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BBeageHue

Yrpo3a 6e3onacHOCTU NayueHTa

B npolwinom nporpammHoe obecneveHue, cBsAzaHHOe Co chepon 3apaBooxpaHeHns, B OCHOBHOM UCTIONHSA-
10 OTHOCUTENTbHO HEKPUTUYHBbIE aAMUHUCTPaTUBHLIE PYHKLWK, rae pPUCK HaHeCeHUs Bpeda nalueHTy, B OTNM4ue
OT HapyLUeHUA PYHKUMOHUPOBaHUA opraHnasaunn, obinn HU3KUM. KnnHnyeckmue cuctemel ObiNk, B 0DLLIEM, HECTTOXK-
HbIMW, UMeNK, cKkopee, aAMUHUCTPaTUBHOE, YeM KITMHUYECKoe, cogepXaHne, 1 He UMeSTM Pa3BUTLIX NporpamMm-
HbIX CpeACTB Nogae KK NPUHATUA pelleHUA. axke cuctemMel nogaepKkm KNMHUYecKnx pelieHn b OTHOCK-
TeNbHO NPOCTbIMK, 0ONagany NOHATHOW NTOTUKOW U MCNONB30BalIUCh Kak BCnomMoraTtesibHble cpeCcTBa, a He Kak
OCHOBHOW UHCTPYMEHT NMpU NPUHATUN pelleHnn. B HacTodLlee BpeMs 3TO NONIOXKeHUe N3MeHUITOCh, 1 byaeT no-
CTOAHHO U3MEHATLCA 1 B byaylleM. CYLIHOCTb NPOUCX0asLLMX NUSMeHEHUN yBeTnYnBaeT NoTeHUWanbHbIe PUCKU
ans nauMeHToB.

B cdhepe MeanLMHCKOro nporpaMmMHoro obecnevyeHnsa MUMenn Mecto HebnaronpUATHbIE NPOUCLLECTBUA,
Hanpumep, B cdpepe CKPUHUHIa, BbI3OBa M NOBTOPHOMO BbI3OBA Bpaya nauueHTamm coon nporpamMmMHOro obecrne-
YeHNa NpUBOAUIIM K TOMY, YTO Bpayiu He BbleaXalun K cepbe3Ho boNbHbIM nauueHTam. [logobHble crnydaun He
TOJIbKO CTAHOBUIUCE NMPUYNHON CTpagaHUM NnaLuMeHTOB, HO Takke MO NPUBECTU K NpeXxaeBpeMeHHOMY neTarnb-
HOMY ncxoay. B pesynbeTaTte noapbiBanioCk A0BepUe HaceneHUda K MeanLUMHCKOMY 00CnyKMUBaHUIO.

ObbeM CKpUHUHra, NPOBOAUMOro B OTHOLLEHUKM 3aboneBaHN, CyLLLeCTBEHHO BO3pacTaeT U B HacTosilLee
BpeMsl OXBaTbIBaeT DONbLUOE YACNO CYOBLEKTOB, YUTO TPeObYeT BLICOKOW CTeNeHW A0BEepPUd K NporpaMmMmHoOMy obec-
NneyYeHuto Ha agMUHUCTPATUBHOM U KMUHUYECKOM YPOBHSIX, YTOOLI 3adonKCUPOBaTh OTKIMOHEHNA OT HOPMbI U «BbI3-
BaTb» UNU «0bpaboTaTb» NaLMEHTOB C NOBbILLEeHHLIM pUCKOM. Takoe nporpaMmHoe obecneyeHne A0MKHO ObITh
Oe3onacHbIM B OTHOLLEHWW CBOeW obnacT NpUMeHeHus.

PykoBoauTenu n apyrve nuua, OTBETCTBEHHbIE 3a opraHu3auun 3gpaBooxpaHeHud, A0 KHbI NTOHKUMAaTL che-
ayrwolulee:

- MeauLMHCKOoe NporpamMmMmHoe obecrneveHune notTeHUnansHo MOXeT HaHEeCTW Bped nayeHTam;

- AaHHas BO3MOXHOCTbL BOo3pacTaeT No Mepe yBenuveHUs1 CrioXXHOCTU BHeAPAEMOro rnporpaMmmMmHoro obecne-
YeHUs;

- opraHusauumy sgpaBooxpaHeHUs Bce BonbLLIe 3aBUCAT OT MeAULIMHCKOro NporpaMmmMHoOro obecneveHums.

3 3TOro crneayer, UTo, NOKa PUCKU He ByayT naeHTUPUUUPOBaHbI U B3ATLI NOA4 KOHTPOMb, NaUXUeHThl ByayT
HaxoguUTbCA Nod yrpo3ou, a penyTaund opraHnsaumm 3apaBooxXpaHeHus byaeT cTpagaTh, YTO NPUBEAET K CyLLe-
CTBEHHbLIM (PUHAHCOBLIM U FOPUANYECKUM MOCNeaCTBUAM.

B Mupe cyllecTByeT NoBbILLEHHOE BHAMaHKe K O0NbLWLOMY YACTTY KMUHUYECKUX MHUMOEHTOB, KOTOPbLIE MOX-
HO ObINO NPeaoTBPaTUTL, HO KOTOpPbIE oKa3anu HebnaronpuaTHoe BO3AeUCTBUE Ha NaLMeHTOR, BKIHoYad neTtanb-
HbIM MCXOQ U MHBANMUAHOCTL. QTO OTMEYEeHO B pasHbiX UuctouHukax (cm. [1], [2], [3], [4], [5] v [6]). K Takum
npeaoTBpaTUMbIM MHUKMAEHTAM OTHOCSATCS HETOYHbLIE UMW HEBEPHbIE AWarHo3bl U apyrie pelweHua. Bnuarowmm
doakTopoOM YacTo ABNAETCH OTCYTCTBUE UMM HEMONHOTAa MHpopMaLUUK, UKW MPOCTO He3HaHWe, HanpuMep, 0 Meau-
LMHCKNX BO3MOXHOCTAX B TPYAHbLIX Ciydasax Unu noboYvHbIX peakumsax Ha JiekapcTBeHHbIe npenaparThbil.

Bce valle yTBep)xaaeTcsl, YTo MHpOPMaLKWUOHHbIE CUCTEMBI, peanuayiolle nogaepkKy NPUHATUSA peLle-
HUW, NPOTOKOSTUPOBaHWE, 3NTEeKTPOHHbIE PYKOBOACTBA U NOACKA3KK MOTSX Obl CyLLLECTBEHHO CHU3UTL NoAgo0HbIe
HebnaronpudaTHble BO3geUcTBUA. [laxke ecnin Obl He BbINO APYTMX MPUYKH (2 OHU CYLLLECTBYIOT), 3TO NpuBedeT (W
MPUBOANT) K BO3PACTaHUIO MPUMEHEHUSI CUCTEM NOAAEPXKKU MPUHATUS PpELLEHWUIA U YyNIPpaBNEeHUS NevYeHnem, 4to, B
CBOIO o4yepedb, Hen3beXXHo npuBeaeT K YCIOXKHEHUIO N COBEPLUEHCTBOBaHUIO TAKUX cUCTeM. Takke MOXHO Npea-
MNONOXNTh, YTO NOA BO3AENCTBMEM BpeMeHN U cyaebHO-MeQULUMHCKUX paKToPOoB Bpa4vn byayT Bce DonbLUE Mo-
naraTbCsl Ha Takue CUCTeMbl, BCce MeHblle ocbpallast BHUMaHUe Ha UX Npou3BoAUTEeNbHOCTL. [JencTBUTENBHO,
MOCKONBEKY NOoA0OHbIE CUCTEMbI MHTETPUPYIOTCA B chepy MeanuMHCKoro obcnyXneaHua, nobaqa Heygada npu
NMPpUMeHeHUN cTaHOapTHLIX CpeaCTB NoAaep KKK MOXKeT ObITb OCyXKAeHa Ha iopnanyeckux OCHOBaHUAX.

PacliupeHHaqa nogaepXKa npuHATUA pelleHU MOXKET OXKnaaTbCda He TONLKO NpU ledeHn, HO U B APYrnX
obnacTax, Takke 3HaUYMMbIX 4119 6e30NacHOCTU NaUMEeHTOB, TaKUX Kak NPUHATKE peLleHWs 0 HanpaBleHUK K cne-
UuanncTam, Korga olnbka B Bblaave «npaBUSIbHOrO» Hanpas/ieHUs1 WU B CBOEBPEMEHHOW Bblaave HanpasJsie-
HNA MOXKET UMeThb cepbesHble NocneacTBUA.

JKOHOMUYecKne pakTopbl Takke CNOCODCTBYIOT YBENMYEHUIO YMCia CUCTEeM NoAAEeRKKU NPUHATUA peLle-
HWU. Cpepa rpynnoBoro U/Mnm 3aKOHOMWYHOTO Ha3HaYeHUs1 NekapcTB ABNAeTCS Hanbofiee o4eBUAHOW, HO eLLe
OQHOW ABNAETCH 3KOHOMUS CPeACTB Ha KONMYECTBE M CTOUMOCTU KITMHUYECKUX UCTIbITAHUWN.

Cuctemsbl, NnoaobHbIe cUCTEMaM AN NoAAePXKKU NPUHATUA peLlleHnin, crnocobHbI MPUBECTU K CHUXKEHUIO
pUcCKa BpavyebHbIX OLLMDOK U yny4dLlLleHWUo BpadebHoW NpakTukn. Hanpumep, dbonbLloe Yuco onyobriMKoBaHHbIX
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CBedeHUW noaTeepxaaeT CHMKeHWe Yucna olnbok N HeraTUBHbLIX cny4vaeB, UMEBLLNX MeCTO B pe3ylbTaTe Npu-
MeHeHWA aNeKTPOoHHbIX NpeanucaHi. OgHako Bce NnogobHble CUCTeMbI MOTeHUManbHO MOy T HaHecTy Bped. [pn-
UMHON Bpeaa, KOHEYHO, MOXKET CTaTb HENPOBEPEHHOE U/MNK HenpodeccuoHansHOEe UCMOSTb30BaHNE, XOTS paspa-
OOTYMKM N NOCTaBLUUKU MOTYT CHU3WUTL BEPOATHOCTL 3TOI0 NOCpPedCcTBOM, HAanpuMep, paspaboTK MHCTPYKLUMKU Mo
NPUMEHeHWIo, cpeacTB 0byYeHUs, KOMNBIOTEPHLIX Npe3eHTaUni, PYKOBOACTB UK npeanucaHun. INprnynHa HaHe-
CeHWd Bpeda MOXeT ObITb CBSI3aHa U C NPOEKTUPOBaHNEM CUCTEMBI, HANpPUMep:

- NNoxXasa AokasatenbHas basa gng npoeKTMpoBaHUS;

- OLUMOKM B NOTUKE NPOEKTUPOBaHUSA, He NMo3BoNIA0LME NPaBUIBHO NpeacTaBUTb UeN NPOeKTUPOBAHUSA;

- Jlornvyeckmne ownbkn, He NO3BONSALWNME NpeacTaBUTh NMpaBUSibHbIE PeLUEeHUs UMK AoKa3aTenbCcTBa Ha
cTagun NPoeKTUPOBaHUA;

- NN10X0€e UNK 3anyThiBarllee npedcTaBneHne nHopMaun N nnoxme cpeacTesa Noucka;

- NpobnemMsl ¢ OOHOBMNEHUAMW, COOTBETCTBYHOLLIMMWN COBPEMEHHOMY YPOBHIO 3HAHWUIA.

HekoTopble U3 He4OCTaTKOB TaKMUX CUCTEM NPOSIBIAKTCA HE cpa3sy M MOMyT ObITb He 3aMeTHbLI 4S9 NOMb30Ba-
Tens.

[TpobnemMbl M HegocTaTKU MeAULMHCKOro NporpaMmmMHoro obecnevyeHna MoryT, KOHeYHOo, okasbiBaThk M gpyrue
HeraTuBHbI€ BO34eWUCTBUA, TOMUMO HeNocpeaCcTBEHHOro NpUYnMHeEHUs Bpeda nauneHtam. Hanprmep, OHU MOTYT
co3gaBaTb agMUHUCTPaTUBHbIE HeyaobCcTBa NN gaxke agMUHUCTPaTUBHBIA Xaoc B LefToM psaae criydaeB, BKIHO-
Yyasi UHaHCOBbIe NoTepun. Bpea, HaHeCeHHbIV NaUUeHTY, TakKe MOXeT oKaszaTb onocpegoBaHHOe BNMAHME Ha
MeaWLUMHCKYIO opraHusauuio, Hanpumep, pnHaHCcoBbIE NOTEPU B pedynbTaTe cyaebHoro pasbunpartenscrea. XoTH
noaobHble HeraTUBHbIE BO3AEUCTBUSI MOTYT ObITb BECbMa CYLLECTBEHHLIMW ANA MeAULMHCKOW opraHn3aLMn, OHU
He paccMaTpuBaloTCA B HACTOSALLEM cTaHgapTe, eCln TONbKO OHWY He NPUBOAAT K HAHeCeHWo Bpeda NauneHTy.
Hanpumep, cbon B LeHTpanbHOW CUCTEMe y4eTa nauneHToB 00NbHUULI, HECOMHEHHO, co3aacT psaa agMUHUCTPa-
TUBHBIX HeyaAoOCTB, HO AaHHOe HeraTUBHOE BO3AENCTBME HE OTHOCUTCA K cdoepe NPpUMeHEeHNS HacToALLLero cTaH-
aapTa, ecnuy TONbKO OHO HEe MOXET HaHeCTW Bped NaLMeHTy (UTO, B NPUHLUMNE, BO3MOXHO). IMEHHO BO3MOXKHOE
HaHeceHWe Bpeda NauMeHTy aBNseTcda NpeaMeToM pacCMOTPEeHSA B HacToALLEeM cTaHaapTe.

KoHTponb pUCKOB

besonacHOCTbL iekapcTB 1 MeanUUHCKMX NpUOopoB obecneynBaeTcs BO MHOMMX CTpaHax 3a CYET pa3HOoD-
pa3HbIX oPUANYECKUX U aAMUHUCTPATUBHLIX MeponpusaTui. [NoaobHble MeponpusaTUa 3a4acTyro NOAKPENNATCS
PSAAOM CTaHOapTOB, CBA3aHHbLIX ¢ obecneyveHeM 6e30nNacHOCTU, Kak HauMOHanbHbIX, Tak U MeXxXayHapoaHbiX,
BKNoYad ctaHaapTel MexayHapoaHon opraHunsaumm no ctaHgaptuzaumm (MCO), MexxayHapoaHOro anekTpoTex-
Huueckoro komuteTta (M3K) n EBponeinckoro kommteTa no ctaHgapTusaunm (CEN). HekoTopoe nporpammHoe obec-
neyeHune, Hanpumep Heobxogmmoe And npasUbLHOro NPUMeEHeHNa UM PYHKUUOHUPOBaHUS MedULMHCKOro npu-
bopa, 4acTo OTHOCUTCH K 0b1acTy NPUMEHEHUA TakMX HOpMaTUBHBLIX AOKYMeHTOB. OaHako apyriue BMabl Meau-
LMHCKOTo NporpaMmmMHoro obecnevyeHUsa aBTOHOMHOIO XapakTepa 0bbIYHO He OXBaTbIBalOTCA AaHHLIMUA HOPMAaTUB-
HbIMW AOKYMeHTaMM NMOO0 OXBaTbIBaOTCA TONLKO B 0bLLeM nnaHe. HacTtoawuy ctaHgapT pernamMmeHTUpyeT Npo-
rpaMMHoOe obecneveHue, NpUMeHaeMoe B 34paBoOXpaHeHnu, 3a UCKNoYeHeM TOro, KOTopoe pernameHTupyeTcd
HOPMaTUBHLIMU AOKYMEeHTaMu ana MmeguLUNHCKUX NprndOpoB.

HeobxoanmbiM ycrnosuem gnsa onpeaeneHna U BHegpeHUA COOTBETCTBYHOLWMX HOPMaTUBHLIX AOKYMEHTOB
Mo NPOEKTUPOBAHUIO U MPOU3BOACTRY, YTOOLI MUHUMW3UPOBATL PUCKM AN NaUUeHTOB OT cO0OeB UM HenpaBWIb-
HOTrO (PYHKLIMOHNPOBAHUA NPOrpamMMHbIX NPOAYKTOB, ABNSIETCA TOYHOE NOHMMaHWe onacHOCTeU ANnd NauueHToB,
CKPbITbIX B NpOrpaMMHOM NPoAyKTe, B cnydae BO3HUKHOBEHUS cOod N HenpeayCcMOTPEHHOro CobbITUA 1 BEPO-
ATHOCTW TAKOro cbost N HenpeaycMoOTPEHHOTo coDbITUA, Bbi3bIBalOLLIErO HaHeceHWe Bpeaa nauneHTy. Kpome
TOro, NPy POPMUPOBaAHWUK 3adaHUS ANs pa3paboTYMKOB M NpOoU3BOANTENEN MedULIMHCKOro NporpaMmMHOro ocbec-
NeYeHUs B YacTu NPOEKTHOro 1 NPOU3BOACTBEHHOMO KOHTPOMS (U BbIPAOOTKM COOTBETCTBYIOLLNX CTAHOAPTOB)
HeobXoAMMO OTMETUTL, YTO CPeaACTBa KOHTPONA ANd NporpaMMHbIX NPOAYKTOB C HU3KUM YPOBHEM pUcka OyayT
OTNIYaTLCA OT CPeACTB KOHTPONSA ANs NporpaMMHbIX MPOAYKTOB C BbICOKUM YPOBHEM pucka. CpeacTtBa KOHTPONS
OOMKHBbI COOTBETCTBOBATEL YPOBHIO PUCKa, KOTOPLIW NporpaMMHbLIN NPOoAYKT npeacTtasndeT Ans nauneHTta. C aTon
LUenbio MHOTMEe CTaHOapThl, 3aKoHoAaTelbHbIE akThl U cneudukaLnm, cBsi3aHHbIe C KOHTPOJIEM PUCKOB NPU NPO-
eKTUPOBaHUN W MPOU3BOACTBE, FPYNNUPYIOT NPOorpaMMHble NPoAyKThl B orpaHnyeHHoe YMCo KNacCcoB UMY TUNOB
B 3aBUCUMOCTW OT CTENEHU pUCKa, KOTOPbIV OHU NpeacTaBnsAlT. CpeacTBa KOHTPONA 3aTeM HacTpanBaloTCcs AN
onpeaeneHHoro Knacca Unu tmna. Hactodawmy ctaHaapT oTpaXkaeT AaHHbIW NPUHLNAM.

CyLLeCTBYET LWMPOKNMA Anana3oH cpedcTB KOHTPOMA, KOTOPble MOTYT ObITh NPUMEHEHLI NMPKY NPOEKTUPOBA-
HUW, pa3paboTKe, NPON3BOACTBE, pacrnpocTpaHeHUW, yCcTaHOBKe, MoAepHU3aUn 1 ynpasneHu BepCUsIMn Meaun-
LIMHCKOro NporpaMMHOro npoaykta. Hactoawuyy ctaHaapT Ha4UMHaEeTCH ¢ pacCMOTPEHUS TOTO, Kak cpeacTBa KOH-
TPONA NPUMEHATCA B MeQUUUMHCKUX Npubopax, 1 onpeaendaeT npakTnyeckue pelleHna no agantaunm gaHHbIX
CpeacTB KOHTpONA AN MeaAULMHCKUX NPorpamMmMHbIX NPOAYKTOB.
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HAULUOHANBbHBIN CTAHOAPT POCCUUNCKOWN DPEOQEPALUUNMN

UHopMmaTU3auma 300poBbA

MEPbI MO OBECINEYEHUIO BE3OINACHOCTU NALUEHTA
NP UCNoJib3OBAHUUN MEOULIMHCKOI'O INPOI'PAMMHOIO OBECTIEHMEHUA

Health informatics. Measures for ensuring the patient safety of health software

Nata BBeaeHna — 2010 — 07— 01

1 O6nacTb NpMMeHeHUs

HacTtodawnn ctaHaapT onpeaensieT KOHTPONbHbIE MeponpUAaATUS, HeobxoanmMble anst obecneveHnd besonac-
HOCTK NauyeHTa npu UCNofb30BaHWUKM NPorpaMmmMmHoro obecrneyeHns B cpepe 3apaBooXpaHeHus.

TpeboBaHMA HACTOSALLEro cTaHaapTa He pacnpoCcTpaHATCA Ha:

- NporpaMmmHoe obecneveHne, Heobxoanmoe Ans NPaBUbLHOrC NPUMEHEHNS MegULIMHCKOro Npnbdopa;

- NporpamMmHoe obecnedeHne, sssnsawoLleecd AONOHEHNEM K MeaAULMHCKOMY Npuoopy;

- NporpamMmHoe cbecneveHne, aensawoLleecd camo no cedbe MmegUMUMHCKUM NpUOOoPOM.

Llenklo HacTodLlero ctTaHgapTa AaBndaeTcd onpeaeneHne Hanbonee noaxoaswmx ans UCNonb30oBaHUSA UK
nognexalmx paspaboTke cTaHAAPTOB B TOM cllydae, eCcrii UCNonb3oBaHWe NporpaMmMHbIX MPoAYKTOB B cdoepe
34paBoOXpaHeHNA ACIMKHO perynupoBaTbhCs UMM KOHTPONMPOBAaTLCA KakKUM-NTMO0 oopMalbHbIM, HedhopManb-
HbIM U1 NPOU3BONTEHBIM 00pPa3oM B HaLMOHaNbHOM, permoHanbHOM UM MecTHOM MacliTabe. OgHako uenbsto
HaCToSLLEero ctaHgapTa He siBNAeTcsl yCTaHOBNeHUe HeobXoaMMOCTU perynmupoBaHns UCNoNbE30BaHUSA NMporpamMmm-
HbIX MPOAYKTOB B cpepe 3apaBooxXpaHeHns.

TpeboBaHNA HacTogLLLEero cTaHaapTa pacnpocTpaHsATCs Ha NIobble NporpamMmMHble NpoAyKThl ANs cdoepsl
34paBoOXpaHeHnsa, He3aBUCUMO OT TOTrO, MPUCYTCTBYIOT T OHWU Ha PbIHKE U NpoaatoTcd Ha KOMMepPYeCckon OCHOBE
N pacnpocTpaHaTea becnnaTtHo. HacToAwMX cTaHAapT aapecoBaH U3roTOBUTENSAM NMPorpaMMHbIX MPOAYyKTOB
Onsa cgoepbl 3gpaBooXpaHeHs.

[MTpumeuyaHnHmne— Obnactb NPUMEHEHNUA HACTOALWLEro cTtaHgapTa pacnpocTpaHAeTcsa Ha NPOrpaMMHbIE
NpoayKTbl Ansl chepbl 34PABOOXPAHEHUS, KOTOPbIe (PaKTUYECKMU HE OXBAaTbIBAOTCA HOPMATUBHBIMU AOKYMEHTAMMU, OTHO-
CALLMMUCA K MEOULIMHCKUM npubopam. B npunoxeHmn A coaepXXutcs geTtanbHoe pacCMOTpPeHne JaHHOro Bonpoca. B
HACTOAWEM CTaHJapTe NPU3HAETCSH, YTO CYLECTBYIOT NPOrpamMmMHble NPOAYKThl Ansi cdhepbl 34paBOOXPaHEeHUsl, KOTOpbIe
PErynNMpyrTCAa HOPMATUBHBIMU AOKYMEHTAMU MO MEAUUMHCKUM Npubopam B psige CTPaH U HE PErynupytoTcst B ApYyrmx
cTpaHax. Kpome T10ro, HekoTopble onpeaeneHns MeguunMHCKMX NpudopoB MOryT OXBaTbiBaTb M NPOrpaMmMHble NPOAYKT bl
ansa ccepbl 3apaBooXpaHeHust, XO0TsA B AEUCTBUTENBHOCTU 3TO HE TaK.

2 TepMUHbI U onpeaeneHus

B HacToaleM cTaHgapTe npuMeHeHbl crneaylollne TepMUHbI C COOTBETCTBYHOLLMMIK onpeaeneHUaMU:

2.1 Bpepq (harm). CmepTb, (puandeckaa TpasmMa W/WNKU NOBpeXaeHWe 340PpOBbSA WM CaMOYYBCTBUS
nawmeHTa.

2.2 onacHocTb (hazard): [NoTeHUManbHbLIN UCTOUHUK HAHECEHUSI Bpeaa [7].

2.3 nporpaMMHbIA NpPoAYKT Anda cdepbl 3apaBooxpaHeHua (health software product): NporpammHbIi
NPOAVYKT, NpeaAHa3HaveHHbIN AN UCMONb30BaHUA B cdpepe 3apaBooXpaHeHUs B LeNnsx oXpaHbl 340P0BbA, 328
NCKoYeHneM nNporpaMmMHoro obecrneyvyeHud, KOTopoe:

U3paaHune odunumnanbHoe
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- HeobXxoaUMO ANy NpaBUILHOMO NPUMEHeHUs MeanLUMHCKOro Npndopa;
- IBNIAETCA AOMNOSIHEHUEM K MeQULIMHCKOMY NpUbopy;
- camMo no cebe gaBnseTcd MeguuUMHCKUM NprUdopomMm.

[TpunmeyaHwne— B HacTosAWeM cTaHgapTe NOHATUE «nporpammMmHoe obecnevyeHme» BKMoYvaeT B cebs
BCTPOEHHOE nporpammHoe obecneveHue.

2.4 uaroroButenb (manufacturer): ®usnyeckoe UNn ropuanyveckoe N1Lo, oTeevarollee 3a paspabdoTky,
M3roTOBNEHWE, YNAaKOBKY MM MapKUPOBKY NporpaMMHOro npoaykra ans cdpepbl 3apaBooxXpaHeHUs, KOMMOHOBKY
CUCTEMbI UK aganTauuio NporpaMmMHOro NpoaykKra 4o Toro, Kak oH oyaeT npeacTtaBneH Ha pbiHKe W/unv BBegeH
B aKcnnyaTtauuto, He3aBUCUMO OT TOTO, BbINONTHATCA NU 3TU AeUCTBUA CaMUM NTULUOM U TpeTbeW CTOPOHOW Mo
ero nopy4yeHuio.

2.5 MeguUUHCKUM npunbop (medical device): JItobon MHCTPYMEHT, annapart, cpeacTBo, obopyaoBaHume,
npucnocobneHne, UMNNaHTaT, NoNy4vYeHHbIM B UCKYCCTBEHHbLIX YCNOBUAX peareHT Unu kanubopartop, nporpaMmmHoe
obecneveHne, Matepuan UM nHoe nogodbHoe NN PpoAcTBEHHOE U3genne, KoTopoe:

a) npeaHa3HavYeHo U3roToBUTENEM AN NCNONb30BaHWUS NM0AbMKU aBTOHOMHO UMW COBMECTHO C APYTMMU
npubopamn ang oaHOU UNKU HeCKOJTbKMX U3 clieayIoLMX KOHKPETHLIX LieNnew:

- AnarHocTuka, npodonnaktuka, MOHUTOPUHT, leveHne nnm obnerdeHue 3aboneBaHus;

- AMarHoCTMKa, MOHUTOPWHT, NeveHue, obnerdeHne Unmn KoMmneHcauna TpaBMbil;

- IcCNedoBaHWe, 3aMeHa, Moandgunkauna nnv nogaepXkka aHatoMmm Unn ersnosiormvyeckoro npoLecca;

- nogaepXaHue XXNU3Hu;

- KOHTPOJ1b ONNOAOTBOPEHUS;

- Ae3nHgreKUumnss MegUuUNHCKMX NPUOOPOB;

- NpegocTaBneHne nHopmMaunn Ang MeauUnHCKMX N anarHocTuyecknx Lenen nocpeacTsomM nabopartop-
HOIro UccrnegoBaHna obpasLoB, NOJTYYEeHHbIX U3 YenoBeYeckoro Tena;

D) He peann3yeT CBOEro rMaBHOro NpegHasHavyeHus B UNM Ha YenoBeYecKoM Tesie NocpeacTBOM hapMaKko-
Nornvyecknx, UMMyHOJIorM4YeckuxX U metTaboinyecknx cpedcTs, HO KOTOPOMY NoAODHbIe cpedcTBa MOTYT MO-
MOYb peann3oBaTtb ero oyHKUUIO.

[TpnmedyaHune—llaHHoe onpeagenexHne B3ATO U3 [8]. OaHako, B oTHOWEHUU cdhepbl AENCTBUS NPOrpamMmmMHOro
obecneveHuss B pasHbIX CTPaAHaxX CYLLECTBYIOT HEKOTOPbIE Pa3nu4us B €€ onpeaeneHnmn, Kotopble NpuBeaeHb! B NPUNO-
XeHum A.

2.6 nauuneHT (patient): [Ttoboe n1Lo, K KOTOPOMY NPUMEHSIETCS NMPorpaMMHbIA NPOAYKT ANs cdbepbl 30paBo-
OXpaHeHus.

[TpnmeyaHune— B HacTosilwem cTtaHaapTe AaHHbIM TEPMUH OTHOCUTCSH TaKKe K 3J0POBbIM NMOASAM, KOraga 310
Heobxoanmo (Hanpumep, 340POBbIN YenoBeKk obpawaeTcs K 6ase 3HaHMK ANns nonydYeHna nHdpopmaumm, CBA3aHHON CO
300POBLEM).

2.7 npoAyKT (product): Bcst COBOKYNHOCTb MaTepuanoB U YCNYr, OTHOCALLUXCS K NporpaMmmMHoMy obecne-
YeHWIo, npeagnaraeMomMy rnonb3oBaTesiio, BKYad MHCTPYKUXK NO MPUMEHEHWIo 1, B criydae HeobXoaMMOoCTH,
oby4yeHue.

2.8 puck (risk): KombrHauusa BepoATHOCTU HAHECEHUS Bpeda U Cepbe3HOCTM 3Toro Bpeaa [7].

2.9 besonacHocCTb (safety): HezaBUMCUMOCTEL OT HEAONYCTUMOTO puUcka [7].

3 Kpyr paccmarpuBaeMbiX npodonem

Ecnu puck 4nga naueHToB CO CTOPOHLI NporpaMmMHOro cbecnedeHna gna cgpepsbl 3gpaBooxXpaHeHUd cylle-
CTBYET U MOXET CO BpEMEeHEM Bo3pacTaTh (CM. BBEAEHME), TO BO3HUKAET BOMPOC O MUHUMMU3aLIUN NOO0OHbIX
PUCKOB.

