEHUSIM.

5.1.8.5 CBAa3b (OTHOLIEHUE)

NCO 14971 npepocTtasnsieT TpeboOBaHUS K NPOLIECCY MEHEMKMEHTA puckoB ansa M3K 62304 u gonon-
HaeTca M3K 62304.

NCO 14971 umeet conyTcTByIOLMI pykoBoaaLwmin ctaHaapt MOK/TO 80002-1:2009, B KOTOPOM AaHbl
yKa3aHus no npumeHeHuto TpebGosanui, cogepxawmxcs B MCO 14971, k nporpaMMHOMY 06eCcneyeHunio me-
AULIMHCKOTO 060pYyAOBaHUA C AONOMHUTENbLHBLIMU CCbinkamu Ha MOK 62304:2006 MporpamMHoe oGecneve-
HUe MeamuuHckoro npubopa. Mpouecehbl XXU3HEHHOTO LUKIa nporpaMMHoro obecnevenus (IEC 62304:2006,
Medical device software — Software life cycle processes). MOK/TO 80002-1 He gobaBnseT u kakum nubo
MHbLIM 00pa3om He namensieT TpedosaHua MCO 14971:2007 nnm M3OK 62304:2006.

PykosoacTteo B MOK/TO 80002-1 npeaHa3HA4YeHO ANs NPAKTUKYIOLWNX CNELMANUCTOB NO MEHEAKMEHTY
PUCKOB, KOTOPbIM HEOGX0AUMO OCYLLIECTBNATL MEHEKMEHT PUCKOB, €CNU NPOrpammHoe obecneyeHue BKIO-
YEHO B MeAULMHCKMI(YI0) Npubop (CUCTEMy), a TaKke AN MHKEHePOB NPOrPaMMHOIo o6ecneyeHus1, KoTopble
JOIDKHbI NOHUMATDL, Kak cobnmogaTb TpeboBaHUSA N0 MEHEDKMEHTY PUCKOB B COOTBETCTBUM C NCO 14971.

Cneayet OTMETUTb, YTO Aaxe HeCMOoTps Ha To, uto NCO 14971 u conyTereyowmin MIOK/TO 80002-1
COCpEeAOTO4EHbl HA MeauLUMHCKUX npubopax, MIK/TO 80002-1 MoxeT ObiTb MCNONb30BaAH ANA peanusauum
npouecca MeHemxkMeHTa puckoB 6e30nacHOCTM Ans Mio6oro MeaUUMHCKOrO NPOrpaMMHOro obecneyeHus
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B MEAMLIMHCKOW Cpeae He3aBUCUMO OT TOro, knaccuduumpyeTcs N MeauunMHCKoe nporpamMmMHoe obecrede-
HWe Kak MeauuuHckuin npubop. MOK/TO 80002-1 npeaocTaBnseT NPeBOCXOAHOE PYKOBOACTBO MO OLIEHKE W
KOMMYECTBEHHOMY OnpeaernieHno puckoB 6€30NacHOCTM MEANLMHCKOTO NPOrpamMmMHOro obecneyeHnst Ha cra-
ANAX NPOEKTUPOBaHUA U Pa3paboTKKU M BKIKOYAET NONE3HbIE NPUNOXKEHUSA C NPUMEPaMMU.

5.1.9 M3OK/TO 80001-1:2010 MeHeaxmeHT puckoB ana UT-ceTel ¢ MeOULMHCKMMU NpUGopamMu.
YacTb 1. Ponu, otBeTCTBEHHOCTU U AeAaTenbHocTb (IEC 80001-1:2010, Application of risk management
for IT networks incorporating medical devices — Part 1: Roles, responsibilities and activities)

5.1.9.1 Obnactb NpUMEHEHUs

MO3K/TO 80001-1:2010 onpeaensieT ponu, OTBETCTBEHHOCTU U AENCTBUS, HEOBXOaMMbIE ANs MeHen-
XXMeEHTa puckos NT-ceTet, BKMOYAOLLMX MeaULMHCKUE NpubopsbI, ANA pacCMOTPEHMSA OCHOBHbIX CBOMCTB 6e3-
0nNacHOCTH, 3PAEKTUBHOCTM U 3ALUNLLEHHOCTM AaHHBIX U CUCTEM. OTOT CTaHAapT He onpeaenseT npuemne-
Mbl€ YPOBHU pucka.

5.1.9.2 NpUMEHUMOCTL/NPUEMNEMOCTb pUcka

3TOT CTaHaapT OTHOCUTCH TOMBbKO K MEHEIXXMEHTY PUCKOB, MOCKOMbKY OH MPUMEHSIETCS HA NpeaMeT
BKIMIOYEHUA MEAMLIMHCKOrO ycTpoicTea B UT-ceTn. 3TOT cTaHAapT UMEET UCKNIOUUTENBHOE 3HAYEeHHne, Tak Kak
OH OTHOCMTCSH K BnagenbLy/oneparopy Wnm Apyroi CTOPOHE Kak K OTBETCTBEHHOIN OpraHn3auum.

B yactHocTn, MOK/TO 80001-1:2010 onpeaensieT npouecc, KOTOPbI OTBETCTBEHHASI OpraHU3aLms UC-
nonb3yeT ANA uaeHTUdUKaUMKN, KONUMYECTBEHHON OLIEHKU U MEHEeM)XXMEHTa PUCKOB, BKIouas obszarenbHoe
pacnpeaeneHvue ponen B opraHu3auuu: OTBETCTBEHHAA OpraHu3auma obs3aHa Ha3HA4uTb NIOAEN Ha POnu,
onpenenexHble B 3TOM CTaHAapTe. [aHHblii CTaHAAPT onpeaenset 06s3aHHOCTHU, CTosILLME 32 STUMU PORSIMU.
Haun6onee Ba)xHOI U3 3TUX POnen ABNSETCA PONb MEHeAKEpA N0 puckam meauumHckux UT-ceteir. Ha gaHHyio
posib MOXET ObITb Ha3HA4YeH OAWH U3 YNIEHOB OTBETCTBEHHOW OPraHM3auuu UK BHELUHWUIA NOAPSAAYMK.

Hanpumep, BknoYeHne B CETb UNK yAaneHne U3 et MEAULIMHCKOTO YCTPOMCTBA UIMKU APYrMX KOMMOHEH-
TOB B UT-ceTsix ABNseTCA 3agayen, Kotopas Tpebyet nnaHa AeNCTBUMN; OHA MOXKET HAXOAUTbLCS BHE KOHTPONA
NPOW3BOAMUTENS MEeANLMHCKOIO YCTPOIACTBA.

5.1.9.3 MNoaTBepXxaeHUe NCMNONb30BaHUA

MO3K/TO 80001-1 OTHOCKTCA K BHEAPEHUIO (M IKCnAyaTauuu, B TOM YUCTE KNUHUYECKOMY UCTONb30Ba-
HUWIO), @ TaKXe TOMbKO K KOPNOPATUBHBIM MPUINOXKEHUAM.

5.1.9.4 CpA3b (OTHOLLEHMWE)

Hencrensa no MeHemxMeHTy puckos B MOK/TO 80001-1 B 3HAUUTENBHON CTENEHU OCHOBAHLI HA TEX, YTO
ykasaHbl B ICO 14971, HO BbIXOAAT 3a pamku 6€30nNaCHOCTHU, KaK STO onpeAeneHo B nocneaHem. Jencreuna no
YNpaBneHnI0 XXU3HEHHbIM LUMUKMOM, onucaHHble B MOK/TO 80001-1, o4eHb NOXOXK Ha Te, 4TO onucaHbl B UCO/
M3K 20000-2 NHdopmaLmMOHHbIE TexHonorMu. Ynpaenexnue ycnyramu. Yactb 2. PykoBoACTBO NO NpUMeEHe-
HUO cuctem ynpasneHus ycnyramu (ISO/IEC 20000-2, Information technology — Service management —
Part 2: Guidance on the application of service management systems). [JononHutenbHble YacTtu cepun 80001
npeaocTasnsaoT pykosoacTso no M3K/TO 80001-1 u MHCTPYMEHTLI AN NPUMEHEHUSA 3TOrO cTaHgapTa. Boinu
3aBepLUEHbI YETbIPE PYKOBOAALLMX AOKYMEHTA (ApYrMe HaxXoASaTCA Ha cTaaumn paspaboTku), a UMEHHO:

- Yactb 2-1. MNowaroeoe ynpaeneHue pUckoMm B MeauumHckux UT-ceTsx; MpakTnyeckoe npuMeHeHue
n npumepsl (Step by step risk management of medical IT-networks; Practical applications and examples)
NPefoCTaBnAET MNOLWAroBoOe PYKOBOACTBO MO TMPUMEHEHUID MEHeIXKMEHTa PUCKOB MpU CO3ZaHuM W
n3MeHeHun meauumHckux UT-ceter. [laHHaa 4acTb NOKasbiBaeT 3TO C MOMOLULIO NPUMEPOB U UHOPMaLUK
no maeHTMdUKaLMM M yNpaBneHWo COOTBETCTBYIOWMMIU puckamu. Crneayer OTMETUTb, YTO 3TO HE MorHas
uutepnperauma M3K/TO 80001-1:2010, Tak kak oHa npeaocTaBnseT nogpobHy0 MHOPMAaLMIO TONBKO ANs
ctaguu BeinonHeHna MOK/TO 80001-1 (cm. 4.4).

- YacTb 2-2. PykoBOACTBO NO PaCKPLITUIO M MPEAOCTABNEHMIO UHDOPMAaLUK O HYXXaax, PUckax v cpeacrTeax
ynpaeneHus MeauuuHckuMmn npubopamu (Guidance for the disclosure and communication of medical device
security needs, risks andcontrols) npefoCTaBnsAeT pyKOBOACTBO OTHOCUTENIbHO TOr0, Kak cpeacTtea Gesonac-
HOCTW, yKasaHHele B MOK/TO 80001-1, MOryT GbiTb PACKPbITbI U PACCMOTPEHbI MEXAY 3aUHTEPECOBaHHbLIMU
cTopoHamu B npoekTax UT-ceTein meanuMHCKMX yCTpocTB. OHO NpeaoCTaBnseT OCHOBY AJ1S guanora no
Bonpocam 6e30nacHOCTH.

- Yactb 2-3. PykoBoacTBo no 6ecnpoBoaHbIM ceTam (Guidance for wireless networks) naeT npakTuieckue
pekoMeHAauMn N0 MEHEIPKMEHTY PUCKOB, HE0BX0AMMbIE ANS UCNOMb30BaHUA MEAULMHCKMX NpUbopoB ¢ noa-
aepxkor 6ecnpoBOAHON CBA3M U CETEBLIX MEAMLMHCKUX NpubopoB. OHO He crieayeT METOAO0NOrUu, HO OT-
[eNbHO paccMaTpUBaET KaXao0e CBOIMCTBO OeCnNPOBOAHON CBSA3W U NOTEHUMATBHbI PUCK.

-Yactb 2-4. OO6iee pykoBOACTBO MO MPUMEHEHWIO ANS MELULMHCKMX opraHusauuin (General
implementation guidance for healthcare delivery organizations) nomoraeT opraHusauusiM, OKasblBaOLLMM
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MeauUMHCKne ycnyru, ouenutb aevicteue MOK/TO 80001-1 Ha opraHusaumm u cospatb ceputo GU3HeCOB B
Buae o6blYHbIX NPOLIECCOB AN YNPaBNEHMA PUCKOM HA CTaAusAX CO34aHUsA, CONPOBOXAEHUS U NOAAEPXKAHUA
B paboyem cocrostHuu meauumHckux UT-ceten.

5.1.10 UCO 27799:2008 UnchopmaTnsauma 3gopoBba. MeHepKMEeHT MHPOPMaALIMOHHON
6e3onacHoCTU B 3apaBooxpaHeHumn no MCO/M3K 27002 (ISO 27799:2008, Health informatics —
Information security management in health using ISO/IEC 27002)

5.1.10.1 O6nacrb NpUMEHEHUA

NCO 27799 copepxMT pPyKOBOASLLME YKa3aHUA, HeobDXoauMbIE AN MHTEPNpPETaLMK UNU BHEAPEHUA
MCO/M3K 27002 B obnacrtu U3, n siBnaeTca gononHeHueM kK atomy craHgapty. UCO 27799 onpeaensier noa-
pOOHbLIN HAbOp 9NEeMEHTOB yNpaBneHust Ans MEeHeMKMEeHTa MH(OPMaLMOHHONW 6e30MacHOCTU U COaepPXUT
pykoBoasme ykaszaHuss Ans obecnevyeHuss HaunyylumMx NPaKTUYECKUX pe3ynbratoB U 06sA3aTenbHble
TpeboBaHuA aAns 3aWuUTbl KOH(PUAEHUMANBHOCTU, LIENIOCTHOCTU M AOCTYMHOCTU NEPCOHANBLHON MEAULMHCKON
uHcpopmauuu. MCO 27799 Take BKIIOYAET TPEOOBAHMS K NPOEKTUPOBAHUIO, pa3paboTke, BHEAPEHUIO U
TEXHUYECKON noaaepke MHPOPMaLMOHHBIX CUCTEM.

5.1.10.2 NpUMEHUMOCTb/NPUEMINEMOCTb pUCKa

NCO/M3K 27002 asnsaerca CBOAOM Npasusl, KOTOPbIW onpeaenser cpeacrea ynpasnenus ana CMUB.
NCO/M3K 27002 siBnsieTca mMacwmabHbIM, CMOXHBIM CTAHAAPTOM, M €r0 pekoMeHAauuu He paspaboTaHbl
cneunanbHo ans cdepbl 3gpasooxpaHenusa. MCO 27799 nopgaepxuaer BHeapeHne NCO/MOIK 27002 B
cchepe 3apaBoOXpaHEHMs NOCNeAOBaTENbLHO U yaensis 0coboe BHUMaHWE YHMKamNbHbIM 3a4ayam, KOTopble
BO3HUKAIOT B 3apaBooxpaHeHun. CpeacrBa ynpasneHus NPU3HAOTCs 00sA3aTenbHbIMUM, €CRU OHU CYuTa-
10TCA HeoOXxoauMbIMK ANns 3awmThl 6esonacHocTM naumeHToB. Cneaya UCO 27799, meauuMHCKUE OpraHu-
3auumn obecnevmBaloT nNoaaepKky KOH(MUAESHLMANLHOCTU U LIENMOCTHOCTM [@HHbIX, 3@ KOTOPbIE OHU HECYT
OTBETCTBEHHOCTb, AOCTYNHOCTb KIMIOYEBbLIX CUCTEM MEAULMHCKOW MH(OpMaLMM U noaaepxky BO3MOXHOCTH
yyeTa MeAULIMHCKOW nHdopMaLmu.

5.1.10.3 NHcpopmMaLus O XXM3HEHHOM LMKIE M YPOBHE AeTanu3auum

MpUMeEHAETCs K NPOEKTUPOBaHUIO, pa3paboTke, peanu3auuum W akcnnyarauuu (1. €. KIMHUYECKOMY
UCMONb30BAHUIO U TEKYLLEMY O0OCNY>XMBAHMIO), & TAKKE K NPUIOXEHUSIM U KOPMOPATUBHLIM MPUMOXKEHUSM.

5.1.10.4 CBsi3b (OTHOLLEHKNE)

Bbibop 1 npuMeHeHne cpeacTe ynpaeneHus 3awmton B MCO/M3K 27002:2013 GyayT OCHOBAHbLI Ha
OLIEHKE PUCKOB B KOHKPETHOI cpeae. Takum o6paszom, NCO 27799:2008 orpaHM4MBAET HEKOTOPLIE CpeacTea
yrnpaeneHus nyTeM NpoBeAeHns o6Len OLIEeHKN MEeANLMHCKOW UHhopMmauun.

