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MpepucnoBue
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naptoB Poccuiickoii ®egepaumn — FOCT P 1.0—2004 «CraHgapTtusauus B Poccuiickoi ®eaepaumun. OCHOBHbIE
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PYCCKUIA A3bIK CTaHAapTa, ykazaHHOro B NyHKTe 4

2 BHECEH TexHunyeckuM KomuTeToM no ctaHaaptusauuu TK 468 «MHdopmaTusauma 3noposba» npu
LIHWUMOWMS Pocagpasa — eanHonuuHbIM NnpeacTtasuTenem MCO TK 215

3 YTBEP>XOEH W BBEOEH B AENCTBUE lNpukasom degepansHOro areHTcTBa Mo TeXHUYeCKoMy perynu-
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4 Hacrosmii ctaHaapT naeHTu4ieH mexxayHapogHoMy ctaHgapTy MCO/TO 27809:2007 «UHdbopmaTusauma
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obecneverus» (ISO/TR 27809:2007 «Health informatics —measures for ensuring patient safety of health software»)
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UHpopmayus 06 usmMeHeHUsIX K HaCmMosiWeMy crmaHOapmy rmybrnukyemcs 8 exe200Ho usdagaeMoM UH-
ghopmayuoHHOM yKkaszamerne «HayuoHanbHble cmaHOapmbi», @ MeKCM U3MeHeHUU U oMnpasoK — 8 eXXeMeCcs4HO
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BBegeHue

Yrpo3a 6e3onacHOCTY nauueHTa

B npoLunomM nporpamMmHoe obecneyeHue, cesizaHHoe co chepoli 3ApaBooXpaHeHUs, B OCHOBHOM UCMIONHSA-
1O OTHOCUTENBHO HEKPUTUYHBIE aAMUHUCTPATUBHLIE (DYHKLMKM, TAE PUCK HaHECEHWA Bpeaa NauUeHTy, B OT/INUne
OT HapyLleHUa OyHKLIMOHUPOBaHUS opraHu3auum, 6bin HU3kumM. KnuHudeckue cuctembl 6biu, B 06LLEM, HECNOX-
HbIMKW, UMENK, ckopee, aAMUHUCTPaTUBHOE, YEM KITMHUYECKOoe, CoAepXXaHue, U He UMenn pasBUTbIX NporpaMmm-
HbIX CPEACTB NoAAEPKKU MPUHSTUS peLleHuit. [laxke cucteMbl NoAAEPXKU KNMUHUYECKUX peLueHni 6binmM oTHOCK-
TenbHO NPOCTbIMUK, 06Naaany NOHATHOW NOTUKON U UCMONB30BANIUCL Kak BCoMoraTesbHble CPeAcTBa, a He Kak
OCHOBHOM MHCTPYMEHT NPU NPUHATUM PELLEHUA. B HacTosiLLee Bpems 3TO NONOXKeHUe U3MeHUNoch, U ByaeT no-
CTOSIHHO U3MeHATbCA U B ByayLiem. CyLLIHOCTb NPOUCXOASILLIMX U3MEHEHWI yBenuiMBaeT NoTeHUUanbHbIe PUCKU
AN nauneHTos.

B cdhepe MeaguumMHcKoro nporpaMMHoro obecnevyeHnss UMenyu Mecto HebnaronpuATHbIE NPOUCLLECTBUS,
HanpuMep, B cdrepe CKPMHUHTA, BbI30Ba U MOBTOPHOTO BbI30Ba Bpaya nauueHTamu cbon nporpammHoro obecne-
YeHVs MPUBOAUIU K TOMY, YTO Bpayn He BbleKanu K cepbe3Ho 60nbHLIM nauueHTam. MoaobHele cnyvaun He
TOMbKO CTAHOBWMNCH NPUYUHONK CTPaAaHWi NaLUeHTOB, HO Takke MO NPUBECTU K NPeXaeBpeMeHHOMY neTanb-
HoMy 1cxogy. B pesyneTaTte nogpbiBanock AOBEpUE HaceneHUs K MEAULIMHCKOMY OBCNY>XUBaHUIO.

O6bem ckpMHUHTa, NPOBOAUMOTO B OTHOLLEHWU 3aboneBaHuil, CyLWwecTBeHHO BO3pacTaeT U B HacToswee
BpeMsi 0xBaTblBaeT 6osbLLIOe YMCTIO CYOBLEKTOB, UTO TpebyeT BbICOKOW CTEMNEHM oBEPUSA K NporpammHoOMy obec-
nevYeHnIo Ha aaMUHUCTPaTUBHOM U KITMHUYECKOM YPOBHSIX, YTODbLI 3ahUKCUPOBaTL OTKNOHEHWUS OT HOPMbI U «Bbl3-
BaTb» UMK «0BpaboTaTb» NauWeHTOB C MOBbILLEHHbLIM PUCKOM. Takoe nporpaMmmMHoe obecneyeHve AoHKHO BbiTb
6e3onacHbIM B OTHOLLEHUN CBOE 0Br1acTu MPUMEHEHUS.

PykoBoguTenu n apyrie nuua, OTBETCTBEHHbIE 3a OpraHu3aLiy 3apaBooxpaHeHns, A0MKHbLI MOHUMaTbL cre-
aylouiee:

- MeauLMHCKoe NporpaMmmHoe obecneveHre NoTEHUNANTBEHO MOXET HaHeCTH Bpea nauueHTam;

- AaHHas BO3MOXHOCTb BO3PacTaeT Mo Mepe YBENUYEHUs CIIOKHOCTY BHeAPSAEMOro nporpamMmmMHoro obecne-
YeHus;

- OpraH13aLumn 3gpaBooxpaHeHust Bce 6onbLue 3aBUCST OT MegULUMHCKOTO NporpammHoro obecneyeHus.

W3 aToro cnegyerT, UTo, Noka pucku He 6yayT naeHTUbUUMPOBaHbI U B3ATHI MO KOHTPOSb, NauueHTsl byayT
HaxoaWTbCs Nog Yrpo30i, a penyTauus opraHusauun sgpaBooxpaHeHuns 6yaert ctpagarh, UTO NpUBEAET K CylLLe-
CTBEHHbLIM (PUHAHCOBLIM U FOPUANHECKUM NOCNEACTBUSM.

B Mu1pe cylecTByeT NOBbILEHHOE BHUMaHWE K 60NbLIOMY YACY KIMMHUYECKUX MHLIMOEHTOB, KOTOPbIE MOX-
Ho 6bI110 NPegoTBPATUTL, HO KOTOPbLIE OKasanu HebnaronpuaTHoe BO3ASCTBIE Ha NaLMEeHTOB, BKIoYas fieTaslb-
HbIA MCXO4 W UHBANUOHOCTE. 3TO OTMeYeHO B pasHblX UctouHukax (cm. [1], [2], [3], [4], [5] v [6]). K Takum
npeaoTBpaTUMbIM UHLMAEHTAM OTHOCATCS HETOUHbIE MW HeBEpPHbIe AWarHo3bl U Apyrue pelleHus. Bnvsiowmm
haKTOPOM HaCTO ABNAETCA OTCYTCTBUE USIM HEMOSTHOTa MHDOPMaLIMK, UK NPOCTO He3HaHWe, HanpuMep, o Meau-
LIMHCKUX BO3MOXXHOCTAX B TPYAHbLIX CAy4YasaXx U NOGOYHbIX peakuusax Ha nekapcTBeHHbIe Npenaparbl.

Bce vaule yTeepxaaeTcs, 4TO MHOPMaLMOHHBLIE CUCTEMBI, peanuayloLue NOAAEPXKKY NPUHATUSA peLle-
HWIA, NPOTOKONNPOBaHMNE, SNEKTPOHHbBIE PYKOBOACTBA U NOACKa3Ku MOrfiv 6bl CyLLLECTBEHHO CHU3WUTb NOAobHbIE
HebBnaronpuATHbIe Bo3aencTaus. Jaxke ecnu Gbl He GbIIo APYrMX NPUYKH (2 OHU CYLLIECTBYIOT), 3TO NpuBedeT (U
NPUBOANT) K BO3PACTaHUIO MPUMEHEHWS CUCTEM NOAAEPXKKA NPUHATUS PELLUEHWUIA U YNPaBIeHNs! JIeYeHUeM, YTo, B
CBOI0 ovepeb, Hen3BexHo NpuBeaeT K YCAOXHEHUIO U COBEPLUEHCTBOBAHWIO TaKUX cUCTeM. Takke MOXHO npea-
NONOXWTb, YTO NOA BO3AEUCTBUEM BPEMEHU U cyaebHO-MeanLmMHCKUX hakTopoB Bpaun 6yayT Bce 6onbLue no-
naratbCsa Ha Takue CUCTEMBI, BCe MeHbLue 06pallas BHUMaHne Ha X NPoU3BOAUTENbHOCTb. [leiCTBUTENBHO,
NOCKOMNbKy NOA06HbIE cucTeMbl UHTErpUpyOTCA B cdiepy MeauumHckoro obcnyxusaHus, nobas Heyaada npu
NPUMeHeHNN CTaHAaPTHLIX CPEACTB NOAAEPKKN MOXET BbITb OCYXKAeHa Ha IPUANYECKUX OCHOBAHMUSIX.

PaclmpeHHas noaaepxka NPUHATUA peLLeHUA MOXET 0XUAATLCS HE TOSBLKO MPU NEYeHWI, HO U B ApYyrux
obnacTax, Takke 3Ha4MMbIX AN 6e30NacHOCTU NALMEHTOB, TakUX KaK MPUHATUE peLleHs O HanpaslieHUu K cre-
umnanuctam, korga owmnbka B Bblgaqe «NpaBUNbHOMO» HanpasneHns UM B CBOEBpeMEHHON Bbidaye Hanpaesne-
HWS MOXET UMETb Cepbe3Hble NOCNeaACcTBUSA.

OkoHoMUYeckue hakTopbl Takke CNOCOBCTBYIOT YBENMUEHUIO YACHa CUCTEM NOAAEPXKKM MPUHATUS peLue-
Hui. Ccbepa rpynnoBoro u/mnu aKOHOMUYHOTO Ha3HaYeHUS NekapcTB ABNAeTCA Hambonee o4eBMAHOMN, HO elle
OfHOW ABNSAETCS S9KOHOMUSI CPEACTB Ha KONMYECTBE Y CTOUMOCTU KITMHUYECKUX UCTIBITAHUIA.

CucTteMbl, nogobHble cuctemam Ans noaaepXkku NPUHATUA pelleHnid, cnocobHbI NPUBECTU K CHUKEHUIO
pucka Bpa4yebHbIX oWnBOoK 1 ynydweHuto BpavyebHoi npakTuki. Hanpumep, 60mbLUOe YUCO ONyBInKOBaHHbLIX

v
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cBeAeHU NoATBEPXKAAET CHKEHWE YMCna OLIMBOK U HeraTUBHbLIX Cly4aes, UMEBLUNX MECTO B pesynbTaTe Npu-
MeHEHWA aNeKTPOHHbLIX NpeanucaHuii. OaHako Bce NoAobHbLIe CUCTeMbI NOTEHUMaNbHO MoryT HaHecTu Bpea. Mpu-
YMHOW Bpeaa, KOHeYHO, MOXET cTaTb HeMpoBepeHHoe u/unu HenpodeccuoHaribHoe CNoMb3oBaHUe, XOTS paspa-
BOTUMKM U NOCTABLLMKW MOTYT CHU3UTb BEPOSITHOCTL 3TOTO MOCPEACTBOM, HAanpUMep, paspaboTku MHCTPYKUUIA No
NpUMeHeHUto, cpeAcTB 0ByUYeHNs, KOMMbIOTEPHbLIX NPe3eHTaLuuWii, pyKoBOACTB Unn npeanvucaHunii. MNMpuuvHa HaHe-
ceHus Bpeaa MoxeT GbiTb CBA3aHa U C MPOEKTUPOBaHWEM CUCTEMbI, HanpuMep:

- nnoxas gokasaTenbHas 6asa anst NpoeKTUPOBaHus;

- OLUMOKW B NOTUKE NPOEKTMPOBaHUS, He MO3BOSOLLME NPaBUbHO NPEACTaBUTb e NPOEKTUPOBaHUS;

- fiornyeckre ownbkn, He Nos3BonsioLLMe NpeACcTaBUTh NPaBUiibHbIE pPeLUeHUst UNK AoKasaTeNbCcTBa Ha
CTaauu NpoeKTUPOBaHUS;

- NNoxoe Unu 3anyTeiBatoLLee NpeacTaBneHe uHopmaumm unv NNoxve cpeacTsa NOUCKa;

- Nnpo6nemMbl ¢ 0GHOBNEHNSIMU, COOTBETCTBYIOLLIMMU COBPEMEHHOMY YPOBHIO 3HAHWIA.

HekoTopble 13 HegOCTaTKOB TakUX CUCTEM NPOSIBMAIOTCA He cpasy U MOTyT BbiTb HE 3aMeTHbI AN1A NOMNb30Ba-
Tens.

Mpo6nembl U HeAOCTATKU MEAULIMHCKOTO NPOrpaMMHOro obecneyeHns MoryT, KOHeYHO, OkasbiBaTh U Apyrue
HeraTuBHbIe BO3AEWCTBUS, NTOMUMO HEMOCPEACTBEHHOrO NPUYMHEHNA Bpeaa nauueHTam. Hanpumep, ol MoryT
co3gaBaTh aAMUHUCTPaTUBHbIE HEYA0BCTBA UK Aaxke agMUHUCTPaTUBHBIV Xaoc B LieNoM paae cnyvaes, BKO-
yasi hnHaHcoBbIe NoTepun. Bpea, HaHeceHHbI NauneHTy, Takke MOXET okasaTb onocpeqoBaHHOe BAUSHUE Ha
MeAULIMHCKYIO opraHM3aLmio, HanpumMep, huHaHCOBbIE NoTepy B pesynbTaTte cyaebHoro pasbupaTtenscrea. XoTs
nogo6bHble HeraTBHbIE BO3AEACTBUSI MOTYT BbITb BECbMa CyLLECTBEHHBIMW AN MEANLIMHCKON OpraHn3aumn, oHu
He paccMaTp1BalOTCS B HACTOSILLIEM CTaHAapTe, ECIIM TOSIbKO OHU HE NPUBOAAT K HAHECEHWIO Bpeda NauneHTy.
Hanpumep, c6oii B LieHTpanbHOM cucTeMe yyeTa NnauneHToB 601bHULLI, HECOMHEHHO, CO3AACT PAA agMUHUCTPa-
TUBHbIX HeYao6CTB, HO AaHHOe HeraTMBHOE BO3AENCTBME He OTHOCUTCA K cchepe NPUMEHEHUS HaCTOALLEro CTaH-
AapTa, ecn TONbKO OHO HE MOXET HaHeCTW Bpea NauMeHTy (YTo, B NPUHLMNE, BO3MOXHO). IMEHHO BO3MOXHOE
HaHeceHVe Bpea NnauneHTy SIBNseTCs NpeaMeTOM paccMOTPEHWS! B HAacTOSILLEM CTaHAapTe.

KoHTponb puckoB

BesonacHocTb nekapcTs 1 MeanUMHCKUX NpMBopoB obecneunBaeTcs BO MHOMMX CTpaHax 3a cyeT pasHoob-
pasHbIX PUANYECKUX U aAMUHUCTPATUBHBIX MeponpusTUiA. NMoaobHble MepONPUATUA 3a4acTyio NoAKPennsTCs
psSiOoOM CTaHOapToB, CBSI3aHHLIX ¢ obecneveHnem 6€30MacHOCTU, Kak HaLMOHaNbHbIX, Tak U MeXayHapoaHbIX,
BKITtoYas cTaHaapTel MexayHapogHoi opraHusauum no ctaHgaptusauum (MCO), MexayHapoaHOro anekTpoTex-
Huyeckoro komuteTa (MAK) 1 EBponelickoro komuteTa no craHgaptusaumm (CEN). HekoTtopoe nporpammHoe obec-
neveHne, HanpuMep HeoBxoaMmoe AN NPaBUNLHOTO NPUMEHeHNS U bYHKUMOHMPOBAHUS MEAULIMHCKOrO Npu-
60opa, 4acTo OTHOCUTCA K 0BnacTy NpUMeHeHUst TakMX HOPMaTUBHLIX AoKyMeHToB. OgHako Apyrue Buabl Meau-
LIMHCKOrO NporpaMmMHoro obecneyeHnsl asTOHOMHOIO XapakTepa 06bIYHO He OXBaTbIBaOTCA AaHHBIMU HOPMATUB-
HbIMU AOKYMeHTaMU NMBo oxBaTbiBaOTCS TOMBKO B 06LeM nnaHe. HacTosAwmi cTaHgapT pernameHTupyeT npo-
rpaMmMHoe obecrnedeHre, NpYMeHsIEMOoe B 30paBOOXpaHEHUM, 3a UCKITIOYEHUEM TOro, KOTOPOe pernaMmeHTUpyeTcs
HOPMAaTMBHbLIMU LOKYMEHTaMM Anst MegUUMHCKUMX NpuBGopos.

HeobxoamMmeiM ycnosruem ansi onpeaernieHust U BHeApeHUs COOTBETCTBYHOLWUX HOPMATUBHbIX JOKYMEHTOB
Mo NPOEKTUPOBAHUIO U NPOU3BOACTBY, YTOGLI MUHUMIU3UPOBATL PUCKM ANsl NaLMEHTOB OT c60eB UNK HenpaBusib-
HOro (OyHKLMOHVMPOBaHWS NPOrPaMMHBIX NPOAYKTOB, SIBMSIETCA TOUHOE MOHMMaHWe onacHOCTeR AN NaLUeHTos.,
CKPbITLIX B NPOrpamMMHOM NpoayKTe, B ClyYae BO3HUKHOBEHUSI C60s1 UNnu HenpeayCcMOTPEHHOro CobbITUA U BEPO-
ATHOCTM Takoro c6os Unu HenpeayCMOTPEHHOTO COBLITUS, BbI3bIBAIOLLETO HaHeCeHWe Bpeaa nauueHTy. Kpome
TOro, Npu opMUPOBaHUK 3aaaHUs Ans pa3paboTYMKoB U NpousBoAUTENEA MEAULIMHCKOTO NporpaMMHoro obec-
neveHns B 4acTh NPOEKTHOTO Y MPOU3BOACTBEHHOTO KOHTPONS (U BbIPAbOTKU COOTBETCTBYIOLMX CTaHAApPTOB)
HeobX04MMO OTMETUTb, YTO CPeACTBa KOHTPOS 4N NPOrPaMMHBIX MPOAYKTOB C HU3KUM YPOBHEM pucka 6yayT
OTNUYATLCA OT CPEACTB KOHTPONSA AM1s NPporpaMMHbIX MPOAYKTOB € BLICOKUM YPOBHEM pucka. Cpeactea KOHTpons
OOMKHBI COOTBETCTBOBATL YPOBHIO pUCKa, KOTOPbIA NporpamMMHbIA MPOAYKT NpeacTaBnseT Ans nauueHTa. C aTon
Lenbio MHOMe cTaHaapThl, 3aKkoHoAAaTENbHbIE akTbl U cneLmduKaLIMm, CBSI3aHHbIe C KOHTPOSIEM PUCKOB MPY Npo-
€KTUPOBaHWN U NPOU3BOACTBE, FPYNNMUPYIOT NPOrpaMMHbIe MPOAYKTHI B OrpaHUHEHHOE YUCIIO KNaccoB UMW TUIMOB
B 3aBMCMMOCTM OT CTeNeHN pucka, KoTopblil OHU NpeacTaBnsiloT. CpeacTsa KOHTPOSA 3aTeM HacTpauBaloTCs Ans
onpeaeneHHoro Knacca unu tTuna. HacTtosilmii ctaHaapT oTpaxaeT AaHHbIA NPUHLMN.

CyluecTByeT LUMPOKWIM AWana3oH CPeACTB KOHTPOISI, KOTOPbIE MOTYT 6bITb MPUMEHEHLI NPU NPOEKTUPOBa-
HUK, paspaboTke, NPOM3BOACTBE, pacnpoCTPaHEHUM, YCTAHOBKE, MOAEPHU3aUMK 1 YNpaBieHUn BepCUsiMm meau-
LIMHCKOro MPOrpamMmmMHoro Npoaykta. HacTtoswwmin ctangapT HaUMHAEeTCsl C PacCCMOTPEHUA TOTO, Kak cpeacTBa KoH-
TPONsA NPUMEHATCA B MeaUUMHCKUX Nnpubopax, u onpegensieT npakTuieckue peLleHna No aganTtauum AaHHbIX
cpeacTB KOHTPONSA Ans MeaNLMHCKUX NPOrpaMMHbIX MPOAYKTOB.
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HAUMWOHANbHBIA CTAHDAPT POCCUMCKOWNW EQEPALUUNMU

UndopmaTusayua 3nopoBba

MEPbI NO OBECNEYEHUIO BE3OMACHOCTU NMALIMEHTA
nPU UCNONL30BAHMU MEAUUUHCKOIO NPOrPAMMHOIO OBECTNEYEHUA

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

Narta BBegeHna — 2010 — 07— 01

1 O6nacTb NpUMeHeHnsA

Hacrtosiumii ctangapT onpegensieT KOHTPOSIbHbIE MeponpusiTust, Heobxoaumble anst obecneveHns Gesonac-
HOCTW MauMeHTa Npu NCNonb3oBaHUK NporpamMmmHoro obecneyeHus B cepe 30paBoOXpaHeHus.

TpeboBaHKs HAaCTOSILLEro CTaHAapTa He pacnpoCTPaHSTCs Ha:

- NporpammMHoe obecneyeHne, Heobxogumoe Ans NPaBUNLHOO NPMMEHeHUs1 MeguLUMHCKOro Npubopa;

- nporpammHoe obecneveHue, sBnsioLLeecs 4ONONHEHUEM K MeAMLMHCKOMY Npubopy;

- nporpammHoe obecrneveHue, senswLleecs caMmo no cebe MeaMuUHCKUM Npubopom.

Llenbto HacToswero cTaHgapTa siBNseTcs onpeaeneHwe Hambonee noaxXoAsLLMX A UCMONb30BAHUS UNN
noanexatymx paspaboTke cTaHOAPTOB B TOM Clydae, ecni 1Cronb30BaHUe NporpaMMHbIX MPOAYKTOB B chepe
30paBoOOXPaHeHs AOMKHO PerynmpoBaTbCs U KOHTPOSIMPOBATLCA KakuM-rnnbo dhopmarnbHbIM, HedopMarb-
HbIM MW MPOU3BOMLHLIM 06Pa30M B HALMOHaNbHOM, PErMOHaNIbHOM UM MecTHOM MaclwTabe. OgHako uensio
HacTosILLEero cTaHdapTa He ABNSeTCA yCTaHOBNeHWe HeobXoanMOCTH peryrimpoBaHna UCNOSb30BaHWUA NPorpamMmm-
HbIX NPOAYKTOB B chepe 3apaBooXpaHeHus.

TpeboBaHWsl HACTOSALLEro cTaHdapTa pacnpocTpaHaoTCs Ha Nobble NnporpaMMHbIe NPoAYKTLI ANA cdepbl
34paBOOXpPaHEHS, He3aBUCUMO OT TOrO, NPUCYTCTBYIOT I OHW Ha PbIHKE 1 MPOAATCSA Ha KOMMEPYECKOoW OCHOBE
unu pacnpocTpaHsitoTes 6ecnnaTHo. HacToAWwmMiA cTangapT aapecoBaH U3roTOBUTENSIM MPOrPaMMHbIX NPOAYKTOB
Ansi chepbl 34paBooOXpaHeHs.

MpumMmedyaHwue— O6NacTb NPUMEHEHUSI HACTOALLEr0 CTaHAAapTa PacnpocTpaHsAeTca Ha NporpaMmHble
npoayKThbl Ansi chepbl 30paBOOXPaHEHNS, KOTOPbIE (PAKTUYECKM HE OXBATHIBAIOTCS HOPMATUBHBIMU JOKYMEHTaMM, OTHO-
CAWMMNCH K MEAULMHCKUM npubopam. B npunoxenun A cogepXuTcs AeTanbHoe paccMOTpeHWe gaHHoro eonpoca. B
HacTosILLEM CTaHAAPTEe MPU3HAETCS, YTO CYLLECTBYIOT NMPOrpaMmHble NPOAYKTLI AN cdepbl 3apaBoOXpaHeHUs, KoTopble
PErynupyoTca HOPMaTUBHBIMM OOKYMEHTAMM N0 MeauLMHCKUM npubopam B psige CTpaH U He Perynupyotcs B Apyrmx
cTpaHax. Kpome Toro, HEKOTOpbIe onpeaeneHnsl MEULUMHCKUX NPMOOPOB MOTYT OXBaTblBaTb U NPOTPaAMMHbIE NPOAYKTbI
Aans chepbl 34paBOOXPaAHEHUS, XOTSA B AEWCTBUTENIBHOCTH 3TO He Tak.

2 TepMUHbI 1 onpeaeneHus

B HacTosLem cTanaapTe NpYMeHeHbl cneayrowme TepMUHbLI C COOTBETCTBYIOLLMMU onpeaerieHNaMN:

2.1 Bpea (harm): CmepTb, cusmyeckass TpaBma u/vnu nospexaeHWe 3A0POBbA UMM CaMOYyBCTBUS
nauyeHTa.

2.2 onacHocTb (hazard): MoTeHupanbHbIR UCTOYHUK HaHeceHWs Bpeaa [7].

2.3 nporpaMMHbIi NpoaykKT Ans ccepbl 3gpaBooxpaHeHun (health software product): MporpammHbiIi
npoAyKT, NpeAHa3HavYeHHbI ANs UCMONb30BaHNA B cdepe 30paBooxXpaHeHsa B LENAX oXpaHbl 300poBbSA, 3a
UCKIo4eHWeM NporpaMmmMHoro obecneyeHunst, Kotopoe:

UspaHune opmynansnHoe
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- Heobxogumo Anst NpaBUIBHOTO MPUMEHEHNST MeaULIMHCKOro Npubopa;
- ABMSIeTCA AOMNOSIHEHNEM K MeauLIMHCKOMY npuéopy;
- camo no cebe aABnsieTcss MeAULIMHCKUM NpUBopoMm.

MpuMeduyaHue — B HacTosweM CTaHAapTe NOHATUE «nporpaMmHoe obecnedeHuey» BkovaeT B cebs
BCTPOEHHOE MporpaMmHoe ofecneveHve.

2.4 naroroeutens (manufacturer): duanveckoe Unu LpPUANHECKOE NMLO, OTBeYatoLLee 3a pa3paboTky,
W3roTOBMEHWe, YNakoBKY UK MapKupoBKY NporpaMMHOro Nnpodykra Ans cepbl 3paBooxXpaHeHns, KOMMNOHOBKY
cucTeMbl MW aganTtavunio NPorpamMmMHOro NPoAyKTa Ao TOro, kak oH 6yaeT npeAcTasneH Ha pelHKe WY BBeAeH
B 3KCMNyaTaLuto, He3aBUCUMO OT TOTO, BLIMOMHSIKOTCA NN 3T A8 ACTBUS CaAMUM NTULOM UK TPETbER CTOPOHOW No
ero nopyyeHuto.