KOHTPONb PUCKOB MOXET ObITh OCYLLECTBMNEH pa3HbIMK cnocobamMin N Ha pasHbIX YPOBHSX. Ha MeCcTHOM
VPOBHE OH MOXET DObIThb obecneyveH Nocpe4CTBOM TpeboBaHUN, YCTAaHOBIEHHbIX HA MOMEHT NOKYMKU, Hanpumep
YCTaHOBITEHHbLIX B TeHAEPHOW AOKYMeHTauun. Ha pernoHansHOM U HAaLMOHaTbEHOM YPOBHSX KOHTPOJTb MOXKET OCY-
LLIeCTBNATLCA NOCPeaACTBOM CBOAOB NMpaBu U opuUManbHbIX PYKOBOACTB. Ha HaunoHanbHOM U MeXXHaLUUOo-
HanbHOM YPOBHE, Hanpumep B npegenax Esponenckoro Cotosa (EC), KOHTPONb MOXET peanmn3oBbIBaTLCA MO-
CpeACTBOM 3aKoHoAaTeNbHOW CTPYKTYPLIL. HacToAWMKM cTaHaapT He onpegenseT KOHKPEeTHLIX CPeaAcTB KOHTPONA,
HO yCTaHaBMBaeT, YTO HE3aBUCUMO OT NMPUMeHSAEeMBbIX CpeCTB KOHTPONA TpeboBaHMUSA A0 KHbI OCHOBbLIBATLCA Ha
HOPMaTUBHbBIX AOKYMeHTax. MMeHHO Takne AOKYMEHThI M paccMaTpUBatloTCA B HACTOSILLEM CTaHOapTe.

2



OCT P UCO/TO 27809— 2009

Puckn oT MeanuMHCKUX NpUOOPOB MUHUMUINPYIOTCH BO MHOTUX CTPpaHaXx 3a cueT 3akoHodaTelnbHbIX Mep,
HanpaBneHHbIX Ha KOHTPOIb B TakKMX obnacTax, Kak paspaboTka, NpoU3BOACTBO, pacnpocTpaHeHue U gpyrue
aTanbl )KU3HEHHOro LUKKNa npubopa. 3T Mepbl, a TakKe cTaHaapTbl UNU TPeboBaHUSA, Ha KOTOPbLIX OHWU OCHOBaHHbI,
BECbMa CXOXXW B pa3HbIX cTpaHax (cM. pasgen 4) u UMerT LWUPOKMA oXBaT, NoAPOOHO AOKYMEHTUPOBAHLI U
obLlenpuaHaHsl. [lporpammHoe obecneveHne, Heobxoanumoe And NpaBUIEHOIO UCMONbL30BaAHUA MeaULMHCKOro
npubopa nnu sienaroLLleeca AoNoNHeHNeM K HeMy, 0DbIMHO perynmpyeTcs 3akoHodaTeNbHbIMU MepaMu, OTHOCS-
LLMMUCA K AaHHBIM MeauLUMHCKUM npubopam. B onpegeneHHbIX 00CTOATENbCTBAX NporpaMmMmHoe obecnevyeHue
camo No cebe MOXKeT paccMaTpUBaTLCS Kak MeaNUMHCKUA NpUbop, XOTS TO, YTO MOXKET cUMTaThbCa MeaNUUHCKAM
NpndopoM B OQHOWU CTpaHe, B APYron CTpaHe MOXET TakoBbIM He cHuTaTbCAa. PUCKKM OT NporpaMMHOro obecneve-
HUA, PErynMpyemMoro HopMaTUBHbIMK AOKYMEeHTaMK Ans MeauLUUHCKUX NPUOOPOB, MOTYT paccMaTpUBaTbLCS Kak
V>Ke NPOKOHTPONMPOBaHHbIE ¥ MUHUMUWU3UPOBAHHLIE, M MOTOMY OHU He OTHOCATCS K 061acTi NPUMeEHEeHN HacTOS-
LLlero cTaHgapTa (CcMm. pasgen 1).

OaHako B HacTosILLee BpeMs CyLLLeCTBYET MHOXECTBO pa3Ho0obpa3HOro AOCTYNHONo M UCNoS1Ib3yeMOro npo-
rpaMMHOro obecnevyeHud, KOTopoe He perynupyeTcsl 3akoHodaTeNnbHbIMU U HOPMaTUBHBLIMW AOKYMEHTaMK1 AN
MeOULMHCKUX MpUbopoB. [prMepaMin ABNATCH KOMNBIOTEPHbIE CUCTEMBI Bpa4veln obLLen NpakTUKN NN Tepanes-
TOB, CUCTEMbI 3JTEKTPOHHOIO y4eTa 340P0BbS, CUCTEMBI ydeTa NauueHTOoB, NMPUNoXeHus, paboTaroLle Co LUTPUX-
Kodamu, Hanpumep anga naeHTudnkaumm nauMeHToB Unm meauuUnHCKoOW NpoayKUmMKy, LUMPOKUIA CNEKTP KMUHUYECKO-
ro NporpaMMHoOro cbecneyeHUst NnoaaepP XK NPUHATUA peLleHW, AUCNeTYePCKNe CUCTEMBI CKOPOU MOMOLLA, NMPO-
rpaMmmMHoe obecneveHne ang oTcneXxBaHUA BbI3OBOB 1 MOBTOPHbLIX BbI3OBOB. BCe 3TO nporpaMmmMmHoe obecneyve-
H/e onpeaeneHo B HACTOSALEM cTaHAapTe Kak nporpaMMHble NPoAyKThl AN cdepbl 3apaBooxpaHeHnda. IMeHHo
«NpoayKThbl», N0ACOHbLIE NepeYncneHHbIM Bbllle, OTHOCATCA K 0bN1acTy NpUuMeHeHUs HacTodllero ctaHgapTa.
OaHako, NOCKONBKY B MUPE CYLLIECTBYHOT pa3HoobpasHble onpeaeneHna MeguuUnHCKUX NprubopoB N UX NMPaKT K-
YeCKoW peanusauun, BOIMOXHO, YTO Kakne-nmbo U3 npuBedeHHbIX NPUMEPOB MOTYT PeryfiMpoBaThCs B HEKOTO-
PbIX CTpaHax HopMaMu ans MeguUnHCKMX Npnoopos (CM. pasaen 1).

[TocKkonbKy NporpaMmmMmHoe obecneveHne KOHTpoNMpyeTcs 3akoHogaTeNbHbIMU akTaM M COOTBETCTBYHOLLIN-
MU TpeboBaHUAMW NN cTaHAapTaMu ans MeguLMHCKUX NprnbopoB, YMECTHO PaCCMOTPETL BOIMOXHOCTb U/NNU
HeoOX0ANMOCTbL NPUMEHEHUA TeX XKe MeXaHU3MOB U TpeboBaHNM KOHTPONMSA K NporpaMMHOMY obecneyeHuo, KOTo-
pO€e He KOHTPOSIMpyeTCs AaHHbIM 0bpa3oM. B YacTHOCTK, 3TO OTHOCUTCA K DONbLLOMY YUCHY NporpaMMHOro ocbec-
neyeHus, OTHOCSLLErocs K norpaHUdHoM obnacT Mexay nporpaMMHbIMU NpoaykTaMmu U MeguLUMHCKUMU NpUbo-
pamu (cM. pasgen 5). HeT cMmbicna UMeTb MeauLMHCKOE NporpaMmmMmHoe obecrneveHne, KOHTPONMMpyeMoe pasHbIMU
cnocobamu, ecnu cyllecTByeT BO3MOXXHOCTbL ero rapmMoHusauun. B HacToslwemM cTaHgapTe paccMaTpuBaeTCS
OaHHas BOSMOXHOCTb.

CpeacTtBa KOHTPONSA, 3a4eUCTBOBaHHbIE B KOHTEKCTE MeAULIMHCKUX NPUOOPOoB, onpeaensitoTCs, rlaBHbIM
obpasoM, NoTeHUManbHbLIM PUCKOM, KOTOPLIX MPUOOP NpeacTaBnseT ANd nauueHTa, M KNMHNYECKUM ONMbITOM,
HaKoMeHHbIM NPy UCMOoNb3oBaHWUM AaHHOro nsgenusa. B cooTBeTCTBUKM C 3TUM NPUDOPLI KNacCUgpnUnpyoTes, a
cpedcTBa KOHTPOMA BbIDMpaloTCA B 3aBUCUMOCTW OT Kllacca, K KOTOPOMY OTHeceH gaHHbIN npundop. O4eBnAHO,
YTO NPUMEHeHUe OAHUX U TeX XXe cpeaCTB KOHTPONA C OAWHaKOBOW CTPOTroCcTbio KO BCEM Npubopam Obino Obl
HeNOrMYHbLIM, NOCKONbKY HEKOTOpPbLIe NPUOOPLI MOTYT NpeAcTaBNATe HEOONLLLIOW PUCK U BOODLLIE HUKAKOTO PUC-
Ka Ana nauueHTa, Torga Kak gpyrie nprubdopbl MOTYT NpedCcTaBNATbL CePbe3HbIN PUCK, BKOYad NieTanbHbIX MCXoAa.

Ecnn npuMeHUTL TakoW XXe noaxod K nporpaMMHbIM NpodaykTam aAns cpepsbl 34paBooXpaHeHns, To Hago
KnaccupnumpoBaTth UX B 3aBUCUMOCTU OT CTEMNEHW PUCKa, KOTOPLIV OHU NpeacTaBnaoT And nauueHTa. B paszgene 6
onpegeneHo, Kak nydlle Bcero KnaccupuumnpoBaTh NporpaMmmMHbie NpoaykTel Ans cdpepbl 34paBoOXpaHeHus,
BKITIOYaA paccMoTpeHue npoleayp knaccudpunkauinm megmuUnHCKUX NpMoopoB And oLUeHKU UX NPUrogaHoCTu.

CyLlecTBYIOT pasHoobpasHble cpeacTBa KOHTPOSIA, MPUMeHSAeMble K MeaUuLIMHCKUM Npnbopam B COOTBET-
CTBUU C UX KITACCOM, TaKkue Kak pasHoobpa3Hble TpeboBaHUSA K perncTpaumnm, CUCTEMbI Ka4YeCTBa, KOHTPOb NPOEeK-
TUPOBaHUA K yripaBneHne puckamu. B pazgene 7 Bce oOHM pacCMOTPEHbI B KOHTEKCTe NporpaMMHOro cbecneye-
HUA Ana cdpepbl 30paBoOXpaHeHs, a Takke onpeaeneHo, Kake ctaHgapTel MOrnv Obl noggepkaTtb UX NpUMeHe-
H/e Ang MeaunuMHCKOro nporpaMmmHoro obecnedeHus.

ChnegyeTt OTMETUTb, YTO ByAeT CyLLLeCTBOBaTL NOCTOSIHHAA MOTPEOHOCTE pa3paboTKM CTaHAaPTOB NPUMEHN-
TeJIbHO K KOHKPETHbLIM prckam (CM. pasaen 8).

4 O6wan uHdopmauma o cpeacTBax KOHTPONA MeAULUMHCKUX NpuoGopoB

[MporpammHoe obecnedeHune, Heobxoanmoe AN NpaBUiIbHOrO NPUMEHeHNs MeguLHCKoro npubopa nmbo
ABNsAOLleecs JONONHEHWEM K HEMY, B psie CTpaH perynupyeTtcsa cpeacTBaMu KOHTPONS MeanLIMHCKNX Mpubo-
poB. HecomMHeHHO, B onpeaeneHHbIX 06CTOATEeNbCTBaX B pAae cTpaH nporpaMmmHoe obecrneveHne camo rno cebe
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MOXET paccMaTpUBaTbCS Kak MeaULIMHCKUX Npubop. XoTS Takoe nNporpaMMmHoe obecneveHne He OTHOCUTCH K
obnacTu npuMeHeHUsa HacTosALLero ctaHgapTa, NoJie3Ho NpoaHanM3npoBaTh CYLLHOCTL CpedCcTB KOHTPOSIA Meau-
LIMHCKUX MPNOOPOB B pa3HbIX cTpaHax, yaenasa ocoboe BHMMaHWe nNporpaMMHoMy obecnedeHuro. daHHbIM aHanua
MO3BOJIUT MOHATL, MOTYT N CpeacTBa KOHTPONA, MPpUMeHsieMble, B OCHOBHOM, K MegUUMHCKUM Npubopam, a K
nporpaMMHoOMY obecnevyeHUro ToNbLKO B YaCcTHOCTU, ObITb MPUMEHEHbLI U K MporpaMMHOMY obecneYvyeHuto, He pery-
nvpyemMomy gaHHbIMKW cpeacTBaMy KOHTPONA MeaULMHCKNX MPUOOPOB, TO eCTh K NporpaMmMHbIM Npogykram ans
cpepbl 34paBOOXPaAHEHUS.

B npunoxeHun A paccmoTtpeHa cutyauma B EC, Asctpanuun, KaHage, CLLUA n B Pabovel rpynne no rno-
banbHoOU rapmoHusaumnm (nanee — GHTF). B gaHHOM npunioXkeHuu nokasaHo, Uto EC, Asctpanus, KaHaaa v
GHTF B 3HauMTENBEHOW CTENEHU NPUHANN OAWNHAKOBbLIE 3akoHo4aTeNnbHbIV NOAXod U cpeacTBa KOHTPOMA B OTHO-
LUEeHNN MeAULIMHCKUX NpnoopoB. [pakTnyecku 1o Xe npousowno 1 e CLLUA. HecmoTpda Ha To, 4TO NporpaMmmMHoe
obecneveHne Ha NpakTuKe perynnpyeTtcs aHanormdHbiM obpasom, CyLLEeCTBYIOT U pasnnyiud. Takum obpasom,
nporpaMmmHoe obecneveHue, siensitoLLleecst HeobxoaMbIM ANA NPaBUNBHOTO UCNOSIb30BaHUSA MeQULINHCKOTO NPpKU-
Oopa, oxXBaTblBAETCA CpeacTBaMy KOHTPONSA BO BCeX 3TUX CTpaHax, HO perynupoBaHue apyroro nporpaMmMmHoro
obecneyeHus, OTHocALLerocs K cgoepe 3gpaBooxpaHeHus, pasnundHo. Hanpumep, B CLUA cyllecTByeT pykOBOA-
CTBO NO NporpaMMHOMY obecrneveHunto, «cogepXxallemycsa» B MeauuMHCKOM Npubope, BKIoYast MOKyrnHoe npo-
rpaMmmMHoe obecrneyeHne, NCNoJib3yemoe B MeaULMHCKUX npubopax, NoTOMY CyLLeCcTBYeT O4YeHb Mano Apyrou
pernamMeHTUpyoLen AoKyMeHTauun, OTHOCALLENCA K NporpaMMHOMY 0becrnedeHnIo.

OAaHako, kKaknmu Obl HM ObINTM TOHKOCTU POPMYITMPOBOK, COBEPLUEHHO ICHO, YTO 3HaYUTEeNbHas YacTb NPOo-
rpaMMHOTO cbecnedeHuns, 0OTHoCcALLLerocsl K nporpaMMHbIM NpoayKTam Ans cdpepbl 3apaBooxXpaHeHnsa, npakTu-
YeCKW He perynupyeTtcs cpegctBamMy KOHTPONA MeauLUMHCKUX NPUOOPOB, XOTHA 0DCY)XKAEeHUS NO U3MEHEHWUIO AaH-
HOW cUTYaUuK yke BeayTcs. TemM He MeHee, CyLLLeCTBYHOT NpobrieMbl Ha rpaHuLe Mmexay MeauuHCKUMK npnbdopa-
MW 1 NporpaMMHbIMUM NpoaykTaMuy Ans cdoepbl 3apaBooxXpaHeHus.

5 N'paHvuya Mexay nporpaMMHbIMUM NpoayKkTamu ansa cpepbl 34paBoOOXpPaHEHUSA
N MEOUUMHCKUMMN nNpudopamm

[1porpammHoe obecneveHune, HeocbxoamMmoe ans NPaBUbHOMO NPUMEHEHUS MeauLMHCKOro Npnbdopa Nbo
ABMSAOLEeecs AONONHeHeM K HeMy, DeCCnopHOo, paccMaTpuUBaeTCs Kak perynmpyemoe cpeactBamMmm KOHTPONA
MeguUUHCKnX npubopoB B EC, AscTpanun, KaHage, CLUA n GHTF. HekoTopoe nporpamMmmHoe obecneyeHne camo
no cebe paccMmaTpuBaeTcs Kak MeauuUHCKNA Nprbop.

[TporpammHoe obecnedyeHne MOXeT ObITb CyLLIeCTBEHHOW YacTbio MeaULIMHCKOro Npubopa (Hanprumep, vyac-
TbHO aHanM3aTopa NaTonorMieckon aHaToM1umn, aBTOMaTU3IUPYIOLLLEN aHaNUTUYECKUA nNpouecc) Nbo ero AonosIHe-
HUeM, peanuayrLMM AoNONTHUTEeNbHbIe PYHKLWK (Hanpumep, AONONMHUTENbHbIN NporpaMMHbIA MOAY b, MOCTaB-
nsiemMbl OTAENbHO Y NOBbLILLAKLNA BO3MOXHOCTU UMW ANnana3oH UccnegoBaHust), nMbo oHO MoXeT obpabaThl-
BaTb AaHHbIe He3aBUCUMO OT MeaULUUHCKOro npunbopa.

[1porpammHoe obecnedeHne B nabopaTopHOU MHPOPMaLMOHHOW CUCTEME MOXKET AonycKkaTb XpaHeHne U
nepegadvy AaHHbIX OT aHanmMaaTopa Ha gpyrve yaaneHHole paboyne ctaHuun. Ecnm oHo obpabaTtbiBaeT AaHHbIE C
LeNlbo n3BieveHuda nHgpopmMmaunmn, kKotTopast MHade OCTaHeTCHa Hed4OCTYMNMHOWU, U TEM caMbIM NMpeaoCcTaBNsAeT cpel-
CTBa UNUM CrocoDCTBYET OCYLLECTBIEHUIO ANArHOCTUKUA, MOHUTOPWHIA, NpodunakTukn nnu nevyeHmsa 6onesHeHHo-
[0 COCTOAHUA, TO OHO, CKopee Bcero, bygeT paccMaTpuBaTbCA Kak AONONMHeHWe K MeauuMHCKomMy npurbopy. Ecnn,
C APYron CTOPOHbI, OHO He TpebyeTcda Ang HopManbHOro YHKLUMOHUPOBAHUS aHanmMa3aTopa, a TOJIbKO coXpaHdaeT
MK nepegaeT AaHHbIe, NoCcTynarLlne HenocpeACTBEHHO OT aHanuMaaTtopa, be3 NCcnoib3oBaHUSA MPOrpaMMHOro
obecneyeHusa, TO OHO, BEPOSATHO, He byaeT OTHeCeHO K NporpaMMHOMY obecnevyeHuto, perynmpyeMomy cpeacTBa-
MW KOHTpOoNa MeanuunHCKUX npnbdopoB. OaHaKo B KaXKAoM clydae perynaTtuBHbIA cTaTyc NporpaMMHOro obecne-
YeHNSA MOXeT OTNNYaTbLCA B pas3HbIX CTpaHax UM MOXKET MUBMEHATLCA C TeYeHeM BpeMeHu, No Mepe BBeaeHUsA
HOBbLIX UMW NEePECMOTPEHHbBLIX HOPMAaTWUBHbIX NPaBWI.

3 onpegeneHnn MmeamuUnHCKUX NpUbOPOB, NPUHSATLIX B pa3HbIX CTpaHax, He cneayeTt YeTKkoro NoHMMaHUS
TOro, Kakoe nporpamMmmHoe obecnedyeHue camo no cebe oTHOCUTCA K MeauuMHCKUM Nprnbopam. [laxe B cnyvae,
kak B GHTF, korga onpegeneHne meauUMHCKOro npubopa ABHO BKItOYaEeT B cebs nporpaMmmHoe obecneveHune,
ero obnacTe NPUMEHeHUs orpaHuveHa onpeaeneHHbIMY QyHKUUSMN (CM. A.3 MPUINOXKEHUA A).

Takum obpa3oM, CyLLeCcTBYET NporpaMmmMmHoe obecnevyeHne, KOTOpoe MOXeET OXBaTbIBaATLCHA UMU HE OXBaTbI-
BaTbCSA NpaBufiamMy, yCTaHOBNEHHLIMU ANnst MeauLIMHCKNX NPpUDOOPOB, B 3aBUCUMOCTW OT cneulnduku onpeaene-
HUI, NPUHATLIX B pa3HbIX cTpaHax. ['paHuua ByaeT MeHSITLCS C TEYEHUEM BPEMEHMU.
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He Bbi3blBaeT COMHEHUIN TO, YTO 3HAYUTENbHbLIA 0O beM NporpaMMHoOro obecrnedyeHms, OTHOCALLErocs K npo-
roaMMHbIM MpoayKTam Ansa cepbl 3apaBooxXpaHeHus (B KOHTEKCTe HacTosALEero ctaHaapTa), He bygeT oxBadeH
HOPMAaTUBHBIMW NMpaBUIaMmn A4na MeguunMHCKUX NprubopoB HaMepPEeHHO TN NPaKTUYECKH.

TeM He MeHee, NOCKONbKY YacTb NporpaMMHoro obecnedyeHns perynnpyeTtcst HopMaTUBHbIMU NpaBuiaMu
ans MeguuMHCKUX NprnbopoBs, UMeeT CMbICIT UCCneaoBaTh, Kak Takoe nporpamMmmHoe obecnedeHne knaccuduum-
pDYeTCS U KOHTpOoNupyeTcs, YToObl onpegennTb, MOTYT N Te Xe Unn nogobHble HopMaTuBHbIe NpaBuna obITb
MPUMEHEHbI K HEeperynmpyemMomy nporpaMmmMmHoOMy obecnedeHuto.

6 Knaccudogpumkauyuma nporpaMMHbIX NMPOAYKTOB ANA 34paBOOXpaHeHus

6.1 Bo3MOXHble BapuaHTbI

CpeacTtBa KOHTPOSS, NpUMeHsAeMble K MeguUMHCKUM Nprubopam, 3aBUCST OT CTEMNEHU PUCKA, KOTOPbLIN OHA
MOTYT NpeacTaBnaATh 4na 6besonacHOCTW naumeHTa. [loaxoq, npuMeHaeMbl K MegULIMHCKUM Npubopam, 3aknova-
eTCHA B OTHECEHUW Kaxkaoro npubopa K oAHOMY M3 HEeCKOJIbKMX KnaccoB. YeM Bbille puUcK, npeactaBisieMbIN
onpegeneHHbIM Knaccom, TeMm bonee NoNHbIMU U CTPOMMMIK A0MMKHBbI ObITh CpeacTBa KOHTPONA AN AaHHOro
Knacca.

Ecnun meponpuatug, obecnedmnpatolie 6e3onacHOCTL NaumeHTa Nnpu NpUMeHeH NporpaMmmMHbIX NPoAOYK-
TOB ANs cpepbl 34paBooXpaHeHus, Takke A0MKHbI ObITb NPONopLUMOHaNbHbLI PUCKY, KOTOPbLIW OHW MOTYT npes-
CTaBNATL ANA NaLueHTa, TO nporpaMMHble NpoayKTel ANa cdoepbl 3gpaBooxXpaHeHnsa Takke cregyeT Knaccugu-
LUMpoBaThL B 3@aBUCUMOCTU OT CTEMNEHU PUCKA.

[lepBbIM 04EBUAHLIM BOMPOCOM SIBMSAETCH, MOXHO KU KnaccupuUmMpoBaTb NporpaMMHble NpoayKThl ANS
chepbl 3apaBoOXpaHeHNs B COOTBETCTBUUM C NpaBWlaMi Knaccudpmnkaumm meanumMHCKnX npubopoB. B npunoxe-
HUM B npuBegeHa knaccudpmkauma megMUUHCKUX NMpUMOOPOB B pa3HbIX CTpaHax U caenaHbl COOTBETCTBYOLLME
BbIBOALI.

Cucrtemsbl knaccnpukaunm megnumHekux npndopos B EC, AscTtpannun, Kanage, CLUA n GHTF He nogxoadaT
ONs NporpaMMHbIX MPOAYKTOB ANs cdpepbl 34paBooXpaHeHns .

Knaccugukaumsa «nporpaMmmHoro obecnevyeHns B MeguLMHCKUX npubopax» [9] n «xnmetoLlerocd Ha pbiHKe»
nporpammHoro cbecneveHus [10] LleHTpa no npnbopam 1 paguonornyeckon bezonacHoct AAMUHUCTPaUUK NO
KOHTPOIO 3a NpoaykTaMn NnuTaHua U nekapcteamn MUHUCTepCcTBa 3apaBooxpaHeHna 1 colunanbHbix cnyxo CLUA
MOXeT ObITb MPUMEHeHa K NporpaMmmMHbIM NpoayKTam ang cdepbl 34paBooXpaHeHUs.

OgHako B [11] npeacTaBneHa Hanbonee nogxoasilada cuctemMa Knaccupukalm Ha 0OCHOBE OLIeHKN yCTa-
HOBNEHHbLIX KNacCcoB puUcKa, npeacTtaBfieHHbIX B Tabnuuye 4 gaHHoro gokymMmeHTa. laHHasa knaccudpukaumna He
NpoTUBOPEYUT nogxoay LeHTpa no npubopam 1 pagnonormdeckon besonacHoCTU YnpasneHUs No KOHTPOMo 3a
npoaykramu nuTaHuna n nekapcreamu MyuHuUcTepcTea 3gpaBooxpaHeHna 1 colunanbHbeix cnyxko CLUA k «nporpamm-
HOMY obecneveHuo Ana MeguLUNMHCKUX NPUOOPOB» U «MMEIOLLIEMYCS Ha PbIHKE» NporpaMMHOMY 0becnevYeHuo.

6.2 BbiBOObI

Ecnu cpeacTBa KOHTPONA ACMKHbI ObITh NPONOPLIMOHANBHLI PUCKY, KOTOPLIX NPOAYKT MOXKET NpeaAcTaBNsATb
Ons nayyueHTa, To NporpaMMHble NpodyKTel AN cdpepbl 34paBooXpaHeHns cneayeT KinaccugumpoBaTh B COOT-
BETCTBUU C AaHHbIMU pUcKaMi. CUcTeMbl Knaccudpnkaumm meguunHCKNX NprdopoB He NoaxoasT And nporpaMmm-
HbIX MPOoAYKTOB ANS cdoepbl 3apaBooxpaHeHUda. Hanbonee nogxoaauinm npeactaesnsietcs nogxeg NCO, ocHo-
BaHHbLIN Ha OLleHKe YCTaHOBJIEHHbLIX KITACCOB pUcKa W U3NoXXeHHbIW B [11].

7 BO3MOXHble MeponpuAaATUA NO KOHTPONMIO 3a NporpaMMHbIMUM NPOAYKTaMU AnS
cdepbl 34paBoOOXpaHEeHUA

7.1 O630p

7.1.1 O6wmne cBegeHUR

[locne Toro, Kak nporpamMmHble NPoAyKTel ANa cdpepbl 34paBoOXpaHeHUa pacnpeaeneHdbl No Knaccam B
COOTBETCTBUU C PUCKOM, KOTOPbIVM OHU MOTYT NpeacTaBIATbL 4N nauueHTa, criegyeT paccMOoTPeTh BOMNPOC O TOM,
Kakue cpeCcTBa KOHTPOMS, ECNK TaKOBble TPeOYITCH, AOJTKHbI ObITh UCNONbL30BaHbI AN AaHHbLIX KIaccoB/pUC-
KOB.

KOHTponupyoLlne MeponpuaTnsa, npuMmeHaemMble gnd meguuMHCKUX NpubopoB, B OCHOBHOM CXOXU B pas-
HbIX CTpaHax, a pasfinvatoTcs TONbKO NO HAaUMeHoBaHUAM K aeTanaMm. [peacTaBneHHbIV HAXKe nNepeYveHb COCTaB-
neH Ha OCHOBAHWWN KOHTPOJNTUPYIOLLMX MEPONPUATUI, MPUHATLIX A4na MeauunHcKux npndopos B EC, ABCTpanuu,
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KaHage, GHTF n CLUA, n oboblaeT nonesHole BapuaHTbl, KOTOPbIE Takke MOTYT ObITb MPUMEHEHbI K Nporpam-
MHbIM NpoayKTam ansa cgepbl 3gpaBooxXpaHeHna:

- NpegnpogakHoe n3BeLleHne ¢ Unm bes npegnpogakHon atTectaumu;

- perncTpaums npeanpuUsaTus;

- HOMeHKnaTypa nsgenuu;

- TpeboBaHUA K KNMMHUYECKUM OaHHbIM;

- TpeboBaHUSA K MapKUPOBKE;

- CBeleHUs 00 MHUMAOEHTaX, KOTopble MOTNU NMPUBECTU UK ObINU NPUYUHOW NeTalbHOro UcXoaa Unu cepb-
€3HOW TpaBMbl;

- TpebOBaHUA K CUCTEME KaYvecTBa UK NPOU3BOACTBEHHLIM HOpMaM C UK De3 NPOBEPKU;

- KOHTPONb NMPOEKTUPOBaHNS;

- yNpaBJieHe PUCKaMW.

OaHako Lenblo HacTodaLwero ctTaHgapTa He aBnseTcd nogpobHoe pacCMoTpeHe HoOpMaTUBHBLIX AOKYMEHTOBR
N KOHTPONUPVYIOLLMX MEePOMNPUATUI, a TakKe BblpaboTka pekoMmeHgauni no HeodbxoauMOCTK perynmupoBaHus npo-
rpaMMHbIX MPOAYKTOB ANA chepbl 3gpaBooxpaHeHnd. HacTodawmm cTaHgapT HanpaeneH Ha onpegeneHne cTtaH-
0apTOB, KOTOPble Hanbonee NoAxXoAAT AN UCNONb3OBAHUA UK ACJKHbBI ObITh CO34aHbIl, U UX MONMOXEeHUN ANS
TOro cnyyad, ecnv nporpaMmmMHblie NPoAYKTel A4Nnda cdpepbl 3gpaBooXpaHeHUa A0JKHBI KOHTPONMMPOBAaTLCA NN
perynmpoBaTtbca KakumM-nmoo doopmMmanbHbIM, HedpopManbHbIM UK NPOU3BOSbHBIM CNOCOOOM. [103TOMY KOHTPO-
NupyloLe MeponpuaTuga npueedeHsl TONBKO Anga obecneyeHUs BOSMOXXHOCTU paCcCMOTPEHUA TeX CTaHO4apTOoB,
KOTOPbIE MOTYT NoAKPennThL X, ecni AaHHbIe cpedcTBa KOHTPONA OyayT BHeAPEHbI.