NCO 27799 saBnsaeTcs cneunanu3aupoBaHHON ana sapasooxpaHeHus sepcuen MCO/M3K 27002 Uk-
cdhopmaLmoHHble TexHonoruu. Cpeacrea obecneyeHns 6esonacHocTu. CBOA HOPM U MPaBUN MEHEMKMEHTa
uHopmMauuoHHon 6esonacHoctu (ISO/IEC 27002 Information technology — Security techniques. — Code
of practice for information security management), kotopas npegocraBnsieT nepeveHb o6LWEeNnpUHATLIX 3aaady
yNpaBneHust U HaunyuyLLMx CPeCTB YNpaBneHNUs, UCMONb3yeMbIX B Ka4€CTBE PyKOBOACTBA NP BbIGOpe u BHE-
ApeHun cpeacTB ynpasneHus Ans JOCTMKEHUA MHpopMaLnoHHol 6ezonacHocTu. UCO/M3K 27002 asnsaetcs
yacTblo cemencTea craHgapros MCO/M3K 27000.

maBHbIM cTaHaaptom cemeictea MCO/MOBK 27000 sinsietca MCO/M3AK 27001 UndopmaumoHHble
TexHonorun. MeToabl U cpeacTea obecrnedeHns 6e3onacHOCTU. CUCTEMbI MEHEAKMEHTa MH(OPMALIMOHHON
6esonacHocTu. TpebosaHus (ISO/IEC 27001, Information technology — Security techniques—Information se-
curity management systems — Requirements), KOTOpbIii onpeaensieT TpeboBaHUA K CO3AAHUIO, JKCNyaTa-
LMK, KOHTPOIHO, aHanu3y, TEXHUYECKON NoAAEPXKKE U COBEPLUEHCTBOBAHMUIO (DOPManu3oBaHHON uHdopmauum
cUCTeM MeHeaxMeHTa 6e30nacHOCTM B KOHTEKCTE 0OLLMX AeNOBbIX PUCKOB OpraHu3aumu.

MCO/M3K 27005 MHdopmaLmoHHble TexHonoruu. MeTtoabl u cpeacrea obecnedeHnsa 6e30nacHOCTU.
MeHemkMeHT pucka uHdopmauyuoHHon 6esonacHoctu (ISO/IEC 27005, Information technology — Security
techniques — Information security risk management) npegocraBnsaeT pykoBoACTBO N0 MEHEAXKMEHTY PUCKOB
MHGOPMAaLMOHHONW 6e30nacHOCTM, B TOM 4YMCIe COBETLI NO OLEHKE PUCKOB, 0BpaboTke PpUCKOB, NPUHATUIO
pucka, NpeaynpexaeHnto 0 puckax, KOHTPOMIO PUCKOB U aHanu3y pUCKOB.

MpumMmeyvaHusn

1NCO/MBK 27001 hopmarnbHo onpeaenseT obssatensHble TpeboBaHua K CMUB. OH ucnonbayetr UICO/M3K 27002,
4TOBbI YKasaTb COOTBETCTBYHOLLME CPEACTBa yrNpaBneHns nHgpopmaLMoHHoi 6eaonacHocThio B pamkax CMUB. B opraHu-
3aUMKn MOXeT ObITb NpoBeaeH ayaut no MCO/M3K 27002, Ho HeT cnocoba NpoiTh «cepTUUKaLUIO» Ha €ro OCHOBaHUM,

TaK KaKk OH SBNseTCs cBofoM Npasun. OpraHusayus MoxeT npoiTn ayaut no MCO/M3K 27001 u nonyuuTb ceptudukar
COOTBETCTBUS.
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2 CTaHgapThl N0 UHOPMaLMOHHON Ge30MacHOCTM HEMOCPEACTBEHHO MPUMEHSIIOTCS ANS ynpasneHus Gesonac-
HOCTBIO MPW MCMOMbL30BaHUM 1 SKCTyaTalMu MegULMHCKOro NporpaMMHOro obecnedeHns, obecnednsas LenocTHOCTb
WHOPMaLMK U rapaHTUPOBaHHYH AOCTYMHOCTb.

5.1.11 UCO/TO 27809:2007 NHpopmaTusaumusa 3gopoBbA. Mepbl oGecneyeHnna 6e30nNacHOCTH
nauMeHTa npyu UCNosib30BaHMU MEeOULIMHCKOrO NporpaMmHoro o6ecnevyenus (ISO/TR 27809:2007,
Health informatics — Measures for ensuring patient safety of health software)

5.1.11.1 O6nactb NpUMEHEHNSA

[aHHbIN TEXHUYECKMIT OTUYET pacCMaTpUBaET MepbI yNpaBneHus, Heobxoaumele ana o6ecneveHus Ges-
OMacHOCTW NaLUeHTOB AN MEAULIMHCKOrO NPOrpamMmmHOro obecneveHnst. 3To He OTHOCUTCA K NPOrPaMMHOMY
ob6ecneyeHmnio, KOTopoe:

- HeoGxoAMMO ANA HaanexaLuero NPUMEHeHNs MegMLMHCKOro npubopa,

- ABNSIETCA BCMOMOraTenbHbIM CPEACTBOM ANA MeAULUHCKOro npubopa,

- ABNSIETCA CAMOCTOATENbHBLIM MEANLMHCKUM NPUGOpOM.

Tem He MeHee TEeXHUYECKUW OTYET HAYMHAETCA C PACCMOTPEHUSA CPEACTB YNPAaBMEHUA XXM3HEHHBIM
LIMKIOM NporpamMmMHoro obecneqeHmsi, KoTopbie NPUMEHSOTCA K MeAULIMHCKUM YCTPOWCTBaM, Npeanaraiowmm
MPakTUYECKME pPELUEHUA, U CnOCOGOB NPUMEHEHUS STUX SNEMEHTOB YNPAaBIIEHUS K MEAULIMHCKOMY
nporpaMMHoOMy 06eCneYeHuto.

OpHa 13 BaXHbIX Lenen TEXHNYECKOro 0TYETa 3aKIo4aeTca B onpeaeneHnmn Toro, Kakom u3 ctaHaapTos
nyylle BCEro UCnomnbL30BaTb MNW CO34aTb, €CNUM MEAULMHCKOE nporpaMMHoe obecneveHne Heobxoanumo pe-
rMameHTUPOBAaTb UMM KOHTPONMMPOBATb HEKOTOPLIM CMOCOBOM.

5.1.11.2 [MpuMeHUMOCTb/NPUEMNEMOCTb pPUCKa

Ocoboe BHUMaHME B AAHHOM TEXHUYECKOM OTYETE COCPEAOTOUEHO HA MEHEMKMEHTE PUCKOB, KaK Ha
O[JHOM W3 CPEACTB yNpaBneHnus. B aTOM OTHOLIEHUM AOKYMEHT paccMaTpuBaeT psaa UMEIOLUXCA CTaHAapToB
N0 MEHEeIXXMEHTY PUCKOB (B TOM 4MUCMe HEMeAUUMHCKMEe cTaHaapTbl, HanpuMmep MOK 61508) u skniovaer
knaccudukauuio puckos n3 MCO/TC 25238.

5.1.11.3 UHpopmauma 0 XKU3HEHHOM LIMKNE U YPOBHE geTanu3auuu

Hapsaay cTeM, 4To «CpeAcTBa ynpaBneHuns NPOeKTUPOBaHUEM» ABHO ONPeAen€eHbl Kak 04HA U3 BO3MOXHbIX
Mep, CTaHAapT KOCBEHHO yAEensieT BHUMaHWE HavarbHbIM CTagauAM XXM3HEHHOTO uukna (NpoekTMpoBaHue
n paspaborka). TEXHUYECKMIA OTYET, OAHAKO, MPU3HAET, YTO TaKME LUaru AOIDKHbI ObITb NPEANPUHATBLI ANA
YyCTPaHEHUs PUCKOB, BO3HMKAIOLWMUX U HA Gonee no3aHMX CTaausiX XXMU3HEHHOTo umkna. Obnactb NpuMeHeHUst
TEXHUYECKOTO OTYETA PACNpPOCTPAHAETCA NPEUMYLLECTBEHHO HA NPUIIOKEHUSI, XOTSI MOXKHO CYMTATb, YTO U Ha
KOMMOHEHTbI.

5.1.11.4 CBA3b (OTHOLLEHKE)

TEeXHUYECKUI OTYET CCLINAETCA HA 3HAYUTENBbHOE KONMYECTBO COOTBETCTBYOLMX cTaHaapTtos. UCO/TP
27809 ccbinaetcs Ha HacToSLUMI CTaHAAPT U OXBaTbIBAET aHANOMMYHble 06NacTM NPUMEHEHUs1 U NPOBNeMbl.
Mpeanonaraetca, 410 UCO/TP 17791 npepocTtaBnsieT OOHOBNEHHOE W COBPEMEHHOE NpeacTaBrieHue
npobnem CraHgapToB, KOTOpPbIE Fy4lle BCEro Mcnonb3oBarb Ans obecnevyeHuss 6e3onacHOCTM NauMeHTOB B
MEAULMHCKOM NPOrpamMmmHOM obecneveHun.

5.1.12 UICO/TC 25238:2007 UncpopmaTtusauuna sgopoBba. Knaccugpukauus puckos
6e30nacHOCTH, CBA3AHHbIX C MEAULIMHCKUM NPOorpaMMHbIM obecneyenuem (ISO/TS 25238:2007,
Health informatics — Classification of safety risks from health software)

5.1.12.1 O6nacTb NPMMEHEHUS

[anHasa TexHudeckasa cneuudumkauma csasaHa ¢ 6€30NacHOCTLIO NALUEHTOB U AAET pPeKOMEeHAaLmMu
no adanudy W knaccudukaumm OnacHOCTEW WM PUCKOB ANA MNALMEHTOB, BO3HMKAIOLMUX B MEAULIMHCKOM
nporpamMMHoOM o6ecnevyeHuu, ¢ Lienbio NPeaoCcTaBUTb BO3MOXHOCTb NPUCBOEHUS OQHOMN U3 NATU KaTeropuii pu-
cka nmobomy n3genmio. 3To OTHOCUTCA U K ONACHOCTAM, U K pPUCKAM, KOTOPbIE€ MOTYT NPUYMUHUTL BpeZ, NaLMEHTY.
Opyrue pucku, Takue kak bMHAHCOBbLIE UMW OPraHW3aUMOHHbIE, BLIXOAAT 3@ paMKu AAHHOW TEXHUYECKOM
cneumdukauumn, ecnu OHM He HAHOCAT BPea NALMEHTY.

NCO/TC 25238 npumeHsieTcsa k Nobomy MeamuMHCKOMY NporpaMMHOMY obecrneqeHuio He3aBUCMMo ot
TOro, IOCTYNHO NN OHO Ha PbIHKE U UMEETCA B NpoAaxe unu npeaocraenserca 6ecnnarHo. MpuseaeHsl npu-
Mepbl MPUMEHEHUA CXeMbl knaccudukaumu. [laHHaa TexHuyeckas cneumdukaumsa He pacnpoCTPaHSETCs Ha
nporpaMmMHoe o6ecneveHne, KoTopoe HeoGxoauMO ANA HaaNEeXaLero NPUMEHEHUS UMM (PYHKLIMOHMPOBAHUS
MeaULIMHCKOro npubopa.

5.1.12.2 MNpuMeHnMOCTb/NPUEMNEMOCTb pUcka

[laHHaa TexHuyeckas cneuudmkauus yaenser ocoboe BHUMaHue knaccudukaumm puckoB, rae ypoBeHb
PUCKOB MOXHO NPeACTaBWUTbL B BUAE MATpULbl PUCKOB. 3Ta knaccudukauus CTpOUTCS Ha BEPOSTHOCTU U
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nocreacTeum, obpasyoLwmx Asa usmepeHusi matpuubl. MICO/TC 25238 cosgaH Ans MeAULMHCKUX Nporpamm
u obecneynBaeT NpoLIECC pacnpeaenieHus pucka.

5.1.12.3 Nnchopmauusa 0 XXM3HEHHOM LUKNe 1 ypoBHE AeTanu3auun

Tak Kak aHanu3, BbINONHAEMbIN AnA HasHa4yeHnAa pucka, oxeartbiBaeT BCE y4acTBylOLME CTOPOHbI OT
NPOEKTMPOBaHNA A0 pas3paboTkn, peanusauuu, skcnnyarauum u ob6cnyxmBaHusi, 4aHHbI CTaHgapT yaenser
oco60e BHUMaHne BCeM cTagnsam XXU3HEHHOrOo UuMKna, 3a UCKNoYeHneM BbiBOAA U3 KCrnsyaTauuu. OH npume-
HAETCA rmaBHbIM o6pa30M K MPUINOXKEHUAM, XO0TA TaKkKe MOXXET paccMaTpuBatb U KOMMOHEHTbI I'IpVIJ'IO)KeHVIVI.

5.1.12.4 CBAa3b (OTHOLUEHME)

NCO/TC 25238 sBnseTca CaMOCTOATENBHON TEXHUYECKON CneumduKkaLmMen, HO OHa TECHO CBSA3aHa C
NCO/TO 27809.

MpumedaHune —InaHupyetca otMeHUTs MCO/TC 25238 n BritounTs ero B MOK 80001,

5.1.13 M3K 62366:2007 MeauuuHckue npudopbl. MpMmMmeHeHUe 3ProHOMUYECKOro
NPoeKTMPOBaHUA ANnA MeaULMHCKMX npu6opos (IEC 62366:2007, Medical devices — Applicability of
usability engineering to medical devices)

5.1.13.1 OBnacrtb NpUMEHEeHUs

[aHHbIA CTaHaapT onpegensier npouecc, KOTOPbI MO3BOMSET NPOM3BOAUTENIO MPOaHaNM3MpoBarThb,
YCTaHOBUTb, CMPOEKTUPOBAThL, BEpUMPULMPOBAaTL U NOATBEPAUTL COOTBETCTBUE MPUrOAHOCTU K UCNOSIb30Ba-
HUWIO Npu obecneyeHnm 6e30N1acHOCTU MeAULMHCKOro Npubopa. AaHHbli NpoLecc SproHOMUYECKOTO NPOEKTH-
pOBaHWA OLEHMBAET U CMAMYaeT NocneacTBUSA PUCKOB, CBSI3aHHbIX C Npobnemamn UCNonb30BaHUA, a TaKKe
C NpaBuUsbHbIM MCMOMb30BAHNEM U OLLUMOKAMMW MPU UCMONb30BAHUU, TO ECTb C OObIYHLIM UCMONb30BaHUEM.
OH MOXeT ObITb MPUMEHEH AN AEHTUUKALNUM, HO HE ANS OLIEHKN UITM CHUXKEHUS PUCKOB, CBSI3@HHbIX C He-
HagnexaLyum UCnosIb30BaHNEM.

MpuMeyaHUe — B COOTBETCTBUM C LIENSIMIA HACTOALLEro CTaHAapTa NPUrOAHOCTL K SKCrrTyaTaLmMu CBOANTCS
K XapaKTepucTUKaM Monb3oBaTeNbCcKoro UHTepdenca. STOT CTaHAAPT He pacrpOCTPAHAETCS Ha NPUHSTUE PELLEHU B
KITMHWYECKMX YCTIOBWSIX, CBA3aHHBIX C UCNONB30OBAHUEM MEAULIMHCKOO YCTPOCTBA.