2.5 meanumHckuin npubop (medical device): TioGoli MHCTPYMeHT, annapat, cpeacTeo, obopyaoBaHve,
npucnocobneHve, MNNaHTaT, Nosy4eHHbIA B UCKYCCTBEHHbIX YCIIOBUSIX peareHT Unv kanwbpartop, NporpaMMHoe
obecneveHve, MmaTepuan unmn nHoe nogobHoe v poACTBEHHOE U3genne, KoTopoe:

a) npegHasHa4YeHo U3roToBUTENeM Anst UCNOMb30BaHWS N0AbMW aBTOHOMHO UM COBMECTHO € ApYruMiy
nprbéopamu Ans 0OHOW UMM HECKOMBKUX M3 CeayoLnX KOHKPETHbIX Lenei:

- AnarHocTuKa, NpodmnakTka, MOHUTOPWHS, NeveHne nnu obnerdyeHue sabonesaHvs;

- AnarHocTuKa, MOHUTOPUHT, NedeHne, obnerdyeHne nnm KomneHcawlus Tpasmbl,

- UccrnegoBaHWe, 3aMeHa, Mognbkaunst U nogaepkka aHatoMun Uni pUsMonornveckoro npoLecca;

- noagepXxaHue XnsHu,

- KOHTPOSb ONNOAOTBOPEHMS;

- Ae3nHbekLns MeauUMHCKUX NpUBopos;

- pegocTasneHne MHdopmaumm ans MeaULMHCKMX Uk AnarHoCTUYeckux Lenen nocpeacrsom nabopartop-
HOro uccneaoBaHusi 06pasLoB, MONyYeHHLIX U3 YeroBe4Yeckoro Tena;

b) He peanuayeT cBOero rnaBHOro NpeaHasHaYeHWs B UK Ha YesloBeYeckoM Tesle nocpeacTBOM hapmako-
JIOrMYecKnX, UMMYHOIOrMYeCKUX NN MeTabonnyecknx cpeacTs, HO KOTOPOMY NogobHbIe cpeacTBa MOryT No-
MOYb peanvaoBath ero oyHKLUMIO.

MpumeyaHune— [daHHoe onpegenexHue B3saT0 U3 [8]. OgHako, B OTHOWEHUN cepbl 4EVNCTBUS NPOrPaMMHOrO
obecneyeHns B pasHblX CTpaHax CyLLEeCTBYIOT HEKOTOPbIE Pa3nuyuus B ee onpeaeneHuu, KoTopbie NpuBeAeHbl B NPUIio-
XeHum A.

2.6 naumeHT (patient): loboe nMuo, K KOTOPOMY NPUMEHSIETCS NPOrPaMMHBbIA NPOAYKT Ans cchepbl 3apaBo-
OXpaHeHus1.

MpunmeyaHune— B HacTosIWeM cTaHgapTe AaHHbI TEPMUH OTHOCUTCS TakKe K 340POBbLIM NI0AAM, Koraa 310
Heobxogumo (Hanpumep, 300pPOoBbIA YenoBek obpaluaercst K 6ase 3HaHUIA AN NonyyYeHusi HopMaLUum, CBAI3aHHOW €O
300POBLEM).

2.7 npoaykT (product): Bcsi COBOKYNHOCTb MaTepuaros U YCRyr, OTHOCSILLIUXCA K NporpaMMHomy obecne-
YeHuto, NpeasiaraemMoMy Monb3oBaTento, BKIoYas UHCTPYKLMU NO MPUMEHEHUIO U, B Ciydae HeobxoaumocTu,
oby4eHue.

2.8 puck (risk): KombuHaLms BeposaTHOCTM HAaHeCEHUs! Bpea U cepbe3HOCTU aToro Bpeaa [7].

2.9 6esonacHocTb (safety): HeszaBucumocTb OT Hegonyctumoro pucka [7].

3 Kpyr paccmarpmBaemMbix npo6nem

Ecnu pyck ansa naumeHToB co CTOPOHbI MporpammHoro obecneveHnsa ana cchepbl 3apaBooxXpaHeHUs cylue-
CTBYeT U MOXeT CO BpeMeHeM Bo3pacTaTb (CM. BBeleHUe), TO BO3HUKaeT BONPOC O MUHUMU3aLUMM NoAoBHbLIX
PUCKOB.

KoHTponb pUckoB MOXeET BbITb OCYLLECTBNEH pasHbiMU cnocoBamm U Ha pasHbIX YpoBHSX. Ha mecTHOM
YPOBHe OH MOXeT bbITb 0becneyeH nocpeAcTBOM TpeboBaHWI, YCTaHOBMNEHHBLIX Ha MOMEHT NOKYNKKW, HanpuMep
YCTaHOBMNEHHbIX B TEHAEPHOM AoKyMeHTaumn. Ha pernoHanbHOM 1 HaLMOHaNbHOM YPOBHSIX KOHTPOMb MOXET OCY-
LLeCTBAATLCA NOCPEACTBOM CBOAOB Npasui unu ouLmanbHbIX pykoBoacTs. Ha HauMoHansHOM nnu mexxHaumo-
HarnsHOM ypoBHe, Hanpumep B npeaernax Esponeickoro Cotoza (EC), KOHTPONE MOXET peanu3oBbiBaTbCs No-
CpencTBoM 3akoHoAaTeNbHOW CTPYKTYpbI. HacTosiwmia cTangapT He onpeaensieT KOHKPETHBIX CPeaACTB KOHTPONS,
HO yCTaHaBMNMBaET, YTO HE3aBUCUMO OT MPUMEHSIEMbIX CPEACTB KOHTPOSA TpeboBaHUA A0SMKHBI OCHOBLIBATLCS Ha
HOPMaTMBHbIX AOKYMeHTaX. IMeHHO Takue AOKYMEHTbI U paccMaTpuBaloTCA B HAaCTOSAILLEM cTaHaapTe.
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Purcku 0T MeanUMHCKMX NpMbopoB MUHUMK3UPYHOTCS BO MHOTUX CTpaHax 3a cyeT 3akoHodaTeNbHbIX Mep,
HanpasneHHbIX Ha KOHTPOMb B Taknx obnacTsx, kak paspaboTka, NPOU3BOACTBO, pacnpocTpaHeHue u apyrue
aTanbl XU3HEHHOTO LWkia npubopa. 31U Mepel, a Takke cTaHAapTbl UK TpeboBaHWUA, Ha KOTOPbIX OHW OCHOBAHbI,
BECbMa CXOXW B pasHbIX cTpaHax (CM. pasgen 4) v UMeroT LUMPOKUIA oxsaT, NOAPOBHO AOKYMEHTUPOBaHLI U
obLwenpunaHaHbl. MporpammHoe obecneyeHve, HeobxogumMoe Ans NPaBUNbHOTO UCMOSb30BAHNSA MEAULIMHCKOTO
npubopa nnu senstoLLeecs AoNOSTHEHUEeM K HeMy, 0BbLIMHO perynupyeTca 3akoHoAaTeNbHbIMU Mepamu, OTHOCS-
LWMMMCS K AaHHBIM MeguuuHcKM npubopam. B onpegeneHHbIx 06cToATeNsCTBaX NporpaMMHoe obecneveHue
camo o cebe MOXeT paccMaTpuBaThLCS Kak MEeAULIMHCKUI NPUBoP, XOTA TO, YTO MOXKET CUUTaTbLCA MEeAULIMHCKAM
npruBopom B 0OHON CTpaHe, B ApYroi cTpaHe MOXET TakoBbIM He cHUTaTLCA. PUCKM OT NporpaMmMHoro obecneve-
HWS1, perynmpyemoro HopMaTUBHbLIMU AOKYMEHTaMu Ans MeauLIMHCKUX Npubopos, MOTyT paccMaTpuBaTbCs Kak
YKe NPOKOHTPONUPOBAHHbIE Y MUHUMWU3UPOBaHHbIE, U MOTOMY OHWN HE OTHOCATCA K 061acTU NpUMEHEHNA HacTos-
wero ctaHgapTa (cM. pasgen 1).

OpHako B HacTosiLLiee BpeMsi CyLLeCTBYeT MHOXECTBO pa3Hoo6pa3sHOro AOCTYMHOMO U UCNONb3YyeMoro Npo-
rpamMmmHoro obecrnedeHusi, KOTOPOE He perynmpyeTcst 3akoHoAaTeNbHbIMU UM HOPMAaTUBHBIMU AIOKYMEeHTamMn Ans
MeAMUMHCKNX MpnGopoB. MNprMepamy SBASIIOTCSI KOMIMbIOTEPHBIE CUCTEMBI BpaYei obLLeli NpakTUkM unu Tepanes-
TOB, CUCTEMbI 3/1EKTPOHHOTO YYeTa 300POBbS, CUCTEMbI yHeTa NaumeHToB, NPUNoXeHus, paboTatoLme co LTPUX-
Kogamu, HanpumMep ANs MaeHTUUKauMm NauueHToB UM MegULMHCKOM NPOAYKLUMK, LUMPOKWIA CNEKTP KNUHUYECKO-
ro nporpamMmHoro obecneveHunst noaae Pk NPUHATUS peLleHWi, AucneT4epckue CUCTEMbI CKOPO MOMOLLN, NPO-
rpaMMHoe obecrneveHne ansi oTCneXxweaHusi BbI30BOB Y MOBTOPHLIX BbI3OBOB. Bce 3To nporpammHoe obecneve-
HWe onpeaenieHo B HACTOALLEM CTaHAapTe Kak MporpamMmmMHble NPoAyKTbl Ana cdepbl 3apasooxpaHeHus. UMeHHo
«MPOAYKTbI», NoAo6HbIE NepeYnCrneHHbIM Bbllle, OTHOCATCA K 06/1acTu NpUMEHEHNA HacToAWero cTaHgapTa.
OpgHako, NOCKONbLKY B MUPE CYLLIECTBYIOT pa3HoobpasHble onpeAeneHna MeauUMHCKUX Npubopos 1 UX NpakTu-
YecKoi peanusaunm, BOSMOXHO, YTO kakme-nmbo ns npusedeHHbIX NPUMEepPoB MOTYT perynnpoBaTbCs B HEKOTO-
pbIX CTpaHax HopMamu 4nst MeanMuMHCKMX Npubopos (cm. pasaen 1).

MockonbKy NporpamMmMmHoe obecneyeHve KOHTPONUPYETCA 3aKoHOAATENbHBIMU akTaMu U COOTBETCTBYIOLLN-
My TpeGoBaHUAMKU UMK cTaHZapTamu Anst MegULIMHCKUX NPUBoPOoB, yMECTHO PacCMOTPEeTb BO3MOXHOCTb U/Unn
HeoBXoANMOCTb NMPUMEHEHNS TEX XKe MEXaHU3MOB 1 TPeBoBaHWIA KOHTPOSIA K NPorpaMMHOMY obecneyeHuo, KoTo-
poe He KOHTPOoNMpyeTcs AaHHLIM 06pa3oM. B 4acTHOCTH, 3TO OTHOCUTCA K 60NbLIOMY YWCITY NPOrpaMmMHoro obec-
neyveHns, OTHOCSLLErocs K NorpaHuyHoOM 06nact Mexay NporpamMmmMHbIMU MPOAYKTaMyU U MeauLMHCKUMU Npnbo-
pamu (cM. pasaen 5). HeT cMbicna uMeTb MeguLMHCKOE NporpaMmHoe obecreyeHune, KOHTPonMpyemoe pasHbiMu
cnocobamu, ecnu cyLLLecTByeT BO3MOXHOCTb €ro rapmoHusaumun. B HacToswem ctaHgapTe paccmatpusaeTcs
AaHHasi BO3MOXHOCTb.

CpegacTBa KOHTPONS, 3a4eACTBOBaHHbIE B KOHTEKCTE MeAULIMHCKUX NPUBOPOoB, onpeaensoTcs, rnasHbIM
06pasom, NoTEeHLManbHLIM PUCKOM, KOTOPbIV NpUBop NpeacTaBnseT ANA NauueHTa, UNU KNUHUYECKUM OMbITOM,
HaKoMMeHHbLIM NPY UCNOMb30BaHUKM AaHHOro n3genus. B cooTseTcTBUM € 3TUM NPUBOPLI KNaccuduumupyoTes, a
cpeacTBa KOHTPOISA BblIGUpaloTCA B 3aBUCUMOCTI OT KIlacca, K KOTOpOMY OTHeCeH AaHHbIi npubop. O4esnaHo,
YTO NPUMEHEHNE OAHUX U TEeX e CPEACTB KOHTPONA C OQUHAKOBOW CTPOrocTbio KO BCeM npubopam 6b1no 6ol
HeNornyHbIM, MOCKOMLKY HeKoTopble NpUBopbI MOrYT NpeAcTaBNsATL HEBOLLUIOK pUCK UNW BOOBLLIE HAKAKOro pUc-
Ka Ansa nauueHTa, Torga Kak gpyrue npubopsl MOryT NpeAcTaBnsTb Cepbe3Hbli PUCK, BKNKOYAA NeTanbHbIA ncxoa.

Ecnv nprMeHWTE Takow e NoAxoA K NporpaMMHbIM NpodyKTam Ans ccepbl 3apaBooxpaHeHus, To Haao
KnaccugmumpoBaTh UX B 3aBMCYMOCTM OT CTEMEHU puUcka, KOTOPbIA OHW NPpeACTaBNAoT ANa nauveHTa. B pasgene 6
onpeaeneHo, kak nydlle Bcero knaccuduumposaTth NporpamMmmHbie NPoAyKTbl Ans cdepbl 34paBooXpaHeHus,
BKITHOYasi paccMOTPeHWe NpoLleayp knaccudukaumm MeamUmMHCKUX NPMBopoB Ana oLEeHKN UX NPUroaHoCTU.

CylecTBytoT pazHoobpasHble cpeacTBa KOHTPONS, NPUMeHsieMble K MeauUMHCKUM Npubopam B COOTBET-
CTBWM C VX KITACCOM, Takue Kak pasHoobpasHble TpeboBaHus K pernctpaLmmn, CUCTeMbI Ka4ecTBa, KOHTPOSb NPOek-
TUPOBaHUSA 1 yNpaBneHne puckaMu. B pazgene 7 Bce OHU pacCcMOTPEHbI B KOHTEKCTE NporpammHoro obecneve-
HWsA ans cdepbl 30pPaBOOXPaHEHMs, a Takke onpeaesneHo, Kakve ctaHaapTel MOrny 6bl nogaepxartb WX NpUMeHe-
HVe Ans MeguLMHCKOro MporpamMmmHoro obecneveHust.

CnenyeT 0OTMeTUTb, UTO ByaeT cyLecTBOBaTL MOCTOSIHHAA NOTPEBHOCTL pa3paboTkn cTaHAapTOB MPUMEHN-
TeNbHO K KOHKPETHbLIM puckam (cM. pasaen 8).

4 O6wan nHopMauus 0 cpeacTBax KOHTPONA MeaULMHCKUX NpubopoB

MporpaMMHoe obecrneyeHre, HeobXoAUMOe NS NPaBUNLHOMO NPUMEHEHUS MeAULIMHCKOro Npubopa 6o
sBnsioLLeecs AOMNOMHEHNEM K Hemy, B pade CTpaH peryfiupyetcs cpeacTBamMmu KOHTPONSA MEAULIMHCKUX NpUbo-
poB. HecoMHEHHO, B onpeaeneHHbIX 06CTOATENLCTBAX B psiie CTpaH NporpamMmHoe obecnedeHne camo o cebe
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MOXET paccMaTpuBaTbCs Kak MeanLMHCKWI Npubop. XoTs Takoe nporpammHoe obecneyeHne He OTHOCUTCA K
06,1acTW NPUMEHEHUS HACTOSALLEro CTaHAapTa, NONe3HO NPoaHaNU3npPoBaTh CYLLHOCTL CPEACTB KOHTPONA Mean-
LIMHCKUX NprGOPOB B pasHbIX CTpaHax, yaenss ocoboe BHMMaHWe nporpammHomy obecneydeHno. JlaHHbIn aHanus
MO3BOJSIUT NOHATL, MOTYT J1M CpeaCTBa KOHTPOIs1, MPYMEHsiIeMble, B OCHOBHOM, K MeguULMHCKUM npubopam, a K
nporpaMmHomy oBecrneyeHuto TONbKO B YaCTHOCTU, 6bITh MPUMEHEHbI U K POrpaMMHOMY obecneyeHuto, He pery-
nMpyemMoMy AaHHeIMU CpeacTBamMu KOHTPOSS MEAULIMHCKUX MPUBOpPOB, TO eCTb K MPOrpaMmMHbLIM NPoAyKTaM 4ns
chepbl 30paBooxXpaHeHus.

B npunoxexun A paccmoTpeHa cutyauus B EC, Asctpanun, KaHage, CLLUA n B Paboueti rpynne no rno-
6anbHoi rapMoHnsauun (ganee — GHTF). B aaHHom npunoxeHun nokasaHo, 4yto EC, Asctpanus, KaHaga un
GHTF B 3HauMTeNbHOW CTENeH NPUHSNYM OAMHAKOBBIE 3aKoHOAaTEeNbHbIA NOAX0A U cpeAcTBa KOHTPONA B OTHO-
LeHUW MeguUnHCKUX NpubopoB. MpakTudeckn To xe npousolno u B CLUA. HecmoTps Ha To, 4To NporpammHoe
obecrneyeHne Ha NpaKkTUKe perynmpyeTcs aHarormyHbIM 06pasom, CyLLecTBYIOT U pasnuuus. Takum obpasom,
nporpaMmmMmHoe obecrneveHve, senstoLieecs HeobxoaUMbIM A7isl NPaBUbHOTO UCNOMNb30BaHUS MeAULMHCKOro Npu-
6opa, oXBaTbiBAETCA CPEACTBaMM KOHTPOSIA BO BCEX 3TUX CTPaHax, HO perynupoBaHue Apyroro nporpammHoro
obecneyveHns, OTHOCSLLErocs Kk ccoepe 3gpaBooxpaHeHus, pasnuyHo. Hanpumep, B CLUA cyuiectByeT pykoBoa-
CTBO MO NporpammHomMy obecrneyeHmnto, «cogepxallemycs» B MeguLMHCKoM npubope, BKIoYas NokynHoe npo-
rpammHoe obecneveHve, UcnonL3yemoe B MeAULMHCKUX Nnpubopax, NoToMy CyLLieCTBYeT OYeHb Mano Apyrowv
pernamMeHTUpyoLLeit AoKyMeHTaL WK1, OTHOCALLECS K MporpaMmMHomMy obecneveHuo.

OpgHako, kakuMm Obl HY BbINIY TOHKOCTW hOPMYTMPOBOK, COBEPLUEHHO SICHO, YTO 3HAaUMTENbHas YacTb Npo-
rpammHoro obecneyeHusi, OTHOCSAILLLErocs K NporpamMmMHbIM NpoAyKTam Ans cdepbl 3apaBooXpaHeHus, npakTu-
YecKW He perynupyeTcs cpeacTBaMmn KOHTPONS MeAMLMHCKMX NpUBOPOoB, XOTs 06CyXaeH s Mo U3MEHEHUIo AaH-
HOW cUTyaLum yxxe BedyTcsi. TeM He MeHee, CyLLeCTBYHOT Mpobrembl Ha rpaHuLe Mexay MeavuuHCKummn npubopa-
MW 1 NporpaMMHbLIMK NpodyKTaMu Ans ccpepbl 34paBoOXpaHeHUsI.

5 MpaHuUa Mexay NporpaMMHbIMU NpoAayKTamMu Ana cgepbl 3ApaBoOXPaHeHUs
U MeAWLMHCKMMM npubopamm

MporpammHoe obecneveHve, Heobxoaumoe Ansi NPaBUILHOMO NPUMEHEHNUSt MeAMLUHCKOro Npubopa nubo
ABnsoLLeecst AOMOMHEeHNEM K HeMy, 6eccrnopHo, paccMaTpuBaeTCd Kak perynupyemoe cpegcTBammn KOHTPONA
MeamumMHekmx nprubopos B EC, Asctpanuu, Kanage, CLUA n GHTF. HekoTopoe nporpammHoe o6ecneveHne camo
no cebe paccmaTtprBaeTcsl kak MeanLMHCKUIA Nprbop.

MporpammMHoe obecnedeHne MoXeT BbITb CyLLLeCTBEHHON YacTbio MeguLuHcKoro npubopa (Hanpumep, JYac-
Thi0 aHanM3aTopa NaTonorMyecko aHaToMmnmW, aBToMaTU3UPYOLLLER aHanUTU4eckuii npouecc) nubo ero AoNoNHe-
HVeM, peanuayoLLM oMoNHUTenNbHbIE (PyHKLUM (HanpUMep, AOMONHUTENbHbIV NPOrPaMMHbIA MOAY b, MOCTaB-
NsieMblli OTAENbHO M NOBbLILAIOLLMIA BO3MOXHOCTY UMK AnanasoH uccnegosaHust), oo oHo MoxeT obpabaTtbl-
BaTb AaHHblE HE3aBUCUMO OT MeAULIMHCKOro npubopa.

MporpammHoe obecneveHre B NnabopaTopHOn MHOPMaLVMOHHON CUCTEME MOXKET A0MNYCKaTk XpaHeHne 1
nepefayvy AaHHbIX OT aHanusaTopa Ha Apyrue yaaneHHbsle paboune ctaHumn. Ecnu oHo obpabaTbiBaeT AaHHbIe C
Lienbto U3BneYeHust UHpopMauum, KoTopasi MHave ocTaHeTcs HeOCTYMNHOW, U TEM caMbIM NpeoCcTaBnseT cpea-
CTBa U cnocobCTBYET OCYLLLECTBEHWIO ANAarHOCTMKN, MOHUTOPWHIA, NPOohuUnakTukv unv neveHmst 6onesHeHHo-
ro COCTOSIHUS, TO OHO, CKopee Bcero, byaeT paccMmaTpuBaTbCsl Kak AONOMHeHWe K MeauLMHCKoMY npubopy. Ecnn,
C IpYroi CTOPOHbI, OHO He TpebyeTca Ans HOPManbHOro PYHKLIMOHUPOBaHWUS aHannaaTopa, a TONbKO coxpaHsaeT
unu nepegaeT AaHHble, NOCTyNarLLne HenocpeACTBEHHO OT aHanm3artopa, 6e3 UCnonbL30BaHUs NporpamMmmMmHoro
obecneyeHns, TO OHO, BEPOATHO, He ByeT OTHeCEeHO K NporpaMMHoOMy obecrnedeHnto, perynmpyemMomy cpeactsa-
MU KOHTPONS MeaULIMHCKUX Npubopos. OgHaKo B KaxkAoM criydae perynsiTMBHbIA cTaTyc nporpammHoro obecne-
YeHMS MOXKET OTNUYATLCS B pasHbIX CTPaHax Uin MOXET NBMEHSITLCS C TeYEHWEM BPEMEHM, MO Mepe BBeAEHUS]
HOBBIX UM NEPECMOTPEHHbBIX HOPMAaTUBHbIX MPaBWII.

W3 onpeaeneHnii MeguLUHCKUX NpUBOPOB, MPUHATLIX B pa3HblX CTpaHax, He crieyeT YeTKoro NoHUMaHus
TOro, Kakoe nporpammHoe obecneyexme camo no cebe 0THOCUTCA K MeaULMHCKUM Npnbopam. [laxe B criyyae,
kak B GHTF, koraa onpegenexve meguumnHckoro npnbopa sisHO BkNtovaeT B cebs nporpammHoe obecneveHue,
ero obnacTtb NpPUMEHeHWs orpaHuyeHa onpeaeneHHbIMM PyHKUUAMY (CM. A.3 npunoxeHns A).

Takum 0bpasom, cyLLecTBYeT NporpamMHoe obecneyeHre, KOTopoe MOXKEeT OXBaTbIBATLCA UMK HE OXBAaTbI-
BaTbLCS NpaBuiamMu, ycTaHOBNEHHbIMW AN MeANLIMHCKMX NprBopoB, B 3aBUCMMOCTU OT crielnduki onpeaene-
HUI, NPUHATBIX B pasHbIX cTpaHax. paHuua 6yaeT MeHATLCS ¢ TeYeHWeM BpeMEHN.
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He BbI3biBa€T COMHEHWI TO, YTO 3HAYMTENbHbIA 06BEM NporpaMMHOro obecnedeHns, OTHOCALLLErocs K npo-
rpaMMHbIM NPOAYKTaM ANs cdepbl 3apaBooxpaHeHust (B KOHTEKCTE HacTosILLLero ctaHaapTa), He 6yaeT oxsaueH
HOPMaTMBHBLIMU NpaBUiaMm1 4ns MeguLUMHCKMX MPUBOPOB HAMEPEHHO UMW NMPaKTUYECKN.

Tem He MeHee, NOCKOMNbKY YacTb NporpaMMHOro obecneyeHns perynupyeTcst HopMaTUBHbLIMU Npasuiamm
Ana MeaULMHCKUX NpMBOoPOB, UMEeT CMbICI nccrnedoBaTh, Kak Takoe NporpammHoe obecneverune knaccuguum-
pyeTcsl U KOHTponupyeTcsi, YToGbl onpeaennTe, MOTYT NM Te Xe Unv nogobHele HopMaTUBHbIE Mpasunia BbiTb
NpUMeHeHbI K HeperyrnmpyemomMy nporpaMmHomy obecrnedeHuto.

6 Knaccudcumkaumsa nporpammMmHbIX NPOAYKTOB ANA 3apaBooXpaHeHus

6.1 Bo3amoxkHble BapuaHTbI

Cpeactsa KOHTPOMS, NpUMeHsieMble K MEANLMHCKUM Npubopam, 3aBUCAT OT CTEeMNEHW prcKa, KOTOPbIA OHK
MOTyT NpeAcTaensATb Ans 6ezonacHocTy nauveHTa. MNoaxoa, NpPUMeHsIeMbIA K MEAULIMHCKAM Nprbopam, 3akroda-
eTcsl B OTHECEHUM Kaxaoro npubopa K 0gHOMY U3 HECKOSbKMX KnaccoB. Yem Bellle puck, NpeacTaBnsieMbli
onpeaeneHHbIM KaccoMm, Tem 6onee NosHbLIMU U CTPOrMMU AOMKHbI BbITb CpeAcTBa KOHTPONS AN A4aHHOro
knacca.

Ecnn meponpustus, obecnedvsaroLe 6e30nacHOCTb NaunMeHTa npu nprMeHeHUn NporpaMmMHbIX NpoayK-
TOB A4ns cchepbl 34paBOOXPaHEHMS, Takke OMMKHbI 6bITh MPONOPLUUOHaNbHLI PUCKY, KOTOPBIA OHW MOTYT nNpesa-
CTaBMATb 415 NaUMeHTa, TO NporpamMMHble MPoayKThl Ans cdhepbl 3apaBooxXpaHeHns Taikke cregyeT knaccudu-
LupoBaTb B 3aBUCMMOCTM OT CTeNeHU pucka.

MepBbIM 04EeBMAHLIM BOMIPOCOM SABMISIETCS, MOXHO J1M KnaccupmuposaTth NporpaMMHble NPoayKThbl Anst
cpepbl 3apaBooxXpaHeHsl B COOTBETCTBUM C NpaBuiamu knaccudukalum meguumHekux npnbéopoB. B npunoxe-
HuK B npuBegeHa knaccudmkaL st MeguUMHCKUX NPUBopPOoB B pasHbIX CTpaHax U caenaHbl COOTBETCTBYOLe
BbIBOAbI.

Cuctemsl knaccudurkaumm megmumHekux npubopos B EC, Asctpanuu, KaHage, CLUA u GHTF He noaxoaar
ANsi NporpaMMHbIX MPOAYKTOB Ans cdpepbl 30paBooXpaHeHs.

Knaccudumkauus «nporpammHoro obecrneveHus B MeaULIMHCKUX Npubopax» [9] n «MMeloLLerocst Ha pbiHke»
nporpammHoro obecneverus [10] LieHTpa no npubopam 1 paguonorudeckoin 6esonacHocTn AQMUHUCTPaLuUmM nNo
KOHTPOJIH0 32 NPOAYKTaMuy NUTaHWs 1 nekapcteamy MUHUCTepCTBa 30paBooOXpaHeHns u counanbHbix cnyx6 CLUA
MOXeT 6bITb MPUMEHeHa K MporpamMmMHbIM NpodykTam Ans cdepbl 3gpaBooXpaHeHUs.