Takum obpa3om, NPUHATKE pelleHNda 0 HeoDXoAMMOCTU KOHTPONA De30nacHOCTU NporpaMMHbIX NPOAYKTOBR
ONnsa cgoepbl 3apaBooxXpaHeHUda NocpeacTBOM NpeanpoaaXKHoro n3BeLleHUsa, permctpauim npeanpUaTms Unm Ho-
MeHKNnaTypbl n3genun dyaeT nexaTb Ha Nilax, OTBETCTBEHHbIX 3a cpeacTBa KOHTpond. Ecnu gaHHble nuua npu-
MYT pelLueHne 0 HeobXOAMMOCTU KOHTPONA ©e3onacHOCTU, TO coaepKMMoe HoOpMaTUBHOW AOKYMEHTaUNU WX CTaH-
0apTOB byaeT cpasy XXe NOHATHO, U pa3paboTka cTaHgapToB He NnoTpebyeTcy.

7.1.2 BeiBoabl

Ecnu noTpebyloTca npegnpoaaxHoe n3BelleHne, peructpauma npeanpuata U nsgenns, To 3To He NoBIe-
yeT 3a cobol HeobXoAUMOCTbL pa3paboTKM CTaHOAPTOB.

7.2 MapKupoBKa U 4OKYMeHTaLus

7.2.1 O6wmne cBeaeHUN

K MapKUpoOBKe MOXXET OTHOCUTLCS He TONbKO Tapa Angd n3genus, HO Takke nnakaTbl, 3STUKETKN, MPOCMNeKThl,
peknamMHble NMUCTKU, DyKNeThbl, TeXHUYECKNE PYKOBOACTBA, MHCTPYKLUKMKU U T.M., a TakkKe pasnuvHas peknama.

TpeboBaHUA K MapKUPOBKe NMporpaMmMHbIX NPOAYKTOB ANd cdpepbl 3apaBooxXpaHeHnsa oyayT UMeTb MHOTO
OoDLLEro ¢ MapKUpPOBKOW MedULIMHCKMX NpUbopoB. Heobxoanmo onpeaennTs, MOXeT N EBponencknm HopmaTtuBs,
OTHOCALLUMKCA K MeaNLUUHCKAM Nprbopam [13], ObITb NOSTHOCTLIO NPUMEHEH U K MporpaMmMHbIM npoaykTtam. OgHa-
KO MOTYT CYLLEeCTBOBaThL TpeboBaHUA, cnelundpunyHbie AN NporpaMMHbIX NPOAYKTOB ANd cdepbl 34paBooXpaHe-
HUA, HanpuMep TpeboBaHNA K annapaTHoOMY obecnedyeHUo U nHTepgencam. B ycrnoBuax, korga qoyHKUMOHaNb-
Has COBMECTUMOCTb U B3aUMOoOeWUCTBUE NporpaMMHbIX NPOAYKTOB ANs cdoepbl 3gpaBooxXpaHeHus npuobpeTaroT
BCe DosblUee 3HaveHne 1 korga npobnembl ¢ PyHKUMOHANBLHOW COBMECTUMOCTLIO MOTYT UMETh Cepbe3HbIe Mo-
CNneacTBus, NonHada U ToYHast opMyNMPOBKa XapaKkTepPUCTUK MporpaMMHbIX MPOAYKTOB ANd cdhephbl 34paBooxpa-
HeHWA byaeT nMeTb DosbLLoe 3HadeHWe. Takada popMynnMpoBKa AOI)KHA COOTBETCTBOBATL LLUMPOKOMY onpeaerne-
HUO MapKUPOoBKU. CrieayeT NoHUMAaTh, YTO CUCTEMHBIE XapaKTepUcTUKX, AOKYMeHTaLUuda Ha nagenve 1 MHCTPYKLUUK
Mo UCMONBE30OBAHMIO MOTYT ObITb NpegocTaBneHbl Yepes VIHTepHeT, a He NOCTaBNATLCA NONbL30BaTENH0 B Ne4YaTHOM
BUAE.

7.2.2 BeiBoabl

CTaHgapT Ha MUHUMYM UHbopMaLWK, HeobXoanMMon ANa npeacTaBleHUs XapakTepUCTUK NPorpaMmMHbIX
NPOAYKTOB ANA cpepbl 3apaBooXpaHeHs, MOXET ObITb NoNe3eH, B YaCTHOCTW, ANS XapakTepUCTUK, KOTopble
Ba)XKHbI ANs1 B3aUMoAeNCTBUA N PpYHKUMOHaNbHOW coBMecTUMOCTU. CTaHgapT Ha MmeguUMHCKKe npndopsl [13]
HeobXoaAMMO NpoaHanU3npPoBaTh, YTODLI OLEeHUTE HEODXOAMMOCTb PaspabOoTKM OTAENbHOro cTaHaapTa no obLLen
MapKUPOBKE NporpaMMHbIX MPOoAYKTOB Ans cdoepbl 34paBooxXpaHeHust.

7.3 KnuHn4eckne aaHHbIle

7.3.1 O6bwne cBeaeHuUN

[TpeanpogakHaga aTTecTauna npenmyLLlecTBeHHO HanpasneHa Ha MeguUnHCKKe Npubopbl C BLICOKOW cTene-
HbHO PUCKa U MOXKET BKIMoYaTh NpedcTaBlieHUe KIMHNYEeCKUX AaHHbIX AN 000CHOBaHUSA nNpeTeH3ni K npnbopy. B
ABCTpannn HopMaTMBHbIE NpaBkna TPedYIT HaNU4YMA ANs KaXXgoro MeguuUnHCKoro npubopa, 0OTHeCEHHOTO K JTHo-
OOMYy Knaccy, KNMHUYEeCKNX AaHHbIX, COOTBETCTBYIOLLMX ero UCMoNb30BaHUIO U KnaccudukaLlni.
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[TpeameToM 0BCYXXAeHUA MOXeT ObITb BONPOC O TOM, ACJIKHbI T CpeaAcTBa KOHTPONMSA, OTHOCALLMeCSH K
Knaccam nporpaMMHbIX NpoayKTOB AN cdepbl 3apaBooXpaHeHNda ¢ HauBbICLLMMKW pUCKaMK, BKMoYaTh Npea-
cTaBneHne KNMHUYecKknx gaHHblX. [1py paccMOTpeHUM 3TOro Bonpoca cleayeT ydnTbliBaTh, YTO 6€30MacHOCTb,
HanpumMmep, NporpaMmMHbIX MPOAYKTOB NoaaepXKkn NPUHATUSA KNMMHUYECKUX peLlleHU (HEKOTOpPbIE N3 KOTOPbLIX MO-
r'yT ObITb OTHECEHBI K KITaccaM CaMOro BbICOKOrO pucka) byaeT 3aBUCETb OT NPaBUNbLHOCTU N pacrnpocTpaHeHHOo-
CTW KNMMHUYECKNX AaHHbIX, MONOXEHHbLIX B OCHOBY alTTOPUTMOB NPUHATUS pelleHWA. ['1py 3TOM KNMHUYecKue aaH-
Hble MOTYT paccMaTpUBaTLCA B ABYX KOHTEKCTaX:

- CBe1eHNA 0 AOCTOBEPHOCTU KITMHUYECKMX AaHHbIX, Nnexallyx B OCHOBE NOoAAEPXKKN NPUHATUS peLleHnn, K
cnocoD, KakiuM nNporpaMmmMmHoe obecneveHmne UCMoNb3yeT 3TW CBeAeHUS;

- KMMHWYeCKNe gaHHble, NoNy4YeHHble B pe3ynbTaTe NpakTUYecKoro UCnonb3oBaHUAa N3genus, Hanpumep B
OorpaHUYEeHHO KOHTPONMUPYEMBbIX NPUNOXKEHUSIX.

34ecb BO3MOXHO NpuMeHeHWe ctaHgapTa NCO no KNMHKU4ecknm nccrnegoBaHUam mMeanunHCKUX npubopos
Ha noasax [14].

7.3.2 BbiBOAbI

Ecnn npeaoctaBneHue KNMHNYECKUX AaHHbIX ABNSETCA YacTbio CpeaACTB KOHTPON1S1 Hag ©6e30nacHOCThIO
nporpamMmmMHbIX NPOAYKTOB ANA cpepbl 34paBooOXpaHeHUd, TO A0JIKeH ObITb NPUHAT cogep Kally pykoBoasiLme
vKasaHW4a cTaHgapT, ABNsSAOLWLMACA OCHOBOW M COOTBETCTBYIOLLMA XapaKTepUCcTUKaM NporpaMmmMHbIX NPOoAYKTOB ANS
chepsbl 3apaBooOXpaHeHNs, TakUX Kak nogaepkka npuHATUA peeHnn. Takon cTaHaapT AOSKEH OXBaTbIBaTh Kak
KNMMHWYeCcKne AdaHHble, OTHOCALLMEeCA K AOCTOBEPHOCTU AaHHbIX, MONOXKEeHHbIX B OCHOBY NMPUHATUA peLleHUI, Tak
M UX UCNOJIb30OBaHWe NporpaMmmMHbIM obecrneyvyeHUeM, a Takke KIIMHUYeckne gaHHble, nonyyeHHble B pesynbTaTe
MCNONb30BaHNA NPorpaMMHOro npoaykra. B AaHHOM KOHTeKCTe AoKHa ObITb pacCcMOoTpeHa BO3MOXXHOCTbL MPU-
MeHeHna NCO 14155 [14].

7.4 Peructpauusa MHUUWOEHTOB

7.4.1 O6wue cBeaeHUN

K MmeguLnHCKUM Npubopam npeabsaBnseTcd TpeboBaHne perMcTpupoBaTh MHUMOEHTbI, KOTOPLIE MOTTIN NPK-
BECTWU UMK ObINU NPUYMHOW NeTanbHOro ucxoda Unm cepbe3HoU TpaBMbl NaLMeHTa.

Ecnn Takoe KoOHTponupyoLlee MeponpuaTtue Oblno NpeaycMoTpeHo ANs nporpaMmMHbIX NPOAYKTOB ANS
cpepbl 3gpaBooxXpaHeHud, To Morna okl bbITh NpegycMoTpeHa anekTpoHHas pernctpaums. Nostomy gonkeH ObITh
PaccMOTpEeH BOMNPOC O cTaHAapTe No peructpalim MHUMOEeHTOB ANs NporpaMMHbIX NPOoAYKTOB AN cdyepbl 3apa-
BOOXpaHeHusl. CyLLeCTBYIOT AOKYMEHTUPOBaHHbIE MpUMepbl, KOTOPLIMU MOXHO BOCNONb30BaTLCS, HAanpuMep:

-NCO/TC 19218:2005 [15];

- GHTF ana meanumHckux npubopos [16];

- MedWatch YnpasneHusa no KOHTPOJIH 3a NpoayKTaMu NMTaHUA K lekapcTBaMi;

- oD Me TpeboBaHWUA K perncTpaumm HaunoHansHOro areHTCcTBa No 0e3onacHoCTU nauneHToB Benukobputa-
HUKM [17];

- paboTa, nposognmas B Pabouen rpynne no sonpocam papmaueBTUKM U npuMeHeHna nekapcTs (Pl 6) TK
215 VICO, nogrotToBMBLLEN NPOEKT CTaHAapTa Mo 3MEKTPOHHOU peructTpaln HebnaronpusaTHbIX peakuni Ha nekap-
cTBa [18] Ha ocHOBe HalUMOHaNbHbIX U MeXayHapoaHbIX AOKYMEHTOB.

7.4.2 BbiBoAbI

[lonxeH ObITb pacCMOTPEH BOMPOC © cTaHAapTe MO 3NeKTPOHHOU pernctpaunm HedbnaronpUATHbIX MHLUNAOEH-
TOB, NpousoLleaLnx Npyu NPUMeHeHUK NPorpaMmMHbIX NPOAYKTOB ANA cpephbl 34paBoOXPaHEHUS.

7.5 CncteMbl KavyecTBa

7.5.1 O6wue cBeaeHUN

INiobble cpeacTBa KOHTPONSA NporpaMMHBIX MPOAYKTOB ANs cdoepbl 34paBooXpaHeHns, 0cobeHHO ans npo-
OYKTOB C BbICOKOW CTeneHbo pUcka, dyayT npeabsaBnsaTe TpeboBaHUA K cucTeMe KadecTBa. ['lockonbky cTaHaap-
Thbl MO CUCTEMAM KadecTBa (Hanpumep, rpynna ctaHgaptos MCO 9000) moryT perynmupoBaTh KOHTPOMb MPOEKTUPO-
BaHWA U ynpaBieHWe pyUckamum, TO MarnoBepOsATHO, UTO B HUX AOCTaTOYHO geTallbHO dyayT pacCMOTPEeHbLI BOMPOCHI
KOHTPONS NporpaMmMHbIX NPOAYKTOB ANd cdpepbl 3apaBooxpaHeHus. Takum obpasoM, B cpepe MeaULUUHCKUX
NPMOOPOB CYLLECTBYIOT OTAeNbHbIE CTaHA4AaPThI MO cUCTeMaM KadecTBa, KOHTPOIO NMPOeKTUPOBAaHUSA U ynpaB/sie-
HUO pUckaMn. To XXe camoe, BePOsATHO, byaeT OTHOCUTBCS U K MPOorpaMMHbIM NpoaykTam Ans cdoepbl 34paBoOX-
paHeHus.

CuUcTeMbl KadecTBa MOTYT ObITb OUeHb 3dppekKTUBHLIMU B 0DecrnevyeHn COOTBETCTBUA KOHEYHOTo n3aenusa
TpebyeMoMy KauecTBY, HO eCn UCXOOHbLIA NPOEKT Dbl NIOXKUM, TO CYLLLECTBYET ONACHOCTbL, UTO BCE KOHEUYHbIE
n3aenng, BbINOMHEHHbIE Mo gaHHOMY NPOEeKTY, Takke dyayT nioxXmmn. Takum obpasom, HeobxoguMbIMA CBON-
CTBaAMU XOPOLLNX CUCTEM KauecTBa ABNSATCS KOHTPOS1b NPOEKTUPOBAHUSA, paCCMOTPEHHBIN B 7.6, U TpeboBaHKE K
aHann3y pUCKOB K ynpaBfi€HU pUCKaMn NI NX CHUXKEHWIO, pacCcMOoTpeHHoe B 7.7 .
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[TocKkONbKY CUCTEMBI KayecTBa AN NporpaMMHbIX MPOoAYKTOB ANda cpepbl 34paBooXpaHeHUs BO MHOTOM
CXOXW MO XapakTepucTukam ¢ CUCTeMamMu KavuecTBa AN MeauLIMHCKUX NpUdopoB (M U3aenui B LLIeNoM), TO CyLLle-
CTBYIOLLME cTaHOAapThl, MPUMEHUMbIe K nporpaMmMmHoMy obecnedeHuo, MoryT ObITe UCMONb30OBaHbI B KAYeCcTBe
OTNPaBHOW TOYKU. HMXKe paccMOTpeHbl Hanboee 3HavuuMble U3 HUX. B obLluem, gaHHble CTaHdapTbl OXBaTbIBAKOT
cnegyrolie acnekTbl:

- NaHUpoBaHWe peanu3aLlnn NporpaMMHOro NPoAyKTa, BKHOYad XXU3HEHHbLIW LMK, NlaHUpOBaHNE KaYe-
CTBa, NpoLlecchl, CBA3aHHbIe C NOTpebuTenem, KOHTPONb NPOEKTUPOBAHUA N YNpaBlieHne pUcKamu;

- AOKYMeHTauuo, Hanpumep pykoBOACTBO MO Ka4eCTBY U KOHTPONb AOKYMEHTOB U 3annceu;

- OTBETCTBEHHOCTL 3a ynpaBlieHWe, BKIToYada 0bs3aTtensLCcTBa Nno ynpasneHuo, CPOOoKYyCUpOBaHHOCTL Ha NO-
TpebuTens, nnaHnpoBaHWe CUCTEM NOJIUMTUKK B 0DNacTu kadecTBa U ynpaBlieHUA Ka4eCTBOM;

- pacnpegeneHne oTBEeTCTBEHHOCTEN Y MONTHOMOYNIA;

- CBSI3b;

- yNpaBreHne pecypcamiu, BKIroUas KOMNeTeHLUWlo, NoOHMMaHne, obydeHne 1 pabouyto cpeay;

- 00630pbI NO yrpaBfeHUIo.

7.5.2 CTaHgapTbl MO CUCTEeMaM KavyecTBa, OTHocALWMeCcs K MeaUUMHCKUM npudopam

MHorne n3arotoBuTenn MeguLmMHCKUX NpnodopoB BHeOPWITU CUCTEMY KadecTBa, YTODLI COOTBETCTBOBATL 3a-
KoHoA4aTeNbHbIM HOpMaM.

B 6onblnHCTBE EBpONENCKNX CTpaH U3roToBUTEN MeaULUUHCKUX NPUOOPOB BHEAPUIIN CUCTEMY KavyeCTBa,
YTOObLI COOTBETCTBOBATL AUpekTBe EC no megnumHckum npubopam [19]. OgHako B COOTBETCTBUM C YCTAHOBKOW
EC no gaupektneam Hooro nogxoaa [20], ecnu cuctema kadecTBa U3roTOBUTENA COOTBETCTBYET «rapMOHU3UPO-
BaHHbLIM CTaHgapTaM», HO He Ha3bIBaeT KX, TO OHa MOXET CChllaTbCAa Ha gonyuleHne cooteeTcTBMA. OgHaKko B
NTUCTUHIe PYKOBOACTBA MO AMPeKTUBaM Ans MeanuMHCKMX NpubdopoB [21] cTpoka, OTHOCALLAaACA K cucTeMaMm
KauecTBa, cchlflaeTca Ha AokymMeHTbl oT GHTF.

Pykosoacteo GHTF ao nioHsa 2005 r. 66110 BKIOYEHO B AOKYMEHT « PYKOBOACTBO NO cUCTEMaM KadecTBa
0N NPOEKTUPOBAaHMUA U NPON3BOACTBA MeAULIMHCKUX MPUOOPOB» [22], KOTOPLIW, B CBOH o4epedb, Obl1 co3aaH Ha
ocHoBe NCO 9001 (Bepcusa 1994 ropa) [23]. B 2005 r. gaHHOe pyKOBOACTBO ObINO U3BATO U3 obpalleHust 1
zameHeHo NCO/TO 14969:2004 [24], B pa3paboTke npoekTa koToporo ydacteosana GHTF. Hactoswun ctangapT
Takke ocHoBaH Ha NCO 9001.

B CLUA TpeboBaHuna «YcneLlHoW NpoM3BOACTBEHHOM NpakTUKKU» npeactaBneHsbl B «l'lonokeHun no cucre-
MaM KadvecTBa» [25]. B npegucnoBumn gaHHOro AoKyMmeHTa npeacTtaBfieHbl NoJlydeHHble 0bLleCcTBeHHbIe KOMMEH-
Tapun 1N OTBETHI YNpaBl1eHUs Mo KOHTPOJI0 3a NpoayKTaMu NUTaHns U nekapcteamu. 13 npMBeaeHHLIX OTBETOB
CTaHOBUTCH ACHO, UTO TpeboBaHWM4A, B OCHOBHOM, ocHoBaHbl Ha NCO 9001:1994 [23] n pa3paboTaHbl B TECHOM
coTpygHudectBe ¢ GHTF. B rnaee 2 «Cuctemel kavyectBa» PykoBoacTea no cMctemMam Kadectsa angd MeguuUuHC-
KNX NpUOOPOB ANA ManbIX NpednpuaTun [26] Takke oTMedeHo, YTo TpeboBaHUSA «YCnelHOoU Npor3BoACTBEHHOM
npakTukn» «rapmoHusnposaHsl ¢ MCO 2001:1994 n UCO 13485 [27]» (koTopbln cam ocHoBaH Ha MCO 9001).

Cutyaums B ABcTpanun 1 KaHage cnoxunack NoxXoxum obpazom. VX TpeboBaHUA K cUCcTeMe KavecTBa AN
MeaULIMHCKNX MPUOOPOoB Takke ocHoBaHbl Ha cepun ctaHaapTos NCO 9000.

AcHo, YTO ecnu NporpaMmMHbie NPCAYKThI ANA cdoepbl 3apaBooXpaHeHUs1 Dby Obl NpeaMeTOM KOHTPOJIA CO
CTOPOHbI CUCTEMbI YNpaB1eHUs KadyecTBOM, TO Nlobon cTaHgapT acmkeH obiTb ocHoBaH Ha NCO 9001:2000 [28].
BcTaeT BONPOC, CYyLLEeCTBYET NN yXKe TakoW cTaHaapT, KOTOPbIA MOr Obl ObITh NpUMeEHeH HenocpeACTBEHHO.

CTtaHgapThl, NIPUMEHSIEMbIE B OTHOLLEHWUN MeaNLMHCKUX NPUDOPOB, ABMATCA O4eBUAHBIMY KaHaOWaaTaMU
Ha paccMoTpeHKe. Kak y)ke oTMevyanoch, CTaHO4apTOM, KOTOPbLIN YNIOMUHANCA B KOHTEKCTe «[JnpeKkTnBbI No Meau-
LUUHCKUM npubopam» EC, aenaetca « PykoBogcTeo No cuctemam kadectea» GHTF [22], koTopoe ObIino oTo3BaHo
n 3ameHeHo MCO/TO 14969:2004 «PykoeoacTteo no npumeHeHunto MCO 13485:2003» [24]. NCO 13485:2003 «Cu-
CTeMbI yNpaBneHua kadecTBOM. TpeboBaHUA K Lenam perynnposaHua» [27] aBnaeTcd, kak BUAHO U3 HaUMeHOBa-
HUA, cneyyanbHO pa3paboTaHHbLIM AOKYMEHTOM ANg «Lefneun perynmpoBaHnsa» 1 NOCBALLEeH MeguUMHCKUM NpUbo-
pam. OH He MOXeT NoaxoauTb ANs NporpamMMHbIX NPOAYKTOB ANd cdoepbl 3apaBooxXpaHeHUs No ABYM NpUYnHaMm:

- XOT4 ero onpegeneHne «MmeauumHckoro npunbopa» cootsetctByeT GHTF 1 TeM caMbIM BKITIOYaeT «Npo-
rpaMmMHoe obecnedeHme» (CMm. A.3), COBEPLLEHHO OY4EBUAHO, YTO AaHHbIN cTaHaapT paspabaTbiBancd 6es yyera
nporpamMmMHbIX NPOAYKTOB ANA cdpepbl 34paBOOXPaHEHUS;

- AaHHbIV CTaHOAapPT pa3paboTaH Angd uenewn perynmpoBaHus, Toraga kak HacTosLWMM cTaHaapT He OCHOBaH Ha
NpeanonioXXeHUn, YTo cpeacTBa KOHTPONSA He 0bsa3aTenbHO DyayT cpeacTBamm perynnpoBaHus; pag AononHeHU
n nonpaBok K MCO 9001 B UCO/TO 14969:2004 [24] n NCO 13485:2003 [27] , MOXET He NnoaaepKMBaTbCH B
Heperynupyemomn cpeae.

TemMm He MeHee, OCHOBHOE coaepXXaHue N TpeboBaHUA MOTYT ObITk MPUMEHEHLI K NporpaMMHbIM NPoayKTam
0N cpepbl 34paBOOXPaHEHUS TakK XKe, Kak OHU NPUMEHSIOTCH K MeaULMHCKUM Npndopam.

8
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7.5.3 CTaHAapTkI N0 CUCTEMaM KavyecTBa, OTHOCALYMECH K NporpaMMHOMY obecrnevyeHuro

Opyrnm BO3MOXHBLIM NOAX0CAO0M K CTaHOapTy No nporpaMmmMHbIM NpoaykTamM Ana cpepbl 3gpaBooxpaHeHns
Ha ocHoBe NCO 9001 aBnaeTca paccMoTpeHKe CyLLECTBYOLMX cTaHAapToB, ocHoBaHHbIX Ha MCO 9001, koTo-
pble B 00LLEM Clydae NpUMeHUMbI K nporpamMMHomMy obecnedeHumto. O4eBngHbIM NpeTeHaeHTOM Ha NpUMeHeHne
asnsietcst MCO/M3K 90003:2004 «PykosoacTea no npumeHeHunto MCO 9001:2000 k nporpammHomy obecneye-
HLO KOMNBLIOTEPOB» [29].

[laHHbIA cTaHOapT, B CBOK odepenb, ccolaetcss Ha psaa craHgaptoB NCO/M3K, B yacTHOCTH, Ha
MCO/M3K 12207:1995, «[l'lpoLecchl XXM3HEHHOTO LMKNa nporpaMmHoro obecneveHusa» [30], nonpaBKy K HEMY
2002 r. [31] n pykoBoacTeo no ero npumeHeHnto MCO/M3IK TO 15271 [32].

CtaHgapt MCO/M3K 9003:2004 mor 6bl HenocpeaCTBEHHO BbITb MPUMEHEH K NPOrpaMMHbIM NPOAYKTam
ang cpepbl 3apaBooxXpaHeHns U, Takum obpaszom, Mor Obl CTaTh BeIOpaHHLIM U3 CYLLIECTBYIOLLIMX CTaHAapTOB. Ero
BO3MO)XHbLIM HEAOCTATKOM SIBJTIAETCA OTCYTCTBWE CChINIOK HA CTaHAapThl ANd MeAULMHCKUX NPUOOopoB, OCHOBAaH-
Hele Ha MCQO 9001.

7.5.4 BuiBOabl

Ecnu ogHnM 13 cpeacTB KOHTPONA And obecneveHUsa 6e30nacHOCTU NporpaMMHbIX MPOAYKTOB ANd cdpepbl
30paBoOXpaHeHus iBNAeTcd TpeboBaHWe K cucTeMe yrpaBneHUsa Ka4yeCcTBOM, TO BCe HeobxoaMmble cTaHaapThl
OOJKHBbI BbITh ocHOBaHbLI HAa MCO 9001:2000 [28].

Ecnn ycTaHaBnMBaeTCs, YTO TpebyeTcHa HOBLIV CTaHOapT, pPerynupyloLmii nporpaMmmMHble NpoayKTel ANS
cpepbl 3apaBoOXpaHEeHUs!, TO OH A0JKeH ObITk co3aaH Ha ocHoBe paccMmoTpeHunss MCO/M3IK 90003:2004 [29]:

- B KQ4YeCcTBe BO3MOXKHOMO NpeTteHAeHTa 6e3 KakmMx-nnbdo nonpaBok;

- B KQ4YeCTBE NCX0OHOro MaTtepuana ¢ BO3MOXHbIMU NonpaBkamMu, oTpaXkatoLlMn cnelndonKky nporpamm-
HbIX NPOAYKTOB ANsl cdhepbl 3apaBooXpaHeHus (¢ y4eToM TpedboBaHUW K MeauLMHCKUM NpubopaM, yCTaHOBMNEH-
HeiM B NCO 13485:2003 [27] 1 ceA3aHHbIM ¢ HUM pykoBoacTeoM MCO/TO 14969:2004 [24]).

7.6 KOHTpOnNb NpoeKTUpoBaHUA

7.6.1 O6wune cBegeHUs

KOHTpONb NPOEKTUPOBAHUSA BKITHOYEH B DONBLUMHCTBO 3akoHodaTeNbHbIX NOAX0A0B.

B EC nmetotca pekomeHgau KM no KOHTPOIO NPoekTUpoBaHMSA, ocHoBaHHble Ha gokymMmeHTax GHTF. Pyko-
BoacTeo GHTF go uwoHa 2005 r. cogepkanock B A0KYMeHTe « PYKOBOACTBO MO KOHTPOJHO NPOEKTUPpOoBaHNA ANA
M3roToBUTENEW MeanUMHCKNX Npubopos» [33]. B 2005 1. 3T0 pykoBOoACTBO ObINO U3BLATO N3 cbpalleHUa 1 3aMeHe-
HO MCO/TO 14969:2004 «Cuctemsbl ynpasreHns cuctemamu kadvectea. PykosoacTtso no npumeHeHuo MCO
13485:2003» [24]. OHo, no cyTK, 3ameHunno 44 ctpaHuusl pykosoactea Ha 8 ctpanuu MCO/TO 14969:2004, pas-
aen 7. 3To NPUBENO K NMoTepe HEKOTOPLIX AeTallen.

ABcTpanua n KaHaga npumeHsaoT noaxoad, aHanornddbein noaxoay GHTF.

B CLUA AgMUHUCTPpaUKA NO KOHTPOMO 3a NpoaykTaMn NMTaHUAa 1N nekapcTBaMu BbinycTuna «PykoBoacTeo
MO KOHTPOJIHO NPOEKTUPOoBaHUA AN nponssoantenen MmeguumHCKMX npuoopo» [34]. OHO MMeeT OTHOLLEHUE K
[Mpasunam 820.30 no «KoHTponto npoekTupoBaHua» 1 pasgeny 4.4 MCO 9001:1994. [laHHoe pykOBOACTBO OXBa-
ThiBaeT T€ XXe acnekTbl, YTo 1 pykoBoacTeo GHTF, a UMeHHO:

- NNAaHUPOBaHKWe NPOEKTUPOBAHUA U pa3paboTKK;

- ICXOOHble AaHHble ANs NPOEKTUPOBaHUS;

- 3KCNepPTU3Yy NPOEKTa;

- BepuduKaLMo NpoeKTa;

- aTTecTauuMio NpoeKTa;

- Nepenadvy NpoekTa;

- \BMEHEHNSA NPOEKTa;

- AOKYMEHTUPOBaHWE UCTOPUK NPOEKTA.