Ecnn npouecc 3proHoMM4eckoro NPoOeKTUpPOBaHUA, NOAPOOGHO ONUCaHHLIN B HACTOALLEM CTaHaap-
Te, ObiN BbIMOMHEH, U KPUTEPUU NPUEMKM, YKA3aHHbIE B NMaHe NPOBEPKN SKCNIyaTauMOHHOW MPUrOAHOCTH,
co0nioaeHbl, TO OCTAaTOYHbIE PUCKK, CBSI3AaHHbLIE C MPUIOAHOCTBIO K UCMONb30BAHUIO MEAULMHCKOro 06opyao-
BaHUS, CYUTAIOTCH NPUEMITEMbIMU, ECNIU HET OOLEKTUBHLIX 10KA3aTenbCTB 00paTHOro, COrMacHo onpeaene-
Huio MCO 14971.

5.1.13.2 NpuMeHUMOCTL/NPUEMNEMOCTb pUcKa

MO3K 62366 onucbiBaeT npoLecc 3ProHOMUYECKOro NPOEKTUPOBAHUA HA OYEHb BLICOKOM YPOBHE U
aHarnornyeH noaxoay K MEHEI)KMEHTY PUCKOB, Hanpumep onucaHHomy B MCO 14971.

MO3K 62366 npegHa3HayeH AnsA npov3BoauTeneit u paspaboTymkoB CTAHAAPTOB, A HE AN OpraHu3aLmii-
MCNONHUTENEN, NOITOMY OCHOBHOE BHUMaHWe yAenseTcs npexae BCero NpeanpoAaXKHbiM CTagusAM XU3HEH-
HOTO LMKna.

B TpagULIMOHHOM CMBICNE AAHHbLIN CTaHAAPT B HAMOONbLUEW CTENEHU NPEeAHA3HAYEeH AN MeANLIMHCKUX
npubopos. MNporpammHoe obecnevyeHne ynoMMHAETCa TONbKO OMH pa3 B OCHOBHOW 4yacTu craHpapra (3a
UCKITIOYEHUEM «NPOrPaMMHOI0 obecnedYeHus», ABMSAIOLIEroCsa YacTbio OnpeaeneHns MeaULUHCKOTO yCTPOM-
crBa). Npunoxexue D [koTopoe no cywectsy aensaetca ANSI/AAMI HE74.2001 Mpouecc npoekTupoBaHna Ans
MEAULIMHCKUX YCTPOMUCTB C y4eToM yenosedeckux cpakropos (Human factors design process for medical devic-
es)] obecneunBaet ny4Llyo NPUMEHUMOCTb, OAHAKO BCE NPUBEAEHHbIE MPUMEPDI SABNAIOTCS TPAAULMOHHBIMM,
OPMEHTUPOBAHHBLIMW HA YCTPOWCTBA.

B ueHTpe BHMMaHuA MOK 62366 HaxoauMTCA B3aMMOAENCTBUE MOMb30BaTENA C aBTOHOMHBIM YCTPOM-
CTBOM, OJHAKO HEAOCTarO4HOE BHUMaHUE YAENnseTCA OTHOLLEHMIO MONb30BaTEeNbCKOro MHrepdenca K «uH-
chopmaummy» BO B3aMmMOAENCTBYIOLLIMX 3KOCUCTEMAX, KoTopas ByaeT 4acTto noctynartb U3 Apyrux oobeguHeH-
HbIX cucteM. OH TaKKe OrpPaHUUUBAET CBOE BHUMAaHWE «HOPMAafbHbLIM» WCNOMb30BAHMEM YCTPOMCTBA, Tak
KakK AaHHblii JOKYMEHT OpUEHTUPOBAH Ha npoussoaguTens. O630p pUCKoB YenoBedeckoro daktopa B Gonee
LUMPOKOM CMbICHE, YeM onucaHo B M3K 62366, Gyaet noneseH Ana CTaauml XXM3HEHHOTO LMKNa.

5.1.13.3 Nudbopmanus 0 XXM3HEHHOM LMKNEe N YPOBHE AeTanusauum

[aHHbLIA CTaHAAPT PacnpOCTPAHAETCA HA 3Tanbl NPOEKTUPOBAHUA U pa3paboTKM HM3HEHHOTO LMKNna u
NPUMEHUM HA YPOBHE KOMMOHEHTOB W NPUNOKEHNI NPOrpamMmMHOro obecneyeHus.

5.1.13.4 CBAa3b (OTHOLLEHUE)

3101 craHaapt ucnonb3yetr NCO 14971:2007 ansa uaeHTuukaumm onacHOCTER, OCTaTOYHbIX PuU-
CKOB W APYIMX MOHSITUNA, CBA3aHHLIX C PUCKOM, a Takke 3ameHser MOK 60601-1:2012 Obwume TpeboBaHus
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K OCHOBHOW 6€e30MacHOCTM ¥ HEOTbEMJIEMbIM XapaKTepucTukam MeAWLMHCKOro 3M1eKTpoobopyaoBaHus
(IEC 60601-1:2012, Medical electrical equipment requirements for basic safety and essential performance).

MpumeuvaHne —ANSI/AAMI HE75.2009 MNpoekTupoBaHue € y4eTOM YesioBeyeckoro goakropa. MNMpoekTnposaHme
mMeguumHCKnx npnbopos (Human factors engineering — Design of medical devices) gononHseT HE74 (koTopblii AiBAseTcs
npunoxeHnem M3K 62366 n yaenseT BHMMaHWE MpoueccaMm MNpPOeKTMPOBaHUA C Y4eTOM 4esioBeyeckoro chakropa,
CYLLECTBYIOLLEr0O Ha MECTe) W COAEPXWUT peKkoMeHAauunm u3 061acTh ydeTa YesioBeYecKOoro aktopa/npurogHocT K
akcnayaTauun. MNMpeactaBneHne, KOHTEKCTU NpUMEpbI ABNSITCSA NPEMMYLLLECTBEHHO 06LLENPUHATLIMW, OPUEHTUPOBAHHbLIMU
Ha MeauuMHCcKMe npubopbl. MonesHble aneMeHTbl HE75, KoTopble ABNSAOTCA AOCTATOYHO 601bWwMMK (0KONo 475 c.), MOX-
HO 06HapYXu1Tb BO BCEX NpoLeccax UCMbITaHNA 1 0630pe NMPUHLMINOB 3PrOHOMUYECKOTO NPOEKTUPOBAHUS.

5.2 PacnpepgeneHue cTtaHgapToOB MO MX NPUMEHEHUIO A1 CTaAWNA XXU3HEHHOTo LMKIa U YPOBHIO
AeTanusaynu, paccMaTpyMBaeMoro B HUX NMPOrpaMMHOro o6ecneyeHus

PUCYHKM 2-4 KpaTKO OMWCLIBAIOT M MO3ULMOHUPYIOT KaxXAblii cTaHAapT Mo OCAM CTafun XW3HEHHOTo
uMKna W ypoBHI0 geTtanusauuu. Ans ygob6cTBa NpocMoTpa cTaHAapThbl GbIIM pacnpefeneHbl Mexay ABYyMs
puUcyHKaMu (pUCYHKM 2 1 3), a Ha TPeTbeM pUCYHKe NpefCcTaBneHbl MOTHOCTbIO (PUCYHOK 4).

Touka nepexoga

Touka nepexopa Touka rnepexofa  TEXHUYECKOTO
YpoBeHb feTanmsaumn BbIMyCK/3aKyrka BbIMyCK/3aKyrnka 06CyxviBaHusA
[NpoekTupoBaHue PaspaboTka Peanuzaupn akennyarauys BbiBog,

M3 aKkcnnyarauum

PrcyHok 2 — KapTa oueHku ctaHgapTtos (oxsaTbiBaeT 5.1.6-5.1.10)
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Touka nepexoda

Touka nepexoma Touka nepexofa  TEXHNYECKOro
ypOBEHb AeTarmsaummn OﬁCﬂy)KI/IBaHMH
MpoektvpoBaHve  Paspabotka Peanuzaupa Sxkernyaraups BbBOL,
3 aKCrUyaTaumm

PucyHok 3— KapTa oueHkn ctaHgapToB (oxBatbiBaeT 5.1.11-5.1.13)
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Touka nepexoga
Touka nepexoda Touka nepexofa  TEXHWYECKOTO
YpoBeHb feTanm3aLyim BbIMyCK/3aKyrka BbIMyCK/3aKyrnka  0OC/ X BaHNS
KoprioparneHoe
NpWIoKeHVe
(Hanpvvep, IMA)
M3K/MCO 62304
Mpunoxexve
KOMMOHeHTbI
(06BekTLI, COM,
3apma)
JKU3HEHHB I
I LyKn
0. ro ~ cféD
8 5 sz &
L3 0. t}
. B o
c’
MpoektvpoBaHne  Paspabotka Peanzaups 3kcryaraums BbBOA,
3 3KCrUyaraLmm

PucyHok 4 — Kapra oLeHk1 ctaHaapTos (oxsarbisaeT 5.1.6-5.1.13)

5.3 AHannM3 HeoxBayeHHbIX U MOBTOPHO PacCMOTPEHHbLIX BOMNPOCOB MPW OLLEeHKe CTaH4apToB

5.3.1 O6wme nonoxeHuns

B HacTosLleM noapasgene onncaHbl COBNageHnsa v Npobenbl B cTaHfapTax, ykasaHHbIX Ha pUCyHKe 4, ¢
Lenblo o6ecneuntb OCHOBY A/15 O6LLEeli OLEeHKM pa3BUTUS CTPYKTYPbl CTaHAAPTOB A/ TOro, 4Tobbl NnpegocTa-
BUTb 60/lee cornacoBaHHbI NOAX0A K CO3faHuio 6e30nacHoro MeAnLMHCKOro NporpamMmMHOro obecneyeHus,
B KOTOPOM:

- NOBTOPHO PacCMOTPEHHble BOMpoChl onucaHbl B 5.3.2—5.3.4, obpalias BHUMaHWe Ha To, e MHOXe-
CTBO CTaHAapTOB paccMaTpuBaloT obLime 3Tanbl XXM3HEHHOro LMKIa U MMeoT 06Lyto 0651acTb NPUMEHEHUA
nporpaMMHOro o6ecrneyeHus, un

- HeOXBayeHHble BOMPOChl onucaHbl B 5.3.5—5.3.11, cdhopmnpyst pykoBoAsLIME YKa3aHWUs N0 NpuoputeTy
LanbHelwen pa3paboTkm CTaH4ApPTOB.

MpumMmeyaHne — Ha MOMEHT MOArOTOBK/A HACTOSILLEr0 CTaHAapTa creumanbHas rpynna NCO/TK 215 un

M3K/TK 62 MK 62A akTvBHO paboTasia Haf, CTaHaapTamu, CBA3AHHbIMMA C MEeAULWIHCKMM NpOorpaMMHbIM 06ecreyeHreMm,
nocpeacTBoM POPMMPOBAHWS W COTTACOBAHUSA MPUHLMMOB, TEPMUHOB W ONPeaeeHNiA.

5.3.2 CemeiicTBo cTaHgapToB MICO 13485, M3K 62304 1 NCO 14971, cBA3aHHOE C MeANLUHCKUM
nporpamMMHbIM obecneyeHnem

OTa rpynna cTaH4apToB CBsi3aHa Mexay COOO0i Lenblo U cTaaneli NPoeKTMpoBaHna nporpaMMHoro obe-
crneyeHuss meamumHckoro obopygoaHus. WCO 13485 un MCO 14971 pewaroT BONPOCHI cpeabl ynpaBneHus,
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KOTOpas SIBMAETCA OCHOBOMNONAaralLei Ans opraHn3auui, paspabartbiBalomX NPOAYKTbl ANA MEAULMHCKUX
yctporicts. MICO 13485 cocpenotoyueH Ha TpeboBaHUAX K MEHEAXXMEHTY KayecTea, npu atoMm MOK 62304 co-
CpeaoToYveH Ha TpeboBaHUAX K dM3HEHHOMY umkny. B uenTpe BHumaHua MCO 14971 HaxoauTCs NPUMEHEHWe
MEHEPKMEHTA PUCKOB (MAEHTUUKALMA ONACHOCTEN, ONPEAENEHNE N OLIEHKA PUCKOB M YTpaBIieHWe puckamm).

Ecnu BCe 3TM cTaHAApTbl BMECTE MPUMEHUTB K 00LLMM CTagUAM NPOEKTUPOBAHUS U pa3paboTKu KM3HEH-
HOTO LIMKMa MeaMLMHCKOro NporpammHoro obecnevenus, To 9To CEMENCTBO CTaHAAPTOB NO3BONUT CPOPMUPO-
BaTb PYKOBOASILLME yKasaHus no obecneyeHnto 6e30nacHoCT! MeAULMHCKOrO NporpamMMHOro obecneyeHus.

5.3.3 XKusHeHHbI1 umkn B ctangaptax MOK 62304 u UICO/M3K 12207

3Tu ABa cTaHjapra paccMaTpvBaloT BOMPOCHI XM3HEHHOTO LMKNa, NpefoCcTaBnsAs ABE pasHble Lenu.
MCO 62304 B LenOM HaUErneH Ha NPUMEHEHUE CUCTEMbl MEHEAKMEHTa KayecTBa K CTagusM XXW3HEHHO-
r0 LUMKNa, CBA3AHHbLIM C NPOU3BOAWTENEM NPOrpaMMHOro obecnedeHuss MeguuUMHCKOro oBopyaoBaHus,
a UCO/M3K 12207 npeaoctaBnsaeT LWMPOKKUiA, oOLmii noaxoa K npoueccam, 4eiCTBUAM U 3agaqam, npume-
HUMbIM K NIOGOMY NPOrpaMMHOMY 0BECNEYEHUIO, T. €. HEKOTOPYIO «AOPOXKHYIO KapTy» AJ1A OPraHW3aunOHHbIX
npoLieccoB, HEOGXOANMbBIX HA BCEM XU3HEHHOM LMKNe nporpaMMHoro obecneyeHus. O6a ctaHgapra npume-
HAlOTCA Ans obecnevyeHna 6€30NacHOCTM MeAULMHCKOro NporpaMMHoro obecneyeHus.

5.3.4 Bonpochl puckoB B ctangaptax MCO/TC 25238, UCO/TO 27809 n MCO 14971

3Tu Tpu cTaHgapTa nNpeaoCTaBnAoT Kak cneuuanbHble, Tak U 0OLENPUHATbIE MEPbI MO MEHEXKMEHTY
pUCKOB, KOTOpbIE 06ecneynBatoT 6e30NacHOCTb MEAULIMHCKOTO NPOrpaMMHOro obecneveHus.

MCO 14971 opueHTUPOBAH Ha NPOLIECC M BKNOYAET B cebsi NPOLECChI BbISIBIIEHUSI ONACHOCTEN, onpeae-
NEeHNA, OLEHKM U YNPaBIEHUs PUCKaMK, a TaKKE KOHTPOMNA 3 PEKTUBHOCTU CPEACTB YNpaBeHUa nporpamm-
HbIM oBecnevYeHneM MeauLMHCKOro 060pyaoBaHus.

MCO/TO 27809 opueHTUpOBaH HA MEPbI YNpPaBneHnst MEAULUMHCKUM NpOorpaMmHbiM obecnedeHnem u
naeHTUpUKaLMIO COOTBETCTBYIOLLUMX CTAHAAPTOB MO MEHEXXMEHTY pUCKOB, 06ecnevnBaloLmMx Mepbl ynpas-
NEeHna Ana NPUNOXEHNI MEAULIMHCKOTO NporpaMMHoOro obecnedyeHus. Hactoawmii ctangapt npeaocraenser
OONOMHUTENBLHbIV U 06HOBNEHHLIN MaTepuan k UCO/TO 27809.