OpHako B [11] npeacTaeneHa Hanbonee nogxoasias cuctema knaccudukaumm Ha OCHOBE OLIeHKN ycTa-
HOBIEHHbIX KNAacCoB pucKa, NpeacTaBneHHbIX B Tabnuue 4 aaHHoro gokymeHTa. [laHHas knaccudukauna He
npoTuBopeYnT noaxoay LieHTpa no npubopam n paguonornyeckoli besonacHocTv YnpasneHus no KOHTPONIo 3a
npogykramu nuTaHusa 1 nekapctesamn MuHUCTepcTBa 3apaBooxpaHeHus U coupanbHbix cnyxo CLUA k «<nporpamm-
HOMY oBecneqeHunto ANs MeanLMHCKUX NPUBOPOB» 1 KUMEIOLLEMYCS Ha PbIHKE» NPOorpaMMHOMY obecnedeHuto.

6.2 BbiBOAbI

Ecnu cpeactea KOHTPOMs 40mMKHbI ObITh MPONOPLMOHaNbHBI PUCKY, KOTOPLI NPOAYKT MOXET NpeAcTaBnATb
AN nauneHTa, To NporpaMmHble NpodykThl Ans cdepbl 3gpaBooxpaHeHus cneayeT knaccuuumpoBaTs B COOT-
BETCTBUM C AaHHLIMK pyckamu. CUCTeMbI knaccudukaLym MeauUMHCKUX NpubopoB He NoAXoAAT 4S5 Nporpamm-
HbIX NPOAYKTOB Ans chepbl 3apaBooxpaHeHus. Hanbonee nogxogsawmm npeactasnaetca nogxog NCO, ocHo-
BaHHbIA Ha OLIeHKe YCTaHOBIEHHbIX KNAacCoB pUCKa U M3noxeHHbIN B [11].

7 BO3MOXHble MepONpPUATUA NO KOHTPOMIO 3a NporpaMMHbLIMM NpoayKTaMu Ansa
cchepbl 30paBoOOXpaHEHUs

7.1 O630p

7.1.1 O6wme cBegeHUA

Mocne Toro, kKak NporpamMmmHble NPoAYKThbI A5 cdhepbl 3apaBOOXpPaHEHWs pacnpeaeseHbl No Knaccam B
COOTBETCTBUM C PUCKOM, KOTOPbI OHW MOTYT NpedCcTaBNsATh AN NaLWeHTa, criegyeT paccMOTPeTb BOMPOC O TOM,
KaKue cpeacTBa KOHTPONSA, eClny TakoBble TpebyTcs, AoMKHbI 6bITe MCNONbL30BaHbLI ANS AaHHbLIX Knaccos/purc-
KOB.

KoHTponupytoLve MeponpusiTUsi, IPUMeHsieMble ANt MeUUUHCKUX NpUBopoBs, B OCHOBHOM CXOXM B pas-
HbIX CTpaHax, a pasnvyatoTcs TONLKO Mo HaUMEHOBaHUAM 1 AeTansm. MpeacTaBneHHbIA Hke NepedeHs CocTas-
1eH Ha OCHOBaHWMN KOHTROMMPYIOLLMX MePONPUSTUIA, MPUHATBLIX 4SSt MeAULMHCKMX Npnbopos B EC, ABcTpanuu,
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KaHage, GHTF u CLWA, 1 0606waeT nonesHble BapuaHTbl, KOTOpbIe Takke MOryT 6biTb NMPUMEHEHbI K Nporpam-
MHBIM NpoayKTam Ans cdepbl 30paBoOXpaHEHUs!:

- NnpeanpogaxHoe u3seLLeHue ¢ unv 6e3 npegnNpoAaxXHoN aTTecTaumu;

- perucTpauua NpeanpuaTus;

- HOMeHKnaTtypa nusgenvi;

- TpeboBaHUA K KNMMHUYECKUM AAHHBIM;

- TpeboBaHNUsA K MapKUPOBKE;

- cBeAeHua 06 nHumaeHTax, kKoTopble MOTU NPUBECTU UK BbIAM NPUYMHON NeTanbHOro NCXoAa U1 cepb-
€3HOW TpaBMbl;

- Tpe6oBaHUA kK cucTeMe kavecTBa U1 NPou3BOACTBEHHBIM HOpMaM ¢ unu 6e3 NpoBepky;

- KOHTPONb NPOEKTUPOBAHUSA;

- ynpassieHue puckamu.

OpHako uenblo HacTosILero cTaHgapTa He SIBNSieTCs NoApobHoe paccMOTpeHNe HOPMATUBHBIX JOKYMEHTOB
N KOHTPOSTMPYIOLLIMX MEPONPUATUIA, a TaloKke BbipaboTka pekomeHaaumni No HeobxXoAMMOCTU perynupoBaHus Npo-
rpamMmmHbIX NPOAYKTOB AN chepbl 3apaBooxpaHeHus. HacToawmin ctaHgapT HanpasneH Ha onpeaeneHve cTaH-
AapToB, KoTopble Hanbonee NOAXOAAT AN UCMOSIL30BaHWUA UU AOSMKHBI B6bITb CO3AaHbI, U UX NONOXKEHW AN
TOro cryvas, ecnu NporpaMMHele NPoAyKThbl Anst cdepbl 3ApaBoOXpaHEeHNA A0MKHBI KOHTPONNPOBATLCA UK
perynnpoBaTthecst Kakum-nnbo popmanbHbIM, HedopManbHBIM UM NPOU3BOSLHLIM CNOCO60M. MNo3TOMY KOHTPO-
nvpytoLLme MeporpuaTua NpuBeaeHbl TONBKO Arlsi obecneveHns BO3MOXHOCTU pacCMOTPEHUsl TeX CTaHAapToB,
KOTOpbIE MOTYT NOAKPENUTL WX, ECNW AaHHbIE CPEACTBA KOHTPONA 6yAyT BHeApeH..

TakvM 06pas3oM, MPUHATHE peLLeHMs 0 HeOBXOAMMOCTU KOHTPONA 6e30NacHOCTU NPOrPaMMHbIX MPOAYKTOB
Ans cdepbl 3apaBooXpaHeHa NocpeacTBOM NpeanpoAaKHOro U3BELLEeHUA, perucTpauumn NpeanpuaTUst Unu Ho-
MeHKNaTypbl U3genuin byaeT nexartb Ha NiMuax, oTBETCTBEHHbIX 3a cpeAcTBa KOHTpona. Ecnu aaHHble nuua npu-
MYT peLleHue o HeoBXoaMMOCTH KOHTPOSS 6e30NacHOCTU, TO COAEPXKUMOE HOPMaTUBHOW AOKYMEHTaLMN UIN CTaH-
AapTos ByaeT cpasy xe NoHATHO, U pa3paboTka cTaHAapToB He NoTpebyeTcs.

7.1.2 BbiBOAbI

Ecnv noTtpebytoTcst NpeanpodaxHoe naseLleHre, perucTpaumns NpeanpusaTua U n3aenus, To 3To He Nnoere-
yeT 3a coboit HeobxoaVMOCTb pa3paboTki CTaHAAPTOB.

7.2 MapKk1MpoBKa U fOKyMeHTauus

7.2.1 O6wme cBeaeHUA

K MapKnpoBKe MOXET OTHOCUTLCS HE TOMNBKO Tapa ANA U3nenus, HO Takke NnakaTbl, 3TUKETKM, MPOCNeKThI,
peknamHble MMCTKK, ByKneTbl, TEXHUYECKME PYKOBOACTBA, UHCTPYKLMKU U T.N., a Taloke pasnuyHas peknama.

TpeboBaHWsi K MapKUPOBKE NPOrpaMmMHbIX NPOAYKTOB ANA cdepbl 3apaBooxpaHeHns OyayT UMeTb MHOTO
obLero ¢ MapkMpoBKO MeauLIMHCKUX NprbopoB. Heobxoaumo onpeaenuTb, MoXeT nu EBponeiickuii HopmaTus,
OTHOCALLMIACS K MeauLMHCKUM Mprbopam [13], 6bITb NONHOCTLIO NPUMEHEH U K NporpaMmmMHLIM npoaykram. OaHa-
KO MOTYT cyLLecTBOBaTh TpeboBaHuWs, creuuduyHbie ANsi NPOrpaMMHbIX NPOAYKTOB ANs cdepbl 3ApaBooxpaHe-
HUs1, HanpumMep TpeboBaHKs K annapaTHoMy obecneueHuto u uHTepdeincam. B ycnosusx, koraa dyHKLMoOHarb-
Hasi COBMECTMMOCTb 1 B3aUMOAENCTBME MPOrpaMmMHbIX MPOAYKTOB ANns cepbl 3qpaBooxpaHeHus npuobpeTaioT
Bce bonbluee 3HaveHue 1 Korga npobnemMbl ¢ (hyHKLMOHANBLHOW COBMECTUMOCTbLIO MOTYT UMETb Cepbe3HbIe No-
cneacTBus, MonHasi U TouHasi opMyrMpoBKa XapakTepucTUK NPorpamMmMHbIX NPOAYKTOB AN cdepbl 3apaBooxpa-
HeHus ByaeT nmeTk 6onbLuoe 3HaveHue. Takas (hopMynmMpoBKa A0MKHa COOTBETCTBOBATH LLUMPOKOMY onpeaene-
HUIO MapKUpoBKK. CneayeT NoHMMAaTb, YTO CUCTEMHBIE XapaKTepUCTUKW, AOKYMEHTaLMWS Ha U3aenue U UHCTPYKLUK
Mo UCMOMNb30BaHWIO MOTYT BbITh MpegocTaBneHbl Yepes HTepHET, a He NOCTaBNATLCA MOML30BaTENIo B NEYaTHOM
BMae.

7.2.2 BuiBOAbI

CtaHaapT Ha MUHUMYM UHpopMaLIMK, HeoBXoaMMolr ANA NpeAcTaBNeHUA XxapakTepUCTUK NporpamMmmMHbIX
NpoAyKTOB Ansi ccpepbl 3apaBooxpaHeHust, MoXeT 6bITb NoneseH, B YaCTHOCTU, ANA XapakTepUCTUK, KOTOpble
Ba>XHbl ANl B3aumMogeicTBIsSt U (PYHKLMOHANbLHOW coBMecTuMmocTu. CTaHaapT Ha MeauumHekue npubops [13]
HeobXo4MMO NpoaHannanpPoBaTh, YHTOOLI OLEHUTL HEOBX0AUMOCTL pa3paboTkn OTAENBHOMo cTaHaapTa Mo obLlein
MapKUPOBKE MPOorpaMMHbIX MPOAYKTOB AN cdhepbl 34paBoOXpaHEeHUs.

7.3 KnuHunyeckue gaHHble

7.3.1 O6wue cBepgeHun

MpeanpogaxHas aTTecTaunsl NpeMMyLLECTBEHHO HanpaeneHa Ha MeauUMHCKUe NpUbophk! € BbICOKOW cTere-
HbHO pYCKa U MOXKET BKIoYaTh NpeAcTaBieHne KIMHUYECKUX AaHHbIX ANA 060CHOBaHWSA NpeTeH3uii k npubopy. B
ABCTpanuu HopMaTUBHbIE NpaBuna TPebyT HaNUUKA Ans KaX40ro MeauuMHCKoro npuéopa, OTHECEHHOTO K I1io-
60oMy Knaccy, KNMHUYECKUX AaHHbIX, COOTBETCTBYHOLLMX €0 UCMONb30BaHNIO U Knaccudukaumn.
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MpeameToM 06CYXaAEHUST MOXET BbITb BOMPOC O TOM, OOSDKHBI N CPEACTBa KOHTPOIS, OTHOCALLUECS K
Kraccam nporpamMMmHbIX NPOAYKTOB ANs1 cdpepbl 34paBoOXPaHEHUs C HaUBLICLLMMU pUCKaMu, BKOYaThL npea-
CTaBleHWne KNMHUYECKUX AaHHbIX. [py paccMOTPEeHUW 3TOro Bonpoca cregyeT y4uTbiBaTb, 4To 6€30NacHOCTb,
HanpumMep, NPOrpaMmMHbIX NPOAYKTOB NOASEPXKKA MPUHATUS KITMHUYECKUX PeLIEeHU (HEKOTOopbIe U3 KOTOPLIX MO-
ryT 6bITb OTHECEHbI K KaccaM Camoro BbICOKOro pucka) ByaeT 3aBuceTb OT NPaBUAbLHOCTU U pacnpocTpaHeHHo-
CTW KIIMHWYECKUX AaHHbIX, MOSIOKEHHbBIX B OCHOBY anropuTMOB NPUHATUA peLueHuiA. Mpu 3ToM KNnHWdeckue aanx-
Hble MOTyT paccMaTpuUBaThLCS B ABYX KOHTEKCTaXx:

- CBeleHUs1 0 JOCTOBEPHOCTU KIIMHWYECKUX AaHHBIX, fieXallux B OCHOBE NoAAEPXKKA NPUHATUS PeLUEeHUI, 1
Cnocob, Kakum nporpaMmMHoe obecrnedeHre UCrnonb3yeT 3TN CBeAeHUs;

- KNMHUYecKWe AaHHbIe, NoSyYeHHbIe B pe3ynbTaTe NPakTUHeCcKoro UCNonNb3oBaHWA U3genus, Hanpumep B
OorpaHn4eHHO KOHTPOMPYEMbIX MPUIOXKEHUSAX.

3aeck BO3MOXHO nprMeHeHKe cTaHaapTa MCO no KNMHWYECKUM UccneaoBaHUam MeauuMHCKUX Npubopos
Ha nrogsx [14].

7.3.2 BbiBOAbI

Ecnu npepocTaBrieHne KNMHNYECKNX AaHHLIX ABNAETCA YacTblo CPEACTB KOHTPOMA Hag 6e30nacHOCTLIO
nporpaMMHbIX NPoAyKTOB Ans cdhepbl 3apaBooXpaHeHns, To A0MKEH BbITb NPUHAT coaepXXaLLmnii pykosogalume
yKasaHusi cTaHaapT, ABMSOLNIACA OCHOBON U COOTBETCTBYIOLLMIA XapaKkTepuUcTMKam NporpaMMHbIX NPOAYKTOB ANs
chepbl 34paBoOXpaHeHust, Takux Kak nogaepkka NPUHATUA peLueHuin. Takoi cTanaapT A0MKeH OXBaTblBaTb Kak
KINMHWYeckue aaHHble, OTHOCALWMECS K AOCTOBEPHOCTU AaHHbIX, MONOXEHHbIX B OCHOBY NPUHATUA PELLIEHUI, TakK
1 UX UCTIONb30BaHWe NporpaMMHbIM obecneveHnem, a Takke KNMHUYecKue AaHHbIe, NoSlyYeHHbIe B pesyribTarte
UCMonb30BaHKA NporpaMMHoro npoaykTa. B gaHHOM KOHTeKCTe AomkHa 6bITb paccMOTpeHa BO3MOXKHOCTb Mpu-
mMeHeHus UCO 14155 [14].

7.4 Pernctpauus UHUMAEHTOB

7.4.1 O6Lwwue cBeaeHun

K MmegunupmHckum npubopam npeabasnseTcs TpebosaHWe perncTpupoBaTh UHLUMAEHTBI, KOTOPLIE MOTTN MpY-
BECTMW UMK BblIM NPUHMHON NeTanbHOro UCXoaa Unu cepbesHoi TpaBMbl NauueHTa.

Ecnu Takoe KoHTponupytowee meponpuaTue 6ei10 NpeaycMOTPEHO ANs NPOrpaMMHbIX NPOAYKTOB ANst
cdpepbl 3apaBooxpaHeHnst, To Morna 6kl 6bITb NpeaycMoTpeHa anekTpoHHasa peructpauus. MoatomMy aonxeH 6bITh
paccMOTpEH BOMPOC 0 cTaHAapTe No perucTpaLm UHUMAESHTOB AN NPorpamMmmMHbIX NPodyKToB ANs cdepsl 3apa-
BOoOXpaHeHus. CyLLeCTBYIOT AOKYMEHTUPOBaHHbIE NPUMEPbI, KOTOPLIM MOXXHO BOCMONb30BaTLCA, HAanpuMep:

-NCO/TC 19218:2005 [15];

- GHTF gnsa meguuuHckux npubopos [16];

- MedWatch YnpaBsneHusi o KOHTPOJIo 3a NpoAyKTaMuy NMTaHUS 1 fiekapcTBamu;

- 06 Me TpeboBaHWA K perucTpauum HaumoHansHoro areHTCTBa no 6e3onacHocTu naupeHTos Benukobputa-
HUn [17];

- paboTa, npoeogrmMas B Paboueli rpynne no Bonpocam chapmaueBTUkY U NpuMeHeHna nekapcets (P 6) TK
215 1CO, noaroToBMBLLEN NPOEKT CTaHAapTa NO 3NEKTPOHHOW peructpauvmn HebnaronpuATHLIX peakLuii Ha nekap-
ctBa [18] Ha 0CHOBE HaLMOHANBHBIX U MEXAYHaPOAHLIX AOKYMEHTOB.

7.4.2 BbiBOAbI

JormkeH 6bITb pacCMOTPEH BONPOC O cTaHAapTe Mo SMEKTPOHHON perucTpaumm HebnaronpuATHbIX UHUMAEH-
TOB, NPOU3OLLEALLNX MPY MPUMEHEHUW NPOrPAMMHBIX MPOAYKTOB A5 cchepbl 3apaBooOXpaHEHUsI.

7.5 CucrtemMbl KayecTBa

7.5.1 O6wwme cBegeHun

TTio6ble cpeacTsa KOHTPONA NPOrpamMMHbLIX NPOAYKTOB Ans cchepbl 30paBooXpaHeHUs, 6COBEHHO Ans Npo-
AYKTOB C BbICOKOI CTENEHbI0 pyUcka, ByayT NnpeAbaBnsATL TpeboBaHUA k cucteme kavecTtsa. MockonbKy cTaHaap-
Tbl MO cMCTEeMaM KadecTsa (Hanpumep, rpynna ctaHgaptos MCO 9000) MoryT perynuposaTh KOHTPOIb MPOeKTUpo-
BaHWS U yNpaeneHve puckamu, TO ManoBepPOATHO, YTO B HUX AOCTATOMHO AeTanbHO ByayT pacCMOTPeHbl BONPOCh!
KOHTPOMSA NporpaMMHbIX NpoaykToB AN cdepbl 3apaBooxpaHeHUs. Takum obpasom, B cepe MeaULUMHCKUX
Np1MBOpPOB CYLLECTBYIOT OTAEMbHbIE CTaHAapTbl N0 CUCTEMaM KauecTBa, KOHTPONIO NPOEKTUPOBAHWS U yripasne-
HULO puckamu. To ke camoe, BepOSATHO, ByAeT OTHOCUTLCS U K NPOrpaMMHLIM NpoayKTam Ansi chepbl 34paBooOX-
paHeHus.

CucTeMbl kKadecTBa MOTyT BbITb O4eHb 3hPEKTUBHBIMK B 06ecneveHn COOTBETCTBUS KOHEYHOTO U3Aenus
TpebyemoMy KayecTBY, HO €Cn UCXOAHbIA NPOEKT Bbln MNOXMM, TO CYLLeCTBYeT ONacHOCTb, UTO BCE KOHEYHbIEe
n3aenvs, BbINOMHEHHbIE MO JaHHOMY MPOeKTY, Takke 6yayT nnoxumu. Takum obpasom, HeobxoANMbIMU CBOW-
CTBaMM XOPOLLMX CUCTEM KaveCTBa SIBMAHTCS KOHTPOMb NPOEKTUPOBAHWUSA, pACCMOTPEHHBIN B 7.6, 1 TpeboBaHue K
aHanun3ay pUCKOB W ypaBeHUo PUCKaMU UK UX CHUXKEHUIO, pacCMOTpeHHoe B 7.7.
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MockonbKy cucTeMbl kavecTBa AN MPorpaMMHbIX MPOAYKTOB ANs cchepbl 3apaBooxXpaHeHUsl BO MHOTOM
CXOXW N0 XapaKTep1cTukam ¢ CUCTEMaMM KauecTBa AN MeaAuLMHCKUX NpUBopoB (M u3aenuii B Lenom), To cylle-
CTBYIOLLME CTaHAAPThI, NPUMEHUMbIE K MPOrpamMMHOMY obecneyeHunto, MoryT BbITb UCMONb30BaHbI B KAYECTBE
OTNpPaBHON TOYKK. Hwke paccMoTpeHbl Hanbosee sHauMmble 13 HUX. B obLuem, AaHHbIe cTaHAapThl OXBaTLIBAOT
criegyloLime acnekTbl:

- NNaHMpoBaHWe peanusauum NPOrpaMMHOro NpPoAyKTa, BKITHYast )KUSHEHHbIN LMKI, MIaHupoBaHue Kade-
CTBa, NPOLIeCChl, CBSA3aHHbIE C NOTpebutenem, KOHTPOsb MPOEKTUPOBaHUS U YNpaBieHUe pUuckamu;

- AOKYMEeHTaLmIo, Hanpumep pYKOBOACTBO MO KAYECTBY U KOHTPOSIb JOKYMEHTOB 1 3anucei;

- OTBETCTBEHHOCTb 3a ynpasneHue, BKioyas obsisatenscTea rno yrnpasneHuto, cpoKycpoBaHHOCTb Ha No-
TpebuTens, NnaHMpoBaHue CUCTEM NOSIUTUKU B 06NacTu kavyecTBa U yNpaeneHust KauecTBOM;

- pacnpegeneHve oTBETCTBEHHOCTEN 1 MOSTHOMOUNIA;

- CBA3b;

- ynpaBsneHue pecypcamu, BKoYasi KoMneTeHLmMo, NoHMMaHue, obyyeHue u pabouyto cpeay;

- 0630pbl Mo yNpasneHuio.

7.5.2 CtaH@apTbl N0 CUCTEMAM Ka4yeCTBa, OTHOCSLUECH K MeAULIMHCKUM npubopam

MHorune usrotosuTenNn MeauuMHCKMX NpubopoB BHeAPWUIM CUCTEMY KauecTBa, YTo6bl COOTBETCTBOBATL 3a-
KoHoZaTeNbHLIM HOPMaM.

B 6onbLUHCTBE EBpONEickuX cTpaH U3roToBUTENI MEAULIMHCKUX NMPUBOPOB BHEAPWIU CUCTEMY KaqecTBa,
4yTOBbLI COOTBETCTBOBATL ANpekTuse EC no MeanumHckum npubopam [19]. OgHako B COOTBETCTBUU € YCTaHOBKOW
EC no avpekTusam Hosoro nogxoda [20], ecnu cuctema KayecTsa U3roToBUTESSI COOTBETCTBYET «rapMOHU3NPO-
BaHHbIM CTaHgapTam», HO He HasbIBaeT UX, TO OHa MOXET CCbiNaTbCA Ha AonyLleHne cooTeeTcTeusA. OgHako B
NNCTUHIEe PyKOBOACTBA MO AUPEKTUBaM Ans MeaMuuHCKUX npubopos [21] cTpoka, oTHOCALWaAcs Kk cuctemam
KavecTBa, ccbinaeTcs Ha AoKyMeHThbl oT GHTF.

Pykosoacteo GHTF go uioHs 2005 r. 66110 BKIMIOYEHO B AOKYMEHT « PyKOBOACTBO MO cCUCTeMaM kavectea
AONs1 POEKTUPOBAHNSA U MPOU3BOACTBA MeANLMHCKNX NMPUBOpoB» [22], KOTOPLIN, B CBOK o4epedb, Obin co3aaH Ha
ocHoe MCO 9001 (Bepcust 1994 roga) [23]. B 2005 r. AaHHOE pykOBOACTBO GbINO U3bATO U3 o6paLleHus u
3ameHeHo MICO/TO 14969:2004 [24], B paspaboTke npoekTa koToporo y4acteosana GHTF. Hactoawuii ctaHgapTt
Takke ocHoaH Ha MICO 9001.

B CLUA tpeboBaHusi «YcrneluHoli Npon3BoACTBEHHOW NPaKTUKU» NpeacTasneHs! B «MonoxeHuu no cucte-
mMam kadecteay [25]. B npegucnosum gaHHoro AokymeHTa npeAcTaBneHbl MoslyYeHHbIe 06LLeCTBEeHHbIE KOMMEH-
Tapuv 1 0TBETbI YNpaBneHusl Mo KOHTPOIH 3a MpoAyKTaMmu NMTaHus 1 nekapctesamu. M3 npyBeaeHHbIX OTBETOB
CTaHOBUTCH AICHO, YTO TpeboBaHUA, B OCHOBHOM, ocHoBaHbl Ha MCO 9001:1994 [23] n paspaboTaHbl B TECHOM
coTpyaHnyectee ¢ GHTF. B rnase 2 «Cucrtemsl kavecTBa» PykoBoacTBa no cucteMam KadecTsa Anst MeauLMHC-
KX NprBopOoB Anst MasnbiX NpeanpusaTii [26] Takke OTMeYeHo, YTo TpeboBaHUA «YCneLLHOW NPOM3BOACTBEHHON
npakTukn» «rapmoHmanpoBanbl ¢ MCO 9001:1994 n MCO 13485 [27]» (koTopbliA cam ocHoBaH Ha MCO 9001).

CuTyauusa B AscTpanuu u KaHage cnoxunach Noxoxum o6pasom. Mx TpeboBaHus K cUCTEME KayecTBa s
MeaVLUHCKMX MprBOpPOB Takke OCHOBaHbI Ha cepun ctaHgapToB MCO 9000.

HAcHo, YTo ecnn NporpaMMHble NPOAYKTbI ANst cchepbl 3apaBooxpaHeHns 6biny 6bl NpegMeTOM KOHTPOIS CO
CTOPOHbI CUCTEMbI YrIpaBneHUs kKa4ecTBOM, To Noboi cTaHaapT AonkeH 6biTk ocHoBaH Ha MCO 9001:2000 [28].
BcTaeT BoMpoc, CyLLecTBYET NN yKe Takol cTaHAapT, KOTOpPbIA Mor 6bl 6bITb MPUMEHEH HEMOCPEACTBEHHO.

CraHaapThbl, NpYMeHsieMble B OTHOLLEHWU MeANLUHCKUX NPUBOPOoB, ABMSIIOTCA O4eBUAHBLIMU KaHAMAaTaMu
Ha paccmoTpeHue. Kak yxxe oTMevanoch, cTaHaapToM, KOTOpbIV YoMUHANCs! B KOHTeKCTe «upekTuBbl no Meau-
umHekum npubopam» EC, sensietcsa «PykoBoacTeo no cuctemam kavectea» GHTF [22], koTopoe 6biro oTo3BaHo
n 3ameHeHo MCO/TO 14969:2004 «PykoeoacTtso no npumeHeHunio UCO 13485:2003» [24]. UCO 13485:2003 «Cu-
CTeMbl yrnpaBneHusi kKayecTBoM. TpeboBaHuWs K LensiM perynupoBaHus» [27] sisnseTcs, kak BAAHO U3 HaMMeHOBa-
HUWS1, cneuumanbHO pa3paboTaHHLIM OKYMEHTOM AJ1s1 «Lenei perynMpoBaHnust» U NOCBALLEH MeaULMHCKUM Npubo-
pam. OH He MOXeT NoAxoAUTL ANsi NPOrpaMMHbIX NPOAYKTOB Ans chepbl 3ApaBOOXpaHeHUs No ABYM NPUYUHAM:

- XOTS ero onpegeneHue «MeguLmMHcKoro npubopa» coorsetcTByeT GHTF 1 Tem cambiM BKNoYaeT «npo-
rpammHoe obecneyeHue» (cM. A.3), coBepLUEHHO OUEBMAHO, YTO AaHHLIA CTaHAapT paspabartsiBancs 6e3 yyeta
nporpaMMHbIX MPOAYKTOB Arls cchepbl 30paBoOXpaHeHUs:;

- AaHHbIV cTaHaapT paspaboTtaH And Lenen perynupoBaHus, Toraa Kak HacTOSILLMIA cTaHAapT He OCHOBaH Ha
NpPeAnonoXeHUM, UTO CpeACTBa KOHTPONS He obsizaTenbHo ByayT cpeAcTBamMu peryniMpoBaHust; psig AOMNOMHEHWIA
1 nonpaeok k UCO 9001 8 UCO/TO 14969:2004 [24] n UCO 13485:2003 [27] , MOXKET He NOAAEPXKMUBATLCS B
Heperynvpyemon cpege.