HecMoTpsa Ha TO, UTO TpeboBaHUA, U3NOXeHHbIe B AaHHOM PYKOBOACTBE, OblNM paszpaboTaHbl ANS perynm-
pyemMon cpefbl (KoTopasa He OTHOCUTCA K 0b1lacTh NPUMEHEHUA HACTOSALLIEro cTaHaapTa), No CyLecTBY, OHU MO
Obl ObITE MPUMEHEHbLI U K MporpaMMHbIM NPpodyKTam Ana cdpoepbl 3apaBooxXpaHeHud, Kak U K MeauLMHCKUM NMpUuoo-
pam. TemMm He MeHee, NX HENMb3A NPUMEHUTL NONTHOCTLIO, MOCKONbKY:

- MPUMeEPbI U TEKCT PYKOBOACTBA OPUEHTUPOBaHLI Ha MeaUUUHCKKMeE NPpUbopbl M NOTOMY He NPpUMEHUMBbI K
nporpamMmmMHbIM NMPoAyKTam ans cpepbl 30paBoOXpaHEHUS;

- HeKoTOpble TpeboBaHUA MOTYT ObITk MPUMEHEHbLI K NporpaMmMHOMY 0becrneyYeHno ¢ U3BMEeHEHUAMN;

- HeobxoaMmMo NpeaocTaBUTb bonee NogpPobHYI MHGPOPMaLUID, OTHOCALLYIOCA MMEHHO K NPOorpaMMHbIM
npoayKTam anst cpepbl 34paBooXpaHeHUst, HanpuMep K cuctemMam noaaep Kk NPUHATUS peLLeHNA (CM. HUXKe).
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[TpoekTnpoBaHMe cUCTeM NoAOepP KK MPUHATUA pelleHU 1 nocneayoume nsMeHeHUd B NpoeKTe OCHOBBI-
BAOTCHA Ha UCXOQHbIX anropUTMax nogaepXkn NPUHATUSA pelleHUn N KMUHUYECKUX AaHHbIX. Tak, 3NekTpoHHas
cUCTeMa Ha3HavYeHUW NekapcTB, CMOXET, HanpuMep, BblgaBaTk NpeaynpexaeHnd o NpoTUBONOKa3aHUAX NpUMe-
HEeHWs1 NeKapcTB MaJIONEeTHUMU AeTbMU UK DepeMeHHBIMU XXeHLLWHaMK, a Takke npeaynpexaaTe 0 B3aUMHbIX
BITUAHUAX NMPU MPUMEHEHNN HECKONBKUX NekapcTB. Takme pyHKUKMKM ByayT CUNbHO 3aBUCETb OT KITMHUYECKNX
OaHHBIX, KOTopble byayT MeHATLCA € TedueHUeM BpeMeHW. HegocTaTouHOCTL AaHHbLIX M HEBO3MOXKHOCTbL OTCIIEXM-
BaTb MX CBOEBPEMEHHO MOTYT UMETb CepbesHble, U gaxe paTanbHble nocneacTsud. [oaTomMy yCUNEHHbLIN KOHT-
PONb UCXOOHOro NpoeKTa U USBMeHeHU B NMpoeKTe, Hanpumep ero 0OHOBNEHUW, UMEET NepBOCTENEHHOE 3HaYeHne
anga oesonacHoOCTU. J1lobo cTaHAapT NO KOHTPOMIO NPOEKTUPOBaHUS NpOrpaMMHbIX NPOAYKTOB ANA cdhephbl 3gpa-
BOOXPaHEHWA A0MKEH YUNTbIBaTh AaHHbIE OCOBEHHOCTU, HanpUMep BO3IMOXHbIE TpeboBaHUA K 3KCNEPTHOU OLeH-
Ke KNMMHUYeCcKMX AaHHbIX. CyllecTByoLlMe cTaHaAapThl B 3TOM OTHOLLEHUN He ABNAITCHA ageKkBaTHLIMMU.

7.6.2 BbiBOAbI

Ecnn KOHTPONb NPOEKTUPOBaHUA ACITKEH ObITh YacTbio TpeboBaHWKX AN obecnevyeHnss 6e30nNacHOCTU NPo-
rpaMMHBIX MPOAYKTOB ANA cdoepbl 3apaBooXpaHeHud, To A4o/KHa ObITh paccMoTpeHa HeobXoaAMMOCTE pa3spaboT-
KN cTaHgapTa HenocpeaCcTBEeHHO ANd nporpaMMHbIX MpoayKToB AN cdpepbl 3apaBooxpaHeHuns. NocKonbKy no-
OOOHBIN CTaHAapPT AoMKeH basnpoBaTbCs HA OCHOBHLIX TREDOOBAHUSIX, coaepXKallUXCcs B cTaHOapTax Nno KOHTPO-
N0 NPOEKTUPOBaHNA MegULIMHCKUX NpnbopoB [24], [33], [34], To 3T TpeboBaHMA A0 KHbI ObITE aganTUpPOBaHbI K
nporpamMmMHbIM NpoaykTam ansa cdpepbl 3apaBooxXpaHeHUd N yunTbiBaTh cneundouyHbie NoTpebHOCTH, Takme Kak
KOHTPOIMb aNTTOPUTMOB U UCTMOMNb30BaHUE KNMUHNYECKUX AaHHbIX B MPOrpaMMHbIX NPoayKTax, Hanpumep B CUCTE-
Max Noaaep XK NPUHATUSA peLleHUN.

7.7 YnpaBneHue puckamu

7.7.1 Obwne cBeaeHUN

CyllecTByeT MHOIO CTaHA4apTOB, CBA3aHHLIX C YNpaBl1ieHNeM puUckamm, KoTopble MOrmn bbl NpeTeHaoBaTh
Ha NpUMeHeHKe K NporpaMmmMHbIM NpoayKTam anga cdpepol 3apaBooxpaHeHud. B npunoxeHun C npueegeH ob30p
psaga Hanbonee 3Ha4YMMbIX B AAHHOM KOHTEKCTe AOKYMEHTOB, UMeKLLMX OTHOLLEeHWe K criegyoLlmm obnacTtam:

- MpoLecchl «ynpaBfieH/e pUckaMn Ha NpeanpUATUAX»;

- NPOAYKThI Ansl cdoepbl 34paBoOXpPaHeHUA, B YACTHOCTU, MeaULMHCKUE Npubopsl;

- Apyrue obnacTtu, Hanpumep ynpasneHue MHopMaloHHON De30NacHOCTLIO.

7.7.2 BbiBoabl

Ecnu ynpaeneHue puckamMmm AoJPKHO ObITh YacTeio TpeboBaHU Anga obecneveHna 6e30nacHOCTU Nporpam-
MHbIX NPOAYKTOB ANA cdpepbl 34paBooXpaHeHns, TOo:

- cneyManeHo Ansa nporpaMmmMHbIX NPoAYyKTOB ANd cdpepbl 3gpaBooxpaHeHUsa HeobxogMm HOBbIW cTaHaapT,
cornacoBaHHbIN Ha BbiclleM ypoBHe ¢ NCQO 31000 [35], UCO 14971 [36], MOK 61508-3 [37] " M3K 61508-5 [38].
[aHHbIV cTaHOaPT AOSTKEH peann3oBbIBaTh NonoXkKeHust, nanokeHHsle B GHTF/SG3/NISR8 [39], n 6bITb ocHOBaH
Ha onbiTe ucnonszoeaHuss CRAMM [40] coBmecTHo ¢ MCO/M3K 17799 [65];

- HOBbIW CTaHOapT AoMKeH ObITh NoaKpenneH pykoBoACTBOM MO peanu3aunn, KOHKPeTU3NpOoBaHHbLIM Noa
nporpaMmmMHble NPOAYKThI AN cpepbl 34paBoOXpaHEeHUs.

8 CTaHaapTbl, OTHOCALLUMECSH K PUCKaM onpeaeneHHOro xapakrepa

8.1 ObLwune cBegeHUs

KOHKpeTHbIV nporpaMMHbIV NPpoAyKT AN cdoepbl 3apaBooXpaHeHns UM nporpaMmMHble NPpoayKThl Ans cgoe-
Pbl 34paBoOXpaHeHns1 BOoDLLEe MOTyT ObITb OOBbEeKTaMU PUCKOB onpeaeneHHoro xapakrepa. lNpumepamu, nprme-
HAMBbIMW K OONLUIWHCTBY NpOorpaMMHbIX MPOAYKTOB ANA cdoepbl 34paBooxXpaHeHnd, U ANA KOTOPbIX CYLLEeCTBYIOT
ctaHaapTbl UCO n/unmn CEN, oTHoCcsLLMeCH K nporpaMmMHbIM NpoayKTam Ansi cpepbl 3apaBooXpaHeHUs, ABNSA0T-
CA cneayroLulne:

- ©e30NacHOCTbL B KOHTEKCTEe 3aLllUTbl IMYHOW MHZPOpMaLNN;

- ayTeHTUpUKaUUa MeanUNHCKNX pabOTHUKOB;

- NpaBUSibHas ogHo3HavYHaa naeHTUdrKaunsa NnaunueHToB.

8.2 BbiBOoAbI

Ecnu ansa pyuckoB onpeaeneHHOro Xxapakrepa CyLecTBYOT CTaH4apThl, TO NporpaMmMHbIe MPoayKTbl A0JK-
Hbl MPOEKTUPOBATLCHA B COOTBETCTBUM C 3TUMK CTaHOapTaMu.

10
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9 Hapa3op 3a 6e30MacHOCTbLIO U PUCKaAMK
B chepe AeATenbHOCTU Nonb3oBaTens

9.1 O6owune cBegeHus

HacTosawuy ctaHgapT orpaHudeH obecrneveHemM 6e30nacHOCTU NporpaMMHbIX NpoaykToB Ans cdpepbl 3apa-
BOOXPaHEHUs B NPOU3BOACTBEHHOW chepe (BKoYatoLLen NpoekTupoBaHme 1 paspaboTky). OgHako, aaxe ecnu
Oe3onacHOCTL bbina obecneYvyeHa Ha NPOU3BOACTBE, MPU3HAETCS, YTO NPU BHEAPEHUN U UCNOJIb30OBAHUK MPO-
rpaMMHbIX MPOAYKTOB B cpepe AeAaTeSIbHOCTY NoSib3oBaTtens, HanpumMep B 0onbHULE NN BpavyoM 0DLLEN NMPpaKTU-
KN, MOTYT BO3HUKaTb HOBbIE PUCKU. 3TO 0CODEHHO BEPOATHO B cny4dae, Korga npeanosiaraeTcd B3anMogencTeme
1 B3aMMOCBSI3b NPOrpaMMHbIX MPOAYKTOB, MONYYeHHbIX OT pa3HbIX MOCTaBLMKOB, HE3aBUCUMO OT TOro, CBsA3aHbI
X OHW HaNPAMYIO N Yepes ceTb. To Xe caMoe OTHOCUTCA U K MHTepdencam MeguUMHCKUX NPUDOPOB, UMELD-
LLIMX BCTPOEHHOE NporpaMmmHoe obecneveHue. [laHHbIM acnekT 0e30nacHOCTU AomKeH ObITh YYTEH.

9.2 BbiBOAbI

Heobxogumo obpaTnTb BHUMaHWE Ha cTaHgap bl No obecnedeHno 6e3onacHOCTU NporpaMmMHbIX NPCOYKTOBR
Ona cgpepbl 3gpaBooxXpaHeHnd B cgpepe aeaTeNbHOCTU NoNb3oBaTens.

10 CucrtemaTnszaums

10.1 O6wue cBegeHUNA

Kak npaBunno, HeT ACHOCTW, YTO 3aKkntovaeT B cebe nporpaMmMHbIN NPOAYKT ANa cdepbl 34paBoOXpPaHEeHUS.
UToObI NpeoaoneTh 370, HeOOXOANMO NPUHATE Mepbl NOCPeACTBOM cUcTeMaTU3aLU v (CTPYKTYPUPOBAHHOIO CNUC-
Ka) MeauLIMHCKOro NporpaMmMHoro obecneveHns. AHanormyHo, noaaepKmearwLlas cucrtemaTmasanms ooina obl no-
nes3Ha npu pernctpaunm HebnaronpuUAaTHbIX CODLITUN, HAaNPUMep:

- MPOrpamMMHbIv NPOAYKT ANs cdpepbl 34paBoOXpaHeHns (HanpumMep, Ansd NoaaepKku NPUHATUS PeLLeHNst O
Ha3Ha4YeHWUW NeKapcTB);

- Mpouecchl (A03NpPoBaHNE NTIEKAPCTB);

- MocneacTBuUs (annepruyeckas peakuus Unm cepbesHblv Bpea).

10.2 BuiBO bl

[domkHa ObITb NpoBegeHa cucTemMaTuialnga nporpaMMHbIX NPOAYKTOB ANs cdpepbl 34paBoOXpaHeHus, a
TaKKe cucTtemMaTmlaumsa and nogaep KKy permctpauim HedbnaronpusaTHbIX CODLITUN.

11 O6wume BbLIBOALI

Ecnu nporpaMmmHble NpoayKTel AN cdpepbl 34paBooXpaHeHUsa nogneXxart perynmpoBaHunio UU KOHTPOITHO
doopmManbHbIMU UK HedpopMalnbHbIMKM MeTogaM Ha HaUuWoHanbHOM, permoHanbHOM UM MECTHOM YPOBHE, TO
cpedCcTBa KOHTPONA ACITKHBI ObITb OCHOBaHbI Ha cCTaHAapTaxX. HacTosAWwmnn cTaHaapT onpeagendeT HeobxoauMble
cTaHOapTbl U UX CYLWHOCTL. H/Ke NnpuBeaeHbl 0bLLMe BeIBOAbI.

11.1 Ecnu cpeacTBa KOHTPONA ACJIKHbI ObITh agekBaTHbI PUCKY, KOTOPLIX NPporpaMMHbIA MPOAYKT MOXKET
npeacTaBnATbL ANd nauueHTa, To NporpaMmmMHble NPOoAYKThHI AN cdpepbl 3apaBooXpaHeHUs KnaccuuUnpyoT B
COOTBETCTBUN C AaHHbIMU puckamn. CUcTeMbl Knaccndpmnkaumm meguunHCKUX NnprnbopoB He NoAxXoadAT ANs npo-
rpaMMHbIX MPOAYKTOB Ana cdpepsl 3gpaBooxpaHerns. MCO/TC 25238 «Knaccudmkaums yrpos 6e3onacHOCTU OT
MeaULMHCKOro nporpaMmMHoro obecneveHus» [11]Hanbonee noaxoauT AnNd NPUHATUS onpeaeneHHbIX B HeM Knac-
CcOB puckos (cMm. [11], Tabnuua 4).

11.2 Ecnu TpebytoTca npeanpogaykHoe U3BelleHue, pernctpaumsa npegnpuaTtug Unv npoaykra, To, No-BUamn-
MOMY, OHW He NOTPebyIoT pa3paboTku cTaHaAapToB (CM. 7.1).

11.3 CtaHgapT Ha MUHUMYM MHGOPMaL MK, HeobXxoaMMON ANA NpeacTaBleHUsA XapakTepUCTUK Nporpam-
MHbIX NPOAYKTOB ANs cdhepbl 34paBooOXpaHeHUA, MOXeT ObITb None3eH, B YaCTHOCTU, ANS XapaKTepUCTUK, KOTO-
pble BaXKHbI 414 B3anMogenucTeus U oyHKUUOHansHOoW coBMmecTuMmocT. CTaHgapT Ha MeanunHeke npubopsl [13]
HeobxoOnMo nNpoaHannM3npoBaTh, YTODLI OLIEHNUTE HEODXOOAUMOCTL Pa3paboTKM OTAENbLHOro cTaHaapTa No odLLen
MapKUPOBKe NporpaMMHbIX NPOAYKTOB ANa cdpepbl 3apaBooxXpaHeHns (CM. 7.2).

11.4 NpegocTaBneHne KNMMHNYECKUX AaHHbIX MOXET NoTpedoBaTbCs HEKOTOPLIM MPorpaMmMHbIM NpoAyKTam
Ons cgpepbl 30paBooXpaHeHns, HanpruMep Ang nogaep Xk npUHATUS pelleHniA ¢ HanBbICLLMM PUCKOM. Ecnin 3TOo
Tak, TO XenaTteslbHO UMeTb CTaHAapT B popMe pyKOBOACTBA, KOHKPETU3VPOBaHHOTO No4 NporpaMmmMHble NpoayKThl
Ons cdpepbl 3gpaBooxXpaHeHna. Takon cTaHaapT AoJKeH oxXBaThiBaTh Kak KNMHUYeCKUe gaHHble, OTHOCSLLNECS K
OOCTOBEPHOCTU AaHHbIX, NONMOXEHHbLIX B OCHOBY NMPUHATUA PELUEHUN, TaK U UX UCTMONb30BaHWE NPOrpaMmMHbIM
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obecneYyeHreM, a Takke KNnMHUYeCcKne gaHHble, NoflydeHHble B pe3yibTaTe UCNONb30BaHUSA NPOrpaMMHOro npo-
aykta. B gaHHOM KOHTeKCTe AomkHa ObITh paccMoTpeHa BO3MOXKHOCTb npumMmeHeHua NCO 14155 [14] (em. 7.3).

11.5 Peructpauma MHUMOEHTOB MOXET cuMTaTbcs Heobxogumon. B aTom cnydae aonkeH ObITbk pacCMOTPEH
BOMPOC O cTaHAdapTe Mo 3JIeKTPOHHOW pernctpaumii HebnaronpUaTHbIX MHLUWOEHTOB, Npou3oLledLUumx npv npume-
HEHUU NpOorpaMMHbIX NPOAYKTOB ANS cdpepbl 3apaBooxXpaHeHUs (cMm. 7.4).

11.6 Ecnn ogHKUM U3 cpedCcTB KOHTPONA Ana obecnevyeHna 6e30nacHOCTU NporpaMmmMHbIX NMPOAYKTOB AN
cdhepbl 3apaBooxXpaHeHUs sIBNAETCA TpeboBaHME K CUCTEME yripaBieHUsa KaueCcTBOM (CM. 7.5), TO BCe Heobxoau-
Mble cTaHaapTbl AoMKHbI ObITh ocHoBaHbl HA MCQO 9001:2000 [28]. Ecnn ycTaHaBnMBaeTcd, YTo TpebyeTcs HOBbIN
cTaHOapT, perynmpyloLlmni nporpaMmmMHbele NpoayKThl 4N cgrepbl 34paBooXpaHeHUs, TO OH A0JKeH ObITh co3aaH
Ha ocHoBe paccmMmoTpeHnsa MCO/M3IK 90003:2004 [29]:

- B Ka4eCTBe BO3MOXXHOIo npeTeHaeHTa 6e3 Kakux-nmbo nonpaBok;

- B KaUeCcTBe UCXOQHOro Matepuana ¢ BO3MOXHLIMWU NMonpaBkamMuy, oTpaxkarLWwumMu crneynpouky nporpam-
MHbIX MPOAYKTOB ANs cdoepbl 3apaBooxXpaHeHus (C yd4eToM TpeboBaHUU K MeguLIMHCKUM Npubopam, yCTaHOBIEH-
HeiM B MCO 13485:2003 [27] u cBsA3aHHBLIM ¢ HUM pykooacTBoM MCO/TO 14969:2004 [24]).

11.7 Ecnn KOHTPOMb NPOEKTUPOBaHUA A0JKeH ObITh YacTbio TpeboBaHUM And obecnevyeHnsa 0e30MNacHOCTU
nporpaMMHbIX NPOAYKTOB ANs cdpepbl 34paBoOXpaHeHUst, TO AoKHa ObITb paccMoTpeHa HeobxoaAMMOCTbL paspa-
DOTKM CTaHOapTa HeENoCcpeACTBEHHO ANS NPOrpaMMHbIX NPOAYKTOB ANA cdepbl 3apaBooxpaHeHuns (CM. 7.6). [o-
CKONbKY MNoAoOHbLIV cTaHaapT ACJKeH basnpoBaThCs HAa OCHOBHbLIX TPeboBaHUSAX, coaepXallMxcs B cTaHgapTax
MO KOHTPOIO NMPOEKTUPOBaHUA MeaULMHCKUX NpubopoB [24], [33], [34], To 3TU TpeboBaHWA A0MKHBLI ObITb aa4anTy-
POBaHbI K NporpaMMHbIM NpoaykTam Anga cdepbl 34paBooXpaHeHUa 1 ydUTbiBaTh crneundunyHble NoTpedbHOoCTH,
TakKue Kak KOHTPONb anropyUTMOB N UCTONb30BaHWE KNMMHUYECKUX AaHHbIX B MPOorpaMMHbIX MpoayKkTax, Hanpumep
B cUCTeMax noaaepKKy MNpUHATUSA peLleHUN.

11.8 Ecnn ynpaBneHne puckamu goimkHo BbITe YacTbo TpeboBaHUKM Ans obecnevyeHMs 6e30nacHOCTU NMPo-
rpaMMHbIX MPOAYKTOB ANs cdpepbl 34paBOOXpaHeHUs, TO:

- cneyManesHo Ans nporpaMmmMHbIX NPoAYKTOB ANd cpepbl 3apaBooxpaHeHUsa HeobxogMm HOBbIV cTaHaapT,
cornacoBaHHbIN Ha BbicleM ypoBHe ¢ NCO 31000 [35], UCO 14971 [36], MOK 61508-3 [37] " M3K 61508-5 [38].
[aHHbIV cTaHOaPT AOSTKEH peann3oBbIBaTh NonoXkKeHust, nanokeHHsle B GHTF/SG3/NISR8 [39], n 6bITb ocHOBaH
Ha onbiTe ncnonb3osaHusas CRAMM [40] coBmecTHO ¢ MCO/MIK 17799 [65];

- HOBbIV CTaHAapT AoMKeH ObITe NoAKpensieH pyKOBOACTBOM MO peann3aunm, KOHKpeTU3NpoBaHHLIM Noa
nporpamMMHble NPoAyKThl ANd cdpepbl 3apaBoOXpaHeHKs.

11.9 Ecnn gnga pucKoB onpegeneHHoro Xxapakrepa CyLeCcTBYHOT cTaHAapThl, TO NporpaMmMHbIe NPpoayKTb
OOJIKHBI NPOEKTUPOBATLCS B COOTBETCTBUU C AaHHBIMU CTaHaapTaMN.

11.10 Heobxoanmo obpatuTb BHMMaHWE Ha cTaHaapTbl No obecnevyeHumnto 6e30nacHOCTU NPOrpaMmMHbIX MPo-
OYKTOB ANA cpepbl 3apaBooxXpaHeHnd B cpede Nonb3oBaTenNq.

11.11 omkHbl ObITh NpOoBeAeHbl cUcTeMaTU3aLMs NporpaMMHbIX NPOAYKTOB ANs cdpepbl 3apaBooxXpaHe-
HUS, a TakKe cucTeMaTulauna And noaaepKkm permnctpaumm HebnaronpUATHbIX COOLITUN.

[laHHble BbIBOALI OTHOCATCA K KOMMIEKCY cTaHaapToB, HeobxoanmMelx Ans obecneveHnUa 6e3onacHOCTU
nporpaMMHbIX NPOAYKTOB ANgA cdpepsbl 3apaBooxpaHeHna. OgHako He obs3zaTenbHO AoJKeH ObITh pa3paboTaH
OQWH CTaHOapT NOo KaXXaoMy BbiBoAY. Tak, TpeboBaHUS K KOHTPOMNO NPOEKTUPOBAHMS U yNIpaBNeHUo pUCKamMi
MOTYT BXOAWTb B CTaHAapT No cucTteMam KadecTea. Heobxoanm cTpaTtermieckm noaxod B UesioMm.
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[MpunoxeHune A
(cnpaBo4HOe)

[MonoxeHue ¢ MeAULUHCKUMU NpUbOpaMu
B pa3HbIX CTpaHax

[Tpnumeyanune—HacToawmn o630p npegHasHavYeH TONbKO ANS Lenen HacTosIWero ctaHgapTa, 3aTparmBas u
PE3IOMUNPYS TONMBKO BOMPOCHI, UMEOLWNE K HeMyY OoTHoWweHne. OH He QOMKEH NCMONb30BaTLCHA B KAYECTBE MOJTHOINO PYKO-
BOACTBA B KAKOM-NMOO OTHOLIEHUN N ANSA KAaKOW-Nnbo uenn (B cny4vae HeobxoanmocTun, cneayeT obpaTuUTbes K NCXO4HbIM
ONOKYMEHTAM U KOMMETEHTHbIM HALUMOHAalbHbIM OpraHam).

A.1 EC, Asctpanua n KaHaaa

A.1.1 Obwne cBeaeHNA

EC, AeBcTpanuna n KaHaga B 3Ha4YMTENBHOW CTENEHN NCMONBb3YIOT OANHAKOBbIE 3aKoHO4AaTENbHbIE NOAX0AbI K Meau-
LMHCKUM Npubopam n cpeacrtBa nx KOHTpons. [o3atomy OHM paccMmaTpuBaloTcsl B OQHOM pasfaene.

A1.2EC

B EC megnumnHckue npmnbopbl KOHTPONMUPYIOTCH HA OCHOBAHUKM TPEX AUPEKTUB:

- 90/385/EEC o1 20 nioHa 1990 r. [41] no akTUBHbIM UMMNNAHTUPYEMBIM MEANULMHCKUM Npubopam;

- 93/42/EEC o1 14 vitona 1993 r. [19] no meguumHcKum npmbopam;

- 98/79/EC ot 27 oktabpsa 1998 r. [42] no megnumHckum npubopam nadopaTtopHOU ANArHOCTUKMN.

HupektnBa «no akTUBHbLIM UMMNNAHTUPYEMbBIM MEANUUHCKMM Npubopam» OTHOCUTCH KO BCEM MEXaHU3UPOBAH-
HbIM UMW YacCTUYHBLIM UMMNNAaHTaTaMm, HaxoasWmMMcs B Tene nauneHTta (Hanpumep, KapanocTUMynsaTopbl).

HupekTnBa «nNo meanumuHcknm npubopam» oxBaTbiBAeT BONbLWMHCTBO APYIMX MeauUNMHCKUX NpubopoB (HE TOINbKO
MEANLMHCKNX 3NEKTPOHHLIX NPUBOPOB), Hanpumep BaHgaxu nepeon NOMoLWM, NPoTe3bl Ta30begpPEHHOro CycTaBa, PeHT-
reHoBckoe obopyaoBaHue, 3K, cepaeyHble KnanaHbil.

NupekTnea «no MeguumnHCKUM cpeactBam nabopaTtopHoOM ANarHOCTUKUY OXBaTbiBaAeT BCEe MEAULUUMHCKME Npndopsl,
Takne Kak peakTuBbl, NPOAYKTbl PEAKTUBOB, KannbdpaTopbl, KOHTPOIIbHbLIE MaTtepuanbl, KOMMIEKTbl MEANLNHCKUX UHCTPY-
MEHTOB, Npubopbl, annapartbl, 0bopyaoBaHue Unn cUCTeMbl, HeobXxoanmble Ana NabopaTtopHOro uccneaoBaHus Npoo,
BKITHOYAs1 KPOBb 1 00pasubl TKAHEW, NONMYYEHHbIX U3 TeNa vYenoBeka. [lpumepamm ABNATCA peakTuBbI ANs onpeaeneHns
rpynnbl KPOBU, TECTOBbLIE KOMNIEKTLI ANS onpeaeneHnst bepemeHHoCTn unu renatmTa B.

B AaHHbIX AMpeKkTuBax MeauuMHCKUN Npubop onpeaeneH cnegyowmm obpasom:

«JTrobon npubop, annapar, marepuan npnbdbopa Unnm MHOW NpegmeT, UCNONb3yEMbIW aBTOHOMHO UMM B KOMBOUHa-
LMK, BKIOYAs nporpaMmmMmHoe obecneveHne, Heobxoanmoe anst ero npaBuibHOro NPpUMeEHeHust, NpeaHa3HauYeHHbIA N3-
roTOBUTENEM AN NPUMEHEHUS HA NMIOASAX C UENbIo:

- ANarHOCTUKU, NPOMUNAKTUKA, MOHUTOPUHIA, neveHus unm obnerdenus 3aboneBaHus,

- ANarHOCTUKN, KOHTPOIS, NEYEHns, a TaKkke obnerdyeHns nnm KoOMneHcaumm TpaBmMbl UINN YBEYbS;

- uccnegoBaHusl, 3amMeHbl UMM U3MEHEHUA aHATOMUKN U (PU3NONOTMYECKOro Npouecca;

- KOHTPONS OnNnoaoTBOpPEeHUst
N HE peanunayolmnn CBOEro OCHOBHOIO Ha3Ha4YeHns B UMW Ha TEne 4YerioBeka ¢ NoMoLwbo dhapmMmakosiorm4ecknx, UMmMyHO-
NOrMYecKnx nnn meTabonnyeckux cpeacTtB, HO KOTOPOMY AaHHbIE CPEACTBA MOryT MNOMOraTbh OCYLLECTBNATb €ro PyHK-
LN ».

[laHHOE onpegeneHne BKMOYaeT TOMbKO nporpamMmmHoe obecnedveHue, «Heobxoammoe Ans NpaBubHOrO NpUMe-
HEHUA» MeanUMHCKOro npubopa. OgHako gaHHOE onpeaeneHne MoXeT DbiTb paclwmnpeHo B bnvxanwem dyaywem ans
yyeTa nporpammHoro obecneveHns, KOTopoe camo no cebe apnsaeTcs MeaUUUHCKUM npubopom.

NunpektnBbl N0 MeguUUMHCKUM npubopam mn no megunuumHcknm npubopam naboparopHoOn AMArHOCTUKU BKIOYAlOT
CUCTEMY Krnaccuukaumm, Ha OCHOBaAHUN KOTOPOW YPOBEHDb PEryNATUBHOIO KOHTPOSSA, MPUMEHSIEMOro K Npnbopy, COOTHO-
CUTCH C BOCNPUHUMAEMOWN CTENEHBLIO PUCKA, aCCOLUMMPOBAHHOW C Npubopom.

CpeacTtBa KOHTPONS, NPUMEHSIEMbIE K MEAULMHCKOMY NPUBOPY, BKITIOYAOT Takne MeponpusitTus, Kak perncrpayms
N3rOTOBUTENEN U N3Qennn, TpeboBaHUSA K NPOEKTUPOBAHUIO U NPOU3BOACTBY, NPOBEPKA COOTBETCTBUSA BCEM TPebOBa-
HUSAM.

A.1.3 ABcTpanus

AscTtpanus 4 oktsa6ps 2002 r. npuHANa HOBYH CUCTEMY PEryniMpoBaHua meaunuuHckmnx npunbopos [43], [44], ocHo-
BAHHYIO Ha MeXAyHapoagHou mogenu perynupoBanusi, paspabotanHon GHTF [55]. anHas mogenb u aBCcTpanumuckas
cuctema BO MHOITOM CxXodHbl ¢ cuctemamu perynuposanusa EC. Pasnnuua mexagy Aectpanunen v EC [45], [46] Hecyule-
CTBEHHbl B KOHTEKCTE HACTOALWEro craHgapra. Taknm obpasom, onpegeneHmne MmeauumHCKoro npubopa, cMcTtembl Krac-
cudpukaummn, TpeboBaHns K permctpaumm U KOHTPOSIbHbIM MEPONPUATUAM aHanorn4vHbl npumeHssiemoim B EC.

Kak u B EC, nporpammHoe obecneveHne BKIIOYaeTcsa B pacCMOTPEHNE, TOMNMbKO KOrga oHO Heobxoanmo Ans «npa-
BUNBLHOIO NPUMEHEHUS» MeaUUUHCKOro npubopa. B AscTpanuu cywecTtByeT ABCTPaANMNUCKUN PEECcTp TepaneBTUYECKUX
ToBapoB (ARTG). lNonck B gaHHOM peecTpe TEPMUHOB «NPOrpaMmmMmHoe obecrneyveHne» N «KOMMbIOTEP» BbISIBUIT TOJBKO
CUCTEMbBI NPOrpaMmMHoro obecneveHusl, Heobxognmble AN NPaABUNbHOINO NMPUMEHEeHUs1 MeauUUHCKUX NpubopoB, HO He
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BbISIBUIT CUCTEMBI NMPOrpamMmmHoOro obecnedeHus, NpeacTtaBnsaloWme NPorpaMmmMHbie NPOAYKTbl Ans cpepbl 3a4paBoOXpa-
HEHUS, KAK OHM ONpedeneHbl B HACTOALWEM cTaHaapTe (camon BNU3KOM K 3TOMY OnpeaeneHutd okasanucb CUCTEMBI
ApXnBMpPOBaHUA N300paxKeHnm n KOMMyHukaumm — nporpammel PACS). AHanorm4yHo, B aBCTPanmmcKkon CUCTEME KIacCu-
dmkaumm NpUCyTCTBYET TONBKO «nporpammHoe obecnevenmne ana obpaboTkn n3obpaxeHumy.