NCO/TO 25238 sBnaeTca cTaHAapTOM NO MEHEMKMEHTY PUCKOB, NPEAOCTaBAAIOWMM PyKOBOAALMNE
yKasaHua no Krnaccudukaumm (Ha OCHOBE aHanu3a U Kateropusauum) onacHOCTEN U PUCKOB ANA NALMUEHTOB,
CBSI3aHHbIX C UCMONb30BAHUEM NPUNOXKEHUN MEAULIMHCKOTO NPOrpaMMHOro obecneveHus.

5.3.5 HeoxBauyeHHbIe BONPOCHI B CTaHAAPTAX, pacCMaTPUBAIOLMX PUCKU U NPOLIECChI
KOPNOPaTMBHOIO MPUIIOKEHUS

B 10 Bpemsa kak craHgaptbl cepum MOK 80001 noMoraloT peLuarb BONPOChl, CBA3aHHbIE C MPUMEHEHUEM
MeHeaKMeHTa puckoB aAnsa UT-cetei, 06beauHAIOLIMX MeaULIMHCKUE NpUbopbl, NnpeaMeTHble obnactu npo-
uecca obecneyeHuss 6€30NaCHOCTM U COBOKYMHOIO pucka AN MEAULMHCKOrO nNporpammMHoro obecneyeHus
TONbKO BbIUTPAIOT 3a CYET cneuyunanbHoro(bix) ctaHgapra(oB), oTpaxaiowero(Mx) nepeaoBbie NpakTuiyeckue
METOAbI, NPUMEHUMBIE K Bonee Cno)HbiM U Pa3BUTbIM CpelaMm NPUNOXXEHUI MaciluTaba npeanpusitus, ¢ ce-
PbE3HbIM aKLEHTOM Ha KITMHMYECKUE PUCKM U CBA3AHHbLIE C HUMM MPOLIECCHI. AHANOrMYHO, HECMOTPS Ha TO
yto MCO/M3K 15288:2008 NMpoekTupoBaHne CUCTEM U NporpaMMHOro obecnevyeHus. NpoLecchbl XXKM3HEHHOTO
uukna cucremol (ISO/IEC 15288:2008, Systems and software engineering — System lifecycle processes),
paspaboTtaHHbii CTK1/TMK7, sensetca 0CHOBOMoONAaratoWyMm CTaHAAPTOM MO XXU3HEHHOMY LMKy CUCTEMDI, OH
He 6bin pa3paboraH cneymanbHO AN MEAULMHCKOrO NpOorpaMMHOro obecnevyeHus.

5.3.6 OTcyTCcTBME PYKOBOACTB, CBA3AHHbIX C NPUMEHEHUEM MEeHEeKMEeHTa PUCKOB ArA
peanu3auum, 3KCNNyaTauum U BbIBOAA U3 IKCNMyaTaumm MeauLMHCKOro NporpaMMHoOro obecneyeHmns

B 10 Bpemsa kak UICO/TC 25238 u NCO/TO 27809 onucCbIBaIOT PUCKU, CBA3AHHbIE C MEAULMHCKUM MpPO-
rpaMMHbIM o6ecnevyeHuemM, CyLecTByeT He0OX0AUMMOCTbL B KOHKPETHOM CTaHAapTe, B KOTOPOM Obinu Obl npea-
CTaBreHbl PyKOBOASILLME yKA3aHUSA MO NPUMEHEHMIO OOLLMX CTaHAapTOB MO MEHEMKMEHTY PUCKOB cneuunarnb-
HO AN cTaguM peanu3auum MeaUUMHCKOro NporpaMmmHOro obecneveHus, a TaKkke pPykOBOAsILLME yKa3aHUA
no pacLumpenuio n npumenennio UCO 14971 ana peanusauuum, aKCnryartauuMu u BbiBOAA M3 3KCnryartauuu
KOMMOHEHTOB U NPUMNOXEHUIA MEAULIMHCKOTO MPOrpaMMHOro obecneveHuss (QONONHUTENBHO K PYKOBOASALLUM
yKkaszaHusiM yxxe umetrommca 8 MOK/TO 80002-1). Kpome Toro, Takoe pykoBOACTBO JOIDKHO AenaTb ynop Ha
KINMHUYECKYIo ccepy.

5.3.7 OTcyTCTBME PYKOBOACTB, CBA3AHHbIX C YY€TOM YesioBeyeckux (hakropoB npu peanusauum
M 3KcnrlyatauuMm MeAULIMHCKOro NpOorpaMmMHOro obecnevyeHusa

CyuiecTBylOLUMEe CTaHAApTbl, paccmarpusalolyme venosedeckue akTopbl, Kak MexayHapoaHble,
Tak U HauuoHanbHbIE, KaK MPaBuO, OPMEHTUPOBAHLI HA NPEAOCTABIEHNE YKa3aHMii N0 OpraHuM3auumn npo-
LeccoB, KOTOPbIM HEOOXOAMMO CrneaoBarb AN YCNELHOW MHTEerpauuum WTEepaTMBHOTO METOAA MpOEKTM-
pOBaHUSA C OpUEHTaLMein Ha NOonb30BaTeNns B NPOEKTUPOBAHWUM U pa3paboTke CUCTEM 34PABOOXPAHEHUA.
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UHTerpaumsa meroaa, OCHOBAHHOIO Ha YenoBevecknx hakTopax, B KynsTypy NPOEeKTUPOBaHUA U pa3paboTku
opraHu3auuu HanpasneHa Ha yBenuyeHne 6e30nacHOCTU NPOAYKTOB.

NCO 9241 asnaeTtca ctaHaapToM, COCTOALLUM U3 HECKONBKUX YacTelN, KOTOPble BCECTOPOHHE ONUCHIBA-
10T Pa3nNUYHbLIE SNEMEHTLI 3PrOHOMUKM B3aUMOAENCTBUSI YENOBEKA C KOMMNLIOTEPOM.

M3K 62366:2007 MeauumHckue npubopbl. NpuMeHeHue 3proHOMUYECKOro NPOEKTUPOBAHUSA ANs Me-
avumHcknx npubopos (IEC 62366:2007, Medical devices — Application of usability engineering to medical
devices) u ceasaHHbIn ¢ HUM ANSI/AAMI HE75.2009 lNpoekTupoBaHue ¢ y4eToMm 4Yenopeyveckoro dpakropa.
MpoexkTupoBanne meauuuHckux npubopos (Human factors engineering — Design of medical devices) onpe-
AenslT Ans Npou3BoAUTENs NPOLIECC AN aHanu3a, onpeaesnieHns, NPoeKTUpoBaHuA, Bepudukaummn u noa-
TBEPXKAEHUSA COOTBETCTBUA NPUrOAHOCTHU K IKCTITyaTaLmu, Tak Kak OH OTHOCUTCA K 6€30NacCHOCTM MeAMLIMHCKO-
ro npu6opa. Te e npoLeccbl NPUMEHNMBI U K MEAULIMHCKOMY NPOrpammMHOMY 06eCneveHuio.

OpHako y4eT venoBeyeckux (PakTOpPOB HA JTanax peanu3auuu W akcnayataumm MeauLMHCKOro npo-
rpaMMHOro obecneveHusi ABNSAETCH BAXHbLIM ANSA APYTUX 3aMHTEPECOBAHHBLIX CTOPOH (CUCTEMHbIX MHTErparo-
pOB, OpraHu3auui, NPeaoCTaBNAIOLLIMX MEAULIMHCKMUE YCNYIU, U T. A.) ANA peLeHnsa BONPOCOB, KacaloLLmMXca
yenose4yeckux PakTopoB B TaKux oONAcTaX, KAaK MEHEMKMEHT PUCKOB, NOAroToBka, oby4eHue u B obnacru
JOMKHOCTHBLIX PyHKUMIA. B yacTHOCTKM, acnekTbl Yyenosedeckoro dakropa, kacaiowmecs KOMaHAbl, OpraHu-
3auuu 1 NOAUTUKM, NPUMEHUMBI HA CTaAUsIX peanusauun U 3KCNyaTauumn XXM3HEHHOro LUKNa MeaULIMHCKOro
nporpaMmMHoro o6ecneyeHusi. bbino Gbl TaKkke NONE3HO CO3AaHUEe PYKOBOACTB MO YHETY TaKUX YE€NOBEYECKUX
hakTOpPOB ANA yKa3aHHbIX CTaAuN.

5.3.8 OTCyTCTBME PYKOBOACTB NO 6€30NacHOCTU NPU NPOEKTUPOBAHNU, pa3padoTke,
peanusauum u 3KCnryaTauum KIMHUYEeCcKoro pabovero npouecca

MpoekTupoBaHue u paspaboTka KIMHUYECKOTO NMPOrPaMMHOr0 o6ecneveHuss MOryT BbINONHATLCSA, UC-
nonb3ysa obLMe cTaHaapThl MO NPUIOAHOCTU K SKCNNyaTauuu, NPUMEHsIEMbIE K MeAULMHCKUM npubopam, Ho,
Kak OTMeYanoch Bbille, OTCYTCTBYIOT PYKOBOACTBA NO MEHEMDKMEHTY PUCKOB, NPOLECCaM NPOEKTUPOBAHUSA C
YUYETOM YENOBEYECKMX (PAKTOPOB M MEHEIKMEHTY KayecTBa, NPUMEHUMbIE ANA MOAE PHU3ALMU KNUHUYECKOTO
patboyero npouecca. CyLleCTBYIOT 3HAUUTENbLHLIE PUCKU, CBSA3AHHBLIE C MPUMEHEHUEM MEAUUUHCKOrO npo-
rpammMHOro o6ecnedYeHns K HeOLIEHEHHbIM (M B HEKOTOPLIX CRy4asx HENPOAHANU3MPOBAHHLIM) KIIMHUYECKUM
pabouum npoueccam. INMpu oUeHKe KNMHUYECKOro pabodero npouecca HeoB6X0AUMO YYUTLIBATL LUMPOKUIA, MHO-
rOypoBHEBLIN HABOpP YenoBeyeckux paktopos. JONONHUTENbHbIE YKA3aHUS NO AOKYMEHTanbHOMY 0)OpM-
NEeHWI0 KNMnHM4Yeckoro paboyero npouecca, NO aHanu3y U MOAEpPHM3aLUMK, a Takke no 6e3onacHbLIM MeToAam
OyayT NONe3aHbl ANs BCEX CTAAUN XXM3HEHHOTO LMKNa MeAULMHCKOTO NPOrpaMMHoro obecneyenust.

5.3.9 OTCcyTCTBME PYKOBOACTB NO CBOAY NPAaBUN ANsi COAeUCTBUA 6€30NacHOCTU CUCTEMDI
3NEeKTPOHHOrO 34paBOOXpPaHeHUs

HonxeH 6bITb MAEHTUULMPOBAH U ONKUCAH MNOSHLIA HAbop NepeaoBbIX NPaKTUYECKMX METOAO0B, C CO-
OTBETCTBYIOLLMM YNOPOM Ha KIMUMHUYECKYIO Cepy, YTO OXBaTLIBAET COLMANBLHO TEXHONOTMYECKUIA UK IKOCHU-
CTEMHBII noaxoa K 6e30nacHOCTM MeAULMHCKOrO nporpaMmHoro obecnevenuns. Takoin Habop Byaer BkniovaTb
NPUHLMNLI U NPOLIECCHI, 9PdEKTUBHBIE ANA NOBbILLEHUS 6e30NacHOCTM MEAULMHCKOTO NporpaMMHoro obe-
CMeYeHns, N NPefocTaBnAaATb HEOOXOAUMbIE PYKOBOASLLME yKazaHMA ANnA 9TOM Bce bonee BaHoW obnacru
6e30nacHOCTU nauueHTa, BKIOYasA NPUMEHEHUE PYKOBOASLLUMX YKa3aHuW, NPEACTaBIEHHbIX B HACTOSILLEM
cTaHgapte. Kpome Toro, 310 pykoBOACTBO AOSDKHO COCPE0TOMUBATLCA HA KIMMHUYECKOi cdepe.

B oryete IOM 2011 (MexxayHapoaHaa opraHu3aumsa no murpauuu) MHpopMauuoHHbIE TEXHONMOTUMU B
3gpaBooxpaHeHun u 6esonacHocTb naumeHTa. CTpouTenbLCTBO B6Ee30NacHbIX CUCTEM Anisi obecneyeHus nyd-
wero yxoaa (Health IT and Patient Safety: Building Safer Systems for Better Care) otmeueHo, uto 6e3o-
MacHOCTb ABMAETCA XapaKTepUCTUKON COLMAanbHO-TEXHMYECKON CUCTEMbl U YTO OTKasbl HA YPOBHE CUCTEMbI
MOYTW BCErAa BO3HUKAIOT BCMEACTBUE CIyYaniHbIX KOMOMHALMI 0TKa30B KOMNOHEHTOB [10]. 3Ta KOMOUHaLus
OTKa30B KOMMOHEHTOB MNOAYEPKMBAET CIOXHOCTb MEANLIMHCKOIO NPOrpaMmMHOro obecnevyeHmnsi U BaKHOCTb UC-
nonb30BaHWA YHUBEPCArbHOro noaxoAa K NPUMMEHEHMIO NepeaoBbIX METOA0B HA BCEX CTaAUAX XUHEHHOTO
LMKna nporpaMmmHoOro obecneyveHmns u a4ns Bcex AOCTYMNHbIX NpeaMeTHbIX obnacten (Noau, NPoLece, BHELLHAS
cpena, opraHusauusi U TEXHOSOTuK).

5.3.10 OTcyTcTBUE PYKOBOACTB NO BepUdMKaLIUM U UCNILITAHUIO KOHPUrypaLum NnporpaMMHOro
oGecnevyeHus

B xoge nccneaoBaHns M OLEHKW CyLLECTBYIOLLMX CTAaHAAPTOB, KOTOPble MOMMU Gbl BbITb MCMONbL30BaHbI
ANSA NoBbILLEHNA 6e30NaCcHOCTM MeAULIMHCKOTO NPOrpaMMHOro o6ecneveHns, 06Hapy>XMNoCh, YTO PyKOBOACTB
no Bepudukaumm u UCNbITaHUIO KOHUIypaLuum nNporpaMMHOro obecnedeHus HeaoCcTaroyuHo. MNporpamMmmHoe
obecneyeHne MOXeT obnagarb LUMPOKUM HABOPOM NapaMeTpoB, KOTOPLIE AOMKHbI ObITb CKOHUIYPUPOBaHbI
B COOTBETCTBUM C KOHKPETHLIMU NOTPEOHOCTAMM OpraHM3aumm, OTBEYaloLLIel 3a BHEAPEHUE.
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Tak kak BO BpeMsi pa3paboTkM He BCe BO3MOXHble BapuaHTbl NapaMeTpoB MOryT GbiTb NPOBEPEHbI, CYy-
LEeCTBYET OCTaTOYHbIA pUCK ANs 6e30MacHOCTH, KOTOPbIA AO/KEH 6biTb CHUKEH. [/ CNeuuasmcToB no BHe-
[IPeHNI0 HeO6X0AMMO PYKOBOACTBO MO BepUMMKaLMM 1 NPOBEAEHUIO UCTbITAHWUA KOHKPETHOM KOHGUrypaLmm
Ha ee 6e30MaCHOCTb A/ MauyeHTa.