Tem He MeHee, OCHOBHOE cofiepkaHue U TpeboBaHWUs MOTyT BbITb MPUMEHEHbI K MPOrpamMMHbIM MPOAYKTam
ans cpepsbl 3apaBOOXpaHEHUs Tak XKe, Kak OHU MPUMEHSIIOTCS K MeAUMLMHCKUM nMpubopam.

8
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7.5.3 CtaHgapThbl MO cUCTeMaM Ka4yecTBa, OTHOCSILMeCSH K MporpaMmMHoMy oGecrnevYeHuUo

OpyruM BO3MOXHbLIM MOAX0A40M K CTaHAapTy No NporpaMMHbIM Npodykram ansi chepbl 34paBooxpaHeHns
Ha ocHoBe MICO 9001 siBnaeTcs paccMoTpeHne CyLLLeCTBYIOLWMX cTaHaapToB, ocHoBaHHbIX Ha MCO 9001, koTo-
pble B 06LLeM criydae NnpuMeHnMbl K porpaMMHoMy obecnedermnio. OueBnaHbIM NPeTeHASHTOM Ha NPpUMeHeHve
asnaetca MCO/M3K 90003:2004 «PykoBogcTtea no npumereHuto MCO 9001:2000 k nporpammHomy obecneve-
HUIO KOMMNbOTEPOBY [29].

[aHHbIA cTaHOapT, B CBOW o4vepedpb, ccbinaeTcs Ha psg crangaptoB MCO/M3K, B yacTHocTH, Ha
MNCO/M3K 12207:1995, «MpoLiecchl XU3HEHHOTO LuKna nporpaMmmMHoro obecrieveHus» [30], nonpasky K HEMY
2002 . [31] n pykoBoacTBO no ero npumeHeHunto MCO/MIK TO 15271 [32].

Crangapt MICO/M3K 9003:2004 mor 6kl HenocpeacTBEHHO GbITk MPUMEHEH K NPOorpaMMHbIM NpoayKTam
ans cdoepbl 30paBooOXpaHeHNs 1, TaknuM obpaszom, Mor Bbl CTaTh BbIBpaHHBIM 13 CyLLECTBYOLLMX cTaHAapToB. Ero
BO3MOXHbIM HEAOCTATKOM ABNSAETCA OTCYTCTBME CChINIOK Ha cTaHAapThl 4N MeauumMHCKUX NpubopoB, OCHOBaH-
Hble Ha MUCO 9001.

7.5.4 BbiBOAbI

Ecnv ogHnm 13 cpeacTs koHTpons ans obecneveHuns 6e3onacHOCTV NporpaMMHbIX MPOAYKTOB Ans cdepsl
3apaBooXpaHeHus siBnsieTca TpeboBaHue K cMCTeME ynpaBrieHWs KayecTBOM, TO BCe HeobxoauMble cTaHaapThbl
A0SKHBI BbITb ocHoBaHbl Ha MCO 9001:2000 [28].

Ecnu yctaHaenvBaeTcs, UTo TpebyeTcs HOBbIA CTaH4apT, PerynupyroLwuii nporpaMmMHble NPoAYKTbI Anst
cchepbl 34paBoOXpaHeHUs], TO OH AoSkeH ObITb co3aaH Ha ocHoBe paccMoTpeHuss MCO/MOK 90003:2004 [29]:

- B KauecTBe BO3MOXHOIo npeTeHaeHTa 6e3 kaknx-nmbo nonpasok;

- B KQUeCTBEe UCXOAHOro Matepuana ¢ BO3MOXHbIMW NonpaskaMu, OTpaxaroLuMmu cneupudnky nporpamm-
HbIX MPOAYKTOB ANs chepbl 3apaBooxpaHeHns (€ y4eToM TpeboBaHmin K MeguLMHCKUM Npubopam, ycTaHOBMeH-
HbiM B ICO 13485:2003 [27] 1 cBAZaHHBLIM € HUM pykoBogacTeoM MCO/TO 14969:2004 [24]).

7.6 KoHTponb NpoeKkTUpoBaHUA

7.6.1 O6wWwme cBeaeHus

KoHTponb NpoeKkTMpoBaHns BKoYeH B 60NbLUMHCTBO 3aKoHoAaTesNbHbIX MOAXOA0B.

B EC nmetoTcst pekoMeHgaLmm no KOHTPOI0 NPOEKTUPOBaHNA, OCHOBaHHbIe Ha AokymeHTax GHTF. Pyko-
Bogcteo GHTF go unoHst 2005 r. cogepkanock B 4OKYMeHTe «PykoBOACTBO NO KOHTPOSO MPOEKTUPOBaHUS AN
U3roToBUTENER MeanUmHCKkMx npubopos» [33]. B 2005 r. aTo pykoBoACTBO 6bIS10 U3LATO U3 OBpaLLIeHNs U 3aMeHe-
Ho MCO/TO 14969:2004 «CucTembl ynpaBneHusi cuctemMamu kadectea. PykosoacTeo no npumexexuto UCO
13485:2003» [24]. OHo, No cyTu, 3amMmeHuno 44 cTpaHuLpl pykoBodcTea Ha 8 ctpaHuy, MCO/TO 14969:2004, pas-
aen 7. 31o NpuBENo K NoTepe HEKOTOPLIX AeTanew.

ABcTpanus n KaHaga npuMeHsiioT noaxoa, aHanormuHelii noaxogy GHTF.

B CLUA AOMUHMCTpaLMs MO KOHTPOJIO 3a MPoAyKTaMuy NUTaHus U nekapcTsamu BoinycTuna «PykoBoacTBo
MO KOHTPOJHO NPOEKTUPOBaHUS ANs Npon3BoanTenein MeguumHckux npubopos» [34]. OHO UMeeT OTHOLLEHUE K
Mpasunam 820.30 no «KoHTponto npoekTnposanHus» 1 pasgeny 4.4 UCO 9001:1994. flaHHoe pyKOBOACTBO OXBa-
ThIBAET T€ e acneKTbl, 4To 1 pykosoacTeo GHTF, a umeHHo:

- MNaHMpoBaHWe MPOEKTUPOBaHNS 1 pa3paboTku;

- UICXOAHble AaHHble AN TPOeKTUPOBaHUS;

- 3KCMepTU3y NpoeKTa;

- BepuduKaLuio NpoekTa;

- aTTecTauuio MPoekKTa;

- nepeaady npoekTa;

- UIBMEHEHWS NMPOEKTa;

- DOKYMEHTMPOBaHWE UCTOPUM NPOEKTa.

HecmoTps Ha To, 4To TpeBGoBaHuWs, U3NOXKeHHbIe B AaHHOM pykoBoAcTBe, Gbinv paspaboTaHbl AN perynu-
pyemoii cpefpl (KoTopast He OTHOCUTCS K 06n1acTu NMPUMEHEHNUS HACTOSILLErO CTaHAapTa), MO CyLWeCTBY, OHWU MOMN
6bl 6bITb MPUMEHEHBI 1 K MPOrPaMMHbIM NPoAyKTaM Ans cdepbl 3apaBooXpaHeHns, Kak 1 K MeauuMHCKUM npubo-
pam. TemM He MeHee, NX HeMb35 MPUMEHUTL MOMHOCTLH, MOCKOSbKY:

- MPUMeEpPbI U TEKCT PYKOBOACTBA OPUEHTVPOBaHbLI Ha MeagULUHCKME MPUBOPEI U MOTOMY He MPUMEHUMBbI K
nporpaMMHbIM NpogyKTam A1s cepbl 3paBooXpaHeHus;

- HekoTopble TPeBGOBaHWUSA MOTYT BbITb NPUMEHEHBI K MPOrpammMHoMy 06eCcreveHNto ¢ USMEHEHUAMMK,

- Heobxoamnmo npegocTasnTb 6onee nogpobHyo MHOPMaLMIO, OTHOCALLYIOCH UMEHHO K NPorpamMmmHbIM
npoaykTam Ans cdepbl 34paBooXpaHeHus], HanprmMep K cucTeMam noaaep ki MPUHATUSE PeLLEeHWR (CM. HUXe).

9
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MpoekTupoBaHWe cucTeM NOAAEPXKKN NPUHATUA PELUEeHUIA U NocieaytoLme N3MEHEHUS B NPOEKTe OCHOBbI-
BalOTCS Ha UCXOAHBIX anropuTMax nogaepPXKKN NPUHATUA PeLUeHWUIA U KIMHUYEeCKUX AaHHbIX. Tak, 3f1ekTpoHHasn
cucTema HasHayeHWin NiekapcTB, CMOXET, HanpUMep, BbldasaTb NpeaynpexaeH1s 0 NPOTUBONOKa3aHUSAX NpumMe-
HeHWs iekapcTB ManoneTHUMKU AeTbMU N 6epeMeHHbIMU XXEHLLMHaMMK, a Takke NpeaynpexaaTth 0 B3avMHbIX
BIMSIHWSIX MPU NPUMEHEHUN HEeCKONbKKUX NekapcTs. Takue dyHKuMM ByayT CUNBHO 3aBUCETb OT KIIMHUYECKUX
AaHHbIX, KOTopble ByayT MEeHSTLCA C TedeHneM BpemeHn. HegocTaTouHOCTb AaHHbIX M HEBO3MOXHOCTb OTCNEXN-
BaTb MX CBOEBPEMEHHO MOTYT UMETL cepbe3sHble, U gaxe dpaTanbHble nocrneAcTsusi. MoaToMy yCUNEHHbI KOHT-
POIb UCXOAHOrO NMPOEKTa U U3MEHEHWI B NPOEKTe, Hanpumep ero 0GHOBNEHWI, UMeeT NepBOCTENeHHOE 3Ha4YeHWe
ans 6esonacHocTu. [1lo6oi cTanaapT MO KOHTPOSO NPOEKTUPOBaHWS NPOrpaMMHbIX NPOAYKTOB AN1sl cchepbl 3apa-
BOOXPaHeHWs1 AOSMKEH YUNTbIBaTb AaHHblE 0COBEHHOCTH, HaNpUMEp BO3MOXHbIe TPeBOBaHUSA K IKCNEPTHON OLieH-
Ke KNHUYecknx ganHHbIX. CyllecTByloLLMe CTaHAapThl B 3TOM OTHOLLEHUUN He SIBMSII0TCS afeKkBaTHLIMU.

7.6.2 BbiBOoabl

Ecnu KoHTposk NpoekTupoBaHusa AomkeH BbITk YacTbio TpeboBaHui aAns obecneyeHus 6esonacHocTy NPo-
rpamMMHbIX MPOAYKTOB Ans cchepbl 34paBooXpaHeHus], To AomkHa ObITk paccMoTpeHa HeobxoaumocTs paspaboT-
Kv cTaH4apTa HenocpeACcTBEHHO A5 NPorpamMMHbIX NPOAYKTOB Ansi cdhepbl 3apasooxpaHeHust. Mockonbky no-
AOBHbIA cTaHaapT AomkeH 6a3MpoBaThCsl HA OCHOBHLIX TPEBGOBaHMSIX, COAEPXKALLUXCA B CTaHAapTaX No KOHTPO-
1110 MPOEKTUPOBaHWS MegnLMHCKMX Nprbopos [24], [33], [34], To aTn TpeboBaHna AoMKHLI 6bITe ag4anTUpPoBaHsbl K
nporpaMMHbIM NpodykTam ans cdepbl 3gpaBooxpaHeHus U yunuTbiBaTh crieumduyHble NOoTpeBHOCTU, Takue Kak
KOHTPOINb anropMTMOB U UCMONbL30BaHNE KITMHUYECKUX AaHHbIX B MPOrpaMMHbIX NPOAYKTax, Hanpumep B cucTe-
Max NoaaepXKKv NMPUHATUSI PELUEHWIA.

7.7 YnpaBneHue puckamu

7.7.1 O6wme cBeaeHUA

CyllecTByeT MHOIo CTaHAapPTOB, CBSA3aHHbIX C yNpaBlieHneM puckamu, Kotopble Mornu 66l NnpeTeHaoBaTh
Ha NpUMeHeHKe K NporpamMmmHbIM NpoayKTam Ans cdepbl 3gpaBooxpaHeHust. B npunoxenun C npuseaeH 063op
psina Havbonee 3Ha4MMbIX B JaHHOM KOHTEKCTE JOKYMEHTOB, UMEIOLMNX OTHOLLEHUE K creayoLwmumM obnacTam:

- IpoLecchl «yrnpasreHne puckamu Ha NpeanpuaTUsIX»;

- IPOAYKTHI ANs chepbl 3APaBOOXPaHEHUS, B YaCTHOCTU, MeauLMHCKME Npubopsl;

- Apyrve obnacTu, Hanpumep ynpaeneHne nHgpopmMalmoHHon 6esonacHoCTbIo.

7.7.2 BuiBOAbI

Ecnv ynpaeneHue puckaMmun 4osmkHo BbiTe vacTbio TpebosaHuii Anst obecneveHusa 6e3onacHoCTU Nporpam-
MHbIX MPOAYKTOB AN cdiepbl 34paBooXpaHeHns, To:

- cneuyaribHO 4ns NporpaMmMHbIX NPoAYKTOB Ans cchepbl 3ApaBooxpaHeHna HeobxoaWM HOBLIN CTaHaapT,
cornacoBaHHbIl Ha BbicLem yposHe ¢ MCO 31000 [35], CO 14971 [36], MOK 61508-3 [37] 1 MOK 61508-5 [38].
[aHHbIA cTaHaapT AoMKeH peanvs3oBbiBaTh NonoxeHust, nsnoxeHHsle B GHTF/SG3/NISRS [39], n 6b1Tb ocHoBaH
Ha onbITe ucnonb3osaHusa CRAMM [40] coemecTHo ¢ UCO/MIK 17799 [65];

- HOBbI cTaHAapT AomkeH 6bITb NogkpenneH pykoBOACTBOM MO peanu3aummn, KOHKpeTU3MPOBaHHLIM oA
nporpamMmMHbIe NPOAYKTLI ANst chepbl 3apaBoOXpaHeHUs.

8 CtaHgapThl, OTHOCALMECHA K pUCKaM onpeAeneHHoro xapakrepa

8.1 O6wme cBegeHUsi

KoHKpeTHBIA NporpaMMHBbI NpoaykT ansa cchepbl 3apaBooXpaHeHWst N NporpaMMHble NPoAyKTbl Ans cde-
pbl 30paBooXpaHeHust BooblLue MoryT 6biTb 06 bekTamMu pUCKOB onpeaeneHHoro xapakTepa. MNpumepamu, npume-
HUMbIMU K 6OMBLUMHCTBY NPOrpaMmHbIX NPOAYKTOB Anst cchepbl 3ApaBoOXpaHeHUs, U Ans KOTOPLIX CYLLIECTBYIOT
ctaHaapTel UCO n/unm CEN, oTHocALWMeCs kK nporpaMMHbLIM NpoAyKTam Ans cepbl 30paBooxpaHeHus, ABNAT-
cA cneayoLume:

- 6e30MacHOCTb B KOHTEKCTE 3aLnThl IMYHOW MHopMaLmu;

- ayTeHTUhUKaLma MeanMLNHCKUX paboTHUKOB;

- NpaBWrbHasi OA4HO3HaYHAaA UAeHTUDUKaUMS NaLVeHToB.

8.2 BeiBOabI

Ecnv ana pyuckos onpeaenieHHOro xapakrepa CyLLecTBYIOT cTaHAapThl, TO MporpamMmmHble NpoayKTbl A0K-
Hbl MPOEKTUPOBATLCH B COOTBETCTBUN C 3TUMU CTaHAapTamu.
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9 Hagsop 3a 6e30nNacHOCTbLIO U pUcKkamu
B cdhepe AeATeNbHOCTU Nonb3oBaTens

9.1 O6LwWwune cBegeHuUA

HacTosimia cTaHgapT orpaHuyeH obecneveHrem 6e3onacHoCTV NporpaMMHbIX MPoAYKTOB Ans cdhepbl 3apa-
BOOXpaHeHUsi B NPO13BOACTBEHHON cdhepe (BKNtoUatoLLen NpoeKkTpoBaHue 1 paspaboTky). OgHako, Aaxe ecnu
6e3onacHocTb bblna obecrneyeHa Ha MPOM3BOACTBE, MPU3HAETCS, YTO MPU BHEAPEHUN N UCNONb30BaHWUN NPO-
rpaMMHBIX NPOAYKTOB B cchepe AeATenbHOCTY Nofb3oBaTens, Hanpumep B 60nbHULE 1T BpavoMm obLueli npakTu-
K1, MOTYT BO3HWKaTb HOBbIE pUCKU. 3TO 0COBEHHO BEPOSITHO B Criydae, Korda npeanonaraetcsa B3auMogencTene
1 B3aVMOCBS3b NPOrpaMMHbIX MPOAYKTOB, MOMYYEHHbIX OT Pa3HbIX MOCTaBLLMKOB, HE3aBUCUMO OT TOrO, CBA3aHbI
JIM OHW HaNPSIMYHO UNK Yepes ceTb. To e camoe OTHOCUTCS U K MHTepdeicam MeanLIMHCKUX Npubopos, umero-
LLMX BCTPOEHHOE nporpammHoe obecneveHune. JaHHbI acnekT 6e30nacHOCTU OMKEH BbITb YYTEH.

9.2 BeiBoAbl

Heobxogvmo 06paTTb BHUMaHWe Ha cTaHAapThl Mo obecrneyeHno 6e30nacHOCT NPorpamMMHbIX NPOAYKTOB
Ans cipepbl 3apaBooxpaHeHns B cchepe AeATenbHOCTY Nosb3oBaTens.

10 CuctemaTusaumn

10.1 O6wue cBegeHUA

Kak npaBuno, HeT SICHOCTW, UTO 3akntoyaeT B cebe nporpaMMHbIi NpodyKT 4ns cepbl 3apaBooXpaHeHus.
UTo6bl NpeogoneTb 370, He0BX0AMMO NPUHSATL Mepbl MOCPeACTBOM cUcTEMAaTU3ALIMUM (CTPYKTYPUPOBaAHHOIO CMUC-
ka) MeaMLMHCKOro nporpaMmMHoro obecneueHns. AHanornuHo, nogaepxueatoLLas cuctematusaumsa 6eina 6ol no-
nesHa npu perucTpawuum HebnaronpusaTHeIX COBLITURA, HanpUMep:

- NIporpamMMHbIi NPoaYKT Ansa cdepbl 3apaBooxpaHeHust (Hanpumep, AN NOAAEPXKKA NPUHATUS peLLeHUs O
HasHa4YeHWW NekapcTB);

- npouecchl (403npoBaHye NekapcTs);

- NOCNeAcTBUN (anneprudeckas peakuus Unu cepbesHblii Bpea).

10.2 BbiBOAbI

HonxHa 6blTb NpoBeAeHa CMcTEMaTM3aLMA MPOrpaMMHbLIX NPOAYKTOB AN cdhepbl 34paBoOXpaHEHUs, a
TalKe cMcTemMaTmsaums ana noaaepPXkk perncTpaunm HebnaronpUATHLIX COBLITUIA.

11 O6wme BLIBOAbI

Ecnu nporpammHble NpoayKTel 4ns cdepbl 3apaBooXpaHeHns nognexar peryrimpoBaHuto Unu KOHTPoso
hopmanbHLIMK UK HedbopMarbHbIMA MeTO4aMU Ha HauMOHaNnbHOM, perMoHaibHOM UM MeCTHOM YPOBHE, TO
CpeAcTBa KOHTPOMS ACSKHbI ObITb OCHOBaHbI Ha cTaHAapTax. HacToawumin ctaHgapT onpegensieT HeobxoauMble
cTaHaapTbl U UX cyLHOCTb. Huxe npuseaeHb! obLyme BeIBOALI.

11.1 Ecnu cpeacTBa KOHTPOMSA AOMKHbI BbITh ageKkBaTHbLI PUCKY, KOTOPLIA NPOrpaMMHbIA NPOAYKT MOXeT
npeAcTaBnsAThL ANS NaLMeHTa, To MporpaMmMHble NpoayKTbl 4na cepbl 30paBooXpaHeHUs KnaccuduumpyoT B
COOTBETCTBUM C AaHHBIMK puckamu. CUCTEMBI kKnaccudmKkalm MeauLMHCKUX NpMbopoB He NoAXoaaT ANs Npo-
rpaMMHbIX MpoayKToB Ans cepsl 3apasooxpaHeHust. UCO/TC 25238 «Knaccudmkavms yrpos 6esonacHocT ot
MeamMUMHCKoro nporpaMmMHoro obecneveHus» [11] Hanbonee nogxoauT ANA NPUHATUS onpeaeneHHbIX B HeM Knac-
coB puckoB (cM. [11], Tabnuua 4).

11.2 Ecnu TpebytoTes NnpeanpogaxHoe nsBeLLeHve, pernctpaups npeanpusts unv Nnpoaykra, To, No-Buan-
MOMY, OHU He NOTPeBYIoT paspaboTki cTaHaapToB (cM. 7.1).

11.3 CtangapT Ha MUHUMYM MHdOpMaLWMK, HeoBX0AMMOW AN NMPeAcTaBeHUsl XapakTepucTUK nporpam-
MHbIX NPOAYKTOB Ansl chepbl 3ApaBOOXpaHEHNS, MOXKET BbITh None3eH, B YacTHOCTU, NSl XapakTepUCTUK, KOTo-
pble BaXkHbI 4151 B3aMMogeicTBmS U dyHKLoHanbHol coeMectumoct. CTaHdapT Ha MeauumHckue npubopb [13]
HeobxoanMo NpoaHanuanpoBaTh, YTOObLI OLeHNTb HeoBXoaAMMOCTL paspaboTku OTAeNbLHOro cTaHAapTa No obLen
MapK1poBKe NporpamMMHbIX NPOAYKTOB AN cdepbl 3apaBooxpaHeHns (CM. 7.2).

11.4 MNpegocTaBneHne KIMHUYECKMX AaHHbIX MOXET MOTPeboBaTLCA HEKOTOPLIM MPOrPaMMHbLIM NPOAYKTaM
Ansa cdepbl 3apaBooXpaHeHus, Hanpumep Ans NoAAEPXKKN MPUHATAA pelleHWii ¢ HanBbICLIUM puckom. Ecnn aTto
Tak, TO XenaTensHO UMEeTb CTandapT B dbopMe PyKOBOACTBA, KOHKPETUSNPOBAHHOIO NOA NPOrpaMMHble NMPOAYKThI
ansi cpepbl 3apaBooxpaHeHnst. Takoi cTaHaapT AOMKeH OXBaTblBaTh Kak KNMMHUYecKe AaHHble, OTHOCALLMECS K
[OCTOBEPHOCTY AaHHbIX, NOMOXEHHbIX B OCHOBY MPUHATUS PELUEHWRA, Tak U X UCNoSMb30BaHWe NPOrpamMMHbLIM
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obecneyveHneM, a Takke KIIMHUYECKUE AaHHbIe, MoMNyYeHHbIe B pe3yibTaTe UCMOoNb30BaHUS MPOrpaMMHOro npo-
AykTta. B gaHHOM KOHTEKCTe AoSkHa GbITb paccMOTpeHa BO3MOXHOCTb NpumeHeHna MCO 14155 [14] (cm. 7.3).

11.5 Pernctpauus MHLMAEHTOB MOXET cUMTaThes HeobxoaMmoi. B aTom crniydae AormkeH BbITb paccMoTpeH
BOMpPOC O CTaHAapTe MO 3MEKTPOHHOW perncTpauum HebnaronpUATHLIX UHUUAEHTOB, NPOU3oLLEALLUX NPU NpUMe-
HEeHWW NPorpaMMHBIX MPOAYKTOB Ans chepbl 3apaBooxpaHeHus (cMm. 7.4).

11.6 Ecnv ogHuM 13 cpefcTB KOHTpons ans obecneveHns 6e3onacHOCTU NporpaMMHbIX NPOAYKTOB Anst
chepbl 3gpaBooxpaHeHUs ABnsAeTca TpeboBaHue K cucteme ynpaeneHusi Kauectsom (cm. 7.5), To Bce Heobxoau-
Mble cTaHaapTbl AOKHbI GbITh ocHOBaHbI Ha UCO 9001:2000 [28]. Ecnu ycTaHaBnmBaeTcs, 4To TpebyeTcst HOBbIA
cTaHgapT, PerynmpyoLLnii nporpamMmmMHble NpoayKThl Ansa cdepbl 3apaBooXpaHeHuUs, TO OH AoMmkeH bbITb cosaaH
Ha ocHoBe paccmoTpeHust UCO/M3K 90003:2004 [29]:

- B Ka4eCTBe BO3MOXHOIO NpeTeHaeHTa 6e3 Kakux-nmbo nonpasok;

- B KA4YeCTBE UCXOQHOro Marepuana ¢ BO3MOXHbLIMU NonpaskaMu, oTpaxaroLmumiu cneumduky nporpam-
MHbIX NPOAYKTOB AN cdepbl 3apaBooxXpaHeHus (C yHeTom TpeboBaHWin K MeULIMHCKUM NpubopaM, yCTaHOBIIeH-
HbiM B MCO 13485:2003 [27] 1 cBAI3aHHbIM ¢ HUM pykoBoacTeoM NCO/TO 14969:2004 [24]).

11.7 Ecnu KOHTpOmb NPOeKTUPOBaHKs AosMkeH BbiTb YacTbio TpeboBaHuiA Ansa obecneyeHuns 6e3onacHocTu
nporpaMMHbIX MPOAYKTOB ANs cdhepbl 30paBooXpaHeHns, To A0MKHa BbITb paccMoTpeHa HeobX0AMMOCTbL paspa-
GOTKM CTaHAapTa HEMOCPEACTBEHHO A1 MPOrpaMMHbIX NPoAYKTOB Ans cdepbl 3apaBooxpaHeHus (cM. 7.6). Mo-
cKonbKy NoAobHbLIA cTanAapT AoMKeH 6a3npoBaTLCA Ha OCHOBHLIX TPebOBaHUsIX, cogepXalluxcs B cTaHAapTax
Mo KOHTPOJTHO MPOEKTUPOBAHNS MegULIMHCKUX Npubopos [24], [33], [34], To aTK TpeboBaHWs AOMKHBI 6bITL aganTu-
pOBaHkI K NPOrpamMMHbIM MpogyKTam Ansi cdepbl 3apaBooXpaHeHUs U yuuTbIBaTh crieundmryHble NoTpebHoCTH,
TaKMe Kak KOHTPOSb anropuTMOB U UCMONb30BaHUE KNMHUHYECKUX AaHHBIX B MPOrPaMMHbIX NPOAYKTax, Hanpumep
B cMCTeMax Nogaepkki MPUHATAA peLLeHI.

11.8 Ecnv ynpaBneHune pyckamm OoMKHO BbITb YacTbio TpebosaHuii Ans obecneyeHus 6e3onacHocTy Npo-
rpamMmMHbIX NPOAYKTOB Ansl cdhepbl 3qpaBoOXpaHeHusi, To:

- cneumnanbHO Ansa NporpaMMHbIX NPOAYKTOB Ans cdepbl 3apaBooXpaHeHnst HeobxoaMM HOBbIN CTaHAAPT,
cornacoBaHHbIi Ha BbicLeM yposHe ¢ MCO 31000 [35], MICO 14971 [36], MOK 61508-3 [37] 1 MOK 61508-5 [38].
HaHHbI cTaHaapT AOMKEH peanv3oBbiBaTh NonoXxeHusi, nanoxeHHole B GHTF/SG3/NISRS [39], n 6bITb ocHOBaH
Ha onblTe ncnons3osaHns CRAMM [40] cosmecTHo ¢ MICO/M3K 17799 [65];

- HOBbIV CTaHAapPT 40/KeH ObITb NOAKPENeH PYKOBOACTBOM NO peanu3aunmn, KOHKpeTU3MPOBaHHLIM Mog,
nporpamMmHble NpoAyKTbl AN cdepbl 34paBOOXpaHEHUS.