A.1.4 KaHapa

B KaHage meanumHckne cpeactBa KOHTPONUPYOTCH NocpeacTBoM [MonoxeHmns no meauumnHckum npubopam [47]
n pasgenoB AKTa 0 NULLEBLIX NPOAYKTaX U NEKapcTBax, NPUMEHUMBbIX K MeanumnHckum npubopam. Opran «Health Canadax
OTBEYaeT 3a COOTBETCTBUE U cobrniogeHmne 3akoHOB B HaUuuoHanbHoM macwtabe [48].

XoTa B onpegeneHnn meguumnHckoro npubopa He ynoMuHaeTcsa nporpammHoe obecnedenne, B [lonoxeHne no
MEANLMHCKUM nNpubopam BKIIOYEHO cneayiowee TpeboBaHue:

«Ecnn megunumHeknm npnbop npeacraBnsaeT codbor Unu coaepXuT nporpammHoe obecnevyeHmne, T0 NPOrpaMmmMmHOE
obecneveHne QoOMKHO BbiTb CNPOEKTUPOBAHO TakK, YTODObI peann3oBbiBaTh 3aMbICEN N3OTOBUTENSA, U JOJTKHO ObiThb aTTe-
CTOBaHOY.

MeagnumnHckmne npnbopbl n npubopbl Ans nadboparopHon AUMaAarHOCTUKK KnaccnpuumpyroTcs NOCpeacTBOM NnpaBur,
pa3paboTaHHbIX Tak, YTOObI ObITb «rApPMOHU3NPOBAHHbLIMMY C NpaBunamu kKnaccudukaumm npndopos EC n knaccndum-
kaumsamu npudopos CLUA [49], [50]. Knaccudukaumsa meamumHCKux npndopoB npakTMHeckn coBnagaeT ¢ knaccudumkaum-
AMU, NpuHATbIMKU B ABcTpanum n EC. lporpammHoe obecneyeHne He ynoOMUHAETCs NPSAMO, 32 UCKITIOYEHUEM MPO-
rpamMMHoro obecneveHus, npegHasHavYeHHoOro Ans KOHKPeTHbIX NpubopoB, HANPUMEP akKTUBHbLIX TepaneBTUYECKUX UMK
ONarHoCTUYEeCKuX npmnbopos, Npnbdopos, Nanyvawwmx pagmaumio, CUCTEM JOCTABKM NEKAPCTBEHHbBIX CPEACTB U aHECTe-
aupyrowero obopygoeanus. [porpammHoe obecneveHmne TakKke ynoMmMHaeTCsl Kak npegHasHaveHHoe Ansl NCnosb3oBa-
HUA B npunbopax ansa nabopaTtopHOW AMArHOCTUKM.

[Tporpamma «KaHagckue tepaneBTUHECKUEe U3aenusty COAepPXUT yKasaTenb No KNo4YeBbIM CNoBam, YTobbl NOMOYb
N3roTOBUTENSAM onpeaensTb Knacc megnunHckux npubopos [51].

XOTS1 B yKasaTtene UMeETCsl KaTeropusi «KKOMNbOTEP», BCE ONUCAHUA CUCTEM MPUBS3aHbI K MeAULNHCKUM Npubo-
PaM KOHKPETHbIX BUAOB. [1o3TOMYy nporpammHoe obecneveHne, OTHOCALWEECH K NPOrpaMmMHbIM Npoaykram ans cdepobl
3paBOOXPaHEHNS1 B KOHTEKCTE HACTOSILLLEro cTaHaapTa, HEe OXBaTbIBAETCH CpeacTBaAMU KOHTPOIA.

A.2 CLLA

B CLLUA meanumnHckmne npnbopbl KOHTPONUPYET YNpaBneHne No KOHTPOIO 3a NpoaykKTaMmu NUTaHUs U NekapcTBamm
(FDA) n ero LenTtp no npubopam n pagunonorndeckon bezonacHoctn (CDRH).

B cooTBeTcTBMM C onpegeneHnem degepanbHOro akra o nULEBbLIX NPoAyKTax, NeKapCTBEHHbIX N KOCMETUYECKNX
cpeacTBax MeauumMHCKU Npubop npeactaBnsaetr cobon «MHCTPYMEHT, annapar, npucnocobneHne, malmHy, MexaHn4ec-
kKoe npucnocobnenmne, nMmnnaHTaTt, NnabopaTopHbl peakTuB U MHON NOAODHbIN OOBEKT, BKNOYAA COCTABHbIE 4aCTW,
NN akceccyap, KOTOPbIU:

- NIPUCYTCTBYET B ohmumansHom HaunoHanbHOM cnpasovHuke, Papmakonee CoegnHeHHbIX LLITaToB nnm B Kakom-
nMbBO N3 NPUNOXEHNW K HUM, NPeAHa3HavYeH aAnsd AnarHocTuku 3aboneBaHust nnu gpyrmx coctoaHum nmbo ans ucuene-
HUA, obnerdeHnsl, nevYeHus unu nNpodPunNakTnkM 3aboneBaHns y 4enoBeKka UMK XUBOTHbLIX, UKW NpeaHasHa4veH ans
BO3AEUCTBUS HA CTPOEHUE UNN KaKyo-nnbo OyHKUUIO Terna YenoBeka Umn XMBOTHbIX, N JOCTUXEHNE KAKOU-NNOBO U3 ero
OCHOBHbIX LUENEN HE OCYLLECTBIAETCH NOCPEACTBOM XMMUYECKOro BO34ENCTBUA B UM HA TENE YenoBeka U XMBOTHOIO
N HE 3aBUCUT OT ero metabonumaaummy.

[IporpammHoe obecneveHue, «cogepxauweecss» B MEAUUMHCKOM npubope, BKIOYasa MMerLWeecs Ha PblHKE NPOo-
rpammHoe obecneveHune, UCNonb3lyemoe B MeAUUMHCKMX npmnbopax, OXBaTblBAETCHA AAHHbIMU CPEACTBAMU KOHTPOIS
[52], [53]. «PykoBogcTBO No 0OWKMM NpuHUMNAM aTtTecTaunm NnporpamMmmMmHoro obecnedveHus» [54] oTHocuTcs K:

- NPOrpaMMHOMY 0DecnevYeHnto, UCNONb3YyEMOMY B KQYECTBE KOMIMOHEHTA, YacTn UK akceccyapa MeguLNHCKOro
npndopa;

- nporpaMmmHOMy obecnevyeHunto, KoTopoe camo no cebe saBnseTcss MeaununMHCKUM nNpubopom (Hanpumep, Npo-
rpaMmmMHOE obecneveHne ansa onpegeneHus rpynrnbl KPoBw);

- NPOrpaMMHOMY obecneqveHunto, NCNonb3yemMomy npu npoussBoacTee npubopa (Hanpumep, KOHTPONNepbl ¢ Npo-
rpaMMmnpyemMon NOrmkon B Npou3BOACTBEHHOM 0D0pyaoBaHUN);

- NporpaMMHOMY 0BecnevYeHunio, NCNonNb3yemMomMy npu peanu3aumm CUCTEMbl Ka4ecTBa y U3roToBuTens npmnbopa
(Hanpumep, nNporpaMmmHoe obecneveHne, pPerMcTpupyrowee n nogaepxuBatollee segeHne nctopum npubopa).

Takmm 06pa3om, MOXHO CUHMTAaTb, YTO CpeacTBa KOHTPONA MEAULUMHCKUX NMPUOOPOB NPUMEHAIOTCHA K NPOrpamMmMHO-
My obecrneyeHntio B COOTBETCTBUN C NPUBEAEHHBIM BbilLe OnpeaerieHneEM.

HesacHbiM OCTaeTcs BOMNPOC, Kakoe rnporpammMmHoe obecnedveHne camo no cebe aABnsaeTcss MmeauuMHCKUM nNpubo-
poMm. [ToHATHO, YTO NporpaMmmHoe obecneveHue, nognagarwlwee noa onpeaeneHne MmeauumHCKoro npnbdopa, TakoOBbIM
anseTcd. OgHako nporpaMmmMHblie NPOAYKTbl AN CPEepbl 34paBOOXPaAHEHNA B KOHTEKCTE HACTOALWEro craHgapra no
CYLLECTBY HE MOryT ObITb ONMUCaHbI KAK K MHCTPYMEHT, annapart, npucnocobnenne, malmHa, MeXxaHn4eckoe npucnocobne-
HUe, UMNNaHTart, NabopaTopHbIN PEaKTUB UNU MHOW NOoA0BHbLIN OOBLEKT, BKIMIOYASA COCTABHbIE YacTu, Unn akceccyap». C
OpYyron CTOPOHbI, NporpamMmmHoe obecneveHne MoxeT obnagatb 04HON U3 PYHKUMK, YKA3aHHbLIX B OnpeaeneHnm meam-
LMHCKOro npubopa, HanpuMmep «npegHasHavyaeTcs Ans UCnonb30BaHUsA NPU AMArHOCTUKE 3aboneBaHust Unm apyrux
coctosiHuny. Mayuenne «Kogos nagenun» FDA/CHRA w obnactn npumeHennsa «Knaccundpukaymm npnbopoB» He gaer
OTBEeTa Ha AaHHbIW Bonpoc. HezaBucnmo oT TOro, MOXeT Unm HeT nporpammMmHoe obecneveHne, OTHOCSLLEECH K KaTero-
PUM NPOrpaMmMHbIX NMPOAYKTOB AN cpepbl 34paBooXpaHeHusl, ObiTb ONUCAHO KakK MeaUUMHCKUIA npubop, NpakTUYECKn
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OYeHb HEBONbLWIAA YacTb NPOrpaMmMHbIX NPOAYKTOB ANA cdepbl 34PpaBOOXPaAHEHUS] B KOHTEKCTE HACTOSILLEro ctaHaapTa
MOXET PEerynmpoBaTbCa Kak MeauUMHCKUA npmobop.

OaHaKko Uenbio U3ydeHust npasun ans MeauumnHCKnxX npubopos SABNSIeTCH onpeaerieHne Toro, CyLwecTByeT N Ka-
koe-nmbo nporpammMmHoe obecnevyeHne, OTHOCSALWEeec s K MeguUMHCKUM npubopam, Ha KOTOPOE pacnpoCTPaHATCH COOT-
BETCTBYOLWMNE PYKOBOACTBA U CPEeACcTBa KOHTPOISA, KOTOPbIE MOXHO Ob1N10 B6bl NPUMEHNUTL B OTHOLEHUN HEKOHTPOIUPYE-
MOIO NMporpamMmmHoro obecrneyeHunst, To eCcTb NPOrpaMMHbIX NPOAYKTOB Ans cpepbl 3apaBooxpaHenus. B CLUA cywecTBy-
eT Takoe PYKOBOACTBO W CPEeACTBA KOHTPONS, KOTOPbIE MOryT OblTb PACCMOTPEHbI C 3TOW TOYKM 3peHUs (Hanpumep,
cm. B.3).

Cuctema knaccucdmkaumm megmumHckmx npnbopos CLUA, HecMoTpsa HA HEKOTOPbIE Pasnuynsl, B OCHOBHOM, COOT-
BETCTBYeT cucteme, npumensemon B EC, Asctpanun, KaHage n GHTF, no kpanHen mepe, B KOHTEKCTE HACTOALLErO
ctranHpgapta. OgHako pekomeHgaumum FDA, oTHOcAWMECS K NporpaMmmHOmMy obecnedveHnto, cogepawemycs B MeguLNHC-
knx npubopax (cm. [52]), npegycmartpmBaloT cUCTEMY Knaccudukaumm takoro nporpaMmmHoro obecneyeHmnsa B COOTBET-
CTBMU C PUCKOM UM «yPOBHEM BecnokoncTBay. [JaHHasa knaccuukaumsa paccMmoTpeHa HMXKe B pasgene B.3 B oTHowe-
HUW MPOrpamMmMHbIX NPOAYKTOB ANA cdepbl 34paBOOXPaHEHUS.

A.3 Pabovas rpynna no rnobanbHon rapmoHunsaunm (GHTF)

B GHTF Bxogat npeacraButenn HaUMOHANbHbIX PENYNUPYOLWNUX OPraHoB No MeguunMHCKUM npmbopam n npomMbLL-
neHHocTn. Hasznavennem GHTF aBnaeTcs nogaepxka cbnmxeHuss B obnactu perynupoBaHust, obecnevmBatolero 6e3o-
NAacHOCTb, 3PPEKTUBHOCTb, NPOU3BOANTENBHOCTb U KAYE€CTBO MegULMHCKMX NpubopoB. Yepes cBomn NATh paboumnx rpynmn,
GHTF nybnukyeT pykoBogsawmne matepuansl, YacTb KOTOPbIX UMEET OTHOLLEHMNE K HACTOSILLLEMY CTaAHAAPTY.

GHTF «rapmonHusupoBana» onpegeneHne meguumHCKoro npubopa cneayowmm obpasom [8]:

«[log meanumHCcKnm nNpunbopom nogpasymeBaeTcs NobOW MHCTPYMEHT, annapart, npucnocobnenne, mawunHa,
nMnnaHTar, nabopaTtopHbIM peareHT unu kanubpartop, nporpammMmHoe obecnedveHne, matepuwan unu apyrou noaodbHbIn
NN POACTBEHHbIA ODOBEKT:

a) npegHasHavYeHHbIW U3roTOBUTENEM AN UCNONb30BAHUSA aBTOHOMHO UM B KOMBMHaUMKM ¢ ApyrumMmmn obbekTamm
Ha NMogax s OgHOW UMM HECKOSBKUX U3 CNeayiowmnx KOHKPETHbIX LeNew:

- ANarHoCTuKa, Npounaktnka, MOHUTOPUHI, NeveHne unu obnerdeHmne 3aboneBaHus,

- ANarHoCTUKa, MOHUTOPUHI, NeYeHne, obnerYeHmne unm KoMmneHcauus TpaBmbi;

- uccnegoBaHune, 3amMmeHa, moaudukaumsa nnn noggepKka aHatoMum Unn MU3nonormMyeckoro npouecca;

- MOMOLUb UMW NMoaaepPXaHUe XU3HW,;

- KOHTPOmNb OMIoAoTBOPEHNUS;

- Je3anHdekunsa megnumHCKnX npubopos;

- npegocrtaBneHne nHpopmMmaumm B MegUNUNHCKUX NN ONAarHOCTUYECKMX LUensx nocpeactBom nadbopaTtopHOro
NccneaoBaHuA;

- nccrnegoBaHue npob, B3ATbIX U3 Tena YernoBeka;

b) HE peanunayLWwmM CBOEro OCHOBHOIO HA3HAYEHUA B UMW HA Tene YenoBeKa nocpeacTtsom hapmakonorn4eckux,
NMMYHOINOINMYECKNX NN MeTabonnyeckux cpeactB, HO KOTOPOMY NoaobHbIE cpeacTBa MOryT NOMOraTb peannioBbiBaTb
ero pyHKUNo».

[1aHHOe onpegeneHne cywecTBeHHO OoTNindaeTcs oT onpeaeneHun, npuHATeiX B EC, Aectpanuu, KaHage n CLLUA, B
TOM, 4YTO «nporpammMmHoe obecnevyeHne» B HEM OnpeaeneHo Kak MeauuMHCKUK npubop, a He Kak Heobxoaumoe Ans
NpUMEHEeHUa MeauuMHCKOro npubopa vnu snswuweecs ero gononHennem. OgHako gaHHoe onpeaeneHne oxXBaTtbiBaeT
nporpamMmHoe obecneveHue, peannayoulee ToONbKO yKkasaHHble PYyHKUMKW. [TOHATHO, YTO MHOITME NPOrpamMmMHbIE NPOAYK-
Tbl AnNs cdpepbl 34paBOOXPAHEHNS BbIXOAAT 3a paMKu peanm3aunmn AaHHbIX PyHKUMA U NO3TOMY He DyayT OXBauYeHb!
NAHHbIM onpeaeneHneMm. Tem He MeHee, HEKOTOPbIE M3 HUX ByayT emy COOTBETCTBOBATb, HANPUMEP «NPOrpaMmmHoe
obecnevyeHne ANA ANArHOCTUKKM 3aboneBaHuny.

GHTF paspabortana gokymeHT «[lpnHuunbl Knaccnukaumm mMmeauumHcknx npmbopoB» [55], B KOTOPOM nNpeasno-
XEHO pasgeneHne meagmumHcKmx NnpubopoB Ha YveTbipe knacca. EAMHCTBEHHOW SABHOW CCbINKOW HA nNporpamMmmHoe obec-
nevYeHne B HEM SABNSIeTCA crnegyowmn abaau;

«X0oTH bonbluas 4Yactb NPOrpaMmmMHoOro obecnevyeHmns BCTPOEHA HENOCPEACTBEHHO B MeaAULUMHCKuE npubopbl, Cy-
LIeCTBYET U aBTOHOMHOE nporpammHoe obecnevenue. [pu ycnoBumn, 4To Takoe aBTOHOMHOE nporpammHoe obecneve-
HMEe OTHOCUTCH K 0BnacTtu npUMeEHeHus onpegeneHus «MeauumnmHcKoro npubopay», ero cneagyert knaccmduympoBaThb
cneayrowmm obpasom:

- ecnun nporpammHoe obecnevyeHne obecneumBaeT UM BIIUSIET HA UCNOMNb30BaAHUE OTAENbHOIO MeULMHCKOro
npnbopa, TO OHO OTHOCUTCH K TOMY XKe Knaccy, 410 n cam npmbop;

- €CnNu nporpaMmmHoe obecneveHne SABNAETCHA HE3aBUCUMbIM OT Kakoro-nnbo meauumHcKoro npnbopa, 1o OHO
Knaccupumumpyetca camo no cebe B COOTBETCTBUM C NPaBUnamMmmn, U3NOXEHHbIMK B pasgene 8».

OpgHako B 16 npaBunax, N3noXeHHbIX B pasgene 8 ykasaHHOro JoKyMeHTa, nporpamMmmHoe obecneveHne He ynomm-
HaeTCHA HM B caMuX npasBunax, HW B nNpumepax. XoTHd AaHHble npaBura OCHOBaHbl HA PUCKe, KOTOPbIK MedunLUNHCKUIA
npnbop MOXET NpeacTaBnsATb AN NAUMEHTa, PUCK HE onpeaensieTcs B TEPMUHAX NOCNEACTBUN, TakK, NPy nccneaoBaHnm
NOBPEXAEHNA Cepbe3HOCTb NOCNeACTBUN OonpeaensieTcsl, Hanpumep, Tem, SABNAEeTCsa N Nnpnbdop NPOHUKAKLWMUM UMK
HeT. B 3ToM cMmbicne gaHHas Knaccuukaumsa coBnagaeTt ¢ cucteMmamm Knaccuukaumm, npuHateimn B EC, ABctpanum,

KaHage n CLLA.
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MpnoxeHwne B
(cnpaBo4HOe)

AHanus npoueayp knaccudpukaymu

[Tpnmeyanune—HacToawmn ob630p npegHasHavYeH TONbKO ANA Lenen HAacToALWero ctasgapra, 3aTparmsas u
PE3IOMUPYS TONMBKO BOMPOCHI, UMELWne K HeMmy oTHoweHne. OH He QOMKEH NCNONMb30BATLCHA B KAYECTBE MOJTHOINO PyKO-
BOACTBA B KAKOM-NTMBO OTHOLLEHMM N AN KAakon-nnbo uenun (B crnyvyae HeobxognmocTun, cneayet 0bpaTtnTbCs K UCXOA4HbIM
OOKYMEHTAM U KOMMETEHTHbIM HaUWOHAalbHbIM OpraHam).

B.1 Knaccndomkaumm meanunHckmnx npnoopos B EC, ABcTpanvun, Kavage n GHTF

HecmoTps Ha HEKOTOpPbIEe pasnuyns, CUCTeMbl Knaccudukaumm megmumHckmux npubopos B EC, ABcTpanumn n KaHa-
e, B OCHOBHOM, CXOXW. B KavyecTBe MNNIOCTPALUUN HUXE U3NOXKEHA CYLWHOCTb Knaccnukaumm meanumuHcknx npnbopos
B EC, 3anmcTBOBaHHas 13 [56].
"1paBuna EC npeacraesneHbl B npunoxeHun | X gupektnesl no meanunHckum cpeacteam 93/42/EEC [19]. HaHHas
OVUPEKTUBA OXBATbIBAET LWUMPOKUMA CNEKTP U3Qennn, HavymHas ot BaHgaxXen nNepBon NOMOLLUN N «XOAYHKOB» A0 CKaHEPOB
KOMMNbIOTEPHOW TOMOrpaum n HeakTUBHbIX MMnnaHTatoB. MeguumHckue npubopbl, OXBaTbiIBaeMble JAaHHOW AUPEKTU-
BOW, pasgeneHbl Ha 4 knacca cneayrwmm obpasom:

- Knacc |: B 06wem cmbicnie NpeacTaBneHHbIn Kak KNnacc HU3KOro YPOBHA PUCKA;

- knacc lla: B o6wem cmbicne npeacTaBneHHbIn Kak Knacc cpegHero ypoBHA PUCKa;

- knacc lIb: B 06wem cmbicne npeacTtaBneHHbIn Kak Knace cpegHero ypoBHA PUCKa;

- knacc lll: B o6wem cmbicne npeacTaBneHHbIN Kak KIacC BbICOKOro YPOBHS PUCKA.
Pasnuune Mexay Krnaccamm OCHOBBLIBAETCH Ha BbIDOpPe AOCTYNHbIX Npoueayp OUEeHKU COOTBETCTBUS.

YKa3aHHOE NPUNOXEHME HAYMHAETCH C psiga onpegeneHuin (MHBa3suBHbIW, aKTUBHbLIW, JONTOCPOYHbBIM U T.M.), YTO-
Obl MUHUMN3NPOBATL NIOOYI0 BO3MOXHYI0 HEOAHO3HAYHOCTL. [lanee npuBeaeH psig NCNONMHUTENBbHBIX NPaBui, OCHOBAH-
HbIX Ha 6A30BbIX NPUHUMNAX, HANpumep: «Ecnn K npudopy MOXKHO NPMMeHUTb Bonee 0gHOro NpaBuna, To OH Knaccnou-
LMpyeTca no Hambonee CTPOroMy U3 HUX».
'IpaBuna npeactaBnsaoT cobon Habop obWMX POPMYINMPOBOK, CBA3AHHbLIX C CUTYyauusaMKn, pyHKUnsamMK, obpabaTtbl-
BaeMbIMW YaCTAMM Terna, CBOUCTBAMU U T.M., HO HE C NepeYHeM n3aernuin, Kotopoin 6bl TpeboBan NOCTOAHHOIo OBHOBNE-
HUAL.

CyLwecTBYIOT 4 rpynnbl NpaBui;

- npasuna 1 — 4: HeMHBa3uBHbIE NPUDOPDI;

- npaBuna 5 — 8: nHBa3uBHbIE NPUBOPHLI;

- npasuna 9 — 12: gononHUTENbHbIE NPaBuia A akTUBHbIX NPUDOPOB;

- npasuna 13 — 18: pa3nuuHble nNpaBuna ans n3genun, KoTopble 3acnyXmnBatT OTHECEHUSI K Bonee BbICOKOW
Knaccuumkaymm, Yem 1a, K KOTOPOW OHU MOTyT ObiTb NPUNUCAHLI.

XOTA Uenblo HACTOSAWEro ctaHgapTa He sBnsieTcs nogpobHoe paccMOTpeHue BCeX 3TUX NpaBurl, OHU SIBHO He
npeaHasHadveHb! Ans NnporpaMmMHbIX NPOAYKTOB AN cdepbl 34paBoOOXpPaHEHUsI U HE MOTYT BbITb NPUMEHEHLI K HUM. Ecnn
XK€ OHU ObINM NPUMEHEHbLI, TO BCE NPOrpamMmMHbIie NPOAYKTbI ANnsl chepbl 3a4paBooXpaHeHns bbinn Bbl OTHECEHbBI K KIaccy
|, «HU3KOro ypoBHs pucka». [loOHATHO, YTO Takou NOAXo4 He roauTcs.

[1pouenypbl Knaccnpukaumm B Asctpanuun [57] n Kanage [49] aBnatoTca HENOAXOOAWMMU MO TEM XKEe NPUHNHamMm.
To e moxHO ckazaTtb u o GHTF [55].

B.2 Knaccndmkauma megnumHcknx npmnoopos B CLLA

[Tpouenypa knaccundpukaymm B CLLUA ocHoBaHa Ha Bonee WNPOKOM ONpeaeneHnmn pucka, HEXenn «HU3KUn», «cpea-
HUA» N «BbICOKMWY». Hanpumep, K knaccy lll oTHeceHbl npnbopbl, KOTOPbIE «NOAAEPKUBAIOT UMK 3AWULLAIOT XU3Hb W
NMMEIOT CYLWECTBEHHOE 3HaAYeHne ans npegoTBpaleHus yxyalweHus 340pOBbs YeNoBeKka Unm nNpeactaBnsioT BblCOKUY
NOTEHUMANbHbIN PUCK 3aboneBaHUs UK TpaBMbl». TEM HE MeHee, npoueaypa knaccnpukaumm, BKIHOHAsA JOKYMEHT
«Knaccudukaumsa npunbopos B CLLA», He npeacTtaBnseTcs noaxoaswen ans nporpaMmmMmHbIX NPOAyKToOB Ans cdepbl
30paBoOXpaHeHus Nno Tem Xe npuynHam, 4YTo N CUCTEMBbI, ucnonbdyemole B Asctpanuun, Kanage n EC.

B.3 PykoBoacTtBO YnpaBneHus no KOHTPOMO 3a npoaykramu nntaHiua n nekapcreamm CLUA no knaccundumka-
LMW NporpaMmmMHoro obecnevyeHus

YnpasneHne no KOHTPONo 3a npogykramu nutadus n nekapcreamm CLUA (ganee — FDA) BbINnyCTUNO PYKOBOACTBO
Nno NporpaMmMmHOMy obecnevyeHuto, OXBaTbiIBAEMOMY CPpeACTBAMU KOHTPONSA MeAUUMHCKUMX npubopoB. OHO coaepXuT
MaTepwuarnsbl, CyleCcTBEHHbIE AN HACTOAWEro craHgapTa.

«PykoBoacTBO NoO cogepxaHuto NpeanpoaaXHbiX AOKYMEHTOB ANsl NporpaMmmMmHoOro obecnevyeHust, cogepxallero-
CHA B MeauuMHCKuX npubopax» [9] onpegensieT knaccnukaumio Takoro rnporpamMmMmHoro obecnevyeHmnst Ha OCHOBE «YPOB-
HA 3HAYMMOCTUY», KOTOPbLIN OHO NpeacTaBnseT Ans nauneHToB unm onepaTtopoB. CyWHOCTb U AeTanbHOCTL NPeanpoga-
HOW OOKYMEHTaUUN TakXe COOTHECEHbI C YPOBHEM 3HA4YUMOCTU. YPOBEHb 3HAYMMOCTN «OCHOBLIBAETCSH HA OLEHKE Cepb-
€3HOCTU Bpeaa, KOTOPbIN NpUbop MOXET NPUYMHUTBL, HEMNOCPEACTBEHHO WU KOCBEHHO, NALUMEHTY UNKN onepatopy B
pesyneTate cboeB B paboTte npmnbopa, owmnboK NpPpoeKTMpPOBaAHUA UNU NPOCTO NPUMEHEHUS npubopa no ero npsiMomy
HasHaveHuto». B PykoBoacTBe BbliAeNeHbl TPU YPOBHA 3HAYUMOCTMN:
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- BbICOKMW: ecnn cOon nnm cKkpbiTble OWNOKM NPOEKTUPOBAHUA MOTYT NPUBECTU HEMNOCPEACTBEHHO K NETANBbHOMY
nexoay UM HAHECEHUIO CEPLE3HOro Bpeda Ans nauueHta uinun oneparopa; ypoBeHb 3HAYMMOCTU TaKkKe onpegensieTcs
KaK BbICOKUW, €CINU COON NN CKPbITbIE OLLMOKKM MOTYT KOCBEHHO MPUBECTU K NETarnbHOMY UCX0AY UMM HAHECEHUIO CEPLES3-
HOro Bpeaa Ans nauneHTa nnmn onepartopa BCneacTBMe NCKAXKEeHUS UNn 3aaepxkn nHdopmaumm, nnbo aencTBun meam-
LMHCKOro paboTHUKA;

- CpeaHunN: ecrnn cOON NN CKPbITbIE OWNOKN NPOEKTUPOBAHUA MOIYT NMPUBECTU HEMOCPEACTBEHHO K HAHECEHUIO
HE3HAYMTENBHOIO Bpeda Ans nauueHTa unm oneparopa; ypoBeHb 3HAYMMOCTU TaKXKe onpeaensieTcs Kak cpeaHun, ecnu
cOOW UNN CKPbITblE OWKNBKN MOTyT KOCBEHHO NMPUBECTU K HAHECEHUIO HE3HAYUTENBHOIO Bpeaa Ans nayneHTta unu onepa-
TOpa BCMNeACTBUE UCKAXKEHUSA UMKN 3aaepXKu nHdopmaumm, nmbo AencTBUU MeauLUMHCKOro paboTHUKA;

- HU3KUW: €Cnn COOMN NN CKPbITbIE OWNOKN NPOEKTUPOBAHUS HE MOTYT NPUBECTN K HAHECEHUIO KaKoro-nnbo Bpeaa
Ons nauueHTa unu oneparopa.

Cepbe3Hbli Bpea onpeaerneH Kak Tpasma unm 3aboneBaHue, KOTOPoe:

- YIPOXaeT XU3HWU;

- NIPUBOAUT K YCTONHYMBOMY YXYALLEHNIO PYHKUMN OpraHn3mMa Uiv K yCTONHYUBOMY MOBPEXAEHUIO CTPYKTYPbI OPraHns-
Ma;

- TpebyeT MEeOUUMHCKOro UMM XUPYPruyeckoro BMeLllaTensCcTBa Ans npeaoTBpalleHns YCTOMYUBOrO yxXyaLweHUs
PYHKUMW OpraHu3ama unm ycTonvmBoro NoBpeXgeHuns CTPYKTypbl opraHmama.