5.3.11 OTcyTCTBME PYKOBOACTB MO AONO/HUTENbHbLIM acnekTtam pas3paboTku, peanusauun u
aKcnayaTaymm 6e30nacHoro NporpaMmMHOro o6ecneyeHms

B HacTosillee Bpems HET HUKaKoro creuuasibHOro cTaHgapTa Afs MeAWUMHCKOTo MporpaMMHOro
obecneyeHus, KOTOpbIi 4aeT ykasaHusi 0 ToM, 4To TpebyeTca Ans o6ecneyeHnss 6e30MacHOCT MeAULMHCKOTo
NporpamMmmMHOro o6ecrneyeHnsi No OTHOLIEHMIO K ClieayloLlemy:

-hyHKLMOHA/bHbIE CBOMCTBA, OTHOCSAWMECa K 6e30nacHocTy;

- HeDYHKLMOHA/bHbIE XapaKTepUCTUKK, HanpuMep CTabubHOCTb, HaeXHOCTb;

-MapKMpoBKa, BK/IOUAs WHCTPYKLMM MO MPUMEHEHMIO.

Bce 370 AaeT rapaHTuio 6e30MacHOCT MeAULMHCKOro NPOrpaMMHOr0 o6ecneyeHus.

5.4 CrtaHgapTbl no o6ecneyeHunto 6e30NacHOCTU MeAULMHCKOrO NPpOrpaMmmMHOro obecneyeHus.
PykoBoAcCTBO no peanusauun u UCMONL30BaHUIO

5.4.1 O6wume nonoxeHus

PykoBofCcTBO MO uMelOWMMCA cTaHgaptam Ans  obecrneveHuss 6e30MacHOCTM B MEAULIMHCKOM
nporpamMMHOM OGecrneyeHnn, To ecTb MHGOPMaLNs, KOTopas ABASETCA MPaKTUYECKOW, copepxarTesibHONi, pe-
ann3yemoii 1 nosnesHol, HenpemeHHo GyAeT OBLUMPHBLIM, U, eCTECTBEHHO, KpaTKMM. MOXHO faTb OKOHYaTeslb-
Hbli OTBET Ha BOMPOC, «Kakne CTaHAapTbl HYXHO MCNOMb30BaTh A5 ob6ecneyeHUs 6e30nacHOCTU MefULUH-
CKOro mporpaMMHoro obecneyeHunsi», HO HEO6XOAMMO peLnTb BONPOChl (NepeuncneHHble B 5.3) nepef Tewm,
Kak sicHoe(ble), KoMnaekcHoe(ble) pelueHune(s) 6yaet(yT) peanusosaHo(bl). B oxupaHum faHHoOro pesynbra-
Ta OTAe/IbHble NMLa 1 opraHn3aumMmn yxe MoryT MUCnosib3oBaTb MHAOPMALMIO, COAEPXALLYOCSA B HACTOSALLEM
cTaHgapTe, U NPUMEHATL ee K CBOMM KOHKPETHbIM CUTyauusiM M 06CTosTeNbCTBaM, YTObbLI Crnoco6CcTBOBaThL
MOHVMaHWIO 1 MOBbILLEHNIO0 6€30MaCHOCTU MEMULIMHCKOro NMporpaMMHOro o6ecrneveHus.

Takoe pyKOBOACTBO [OCTATOYHO MOJIHO OXapaKkTepu3OBaHO Ha pUCyHKe 5.

CraHpapTbl

MO- nporpamvHoe obecrieyeHvie.

PuCyHOK 5 — PYKOBOACTBO MO cCTaHAaapTaMm 6e30nacHoOCTV NporpamMMHOro o6ecnedeHust
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PucyHok 5 otpaxaet cneayiowee:

- 6asoBble cTaHAapTbl AOCTYNHbLI U NPEAOCTAaBNSAIOT KOMIMIEKCHYIO OCHOBY Ansi obecneveHus Gesonac-
HOCTU MEAMLIMHCKOIO NporpamMMHoOro obecneyeHusi. 3Tu CTaHAApTbl B NEPBYIO ovMepenb UCNONL3YIOT pa3pa-
00TUMKM CTaHAapTOB AN KOHTEKCTHLIX cdep, a Takke paspaboTyuMku KpynHOMacLTabHOro NporpamMMHoro
obecneyeHus;

- CTaHAApThI, pa3paboTaHHbie ANA MeaMLUMHCKMX NpMbopoB, NpeaocTaBnsaoT paboyyto ocHoBy Ans o6e-
cneyeHns 6e30nacHOCTU NpW NPOEKTUPOBaHUM U pa3paboTke MeaULMHCKOrO NPOrpaMMHOro obecneveHus;

- CyLLIeCTBYET MHOXECTBO NPo6enoB B CTaHaapTax, HeobxoanmbIx Ans obecneveHns 6e3onacHoOCTU Npu
peanu3auuu n akcnyarauum MeauLMHCKOro NporpaMMHOro obecneyeHus;

- HECMOTPSAl Ha TO YTO HEKOTOpbIE 0bLMe Noaxoabl K dm3HeHHoMy uukny (MCO/M3K 12207), knaccu-
dukaumum onacHocrewn n puckos (MCO/TC 25238), cranaapTbl N0 MeHemkmeHTy 6esonacHoctn (MCO 27799),
a TaKKe craHgaptbl AN MEAULUMHCKMX YCTPOWCTB MO MEHeMKMEHTY puckoB B UT-cetn (M3K/TO 80001-1)
noaAEPXMBAIOT CTAAMM Peanu3aummn u 9KCnyarauum XM3HEHHOTO LMKIa, BCE OHU SBMSIOTCA KOHKPETHLIMU
M LeneHanpaBrneHHbIMU «4acTaMu» npouecca obecnevyeHuss 6€30MaCHOCTU MEAULMHCKOrO NpPOrpaMMHOro
ob6ecneyeHusi. OHM NONE3Hbl, HO WX HEOCTATOYHO AN PELUEHUsI BCEX NPOONeM B KOHTEKCTE peanusauuu u
3KCnnyarTauum MeaMUUHCKOro nporpammHoro obecneyenus (M. 5.4.2 Ana nonyveHusi AONONHUTENLHOW UH-
dopmayun).

OcTarnbHas 4acTb JaHHOro Noapasaena CoAepXMUT AONONMHUTENbHbIE BaXKHbIE PEKOMEHAALUK, NOMYYEH-
Hbl€ B x0A€ pa3paboTku HACTOALWEro cTaHaapTa.

5.4.2 CtaHpapTbl, paccmaTpuBaloLLMe HEOXBAYEHHbIE BONPOCHI, NOCAYXAaT OCHOBOW ANA PyKOBOACTBA
no o6ecneveHunio 6€30NaCHOCTU MEAULIMHCKOTO NpOorpaMMHOro obecneyeHus.

CywectByeT GonbLioe konu4ecTBo 6a30BbiX CTAHAAPTOB MO XXM3HEHHOMY LMKIY MEAWLMHCKOro npo-
rpaMmHoOro obecneyeHunsi, B TOM Y1Crie N0 MEHEMKMEHTY KayecTBa, pa3paboTke nporpammHoro obecneve-
HuA, ynpasneHuto UT-cnyxbamu, a Takke CTaHAapToB N0 MEAULIMHCKUM NpubopamM, OPUEHTUPOBAHHbLIX HA
onpeaeneHHyo 06nacTb NPUMEHEHUS (B TOM YUCre COOTBETCTBYIOLLEE NPOrpamMMHoOe obecneveHne MeauLmH-
ckoro 060pyaoBaHus), U MEHEXKMEHTY PUCKOB. TeM HE MeHee OCHOBHbIE MPUHLMIbLI U MeToAbl AN obecne-
YyeHus 6e30MacHOCTN MEAULIMHCKOIO nNporpamMmHoro obecnedyenuss nmbo AOCTyNHbI TONbkO B Maclitabe oa-
HOW CTpaHbl, HaNnPUMepP KMUHUYECKME CTaHAAPTbl MO MEHEIKMEHTY puckoB B Benukobputanum (5.4.4), nubo
oTcyTcTBYIOT. CTOPOHaM, 3aUHTEPEeCOBaHHLIM B 6€30NaCHOCTU MeAULMHCKOro NporpaMMHoro obecnedeHus,
npuxoanTCs cosfaBaTb COOCTBEHHbIE HOPMbI U MPAKTUKW, OCHOBAHHLIE Ha BbILLEYKa3aHHbIX KaTeropusx CraH-
JaptoB. BaxHol dyHKUMENn pa3paboTunkoB MeXOyHapO4HbIX CTaHAAapTOB SBMSETCS NPeAoCTaBlieHUe 3TuX
MPUHLUMNOB 1 METOA0B Ha MEXAYHApPOAHOM YPOBHE Ansi 06Llero ucnonb3oBaHusi, B 06nactu MeauLMHCKOro
nporpamMMHoOro obecneyeHus, yaenss ocoboe BHUMaHWE CTagusam peanusaumum 1 SKCnyarauum XXM3HEHHOTO
LMKna MeAULIMHCKOro NPOrpamMmmHOro oGecneveHus.

5.4.3 CtaHgapThbl, paccMaTpuBaloLMe HeoxBayeHHble BONPOCHI, CBA3aHHbIE CO CTaAUAMU
peanu3aumu U KCNJyaTauum XXU3HEHHOro LmKna

CyulecTsylolme craHgaptbl No 6€30MacHOCTU MEeAULMHCKOrO MPOorpaMMHOr0 obecneyeHuss CepbesHo
MOMOrnM NPOM3BOAUTENSAM NPOrPaMMHOr0 06ecneYeHus, HO CyLLUECTBYIOT npobensl AN CTaguii peanusauum
1 3KCMIyaTaumm XXU3HEHHOTO LKA,

CraHpapTbl N0 puckam M npoueccam B OCHOBHOM COCPEAOTOYEHbl Ha MPOW3BOACTBE MPOrPaMMHOrO
obecneyeHusi, N0 CPaBHEHUIO C APYTMMU CTAAUSIMU XUSHEHHOTO LMKNa. B npoTMBOMNONOXHOCTb 3TOMY CTaH-
AapTbl, KOTOPLIE NPUMEHAIOTCA KO BCEMY CMEKTPY >KM3HEHHOIO LMKNa, YacTo npeaoctasnsioT 6onee oblime
noaxodbl U He paccMaTpuBaloT PUCKU UMW 3HAYUTENBHO COCPEAOTOYEHHbLIE Ha CBOO 06nacTb onpeaene-
HUA 1 uenb. Hanpumep, MCO/MIK 12207 poctaTtoyHO nogpoGHO paccMaTpuBaEeT BECb MXU3HEHHbIN LMK,
a NCO 27799 u cepusa M3IK/TO 80001 cocpeaoToyeHbl HA 6€30MacHOCTU M MOAKMIOYEHUN MEAULMUHCKUX
ycTpoiicTe kK UT-ceTn, COOTBETCTBEHHO.

OcHoBHble nonoxeHnsa NCO 31000 ABNSAIOTCS UCXOAHOW TOYKONM Anst pa3paboTku CTaH4apToB MO Me-
HEeI)KMEHTY PUCKOB M PYKOBOACTBOM, «BbIXOAALUMM 3a Npefesbi» cTagui NPOeKTUpOBaHUA WU paspaboTku
>KU3HEHHOrO LMKIIa, YTO CYLECTBEHHO LUMpe Toro, 4to paccmarpusanocb B MCO 14971 u B conyTCTBYIOLLEM
M3K/TO 80002-1.

5.4.4 HepocTaTok KNIMHMYECKUX CTaHAAPTOB NO 6€30MacHOCTU

CTaHgapTbl N0 MEHEIKMEHTY KNMHUYECKUX PUCKOB, a TakXe Mo NPOEKTUPOBaHMIO U paspaboTke Knu-
Hu4eckoro paboyero npouecca oTCyTCTBYHOT. CyLuecTBYyeT ABa HaumoHanbHbix ctaHaapra H3C Benukobpu-
TaHUU, KOTOPbIE NPUMEHSAIOT MEHEAXKMEHT PUCKOB KaK K MPOW3BOACTBY, TaK U K BHEAPEHUIO U UCTIONb30BAHUIO
MEAULIMHCKOTO NpOorpammHoro obecnevyeHus. 3TUMM cTaHaapTaMu sIBNSIOTCSA:
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-I1SB 0129 YnpaBneHue KNMHUYECKMMU puckamu. Ero npumeHeHue npu npou3BOACTBE MEAULMHCKUX
UT-cuctem. PykoBoacTteo no BHeapeHuto [11] (ISB 0129 Clinical Risk Management — Its Application in the
Manufacture of Health IT Systems — Implementation Guidance);

-1SB 0160 YnpaBneHue KnMHU4eCKUMMU puckamu. Ero npumeHeHme npu BHEAPEHUU U UCNOMb3OBAHUM
UT-cuctem. Pykoeoacteo no sHeapenuto [12] (ISB 0160 Clinical Risk Management — Its Application in the
Deployment and Use of Health IT Systems — Implementation Guidance).

MepBble nocnegoBatenu nporpamm obecneveHus 6e3o0nacHOCTUM MEAMLIMHCKOrO nporpamMMHoOro obe-
cneyvyeHns MOryT UCNoNb30BaTb METOALI U NPUHLUMNLI 3TUX [BYX HALIMOHASIbHBIX CTAHAAPTOB B NPOLIECCE Bbl-
nonHeHusa pa3paboTku, NPOBOANMON MEXAYHAPOAHbLIMM OpraHm3aumuamu, paspabarbiBatoymMn CTaHAAPTbI.

5.4.5 Mone3HoCTb U NPUMEHNUMOCTb «3KOCUCTEMHOIO» NOAxXo4a K cCTaHgapTam,
obecneuynBarmumM 6e30MaCHOCTb MEAULIMHCKOrO NPOrpaMMHOro obecneyeHms

PaGorta, koTopas cneayeT 3a pa3paboTKoM CTaHAAPTOB, HaMpaBrieHa Ha CO3AaHne MEQNLUHCKOTO npo-
rpaMMHOro obecrneyYeHnss U CBA3aHHbIX C HUM CTAHAAPTOB MO 0e30MacHOCTM ANA PasfUUHbIX NPEAMETHbIX
obnacreit unu CeKTOpoB Bcel akocucTemebl. Cneaya otvetry IOM (Hos6pb 2011) No MHOPMALMOHHBIM TEX-
HONMOrnsiM B 3apaBoOXpaHeHun u 6e30nMacHOCTU MaUUEHTOB, aHANOIMYHLIM 00pa3oM COCPEAOTOYEHHOM Ha
coUMarnbHO-TEXHOMOTMYECKOW CUCTEME, NexaLlein B OCHOBE HEXenaTerbHbIX SIBIIEHUI, CBA3aHHbIX C MHOpP-
MaLMUOHHbIMU TEXHONMOTNSIMU B 34PABOOXPAHEHUM, CTAHOBUTCA SAACHO, YTO Niobble pa3paboTku CTaHAapToB,
OTHOCALUMXCA K MEAULMHCKOMY NpOorpaMMHOMY O0ecrneyeHmio, BKMiodasi nporpammHoe obecnedeHue ans
MEAULMHCKUX NpubOopoB, AOMKHbI ObITb MOCTPOEHLI HA NPaBMAIbHOM MPEACTABIIEHUN KCUCTEMbI», KOTOpas
BbIXOAMT 3a npeaensl TexHonorun. ObrnacTu OKpyxatoLLen cpeabl, opraHu3auus, Npouecc v noau, Hapsay ¢
TEXHONornen pa3paboTku annapaTHbiX CPEACTB U NPOrpaMMHOr0 obecneyeHus, AOMKHbI pacCMaTpuBaTbCA
KaK LieNOCTHbIV, MHTEPaKTUBHbIVA NOAX0A HA NPOTSHKEHUUN BCEX CTaIUI NPOEKTMPOBaHUs, pa3paboTku, peanu-
3auum 1 sKcnnyaTauuu.