11.9 Ecnu gns puckoB onpegeneHHoOro xapakrepa CyLecTBYIOT CTaHAapThl, TO NPOorpamMmmHble NPoayKTbl
AOSKHbBI IPOEKTMPOBATLCS B COOTBETCTBUM C A@HHLIMU CTaHAapTaMu.

11.10 Heo6xogmmo obpaTuTb BHUMaHWe Ha cTaHaapThl No obecneyeHnto 6e3onacHOCTU NPOrpaMMHBIX NPo-
AYKTOB A5 cchepbl 30paBooOXpaHeHWs B cpede nofb3oBaTensl.

11.11 OomkHbl BbITb MpOBEAEHbI cCUCTEMaTU3aLMA NPOrpaMMHbIX NPOAYKTOB Ans cdepbl 3apaBooxpaHe-
HUS, a TaKKe cucTemaTuaauus Ansi NogaepKky pernctpauum HebnaronpusiTHbIX COBbITUNA.

HaHHble BbIBOAbLI OTHOCATCA K KOMMNMEKCY cTaHAapToB, Heobxoaumelx Ans obecrneveHns 6e3onacHoOCTU
nporpaMmMHbIX MPOAYKTOB Ans cdepbl 3gpaBooxpaHerns. OgHako He 0b6s3aTensHo AomkeH bbiTb paspaboTaH
OAWH CTaH4apT Mo Kaxaomy BbiBogy. Tak, TpeboBaHUS K KOHTPOM0 NPOEKTUPOBAHWS U YNPaBIEeHWUIo prUcKamiu
MOTYT BXOAMTb B CTaHAapT Mo cucTemMam kadectea. Heobxoamm ctpatermyeckuii noaxoa s Lienom.
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MpunoxeHne A
(cnpaBouHoe)

MonoxeHne ¢ MeAULUHCKMMU NpUuGopaMu
B pa3HbIX CTpaHaXx

M pwumeyaHue— Hacroswmii 0630p npegHasHayeH TONbLKO Ansi Lernei HacTosIWero ctaHgapTa, 3aTpareas v
pe3ioMMpysl TONBKO BOMPOCHI, UMEIOWME K HEeMY OTHOLWeHne. OH He AOIDKEH UCNONb30BaThCsl B KA4YeCTBE NOMHOIO PyKo-
BOZICTBA B KAKOM-NMG0 OTHOLLEHWUM U AN Kakoi-nubo uenu (B crniyvae HeobxoaMMocTu, cnegyeT 06paTMTbesl K MCXOAHbIM
JOKYMEHTaM M KOMIMETEHTHbIM HaLMOHalNbHbLIM OpraHam).

A1 EC, Asctpanua n Kanaga

A.1.1 O6uwme cBegeHnn

EC, Asctpanus n KaHaga B 3HaUMTENbHOW CTENEHU UCNONb3YIOT OAMHAKOBbIE 3aKOHOAATENbHbIE NOAXOAbI K MEaU-
uMHckMM nNpubopam u cpeacTBa UX KOHTponsi. [oaToMy OHM paccmaTpuBaloTCA B OAHOM pasgerne.

A1.2EC

B EC meauumHckne npubopbl KOHTPONUPYIOTCSl HA OCHOBAHUU TPEX ANPEKTUB:

- 90/385/EEC ot 20 nions 1990 r. [41] no aKTMBHbIM UMMNAHTUPYEMbIM MEAWULIMHCKUM Npubopawm;

- 93/42/EEC ot 14 vions 1993 r. [19] no meanumHckum npubopawm;

- 98/79/EC ot 27 okrsa6ps 1998 r. [42] no meanuuHckum npubopam nabopaTopHOW ANArHOCTUKK.

AdvpekTBa «No akTMBHLIM UMMMNAHTUPYEMbIM MEAULIMHCKUM npubopam» OTHOCUTCS KO BCEM MEXaHM3UpPOBaH-
HbIM WUNM YacCTUYHBIM MMMMaHTaTam, HaxoAsAWMMCA B Terne nauyueHTa (Hanpumep, KapauocTUMyNsaTopb).

OvpekTuBa «no MmeavumMHckum npubopam» oxeatbiBaeT 6ONBLUMHCTBO APYIMX MeaUUMHCKMX NpuGopoB (He TONbKO
MeAULMHCKUX 3MeKTPOHHbIX NpubopoB.), Hanpumep 6aHAaxU NEepBO NOMOLLM, NPOTe3bl Ta306eApEeHHOro CycTaea, peHT-
reHoBckoe obopyposaHue, OKIT, cepAeyHble KnanaHsbi.

OvpekTuBa «No MeamuUUHCKUM cpeficTBaM nabopaTopHOi AMarHoCTUKM» OXBaTbiBaeT BCe MeguuuHckue npubopsl,
Takue Kak peakTuBbl, NPOAYKTbl peakTMBOB, KanubpaTopbl, KOHTPONbHbIE Marepuarnsl, KOMNNEKTbl MeAULMHCKUX MHCTPY-
MEHTOB, NpubopbI, annaparsl, 06opyAoBaHNe UM cucTembl, HeobxoanMblie anst nabopaTopHOro uccnegoBaHus Npoo,
BKITHOYasi KPOBb M 06pasLibl TKaHEe!, NoNyYeHHbIX U3 Terna Yenoseka. [pumepamu SBNSAOTCA peakTUBbl ANns onpeaeneHns
rpynnbl KPOBM, TECTOBLIE KOMMNEKThI 4151 onpedeneHus 6epemMeHHOCTH unu renatuta B.

B gaHHBIX gMpekTMBax meguuuHckuin npubop onpegeneH cnegylowmum o6pasom:

«JTro6oii npubop, annapat, matepuan npuGopa MnNu UHON NpeaMET, UCNOMNb3yEMbIi AaBTOHOMHO UNKM B KOMBWHa-
LMK, BKMoYas nporpaMmHoe obecneveHune, HeobGxogumoe ANS ero NPaBuIIbHONO NMPUMEHEHUS!, NPEAHA3HAYEHHbIA U3-
roToBUTENEeM ANA NPYMEHEHUs Ha MNOAAX € Lenbio:

- ONarHOCTUKK, NPOMUNAKTUKA, MOHUTOPUWHIa, NeYveHns unu obnerieHus 3aborneBaHus;

- OVNarHOCTMKM, KOHTPOIS, NeYeHUs, a Takke obnerdyeHnst unm KoMneHcauum TpaBMbl UK YBEYbS;

- UCCregoBaHus, 3ameHbl UM M3MEHEHUsI aHaTOMMK UK PM3NONOTNYECKOTO NPOLLECCa;

- KOHTPOINSA OMiog0TBOPEHUs
W HE peanuayiolmnii CBOero OCHOBHOIO Ha3HaYeHWs B UIW Ha Tere YenoBeka ¢ NoMOLLb0 hapMakorormyeckmx, MUMMYHO-
nornyeckmx nnu meTabonuyecknux cpeacTB, HO KOTOPOMY AaHHblE CPEACTBa MOMYT MOMOraTb OCYLLECTBISATb €ro (OyHK-
Luun».

HaHHoe onpeaeneHne BKMoYaeT TOMbKO NporpamMmmHoe obecneveHune, «Heobxogumoe Anst NpaBUNbLHOIO NpUMe-
HeHWsA» MeauuUMHCKoro npubopa. OgHako AaHHOe onpeaeneHne MoxeT GbiTe paclwmpeHo B Grvkaiwem Gyaywem ans
y4yeTa nporpamMMHoro obecneuenunsi, koTopoe camo no cebe ABMAETC MEAUUMHCKUM MpUGopom.

AOupekTnebl N0 MeamumHckuMm npubopam M No MeguuMHCKMM npuGopam nabopaTopHOW AMArHOCTUKM BKIMIOYaloT
cmcTemy knaccuukaumm, Ha OCHOBaHWMKM KOTOPOW YPOBEHb PETYISATUBHOIO KOHTPOIS, MPUMEHSIEMOro K Npubopy, COOTHO-
CMTCA C BOCMPUHMMAEMOMN CTENEHbIO PUCKa, ACCOLMUPOBAHHON C NpMGOpOM.

CpepcTBa KOHTPONSA, NPUMEHsIEMbIE K MeULIMHCKOMY NpuOOpY, BKIOYAIOT Takne MeponpusiTusl, Kak permcrpaumst
MaroToBuTENer 1 nagenuin, TpeboBaHusi K NPOEKTUPOBAHMIO U NPOU3BOACTBY, NPOBEPKa COOTBETCTBUSI BCEM TpeboBa-
HUAM.

A.1.3 ABcTpanusa

AecTpanus 4 oktabps 2002 r. NpuHsNa HOBYIO CUCTEMY PEryrnvpoBaHust MeguumMHckux npuGopos [43], [44], ocHo-
BaHHYI0 Ha MeXZyHapoZHOW mMoAenu perynuposanusi, paspabotanHHon GHTF [55]. daHHas mogens u aBcTpanuickast
cucTemMa BO MHOFOM CXOAHbl ¢ cuctemamm perynupoBanust EC. Pasnnuua mexay Asctpanuer n EC [45], [46] Hecyuwe-
CTBEHHbI B KOHTEKCTE HacTosIWero craHgapTa. Takum obpasom, onpegeneHne meauuMHckoro npubopa, cMcTemMbl Knac-
cudbukauymm, TpeboBaHMA K perMcTpauum U KOHTPOSbHBIM MEPONPUSATUAM aHanorMyHbl npuMeHsiemMbiM B EC.

Kak u B EC, nporpammHoe obGecneueHne BKITIOHAETCA B PACCMOTPEHUE, TOSBKO KOrga OHO HeoOXoamMMo Ans «npa-
BWUITBHOMO MPUMEHEHMA» MeauumHckoro npubopa. B ABctpanuu cywecteyeT ABCTpanuiickuiA peectp TepaneBTnyYeckux
ToBapoe (ARTG). MNouck B gaHHOM peecTpe TEPMUHOB «NPOrpamMmmHoe obecrneveHne» U «KOMNbIOTEP» BhISIBUN TONBKO
CMCTEMBI NPOrPaMMHOro obecrneveHns, HeobXoaMMble AN NPaBUITbHOIO NMPUMEHEHUs] MeaUUMHCKMX NMpubopoB, HO He
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BbISIBUN CUCTEMbI MPOrpaMMHOro oGecneveHusi, NpeacTaensiiowme nporpamMmHbie NpoaykTel Ans cdepbl 3gpaBooxpa-
HEHWs1, Kak OHW onpegerneHbl B HacCTOsILWLEM cTaHaapTe (caMoi 6rM3koli K STOMy ONpeaeneHuto okasanuce CUCTEMbI
ApXUBUPOBaHNA N30GPaXKeHNUi 1 KOMMYHUKaLMii — nporpammel PACS). AHanorMyHo, B aBCTPanuitickor cucteme Knaceu-
hrKaLmMm NpUCYTCTBYET TOMNMbKO «MporpammHoe obecneudeHve ans o6paboTkm nsobpaxeHuii».

A.1.4 KaHaga

B KaHage mMeguumHckue cpeacTBa KOHTPONMMUPYOTCS nocpeacTBOM MonoxeHus no MeamumHckum npubopam [47]
1 pa3genos AkTa o NWLLEBbIX MPOAYKTAX U NlekapcTBax, NPUMEHMMbIX K MeauumHckum npubopam. OpraH «Health Canada»
OTBEYaeT 3a COOTBETCTBME U cobniogeHne 3aKOHOB B HaluoHansHoM macwTabe [48].

XoTa B onpegeneHMn MeguuMHCKOro npubopa He ynomuHaeTcs nporpammuoe obecneveHue, B MonoxeHne no
MeaMLUHCKUM npubopam BKoYeHo criegytowee Tpebosanue:

«Ecnn meanuuHckuii npubop npeacraenset coboit unu cogepxuT nporpammHoe obecnedeHne, To NporpamMmmHoe
obecneyveHne JOMKHO BbITh CMPOEKTUPOBAHO Tak, UTOBbLI peann3oBbiBaTh 3aMbICen U3roTOBUTENS, U QONKHO BbiTh aTTe-
CTOBAHO».

MeguumHckme npubopsl 1 Npubopbl AN nabopaTopHol ANarHOCTUKU KNaccuuumpyoTea NocpeacTBOM Npaswr,
pa3paboTaHHbIX Tak, YTo6bl GbiTb «rapMOHU3MPOBAHHBIMUY C NpaBunaMmmn knaccudukauum npubopos EC u knaccudu-
kauusimm npubopos CLUA [49], [50]. Knaccudmkauus meanumHckux npubopoB NpakTUHEcKU coBnagaeT ¢ knaccudukaum-
amu, npuHsiteimn B Asctpanum n EC. MNporpamMmHoe obecneyeHne He YNOMWHAETCA NPsIMO, 38 WUCKITIOYEHMEM Npo-
rpaMMHoro obecneveHuns, NpeaHa3HavYeHHoro Arsi KOHKPETHbIX NpuboOpOB, HanNpMMep akTUBHbLIX TEPaneBTUHYECKUX WUnu
AvarHocTUYeckux NpuGopoe, NpuGOPOB, N3NyYalwWmuX paguaumo, CUcTemM AOCTaBKM NeKapCTBEHHbIX CPEACTB U aHecTe-
3upytoulero o6opyaosanus. MNMporpammHoe obecneveHne Takke YNOMUHAETCsl Kak NpeaHasHavYeHHoe Ans UCnonb3oBa-
HUs1 B Npubopax anst nabopaTopHOli ANArHOCTUKN.

Mporpamma «KaHaackve TepaneBTUHECKME U3OENUs» COAEPXKUT yKasaTerb Mo KIOYEBbIM CIOBaM, YToObl MOMOYb
M3roTOBUTENSIM ONpeaensTh Knacc MeanumHckux npubopos [51].

XoTs B yKkazaTene MMeeTcsi KaTeropusi KKOMMbIOTEP», BCE OMNMCaHWs CUCTEM MPUBSI3aHbl K MEAULIMHCKUM npubo-
pam KOHKpeTHbIX BUAOB. [MoaTomy nporpammHoe obecneyeHue, OTHOCSLLEECs] K NPOrPaMMHbLIM Npoaykram ansi cdepbl
30paBOOXpPaHEHNS B KOHTEKCTE HACTOSLWLEro cTaHAapTa, He OXBaTbiBAETCA CPEACTBAMMU KOHTPOIIS.

A.2CWA

B CLLA meauuuHckue npuGopkl KOHTPONMpyeT YNpaBreHne Nno KOHTPOrIO 3a NPoAyKTaMu NUTaHust U riekapcTBamm
(FDA) v ero LleHTp no npnbopam n paguonornyeckoin 6eaonacHoctn (CDRH).

B cooTBeTcTBUM € onpeaeneHueM defieparnbHOro akra 0 NULLEBBLIX NPOAYKTaX, NEKAaPCTBEHHbLIX U KOCMETUUYECKUX
cpefcTBax MeauuuHckuii npubop npeacTtaensieT coboi «MHCTPYMEHT, annapar, npucnocobneHve, MalluvmHy, MexaHu4yec-
Koe npwucnocobneHne, UMNNaHTaT, nabopaTopHbIi peakTUB UnNu MHOW NOoAoOHLIN OGBEKT, BKNOYasA COCTaBHbIe 4acTwm,
Unn akceccyap, KOTOpbINA:

- npucyTcTByeT B ochmumansHoMm HaunoHansHOM cnpaeovHuke, Papmakonee CoeguHeHHbix LLTaToB nnu B kakom-
nmMBo 13 NPUNOXEHUI K HUM, NpeaHa3HavYeH gna AWarHocTukM 3aboneeaHnsa unu Apyrmx coctosHuini nubo gna ucuene-
HUA, obneryeHna, nedeHna unu nNpouNakTMkM 3aboneBaHus y HenoBeKa UMM XUBOTHLIX, UMK NPEAHa3Ha4YeH ans
BO30EWCTBUSA HA CTPOEHME UMK KaKylo-nmbo pyHKUMIO Tena YyenoBeka unu XMUBOTHbLIX, N BOCTUXEHUE Kakon-Nnnbo us ero
OCHOBHBIX LieNnen He OCYLWECTBIIAETCA NOCPEACTBOM XMMUYECKOTO BO3AEHCTBUS B UMW HA TeNe YenoBeka Unn XXMBOTHOIO
W HEe 3aBUCUT OT ero metabonusauumy.

MporpammHoe obecneveHne, «cogepxaweeca» B MeauUMHCKOM npubope, BKIOYas UMEOWEECH Ha PbiHKE Npo-
rpammHoe obecneveHne, ncnonbayemoe B MEAULMHCKMX Npubopax, OXBaTbiBAETCHA AaHHLIMU CPEACTBAMU KOHTPOIs
[52], [53]. «PykoBoacTBO MO 06LWMM NpUHLMNAM aTTecTaummn nporpaMMmHoro obecneveHust» [54] otHOCUTCA K:

- nporpamMmHOMy obecneueHuio, UCNOMNb3yeMOMY B Ka4eCTBE KOMITOHEHTA, YacTU UMM akceccyapa MeANLMHCKOro
npubopa;

- nporpammMmHomy obecneveHmio, koTopoe camo no cebe sBnsAeTcs MeaMUMHCKUM nNpubopom (Hanpumep, NMpo-
rpammHoe obecneveHne ansi onpeaeneHust rpynnbl KPOBK);

- nporpammHomMy obecneyeHunio, UCNoNb3yemMoMy Nnpu npoussoacTee npubopa (Hanpumep, KOHTPoNepbl ¢ Npo-
rpaMMmMpyemon Nnorvkon B Npou3BOACTBEHHOM 060pyaoBaHun);

- nporpaMmmMHOMy o6ecneyeHuio, UCNONbL3YEMOMY MNpY peanu3auun CUCTEMbl KavecTBa y usrotoButensi npubopa
(Hanpumep, nporpammHoe obecnedeHune, perucTpupylolee U nNoaaepxuBawee BegeHme uctopum npubopa).

Takum 06pasom, MOXHO cUMTaTh, YTO CPEACTBA KOHTPONS MEAULIMHCKUX NMPUOOPOB NPUMEHSIIOTCA K NPOrpamMmMHO-
My obecneveHnio B COOTBETCTBUM C NPUBEAEHHBIM BhILLE ONpeAeneHnem.

HeacHbim ocTaeTcs Bonpoc, kakoe nporpammHoe oGecneveHne camo no cebe sIBNsieTcs MegUUUHCKUM npubo-
poMm. MoHATHO, 4TO NporpammHoe obecneveHne, noanagalrowee noj onpeaeneHne MegUUMHCKOro npubopa, TakoBbIM
agnaetca. OgHako nNporpamMmmHble NPoAyKThl ANA ccepbl 34paBOOXpaHEHNst B KOHTEKCTE HACTOSILEro craHgapra no
CyLWeCcTBY HE MOTYT BbITb ONMCAHbI Kak KMHCTPYMEHT, annapart, npucnocobnexHve, MallmHa, MmexaHuyeckoe npucnocobne-
HWe, nMNNaHTaT, NnabopaTopHbIil peakTUB UK MHOW NoAO6HbIN 06BLEKT, BKNOYasA COCTaBHbIE YacTu, unu akceccyap». C
Apyron CTOpoHbl, NporpammHoe obecneyeHne moxet obnagate ogHON U3 hYHKUMIA, yKa3aHHbIX B onpeaeneHum meau-
umnHckoro npubopa, Hanpumep «nNpegHasHavaeTcsl ANs UCNONb30BaHUA NPU AuarHocTuke 3aboneBaHus unu apyrux
coctoaHumny». Usyvenne «Kogoe mnapgenmii» FDA/CHRA u o6nactn npumeHenuns «Knaccucdukaumm npnbopoB» He aaet
oTBeTa Ha AaHHbIN Bonpoc. He3aBucnmo oT TOro, MOXET uUInu HET nNporpammHoe obecrneveHne, OTHOCSILLEECst K KaTero-
pUM NPorpaMMHbIX NPOAYKTOB Ansi chepbl 34paBoOXpaHeHusi, 6biTb ONNCAHO KaK MeaULMHCKMIA Npubop, nNpakTuyecku
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ouYeHb HebONbLWas YacTb NPOrpamMMHBIX NPOAYKTOB ANns cchepbl 34paBOOXPaHEHUS B KOHTEKCTE HAcTOSsILLEro craHgapTa
MOXET PerynupoeaTbCs Kak MeavLMHCKMIA npubop.

OpaHako uenblo U3yHeHus NpaBun Anst MeauUUHCKMX NpMbopoe ABNAETCA onpeaeneHne Toro, CyLLecTBYeT Nn Ka-
koe-nn6o nporpammHoe obecneveHne, OTHOCsILLEECS K MEAUUIMHCKMM NpuBopam, Ha KOTOpOe pacnpoCTPaHsIoTCsl COOT-
BETCTBYIOWME PYKOBOACTBA U CPEeACTBA KOHTPOIS, KOTOPbIe MOXHO 66110 Gbl NPUMEHUTL B OTHOLWEHUU HEKOHTPONUpYe-
MOro nporpammHoro o6ecneveHusi, To ecTb NPOrpaMMHbIX NPOAYKTOB Ana cdepbl 3apaBooxpaHenus. B CLUA cywecTBy-
eT Takoe PYKOBOACTBO W CpPeACTBa KOHTPONS, KOTOPble MOryT OblTb PaCCMOTPEHbl C 3TOW TOYKW 3peHust (Hanpumep,
cm. B.3).

Cucrtema knaccudukaumm meauumHckmx npubopos CLUA, HeCMOTPS HA HEKOTOPLIE PasnNu4nsi, B OCHOBHOM, COOT-
BeTCTBYeT cucteme, npumensaemon B EC, Asctpanum, Kanage n GHTF, no kpaviHen mepe, B KOHTEKCTE HACTOSILLETO
craHpgaprta. OgHako pekomeHgaumm FDA, oTHOoCcAWwmeECs K nporpammHoMy obecnedennio, cogepxawemycs B MeauuUmMHC-
kux npubopax (cm. [52]), npegycmaTpmsaloT cuctemy Knaccudmkaumm Takoro nporpammHoro obecneyeHns B CooTBeT-
CTBUM C PUCKOM MNn «ypoBHeM BecnokoiicTBay. [laHHas knaccudumkaumsa paccMoTpeHa Huxe B pasgene B.3 B oTHowe-
HWM NPOrPpaMMHbIX NPOAYKTOB Ans cdepbl 30paBOOXpPaAHEHUS.

A.3 Pa6ouan rpynna no rno6anbHon rapmonnsaumm (GHTF)

B GHTF BxogAaT npeactaButTeny HaLMOHANbHbBIX PErYNUPYIOLLUX OPraHoB MO MEAULMHCKMM Npubopam 1 NpombiILL-
neHHoctu. Hasnauennem GHTF siBnsieTcs noaaepkka conmxenna B obnactu perynupoeaHus, obecneuneaiowero 6e3o-
NacHOCTb, 3(pHEKTUBHOCTL, NPOU3BOANTENBHOCTL U KAYECTBO MegUUMHCKNX Npubopo.. Yepes ceou naTe pabounx rpynn,
GHTF ny6nukyeT pykosogswme matepuansl, 4aCTb KOTOPbIX UMEET OTHOWEHNE K HACTOAWEMY CTaHAapTy.

GHTF «rapmonnaupoBana» onpegeneHne meamumHckoro npubopa cnegyowmm obpasom [8]:

«Mog meanumnHckum Npubopom nogpasymesaeTcsa NobON MHCTPYMEHT, annapar, npucnocobneHune, mawmvHa,
umnnaHTaT, nabopaTtopHbIli peareHT unu kanubpatop, nporpammHoe obecneveHwe, maTepuan unu Apyro NOAOGHLIN
WNW POACTBEHHbIN OGBEKT:

a) npeagHa3HaYeHHbIM U3rOTOBUTENEM AMsl MCMONb30BaHWA aBTOHOMHO MW B KOMOMHaUuK ¢ Apyrumn obbekTamm
Ha MoAaX ANs OgHOM MU HECKONBKMX U3 CreyioWmX KOHKPETHBIX Lenewn:

- AnarHocTuka, npouNakTnka, MOHUTOPUHI, NeYeHne unu obnerdeHne 3aboneBanus,;

- ANarHocTMKa, MOHUTOPUHT, NneYveHne, obneryeHne UNU KOMNEHcauus TPaeMbl;

- uccrnepoBaHue, 3ameHa, mogudumkaumst UnNyu NogaepKka aHaTOMUM UK pU3NONOINYECcKOro Npouecca;

- MOMOLLb UMW NoAdePKaHWe XU3HU;

- KOHTPOMb ONIOAOTBOPEHWS;

- Ae3nHdbeKuMsa MeauLMHCKUX nNpubopoe;

- npegocTaBneHne uHdopMauMm B MEANUMHCKMX UMM ANArHOCTUYECKUX LiersiX nocpeacTBom rnaboparopHoro
ncenegoBaHus;

- uccnegoBaHue npob, B3siTbIX U3 Teéna YernoBeka;

b) He peanuaylowmin CBOEro OCHOBHOIO Ha3Ha4eHWs B UM HA Tene YenoBeka nocpeAcTBoM (hapmaKkonormyeckux,
NMMYHOINMOrM4YeCKnx nnn MeTabonn4ecknx CcpeacTB, HO KOTOPOMY I'IO,E[OGHbIe cpeactea MOryT nomorartb peann3oBbiBaTb
ero OyHKUMIO».

HaHHoe onpegeneHne cyLecTBEHHO OTNMYaeTCst OT onpeaeneHnii, NpuHATLIX B EC, ABctpanuu, Kanage n CLUA, B
TOM, YTO «MporpammMHoe oGecrneyeHne» B HEM OMNpPeaeneHo Kak MeguuuHckmii npubop, a He kak Heobxogumoe Ans
NpUMEHeHUs1 MeauLUHCKOro npubopa unu siensitolleecs ero gononHeHneMm. OgHako gaHHoe onpeaeneHne oXBaTbiBaeT
nporpaMmmMHoe obecriedeHune, peanuaytoliee ToNbko ykasaHHble QPYHKUMKW. [MOHATHO, YTO MHOIME NPOrpaMMHbIE NMPOAYK-
Tbl ANs cdhepbl 30paBOOXpPaHEHNsT BbIXOOAT 32 pamMkv peanu3aumy gaHHbIX (OYHKUMA U MO3TOMY He OyayT oxBaueHbl
AaHHbIM onpefeneHneM. TeM He MeHee, HEKOTOpble U3 HUX BydyT eMy COOTBETCTBOBaTb, HanpuMeEp «NporpammHoe
obecneveHne Ans AMArHOCTUKM 3a00NeBaHUny.

GHTF paspa6oTtana gokymeHT «[MpuHuMnbl Knaccudmkaumm meamumHckux npuopoe» [55], B koTOpoM npeano-
XKEHO pasgerneHne MeanuMHCKUX NpUOOpPOB Ha YeTbipe knacca. EAMHCTBEHHON SIBHOW CCbINKOW Ha nporpamMmmHoe obec-
neyeHne B HEM SIBNSIETCA crneayowmin ab3au;

«XoTs Bonblasa YyacTe nporpaMmmHoro obecneyeHusi BCTPOEHa HENnoCpeaCcTBEHHO B MeavumHckue npubopsl, cy-
LWEeCcTBYeT M aBTOHOMHOE MporpamMmmuoe obecnedeHue. py ycnosum, 4YTO Takoe aBTOHOMHOE nporpaMmmHoe obecneve-
HUe OTHOCUTCSl K 06nacTu NpUMeHeHWsl onpedeneHus «MeguuUMHckoro npubopa», ero cnegyet knaccuduumMpoBaTtb
crnegyowmm obpasom:

- ecrnuv nporpammHoe obecnedeHne obecneunmBaeT UM BrMSET Ha MCMNOMNb3OBaHWE OTAENbHOr0 MEAULMHCKOIO
npubopa, ToO OHO OTHOCKTCS K TOMY Xe Krnaccy, 4To u cam npubop;

- ecnu nporpammHoe obecrneudeHve ABMAETCS HE3ABUCUMbIM OT Kakoro-nnbo meamuuHckoro npubopa, To OHO
KnaccmdmumpyeTcs camo no cebe B COOTBETCTBUM C NMPaBUiamMm, M3NOXeHHbIMK B pasgerne 8».