TepMUH «yCTOWYMBLINY OnNpederieH Kak «Heobpatnmoe yxyalweHne Unu noBpexaeHne CTPYKTypbl Unn OyHKUUN
opraHu3ama, 3a UCKMIYEHNEM HE3HAYUTENbHbIX YXYALLEHNN NN MOBPEXOEHNNY .

He3HaunTenbHbIM Bpea onpeaeneH Kak Bped, KOTopblM HE noanagaeTt noj onpeaeneHne cepbe3Horo Bpeaa.

Ocoboe 3HaveHne MMeeT pekoMeHaauus, B COOTBETCTBUU C KOTOPOW YPOBEHb 3HAYUMOCTU OLEHMBAETCH «A0
CHUXXEHUS OnacHoOCTU», T.e. Npubop, cogepxawmm nporpaMmmHoe obecrneveHne, JOMKEH oueHMBaTbes 6e3 yyerta npu-
HATBIX MEeP MO CHUXEHWUIO OMacHOCTMW.

[laHHasa pekomeHgaunsa Hawna ceoe oTpa)xeHune B pykosoactee FDA no mcnonb3oBaHUIo NMPUCYTCTBYIOWEro Ha
DbIHKE NMporpamMmmHoro obecnedveHnst B meguumHckux npmbopax [10], B KOTOPOM nNpuBeaeHa crneayouas Touka 3peHus
LleHTpa no npubopam n pagunonornyeckon beszonacHoctn (ganee — CDRH) FDA.

«['1OCKOMNbKY OUEHUTb PUCKW A5 ONACHOCTEW, CBA3AHHbIX C NPOrpaMMHbIM obecnevYeHnemM, Ha OCHOBaHUN 4acTo-
Tbl COOEB nporpammHoro obecnevenns gocrarodHo T1pyaHo, CDRH npuwen K BbiBOAY, YTO ynpaBleHNe TEXHUYECKUMU
PUCKaMn Aans nporpamMmmHoro obecne4veHnst MeauumMHCKUX NpnbopoB AOMKHO (POKYCUPOBATBLCH HA CEPbE3HOCTU Bpeaa,
KOTOPbIN MOXET OblTb HAHECEH B pe3ynbTaTte ¢bos nporpammHoro obecneveHnsa. AHanma onacHoCTen onpeaenserTcs
Kak naeHTUPuUKaUmnsa onacHOCTEN N Bbi3biBAOLWMX X NpuynH [67]. OCHOBLIBaAsiCb Ha onpeaerneHusx aHanmnia puckoB 13
[36] 1 [68], MOXHO CKa3aTb, YTO aHann3 ONacHOCTEN, MO CYTU, SABMAETCHA NOAMHOXECTBOM aHanm3a pPUCKOB, MOCKOIbKY
aHanu3 pUCKOB Ans NporpaMmmHoOro obecneveHmnss He MOXeT OCHOBbIBATbCH HAa BEPOATHOCTU MHUWMAEHTA, TO peanbHast
dyHKUMA aHanu3a pucKoB Ansl NporpammHoro obecneveHnss MoxeT ObiTb cBeaeHa K PyHKUMKM aHanmnaa onacHocTen. C
TEXHUYECKOW TOYKM 3pEHUSA, UCMONb30BaHMe Noboro n3 TEpMMHOB — «aHaNM3 PUCKOB» UMW «aHanm3 OnacHOCTEN» SABIIS-
etcsl ymecTHbIM. OgHako CDRH npuHan peweHne NpUMEHsTb TEPMUH «aHanNM3 onacHoCTeEN», YTODbI NOAYEPKHYTL MO-
NOXEeHne, YTO pacHeT PUCKa HA OCHOBAHMKM 4acToTbl cOOEB nNporpamMmHOro obecneveHunsi, Kak NnpaBuno, He NPaBOMEpPEH,
N NO3TOMY DOnee yMecTHO ynpaensATb PUCKAMKU CO CTOPOHbI NporpaMmmHoro obecne4vyeHnst Ha OCHOBAHUN CEPLE3HOCTU
Bpeda, a He Ha OCHOBaHMKM 4acToTbl cOOEB NporpamMmHOro obecneyeHmnsy.

PYKOBOACTBO MO NMPUCYTCTBYIOLWEMY Ha PbIHKE NPOrpaMMHOMY 0DecnevyeHuto TaKkke npeanaraeT Knaccunukauyuio,
OCHOBAaHHYI0 Ha «YyPOBHE 3HAYMMOCTU», NO CYLWECTBY, C aHaNOrM4YHbIMK onpegeneHnsmu.

[aHHble pykoBogsawme aokymeH ol FDA onpegensatoT BO3MOXHbIE NMOAXoA4bl K NporpaMmmMHbIM nNpoaykTam ans coe-
Dbl 3apaBooxpaHeHuns. OaHako crnegyet OTMETUTb, YTO B PYKOBOACTBE MO NporpammHomMy obecnedveHnto onst meanumHe-
KNX npubopoB OTMEYEHO, YTO PYKOBOACTBO MO «YPOBHIO 3HAYUMOCTU» NMPUMEHUMO TONbKO K NPeanpoaaKHbIM AOKYMEH-
Tam, N «HEe OTHOCUTCH K Knaccudukaumm npubopos (knaccam |, I, unn lll) nnn HenocpeacTBEHHO K aHANM3y ONACHOCTEN
NITN PUCKOBY.

B.4 Knaccndmkaumna WCO/CEH nporpaMmMHbIX npoAayKTOB AnA cepbl 3gpaBooXpaHeHUA

NCO n CEH, 4vepes cBon TexHundeckne komuteTbl no nHopmaTtnszaumm sgoposbs NCO/TK 215 n CEH/TK 251
onybnukoBanun NAeHTUYHbIE TEXHUYECKME cneundukaumm no Knaccnukaumm puckoB Ans 6e3onacHoCT 0T MegULIMHC-
koro nporpammuoro obecnevenuns [11], [12]. daHHble TexHnYeckmne cneundukaumm obecneumBaloT cpeacTea Ans Wunpo-
KOro CKPUHUHIa NporpamMmmHbIX NPOAYKTOB Anst cdhepbl 34paBOOXPaHEHUs, ¢ TeM YTODbI KnaccnpmnumpoBaTb UX B COOTBET-
CTBUMN C PUCKOM, KOTOPbIN OHM MOTYT NpeacTtaenAate gnsa nauneHtos. OgHuUM U3 npegnonaraembslX NpUMEHEHUN OaHHOW
Knaccudukaumm SBNSIETCH €€ UCNONb30BaHUE B Ka4eCTBE OCHOBbI ANS OonpeaerneHus cpeacTtB KOHTPONS Ha cTagusix
NPOEKTUPOBAHNA U NPON3BOACTBA, COOTBETCTBYIOLLNX PUCKY.

B TexHn4ecknx cneundukaumsax onpeaeneHsl NATb KNAcCoOB PUCKA, OCHOBAHHbLIX HA «NOCMNEACTBUAX» AN NaLneH-
Ta, €CnNu B NpPOorpaMMHOM Npoaykre ans cdepobl 3apaBooxXpaHeHnss npounsowen cbon nnu ol cran npuynHon Hebnaro-
NPUATHOIO COBbLITUSA, N «BEPOATHOCTU» TOrO, YTO «NOCMNEACTBUE» MOXET UMETb MECTO B «J0CTATOYHO NPEeACcKa3yemMblX
obCcTOATENBCTBAXY.

[locneacTBusa pasgensaoT HA NATb KATEMOPUN:

- KaTacTpoPU4eCcKne;

- CEPbE3HbIE;

- 3HAQYUTENbHbIE;
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- YMEPEHHbLIE,

- HE3HAYUTEIbHbIE.
OnucanHune 3Tnx Kateropun npueeaeHo B tabnuue B.1.

Tadbnuya B.1

YcrondmBasa HegeecnocobHOCTb M Noboe cocTossHue, NpU KOTOPOM Mpo-
THO3UPYETCS NeTanbHbIM UCX04 UNWN YCTONYMBAA HEQEECNOCODHOCTL; CEpPb-
e3Hasl TpaBmMa UNn HegeecnocobHOCTb, NOCNeACTBUS KOTOPOMU He byayT
npeogoneHbl B bnmxanwee Bpems

Cepbe3Hast TpaBMa Ui HegeecnocobHOCTD,
KOTOPOWN OXMAAeTCcs B bnmxanwee BpemMs

Cepbe3Hasi Ncnxonornvyeckas TpaBma

BOCCTAHOBITIEHUWE MOCIe

MHTepnpeTaumnsa
Kateropus

P s Yucno
ocnefcTeue Cry4aes
KaTtactpogu4eckme JleTanbHbIM Ucxon, MHOXecTBO

YctondymBasi HegeecnocobHOCTb 1 Noboe cOCTosAHUE, NPU KOTOPOM MPO-

THO3NPYETCH NeTanbHbIM NCXOA UNWN YCTONYMBAA HEQEECNOCODHOCTL; CEePb-

e3Hasl TpaBmMa UNn HeageecnocobHOCTb, NOCNeAcTBUS KOTOPOW He byayT
npeogoneHbl B bnmxanwee Bpems MHOXecTBO
CepbesHble JleTanbHbIM Ucxoa EanHunyHbIE

EanHnYHbIE

MHOXeCcTBO
MHOXeCcTBO

3HaAYUTENnbHbIE

CepbesHas TpaBmMma Ui HegeecnocobHOCTb, BOCCTAHOBIEHUE nocne
KOTOPON OXMOAETCHA B bnmxanwee BpeMs

Cepbe3Hasi Ncnxonornyeckas TpaBma

He3nauuTenbHasi TpaBmMa UMK TPpaBMbl, BOCCTAHOBNEHNE NOCMNE KOTO-
DbIX HE OXuaaeTcs B bnuxauwee Bpems

YMepeHHas ncuxonorndeckasi TpaBma

EAnHWYHBbIE
EanHunyHbIE

MHOXeCcTBO
MHOXeCcTBO

YMepeEHHbIe

He3nauuTtenbHass TpaBMa WUNu TPpaBMbl, BOCCTAHOBMNEHNE NMOCMNEe KOTO-
DbIX HE OXXMAAETCsA B Dnmxanwee Bpems

YMepeHHas ncuxonornveckast TpaBma

He3nauntenbHasa TpaBMma, BOCCTAHOBIEHUE MOCIE KOTOPOWN OXUOAETCS
B brivxkanwuee Bpems

HesHauntenbHoOEe NCMXonornveckoe paccTponcTBO; DECNOKOUCTBO

EAnHWYHBbIE
EanHunyHbIE

MHOXeCcTBO
MHOXeCcTBO

He3HaunTenbHble

HeaHauntenbHasa TpaBma, BOCCTAHOBMEHNE MOCNE KOTOPON OXMUOAETCH
B bnnxanwee BpPeMs; HE3HAYUTENBHOE MCUXONOIMYECcKoe PacCTPONCTBO;
6eCcnoKoNCcTBO; NMOObIE HECYLWECTBEHHbIE NOCNEACTBUS

EanHunYHbIE

Bblaenstor nATb KATEropun BEPOATHOCTU BO3HUKHOBEHUSA MOCNECTBUN:

- OYEeHb BbICOKAA,

- BbICOKas;
- cpeaHsas;
- HU3KaH;

- OYeHb HN3KaA.

OnucaHue 3Tux Kateropum npuBeaeHo B tabnvue B.2.

Tadbnwnuya B.2

BepoAaTHOCTDL

OnucaHue

O4yeHb BbICOKAaA

Obsa3aTenbHO UMK NOYTK 00A3aTenbHO; BONbLUAA BEPOATHOCTb, YTO COObITME NPOU3ONAET

Beicokas He obasatenbHO, HO BECbMa BO3MOXHO; OXMAAETCs, 4TO cobbiTne nponsongeTr B BOrnb-
LLUMHCTBE ClNy4aeBs

CpeaHss BO3MOXHO; €CTb BEPOATHOCTb, YTO COBbITUE NPON3ONAET

Hun3akas CobblTe MOXET NPOU3ONUTU, HO B BONBLUMHCTBE CIyYaeB He Npoun3onaeT

OueHb HU3Kas

He3HaunTenbHas unu NpakTtn4eCkn He3dHavnTellbHayd BEPOATHOCTDb cobbITUSA
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HakoHel, «Knacchl puckay, Ha KOTopble noapasgensiioT NpoaykThl, NpeacrasneHsl B Tabnuue B.3.

Tabnuua B.3

[locnencTeus
BepoAaTHOCTL
Katactpodpuieckune CepbesHble 3HAYUTENbHbIE YMepeHHble HeaHavynTenbHbIS

O4eHb BblCOKast A A B B C
Bbicokas A B B C C
CpeaHsas B B C D D
Hwnakas B C D D =
O4yeHb HU3Kast C C D = =

Knacc A COOTBETCTBYET HaUBbICLWLEMY MOTEHUMANBHOMY PUCKY, a Knacc E — camomy HU3KoMYy.

BaXXHbIMK SABMAOTCA NPUBEAEHHbIE HWXEe TpeboBaHUA.

«['1pn naeHTMPUKaunMm onacHOCTEN, KOTOPbIE MPOrpaMmmMHbIM NPOAYKT UMK TUN NMPOrpaMmmMHbIX NMPOAYKTOB ANA cge-
Dbl 34PABOOXPAHEHUS MOXET NPeacTaBnsaATb ANA NauneHTa, OnacHOCTb HE A0IMKHA oTOpacbkIBAaTbCs NPOCTO MU3-3a Npea-
NONOXEHUS, YTO NPOAYKT paspaboTaH Takum 06paszom, 4YTO HE cylecTByeT 0BCTOATENBCTB, NPU KOTOPbIX BO3MOXHO
BO3HWKHOBEHME OMacHOCTWN BCNeACTBUE CBOWCTB KOHKPETHOro NMporpamMmMmHOro npoaykra unm npoekra, no KOTopomy OH
co3gaBarncs. Bo3amMoXHOCTb Bpega (0nacHOCTN), KOTOPbIN MOXET HAaHECTU NPOorpaMmmMHbIA NPOAYKT, A0IIKHA ObITh Onpe-
OeneHa, Kak ecrnm bl COOTBETCTBYHOLWMX CBOUCTB NPOEKTA UMK CPEACTB KOHTPOMS HE CYLLECTBOBAIO UK OHW paboTanu bbl
HENpPaBUIIbHO.

[1pn naeHTMdUKaumm onacHoOCTEN, KOTOPbLIE NPOrpamMmMHbIN NPOAYKT ANA cAepbl 34paBoOXpPaHEHNA MOXET npea-
CTaBNATb ANsA nauneHTa, He3aBMCUMO OT TOro, CBA3aHbl NI OHWU C HENnpaBUITbHbIM PYHKUMOHNPOBAHNEM UMW SABIIAIOTCS
PE3YNbTaTOM HENPEAYCMOTPEHHOIO CObbITUA, TAaKKe HE crneayeT oTbpackiBaTb OMNACHOCTU, KOTOPLIE MOITIU BO3HUKHYTh,
NPOCTO M3-3a OTCYTCTBUA HEDNAronpusATHbIX NOCNEACTBMA ANA naymeHTa bnarogaps, Hanpumep, 6anTeNbHOCTU NOMb30-
BaTENS UMW APYrnm coObITUAM, BHELWWHUM NO OTHOLWIEHUIO K NPOrpaMmmMHOMY NpoaykTy. HaHHbIN acnekT yunTbiBAETCS
nocpeacTBOM Ha3HA4YeHUS BEPOATHOCTU BO3HMKHOBEHUSA MOCNEACTBUNY.

«[1pn oueHke BEPOATHOCTU, BEPOATHOCTb NMOCNEACTBUSI HE OOIMKHA OTOpacbiBATbCA B CBA3U C KAKUM-NTMOO CBOWM-
CTBOM CamMoro npoaykra (BKIovas ConyTCTBYHOLWME NHCTPYKLUNK NO NPUMEHEHNIO). BEPOATHOCTb B KOHTEKCTE HACTOSILLETO
pasgena He SABNSeTCH BEPOATHOCTbIO HENPABUNBHOIO PYHKUMOHUPOBAHUA NPOAYKTA UNKN HEBNAronpusasTHOro cobbITUS.
30eCb UMEETCH B BUAY BEPOSATHOCTb NOCNEACTBUN TAKOIo HEMNPaBUITIbHONO (PYHKUMOHMPOBAHUSA UNU HEDNAronpusTHOro
cobbITUA, AENCTBUTENBHO MMEBLLEINO MECTO.

OgHako AonycTUMO MPUHATE BO BHUMaHUE pearbHO MPOorHo3npyemble 0B6CTOATENBCTBA, SABNAWNECH BHELWHUMN
N0 OTHOLWEHUIO K NPOrpaMmMHOMY MpPoAaykKTy. Takum obpasom, ecnu, Hanpumep, MAeHTUPOULUNPOBAHHOE NOCNEeACTBUE
ONACHOro cobbLITUA MOXET NPUBECTU K TPaBMe, TO BEPOATHOCTb AAHHOIMO NocneacTBusl, BbIPA3uUBLLErNocs B HAHECEHUN
peanbHOro Bpeaa nauyneHTy, MOXET yYNTbIBaTh Cneayowme acnekTbl;

- BO3MOXHOCTb TOro, 410 OnacHoe cobbiTne ByaeTr 3amedyeHo nonb3oBartenem, obnagalwmm COOTBETCTBYOLLEN
KBanunukaunen, 4o Toro, Kak npon3onaeT ero nocrneacrBue;

- BO3MOXHOCTb TOr0, UTO NOCNeaAcTBUs ygactcs nsbexartbs BCneactesue psiga cobbitnm B TEHEHNE HEKOTOPOIO WH-
TepBana BpeMeHu, npousowejwmnx 40 BO3HMKHOBEHUS NOCNeacTBUs], KOTOPble NOBbICUN Obl BEPOSATHOCTb BbISIBITEHUS
OMacHoOCTMU;

- BO3MOXHOCTb TOro, 4TO NaumeHT byaeTt OCMOTPEH BPAYOM A0 TOro, Kak emy byaeT HaHEeCeH peanbHbIiM Bpea, W
byaeT AoCTatovHO BPEMEHU AN MPOBEAEHUS NEYEHUS UMK Tepanumny.

TexHndeckmne cneunmnkaumm cogepxat pekoMmeHgaumm B OTHOWEHUN TOro, Kak crnegyeT NPpUMEHATb AaHHble Tpe-
DOBaHMA K NPOrpamMmMHbIM NPoaykTam ans cdhepbl 3ApaBOOXPAHEHUS.

[Toaxon K knaccunukauum nporpamMmmMHbIX NPoAyKTOB AN cdhepbl 34paBoOOXpPaHEHUSA, N3TTOXEHHBIN B TEXHNYECKNX
cneundukaumnax, cornacyetcs ¢ nogxogom FDA k knaccuukaumm «nporpammHoro obecneveHnss anst MeauunHCKnX
npnbopoB» [9] 1 «NPUCYTCTBYIOLWENO HA PbIHKE nNporpammHoro obecneveHus» [10] (cm. B.3).

Tpun «ypoOBHA 3HAYMMOCTU Y, onpegeneHHsle B kKnaccndpukaumm FDA, moryT BbiTb CONOCTABNEHLI C NATBIO KATEMOPU-
AMW «MNOCNEeaCcTBUNY, ONpedeneHHbIMU B TEXHUYECKMX cneundpukaumsax. OgHako «ypoBeHb 3HavmmocTu» FDA He co-
BCEM COOTBETCTBYET BEPOATHOCTU NOCNEACTBUA, HANMPUMEP, NeTarnbHbIN NCX04 NN TpaBMma, UMEBLLUNE MECTO B AENCTBU-
TENbHOCTU. JTO e OTHOCUTCH U K Be30nacHOCTU «onepaTtopa» U NaunMeHToB, B OTNIMYME OT CaMoro naumeHTa.

B.5 BbiBOAbI

Cuctembl knacenumkaumm EC, Asctpanun, Kanaael, CLUA v GHTF ana meanumHckux npndopoB HE NoaxXoaaT Anst
NporpaMmmMHbIX NMPOAYKTOB ANA Ccepbl 34paBOOXPaHEHMSI.

Knaccndomkauma FDA CDRH «nporpammHoro obecneveHuss B MeAUUMHCKMX NpUbBopax» U «NPUCYTCTBYIOLWENO HAa
DBIHKE» NMPOrpamMmHOro obecnevyeHnss MOXeT ObITb MPUMEHEHA K NMPOrpamMmMHbIM NPOoAYKTaM Ans cepbl 34paBooxXpaHe-
HUA.

OpaHako B [11] npeacraBnena Hanbonee noaxoasillas cnctema Kknaccenukaumm, OCHOBaHHAA Ha Knaccax PUCKOB.
Ounum cootBeTcTBYOT noaxogy FDA CDRH k «nporpammuomy obecneyeHnio B MeguUMHCKUX Npubopax» u «NpPUCYTCTBYIO-

LIeMY Ha PbIHKE» MPOrpamMMHOMY ODEecneYeHuio.
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MpunoxeHwne C
(cnpaBo4HOe)

YnpaBneHne puckamn

C.1 Obwne cBeageHnn

Ecrnn ynpaeneHne puckamum AOIMKHO UCNONMb30BaTbCHA B KAYECTBE KOHTPONIBHOIO MEPONPUATUA, TO NOTPEDbYIOTCS
NnoaKpennsowWwme ero ctaHgapTtel. B HacTosWwWeM NPUNOXEHUN pacCcMOTpEHa NPUEMNEMOCTb AN 3TOU LUENN yXe CyLle-
CTBYOLLUNX CTAHAAPTOB.

[Tpnmeyanune—HacToawmn ob630p npegHasHavYeH TONbKO ANA Lenen HAacCTOALWEero crasgapra, 3aTparmsas u
PE3IOMUPYSH TOJNBKO BOMPOCHI, UMEOLWNE K HEMY OTHOWEHUe. OH He OOJKEH UCNOSb30BATLCS B KAYECTBE MOJTHOMO PYKO-
BOACTBA B KAKOM-NTMOO OTHOLIEHUN 1 ANSA KAaKOW-Nnbo uenun (B cny4vae HeobxoanmocTun, cneayeT 0bpaTUTbCs K UCXO4HbIM
OOKYMEHTAM U KOMMETEHTHbIM HaUWOHAalbHbLIM OpraHam).

C.2 ATpnOyTbI, HeOOXOaNMBIE ANA YCNEeLWHOro BHeAPEeHNA NpoueccoB yrnpaBleHNA PUCKamMn

[na ycnewHoro npyuMeHeHns yrnpasreHusa puckamm K nporpamMMHbIM NpoaykKTam Ans cpepobl 3apaBooXpaHeHUs B
cTaHgapTax, PyKoBOACTBAX U UHCTPYMEHTAaX AOMKHbI MPUCYTCTBOBATL KIOYEBLIE aTPUBYThl, 8 UMEHHO:

- JOCTYNMHbIW ANs NOHMMaHWs 6a30BbIN NPOLECC, BKNOYAOWMKW NTOTNKY BbIMUCIISAEMbIX PE3YNbTATOB U HE MPUBIEKa-
IOLLMM BHELLHUW NepcoHan n gpyrmx cneymarnuncros,;

- COBOKYNHOCTb BCEX OCHOBHbIX COCTaBIANOWMNX PUCKA;

- BO3MOXXHOCTb U3MEPEHUS U B3BELLMBAHUS 3MEMEHTOB Ha f13blKe 3[PAaBOOXPAaHEHUS U B KOHTEKCTE He3aBepPLUEH-
HOrO0 MCTOPUYECKOro cobbiTUS U AaHHbIX 00 MHUMAEHTE, NO3BOMNALWAA peanu3aumnto KONIMYeCTBEHHOIO Noaxoaa;

- TMBKOCTb B TEPMUHAX AeTanna3aumm aHanusa n pekoMmeHgauum no cpeacTtBam KOHTPONS, COOTBETCTBYHOLLMX CIOX-
HOCTU NPOrpaMMHOro npoaykra ans cdepbl 34paBOOXPAHEHNS, BbIMUCITEHHBIM YPOBHSAM PUCKa U cTagun paspaboTku
NPoAYKTa,;

- CNOCOBHOCTb UTEPALIMOHHOIO NOBTOPEHUA N PACLUMPEHNUS BO3MOXHOCTEN NO OLUEHKE U YyNPaBIEHNIO PUCKAMU B
xo4e pa3paboTkn NporpamMmHOro nNpoaykra ans cdepbl 34paBoOXpaHeHUs;

- NoagepKKa COCTaBHbIX MPOLECCOB N CINOXHOW NpUpoabl NporpamMmmMHbIX NPOAYKTOB ANs cdepbl 34paBooxpaHe-
HUA B popme 6a3 3HaHuKn, YTOObI MOMOYb MX UCMNOMb30BAHUIO «HECNeUunanncTaMmmy.

HaHHble aTpnbyThl 66ITKM NCNONB30BAaHbI A1 OLEHKU pa3HbiX KAHAWAATOB B CTAHAAPTHI.

C.3 MMHNMYM KOMMNOHEHTOB, HeobxoanmMbIX And 3 peKTUBHOro ynpaBrieHNA pUCcCKamMmn

Bo mMHOrMx obnacrtsix, CMeXHbIX € pas3paboTKon NporpaMmmHbIX NMPOAYKTOB ANA cdepbl 34paBOOXPaAHEHUSA, TaKUX
Kak MHopmMaLMOHHAA Be30nNacHOCTb, C ONpeAeneHHbIM YCNEXOM BHEAPEHbI NPoUecchl ynpasnennsa puckamm (cm. C.6).
OaHaKko CyLEeCTBYOT YCTAHOBMNEHHbIE HA NPAKTUKE 0DWMeE KOMMOHEHTLI YNPaBeHUS PUCKaAMK, SBNAOLWNECS NONE3HbIMW
MHAMKaTOpaMn NMNPUEMIIEMOro npouecca npu paspaboTke nNporpamMmHbIX NPOAYKTOB AN cpepbl 34paBOOXPAHEHUS:

- nAEHTNMUKaUNA CBONCTB KOMIMOHEHTOB MNMPOrpaMmMHOro npoaykra Ans cpepbl 3gpaBooOXpaHeHus, a TaKkke gak-
TOPOB pUCKa U yA3BUMOCTUN 3TUX CBOUCTE,;

- OLleHKa BNUSAHUSA (Ha U3roTOBUTENSA, NONb30BaTENA N NAUuMeHTa CO CTOPOHbLI NMPOrpaMmmMHOro Npoaykra ans cgepol
30PaBOOXPaAHEHUS);

- BEPOATHOCTb Yrpo3 M OUEHKa CTeneHn 3alnLeHHOCTH;

- onpeaeneHne ypoBHEW PUCKOB (KakK COCTaABHOIO pe3yrnbTaTta YPOBHEN BITUSIHUS, YIPO3 U CTENEHN 3AWUNLLEHHOCTH);

- NAEHTUOUKALNA PEKOMEHAYEMbBIX CPEACTB KOHTPONS (T.€. 0O0CHOBAHHbLIX N COOTBETCTBYOLWMNX);

- CPaBHEHUE C CYLLECTBYOLWUMN CPpeaCcTBaAMM KOHTPONS Ans onpegeneHnst obnacrten KOppekTUpyemMoro pucka;

- OONONHUTENbHbIE BO3MOXHOCTU AN 06paboTkn pucka, BKMOYas NpaMoe ynpasneHne, rnpusHadue, npegorepa-
LeHne, ynpaenseMbln NePEBoL pucka u T.1.;

- NnaHnpoBaHne obpaboTkn pucka (T.e. peannsaumns KOHTPONs).

C.4 lNpoueccobl ynpaBneHne puckamu Ha npeanpuaTnn

C.4.1 Obwmne cBepeHns

«YNpaerneHmne puckamm Ha nNpeanpusaTum» — 370 HOBbIN TEPMUH, UCTNIONb3YEMbIW ANl DONbLWEro akueHTUPOBaHUS
KOMIMJTIEKCHOW Npupodbl npouecca un, criegoBaTenbHO, MPUMEHUMOCTHY NMpoUecca K OpraHm3aumm n OCyLWweCcTBNAEMbIM N
NENCTBUSAM.

MOXHO OXXugaTtbh, YTO CTaHZAPThl NO YNPaBNeHU0 puckamm Ha nNpegnpusaTnmn ABNAKTCH BbICOKOYPOBHEBLIMU OOKY-
MEHTaMW, onpeaensowmmm obLLYI0 CTPYKTYPY, a He NoapobHyo Moaenb NPOLECCOB C CONyTCTBYOWUMKM BazaMmn 3HaHUN
NN 3KCMEPTHLIX 3HAHMW ANA NOAAEPXKKM aHanm3a PUCKOB U yNpaBleHUst puckamun OT MPorpamMmmHbIX NMPoayKTOB Afis
chepbl 34paBOOXPaHEHUS.

C.4.2 PD 6668:2000 «YnpaBneHnsa puckaMmm npn KOpnopaTUuBHOM ynpaBrieHNNy

OnybrnnkoBaHHbin gokymeHT PD 6668:2000 [58], B OCHOBHOM, COAEPXNT MHDOPMALUUIO MO OCHOBaM yrpaBleHus
DUCKaMM U OXBAaTbIBAET:

- KOPHW OBVXYLLMX MEXaHN3MOB YIMPaBliEHUA PUCKAMM;
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- nnaH bonee WUPOKOro pacCMOTPEHUSA KOPNOPATUBHOIO yNpaBneHUs;

- ONNCaHNE CTPYKTYPbl YNpPaBlneHns pnckamu;

- NPaKTUYECKOEe PYKOBOACTBO MO hopmynnpoBke BusHec-TpeboBaHnM K ynpaBneHnto cTpaTtermyeckumMm puckamu;

- BOMPOCHUK AN CpaBHEHUSA 3PPEKTUBHOCTU CTPYKTYP YNpPaBNeHNs puckamm Ha npegnpusatusx.

CTpyKTypa BKNOYaET B cebA:

- KIaccmn4yeckum nogxod K cncrtemam ynpasneHus — niaHupoBaTh, UCMONHUTL, MPOBEPUTL U AENCTBOBATL (M3BECT-
HbIn Kak PDCA);

- AEATENBHOCTL NO YNPaBNEHUIO PUCKAMUN HA TPEX YPOBHSAX (CTpaTernyeckom, ynpaBreHYeCckom, onepaumnoHHOM);

- U AEHTUMUKaALUNIO YIpo3s;

- OLLEHKY PUCKOB;

- NPUHATKE pPelleHnin o cnocobax ynpasreHust puckamm;

- NAEHTUUKALWNIO PECYPCOB;

- NNaHNpOBaHNE yrnpaslieHNs OTAENbHbIMU PUCKAMM;

- KOMMYHUKaUWW;

- MOHUTOPWHI U U3MEPEHME.