5.4.6 TepMUHONOrMs Me AMLIMHCKOrO NPOrpaMMHOro o6ecneyeHus HyXaaeTca B AaribHeWwWen
aopadcoTke

CyLLEeCTBYET MHOXECTBO TEPMUHOB U CBSI3AHHbLIX OMpPEAENEeHuiA, KOTOpbIE ONpeaensioTcs, 0OHOBNAIOTCA
unu o6cyxaaTcs npy paspaboTke CTaHAAPTOB M B OpraHu3auusx no paspaborke cranaapros (SDO) u B co-
OTBETCTBYIOLLMX KOMUTETaX. Takne TEPMUHbI, KAK KaBTOHOMHOE NPOrpamMMHOE 00ecneveHme», «NPorpaMmMmHoe
obecrneyeHne CUCTEM 3 paBOOXPaAHEHUSA», «NPOrpamMmmMHoe obecneveHme MeauumMHCKuX NpubopoB» U «Mmeau-
LUMHCKMIA NpOrpamMmHblii NPOAYKT» M BCE APYr1e CBA3AHHLIE C HUMU MOHATUSA, UMEIOT Pa3nu4YHbIe 3HAYEHUS B
3aBMCHMOCTM OT CTpaHbl U Aa)ke OT opraHusauum no paspaboTke CTaHaapToOB.

[ns opraHOB 34paBOOXpaHEHUS Kak MeXgyHapO4HbIX, TAK U HALMOHANBHbLIX KOMUTET-YS1EHOB, COOTBET-
CTBYIOLUMX TEXHUYECKMX KOMUTETOB MICO (TK215 1 TK62) 1 CBA3AHHBLIX C HUMK KOOPAUHALMOHHbLIX OpraHu3a-
yuii (CTK 1) 6bino 6bl BaXXHO €037aTh LIEMOCTHYHO, OBLLYIO U MPUEMMEMYIO COBOKYNHOCTb TEPMUHOB, UCMONb-
3yeMbIX B KOHTEKCTE MEMLMHCKOro nporpaMMHOro o6ecnedeHus. 3ta co3aaHHas COBOKYNHOCTb TEPMUHOB
TaKke MOXeT OblTb COEAUHEHA U XOPOLLIO YBA3AHA C «3KOCUCTEMHBIM» UIU «COLMUANBbHO-TEXHOMOTUYECKUM»
noaxoaoM, onucaHHbIM B 5.4.5.

5.4.7 CtaHaapThbl, CBAA3AHHbIE C PUCKOM, NPOLIECCOM U NpeaAMETHON 06nacTbio, CNYXaT TOYKON OTCcHeTA.

B HacrosiLem cTaHgapTte Gbinu onpefeneHbl Kak NPUMEHUMbIE ANsi PACCMOTPEHUS PUCKOB, CBA3AHHBIX
¢ 6e30NacHOCTbI0 MEAMLIMHCKOrO NporpaMMHOro obecnedenns, cneayioLume ctaHaapThl:

- CO 13485;

- CO 14971 u/unu UCO/TC 25238;

- M3K 62304;

- CO/M3K 12207

- M3K 62366;

- M3K/TO 80001-1;

-UCO 27799.

HecMOTpA Ha TO YTO AaHHbLIN CNMCOK CTaHAAPTOB ABMAETCA MCXOAHON TOYKOMN, ANA MHOTUX 3aUHTEPECO-
BaHHbIX CTOPOH OH BCE eLLE KAaXETCA CAULLKOM HeYNOpAAOYEHHbIM. YrnybneHHoe n3yyeHue cTaHaapTos, yKa-
3aHHbIX B 3TOM CNKUCKE, MOXET o6ecneunTb LeHHbIe cBeAEeHUA No 3awute 6e30nacHOCTU NaUMEHTOB, OAHAKO
BMAHA HEOOXOAMMOCTb B TOM, YTOObLI Ny4Lle paccMOTpeTb cneunduky MeauLMHCKOro nporpaMMHoro obecne-
YEHUsA, U B TOM, YTOObI 06ecnevnTb B3auMHOE COOTBETCTBUE MEXAY pa3fMuHbIMKU CTaHaapTamu. Kpome Toro,
9TU CTAHAAPTHI HE yAEnsIoT 60bLIOro BHUMaHWUA 6€30NacHOCTH NaLMeHTa U He NOSIHOCTLIO COTNacyloTca Apyr
¢ Apyrom. K coxxaneHuio, 3To AEMOHCTPUPYET XapakTep pa3BUTUS CTAHAAPTOB BO BPEMEHM, Tak Kak UxX pas-
paboTka OCyLLECTBNSAETCA HECKONbKUMM pabounmu rpynnaMu u 3auHTepecoBaHHbLIMU NULAMMU.
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BaxHo, 4To cTpartermyeckoe nnaHuposaHue aedarencHoctn MCO/TK 215 yuuTbiBano uHdgopmauymio,
NpeacCTaBMNEeHHYD B HACTOsALWEM craHgapTe, B 4YacTHOCTU B 5.3, mpu pacCMOTPEHUU MPUOPUTETOB CBO-
nx paboumnx rpynmn, NnaHoB U HOBbIX paboymx Tem. Kpome TOro, TecHoe coTpyaHudectso atux TK B8 UCO un
M3K, KoTOpble yXXe NPUHUMAanu y4actue B CO34aHuK CyLeCTBYIOLMX cTaHaapTos, ocobenHo MCO TK 210,
MNCO TK 215 n MOK TK 62, 4OMKHO NpoaormKaTbes.
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Mpunoxexue A
(cnpaBouHoe)

MoBblleHUe 6e30NacHOCTU NaLUEeHTOB
6narogapa MHBECTULMAM B Pa3paboTKy MeQULIMHCKUX NporpamMmm

Ha gaHHbIA MOMEHT ropaszo Gonblie U3BECTHO O NepBONPUYMHaX HapyLleHunit 6e3onacHOCTM NaLmeHToB, Bnaroaa-
P NPOBELEHNIO MOCTOAHHBIX U YCOBEPLUEHCTBOBAHBIX UCCIEf0BaHMUIA, YyYLEHHOW cucTeMe yBEAOMIIEHNS (COCTaBNeHNS
oT4yeToB) 1 Honee opueHTUPOBaHHON Ha 6e30MacHOCTb KIMMHUYECKOR KyMETYpEl, KOTopas crnoXunach 3a nocnefHee fe-
CATUNETME C MOMEHTa Bhinycka oT4yeTa |IOM nog HasBaHueM «YenoBeky cBOMCTBEHHO owmbaTees. CosfaHue Gonee Ha-
,qe>KHOI7I CUCTEMBbI 34PaBOOXPaHEHUAR. AquHTMpOBaHMe BHUMaHWS Ha NoBbILLeHWU BesonacHocTH nayneHTa n Ka4vectee
C Lenbio n3bexaTb HEHYXXHbLIX CMEPTEN, CBS3aHHOW ¢ HEOBXOAMMOCTLIO YNYYLLEHUA KadecTBa, a Talkke Ha addeKTuB-
HOCTW U JOCTYMHOCTW CUCTEM 3[4 paBOOXPaHEHNA MHOTUX CTPaH NPUBEMO K 3HAYUTENbHLIM MHBECTULIMAM B MeJULMHCKUE
UHOPMaLIMOHHbIE MPOEKTHI. K HUM OTHOCATCH KIMHUYeckue WHPOPMaLMOHHBIE CUCTEMBI, SNIEKTPOHHbLIE MefuLUHCKue
KapTbl, KOTOpble 06bEeJUHSOT MHGOPMALMIO O MaLMEHTE U3 pasnnYHbIX MEAULMHCKUX YYPEXAEeHUNA U opraHnsauui, u yco-
BepLUEHCTBOBaHHasi MOAAepXKKa NPUHATUSA pPelUeHU ANA KIMMHUYeCcKkuX YHKLUUA (Hanpumep, HasHa4deHWid npenapaTos),
KOTOpble SABNSATCS 0BLLMMN UCTOUHMKAMU MHLUMAEHTOB, CBA3aHHLIX ¢ 6€30MacHOCTLI0 NaLUeHToB.

3TN MHDOPMaLMOHHbIE CUCTEMBI 3[paBOOXPAHEHUS NPEAOCTABMAIT MHOXECTBO BO3MOXHOCTEHR AMA NOBbLILWEHNS
6e30MacHOCTH NaLMeHTOB, B TOM YWCHe:

- coKpalleHue dapMaKkonormieckux oLUMOoK NyTem NpeaynpexaeHns Bpaden 0 KIMHUYECKUX pUCKaX, TakUX Kak us-
BECTHbIE annepruy u NpoTMBONOKa3aHUsA K MPUMEHEHUIO NiekapCTBEHHbIX NpenapaToB NOCPeACTBOM CUCTEMbI MOAAEPXKKUA
NPUHATUS PeLUEHNS MO NeKapCTBEHHLIM Npenaparam;

- coKpalleHue «rnyTaHuLbl» U «Ay6rnupoBaHus WHdopMaLm» NyTeM CBOEBPEMEHHOW U TOYHOW uaeHTUdMKaummn
nauueHToB;

- yny4leHne obmMeHa KnMHu4Yeckoin nHopmauuei;

- 3O hEKTUBHOE YMOPSAOHMBAHNE AUArHOCTUHMECKUX UCMBITAHUA, a Takke 3deKTUBHAA OTYETHOCTb U OOMeH
pesynsratamu;

- YBenu4eHune NpoAoMKUTENBHOCTHU YX0Aa 3a NALUEHTOM,

- coKpalleHue reorpacguyecknx 6apbepoB AN NoflydeHUs 4OCTyMNa ¢ NOMOLbIO TeNeMeaULUHSI;

- YNyYlLEHUe pesynLTaToB 3a CHET NOAAEPXKKN NPOTOKONOB NO MEAULIMHCKOMY YXOAY,

- CBoOeBpeMeHHOe npeaocTaBlieHWe AaHHbIX ANA pPEeHTreHOCKONuUW, BbiABIEeHUue SFII/IAeMMﬁ, uwccnepoBaHne U
pacnpeaeneHue pecypcos;

- MOTUBUPpOBaHue J'IPOﬂeVI Ha yny4lleHne cBoero 3qopoBbA.
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Mpunoxexue B
(cnpaBouHoe)
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AHanus cTaHgapToB ¢ NO3ULMKM XU3HEHHOrO LKA NPOrpaMMHOro obecneyeHus

Tabnuuya B.1— CraHgapTbl, pacCCMOTPEHHbIE C NO3ULWM XUSHEHHOTO LMKNa NporpaMmMHoro obecnedeHust

NCO/M3K UCO/TP
CraHaapt IEEE 1074:2006 M3K 62304:2006 12207:2008 27809:2007 M3K/TO 80001-1
MNpeamMeTHan 06- MeauuuHckune MegauumHckue
P Anacrb Obwyas I'f:)MLéOpbl Obwan Obwan I'?pI/ILéOpr
MNporpammHoe
Tvn MporpammHoe MporpammHoe obGecnevyeHune MporpammHoe UT-ceTn
obecnevyeHue obecneveHune (cTagumn cuctembl obecneveHune
He yYuTbIBaNuch)
KoHuenuus UccneposaHue 3anpoc Ha BHece-
KoHUenuumu HUEe  W3MEHEHMI
mwnn cosfaHue
MeaununHckon UT-
cetu
(NpumeHumoe pas-
pelweHne Ha BHe-
CEeHNe N3MEeHeHHNiA)
TpeboaHus TpeboraHus K MnaH paspaboT- | AHanua Tpeboea-
nporpamMMHOMY KW NporpaMMHOro | HWiA K nporpamm-
obecneveHuto obecneyeHmns. HoMmy obecneve-
AHanus TpeboBa- | HUKO
HWA K NporpamMMHo-
My obecreyeHmto
MpoekTupoBaHue | MpoekTuposaHue | MpoekTuposaHue | MpoekTuposaHue | MpoekTupoBanue | MnaH npoekTa
apXUTEKTYpbI apXUTEKTYpbI (AOKYMEHT oTBeT-
nporpamMmmHoro nporpamMmmHoro CTBEHHOIA OpraHu-
obecneveHus. obecnederus. 3ayuu)
[HeTaneHoe npo- [HeTankeHoe npo-
€KTUpOoBaHwWe Npo- | eKTUpoBaHwWe npo-
rpPaMMHLIX CPEACTB | rPaMMHbIX CPEACTB
PaspaboTka Peanusauyus Peanunsauusa KoHcTpyuposa- Pa3paboTka
nporpamMmmHoro HWe nporpaMMHo-
mogyns. ro obecneveHus.
WHTerpauus WHTerpauusa
nporpamMmMHoOro nNporpamMmmHoro
obecneyeHns 1 obecneqeHus.
ucnbiTaHue uHte- | KBanudukayuox-
rpauuu HOe ucnbITaHWe
nporpamMmmHoro
cpeacTea.
MpuHATHe npo-
rpammHoro obe-
cneveHus
MpousBogctBO Mpou3aBoacTeo.
CosgaHne  guc-
TpubyTtuBa
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OkonYaHue mabnuupl B.1

. . NCO/M3K UCO/TP
Cranaapt IEEE 1074:2006 M3K 62304:2006 12207:2008 27809:2007 M3K/TO 80001-1
MNpeameTHan 06- O6yas MeauuyuHckue O6wan Obyan MeauuuHckue
nactb npu6opbl npubopsbl
MporpammHoe
Tvn MporpammHoe MporpammHoe obecneueHune MporpammHoe UT-ceTn
obecneyeHue obecneyeHue (cTagum cucteMbl obecneveHne
He YYUTbIBanucb)

YceTaHoBka YcraHoBKa TecTupoBaHue YcTtaHoBKa npo- | YcTaHoBKa BbinonHeHue
cucTeMbI Npo- rpaMmMmHoro obe- MEHe)KMeHTa
rpaMmMHoro obe- | cneyeHus (UHTe- puckos (MP).
crieveHus rpayusa cucTembl) OB6HOBNEHHbIN

(kBanudmKaLnoH- dann MP.

Hble  UCNbITaHUA OueHuBaHune

CUCTEMbI) OCTaTOuHbIX
puckos

KoHdpurypupoa- Paspewenne Ha

Hue BHECEHNe Wu3me-

HEHWA.
YnpaBneHue KOH-
durypayusamm

UHTerpauus

Peanusayus Bbinyck npo- Beog B AeilicTBUE
rpamMmHoro  obe-
cneyveHus

OkcnnyaTtayus Skennyatauua 1 SAkcnnyaTauuoH- KoHTponb ]

nogaepxka HOE WCMonb3oBa- ynpaerneHue co-
HUe NporpaMMHo- 6bITMAMU
ro obecneveHus

KnuHuyeckoe

npUuMeHeHue

TexHu4eckasn TexHu4eckas TexHU4eckas TexHuyeckas YcoBepLUEeHCTBO-

nogaepxka noaaepxka nofzepxka noafepxka BaHwe/ ynpaene-
nporpamMmmHoro nporpamMmmHoro Hue BepcuamMu/
obecrnevenuns obecneveHus obHoBnEHNe

BeiBog 13 skenny- | YaaneHve

atauyuu

YHU4TOXEHUE YHUJYTOXEHUE

nporpamMmmHoro
obecneyeHuns

B.1 AHanus obuero nogxoaa

CriepytoLLuii aHarnma ocHOBaH Ha UCMonb3oBaHNUK BbILLEYNOMSIHYThIX CTAHAAPTOB C TOYKW 3PEHUS XKM3HEHHOro LKna.
B.1.1 KoHuenuus

- CTagus onvcaHa Kak MMHUMYM B OLHOM CTaHaapTe.