OpHako B 16 npaBmnax, U3noxeHHolX B pazgene 8 ykasaHHOro AOKyMeHTa, nporpammHoe obecneveHne He ynomu-
HaeTCA HU B camux MpaBurax, HU B npumepax. XoTs AaHHble NPaBuna OCHOBaHbI Ha PUCKE, KOTOPbLIA MEeANLMHCKWNA
npmbop MOXeT NpeAcTaBnAThb AN NauneHTa, PUCK He onpeaenseTcs B TepMUMHaxX NOCNeACcTBUMA; Tak, NPy MCCnegoBaHnm
NOBpEXAEHUs1 CEPbE3HOCTb MOCNEACTBUI ONpeaensaeTcs, Hanpumep, Tem, sIBNseTCsl MM NpMbop NPOHWKaOWMM WK
HeT. B aTom cmbicne gaHHas knaccuduvkaums coBnagaeT ¢ cucTemamm knacemcukauum, npuHateiMm B EC, ABcTtpanum,
Kanage u CLLA.
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MpunoxeHne B
(cnpaBoyvHoe)

AHanus npouenyp knaccudukauum

MpwumMmedaHune— Hacrosawuii 0630p npegHasHaveH TONbKO Anst Leriei HacToAWero cTaHgapTa, saTparmeas u
pe3ioMMPYs TOINBKO BOMPOCHI, MMEOWWE K HeMy oTHoweHne. OH He JOMKEH UCMONb30BATHCA B KAYECTBE NOMHOMO PyKo-
BOACTBA B KAkOM-NMGO OTHOLIEHUM U ANs kakoW-nn6o Lenw (B criydae HeobXoaMMOCTH, CriefyeT 06paTUTLCsl K UCXOAHbIM
AOKYMEHTaM M KOMMETEHTHbIM HaUMOHAaNbHbIM OpraHam).

B.1 Knaccudmkaummn megmumnHckux npuéopos B EC, ABcTpanun, Kanage n GHTF

HecmoTps Ha HekoTopble pas3nuuns, cucTeMbl knaccudukaumm meguumHckmx npmbopos B EC, Asctpanum n Kana-
e, B OCHOBHOM, CXOXW. B kauecTBe UnnocTpaumm HUXKe M3NoxeHa CyLWHOCTb Knaccugmkauum meamuuHckux npubopos
B EC, 3aumcTBOBaHHas 13 [56].

Mpaeuna EC npeacrtaeneHsl B npunoxenun IX anpektnebl no meguumHckum cpegcteam 93/42/EEC [19]. NaHHas
OVPEKTUBA OXBaTbIBAET LUMPOKUIA CMIEKTP U3AEnuii, HauMHast oT GaHaaxen Nepeoi NOMOLLM U «XOAYHKOB» [0 CKaHEepOoB
KOMIMbIOTEPHON TOMOrpadumn 1 HeakTMBHbIX UMMnaHTaToB. MeguumHckne npubopel, OXBaTbiBaeMble AaHHOW AMPEKTU-
BOW, pasgeneHsl Ha 4 knacca cnegytowmum obpasom:

- kracc |: B 06wem cmbicne npeacTaBeHHbIR Kak KIace HU3KOMo YPOBHSI pUCKa;

- knacc lla: B obuwem cMmbicne npeacTaBneHHbI Kak Knacc cpedHero ypoBHS pucka;

- knacc llb: B obwem cmbicne npeacTaBneHHbIN Kak Knacc CpedHero ypoBHS pucka;

- knacc lll: B o6wem cmbicne NnpeacTaBnNeHHbIR Kak Knacc BbICOKOTO YPOBHSI pUcka.

Pasnuune mexay knaccamy OCHOBLIBAETCSl HAa Bbibope gOCTYIMHbIX Npoueayp OLEHKU COOTBETCTBUSA.

YKasaHHOe NPUINOXKEHUEe HauYMHaeTCs ¢ psifa onpeaeneHuii (MHBa3vBHbIN, aKTUBHBIA, [ONITOCPOYHBIA U T.1.), YTO-
6bl MMHUMK3UPOBATL NOBYI0 BO3MOXHYIO HEOQHO3HAYHOCTL. [lanee npuBeaeH psa UCMONMHUTENBHBLIX NPaBurl, OCHOBaH-
HbIX Ha 6a30BbIX NpUHLUMNAX, Hanpumep: «Ecnu kK Npubopy MOXHO NpUMeHNTL Gonee oQHOIo NpaeBuna, To OH Knaccudu-
uMpyeTcsi Mo Hanbornee CTPOromMy M3 HUX».

Mpaeuna npeacTaensoT cobon Habop obLwmx HhOPMYNMPOBOK, CBA3aHHBLIX C cUTyaumsimm, OyHKLUsIMK, o6pabaTbl-
BaeMbIMW YacTsIMK Tena, CBONCTBaAMMW U T.M., HO HE C NEPEYHEM M3aenuii, KOTopbli 6bl TpeGoBan NOCTOSIHHOTO OGHOBIME-
HUS.

CywecTByioT 4 rpynnel Npagun:

- npaeuna 1 — 4: HenHBaauBHble NpMBOpLI;

- npaeuna 5 — 8: nHeaaveHble NpubopsI;

- npaeuna 9 — 12:; gononHuTenbHble NpaBuna Anst akTMBHLIX NPUBOpPOB;

- npaeuna 13 — 18: paanuyHble Npaeuna ans vM3genuii, KOTOpble 3aCNYXUBAIOT OTHECEHUA K Bonee BbICOKON
Knaccumkauum, Yem Ta, K KOTOpOW OHM MOryT BbITb NpUMNMcaH..

XoTA uenblo HacTosIWero cTaHgapTa He ABnsAeTcA nogpobHoe paccMOTPEeHMe BCEX 3TUX MPAaBUM, OHU SABHO He
npegHa3sHaqeHsbl Ans NPorpaMMHbIX NPOAYKTOB Ansi chepsl 30paBooxXpaHeHns U He MOryT ObITb NPUMEHEHbI K HUM. Ecnn
e OHW BbINM NPUMEHEHbI, TO BCE NPOrpaMMHble NPoAyKThl Ans cdepsl 3apaBooxpaHenHnsn 6einm 6bl OTHECEHB! K Knaccy
I, «HM3Koro ypoBHs pucka». MOHATHO, YTO Takol NOAXOA He roauTcsl.

Mpoueayps! knaccudukauum B Asctpanum [57] n Kanage [49] ABnsiioTCa HENOAXOAAWMMMU MO TEM XEe NPUHNHAM.
To xe moxHo ckaszatb u 0 GHTF [55].

B.2 Knaccudpmkauma meanumHeknx npnéopos B CLLUA

Mpoueaypa knaccudmkaumm B CLLUA ocHoBaHa Ha 6onee WMpOKOM ONpeaeneHnmn pucka, HeXxenu « HU3kuii», «cpea-
HUA» n «Bblcokuiiy. Hanpumep, k knaccy lll oTHeceHbl Npubopbl, KOTOpble «NOAAEPKUBAIOT UNWU 3AWMLWAIOT XU3Hb U
MMEIOT CYLLECTBEHHOE 3HaueHWe Ansi NpefoTBPalLeHNs YXy[ALWeHUs 300POBbA YernoBeka unvu NpeactaBnsioT BbICOKWNA
noTeHUManbHbIA pyuck 3abonesaHns unu Tpaembl». Te€M He MeHee, npoueaypa knaccudukaummn, BkNOYaa AOKYMEHT
«Knaccudumkaumsa npubopos B CLUA», He npegcTaBnaeTcs noaxoasein Ans nporpammHbeiX NpoaykToB ansa cdepobl
30 paBOOXPaHEHNs MO TEM Xe NMpUHMHAM, YTO U CUCTEMBI, Ucnonb3yemble B ABcTpanuu, KaHage v EC.

B.3 PykoBoacTBO YnpaBneHWUs No KOHTPONIO 3a NpoAaykTamu nutaHua v nekapcteammn CLUA no knacendomka-
UMM NnporpaMmmMHoro oéecneyeHus

YnpaeneHue No KOHTPOItO 3a NpoaykTamMu nuTanusi u nekapcteamu CLUA (ganee — FDA) BbINyCTUNO PYKOBOACTBO
no nporpamMMHOMy oGecneveHuto, oOXBaTbiIBaEMOMY CPEACTBaMM KOHTPONSA MeanuuHckux npubopoB. OHO codepxuT
mMarepuarnbl, CyLEeCTBEHHbIE A1 HACTOSALWEro cTaHgapTa.

«PyKkoBOACTBO MO cofepkaHuio NpeanpofaXHbIX OOKYMEHTOB Arsi NporpaMMHoOro obecneveHns, cogepxaiero-
csl B MeguuMHcKnx npubopax» [9] onpeaenseT knaccudukaumio Takoro nporpaMMHoOro obecrnevyeHns Ha OCHOBE «ypOB-
Hs1 3HaUMMOCTM», KOTOPbIM OHO NPEeACTaBNAeT ANs NAUMEHTOB Unn onepaTopoB. CyLLHOCTE U AeTanbHOCTb NPeAnpoAax-
HOI IOKYMEHTaLuN TakKe COOTHECEHbI C YPOBHEM 3HAYMMOCTU. YPOBEHb 3HAYMMOCTH «OCHOBBIBAETCS Ha OLEHKE Cepb-
€3HOCTW Bpepaa, KOTopbI NpuGop MOXeT NPUYMHUTB, HEMOCPEACTBEHHO WIIM KOCBEHHO, MaLUEHTY UMM onepatopy B
pesynbtate c6oeB B pabote npubopa, owmMBOK NPOEKTMPOBaHWA UM NPOCTO NpUMeHeHust npubopa no ero NpsiMoMy
HasHa4eHuno». B PykoBoacTBe BbiAeneHbl TpU YPOBHA 3HAYMMOCTU:
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- BbICOKWIA: ecnn cBO Unn CKpbIThblie OLUMOKN NPOEKTUPOBAHWUSI MOTYT NPUBECTU HEMOCPEACTBEHHO K NETANbHOMY
MCXOAY WNN HaHECeHMI0 Cepbe3HOro Bpeda Ans NauueHTa uny onepartopa; ypoBeHb 3HAUMMOCTU Takxke onpegensercs
KaK BbICOKMI, ecrin c6oli Unm ckpbITble OLUMOKU MOTYT KOCBEHHO NPUBECTU K NeTanbHOMY UCXOAY UKW HaHECEHUIO CEpbLE3-
HOro Bpeda A4ns nauveHTa unu oneparopa BCNeacTBME UCKAXEHWUS UMW 3aepXKu nhdopmauum, nnbo aeicTBuii Meau-
LUMHCKOro paboTHUKA;

- cpeaHuniA: ecnn cOol UNK CKpbIThie OWMOKM NPOEKTUPOBaHMUST MOTYT MPUBECTU HEMOCPEeACTBEHHO K HAHECEeHUIO
He3Ha4MTenbHOro Bpeda A8 naumeHTa unm onepaTopa; ypoBeHb 3HAYMMOCTHN Taloke ONpeAensaeTca Kak cpeqHuid, ecrv
c60Wi Mnn cKkpbiThle OWKNBKM MOTYT KOCBEHHO NPUBECTU K HAHECEHWUIO He3HaAYMTENBHOTO Bpeaa AnA nauveHTa unm onepa-
TOpa BCrNeACTBUE UCKaXEHUS UMK 3aaepXXkn MHdopmauum, nubo AeiicTBUIi MeaULUMHCKOTrO paboTHUKS;

- HU3KMIA: ecnn c6Oi MNK CKPbIThIE OLWKMGKM NPOEKTUPOBAaHWS HE MOTYT NMPUBECTU K HAHECEHWUI0 kakoro-Nnnbo Bpeaa
ANa nauyueHTa wnu onepaTtopa.

CepbeaHblii Bpeg onpegeneH kak Tpaema unv 3abonesaHue, KOTOPoe:

- YIPOXKaeT XW3Hu;

- NPMBOAUT K YCTOMHYMBOMY YXYALLUEHWIO (PYHKLMIA OPraHn3ama Ui K yCTOMYMBOMY NMOBPEXAEHNIO CTPYKTYPbl OpraHna-
ma;

- TpebyeT MeaUUMHCKOro Unu X1pypru4eckoro BMellaTenscTea A5l NpeAoTBpalleHnUst YCTOMHUBOIO yXyawWweHus
OyHKUMIA OpraHMama unm yCTonuMBOIro NOBPEXAEHWUS CTPYKTYPbl OpraHvama.

TepMUH «yCTOWUMBLINY OnpegeneH kak «HeobpaTtuMoe yxydLleHWe Unu NoBPeXAeHWe CTPYKTYpPbl Unu dyHKUMiA
OpraHn3Ma, 3a UCKITIOYEHNEM HE3HAUYUTENBbHbIX YXYAWEHNA NN NOBPEXAESHUNY.

HeaHaunTenbHbI Bpeq onpeaeneH kak Bped, KOTOpPbI He nognagaeT noj, onpeaeneHne cepbesHoro Bpeaa.

Ocoboe 3HayeHMe MMeeT pekoMeHZauwsi, B COOTBETCTBMM C KOTOPOW YPOBEHb 3HAYMMOCTU OUEHUBaeTCcs «Ao
CHWXXEHUS1 OnacHoCTM», T.e. Npubop, codepxawuii nporpaMmHoe obecneveHne, AoMmKeH oueHnBaTtbes 6e3 yuera npu-
HATBIX MEpP MO CHWXKEHUIO ONacHOCTW.

JaHHaa pekomeHpaunsa Hawna cBoe oTpakeHne B pykoBoacTBe FDA no ncnonb3oBaHuio NpuCyTCTBYIOWENO Ha
pbIHKe nporpaMmHoro obecneveHnss B MeguumHckux npubopax [10], B KOTOPOM npuBedeHa cneayowas Tovka 3peHus
LleHTpa no npuGopam u paguonoruydeckoii 6esonacHoctm (ganee — CDRH) FDA.

«MockonbKy OLEeHUTb PUCKM O/151 ONAacHOCTEN, CBA3aHHbIX C NPOrpaMMHbIM obecneyeHnem, Ha OCHOBaHUWN YacTo-
Tl c6oeB nporpammHoro obecnevenusi goctatouHo TpyaHo, CDRH npuwen k BoiBoAy, YUTO yNpaBneHne TeXHUHECKUMM
pvckamy Ans nporpaMMHoro obecneyeHnsi MegUUMHCKUX NpMBOPOB AOMKHO hOKYCMPOBaTLCA Ha CEPLE3HOCTU Bpeaa,
KOTOpbLI MOXeT ObiTb HAaHeceH B pesynbTate cbosi nporpaMmHoOro obecneveHus. AHanu3 onacHocTel onpeaensieTcs
KaK naeHTumKkaumsi onacHocTe U Bbi3blBaOWMX UX NpUYKH [67]. OCHOBLIBAACH Ha onpeaeneHnsaX aHanusa puckos u3
[36] n [68], MOXHO CKkazaTb, YTO aHANU3 ONACHOCTEN, NO CyTH, SIBNSIETCA NOAMHOXECTBOM aHANN3a PUCKOB; MOCKOIbKY
aHanu3 pucKoB Ars NPOrpaMMHOro obecneveHnss He MOXET OCHOBLIBATbCSl HA BEPOSAITHOCTU WHUMAEHTA, TO pearibHasl
byHKUMSI aHanu3a puUcKoOB Arst mporpammHoro obecnevenHnst moxet ObiTb cBefieHa K hyHKUMM aHanusa onacHocTei. C
TEXHWYECKOW TOYKW 3PEHUS], UCTIONb30BaHKe II060ro N3 TEpMUHOB — «aHArNM3 PUCKOB» UITM «aHarnu3 ornacHOCTen» sIBris-
eTcst ymecTHbIM. OgHako CDRH npuHsin pelieHne NpUMEHsITb TEPMUH «aHarnu3 onacHoCTey, YToObl MoAYEPKHYTH MO-
TNOXEHWe, YTO pacyeT pucka Ha OCHOBaHUM 4acToTel C60EB NporpaMmmHoro obecneveHus, Kak NPaBuUNo, He NPaBOMEPEH,
u nostomy Goree ymecTHO ynpaensitb puckamu CO CTOPOHbI NPOrpaMMHOro obecneyeHnsi Ha OCHOBAHUU CEPbE3HOCTU
Bpeaa, a He Ha OCHOBaHWM 4acToTbl C60EeB NPOrpaMMHoro obecneveHusi».

PykoBOACTBO MO NPUCYTCTBYIOLLEMY HA PbIHKE NporpaMMHOMY obecneyeHuio Takke npeanaraet knaccudvkaumio,
OCHOBaHHY0 Ha «YPOBHE 3HAYMMOCTU», MO CYLWECTBY, C aHANOTMYHLIMU ONpeAEreHNsIMA.

HaHHble pykoBogsiume aokymeHTsl FDA onpeaensiioT BO3MOXHbIE NOAXoAbl K MPOrpamMMHbIM NpoAaykTam ans cde-
pbl 3apaBooxpaHeHust. OgHako cnefyeT OTMETUTL, UTO B PYKOBOACTBE MO NporpaMmmHoMy obecneyueHuio Ans MeauumHc-
KX NMpUOOPOB OTMEYEHO, YTO PYKOBOZACTBO MO «YPOBHIO 3HAYMMOCTUY» NMPUMEHUMO TOMBKO K NpeanpofaXHbIM AOKYMEH-
Tam, U «He OTHOCUTCA K Krnaccudumkaumm npubopos (knaccam |, Il, unu lll) unu HenocpeacTBeHHO K aHanNU3y onacHocTen
WITN PUCKOBY».

B.4 Knaceundmkauna UCO/CEH nporpaMMHLIX NPOAYKTOB ANA c(pepbl 34paBOOXPAHEHNA

MNCO n CEH, yepe3 cBon TexHunyeckme kommuteTbl No uHdopmatmnaauyum agopoBbst MCO/TK 215 u CEH/TK 251
ony6nukoBanu uaeHTUUHbIe TeEXHUYeckue cneundukaumm no knaccudukauym puckoB ansi 6e3onacHOCTN OT MeaUuLMHC-
Koro nporpammuoro ob6ecnevenus [11], [12]. JaHHble TexHuyeckme cneuudukaumm obecneunBaioT cpeacTea Ans Wupo-
KOTO CKPMHUWHIa nporpammHbIX NPoAYKTOB A chepbl 3ipaBOOXPaHEHUs, C TEM YTOOLI knaccnduLmMpoBaTe UX B COOTBET-
CTBUM C PUCKOM, KOTOPLI OHWU MOIYT NpeAcTaBnsATb Ans naumeHToB. OaHMM U3 npeanonaraeMbix NPUMEHEHUH AaHHON
Knaccudvkaumm siBNsieTCA €€ UCMNoNb30BaHME B KA4YeCTBE OCHOBbLI TSl onpeferieHnsl CPeACTB KOHTPONSA Ha CTagusax
NPOEKTUPOBaHUsI U NPON3BOACTBA, COOTBETCTBYIOLLMX PUCKY.

B TexHnueckux cneumcurkauusix onpegenetsl Nsitb KNacCoB pMcka, OCHOBAHHBIX HA «MOCNEACTBUAX» ANS NauneH-
Ta, ecrnv B NporpaMMHOM Npoaykre Ans cdepbl 3apaBooxpaHeHust npousowwen cboi unu oH cran npu4nHon Hebnaro-
NPUSITHOTO COOLITUSI, U KBEPOSITHOCTU» TOFO, YTO «NOCMNEACTBUE» MOXET UMETb MECTO B «JA0CTATOYHO MPEeACcKa3yeMblxX
obcTosITENLCTBAXY.

MocneacTBus pasgensiioT Ha NSATb KAaTEropun:

- KaracTpoduyeckume;

- Cepbes3Hbie;

- 3HauuTerbHbIE;
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- YMEpeHHbIe;

- HesHauuTenbHble.
OnucaHue 3TUX kaTeropuii npueegeHo B Tabnuue B.1.

Tabnwuuya B.A
WHTepnpeTauus
Kareropuz Mocnepncrteune Hucno
cnyvaes
Katactpodudeckue JleTaneHbIli ncxoq, MHoxecTBO
YcToiuneas HegeecnocobHOCTE M Nio6oe CoCTosiHMe, NpU KOTOPOM Npo-
rHO3UpYeTCsl NeTanbHbIA UCX0A UMK YCTONYMBAA HegeecnocobHOCTh; cepb-
e3Has TpaBMa MNM HeaeecnocoBHOCTb, MOCneAcTBUSI KOTOPOW He ByayT
npeogoneHsl B Gnuxaiiee Bpems MHoxecTBO
CepbesHble JleTanbHbIn Mcxon, EanHWYHbIE
YcToiuneasn HegeecnocobHOCTE M Nio6oe CocTosiHMe, NpU KOTOPOM Npo-
rHO3UpYyeTCsl NeTanbHbIA UCX0A UNKN YCTONYMBAA HeaeecnocobHOCTh; cepb-
e3Hasa TpaBMa unuM HeaeecnocoBHOCTb, MOCNeAcTBUS KOTOPOW He ByayT
npeoforeHsl B Gnvxanwee BpeMs EAWHWYHBIE
CepbesHasi TpaBMa UnNM HeaeecnocobHOCTb, BOCCTaHOBMEHWE Mocne
KOTOpOl oxugaeTtca B Gnnxaiwee Bpemsi MHoxecTBO
CepbesHas ncuxonormdeckas Tpaema MHoxecTBO
3HaunTenbHble CepbesHas TpaBma unv HegeecnocobHOCTb, BOCCTAHOBIMEHWUE MOCe
KOTOpOl oxugaetca B Gnnxaiwee Bpemsi EavHnyHbIe
CepbesHas ncuxonormdeckas Tpaesma EavHnyHble
HesHaunTtenbHasi TpaBMa Mnu Tpaembl, BOCCTAHOBMEHUE MOCE KOTO-
pbIX HE oxuaaeTcs B Onvxallee Bpems MHoxecTBO
YMepeHHasi ncuxornormyeckasl TpasMma MHoXecTBO
YMepeHHble HeaHaunTenbHasi TpaBMa WUnu TpaeMmbl, BOCCTAHOBIIEHNE MOCIEe KOTO-
pbIX He oxugaeTtcsa B bruxalilee BpeMs EanHnuHble
YMmepeHHasa ncmxonormyeckas Tpasma EanHnyHbIe
HesHaunTenbHas TpaBMa, BOCCTaHOBIEHME MOCMNe KOTOPOW OXngaeTcs
B Onvxaiiwee Bpems MHoxxecTBO
HesHaunTeneHOe MCUXONnormieckoe paccTponcTBo; 6ecrnokoncTBo MHoxecTBO
HeaHaunTtenbHble HesHaunTensHas TpaBMa, BOCCTAHOBNEHWE MOCcre KOTOPOW oXupaeTcst
B Gnuxaiilee BpeMs; HE3HAYMTENbHOE NCUXOIIONMYECKOE PaccTpPONCTBO;
6ecnokoincTBO; Nobble HecywWwecTBEHHbIE NOCNEACTBUSI EanHuyHbie

BblaensioT naTh KaTeropuin BEPOATHOCTU BO3HUKHOBEHUA MOCNEeACTBUIA:

- OY€Hb BbICOKaS;
- BbICOKas;

- cpeaHss;

- HU3Kas;

- OYeHb HU3Kas.

OnvcaHue 3TUX KaTeropwii npueeaeHo B Tabnuue B.2.

Ta6bnwuuya B.2

BepoaTHocTb

OnucaHue

OuyeHb BbiCOKas

O6s13aTensbHO Ny NoYTH oba3artensHo; Gonbluas BEPOSITHOCTb, YTO cObbITME NpousonaeT

Bbicokas He obs3atenbHO, HO BeCbMa BO3MOXHO; OXMAAETCA, YTO cobbiTue npousonaeT B 60nb-
LWMHCTBE CIy4aeB

CpepgHss B03mMOXHO; ecTb BEPOATHOCTb, YTO CObObITME NponsonaeT

Huakas Cob6bITve mMoxeT NPON3oNTH, HO B BONBWNHCTBE Cny4YaeB He npou3ongeT

OueHb HM3Kan

HesHauuTtenbHasa nnu NPakKTN4eCcKn He3HavnTenbHasi BEpoOsAITHOCTb cobbiTusA
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HakoHeu, «knaccel puckay, Ha KOTOpble NoAPa3aensiloT NpoAyKThl, NpeacTasneHsl B Tabnuue B.3.
Tabnuua B.3

Mocnencreus
BeposaTtHOCTb
KaTtactpoduieckune CepbesHble 3HauutenbHble YmMmepeHHbie He3HauutencHble
OueHb BbICOKas A A B B C
Beicokas A B (] C
CpeaHas B B (] D D
Huakan B (] D D E
OueHb HU3Kan (] (] D E E

Knacc A cooTBETCTBYET HaMBBICILEMY MOTEHLMANBHOMY PUCKY, a Knacc E — camomy HU3komy.

BaxHbiMn aBnsaloTCA npuBeaeHHbIe HNXe TpGGOBaHVIFI.

«[lMpu ngeHTnurkaumm onacHOCTer, KOTOpbIe NPOrPaMMHBIN NPOAYKT UMW TYUN NPOrpaMMHbIX NPOAYKTOB Ans coe-
pbl 30paBoOXpaHeHUsi MOXET NMPEeACTaBnsATb s NauMeHTa, OonacHOCTb HE [0IDKHA O0TOpackiBaTbCA NPOCTO U3-3a Npep-
NonoXeHusl, UTO NPoAyKT pa3pabotaH TakmM 06pa3oM, YTO HE CyLEecTBYeT OOCTOATENBLCTB, NPU KOTOPbIX BO3MOXHO
BO3HMKHOBEHWE ONAcHOCTU BCneacTtBue CBOWCTB KOHKPETHOro nporpaMmMHOro npoaykra unu npoekra, no KotTopomy oH
cospasarcsi. BoamoxHOCTb Bpega (0nacHOCTH), KOTOPbIA MOXET HaHECTU NMPOrpamMMHbBIA NPOAYKT, A0IKHA ObiTh onpe-
Jernexa, kak ecnv 66l COOTBETCTBYIOLLUX CBOMCTB NPOEKTA UIMK CPEACTB KOHTPOIsi HE CYLLECTBOBASIO UM OHW paboTanu 6ol
HenpaBwWIibHO.

Mpn ngeHTMdMkauuy oNacHOCTEN, KOTOPbIE NPOrpaMMHbIA NPOAYKT Anst cdepbl 34paBOOXpaHEHUsT MOXeT npea-
CTaBnATb And nauneHTa, He3aBUCUMO OT TOro, CBsidaHbl NI OHU C HENpPaBUITbHbIM d)yHKLI,VIOHVIpOBaHVIeM nnn ABNA0TCA
pe3ynbTatom HenpegycMmoTpeHHOro COGbITVIFI, TaKke He cneayet 0T6paCbIBaTb OnacHOCTU, KOTOPbIE MOITMKX BO3HUKHYTD,
NpoCTO M3-3a OTCYTCTBUSI HEGaronpuUsTHLIX NOCNEACTBUI ANsA naumeHTa bnarogaps, Hanpumep, 6AMTENBHOCTU NMOJBb30-
Batena unnu gpyrmm COGbITVIFlM, BHEWHNUM NO OTHOWEHUIO K NpOorpaMmMHOMY NPOAYKTY. ﬂaHHblﬁ acnekT y4yutbiBaeTcs
nocpeacTtBoM Ha3Ha4eHuAa BepOATHOCTU BO3HMKHOBEHUA I'IOCJ'IG,C[CTBVIVI».