OaHako mogenb npouecca gaeT ToNbko obwee npeactaBneHne, HECMOTPS HaA TO, YTO KOHUENUUs «npaBgonogo-
bus» WNPOKO npuaHaHa. Bo3HWKaAeET nyTaHunua Mmexay yrpo3amm 1 KOHTPpMepamu, Hanpumep, «HeyaadHas nonbiTka
YCTAHOBUTb 3PPEKTUBHBLIE MEPONMPUATUA B Crydae aBapumHOW cuTyauum» NpuBOAUTCH CKOpPEE B Ka4vecTBe npumepa
YIrpO3bl, @ HE KOHTPMEDPbI.

bonee TOro, NpUMeHsIeMble MaTPULIbl OCHOBAHbI HA oueHKax Tuna «Hwuakasa», «CpeagHsasi» n «Bbicokast», 4YTO He
No3BONAET KnaccuduumpoBaTb PUCKM Donee 4em no TPeM Kraccam, YTO, B CBOK ovepedb, NPUBEAET K HEQOCTATO4YHO
cneunanu3npoBaHHbIM CTPYKTYpam KOHTPONS.

Lpe3BblHanHO BaXXHbIM A4A HACTOALWEro ctaHgapra aABnsaeTcs 10T pakr, YTO PyKOBOACTBO MPaKTUYECKN HE COaep-
XUT yKasaHuw no KoOHTpMmepam. Takke OHO He OnucbiBaeT Takmne pasgernbl, Kak CUCKM yrpo3 (OHW NMPUCYTCTBYIOT TOMBKO B
BUAE NpumepoB). byayum A4OKYMEHTOM BbICOKOIO YPOBHS, OHO HEOCTATOYHO BCECTOPOHHEE U CrieLUnann3npoBaHHoOe Ans
NPUMEHEHNA B CEKTOPE 34paBOOXPAHEHUS U HE NPeaoCcTaBnsaeT MexaHn3amMoB no obecrneveHmnio He30nacHOCTU NaUneH-
TOB MPU UCNOMb30BaHMM NPOrpaMmmHoro obecneveHnss B cepe 3apaBooXpaHEeHus.

C.4.3 Ctanpapt ABcTtpanum n HoBon 3enanamnn AS/NZS 4360:2004

Ctanpapt Asctpanum n Hoeon 3enangmm AS/NZS 4360:2004 [59] Bbin NpUHAT HA HAUMOHANBHOM YPOBHE OpraHu-
3aumsiMn 34paBooXpaHeHus Ans uernen KopnopaTtuBHoOro yrnpaeneHus, BrkoYvasa HaymoHanbHyto cnyxoy 3apaBooxpaHe-
Hua CoegunHerHHoro KoponesctBa. Cogepxawmecss B HEM MOHATUA, Takne Kak «obpaboTtka puckoB», Bblnn B3ATHI U3
OpYyrux ctaHgapToB, OCHOBAHHLIX HA puckax, Takmx kak BS 7799-2:2002 (cm. C.6.1). OH siBnsaeTcs ewe oAHUM BbICOKO-
YPOBHEBBLIM ONUCAHUEM HEODXOAMMOIo NpoLecca, XOTH U C CONYyTCTBYOLWMM AOKYMEHTOM, COAEPXaLLMM PYKOBOACTBA NO
yrpaBneHuo puckamun. JJaHHbin QOKYMEHT SABNAETCAHA, CKOopee, CNnpaBoOYHUKOM MO BO3MOXHbIM npoueccam, a He PEKOMEH-
OYEMbIM MOAXOO40M.

HaHHbIM cTaHgapT onpeaensieT KnacCcuyecknn/TUNnoBON «npouece» yrnpasneHust puckamm, He3aBUCUMbIN OT KOHK-
DETHOW OTPAaCNN NMPOMBbILLNEHHOCTU UNN CEKTOPa 3KOHOMUKM, HO Npeanonararwmn HeobxoammocTb MTMBKOCTU Npu pea-
nn3auum.

B Hem oTMevaeTcsl, YTO YCTAHOBIMEHNE BEPOSATHOCTU COBLITUA U BO3MOXHbIX NOCNEACTBUN JOIMKHO U MOXET ObITb
BbIMONMHEHO KA4€CTBEHHbLIM, HAMOMOBUHY KAYECTBEHHbLIM WUIMN KONIMYECTBEHHbLIM 00pa3omMm, B 3aBUCUMOCTU OT Haln4ums
cTaTUCTUKN nHumgeHToB. OgHaKko gaHHbIM CTaHO4ApPT COAEPXKUT NepeyYeHb YMECTHbIX NCTOYHUKOB MHAPOPMAaLUUN N TEXHO-
NOrnin, KOTOpble MOIYT DbITb NPUMEHEHBI. B cTaHgapTe cogepaTcsl pyKOBOACTBA NO Creayownm acnekTam:

- BbIDOp MeToaa aHanmaa (B 3aBUCUMOCTU OT CUTyaLUN);

- peanbHble NOCNeacTBuA N COOTBETCTBYIOLLME rpagaunn BEPOATHOCTEWN;

- TUNbI WKan ans n3aMmepeHnst PUCKOB, KOTOPbIE MOTYT DbITb NCMONb30BaHbI;

- pasnn4Hble TEXHOOMMM Ans onpegeneHns ypoBHEN PUCKOB.

B obnactn obpaboTtkm puckoB ctaHaapTt AS/NZS 4360 npepoctaBnsaeT nogpodHyo nHpopmaumio no gonorHu-
TENbHBIM BO3MOXHOCTAM 0OpaboTKM PUCKOB C HEraTUBHbLIMWU NMOCNEACTBUSAMU (HaAnNnpuUMmep, PUCKOB Ans 6e30nacHoOCTU
NaUneHTOB), OTHOCSILLYIOCS K Crieayowmnm dhakropam:

- NpegoTBpalleHNe pUcKa NOCPEeaCcTBOM MPUHATUA PELLEHUS HE HaYMHaTb UMK HE NPOAO0IIKaTbh HEKOTOPbIE OEW-
CTBUA,;

- MPUHATNE MEP MO U3MEHEHUIO BEPOSATHOCTU OTPULUATENBHbLIX NOCNEACTBUMN;

- MPUHATUE MEP, U3MEHSAIOLWMX NOCNEACTBUS C Lernblo YMEHbLUEHNA BENMNYNHBI MOTEPb, TAKUX KaK CTpaxoBaHUe Unu
nnaHnpoBaHUe HenpeaBuaeHHbIX 3aTpar;

- pasgeneHmne puckoB NOCPEACTBOM KOHTPAKTOB U T.M., YTODbI Nnepeaatb OTBETCTBEHHOCTb;

- hukcaunsa/npmnaHaHmne pucka.

Bonee TOro, AaHHbIM CTAHAAPT TAKKe COAEPKUT PYKOBOACTBO MO paspaboTke nnaHoB 06paboTKM PUCKOB, COMO-
CTaBnsowee CTOMMOCTb 006paboTKn ¢ npnobpetTaembiMu Bbirogamu, YTodbl obecnevntb 06 bEKTUBHOE NPU3HAHUE PUC-
ka. OgHako, NpoTUBOPEYa TakMM NiaHam N gaxe KOHMIUKTYS C HUMKW, OaHHbIW CTaHO4apT B TO XXe BPEMSA, B OCHOBHOM,
HanNpaBneH Ha CHMXEHME PUCKA A0 NPaKTUYECKN PasyMHOro ypoBHs (Tak HasbiBaembl npuHUumn ALARP). Ha npaktuke
O4Y€Hb YacTO MONy4aeTcs, YTO JAHHbIX NPUHUUN MOAMEHSETCH HENPUEMITEMON U HEYMECTHON TOYKOWN 3peHnst «nsbera-
HUS1 PUCKOBY.
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B kavecTBe 06LLEro pykoBOACTBA AAHHbBIWM CTAHAAPT MOXHO CUMTATb AOCTATOYHO XOpoLwo npopabotaHHbiM. OgHa-
KO, €ro HEMoONHOTa C TOYKU 3PEHUS 3SKCMNEPTHLIX 3HAHMN U HEQOCTATOYHOE OTPaXeHue cneunduku nporpamMmmHbIX Mpo-
OYKTOB ONs cApepbl 34paBooXpaHeHusa aenartwT ero HenoaxoasaWwmm, ecriv B3siTb ero «Kak ecTby», A Lenen HacTosWero
cTaHgapra.

C.4.4 Pabovasa rpynna MCO/MIK no ynpaBneHunio puckamm

CoBmecTHas paboyas rpynna NCO/M3IK (TexHunueckon aupekunmn) no ynpaeneHmnio puckamm [35] 6eina cdopmu-
poBaHa B cepeaune 2005 r. 3apaven paboden rpynnol Obina paspadboTka MexayHapoaHoro crtaHgapra Ha OCHOBE Cylue-
CTBYHOLWMX HALMOHAIBbHbLIX CTAHOAAPTOB C BHECEHMEM U3MEHEHUW NPU HeobxoaumocTn. Pabounin npoekT crtangapra bbir
onybnukoBaH ans obcyxaeHus. Npegnonaraetcs, YTO AaHHbIW NMPOEKT AOIMKEH CTaTb «BbICOKOYPOBHEBbLIM, 0000LWLEH-
HbIM, PYKOBOAALWMM OOKYMEHTOM», KOTOPbIN «...00ecneunBaeT NogaepXxKy CyLWecTBYHOWMX CTAHAAPTOB N0 KOHKPETHLIM
NPUIMOXEHUAM, CBA3AHHbLIM C PUCKaAMMW...», U «...NPeaoCTaBnsAeT onpeaeneHns n CTPyKTypbl, HE3aBUCUMbIE OT 3aKOHO-
OaTenbHbIX N PErynsaTUBHbLIX OrpaHUYeHnn», HO KOTOPbIE «...MPUMEHUMbI C MUHUMAIbHLIMW U3MEHEHUSIMU...» B Kade-
CTBE «...OCHOBbI ANsA A€NOBOU NOBCEAHEBHOW MNMPAKTUKA ...».

HaHHbIN JOKYMEHT ObINn CTPYKTYPUPOBAH Clieayowmnm 0b6pasom:

- KOMIMJIEKC MPUHLUWNOB YCNELWHOW NMPaKTUKN NO YINPaBrieHUIO PUCKaMU;

- OPraHn3aunOHHbIN KOHTEKCT yrpaBleHUSA PUCKaMU;

- CTPYKTYpa yrnpasrieHUs1 puckamm, CoOCTosALW A n3:

- OBLLEHNA N KOHCYNbTAaLUWW;

- YCTAHOBNEHUS {4EeN0BOro) KOHTEKCTA;

- uaeHTnnKaumm pucka,

- OLLEHKN PUCKA;

- 06paboTKN pUCKa;

- MOHUTOPWHIA N aHanuaa.

B oTnnume o1 aHanormyHbIX CTaHA4APTOB AAaHHAsA CTPYKTypa BKIHOYAET B CeB51 OLEHKY CYLLLECTBYOLWMNX CPEACTB KOHT-
PDOIS KaK 4YacTu aHanm3a PUCKOB, HE Onpeaenssl, TeM cambiM, «DA30BbINY PUCK N (DOKYCUPYSACH HA «KCETEBOM PUCKEY.
[TIpU4YMHBI, NO KOTOPLIM ObINO NPUHATO Takoe pelleHne, HEeSICHbI. [1POeKT n3noXxeH, B OCHOBHOM, C WUCMONb30BaAHUEM
TEPMUHOB PUCKOB, OTHOCALWLMXCA K OpraHn3auuun, a He K NMPUMEHEHUIO aHanu3a PUCKOB W yNpasBlieHUA puckamun ans
He3onacHOCTU nporpammHoOro npoaykra. CnegoBartenbHO, OH NPeAcTaBnseTC HEYMECTHLIM B KOHTEKCTEe obecneyeHuns
H6e30nNacHOCTU NPOrpamMmMHbIX NPOAYKTOB AN chepbl 34paBOOXPAHEHUS.

UTO KacaeTcs apyrmx cCtaHa4apToOB BbICLWLEro YPOBHS, TO AAHHbLIM Ppabo4nm NPOEKT COAEPXKUT NEPEYHN NPUMEPOB, HO
He npegnaraeT OKOHYaTesNbHO YCTAHOBIIEHHOIO Mpouecca C 3KCNepTHOWN MoAaae P XKOW.

C.4.5 BbiBOoAbLI B OTHOLWEHNN CTAHAAPTOB NO YNPAaBJIeHUIO PUCKaMUM NpeanpuaTmna

[Tockonbky gaHHble cTaHdapTbl HE OPUEHTUPOBAaHbLI Ha 34paBOOXpPaHEHUE, HN OOUH N3 PACCMOTPEHHbIX B 4aHHOM
pasgene craHaapToB He obecnevymBaeT AOCTATOYHO YETKOW UNWU OnpeaeneHHON MOAENU npouecca, KOTOPYH MOXHO
ObIno 66l NPUMEHNTL AN Luenen Hactoswero ctadgapta. OgHako UMeeT MeCTO HEKOTOPLIN OBLWMIA YPOBEHBb YHUPUKAL NN
MEXAY NpeanoXeHHbIMM B HUX npoueccamu. OTAENbHbIE KOMMOHEHTbI KaXoro U3 AaHHbIX JOKYMEHTOB, OCOBEHHO
AS/NZS 4360, moryt npeteHgoBaTb Ha UX NMPUMEHEHNE ONA NPOorpamMMHbIX NMPOAYKTOB AN cdepbl 34paBoOOXpaHEHUs.

C.5 CtaHpapTbl NoO ynpaBrneHUIo pPUCKaMK, OTHOCSLLMECSH K 34paBOOXPaAHEHUIO

C.51 UCO 14971:2007 «MpnmeHeHne ynpaBneHns puckamMmm K MeamumMHCKNm npuoopam»

NCO 14971:2007 [36] aensaeTca Npn3HaHHbIM MeXAyHapo4HbIM CTaH4APTOM MO yNpaBrieHUno puckamm rnpumMmeHu-
TEeNbHO K megmumHckum npubopam. CtaHgapT no cuctemam kKadectBa ana meaumumHckmx npubopoB NCO 13485:2003
[27], B wacTHOCTK, cceinaeTtca HA MCO 14971 no ynpaeneHuio puckamun. FDA B 2001 r. takke npusHano NCO 14971 B
Ka4eCTBE OCHOBHOIO ctaHgapTa no yrnpaBneHnio puckamu anst MeanLMHCKNX npnbopos.

B pekomeHagauumn 4 3aknoumtenbHoro otderta Pabodven rpynnel no texHonormsam sapasooxpanenHuns (HTTF) npwu
Ob6beanHeHnn no mmnpoBbiM ctaHgapTam (WSC), onybnukosaHHoro B 2006 r. [60], roBoputcs:

«Cnegyet OTMETUTb HEQABHUE ycunusa paboden rpynnsl TexHnyeckon aunpekumm MCO no paspaboTtke bonee rno-
banbHOro ctaHgaprta no ynpasnenuto puckamu. WSC gomxkHo obecneunTb, 4TObbI paspaboTtka bonee obuwero craHgapra
No yrnpaerieHUIO pUCKaMmun He 3aMeHsna, He N3MeHsANa U He nNepecekanachb C CyLWECTBYIOWNM MeXayHapo4HbIM CTaH-
naptom MCO 14971, wnpoko NpUMeHAEeMbIM B OTHOLLEHUN MegULMHCKUX NpnbopoBy.

MCO 14971 npeacraBnsaeTt 0b630p npouecca yrnpaBneHns puckamun, NpegHasHauvyeHHoro ans UCnorb30BaHUS Kak
HEOTBHEMITEMOrO 3MIEMEHTA CUCTEMBbI KadecTBa. COOTBETCTBME MEXAYHAPOAHOMY CTaHAAPTy TPebyeT BbINOMHEHUS Cre-
OYOLWNX AENCTBUN

- YCTaAHOBUTbL MPOoLUEeCcC ynpaBneHns puckamu,;

- YCTAHOBUTb MONMUTUKY MO OTHOLLEHUIO K NPUEMITEMbBIM PUCKaM,

- HAHATb N NOAroTOBUTL KBANMMPUUUPOBAHHBLIN MepCcoHan,;

- NPOBECTU aHarnu3 PUCKOB;

- MPOBECTU OLEHKY PUCKOB;

- OCYLLECTBUTL KOHTPOJIb PUCKOB,;

- MPOBECTU 3aKIMKYNTENBHbLIM aHanNu3 yrnpaeneHnss puckamm n nNpegocrtaBuTb MHPOPMAUUNIO MO OCTATOUYHOMY
PUCKY;

- NPeaocTaBUTb NOCTNPON3BOACTBEHHYIO MHAOPMAaLUMUIO.
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B MCO 14971:2007 Bkno4veHbl criegyowme TeXHONOMMm aHanmaa pucka:

- aHanu3 BugoB u nocnegcteun otkaso (FMEA-aHanuns);

- aHanun3 gepeea HeucnpasHocTen (FTA-ananus);

- uccnegoBaHne onacHoctu n pabortocnocobHoctn (HAZOP).

He npegyCcMOTPEHO HUKAKUX CPeacTB UMM TEXHOMOIMM OUEHKU BO3AEeUCTBUSA, N AaHHbIN MEeXAYyHapOoaHbIN CTaH-
0apT He obecneYnBaeT YETKOro pasgeneHnst NOHATUW OUEHKN BO3AENCTBUSA, OLEHKN YIPO3bl U CTENEHN 3ALLMUNLLEHHOCTUN U
cpeacTB KOHTponsl. bonee 1oro, B HEM nNpeanonaraeTcsl, YTo NpoUece NPUHATUSA PEeLLEeHUn O NMPUEMITEMOCTU MOEHTUDN-
LWPOBAHHbLIX PUCKOB, C YY4ETOM YMEHBLLUEHUS NX BIIUAHUA, peann3oBaHHOro B Nnpouecce NnpoekTnpoBaHns, AOIMKEH nNpea-
CTaBNATb COBON AENCTBUE MO OLUEHKE PUCKOB. ITO NPOTUBOPEYUNT COAEPKAHUIO APYIMX CTaHAAPTOB, PACCMOTPEHHbLIX B
HACTOSILLEM NPUNOXEHMU. TeM He MeHee, B AaHHbIW cTaHAapT BKMO4YEeHa nonesHas tabnuuya no cpeacrtBam KOHTPOns
DUCKOB.

C.5.2 DokymeHT GHTF/SG3/NISR8 «[1puHunnbl ynpaBneHns puckamMmm n CUCTeMbl yripaBneHnsa Ka4eCTBOM»

B gokymeHte GHTF/SG3/NISRS8 [39] paccmoTpeHa peanusauns NpUHUUIMNOB yNpaBlieHNs pUckamv n 4eNCTBUN B
PAMKax CUCTEMbI YNPaBNeHUs1 Ka4YeCTBOM. YTBEPXKAAETCH, YTO U3rOTOBUTENN MEANLMHCKUX NMPUBOPOB 0BbLIMHO AOIKHbI
(B COOTBETCTBUMN, HANPUMEP, C PErYNIATUBHBLIMW UITN 3aKOHOAATENbHBIMK TPEBOBAHUAMN) UMETH HA NPON3BOACTBE CUCTE-
MY YNPaBleHUs Ka4eCTBOM, a TaKKe YCTAHOBIIEHHbIE NPOLECCHI, COOTBETCTBYHOLWME PUCKAM, CBA3AHHbIM C npubopamu.

[TocKonbKy npouecchl ynpaereHnss PUCKOM MOTyT pa3BUTbLCA 40 aBTOHOMHOW CUCTEMbI ynpaBlieHUsl, N3roToBUTE-
NsaM MeaUUMHCKUX NpubopoB pPeKOMEHAYETCH UX MHTErPUpPoOBaTh AN CHUXEHUS 3aTpaT, YCTPaHEHUs! N3DbITOYHOCTU U
co3gaHuss bonee aPPEKTUBHON CUCTEMBI ynpaBneHns. [JaHHbin JOKYMEHT npeaHasHaveH ans nogaepXku narotoBuTe-
nen MeguuMHCKuUX npubopoB B 4acTU MHTErpaunum CUCTEMbI YNIPaBieHUs puckamMmm Unm NPUHUMNOB U AEUCTBUN, YCTAHOB-
NEHHbIX AN ynpaBneHns puckamMmu, B CYLWECTBYIOWYIO Y HUX CUCTEMY yNpaBneHns KadvecTtBoM. BapunaHTtbl MHTErpaumm
NNIIOCTPUPYIOTCHA NMPUMEPaAMUN C PELLEHUAMMN.

B NCO 15941:2007, npunoxeHwne A, npeacraBreHa Mmarpuua, CBA3bIBAOLWAA CePbe3HOCTb HAHOCUMOro Bpeaa ¢
BEPOSATHOCTBIO MHUMAEHTA (TOYHee, ¢ npasaonogobuem mHumgeHta). OaHako Cepbe3HOCTb NpeacTaBneHa B MaTtpuue
NPOCTO Kak «HW3Kas, cpegHsIs U BbICOKasA», a AYENKMU Ha NepeceyeHnmn CToNbLOB N CTPOK OKPaLWEeHbl KPACHbIM, XXENTbIM
N 3eneHblM uBeTtamu. Kpome Toro, npuBegeHo Nnofie3Hoe, XOTS U BbICOKOYPOBHEBOE, U300paXKeHne TEXHOMOIMYECKoro
npouecca ynpasreHnsa puckamum npu npoekTnpoBaHmm u paspabotke. OTmeveHa TakKkKe BaXHOCTb PACCMOTPEHUSA W
corfiacoBaHus ypoBHS 4OMNyCTUMOro puUcka Ha paHHUX ctagausax g4aHHOoro npouecca.

OOHako NpUHUWNLI yNpaeBneHnsa puckamu, yrnoMmsHyTbie B HA3BaHUM OAaHHOIoO AOKYMEHTa, HE PacCMOTPEHb! Noa-
PODOHO, N ManoBEPOSITHO, YTO AAHHLIN AOKYMEHT ByaeT HENOCPEACTBEHHO UCNONBb30BATLCSH KEM-NTMDO, KPOME SKCNEPTOB.

C.5.3 NCO/M3K 62304 «[lpouecchbl XXM3HEHHOIO LUKNa nporpaMmmMHoro obecne4eHna MeauLUMNHCKUX NMpuUobo-
poB»

MCO/M3K 62304 [61] 6bin paspabotan coBmecTHoOU paboyen rpynnon NCO/M3IK, cocToaBLLIEN U3 YUNTEHOB MNOAKO-
mutetTa 62A «Obwme BONPoOChl 3NeKTpoobopyaoBaHus, NPUMEHAEMOINo B MEANLIMHCKOW NMPAaKTUKE», TEXHUYECKOIO KOMU-
TeTa 62 MOK «3nekTpoobopyaoBaHne B MeAULMHCKOW npakTuke» n TexHudeckoro kommuteta 210 NCO «YnpaBneHue
KQ4eCTBOM M COOTBETCTBYHOLWME 0bLME BONPOCHI N0 MEAVULUMHCKUM npubopamy.

HaHHbin cTanpapt obbeanHsieT TPebOBaHUA K MOAENMN XUIHEHHOIO LMKNa nporpaMmmHoro obecnevyeHust, ycra-
HoBNeHHble B NCO 12207:1995 [30] n nonpaBke Kk Hemy [31], ¢ puckom, 0OCHOBaHHbIM Ha nogxoae, ycraHoeneHHom B MICO
14971 [36]. NCO 12207 oTHOCKTCA K pa3paboTke u ConpoBOXAEHUIO NPOrpamMMHOro obecneveHns MeamumHCKux npmnobo-
POB, KOrga nporpammHoe obecneveHne camo no cebe siBnsseTcss MeguuuHCKUM NpubopomMm mnu Korga nporpammHoe
obecneveHne ABNSAETCHA BCTPOEHHbIM UMM HEOTBLEMIEMON YacTblo MeauumHckoro npubopa. JaHHbin mexayHapoaHbIv
CTaHAapT He OXBaTbIBAeT aTTecTayntio N BbINYCK HA PbIHOK MeauuMHCKoro npubopa, gaxe ecnu mMeauuuHcKn npmnbop
COCTOUT UCKIOYUTENbHO U3 NMPOorpaMmmHoOro obecneveHums.

B naHHOM cTaHgapTe npeacTaBneHa CTPYKTypa npoueccoB, AEUCTBUA U 3a4a4, HeobXoanMbIX ANsl NPOEKTUPOBA-
HUA U CONPOBOXAEHUS Be30nacHbIX MeauUMHCKuUX Npnbopos. B gaHHOM MeXayHapoaHOM CTaHgapTe CPeacTBa KOHTPO-
Ns1 NpeacTaBnéerbl TONbKO B 00wWwem Buae.

C.5.4 JokymeHT FDA «PykoBoACTBO NO KOHTPOMIKO NPOEKTUPOBaAHUA ANA npoun3dBoanTernen MeamuuHCKNX
npnoopoB»

HokymeHnT FDA «PykoBoACTBO NO KOHTPOMO NPOEKTUPOBAHUSA ANsl NPOU3BOAUTENEN MEQULIMHCKUX NpubopoB» [34],
pazpaboTaH Ans noaaep>Xkyu U3roToBUTeEnenm mMegunuuHcKux NnpnbopoB B NOHMMAaHUKM TPebOBaHUMW CUCTEMbI KavyecTBa K
KOHTPOIMO MPOEKTUPOBAHUA U NPUMEHUM KaK K NPOEKTUPOBAHUIO MEOULUHCKUX NPUDOPOB, TaK U K MPOEKTUPOBAHUIO
COOTBETCTBYIOLWMX TEXHONIOMMYECKMNX NpoueccoB. B gaHHOM PpyKOBOACTBE BOMNPOCHI paccMaTpUBalOTCAH B TOM Xe NMopsigake,
4yTOo 1 B aupekTnee FDA no cuctemam KavecTBa, KOTopast Bpsig N nogonaet (HanpssMyro) BCEM OCTalbHbIM NMOMb3oBaTe-
namn. B gokymeHTe npeacrtaBneHo onpegeneHne cpeactB KOHTPOSA NPOEKTUPOBAHUSA U OOBACHEHO MX 3Ha4veHue. OT-
MEYEHO, YTO ynpaBleHNne puckamm ABIIAETCH MPOLUECCOM, KOTOPbIN AOJKEH COMNPOBOXAAaTh BECb NMPOLECC NPOEKTUPOBA-
HUS1, OQHAKO OAaHHOE NMOSIOXEHUE MPaKTU4YeCKN HE PacCKpPbITO.

C.5.5 AscTtpanua v KaHaga

ABCTPanuMMCcKMn JOKYMeHT « PyKOBOACTBO NO MeaAnUMHCKUM npubopam. Npoueaypbl OUEHKN COOTBETCTBUA» [62] 1
Kanagckas gupektuBa No COOTBETCTBUIO MeAUUMHCKMX NpnbopoB 1 ero obecneveHunto [63] cBsA3aHbl ¢ npouegypamMmn
OLEHKN COOTBETCTBUA, OAHAKO HM B OOAHOM M3 HMX B ABHOM BUAE HE NPUBEOAEHO CTPYKTYPUPOBAHHOE pacCMOTpPEHUE
yrpaBneHus puckamu.
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C.5.6 BbiBOAbLI NO cTaHOQapTaM no ynpaBrieHNIoO pUCKaMn, OTHOCALLMMCA K 34paBOOXPaHEHUIO

B paccMoTpeHHbIX cTaHgapTax, OTHOCALLMXCA K 34paBOOXpPaHEeHUI0, NCNONb3YIOTCHA Takne opasbl U TEPMUHBI, Kak
«aHann3 PUCKOB», KOLEHKA PUCKOB» U «yNnpaBleHne puckamm». B 6oNblLIMHCTBE CTAHAAPTOB AAHHbIE TEPMUHBI UCTOIb-
3YIOTCA ANS CCbINKM HA Knaccupukaymio meanumnHcknx npnbopos. OgHako, Kak Bb110 NokasaHo, Knacckl NpubopoB (XOTS
OHW N MOIYT SIBUTBCS1 Pe3ynbTatoM PopMarbHOW OUEHKN) B 3HAYUTENBHOW CTENEHU CBSI3aHbl C BO3MOXHbIM BITUSIHNEM
Ha 6e30NacHOCTb, @ YPOBHU Yrpo3bl U CTENEHWU 3alUULWEHHOCTH (0ObeauHSIEMbIE MOHATUEM «NpaBaonogobuer) He pac-
CMOTPEHbI AOIMKHbIM 06pa3om. encTtBnTenbHO, B BONbLUIMHCTBE PACCMOTPEHHbLIX CTAHAAPTOB U PYKOBOACTB YacTo BCTPE-
YyalTcAa Takme dpasbl, KaK «kHanNnpumMmep» U «BKNO4Yasa», TO €CTb B HUX HE onpeaensieTcs Npouece, KOTOPbIn MOXHO ObIno
Obl ncnonb3oBaTb. [ModToMy Ans 3PPEKTUBHOIO UCNONMBb30BAHUA OaHHbIX JOKYMEHTOB TPEOYIOTCA 3HAYUTESNBHbLIE YCU-
nus.

C Opyron CTOPOHbI, B PACCMOTPEHHbIX AOKYMEHTAaX COAEPXUTCH AOCTATOYHO AAHHbIX, AN TOro 4rtobbl YETKO
chopmMynmnpoBaTb, YTO MNOHATUA «MEeAULMHCKUE NPUBOPbI» N «NPOrpaMmmHblie NPOoAYKTbl AN cdepbl 34paBOOXPAHEHUA»
HE SABNSAIOTCH CUHOHUMaMM.

Bonee TOro, HECMOTPSA HA TO, YTO MHOIME U3 NPEANOXEHHbBIX CPEACTB KOHTPONA MEeAULUMHCKMX NPpubopoB MOryT
ObITb NPUMEHEHBI U K NPOrpamMmmMHbIM NMPoayKTam Anst cpepbl 34paBOOXpaHEHUS], caMma CYLLHOCTb NMPOrpamMmHbIX MPOayK-
TOB MOXET noTpedboBaTb NPUMEHEHUS UHbIX CPEeACTB KOHTpONns. Mcnonb3oBaHmne HEKOTOPbIX CPeacTB KOHTPOMs, npea-
CTaBlIEHHbIX B PACCMOTPEHHbIX AOKYMEHTAaxX, NpeannucaHo, ckopee, 3akoHodaTelNbHbIMU TPEDOBAHUAMM, HEXENN OMpe-
OerneHHbIM UNu naeHTMdUUNpPpoOBaHHbIM PUCKOM. B HacTodwemM cTaHgapTe 3akoHOoAaTellbHble MEPOMNPUATUA HE pac-
CMaTpPUBAIOTCH.