- flBnsieTcs MCXoA4HOM TOYKOM ANA pa3paboTku NporpaMMHOro obecnedeHns ¢ sreMeHTamu pucka, ecnu KpanHe
3aMHTEepPeCoBaHHbLIE CTOPOHEI HE Y4acCTBYHOT B Ha4YanbHOM NOCTPOEHUW KOHLIENLWU.
B.1.2 TpeGoBaHus
- CTaAnsa onncaHa B HECKOSbKUX CTaHAapTax.
- [omxHbl 6bITh MCMOMNb30BaHL! CTaHAAPTHbIE NPOLECCH: NPUMEPLI UCMONb30BaHWS, KapThl COBLITUIA, AnarpamMmsl
B3aWMOAENCTBUA U T. 4.
- CTa,D,I/IH AOIMXHa Ha4vMHaTbCA C paCCMOTPEeHUA Tpe6OBaHMI7I K AaHHbIM (Hal-WIHaeTCH Ha 3ToW CTagun U npojornxa-
€TCA Ha NOCNeAYoLWUX).
- BeiGop/onpegeneHune aneMeHTOB AaHHbIX, METOA OB MOLENNPOBaHUS faHHbIX, ONpefeneHuil, KogMpoBokK, Wwabrno-

HOBU T A.
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B.1.3 MNpoekTupoBaHue

- CTagus siBnsieTcs oOLenpuHATOR BO MHOTUX CTaHAapTax.

- JonxHa BKNKOYaTL aPXUTEKTYPY, anropuTMbl, KOMMOHEHTHl, WCXOAHYK AOKYMEHTauuio, MoATBEpXAeHue
COOTBETCTBUA.

- JonxHa BkntoYaTh crnosapk AN naeHTudukaumu (nepesoaa, npeobpasosaHus) (CHUXaTL pUcku nytem obecne-
YEHWS PerncTpaLmmn KIMHUYECKUX LaHHbIX TOWMHbIM, CTPYKTYPUPOBAHHBIM U CBOEBPEMEHHEIM 06pa3oM unu, no KpaiHei
Mepe, NEpPEBOAa STUX AaHHBIX, OCYLLECTBAEMOro TakuM obpas3oMm, YToBbl UX 3HaYeHUe COXpaHAanock Npu pasgeneHuu/
nepefade pucKoB).

B.1.4 Pa3pa6otka

- CTagunsa onucaHa B Apyrux ctaHgapTax Ui KpaTko OnuchiBaeT MHOXECTBO APYruX CTaguid.

- HopmaTWBHEI# cekTop ynpaBnsemoro ycTpoilcTBa paccmaTpuBaeT paspaboTky nporpaMMHoro obecnedeHns Kak
NPOU3BOACTBEHHOE AeiCcTBUE (NPOMBILLMEHHOE, UMW MEXaHWYecKoe, UM MallMHHOE NPOU3BOACTBO).

- CrnoBo «npou3BofcTBO» (manufacture) cornacoBaHo C A3bIKOM, UCMOMb3yEMbIM AN HOPMaTUBHBLIX MOMOXEHWHN,
ocobeHHo Tex, KoTopble 0OcHOBaHbI Ha cemelicTBe cTaHaapToB MCO 9000.

- MporpamMMHoe o6ecneveHmne (MHPOPMaLMOHHbIE CUCTEMbI) MOXET PEryNMpoBaThCS C LieMNblo 3aLmTel 6e3onacHocTu
nauueHTa pasHelMK cnocobamu, HO MHPOPMaLMOHHbBIE CUCTEMbI HE MPOCTO MPOU3BEfEeHHbIe YCTPONCTBA.

- locypapcTBEHHbIN CEKTOp paccMaTpuBaeT pas3paboTKy nporpamMHoro obecneveHust kak rubkoe, crnoxHoe, npo-
rpammupyemoe 1 obnagaroLee MHOXECTBOM HaCTpoeK eiicTBue.

- Mopxogbl K paspaboTke nporpammHoro obecrnedeHnsa BkMkovaloT B cebsa: HUCXOAALWMA/BOCXOAALIMIA NPUHLM,
KacKafHYr Mofesb, CnuparnbHyto MOAENb, XaoTUYHYIO MOAESb, MPOTOTUMMPOBaHWE, 3BOSIOLMOHUPYIOLLEee NPOTOTMINPO-
BaHWe, UTEpPaTUBHYIO U UHKpEeMeHTanbHYI paspaboTKy, aKCTpeMansHoe nporpaMMMpoBaHue U T. 4.

B.1.5 NMpousBoacTBo, co3gaHue gUcTpubyTUBa, BbINYCK U NOCTaBKa

- CTagusa onucaHa Kak MUHAMYM B OfHOM CTaHAapTe.

- B HeKoTOpbIX criyyasix paccMaTpyBaeTCs Kak YacTb «BBOAA B SKCMIyaTaLmioy.

- MeeT nepBocTeneHHoe 3Ha4YeHNe C TOMKWU 3pEHUs BhINycKa, NPUYEM BLIMYCK U MOCTaBKa SIBNSAIOTCSA BYMS CMEX-
HbIMW KITHOMeBLIMU COBBITUAMM, The CYLUEeCTBYET Mepexof pucka (Mexay opraHusauueid, koTopasi NpefocTaBnsaeT npo-
rpamMmHoe obecne4veHune 1 NokynaTenem nporpaMMHoro obecneveHus).

- CTaHgapTel Mo puckaM U NPUMEHUMbIE CTaHAapThl A4S KaX0ro oTAENbHOro BbIMycKa U NOCTaBKU pasfiMyaloTcs.

B.1.6 YcTaHOBKa, KOHUTypupoBaHUue, MHTErpauus, peanusalus u BBoA B dKCnnyaraumio

- CTagusa yCcTaHOBKM ONMUCaHa B HECKONbKNX CTaHAapTax.

- CTaguu Mexgy BbiNyCKOM U NOCTaBKOW U NPUEMKOI 1 BBOAOM B AieCTBUE MOTyT 6bITb 06beAnHeHbl. Heobxoaumo
pasnuyaTb yCTaHOBKY, KOH(UIypUpoBaHMe, UHTErpaLuio, peanusayunio U BBOA B aKCnnyaTauuio, YTobbl He npuaaTte UM
WHOro 3Ha4eHus.

- ManoBeposATHO, YTO pasHble cTaHAapThl 6yAyT NPUMEHATLCA K NOACTAAWAM peanusauunm WNu BBoAa B Kcnnya-
Tauuto.

- CTeneHb nepcoHnduKaLm 1 KOHUrypmpoBaHUsi MEXY NMOCTaBKOW U BBOAOM B AelCTBUE B 6ONbLINHCTBE CnyYa-
€B ABMAETCA 3HAYUTENBHOW U 3aTpaTHOR. CyLecTBYET YacTb 3TOR CTaANN XXNU3HEHHOMO LMKNa, KOTopasa Takke BKNOYaeT B
cebA nofroToBKy JOKYMEHTaLMUM AN BBOAUMOM B aKCIyaTaLuio cucTemMbl U 06ydeHne nonb3oBatenei.

- KoMnoHeHTbl 06yHeHust U noaaepXKkn 0co6eHHO BaXkHbI AN CHUXEHNS puckoB 6e30nacHOCTU M AOMKHBI UCMONb-
30BaTb NOAXOAbI, NPeACTaBNeHHbIE:

- B creyunanbHbIX CTaHfapTax, CBsi3aHHbIX ¢ 6e30MacHOCTLI0, KOTOPbIE BKMOYAIOT CepTUDUKALNOHHBIE UCNBITAHNSA,
obmMeH coobLyeHusMu, crioBapb, KOHUAEHLMANBHOCTb U 6e30MacHOCTb, YCTaHOBMEHWE NTIMYHOCTU Nofb3oBaTens/ayTeH-
TUduKauuio/aBTopr3aLuio, ynpasrneHue cornacoBaHmeM; 1

- CTaHfapTax Ha cucteMbl Ansa obecnevyeHUs COOTBETCTBMA CTaHAapTaM MEeAULIMHCKUX OpraHu3auui no akcnnya-
Tauum n yxogy, pabouum npoeccam, nepcoHasny, TpeboBaHUSM K COCTaBNEHUIO OTYETHOCTU U YYETY, NPUPOAOOXPaAHHBLIM
TpeboBaHuUsAM, TpeGOBaHUAM K COBMECTUMOCTH, a Takke ynpaBneHuio, TEXHUHECKOW noaaepxke, obydenuio n T. 4.

B.1.7 Npuemka u BBOA B 3KCNnyaTauuio

- He onuckiBaeTcst HU B O4HOM U3 U3BECTHLIX CTAHAAPTOB, CBA3AHHLIX C XU3HEHHBIM LIUKNOM.

- fABnsieTcA cobbiTUeM, B OTHOLLEHUM KOTOPOTO CyLLEECTBYET MHEHMWE, CBA3AHHOE C Nepefadeil pUcka, 0 TOM, YTO Ha
sTane BBOAA B 3KCMIlyaTaLuto 3aka3umk b6epetT Ha cebst bonbLuyto YacTb oT obLyero pucka. Kpome Toro, Ha stane Beoja B
3KcnyaTaLmio CyLLecTBYeT KapAuHanbHoe usMeHeHne npodunsa pucka. Tenepb NporpaMMHoe o6ecnedeHne UCnonb3yeT-
€A B KITMHWYECKOIA NpaKTUKe, NOSTOMY NPUCYTCTBYET BO3MOXHOCTb BO3HUKHOBEHUS MOTEHLManNbLHOro Bpeaa AnNA NaLMeHToB.

B.1.8 3kcnnyarauus

- CTaaua onucaHa B HECKONbKUX CTaHAapTax.

- Paannune mexgy akcnrnyartaluei n TEXHUYECKOH NoaepKKOil COCTOUT He B TOM, YTO OHW SBMSIOTCS pasHbIMU
CTaAuAMU XM3HEHHOTO LIMKIA, a B TOM, YTO B XOfl€ STUX CTaiuil XXM3HEHHOrO LMKNa CyLWeCTBYIOT pasnuyHble dyHKUUK,
KOTOpbIE BLINOITHAIOT onepatop U pa3paboTuuk.

- Takum o6pa3om, CyLLECTBYIOT [1Ba pasHbIX «Nofyyarensiy pucka.

B.1.9 KnuHuuyeckoe ucnonb3oBaHue

- CTagus He OMUCLIBAETCA HA B OAHOM U3 U3BECTHLIX CTaHAapToB.

-Ha paHHOW cTagumM NpoucXoAuT KapAuHarbHOE W3MeHEHMe Mpodunsa pucka (XxapakTepucTUK: NPUrOfHOCTU
K MWCMOMNb30BaHUIO, CEMaHTUMYECKOMW, OCHOBaHHBIX Ha JaHHbIX WUCcnefoBaHMA M T. A.), a TaKKe nepexof, PUCKOB
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OT cneyuanucTa no peanusaynn MeguUUHCKoin MHOpMaLMOHHO TexHonoruu/oneparopa K Nonb3osaTenio MeaULUUHCKON
MHOPMaLIMOHHO TexHoMornewn, o6bIYHO K Bpayy.

- CylecTBy€eT He0OXO4MMOCTb CNEAUTL 3a TeM, YTOGb! KNMHMYecKas MHGOpMaLKs, TO eCTb «MHGOPMaLUms o Yeno-
BeKe, KacaloLLasics ero 340poBbs UK 34paBooxpaHeHusa» (cM. 13606-1:2008), 6bina TOMHO, CTPYKTYPUPOBAHHO U CBOEB-
pemMeHHO 3adukcupoBaHa Unu npeobpasoBaHa Tak, 4ToBbl CMbICT Hagnexalum o6pa3om CoXpaHANCca Npu ee CoBMeCT-
HOM ucnonb3oBaHuu/nepeaave.

B.1.10 TexHuuyeckaa nognepxka

- CTagma onucaHa BO MHOMMX cTaHdapTax.

- Pasanuumne Mexay akcnnyaTtauuen U TEXHUYECKON NogaepXKoW COCTOUT He B TOM, YTO OHW ABMSAKOTCA pasHbiMU
3Tanamu XXU3HEeHHOro LWKIa, a B TOM, YTO B X0A4e 3TUX 3TanoB XXU3HEHHOro LMkna CYLLEeCTBYHOT pasnuyHble yHKUWK,
KOTOpble BbIMOMHAOT onepaTop 1 paspaboTuyuk.

- Takum oB6pa3om, CyLLECTBYIOT iBa pasHbIX «Mnory4yaTens» pucka.

- BaxHo noHuWmaTh, 4YTO «OObIMHBIA XOf [fesTerlbHOCTMY BKIKYaeT B cebs 3HauuTenbHble 3BOSIOLMOHHBIE
N3MEeHeHNUs B cUCTeMax, KOTOpble MOryT MPUCYTCTBOBATL B HUX Ha NPOTSKEHUU AEeCATUNETUN, HO BOBCE He 06s3aTeNnsHO
OyAeT BLIMMSAAETb TaK Xe B TOM clly4ae, Korga cucTeMbl BNepBble Haqanu Ucnonb3oBaThesA. TexHuyeckoe obenyxnBaHue
(kak paspaboTka) SBnAeTca BaXHOW cTagueil.

B.1.11 BbiBoA 13 aKcnnyaTtauuu

- CTagus onucaHa kak MUHMUMYM B OQHOM CTaHaapTe.

- Ctapguma TpebyeT nepefavun obcnyxmnBaHWa NaLueHTa U KIMMHUYECKON MHGOpMaLUK N3 OLHO CUCTEMBI B APYryto.

- Bonpocbl 6e3onacHoOCTW Ha AaHHOI cTagum KacatoTCs BO3MOXHOCTU MEPEHOCUMOCTH, T. €. Nepefayn faHHbIX 13
OfHOI CUCTEMBI B [ pYryto.

B.1.12 YnaneHue

- CTagus onncaHa kak MUHUMYM B OQHOM CTaHaapTe.
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MpunoxeHue C
(cnpaBoyHoe)

Nudopmaumsa 06 obnactu npumeHeHusa ctaHgaptoB CTK 1, kacarouwmnxca 6esonacHoCcTU

C.1 UCO/MIK 15026 PaspaboTka cuctem u nporpaMMmHoro obecneyeHuss. O6ecneyeHme cUCTeM U
nporpammHoro o6ecneuenus (ISO/IEC 15026, Systems and software engineering — Systems and software
assurance)

C.1.1 Yactb 1. NoHATUA U cnoBapb

YacTb 1 onpeaensieT TEPMUHBI, MOHATUA U UX CBA3b, CO3faBasi OCHOBbI AN 06Liero NOHMMaHUA NOHATUIA U NPUH-
yunos, BaxHbIX Ans MCO/M3IK 15026. MCO/M3K 15026 He coaepXXUT UHopMaLmio 0 HenpepbIBHOM UCNONb30oBaHUN U
ynpasneHumn cnyxtamu.