«lMpwn oueHKe BEpOSITHOCTW, BEPOSAATHOCTb NMOCNEACTBUSI HE AOIDKHA OTOpacLIBAThbCsl B CBSAA3N C KaKMM-NMGO CBOWA-
CTBOM Camoro npoaykra (BKo4asi ConyTCTBYIOWME UHCTPYKLIMK MO NPUMEHEHNI0). BEPOSITHOCTL B KOHTEKCTE HACTOSILLETO
pasgena He fIBMNSIETCA BEPOSTHOCTBIO HENPaBUNBHOIO (PYHKUMOHWPOBaAHWA NpoaykTa unu HebnaronpuaTHOro cobbiTus.
3agecb meeTcs B BUAY BEPOSTHOCTE MOCNEACTBUA TAKOrO HENPaBUNBHOMO (PYHKLUMOHMPOBAHNA Mnu He6naronpuaTHOro
cobbITHA, AeiCTBUTENBHO MMEBLLEro MecTo.

OpHako gonyCcTUMO NMPUHATE BO BHUMAHUE PeansHO NPOrHo3npyembie 06CToATENLCTBA, ABNAOWMNECA BHEWHUMK
No OTHOWEHWIO K NPOrpaMmMHOMY NpoaykTy. Takum o6pasom, ecnu, Hanpumep, naeHTUdUUMPOBaHHOE nocneacTene
onacHoro cobbiTMs MOXeT NPMBECTU K TPaBme, TO BEPOSATHOCTb AaHHOIO MOCNEACTBUA, BbIPA3UBLLENOCS B HAHECEHWUM
peaneHOro Bpea nauneHTy, MOXeT YYUTbIBaTb crnegylowme acnekTb:

- BO3MOXHOCTb TOrO, 4YTO onacHoe cobbiTue byaeTt 3ameveHo nonb3oeaTenem, o6nagalowmm CoOOTBETCTBYIOWEN
KBanudukaumnein, oo Toro, kak Npon3ongeT ero NocneacTeue;

- BO3MOXHOCTb TOrO, YTO MOCNeAcTBUst yaacTea nsbexars Bcnegetene psaga cobuiTuii B TeHEHUe HEKOTOPOTO WH-
Tepsana BpeMeHW, NPousoLenX 40 BO3HWKHOBEHUA NOCNEACTBUA, KOTOpbIE NOBbICUNU bl BEPOATHOCTL BLISBNEHUA
OnacHoCTY;

- BO3MOXHOCTb TOr0, YTO NMauMeHT OyaeT OCMOTPEH Bpa4oM A0 TOro, kak emy 6yaet HaHeceH peanbHbi Bpea, n
ByaeT [OCTaTOMHO BPeMEHW ANsi MPOBEAEHUS NEYEHU UK Tepanuny.

TexHudeckve cneumdmKauum coaepar pekoMmeHgauum B OTHOWEHUN TOrO, Kak crnegyeTt NPUMEHATL AaHHbIe Tpe-
B6oBaHua K NporpamMmHbIM NpodykTaMm anst cepbl 34paBoOOXpaHEHUS.

Mopxoa K knaccumKauum NporpaMmMHbIX NPOAYKTOB AN chepbl 3A4PABOOXPAHEHUS, N3NOXEHHBIA B TEXHUYECKUX
crneumndukauusax, cornacyetca ¢ nogxogom FDA k knaccudumkauumn «nporpammHoro obecnevenns ansa mMeguunHCKUX
npubopoe» [9] M «NPUCYTCTBYIOLWErO Ha pbiHKe NporpammHoro o6ecnevenus» [10] (cm. B.3).

TpwW «ypOBHA 3HA4YMMOCTU», onpeaeneHHoble B knaccudukaumm FDA, MoryT 661Tb CONOCTaBNEHbI C NATBLIO KATEropu-
AMU «MOCNeacTBunY, onpeaeneHHbIMU B TeXHUYeckux cneundmkaumax. OgHako «ypoeeHb 3HadumocTu» FDA He co-
BCEM COOTBETCTBYET BEPOATHOCTU NOCNEACTBUSI, HANpUMEp, NeTanbHbIN NCX0A UMK TPABMA, UMEBLLUME MECTO B AEWCTBU-
TENBHOCTU. 3TO Xe OTHOCUTCA U K Be3onacHoCTH «onepaTopay U NauUeHToB, B OTNIUHME OT CamMoro naumeHTa.

B.5 BoiBoAab!

Cuctembl knaccudukaumm EC, Aesctpanum, Kanaael, CLLUA n GHTF gna meguuuHcknx npubopoe He noaxoaat ans
nNporpaMMHbIX NPOAYKTOB ANs cdepbl 30paBoOXpaHEHUS.

Knacendukaumns FDA CDRH «nporpammHoro obecneqeHns B MegmuMHCKMX Npubopax» U «NPUCYTCTBYIOLWETO Ha
pbIHKE» MPOrpaMmHOro obecneveHna moxeT GbiTb MPUMEHEHA K NPOrpaMMHBLIM NpoaykTam ans cdepsl 3apaBooxpaHe-
HUA.

OanHako B [11] npeacraeneHa Hanbonee noaxoasias cuctema knaccudukaumm, OCHOBaHHAA Ha Knaccax pUCKOB.
Onu cooteetcTByIOT noaxoay FDA CDRH k «nporpammHomy o6ecnevennio B MeaULIMHCKNMX Npubopax» n «NpucyTCTeyIo-
LEeMY Ha pbIHKe» NporpaMmHoOMy obecneueHumio.
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MpunoxeHne C
(cnpaBoyHoe)

YHpaBneH ue puckamm

C.1 O6wme cBegeHunn

Ecrnv ynpaeneHve puckamy JOMMKHO MCMONb30BaTbCsl B KAYECTBE KOHTPONLHOIO MeponpuaTus, To noTpebytotca
noAkpenssowme ero craHaapTbl. B HacTosILEM NpUIoXeHnn paccMoTpeHa NpPUEMIeMOCTb Ans 3TON Uenu yxe cylie-
CTBYIOLLMX CTaHAAPTOB.

MpwumMedaHKe— Hacrosauwmii 0630p npegHasHauyeH TONbKO Ansl Leneil HacToAWero craHgapTa, satparmeas u
pe3loMMpysl TONBKO BOMPOCHI, UMEIoLME K HeEMY OTHOWeHUe. OH He JOIDKEH UCMONb30BaTLCA B KA4YECTBE MOMHOTO PYKO-
BOZICTBA B KAKOM-NMG0 OTHOLLEHWUM U AN Kakoi-nubo uenu (B criyvae HeobxoaMMocTu, cnegyeT 06paTtnTbCs K MCXOAHBIM
JOKYMEHTaM M KOMIMETEHTHbIM HaLMOHalbHbLIM OpraHam).

C.2 ATpnbyTbl, Heo6Xx0ANMbBIE ANA YCNELWHOro BHeAPEHUA NPOLIeCCOB YNPaBNeHUA pucKkammn

Ins ycnewHoro npyMeHeHUs1 yrnpagsrneHusl pUckamm K nporpamMmmHbIM NpogykTam ans cdepel 3apasooxpaHeHns B
CTaHaapTax, pykoBoAacCcTBax U MHCTpyMeHTax AOIMKHbI NPUCYTCTBOBATH KIlOYeBLIE anVIGyTbI, a UMEHHO!

- AOCTYNHbINA ANsi NOHMMaHusi 6a30BbIv NPOLECC, BKIIOYAIOLNEA NOMVKY BbIYUCTISIEMbIX PE3YNbTATOB U HE NPUBNEKa-
IOLWWIA BHELLHWIA NePCoHan U Apyrmx cneumanvcTos;

- COBOKYINHOCTb BCEX OCHOBHbIX COCTAaBIAIOWMNX PUCKA;

- BO3MOXHOCTb MU3MEPEHUS N B3BELLMBAHWSI 3TIEMEHTOB Ha SI3blKe 3JpPaBOOXPAHEHNSA U B KOHTEKCTE He3aBepLUEH-
HOI0 UCTOPUUECKOTO COOLITUA M AaHHbIX 06 MHUMAEHTE, NO3BOMAIOWANA peanm3aumio KONM4YecTBEHHOro nogxoaa;

- TMOKOCTb B TEPMUHAX AieTanu3auum aHanusa u pekoMeHaaLmin o cpecTBaM KOHTPOMS, COOTBETCTBYIOLWUNX CIOX-
HOCTM NMPOrpamMmMHOro npoaykra ansi cdepbl 34paBOOXPaHEHUs!, BLIMUCIIEHHBIM YPOBHSIM PUCKa W cTagun pa3paboTtku
npoaykra;

- CNOCOBHOCTL UTEPALMOHHOIO NOBTOPEHUS U PacLUMPEHUS BO3MOXHOCTEN MO OLEHKE U YNPaBneHnto puckamm B
xope paspaboTkm nporpammHOro npoAaykra ansi cdepbl 34paBoOXpaHEHUss;

- MoJAepKKa COCTaBHbIX NMPOLECCOB U CIOXHOW NPUpoAbl NPOrpaMMHbIX NMPOAYKTOB Ansa cdepbl 3apasooxpaHe-
HUa B chopme 6a3 3HaHWi, 4T06bl MOMOYb UX UCTIONIB30BaHUIO «HECTeLManmcTammy.

HanHble atpubyThl GbiNM MCNONb30BaHbl ANA OUEHKW pa3HbiX KaHAWAATOB B CTaHAaPThI.

C.3 MMHNMYM KOMNOHEHTOB, He06X0ANMBIX ANnA 3P PEeKTMBHOrO ynpasneHns pucKkamMmm

Bo MHorMx obnactax, cMexHbIX ¢ pa3paboTkoi NporpaMMHbIX NPOAYKTOB ANs cdepbl 34paBOOXpaHEHUs], Taknx
Kak nHopmaumoHHasa 6e3onacHoCTb, C onpegeneHHbIM YCNeXoM BHeAPEHbI NPOLECCHl ynpaBneHus puckamm {cm. C.6).
OpfHako CyLLeCTBYIOT YCTAHOBMEHHbIE Ha NpakTuke 06LMe KOMMOHEHTbI YyNnpaBneHna puckamu, SIBMsIOWMeECs NONe3HbIMK
MHAUKaToOpamMu NpuemneMoro npouecca npu paspaboTke NporpaMmHbIX NPOAYKTOB AnA cdepbl 34paBoOOXPaHEHUS:

- NOEeHTMdMKALUA CBOWCTB KOMMOHEHTOB NMPOrpaMMHOro NPoAaykTa Ansd cdepbl 34paBoOXpaHeHUs), a Takke dak-
TOPOB PUCKA U YA3BMMOCTU 3TUX CBOWCTB;

- OLeHKa BINMUAHWA (Ha M3roTOBUTENS], MONBb30BAaTENA U NayneHTa co CTOPOHbLI NPOrpaMMHOro nNpoaykTa ans cdepol
34paBoOOXpaHeHuns);

- BEPOATHOCTb Yrpo3 U OLieHKa CTENEHN 3aNLLEHHOCTH;

- onpeaeneHne ypoBHel PUCKOB (Kak COCTABHOMO pesynbTaTta yPoBHEN BNUSHUS, YrpO3 U CTENEHW 3alLMLLEHHOCTH);

- naeHTUMKaLUus peKoMEHOYEMbIX CPEACTB KOHTPOMSA (T.e. 060CHOBaHHBIX M COOTBETCTBYIOLLMX);

- CpaBHEHWe C CYLLEeCTBYIOWMMUN CPedcTBaMM KOHTPOIS ANA onpedenexHus obnacrei kKOppekTMpyemMoro pucka;

- AONOMHUTENbHbLIE BO3MOXHOCTU Anst 06paboTku pucka, BKMoYas npsiMoe ynpaeneHue, npusHaHne, npegoTepa-
LeHve, ynpaensaeMblii nepesog pucka v 1.M.;

- NNaHWpoBaHne o06paboTkM pucka (T.e. peanuaaums KOHTPOns).

C.4 Mpoueccobl ynpaBneHne puckammy Ha npeanpuaTMm

C.4.1 O0owmne cBeaeHunnA

«YnpaeneHve puckamy Ha NPeanpusTMM» — 3TO HOBLIV TEPMWH, UCNONb3yeMbl Ans 6onbWwero akyeHTUpoBaHus
KOMINIEKCHOW NpUpoabl NpoLecca 1, crnefoBatenbHO, NPYMMEHMMOCTH NpoLecca K OpraHnsauum n ocyWwecTBIAEMbIM e
OeNCcTBUAM.

MoxxHO oxuaaTh, YTO cTaHAapPThI NO YNPABNEHWIO PUCKaMK Ha NPEAnpPUATMM ABNAIOTCA BbICOKOYPOBHEBbLIMU JOKY-
MeHTamu, onpegensiiolwmmm obLuyto CTPYKTYpY, a He NoapobHyo Mogernbs NPOLEeCcCoB ¢ CONYTCTBYOWMMKN 6aszamy 3HaHUIA
WU 3KCMEPTHBIX 3HAHWIA AN NOAAEPXKKM aHanvM3a PUCKOB U YNPaeneHus puckamu OT MPOrpaMMHbIX MPOJYKTOB AJ1A
cthepbl 34paBOOXPAHEHMS.

C.4.2 PD 6668:2000 «YnpaBneHusi pUuCKamMmun Npuv KOpNopaTUBHOM yrnpaBneHnm»

OnybnvkoBaHHbIl gokymeHT PD 6668:2000 [58], B OCHOBHOM, COAEPXMT MHPOPMAaLUIO NO OCHOBaM YrpaBrieHns
puckamn n oxXBaTbiBaeT.

- KOPHU ABWXYLLMX MEXaHW3MOB YNpaBreHWs pUcKamu;
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- nnaH 6onee WWPOKOro pacCMOTPEHUsI KOPMOPATUBHOIO YNpPaBIieHUS;

- onucaHue CTPYKTYpPbl YNpaeneHusi puckamu;

- NpaKTU4eckoe PyKoBOACTBO Nno dopmynupoBke 6u3Hec-TpebGoBaHUiA K ynpaBneHuto cTpaTermieckumm puckamu;

- BOMPOCHWK Ans cpaBHeHUs1 3(h(DEKTUBHOCTU CTPYKTYP YNPaBIEHUs1 pUcKamu Ha Nnpeanpusitusix.

CT1pykrypa BKrouaeT B cebsi:

- KITaCCUYECKWIA NOAX0/ K CUCTEMAaM ynpagBrieHnsl — NraHMpoBaTh, UCTIOSNTHUTL, NPOBEPUTL U AEWCTBOBATL (M3BECT-
Hbiti kak PDCA);

- BeATeNnbHOCTb NO YNPaBMNEHMI0 PUCKAMW HA TPEX YPOBHSIX (CTpaTermiyeckom, ynpaBrieHYeckoM, onepaLyoHHOM);

- naeHTudrKaumio yrpos;

- OLIEHKY PUCKOB;

- MPUHSATUE pelleHnii 0 cnocobax ynpaeneHusi puckamu;

- naeHTrKaumio pecypcos;

- NNaHMpoBaHWe YNpaBIeHUs1 OTAENbHLIMA PUCKaMMU;

- KOMMYHUKaLWuy;

- MOHWUTOPUWHI U U3MEPEHUE.

OpHako Mofens npouecca gaeT Tonbko obliee npeacTaBrneHne, HECMOTPA Ha TO, YTO KOHLENUMA «npaBgonoao-
6usi» WKMPOKO Npu3HaHa. Bo3HukaeT nyTaHuua mexay yrpo3amu U KOHTpMEpaMu, Hanpumep, «HeygaudHasi nonbiTka
YCTaHOBUTE 3(h(EKTUBHBIE MEPONPUATUS B CNyyae aBapuiHOW CUTyauuu» MpuBOANTCA CKOPee B Ka4yecTBe npumepa
yrposbl, @ He KOHTPMepbI.

bonee Toro, npvMeHsiemMble MaTpyLbl OCHOBaHbI HA oueHkax Tuna «Huskaa», «CpegHsia» n «Bbicokas», uto He
no3gonsieT knaccuruupoBaTb pucku Boree Yem No TPeM Kraccam, {To, B CBO oYepeib, NpuBeAeT K HEAOCTaTOuHO
cneunanuaMpoBaHHbIM CTPYKTYpam KOHTPOIIS.

UpesBbiyaiiHO BaXHbIM AN HACTOSWEro cTaHgapTa sIBnseTcs ToT (hakT, 4To PyKOBOACTBO NpaKTUYeckn He coaep-
XKUT yKasaHuii Mo KOHTpMepaM. Takke OHO HE ONUCLIBAET Takme pasgensbl, Kak CNMCKU Yrpo3 (OHW NPUCYTCTBYIOT TONbKO B
BUAe NpuMepoB). byayun AOKyMEHTOM BbICOKOTO YPOBHS, OHO HEOCTATOHHO BCECTOPOHHEE U CNeLManvanpoBaHHoe Arisl
NpVYMEHeHWs1 B CEKTOpE 3[,paBOOXPaHEHNs1 U He NpedoCcTaBnsieT MexaHM3MoB No obecneveHuio Ge3onacHOCTU NauneH-
TOB MpWU MCNOMB30BaHUM NPOrpamMmHOro obecneveHns B cdepe 33paBOOXpaHEHUS.

C.4.3 Ctanpapt Asctpanuu n Hosoit 3enanann AS/NZS 4360:2004

Crangapt Asctpanum n Hoeown 3enanamm AS/NZS 4360:2004 [59] 6611 NPUHAT HA HALMOHANBHOM YPOBHE OpraHu-
3auusiMK 34paBooOXpaHeHns 4ns Lenei kopnopaTtMBHOIO ynpaeneHus, Bkniovasa HaunoHaneHyio cnyx6y 3agpaBooxpaHe-
Husi CoeguHerHoro Koponeectea. Cogepxalmecsi B HEM NMOHSITUS, Takne Kak «obpaboTka puckoBy, Obinu B3sAThl M3
OpYyrux CTaHOapTOB, OCHOBAHHBLIX HA pUckax, Takux kak BS 7799-2:2002 (cm. C.6.1). OH senseTca ewe 0gHMM BbICOKO-
YPOBHEBbLIM ONnMcaHnem HeobXx0aMMOro npoLecca, XOTA U C CONYTCTBYIOLUM [JOKYMEHTOM, COAEPXaLLUM PYKOBOACTBA NO
ynpaeneHuio puckamu. [laHHbIi JOKYMEHT SIBIISIETCS, CKOpee, CNMPABOYHUKOM M0 BO3MOXHBIM NPOLECCaM, @ HE PEKOMEH-
JyembIM NMOAXOA0M.

JaHHbIi cTaHaapT onpeaernseT KNacCUYecKuii/TUNOBON «NpoLecc» yrnpaBrieHUsl pUckamu, HE3aBUCUMBIN OT KOHK-
PETHOIM OTpacny MPOMBbILLIEHHOCTU UMM CEKTOpa 3KOHOMWKW, HO Mpeanonaraiowmii HeobxoauMocTb TMBKOCTH Npu pea-
nMsaumm.

B HeM oTMeuvaeTcs1, UTO YCTaHOBMNEHUE BEPOSITHOCTU COOLITUSI U BO3MOXKHBIX NOCNEeACTBUIA AOMKHO U MOXET ObITb
BbIMONHEHO Ka4YeCTBEHHbLIM, HAMOMOBUHY Ka4YeCTBEHHLIM WM KONMUUYECTBEHHbIM 00pa3oM, B 3aBUCUMOCTM OT Hanu4qus
CTaTUCTUKN MHUMAEHTOB. OAHAKO AaHHbINA CTaHAapT coAepXUT NepPeYeHb YMECTHBIX UCTOYHUKOB MHPOPMAaLUKN U TEXHO-
ToruiA, KoTopble MOryT ObiTb NPUMeHeHbI. B cTaHgapTe cofepxatcsi pykoBOACTBA MO criedylowmM acnekTam:

- BbIbOp MeToza aHanu3a (B 3aBMCMMOCTM OT CUTyaLun);

- pearnbHble NOCNeaCTBUA U COOTBETCTBYIOLLME rpajaunmn BepOsiTHOCTEN;

- TUNbI WKarn Orisi U3BMepPeHUsi pPUCKOB, KOTOPbIE MOTYT GbITb UCMOMNb30BaHbI;

- pa3anuyHble TEXHOMNOIMK Arisl onpeAeneHusl ypoBHEN PUCKOB.

B obnactu obpabotkmu puckoB ctaHgapt AS/NZS 4360 npepoctaBnsieT nogpobHyl0 MHOPMAaLunio nNo AONONHU-
TelNbHbIM BO3MOXHOCTSIM 00paboTKM PUCKOB C HEraTMBHbIMW NOCMeAcTBUSIMM (Hanpumep, puckoB ans 6esonacHocTn
NauMeHToB), OTHOCSILLYIOCS K crieflyiowmm chakropam:

- nNpeAoTBpalleHue pucka nocpefiCTBOM MPUHATUS PELIEHUS] HE HAYMHATbL WUITM HEe NPoJOMNXKaTk HEKOTOPbIE AEN-
CTBUS;

- MPUHSITUE MEP NO U3MEHEHUIO BEPOSITHOCTU OTpULIATENbHBLIX MOCNEACTBUIA;

- NPUHSITUE MEP, N3MEHSIIOLLMX MOCIEACTBUSI C LESIbI0 YMEHbLLEHUS BENUYMHBI NMOTEPb, TAKMX KaK CTPaxoBaHUe unm
nnaHMpoBaHWe HenpeaBuaeHHbIX 3aTpar;

- pasgeneHne pUCKOB NOCPEACTBOM KOHTPAKTOB U T.M., UTOObI NepeaTb OTBETCTBEHHOCTD;

- hukcauusi/npusHaHne pucka.

bonee TOro, faHHbI CTAaHAAPT TaKKe COAEPXUT PYKOBOACTBO No paspaboTtke nnaHoB o6paboTkm puckos, cono-
cTaBrisiiowee cTouMmocTb 06paboTkn ¢ npuobpeTaembiMu Boirogamu, YTobbl obecneunTs O6BLEKTUBHOE NPU3HAHNE PUC-
ka. OgHako, NPOTMBOPEYa TakKMM NNaHam U Aaxe KOHMMUKTYS C HUMW, AaHHbIA CTaHAapT B TO e BPEeMSA, B OCHOBHOM,
HarnpaeIieH Ha CHIKEHWe pucka A0 NPaKTM4ecku pasyMHOro ypoBHs (Tak HasbiBaemblii npuHumn ALARP). Ha npaktuke
OuYeHb 4acTo MNONy4YaeTcs, YTO AaHHbIN NPUHUMN NOOMEHSIETCS HENPUEMITEMOIN U HEYMECTHON TOYKOW 3peHus «u3bera-
HUSI PUCKOBY.
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B kavecTBe 06LUero pykoBoACTBa AaHHbIA CTAHAAPT MOXHO CHMTAaTb AOCTATOYHO XOpowWwo npopaboTaHHbiM. OaHa-
KO, €r0 HEMOIIHOTa C TOUKM 3PEHUSI SKCMEePTHbIX 3HAHMIA U HegoCTaTOYHOEe OTpaxeHue cneundukn NPorpaMMHbIX Npo-
OYKTOB Ansi cdbepbl 34paBOOXPaHEHUs A4enaioT ero HenoaxoasaLWwmMm, ecrnn B3siTb €ro «Kak ecTby», AN uenei HacTosILWero
cTaHgapTa.

C.4.4 Pabovas rpynna UCO/M3K no ynpasneHuio puckamm

CoBmecTHas pabouas rpynna MCO/M3IK (TexHuqeckoi aupekummn) no ynpaenexmnio puckamu [35] 6bina cchopmu-
poBaHa B cepeguHe 2005 r. 3apaven paboqen rpynnel 66ina paspaboTka MexayHapoAHOro cTaHaapTa Ha OCHOBE Cylue-
CTBYIOLLMX HALMOHAIbHbIX CTAHA4APTOB C BHECEHMEM U3MeHeHui Npu HeobGxogumocTu. PaGounii npoekT craHgapTa Obin
onybnvkoBaH ans obcyxaeHus. MpeagnonaraeTtcs, YTO AaHHLIN NPOEKT AOMKEH CTaTb «BbICOKOYPOBHEBbLIM, 0606LLEH-
HbIM, PYKOBOASILLMM JOKYMEHTOM», KOTOPbIN «...00ecneunBaeT NOAAEPXKY CYLLECTBYIOWMX CTAHAAPTOB MO KOHKPETHLIM
NPUNOXEHNsIM, CBSI3aHHBIM C PUCKaMMU...», U «...NPEAOCTABNAET ONpeAeneHns U CTPYKTYpbl, HE3aBUCUMbIE OT 3aKOHO-
JaTenbHbIX U PErynsaTMBHBIX OrPaHUYEeHN», HO KOTOPbIE «...NPUMEHUMBI ¢ MUHUMANbHBIMU W3MEHEHUSIMU...» B Kaue-
CTBE «...OCHOBbI 4rsl 4eNOBON NOBCEAHEBHON NPAKTUKN ...».

JaHHbIR JOKYMeHT 6bln CTPYKTYPUPOBaH creaytowmm obpasom:

- KOMMMEKC NPYHLUMMNOB YCMEWHOW NPaKTMKW NO YNPABNEHWIO PUCKamu;

- OpraHV3auMOHHbIA KOHTEKCT yNpaBneHusi puckamu;

- CTPYKTYpa ynpasrneHnss puckamn, CoCTosILLas us:

- 06LLEHNST U KOHCYNbTaLMIA;

- YCTaHOBIEHMWs (AEN0OBOro) KOHTEKCTa;

- naeHTndUuKauumn pucka;

- OLIEHKN pUCKa,

- 06paboTKM puCKa;

- MOHUTOPWHIa N aHanuia.

B oTnnumne ot aHanornyHbix CTaHaapToB AaHHas CTpyKTypa BKIioyaeT B cebs OUEHKY CYLLECTBYIOWMNX CPEeACTB KOHT-
pornsl kak 4acTu aHanu3a PUCKOB, He onpepernsisi, TeM cambiM, «6a30BbI» PUCK U (POKYCUPYSICH HA «CETEBOM PUCKEY.
MprunHbIl, MO KOTOPLIM GbINO MPUHATO TAkoe pelleHue, HesICHbl. [1POeKT ManoXeH, B OCHOBHOM, C UCNOMNb30BaHUEM
TEPMWHOB PUCKOB, OTHOCALLMXCH K OpraHu3aumm, a He K MPUMEHEHUIO aHanu3a pucKOB WU YNpasrieHUs puckamu Arns
He3onacHoCcTH nporpaMmMHOro npogykra. CJ'Ie,CI,OBaTeJ'IbHO, OH npegcraenaeTcd HeyMeCTHbIM B KOHTEKCTe obecneveHus
6e30nNacHOCTM NMpPOrpaMMHbIX NPOAYKTOB Ansi cdepbl 34paBoOOXpaHEHus.

UT0 KacaeTecs Apyrux CTaHAapToOB BbICLLErO YPOBHSI, TO AaHHLIA pabounii NpoeKT coaepXuUT NepeyHn NpUMepoB, HO
He npegnaraeT OKOHYaTellbHO YCTAHOBIIEHHOIO NMPOLIECCa C 3KCNEPTHON NOAAEPIKKONA.