[1pn paspaboTtke cTanHgapta no obecnevyeHnto 6He30MNacHOCTN NAUUEHTOB NPU MCNOMb30BAHUM NPOrPaMMHbIX NPO-
OYKTOB ANA cdoepbl 3gpaBooxpaHenunsi, Hanbonee nonesnubivm 6yayt NCO 14971 n GHTF/SG3/NISRS8, xota otaenbHbie
NONOXEHUSA MOryT BbITb 3aMMCTBOBAaHbI U3 BONbLUMHCTBA PACCMOTPEHHbIX JOKYMEHTOB.

B COBOKYNHOCTM PacCMOTPEHHbIE AOKYMEHTbLI 4A0T NOME3HOE HANoOMMHAHNE 0 HEOBXOANMOCTN aHanmaa u ynpas-
NEHNA PUCKAMU KaK B X04e NPOEeKTUPOBaHUSA, TaK U pa3paboTku, a TakkKe Npu KOHTporne n noaaepXXaHmm COOTBETCTBUSA B
npouecce BCEro XU3HEHHOIO UMKIa. TO0 0COBEHHO BaXHO, MOCKOSIbKY NPOrpamMmMHble NPOAYKTbI ANs cdhepbl 34PpaBOOX-
paHeHUs1 0ObIYHO Yvalle ODHOBNAKTCA B (POPME BbINyCKa HOBbIX MOANMPULUNPOBAHHbLIX BEPCUN, YEM MEeOULMHCKMUE NPU-
Bopbl, KOTOPbIE 0DLIYHO 3aMEHSIOTCH HOBbIMWU U3OENUSMM.

C.6 CtaHpapThbl, cBA3aHHbIE C yNpaBrieHUEeM pUCKamMm

C.6.1 BS 7799-2:2002, UCO/M3K 17799:2005, UCO/M3K 27001:2005

B BS 7799-2:2002, NCO/M3K 17799:2005 [65] 1 MCO/MIK 27001:2005 [64] oTpakeH nepeaoBoun onbiT B 06nactu
yNnpasrneHns nHpopmaynoHHOW 6e30nNacHOCTLIO, T.€. B 061acTu, K KOTOPOW OTHOCATCH NPOrpamMmmMHblie NMpoayKTbl Ans
chepbl 3gpaBooxpaHenust. [lepeoHavanbHo BS 7799 b6bin paspabotad B 1995 1. u ¢ Tex nop perynsapHo 0BHOBMANCS U
CTaHOBUIICHA BCe Bonee Npu3HaHHbIM B MeXayHapogHoMm macwTabde. [MocKonbKy NpuBeaeHHOE B HEM OonpeaeneHune
MHPOPMaLUMNOHHON DBe30nacHOCTU BKNOYaeT B ¢ebsl KOHPMAEHUMANbHOCTb, UENOCTHOCTb U AOCTYNHOCTb, MOXHO CKa-
3aTb, YTO B AAHHOM CTaHAapTe y4YTeHbl MHOIME acnekTbl KPUTUYHOCTU Be3onacHocTn, ocobeHHo, korga 6e30nacHoOCTb
nauyneHTa onpeaensieTcsd Ka4eCTBEHHOW OUEHKOW BO3AENCTBUS HA HErO.

HaHHbin bputaHcknn ctaHgapT COCTOUT U3 ABYX YacTeEWN:.

- yacTtb 1 COAepXUT COBOKYMHOCTbL OBLLENPUMEHNMbBIX LENEN KOHTPONA, CKOMMOHOBAHHLIX B NOArpynnbl, N rnae-
Hble 3aJa4u,;

- 4acTb 2 onpeaenseTr KOHUENnUM0 CUCTEMbI ynpasrneHna nHpopmMmaunoHHON 6e30nacHOCTbI0 (HA NMPOTSKEHUN
)KM3HEHHOIO UMKIIA), COrNMacoOBaHHYIO C KPUTUYHOCTBIO 6e30nacHOCTU, Ka4eCTBOM, MHOOPMALMOHHBIMK NpoueaypamMmmn u
3aWmMTON OKpyXxatouwen cpeabl. Cucrtema ynpasneHnst MHQoOpMaUnoHHON BEe30NacHOCTBIO TaKkKke basmpyeTcs Ha Moaenu
PDCA (nnaHmpoBaHue, UCNONHEHUe, NPOBEPKA U peanuni3auus).

Llenn KOHTpons TeCHO CBSA3aHbl C BONPOCaMKM OLEHKM PUCKOB Ans 6be3onacHocTu naumeHToB. K HUM OTHOCSAT:

- NONMUTUKY BE30NacHOCTW;

- OpraHu3aumnio n ynpasreHne 6e30nacHoOCTbIO;

- Knaccnukaumnio n KOHTPOrb PeCypCoB;

- be3onacHOCTb NepcoHana;

- PU3NYECKYIO U SKONTOrn4yeckyto 6e30nacHoCTh;

- ynpaBneHne KOMMYHUKaUUSAMU N OENCTBUAMMU;

- KOHTPOIb AOCTYNA,;

- pa3paboTKy U COMNPOBOXAEHUE CUCTEM,;

- YrpaBNeHne HENpPepbIBHOCTBIO BU3HEC;

- COOTBETCTBUE,;

- ynpaeneHne MHUMOaEHTaMu.

BS 7799-2 661N NpuHAT B KavecTBe MmexayHapogHoro crangapta NCO/M3K 27001, cogepaHne KoToporo deino
CKOPPEKTUPOBAHO € y4eToM npeabiaywero ctaHgapta NCO/M3K 17799:2005. BS 7799-1 ewe paHee Obin NPUHAT B
kavecTBe mexayHapogHoro ctangapta MCO/M3K 17799:2005, ogHako oxunagaeTcs, 4To oH byaet BktoveH B MCO 27002.
Kpome Toro, oxxungaertcst, YTo B brnivkanwem dyayuem B 3TOW e cepumn NOSIBATCH HOBbIE CTaHOAPThI.

BaxHbIM Ansa HACTOALWEro ctaHgapTa sSIBMAETCS UeHTparnbHas 3aBUCMMOCTb CTaHgapTa OT CUITBHO CTPYKTYPUPO-
BAHHOW N BCECTOPOHHEN (M NoApobHON) OLUEHKM pucKka BU3HEC-NIPOLLECCOB, MHPOPMALMOHHBLIX CEPBUCOB U MHAPPACTPYK-
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TYp (annapaTtHoe u nporpaMmmMmHoe obecneveHne, HOCUTENM AaHHbIX, AOKYMEHTaumMs U T.4.), NCNONb3YyEMbIX B PaMKax
CUCTEMBbI ynpaBneHnsa NHPOPMaLNOHHOW 6e30NacHOCTBLIO.

Kpome topuandeckmnx n perynatuBHblX TpeboBaHmn B MCO/MIK 27001:2005, nogpasnen 4.2, nepevuncnenune 1b,
TaKXe OAONONHUTENBbHO CAENaH akUueHT Ha PaAcCMOTPEHUMN KOHTPAKTHbIX 00S3aTEeNbCTB HA BCEX CTaAUSAX CUCTEMBI YNPaB-
NeHns MHPOPMaLUMOHHON BEe30NacHOCTbI, 0COHBEHHO B OTHOLWEHUN OLUEHKN PUCKOB, 06paboTKn pUCKoOB, BbiIbOpa cpeacTB
KOHTPONS, KOHTPOINS 3anucen n PecypcoB, MOHUTOPUHIA U aHanmia CUCTEMbI ynpaslneHnss MHPOPMAaLNOHHON Besonac-
HOCTbIO U TPEBOBAHUIN K AOKYMEHTALNMN.

Bonee Toro, B byaywem ewe oanH aokymeHt, BS 7799-3:2006 [69], no ynpaBneHUtO puckamm B CUCTEME ynpasne-
HUA nHPOpMaUMOHHOW Be3onacHOCTbIO ByaeT NPUHAT B KavecTBe MmexayHapoaHoro ctaHgapra MCO/M3K 27005 [66]. B
HEM npeacTtasneHa nHdopmauus, nogodbHas npuBegeHHON B ONyOITMKOBAHHOM AOKYMEHTE BPUTAHCKOro MHCTUTYTA
ctaHgaptoB PD 3002:2000. 3T0T AOKYMEHT COAEePXUT nogpobHoe onucaHue npobnem sdppekTMBHON peanuisaynm
YNpaBneHns puckamm MHPOPMaLUUOHHON BE30MNacHOCTU, OYEHb NOXOXee Mo PopmMe Ha NepeYeHb KITHYEBLIX KOMMO-
HEHTOB, NpeacTaeneHHbIn B C.3.

Komnnekc ctangaptoB MICO 2700X HanpaeneH Ha 1O xe, 4To 1 ctadgaptel MOK 61508-3 1 MOK 61508-5 (cm.
C.6.2). OgHako B HEM CHOBA OTCYTCTBYIOT BCECTOPOHHME cneundurkaunum oxBaTbiBAEMbIX NPOLECCOB UM BONPOCOB,
nognexawmux paccmotpeHuto. C apyron ctopoHsl, obnacte npumeHeHns MCO 27001 moxeT BbITb B 3HAYUTENBHOW MEpE
MCNONb30BaHa B OTHOLWEHWUN OLEHOK PUCKOB ANnsA 6e30nacHOCTU NauneHToOB NPU UCNOSIb30BaAHUN NMPOrpaMmMHbIX NPOAYK-
TOB ANs cdpepbl 340paBOOXpPaHEHUS.

C.6.2 MIAK 61508 «OueHKa KpuT4eCckKoro puckKka gnsa oeaonacHoCcTun»

M3K 61508 coctout na socbmun vyacten. B yvactm 0 npegctasneH 063o0p. OCHOBHOE cogepXaHne npeacTtaBneHo B
yacTtax 1 — 4. VIx npoekTt 6bin paspabotan B 1998 r., a npoekT yactum 2, cogepxawen TpeboBaHna K cuctemam, CBA3aH-
HbIM ¢ Be3onacHoCTblO, BbIN nepecmoTpeH B 2000 r. Bepcnmn Bcex YeTbipex YacTen, BoinylWweHHble B aekabpe 2005 r., B
HaCTOsILLEE BPEMS SABNSAOTCH NPEeAMETOM rofiocoBaHnst B komuteTe. Yactn 5, 6 n 7 dyayT paccMOTPEHbI MO3Xe.

CtaHgapT NPUMEHUM K 3MEKTPUYECKNUM, SMNMEKTPOHHLIM U NPOrpamMMmUpyeMbIM 3NEKTPOHHBIM cuctemam. PaHee
BO3HMKAN BOMNPOC, AOomkHa nu obnacte npumeHeHmns MO3OK 61508 orpaHmnyumBaTtbCsl KOHTPONNepamm ¢ nporpamMmmumpy-
emon norukon. OgHako nocnegHve paspaboTkun, HanNpuUMep, oxXBaTbiBawowWme NHPOPMALUOHHbIE CETEBbIE CUCTEMBI,
CBSA3aHHble C He30nacHOCTbIO, NOAKITIOYEHHbIE K VIHTEPHETY, NOAYEPKHYTU MPUMEHUMOCTb CTaHAAapTa KO BCEM NPOrpam-
MUPYEMbBIM CUCTEMAaM, HE3ABUCUMO OT UX KOHKPETHOro NpuMeHeEHUA.

MOK 61508 npeaHasHaveH gnsa coBmecTHoOro npumeHernus ¢ MCO 9000 n ocHoBbIBaAeTCA Ha cnegyowmx nonoxe-
HUAX:

- 6e30nacHOCTb HE MOXET ObITb abCONKTHON (C HYNEBBLIM PUCKOM);

- PUCKU, CO3daBaeMble CUCTEMaAMU, JOMKHbI ObiTb BbISIBEHb;

- HEAONYCTUMbIE PUCKN OOJIKHbI ObITb CHUXEHbI UM UCKITHOYEHbI;

- YBEPEHHOCTb B De30nacHOCTN AormkHa ObiTh onpegenerHa 3apaHee, a He PETPOCNEKTUBHBLIM aHANM3OM MNPOEKTA;

- 6e30NacHOCTb AOIMKHA OblTb AEMOHCTPUPYEMOW;

- pa3pyLlleHne BePLI B TO, YTO «BCe, caenaHHoe (T.€. NOCTPOEHHOE) XOPOLWO, aBToMaTuveckn byaet 6e3onacHbIMy,
NMEET KPUTUYECKOE 3HAYEHUE;

- NpaBunbHOe PYHKUNOHNPOBAHUE He 0D0s3aTenbHO agekBaTHO HE30NaCHOCTW.

K HacTosAwemy ctaHaapTy MMerT oTHoweHne cnegyowme yactn MOK 61508:

- Yactb1. Obwimne TpeboBaHus;

- Hactb 3. TpeboBaHua K nporpaMmmHOMY obecneverHuto (T.e., K NPorpaMmmMHbIM KOMIMOHEHTAaM);

- Yactb 5. lNpumepbl meTogos ana anhdepeHUnpoBaHmnsa YPOBHEN LEMOCTHOCTU De30nacHOCTH.

O DHEKTUBHOE UCNONBb30OBAHNE CTAHAAPTA, HECOMHEHHO, TPpebyeT NOHMMaHUSA yrnpaBneHns pUckamm, N TeKyLas
Bepcus yacten 1 — 4 yacTUYHO OTpaXKaeT MHEHUE, YTO HEKOTOPbLIE MPoUecChl CNULLKOM CIOXHbl U HEOOAHO3HAYHbI.

B ocHOBe A4aHHOro ctaHgapTa NeXUT KOHUENUUA «YPOBHEN LUENOCTHOCTM BE30NacHOCTUY», KOTOPbIE B YEM-TO aHa-
NTOMNYHbl YPOBHSAM PUCKOB. XOTS1 KOHKPETHbLIE NPOUECCHI NO YCTAHOBMEHUIO YPOBHEWN LENOCTHOCTU He30MnacHOCTU He
npeacTaBrieHbl, B YacTn 5 nokasaH CnekTp anbTePHaATUBHbLIX METOAOB. [ mMaBHOM cpean HUX SABNAETCH Kaccupukaums
DUCKOB, OCHOBaHHAas1 HA OTODpaXXeHUM 4acToTbl U NOCNEACTBUAX, HA OCHOBaHUN KOTOPbLIX BbIOUpaeTcsa OAMH U3 YeTbIpex
KNnaccoB pucka. [NoCKONbKy B JaHHOM Cry4dae «4acTtoTa» NOHMMAETCH Kak CMHOHUM «npaBaonogobusiy, T0 Mbl UMEEM
Oeno ¢ npoueccom, OCHOBaAHHbLIM HA pUCKaxX, B YMCTOM BUAE, U AaHHbLIM CTaHOAPT NPUXoauT K TEM XKe BbIBOAAM, YTO U
GHTF/SG3/NI5RS [39].

OpaHako, Nnpumepsbl, NPUBEAEHHbIE B YacTU 5, OCTAOTCH BbICOKOYPOBHEBLIMM U HE OMyCKATCHA A0 NOAPODOHbLIX
nepevyHen KpUTepues, noanexawmx paccMOoOTPEHUI0, UIMKN CPeACTB KOHTPONSA, NoaxXoaswmx ans npuMmeHeHus1. Takke
crieayet y4ecTb OTHOCUTENBHOE NpegnodYTeHne cTaHgapTa K KOnnM4ecTBEHHbIM Mepam OLIEHKN PUCKOB, XOTH NOTEHUMamNb-
Has POIlb KAYECTBEHHOM OLIEHKM B HEM TaKkKe NpusHaeTcs. PasymeeTcsl, KQUeCTBEHHYIO OUEHKY ByaeT NPakTUYEeCKU He-
BO3MOXHO MPUMEHUTb NPU OTCYTCTBUU HAOAEXHOINO UM oBWKMPHOro 6aHka CTaTUCTUKM, HA OCHOBAHUKM KOTOPOro OHAa
morna obl ObITb cchopMmmpoBaHa.

[Tockonbky M3K 61508 npegcraBnsaer COBOKYNHOCTb MOHATUMA U NMPUHLUUMNOB, KOTOPbIE MOrYT OblTb YYTEHbI NPU
OUEHKEe PUCKOB AN 6e30nacHOCTU NauueHTOB CO CTOPOHbI NPOrpaMmmMHbIX NPOAYKTOB ANsl chepbl 34paBOOXPaAHEHUS,
MEXaHU3Mbl, NpeacTaBneHHble B CTaHAapTe B HACTOALWEM Buae, 0ObIMHO paccMaTpuBalOTC B KOMMJIEKCE U eaBa NN
MOTyT ObITb peanu3oBaHbl noaxoasawmm obpasom. [MosTomy, ecnm Kakon-nmbdbo npouecc oueHKn Byaymx puUcKoB CO
CTOPOHbI NPOrpamMmMHbIX NPOAYKTOB Ans cdepbl 34paBoOOXPaHEHNsI U MOT Dbl MCNONBb30BaTb OCHOBHbLIE NMPUHLKMLI, TO 3TO
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cunTaeTcs HenpurogHoeiM. Kpome Toro, ocobeHHo BaxHO byaeT 4ocTudb 0bLLen cornacoBaHHOCTU CO cdhpepon mMeguLnH-
CKMX Npnbopos., rae yxe ncnoneayetcss MCO 14971 (cm. C.5.1), n B KOTOPON NCNONBb3YIOTCA PasHble, Kak npasuno, bonee
NPakTUYHble, MEXAHU3MBbI.

C.6.3 MeToa oueHku pucka nHdopmaunoHHon beszonacHocTu lNpaButenbctBa Bennkooputannn CRANMM

CRAMM [40] aBnsieTtca meToaom, pacrnpocTpaHdeMblM HA KOMMep4YeCcKou OCHOBe. B BMae UCKNIOYEHUsS1 OH pac-
CMOTPEH B HACTOSILWEM CTaHAapTe € NPU3HAHUEM TOro, YTO OH SABNSAETCH UHTENNEKTYyanbHOW COBCTBEHHOCTBIO NMPaBu-
TenbCcTBa BennkobpmntaHmy, 4TO OH LUMPOKO WU YCNELWHO NMPUMEHSETCH MHOMMMW OpraHusaumamMmmn 34paBooXpaHeHust, a
TakKe BHeaApeH B HauuoHanbHOW cnyxbe 3gpaBooxpaHeHus Benukobputanumm.

Hannbin meTog 6bin paspabotanH npumepHo 17 neTt Hasag v perynsipHo passBuBarncsa n nepecmartpuBarncs. B
TEYEHME MOYTN BCEr0 BPEMEHM OH MOAAEPXUBANCH MOJIyaBTOMATUHECKON CEPBUCHOW MPOrpamMmmon,  U3BECTHO, YTO
bonee 600 konNun gaHHOW CEPBUCHOW Nporpammbl Obinu BHeApPeHbl bonee yem B 25 cTpaHax.

IlaHHBIN MeTod U ero cepBUCHas nporpamMma nogaepXuBatoT:

- npouecc ynpaesneHnss nHopmaynoHHon besonacHocTtelo no BS 7799/NCO 27001,

- MOAENUPOBaHUE PECYpPCOB U 3aBUCUMOCTEMWN;

- aHanM3 u ynpaeneHue puckamm MHPOPMaLUMOHHON BE30NacHOCTH, BKoYasa o0bpaboTKy PUCKOB;

- cneyndukaumtio TpedboBaHM K HENPEPLIBHOCTU U BO3BPALLEHUIO K HOPME;

- co3gaHne BubnNMoTeEKN MHOIOKPaTHO UCMONb3yEMbIX MOAENEN PUCKOB U COOTBETCTBUSA;

- UTepaTUBHbIE OLUEHKU C UCNONb30BaAHNEM B3aMMOOEWNCTBYHOLWNX YPOBHEN PYHKUMOHAIIBHOCTU «3KCMNPECce» U
«IKCNEPT»;

- POPMUPOBAHNE OTHETOB NO PUCKAM U COOTBETCTBUIO;

- cpeacTBa MNoBbilLeHUS Be30nacHOCTU U NMNaHUPoOBaHME peanu3auum.

MudbopmaunoHnas besonacHocTb Tpaktyetca B CRAMM B cootBetctBun ¢ MCO 27001. CRAMM coaepxunt 6a3bi
3HaHWUW/3KCNEPTHbIE CUCTEMbI, BKINHOYas:

- okorno 400 tunoB pecypcoB (B T.4. 06paboTky nHpopmaunmn, MHPOPMALMOHHbLIE CEPBUCHI, annapaTHoe U MNpo-
rpaMmmHoe obecnevyeHmne, KOMMYHUKALMOHHBIE NPOTOKOMbI, HOCUTENW AAHHLIX U MeCcTa pasMeLlleHus);

- 26 pa3HbIX TUMOB BO3AENCTBUS (B T.4. NPOOBNemMbl ¢ KOHPUAEHUNANBHOCTBIO, LENOCTHOCTBIO U AOCTYNHOCTLIO);

- oueHky Bo3gencteus no 10-6annbHON KONMYECTBEHHOW WUIMN KAYECTBEHHOW LUKAINE;

- okono 40 TMNOB yrpo3 n cTteneHen 3awnueHHOCTY (BKNYvasa crnydyanHble, npegHamMepeHHble, TEXHUYeCcKne, Yeno-
BEYECKME U T.MN. PaKTOPbI), a TAKXKE BOMPOCHI, HA KOTOPble HEOBXOANMO OTBETUTb, YTODbLI OLEHUTB UX;

- CEMb YPOBHEWN PUCKA;

- BOCEMb 30H MHPOPMAUNOHHON Be3onacHoCTU (NporpamMmmMmHoe 1 annapaTtHoe obecnevyeHne, KOMMyHUKaLNN,
nepcoHarn, AOKyMeHTauus, npoueaypbl, PU3andeckne acnekTbl U U3ny4eHus);

- okono 3500 KoHTpMep (OpraHn3oBaHHbLIX B MEpapXnUYecKme rpynnbl No Mepe Bo3pactaHns KOHKPETHOCTU N OXBa-
Ta NPOrpaMmHbIX NPUHUMNOB, 3a4a4, PYHKUMA N AENCTBYOWKNMX 06pa3uoB), MHAEKCUPOBAHHbLIX B COOTBETCTBUM C Yrpo3a-
MU U pecypcamMmu, agekBaTHbIM OTBETOM Ha KOTOPbIE OHU ABMAKTCS.

M3 nanoxeHHoro Bbie criegyeT, 4To noaxon, 6nm3knm kK CRAMM mnn OCHOBaHHLIA HA HEM, MOXET AO0CTAaTOYHO
3P PEKTUBHO NCNONBb30OBATL OLUEHKY 6€30NacHOCTU NALUEHTOB NPU NUCNONb30BAHUK NPOrpaMmMHbIX NPOAYKTOB Ans ce-
Pbl 34paBoOOXpPaHEHUA NOCPEACTBOM CUCTEMATU3aUUN CYLLECTBYIOLMX 3KCNEPTHLIX 3HAHUW, genatwouwen nHdpopmauuio u
npouecchbl 06WEeAOCTYNHBIMU, N YNPOLWEHUA UX UCNONBb30BAHUS HE 3KCMEpPTaMN.

C.6.4 BbiBoAgbl N0 cTaHgapTaMm, CBA3aHHbLIM C yripaBNeHNeM pUucKamMm

Bce ctaHgapThl, paccMOTPEHHbIE B HACTOSILWLEM pasgene, UMeKT NpsMoe OTHOWeHune K obecneveHuto beaonac-
HOCTU MaUWUEHTOB NPWU UCMONb30BaHNN MPOrpamMmmMHbIX NMPOAYKTOB ANA chepbl 34paBOOXPaHEHUA, XOTA HU OANH N3 HUX
HE MOXeT DOblTb MCNONb30BaH B €ro HACTOSILWLEM BUAE.

CoBmecTHOe ncnonbs3osaHue MICO 27001 1 CRAMM pgaet noytn gencreytowmmn obpasel 1oro, 4To Morno ool 6biTh
OOCTUTHYTO NPU UCNONMb30BaHMN METOA4Aa U MHCTPYMEHTalbHbIX CPEACTB, COOTBETCTBYIOLWMX KOHUENMUUAM, N3NOXEHHbLIM B
M3K 61508.

C.7 Obwme BbIBOALI NO CTaHAAPTAM MO yNpaBIIeHNIO pUCKaMn
'IpyBeaeHHbIN 00630p NOKA3LIBAET, UYTO CYLLECTBYET MHOXECTBO AOKYMEHTOB, CTAHAAPTOB U UHCTPYMEHTAIbHbIX
CPEACTB NO yNpaBleHN0 PUCKAMN, MHOTME N3 KOTOPbIX OTHOCATCS K 3aKOHOAATENbHbIM U PErynsaTUBHbIM TpeboBaHUAM
(KOTOpbIE HE SABNSAKTCH NPEeAMETOM PACCMOTPEHUS B HACTOSIWLEM CTaHAapTe) unm MmeanuuHckum npubopam (KoTopble
MO CBOEW CYTU OTNMYAKOTCA OT NPOrpaMMHbIX NPOoAYKTOB). UTO KacaeTcsa cTaH4apToB NoO MeAUUMHCKUM npnbopam, TO B
obnacTe NPUMEHEHUS HEKOTOPLIX U3 HUX BKMNIOYEHbLI NPOrpaMmMHbIe NPOAYKTbI, XOTA U KaK 3dpdekTuBHble A06aBKU K
caMum MeguUMHCKUM npubopam.

[aHHbIN 0030p CTAHAAPTOB MOKa3ars, YTo OHM HOCAT NMBO O4YeHb OBLWKMK XapakTep, MO0 CNNLLKOM CNOXHbl ANS
HEeNocpeacTBEHHOro NpUMeHeHus Ans uenen HacTosIWero craHgapTa, TO eCTb AN pelleHnst KOHKPEeTHbIX npobrnem
H6e30nacHOCTM NAUMEHTOB MPU NPUMEHEHNN NPOrpamMMHbIX NPOAYKTOB ANsl cpepbl 34paBOOXPaAHEHUSI HECNeUnanucTa-
MK (C onNpeaeneHHON CTENEHbI YBEPEHHOCTU B TOYHOCTU pesdynbTaTta).

YuuTbiBasi, YTO YEeTKME HOPMATUBHbIE MaTepuanbl NOABATCSH TOMbKO MOcne 3aBeplleHnst paspaboTkm cTtaHgapTa
coBmecTHOW paboden rpynnon NCO/M3IK [35], cnegyeT noHMMaTh, YTO yXKe AOCTUNHYThI CYLLECTBEHHANA YHUPULUNPOBAH-
HOCTb U KOHCEHCYC MO KMNOYEBbIM KOMIMOHEHTAM 3PMEKTUBHOIO YMNPaBliEHUA PUCKaAMM.
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MHOrme KOMMOHEHTbI PACCMOTPEHHbLIX CTAHOAPTOB, OCODBEHHO NpUMEPHLI peann3aunn, MOryT oKasaTbCsl OYeHb
none3HbiMu, ecnun nx obbveamunTb. OgHako NogodbHoe 0bbeAnHEHNE BCE PABHO HE 0DecneymnT BCECTOPOHHENO0 OCBELLE-
HUA Npobnem, To ecTb NOTpebyeTcsa UX ganbHenwas npopaboTka.

Tem HEe meHee, Npu paspaboTke Nboro ctaHgapTa no obecnevyeHnto 6e3onNacHOCTU NaUuMEeHTOB NMPY UCNONb30Ba-
HUU NMPOrpamMmmMmHbIX NPOAYKTOB AN cdpepbl 34paBOOXpPaHEHNS BCE PACCMOTPEHHbIE HOPMATUBHbIE OOKYMEHTbI MOIyT
OKa3aTbCH MONE3HbIMMN.

OCHOBbLIBasiCb HA PACCMOTPEHHbLIX HOPMATUBHbIX AOKYMEHTaX N UX NMPakTUYeCKOM NPUMEHEHNN O1151 BbICOKOYPOB-
HEBbLIX OMpederieHUNn N KOHKPETHbLIX peanu3aunn, CNoXHO NpeanonoXmtb, YTO O4MH HOPMATUBHLIM OOKYMEHT CMOXET
OXBaTUTb BCE MNOHATUA N SKCNEPTHbIE 3HAHUA, HEObXoauMbIe Ansa obecneveHnst 6e3onacHOCTU NaunMeHTOB NPU UCMNOMNb-
30BaHUKN NPOrpaMmmMHbIX NPOAYKTOB Anst cdhepsbl 3gpaBooxpaHeHus. [axe ecnm 310 morno 6bl 6bITb AOCTUIHYTO, TO BECH-
Ma MaroBEPOATHO, YTO TAKOW AOKYMEHT MOXET ObiTb Takke 3(PPEKTUBHO MCNONb30BAH B pearbHbIX yCrnoBusax 6e3
NPUBMEYEHNs1 OONONMHUTENbHbLIX CPeACTB NOAAEPHKW.

O6beanHenne VCO 27001 1 CRAMM co3gaet nodtu paboynn obpaseu 10ro, 4To Morno 6l ObITb JOCTUTHYTO.

O6LWwm BbIBOA 3aKNOYAETCs B TOM, YTO €CNu ynpasneHne puckamm JOIMKHO BOUTU B NepedeHb TpeboBaHnn no
obecneveHnto 6e30nacHOCTN NPU UCNONMb30BAHUN MPOrPaMMHbIX NPOAYKTOB ANsi cpepbl 34paBOOXPaHEHUS, TO:

- TpebyeTcs HOBbIM CTaHAAPT, COrnacoBaHHbIM HA BbICOKOM YPOBHE C pe3yrbTaTaMmn COBMECTHOW paboden rpynnol
MCO/M3K, NCO 14971 n NCO 61508, paspabotaHHbIn cneynanbHO Ans NporpamMmMHbIX NPOAYKTOB Ans cdhepbl 34paBo-
oXpaHeHus. Takon cTaHgapT AofnkeH Bonnowartb koHuenuunn, nanoxeHuole B GHTF/SG3/NI5R8, n ocHoBbiBatbesl HA
onbiTe ncnone3oannda CRAMM n NCO/M3K 17799;

- HOBbIW CTaHAAPT AO0IMKEH ObITb NOAKPENNEH PYKOBOACTBOM MO peanuiaunu, npeaHasHavYeHHbIM cneunanbHO
ONs1 NporpaMmMHbIX NMPOoAYyKTOB AnsA cdhepbl 34paBoOXpaHEeHUs.
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