C.1.2 YacTb 2. O6ocHOBaHMe rapaHTum

YacTb 2 onpeaensieT MUHUMarnbHble TpeboBaHWS K CTPYKTYpe U cogepkaHunio obocHoBaHus rapaHTun. ObocHoBa-
HWe rapaHTUM BKIlo4aeT TpeGoBaHNA BLICOKOrO YPOBHS O CBOMCTBaX CUCTEMbI UNN U3fenus, cuctematndeckoe obocHoBa-
HWe OTHOCUTENBHO KaxAoro U3 aTux TpeboBaHuit, a Takke foKas3aTenbCTBa U SBHO BblpaXeHHble AoNyLWeHus, nexatyue
B OCHOBe 3T0ro o6ocHoBaHWA. Paccyxgas o MHOroypoBHEBOW uepapxumn TpeboBaHwii, JaHHOe CTPYKTYpUpoBaHHoe 060-
CHoBaHWe 06beamnHAeT TpeboBaHUA BLICOKOrO YPOBHSA C AOKa3aTeNbCTBaMU M AONYLLEHUSAMM.

O6ocHoBaHWA rapaHTuu, kak npasuno, paspabotaHbl ANa noaaepXkn TpeboBaHuii B Takux obnacTsx, kak 6esonac-
HOCTb, HaJ€XXHOCTb, PEMOHTHas TEXHONOMUYHOCTb, YYET YenoBevecknx aKkTopoB, yHKLMOHANbLHOCTL W 3alyuTa, XoTA
3T 060CHOBaHUA rapaHTUKM YacTo HasbiBaloTCA Gonee KOHKPETHLIMU Ha3BaHWAMM, HanpuMep obocHoBaHue 6e3onacHo-
€TV unu 060CHOBaHWA HaAleXXHOCTU U peMOoHToMNpurogHocTn (R&M).

C.1.3 YacTtb 3. YPOBHM LENIOCTHOCTU CUCTEMBI

YacTb 3 onpeaenseT NOHATME YPOBHEN LIENOCTHOCTU U COOTBETCTBYIOLME TpeboBaHWSA K YPOBHIO LIENOCTHOCTH,
KoTopble Heobxogumo cobniogaThb, € Lenbio NnokasaTb, YTO YPOBEHb LENOCTHOCTU A0CTUrHYT. OHa ycTaHaBnuBaeT Tpe-
60oBaHWA N peKoMeHAYET METOALI ONpefeNneHns N UCNONb30BAHUA YPOBHENR LIENOCTHOCTU M TpeboBaHuWiA K HAM, BKItodas
NMPUCBOEHWNE YPOBHEW LIeNoCTHOCTM cUCTeMaM, NporpaMMHbBIM NPOAYKTaM, UX SrIEMEHTaM U COOTBETCTBYIOLLUMM BHELLHUM
CBA3AM.

CTaHaapT NPUMEHUM K cMcTEMaM U NMporpaMmMHOMYy ofecneqeHuto U NpefHasHayveH A UCMONb30BaHUA Crieayio-
LWUMW NnLamu:

- lopUANYecKue nuua, onpeaensiLLe YPoBHU LIENOCTHOCTH, HarpuMep oTpacnesbie N NpodeccuoHanbHbie opra-
HW3aLWK, opraHu3aLunm no cTaHfapTUsaLnn 1 rocyfapcTBeHHbIE yUpeXeHus,

- NOMb30BaTENMN YPOBHel LIeNOCTHOCTH, HanpuMep paspaboTunku U cneuuanncTel NO TeXHUYeckomy obcnyxusa-
HUWIO, MOCTaBLLMKM W NOKyNaTenu, Nnonb30BaTeny 1 3KCnepThl N0 OLIEHKe CUCTEM UNKU NPOrpaMMHOro obecneveHns, a Takke
opraHu3aLnoHHON N TEXHUHECKON NOAAEPXKKE CUCTEM W/MMNKW NPOrpaMMHbLIX NPOAYKTOB;

- NOCTaBLUMKMA W NOKynaTenw, NoANWCcaBLUMe COMalLleHUs], HanpUMep ANS okasaHUsA NOMOLLW B obecneveHnn Xapak-
TepucTUK 6e30MNacHOCTH, SKOHOMUYECKOTO MOSTIOXEHUS UMW 3aLUMThI MOCHE YCTAHOBKW CUCTEMBI UMW NPOAYKTA.

NCO/M3K 15026-3 He 3apaeT onpefeneHHblil Habop YpOBHEW LIeNOCTHOCTU UNKU TpeGoBaHUIA K YPOBHIO LIENOCT-
HocTh nubo To, KakuM obpasoM UCMONb3OBaHUE YPOBHel LienocTHOCTU ByaeT MHTErpupoBaHoO ¢ LUEnoi CUCTeMOon unu
npoueccamu cTagumn pa3paboTkn nporpaMmmHoro obecneyeHns ero XM3HEHHOro Lukna.

YacTb 3 MOXET MCnoNb3oBaTLCH OTAENBHO UnK ¢ ApyruMu YacTsamm MCO/MIK 15026. OHa MOXET BbITb UCNONb30-
BaHa C pasnnyHbIMU TEXHUYECKUMM UMM CNeLanu3MpoBaHHEIMM METOAaMMN aHanu3a PUCKOB U NOAX0AaMU K paspaboTke.
Mcnonb3oBaHue ypoBHei LIENOCTHOCTU B COOTBETCTBUM C YKa3aHUsIMU, MPUBEAEHHBIMU B JaHHOW YacTH, He TpebyeT o6o-
CHOBaHWS rapaHTum, KaK yKazaHo B YacTu 2. TeM He MeHee YPOBHU LIENIOCTHOCTU U 060CHOBaHWA rapaHTUM MOTryT B3aUMO-
fleiAcTBOBATL, U NYTU ANA AOCTUKEHUS STOMO OMNUCaHBI.

C.2 UCO/M3IK 12207:2008 Pazpaborka cuctem M nporpaMMmHoro o6ecneyeHus. Mpouecchl XN3HEHHOTO

uMkna nporpaMmmHoro obecneuenus (ISO/IEC 12207:2008, Systems and software engineering — Software

life cycle processes)

HacToAwuin MexayHapoaHblil cTaHAapT ycTaHaBnueaeT obLLyIo CTPYKTYPY AN NPOLECCOB XU3HEHHOro Lukna npo-
rpamMMHoro o6ecnedYeHns n NPUMEHUM K NpPUOBPETEHNIO CUCTEM U MPOrPaMMHBIX NPOAYKTOB U cnyx6, 3akynke, paspaboT-
Ke, SKCnnyaTauumn, TEXHUHECKOW NogaepXKe M yTUNM3aLun nporpaMMHbLIX NPOAYKTOB U YacTh nporpammHoro obecnede-
HUA CUCTEMBI HECMOTPA Ha TO, OCYLLECTBISIETCA MU 3TO BHYTPU UMW U3BHE ANA OpraHnsauui.

OH TaKke NpefoCcTaBnseT npoLiecc, KOTOpbIA MOXET ObITb UCMONb30BaH ANSA ONpeAeneHns, ynpaBneHns u cosep-
LIEHCTBOBAHMNSA XN3HEHHOrO LMKIa nporpamMHoro obecneyeHus. Brriovaer 123 cTpaHuubl U ABNAETCA BTOPLIM U3AaHU-
€M, Bnepsble onybnukoBaHHbIM B pamkax MCO B 1995 . MHoroe B JaHHOM CTaHAapTe 3aMMCTBOBAHO U3 NpeablayLwmnx
nsganuint US-DoD MIL-STD u pabotbl, npoBeaeHHol B |IEEE.

C.3 UICO/M3K 26702:2007 Pa3paborka cucTemMbl. YNpaBneHue u npMMeHeHue npoLeccos pa3paboTku

cuctem (ISO/IEC 26702:2007, Systems engineering — Application and management of the systems

engineering process)

[aHHbI MeXaYHapoAHbIA CTaHAapT, COCTOSALMIA M3 87 CTpaHuL, U ABNAIOWMACA NEPBBEIM U3JaHUEM, onpeaensaeT
MexXoTpacneBble 3agadvn, KoTopble TpebyIoTCs B XOAE€ BCEro XXU3HEHHOIO LiMKIa cUCTeMbl ANnsi npeobpasoBaHna notpeb-
HOCTel nokynaTenen, a Takke TpeboBaHW U OrpaHUYEHUIl B CUCTEMHbBIE PELUSHUS.
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Kpome Toro, oH onpegenser TpeboBaHua Ana npouecca NpoeKTUPOBaHUA CUCTEMbI U €ro NPUMEHEHWe Ha npoTs-
KeHWU BCero xusHeHHoro Uukna npogykta. MCO/MOK 26702 ygensieT 6onbLUoe BHUMAHUE WHXEHEPHO-TEXHNYECKUM Me-
PONPUSATUAM, HEOBX0AUMBIM AN PYKOBOLCTBa paspaboTKoii usgenus, obecnedmsas npu aToM Hagnexallyro paspaboTky
usgenus 4ns Toro, Ytobbl cAenaTb ero AOCTYMHBIM ANA NPOU3BOACTBaA, MpUobpeTeHns, akcnnyaTtauum, obcnyXuBaHus u B
KOHEYHOM uTore yaaneHUs 6e3 U3nuiHero pucka A 340p0OBbSA UMK OKpYXKatoLLen cpefbl.

C.4 NCO/MIK/TC 15504-10:2011 NHdpopmaLuoHHble TexHonornu. OueHka npoueccoB. YacTb 10.

Pacwupenue 6esonacHoctu (ISO/IEC/TS 15504-10:2011, Information technology — Process assessment —

Part 10: Safety extension)

NCO/M3K 15504 npepocTaBnsieT obLmii nogxon AnA OLeHKW npoleccoB. OToT obLWMiA NoAX0[ MOXET UCMOb30-
BaTbCA OpraHu3auusaMu, YHacTBYIOWMUMMK B NNaHUPOBaHUN, MEHEXKMEHTE, KOHTpOne, YNpaBneHun 1 B ynydLlueHnn npo-
LieccoB NpuoBpeTeHus, 3akynku, paspaboTku, sKkcrnyaTauum, pasBuTua U NOAAEPKKA U3LeNnii n yCryr.

Ony6nukosaHHble B UCO/M3IK 15504 mogenu oLeHKW npouecca ANa CUCTEM W NporpammHoro obecnedyeHns B Ha-
CTOsILLlee BpeMsi He NPEROCTaBNAT AOCTATOYHYIO OCHOBY [N51 OCYLUECTBINEHNS OLEHKM BO3MOXHOCTE NMpoLeccoB npu
pa3paboTKe CIOXHbLIX CUCTEM, CBA3AHHBIX C 6€30MacHOCTbI0.

PaspaGoTka cucTeM, cBA3aHHbIX ¢ BesonacHocThio, TpebyeT crneynanusmpoBaHHbIX NpoLEeccoB, METOA0B, HaBbl-
KoB M onbiTa. HeoBxoguMMo pacluMpeHue npolecca (paclumpeHune 6esonacHoOCTW) B obnacTu MeHeaxmeHTa Gesonac-
HOCTU, NMPOEKTUpOBaHUs cpeacTB obecnedeHnss 6esonacHOCTW U KBanuukaLum Mo IKcryaTalMoHHOW Ge3onacHocTu.
MCO/MBK/TC 15504-10 npedcTaBnAET 3TU paclUMpeHns B Ka4ecTBe Tpex ONUcaHuii NpoLieccoB:

- MeHeaMeHTa 6e30NacHOCTH;

- NPOEKTMPOBaHUS CpeacTB 6e30nacHoOCTH;

- ceptudpmkayun 6e3onacHoCTH.

Llenb MCO/MBK/TC 15504-10 He cocTouT HU B obecriedeHnn crnocoba AN Bepudukaummu cobniofileHns ogHoro
UM HECKOMNbKMX CTaHfapToB no 6e3onacHocTy, cneLuanu3upoBaHHbIX ANS onpefeneHHo obnactu, HM B pacluMpeHun
NCO/M3BK 15504 c uenbio UCNOMBL3OBAHWUA ero B KavyecTBe cTaHfAapTa no 6e30nacHOCTH, COMMacHO KOTOPOMy crefyeT
BbIMOSMHATE NPOBEPKY COOTBETCTBMSA. Ero Lienb coCcToMT B TOM, YTODLI NpefoCTaBuThL crieLUanmcTam rno oLeHke Heobxogu-
Mble CpefcTBa U MHopMaLMio ANA U3MEPEHUS BO3MOXHOCTEN NPOLIECCOB, a Taloke onpeAernuTb BO3MOXHbLIE ,eACTBUSA NO
ynydlleHuto npoliecca, ecnu nporpamMHoe obecnevenne/cuctema, Haxogsieecs/Haxoasiyascs B paspaboTke, cBsA3aHa
¢ 6esonacHocTbIO.

NCO/MIK/TC 15504-10 kak oTAenbHbIA LOKYMEHT MOXET ObiTb MCMONb30BaH B COYETAHUU C MOAENSIMU OLIEHKU
npouecca (U3 MCO/MOBK 15504-5 n/unn MCO/MIK 15504-6) onblTHEIMK creyuanucTamMmm no oLeHKe ¢ MUHUMAarbHOW
nofAEepXKoi aKkenepToB Mo GesonacHoOCcTH B NpobrnemHoi obnactu. 3Ta TexHu4eckas cneuudukauyma 6eina paspabotaHa
HesaBMUCUMO OT JtoBbIX KOHKPETHLIX cTaHAapToB No 6e30NacHOCTU, KOTOpble ONpeaensioT NPUHLUMNLI, METOAbI, TEXHU-
JYeckne cpeacTea Ans obecrnedvenus 6esonacHocTu U pesynerathl paboTel. TeM HE MeHee ANeMeHTbl COOTBETCTBYIOLLNX
CTaHAapToB No 6e3onacHoCTH MoryT 6bITb UCMOMb30BaHbl A1A pacluMpeHns 6e3onacHoCcTH, a paclumpermne 6esonacHocTu
HanpaBfieHO Ha BO3MOXHOCTb pacLUMPeHUs A BKIFOYEHUA KOHKPETHBIX TpeGoBaHuil B cTaHAapThl N0 6e30nacHOCTU.

BnusHue pacwupenus GesonacHocTu Ha oueHky npoueccoB B MCOMBK 156504-5 n ICO/MBK 15504-6 onuckl-
BaeTcA B MICO/MOIK/TC 15504. Ona kaxaoro npouecca, npusegeHHoro B MCO/MIK 156504-5 n UICO/M3IK 15504-6, ectb
yKasaHue Ha [OomnonHUTenbHble Npobnembl, KOTopble YYUTLIBAKOTCS BO Bpems oLeHKW. Mpobnembl npeacTaBnsaloTca B
BWAE YKa3aHWii Ha KOHKpeTHble oTHoleHna Mexay npoueccamm MCO/M3BK 15504-5 un npoueccamn MCO/M3IK 15504-6 n
MCO/MIK/TC 15504-10, a Takke nyTeM BblAENEHUA COOTBETCTBYIOLMX ACMEKTOB, KOTOPLIE JOMKHbI BbiTb PacCMOTPEHBI
NS yny4lweHns nonHoTel c6opa AaHHbIX Ha CTaguu OLeHKU. TakuM oBpasoM, 3KCnepT No OLEHKE MOXET UCMonb3oBaThb
NCO/MBK/TC 15504-10 gnsa Toro, 4ToObl MPOBEpUTb, He ObINKU N YTEPAHbl HEKOTOPble BaXHbIe ACMeKThl, CBA3AH-
Hble co cpepoil paspaboTkn GesonacHOCTW, BO BpemMs OLEHKW MpoleccoB, ocHoBaHHbIX Ha MCO/M3K 15504-5 wnu
NCO/M3K 15504-6.
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