C.4.5 BbiBoAb! B OTHOWEHNN CTAHAAPTOB NO YNPaBNEHNIO PUCKaMKN NPeANPUATUA

Mockornbky AaHHblE CTaHAAPTHI HE OPUEHTUPOBAHLI HA 3APABOOXPaHEHWE, HU OAWH U3 PACCMOTPEHHBIX B AAHHOM
pasgene ctaHgapToB He obecneunBaeT JOCTATOYHO YETKOW WNW ONpeaeneHHon mMoaenu npouecca, KOTOPYI MOXHO
66110 66l NPUMEHUTL AN Lenei HacToawero ctaHaapTa. OaHako UMeeT MeCTO HEKOTOPbIN 06wl ypoBeHb YHUMHKaumm
Mexay NpeanoXeHHbIMU B HUX npoueccamu. OTaenbHble KOMMNOHEHTHI KaXAoro U3 AaHHbIX AOKYMEHTOB, 0CO6eHHO
AS/NZS 4360, moryT npeTeHgOBaTh HA UX NPUMEHEHWE ANs NPOrpamMMHBLIX NPOAYKTOB Ansa cdepbl 30paBOOXpaHEHUs.

C.5 CtaHpapThbl No yNnpaBReHNIO PUCKaMK, OTHOCALLMECA K 34PaBOOXPAHEHNIO

C.5.1 UCO 14971:2007 «MpumeHeHne ynpaBneHnA puckamm K MeAULMHCKUM npubopam»

MCO 14971:2007 [36] ABnAeTCA NPU3HAHHBIM MEXAYHAPOAHBIM CTAHAAPTOM MO YNPABNEHWUIO PUCKAMU NPUMEHU-
TenbHO K MeamumHckum npubopam. CtaHgapT no cuctemam kadvectea ansa megmumHckux npubopos MCO 13485:2003
[27], B wacTHOCTK, ccbinaeTca Ha NCO 14971 no ynpaenenuio puckamn. FDA B 2001 r. Tarke npuanano MCO 14971 B
Ka4ecTBe OCHOBHOro cTaHgapTa No ynpaeneHuto puckamu gns meauunHckux npubopos.

B pekomeHgaummn 4 3akniounTenbHoro otveta Paboueli rpynnbl no TexHonorvam sapasooxpaHenus (HTTF) npu
O6beanHeHun No MMpoBLIM cTangaptam (WSC), onybnukosanHoro B 2006 r. [60], roBopuTcs:

«CnegyeT 0TMETUTb HeAABHWE ycunua pabouveli rpynnbl TexHuyeckoi aupekummn MCO no paspabotke 6onee rno-
6anbHoro ctaHaapTa no ynpaenenmio puckamu. WSC pomkHo o6ecneuntnb, 4Tobbl paspaboTka 6onee obuero craHgapta
Mo ynpaBreHuto puckamm He 3ameHsAnNa, He U3MeHsNa UNn He Nepecekanack C CYLECTBYIOWUM MeXAyHapOAHbLIM CTaH-
aaptoMm NCO 14971, WUMPOKO NPUMEHSIEMBIM B OTHOLLEHUM MEAULMHCKMX NpubopoB».

MCO 14971 npeacraBnaet 0630p npouecca ynpaeneHus puckamu, npegHa3Ha4YeHHOro Ansi MCMONb30BaHUs1 Kak
HEeOTbEMIIEMOrO 3rieMeHTa CUCTeMbl KadecTea. COOTBETCTBME MeXAyHapOoaHOMY cTaHAapTy TpebyeT BbinonHeHus cre-
OyOLWMX OeACTBNIA:

- YCTaHOBMTL MPOLIECC YNPaBNeHUs pUcKkamu;

- YCTaHOBUTb MOSIMTUKY MO OTHOLEHWIO K NPUEMITEMbIM PUCKaM;

- HaHATb U MOArOTOBUTL KBaNWMUUMPOBAHHLIA NepcoHan;

- NPOBECTU aHann3 pUCKOB;

- NPOBECTMN OLEHKY PUCKOB;

- OCYLLLECTBUTE KOHTPOIb PUCKOB;

- NPOBECTN 3aK/NIOUUTENbHbIA aHanu3 ynpaerneHusl puckamm v npegocTaBuTb MHOPMaLMIo MO OCTaTOYHOMY
pucky;

- NpepocTaBuTh NOCTNPOU3BOACTBEHHYIO MH(OpMaLMIO.
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B NCO 14971:2007 BknioyeHbl criegylowme TEXHONOMMKN aHanusa pucka:

- aHanu3 Buaoe u nocneacTeuii otkasoe (FMEA-aHanus);

- aHanu3 aepeBa HeucnpaBHocTel (FTA-aHanms);

- uccnegoBaHue onacHocTu u paborocnocobHoctu (HAZOP).

He npegyCcMOTpEeHO HMKaKMX CPeACTB WK TEXHONOIWIA OLEHKW BO3ZENCTBUSA, U AaHHBIN MeXAyHapoaHbIA CTaH-
[apT He obecneunBaeT YETKOro pasfeneHns NOHATUA OLIEHKN BO3AENCTBUS, OLEHKM YIPO3bl M CTENEHN 3aLUULLEHHOCTN U
cpeacTB koHTpons. bonee Toro, B HEM NpegnonaraeTcs, YTo NPOLIECC NPUHATUSA PELLEHUA O NPUEMNEMOCTU MAEHTUMN-
UMPOBaHHbIX PUCKOB, C YYETOM YMEHBbLUEHUA UX BNUSIHWSA, PEanu30BaHHOIO B NPOLIECCe NPOEKTUPOBAHUA, JOIDKEH Npea-
cTaBNATbL coboil AeCTBME MO OLEHKE PUCKOB. 3TO NPOTUBOPEYUT COAEPKAHUIO APYIMX CTAaHAAPTOB, PACCMOTPEHHLIX B
HacToAWEM NpunoxeHun. Tem He MeHee, B AaHHbIA CTaHAapT BKIOYeHa nonesHas tabnuua no cpeacTBaMm KOHTPOIs
PUCKOB.

C.5.2 fokymenT GHTF/SG3/NI5R8 «MpuHuMnbl ynpasneHnsa puckammn n CMCTeMbl YNPaBeHns Ka4ecTBOM»

B nokymente GHTF/SG3/NISR8 [39] paccmoTpeHna peanusaumsi NPMHLUMINOB YNPAaBIEHUSA PUCKaMn U OENCTBUNA B
pamKax CUCTEMbl YNpaBreHUsl Ka4YecTBOM. YTBEPXKAAEeTCs, UTO M3rOTOBUTENU MegULIMHCKUX NPUBOpPOB OOLIYHO AOIBKHEI
(B COOTBETCTBUM, HANPUMEP, C PErYNSATUBHBIMU UNW 3aKoHoAATeNbHLIMU TpeboBaHUAMKN) MMETb Ha NPON3BOACTBE CUCTe-
My yNpaBrieHUs1 Ka4eCTBOM, a TaKKe YCTaHOBMNEHHbIE NPOLEeCChl, COOTBETCTBYIOLME pUCKaM, CBSI3aHHbIM C npubopamu.

MockonbKy npouecchl ynpaBneHusi PUCKOM MOryT PasBUTLCA A0 aBTOHOMHOW CUCTEMbI YNPaBIeHUsl, U3roTOBUTE-
NAM MEAULMHCKUX NPUGOPOB PEKOMEHAYETCA UX UHTErPUPOBATL ANS1 CHWXEHUsI 3aTpaT, ycTpaHeHust u3bbiTouHOCTU U
co3fanus 6onee achdekTUBHON cucTembl ynpaenenus. [aHHbIi JOKYMEHT NpeaHasHaveH Ans noaaepkkm UsrotoBute-
nei MeauuMHCKUX NPUOOPOB B YacTy MHTErpauumn CUCTEMbI YNpaBneHnsl pPUCKaMy Unv NPUHLIMINOB U AEACTBUNA, YCTAHOB-
NEHHbIX OIS YNpaBIieHnsl pUckaMmn, B CYLWECTBYIOWYIO Y HUX CUCTEMY YNpaeneHust KauecTBOM. BapuaHTbl nHTerpauum
MININIOCTPUPYIOTCS NPUMEPaAMU C PELLEHUSAMM.

B UCO 15941:2007, npunoxeHune A, npeactaBneHa marpuua, CBs3bIBalOWAs Cepbe3HOCTb HAHOCUMOrO Bpega ¢
BEPOSATHOCTBIO MHUMAEHTa (TOYHee, ¢ NpaBaonogobuem nHumpeHTa). OgHako cepbe3HOCTb NpeAcTaBneHa B marpuue
NPOCTO KaK «HWU3KasA, CPEeaHAs U BbICOKast», a AHerkM Ha NepeceveHnn CToNBLOB U CTPOK OKpaLLEHbl KPACHbIM, XeNTbiM
M 3eneHbiM LuBeTamu. Kpome Toro, NnpuBeaeHO NoMesHoe, XOTsl U BbICOKOYPOBHEBOE, M306paxeHne TEXHOIOINYEeCKOro
npouecca ynpasneHusl puckamm nNpu NpoekTupoBaHWM u paspaboTtke. OTMeUYeHa Takke BaXKHOCTb PacCMOTPEHUs U
COrnacoBaHUsl YPOBHST JONMYCTUMONO PUCKA HA PaHHUX CTaausX AAHHOIO npouecca.

OpHako MpUHLMIMBI YNpaBrieHns pUckamy, YNOMSHYTbIE B HA3BAHMWU AAHHOIO AOKYMEHTA, HE PacCMOTPEHbI Noa-
pobHO, N ManoBepOSITHO, YTO AaHHbIA AOKYMEHT ByaeT HenocpeaCTBEHHO UCTIONBb30BATLCA KEM-NNDBO, KPOME SKCNEPTOB.

C.5.3 ICO/M3K 62304 «[Mpouecchbl XN3HEHHOTO LUKNa NporpaMMHOro obecnevyeHnsa MeguUMHCKUX Npubo-
poB»

NCO/M3K 62304 [61] 6bin pazpaboTaH coBMecTHol pabodelt rpynnoii MCO/MOK, cocTosBlier U3 UneHoB noaKo-
muTeTa 62A «OO6LWwme Bonpockl 3rekTpoobopyaoBaHUs, NPUMEHSEMOro B MEANLMHCKOW MPAaKTUKEY», TEXHNYECKOTO KOMU-
TeTa 62 MOK «BnekTpoobopyaoBaHue B MeaWLMHCKOW npakTuke» u TexHuyeckoro komuteta 210 UCO «YnpasneHne
Ka4eCTBOM 1 COOTBETCTBYHOLWME 00LME BOMPOCHI N0 MEAULIMHCKUM Npubopam».

HanHbili cTaHaapT o6beauHsieT TpeboBaHWUst K MOAENW KU3HEHHOMO LMKNa nporpaMmmHoro obecneveHuns, ycra-
HoBrneHHble B ICO 12207:1995 [30] v nonpaeke k Hemy [31], ¢ pyckoM, OCHOBaHHbIM Ha noaxoae, yctaHoBrneHHom B MCO
14971 [36]. MICO 12207 oTHocuTCs K pa3paboTke M COMPOBOXAEHUIO NporpammHoro obecnedeHnss MeauUMHCKMX npubo-
poB, korga nporpaMmmHoe obecneveHue camo no cebe ABMSETCA MegUUUHCKUM NpUBOPOM mnu koraa nporpaMMHoe
obecneyeHne sIBNSAETCA BCTPOEHHLIM MM HEOTHEMIIEMON YacTbio MeauUMHCKOro npubopa. JaHHblii MexayHapoaHbI
CTaHAapT He OXBaTbiBAeT aTTeCcTauuio U BbIMYCK HA PbIHOK MeaWLMHCKOro npmbopa, gaxe ecnv MeguuMHCKMI npubop
COCTOWUT UCKITIOYNTENBHO M3 MPOrpamMmHOro obecneudeHumsl.

B paHHOM cTaHgapTe npeacTaBrieHa CTPYKTypa NpoLeccoB, ASUCTBUIA U 3aaad, HeoOXxoauMbIX Anst NPOeKTUPOBa-
HUS U CONPOBOXAEHMSA Be3onacHbIX MeanMUMHCKUX NpubopoB. B aaHHOM MexayHapOgHOM cTaHdapTe CpefcTBa KOHTPO-
Nsi NpeAcTaBneHbl TONbKO B 06LWeM Buae.

C.5.4 OokymeHT FDA «PykoBOACTBO MO KOHTPOMO NPOEKTUPOBAHUA ANA Npou3BoauTenen MeauLMHCKUX
npubopoB»

HokymeHT FDA «PyKOBOACTBO MO KOHTPOIO NPOEKTMPOBAHUSA AJ1s1 NPOU3BOAMTENEN MeauUMHCKMX npuboposy [34],
paspaboTaH Ons noaaepKkW U3roToBUTENEen MeAMUMHCKUX NpMOOpPOB B NMOHUMaHUKM TpebGoBaHUA CUCTEMbl kavecTBa K
KOHTPOJO MPOEKTUPOBAHUA U MPUMEHUM KaK K NPOEKTUPOBaHUIO MEeAULIMHCKMX NPMBOPOB, Tak U K MPOEKTUPOBAHUIO
COOTBETCTBYIOLLMX TEXHOMOIMYECKMX NPOLECCOB. B AaHHOM pykOBOACTBE BONPOCHI paccMaTpuBaIoTCs B TOM e nopsigke,
yTo u B gupektmee FDA no cucremam kadecTBa, koTopasi BpsiZ v nogonaeT (HanpsiMyto) BCeM OcTarbHbIM NOMb3oBaTe-
nsimu. B gokymeHTe npeAcTaBneHo onpeaerneHne cpeacTB KOHTPOMs NMPOEKTMPOBaHUSA N 0ObsICHEHO UX 3HadveHune. OT-
MEUYEHO, YTO yNpaBrieHne pUckammu siBNsIeTCsl NPOLECCOM, KOTOPbIA JOIKEH COMPOBOXAaTh BECH NPOLECC NPOEKTUPOBa-
HWS1, OHAKO AaHHOE MOJIOXKEHUE NPaKTUYECKN HE PaCKpPbITO.

C.5.5 ABcTpanua v KaHaga

ABCTpanuncknin JokymeHT « PyKOBOACTBO NO MeanLUHCKUM npubopam. Mpoueaypbl OLeHkU cooTBETCTBUSI» [62] 1
KaHagckas gupekTvBa no COOTBETCTBUIO MeauLMHCKMX NpubopoB n ero obecnevenuto [63] cBsizaHbl ¢ npoueagypamm
OLEHKM COOTBETCTBMS, OAHAKO HU B OOHOM W3 HWX B SIBHOM BWAE HE MPUBEAEHO CTPYKTYPUPOBaAHHOE PacCMOTpEHWe
YNPaBIeHnsi pUCKamu.
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C.5.6 BeiBogbl no cTaHgapTaM No ynpaBreH!o pUCcKamMm, OTHOCALLMMCS K 34paBOOXPaHeHnIo

B paccMoTpeHHbIX cTaHdapTax, OTHOCALMXCA K 34PaBOOXPAHEHUNIO, CMONB3YIOTCA Takne dpasbl U TEPMUHbI, Kak
«aHanwu3 pyUcKoB», «OLieHKa PUCKOBY U «ynpaeneHne puckammy». B 6onbwMHCTBE CTaHAapTOB AaHHbIE TEPMUHbBI UCMOSb-
3Yl0TCs ANsl CCbINKM Ha Krnaccudmkaumnio meguumnHekmx npubopoe. OgHako, kak Gbino nokasaHo, knaccel npubopoes (xoTs
OHW 1 MOTYT SIBUTBCH pPe3ynbTaToM GopManbHOW OLEHKM) B 3HAYNTENBHOW CTeNeHW CBA3aHbl C BO3MOXHbLIM BUAHUEM
Ha 6e30nacHoOCTb, @ YPOBHW Yrpo3bl U CTENEHM 3allulueHHOCTH (06beanHsaemble NOHATUEM «npaBgonogobue») He pac-
CMOTPEHbI A0IMKHBIM 06pasom. [leicTBMTEeNnbHO, B GOMbLUMHCTBE PAaCCMOTPEHHbIX CTaHOAPTOB M PYKOBOACTB Y4acTo BCTPe-
valoTcs Takme pasbl, Kak «Hanpumep» 1 «BKIo4asy, TO €CTb B HUX HE ONpeaenseTcs NpoLece, KOTOPLIA MOXHO Gbiro
66l ucnonb3oBatk. [1osToMy Ans 3thheKTUBHONO UCMOMb30BaHWA AaHHbIX AOKYMEHTOB TpebyloTcs 3HaquTenbHbIe you-
nsi.

C apyroli CTOPOHbI, B PacCMOTPEHHbIX QOKYMEHTax COAEPXMTCSl AOCTaTOMHO AaHHbIX, Ans TOro 4Tobbl YeTko
cchopmynmpoBaTh, HYTO MNOHATUSI «MEAULMHCKME NPUBOPLI» U «NpPorpamMmmHbie NPOAYKThl A4ns cdepbl 34PaBOOXPaHEHUS»
He SIBNATCA CUHOHUMaMM.

Bonee Toro, HECMOTPS Ha TO, YTO MHOTME M3 NPeASIOKEHHbIX CPeACTB KOHTPONs MeaWnLMHCKMX NpubopoB MoryT
6bITb NPUMEHEHbI U K NPOrpaMMHbIM NpoayKTam Anst cdepsl 3apaBooXpaHeHnsl, caMma CyLUHOCTb NPOrpamMmMHbIX NPoAYK-
TOB MOXeT noTpeboBaTh NPUMEHEHMS WMHbIX CPEACTB KOHTpOns. Micnonb3oBaHue HEKOTOPbLIX CPEACTB KOHTPOsi, npea-
CTaBIEHHLIX B PACCMOTPEHHbBIX OOKYMEHTaXx, NpeanucaHo, ckopee, 3akoHopaTernbHbiMKM TpeboBaHusaMM, Hexenu onpe-
OeneHHbIM UNu MaeHTUMOULNPOBAHHBIM PUCKOM. B HacTosiem cTaHgapTe 3akoHodaTesibHble MEePOonpuUsiTUsi He pac-
CMaTpuBatoTCSI.

Mpu paspaboTke cTaHgapTa no obecneveHnio 6830NacHOCTM NaLUEHTOB NPU UCNONb30BaHUM MPOrPaMMHbIX NPo-
AykToB Ans cdepel 3gpaBooxpaHenus, Hanbonee nonesnsimm 6yayT MCO 14971 n GHTF/SG3/NISRS, xoT1s otaentHble
NoONoXeHust MOryT BbITb 3aMMCTBOBaHbI U3 BONbLUMHCTBa PaCCMOTPEHHBIX AOKYMEHTOB.

B COBOKYNHOCTU pacCMOTPEHHbIE AOKYMEHTHI 4al0T MONE3HOe HANOMUHaHWE O HEOBXOoAMMOCTU aHanu3a u ynpae-
NeHnsl puckamm Kak B Xo4e NPOeKTMPOBaHUA, Tak M pa3paboTku, a Takke Npyu KOHTpone U nogaepKaHum COOTBETCTBUA B
npouecce BCEro XM3HEHHOro Umkna. 910 0co6eHHO BaXKHO, MOCKOMbKY NPorpamMmmHble NPoAyKThl Ana chepbl 3apaBooXx-
paHeHns 0bblvHO Yalle OBHOBNAOTCA B hOpMe BbiMycka HOBbIX MOANMULMPOBAHHBLIX BEPCUMA, HYeM MeaUUMHCKWE NpW-
6opbl, KOTOPblE OBLIYHO 3aMEHsIIOTCA HOBLIMW U3AENWsAMM.

C.6 CtaHaapThl, CBA3aHHbIe C YyNpaBrNeHUneM puckamm

C.6.1 BS 7799-2:2002, UCO/M3K 17799:2005, NCO/M3IK 27001:2005

B BS 7799-2:2002, NCO/M3K 17799:2005 [65] n MCO/M3K 27001:2005 [64] oTpaxeH nepeaoBoi onbIT B 06nactu
ynpaenenvs MHOPMaUNoHHOW 6e30nacHoCTbio, T.e. B 061acTu, K KOTOPOW OTHOCATCA NporpammHble NpoayKTbl Ans
cchepbl 3gpaBooxpaHerust. MepeoHavansHo BS 7799 6bin paspabotan B 1995 r. n ¢ Tex nop perynsipHo o6HOBNsncst u
cTaHoBuIics Bce Gonee npuaHaHHbIM B MexayHapogHom Macwrtabe. MNockonbky npuBeeHHOE B HEM onpegeneHve
MHbOpMaLnoHHol 6e3onacHoCTU BIovaeT B cebsl kOHDMAEHLMANBHOCTb, LENOCTHOCTb U AOCTYNHOCTb, MOXHO CKa-
3aTb, 4YTO B JAaHHOM CTaHAapTe Y4YTeHbl MHOIME acnekTbl KPUTUYHOCTU GesonacHocTy, ocobeHHo, koraa 6e3onacHoCTb
nauneHTa onpegensieTcsl Ka4eCTBEHHOW OLEHKOM BO3OENCTBUS HA HEro.

HanHbii BpuTaHckuin cTaHgapT COCTOUT U3 ABYX YacTel:

- yacTb 1 coAepXUT COBOKYMHOCTb OBLLENPUMEHNMbIX Leneli KOHTPOrsi, CKOMMNOHOBaHHbLIX B MOArPynnbl, U rnae-
Hble 3agayu;

- YacTb 2 onpeaensieT KOHUENUUIo CUCTEMbI ynpaBrneHuss MHMOPMaLMOHHON 6e30MacHOCTbIO (Ha NMPOTSDKEHUN
KM3HEHHOTO LMKMa), COrMacoBaHHY0 ¢ KpUTUYHOCTBIO 6e30nacHOCTH, KauecTBOM, UHGOPMALMOHHLIMK npoueaypaMu n
3alWMTON OKpy»xatoLer cpeabl. Cuctema ynpaeneHusi MHpopmaumoHHol 6e3onacHocTblo Takke BasupyeTcs Ha Moaenu
PDCA (nnaHvnpoBaHue, UCMOJIHEHUE, NPOBEpKa M peanuaauus).

Llenu koHTpons TECHO CBAA3aHbl C BOMPOCAMU OLEHKM PUCKOB Ans 6e3onacHocTy nauneHToB. K HUM oTHOCAT:

- nonnTuky Be3onacHocTy;

- opraHusauuio u ynpasrneHve 6e30nacHOCTbIO;

- knaccumkaLmio 1 KOHTPOIb PECYPCOB;

- Be3onacHOCTbL NepcoHana;

- (DM3NYECKYI0 U 3KoNorM4eckyto 6e30NacHoCTk;

- yrpaBreHne KOMMYHUKaUMSAMW U OeACTBUSIMY;

- KOHTPOINb JOCTYNa;

- pa3paboTKy M COMPOBOXAEHUE CUCTEM;

- ynpasrieHne HenpepbiBHOCTHI0 GM3Heca;

- COOTBETCTBUE;

- ynpaBsrieHne WHUMOEHTaMu.

BS 7799-2 6bin npuHAT B ka4ecTBe MexayHapoaHoro craHgapra MCO/M3K 27001, cogepkxaHne KOToporo 6b1no
CKOPPEKTUPOBAHO ¢ y4yeToM npeablgyuero ctaHgapta MCO/M3K 17799:2005. BS 7799-1 ewe paHee Obln NpUHAT B
KauecTBe MexayHapogHoro ctaHgapta MCO/MOAK 17799:2005, ogHako oxnaaeTcs, UTo oH Gyaet BknodveH B UCO 27002.
Kpome Toro, oxugaetcsi, 4To B 6nvxawem Oyayuiem B 3TOM Ke cepun NOSIBAITCA HOBbIE CTaHAapThl.

BaxHbIM gnsi HacTosiWwero ctaHgapTa sIBNsieTcsl LeHTpanbHasi 3aBUCMMOCTb CTaHAaapTa OT CUMBHO CTPYKTYpUpO-
BaHHOW M BCECTOPOHHEN (M nogpobHO) oueHkn pyucka BusHec-NpoLeccoB, MHMOPMaLUOHHBLIX CEPBUCOB WM MHMPaCTPYK-
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Typ (annapaTHoe u mporpammHoe obecrevyeHne, HOCUTENW AaHHbIX, AOKYMEHTauma U T.4.), UCMOMb3yeMbiX B pamkKax
cMCTeMbl ynpaeneHusi nHpopMaunoHHol 6e3onacHoCTbIo.

Kpome topuaundeckux u perynsatueHbix TpeboBanmini B MICO/MOK 27001:2005, nogpasgen 4.2, nepeuncrnenmne 1b,
Takke QONOMHUTENBHO CAeNaH akUeHT Ha pacCMOTPEHUM KOHTPaKTHbIX 00513aTeNbCTB HA BCEX CTaaMsAaX CUCTEMbI yNpas-
NeHNA MHOPMALMOHHON GE30NacHOCTbLI0, 0COOEHHO B OTHOLLEHUM OLEHKU pUCKoB, 06paboTku pruckoB, Beibopa cpeacTs
KOHTPOISA, KOHTPOIS 3anuceii 1 PecypcoB, MOHUTOPMHIA M aHanusa cucTembl ynpaereHus nHopmaunoHHon besonac-
HOCTbIO M TpeboBaHWi K JOKYMEHTaLUN.

Bonee Toro, B 6ygyliem ewe oguH gokymeHT, BS 7799-3:2006 [69], no ynpaeneHuto puckamu B cUCTeme ynpaerne-
HVS MHdOpMaLMOHHO Ge3onacHocTbio ByaeT NPUHAT B kavecTBe mexayHapoaHoro ctaHgapta MCO/M3K 27005 [66]. B
HeM npegcTaBreHa uHgopmauusa, nogobHas npueegeHHON B onybnukoBaHHOM AOKyMeHTe bputaHckoro nHeTutyTa
ctangaptoB PD 3002:2000. 3T0T AOKYMEHT codepxuT nogpobHoe onucaHue npobnem sdeKTUBHON peanusaumm
ynpaeneHus puckamm MHMOPMaLMOHHOW 6e30nacHOCTH, OYeHb NoXoxee No POpPMe Ha MepeyeHb KIYeBbIX KOMMO-
HEHTOB, NpeacTaeneHHbI B C.3.

Komnnekc ctaHaaptoe NCO 2700X HanpaBneH Ha ToO xe, 4To n ctaHgaptel MOK 61508-3 n MOK 61508-5 (cm.
C.6.2). OgHako B HEM CHOBA OTCYTCTBYIOT BCECTOPOHHME cneumdurkaumm OxBaTbiBaeMbIX MPOLECCOB UMK BOMNpPOCOB,
noanexawmx paccmotpenmio. C apyroli cTopoHsl, o6nacte npumenenust UCO 27001 moxeT BbiTb B 3HAYUTENBHOW Mepe
MCNob30BaHa B OTHOLIEHUM OLEHOK PUCKOB Ans 6e3onacHOCTM NauneHTOB NpU UCNONb30BaAHUM NPOrpamMmMHbIX NPOaYyK-
TOB Ans cdepbl 30paBOOXPaHEHNS.

C.6.2 M3K 61508 «OueHKa KpUTU4ECKOro pncka ansa 6esonacHocTU»

MOK 61508 coctouT 13 BocbMuM HacTeil. B yactn 0 npeacrasneH 063op. OCHOBHOE cofepxaHne NpeacTaBneHo B
vactax 1 — 4. Wx npoekT 6bin paszpaboTtaH B 1998 ., a NpoekT YacTu 2, cogepxalieii TpeboBaHusa K cuctemam, CBA3aH-
HbIM ¢ Be3onacHocThIO, Bbln nepecmoTpeH B 2000 r. Bepcum Bcex YeTbipex YacTei, BoinyweHHble B gekabpe 2005 1., B
HacTosiLee BpeEMs ABMNSOTCA NPeaMeTOM FoNocoBaHust B komuTeTe. Yactu 5, 6 n 7 6yayT paccMOTPeHb! No3xe.

CTtaHpgapT NpUMEHUM K 3MeKTPUYECKMM, 3MEeKTPOHHBIM M NPOrpaMMypyeMbiM SMEKTPOHHBIM - cucTemam. Panee
BO3HMKan BOMPOC, AOMKHa nv obnacTe npuMeHeHuss MOK 61508 orpaHuymMBaTbCsi KOHTPOSIiepaMm ¢ nNporpamMmmmnpy-
emoli norukoii. OgHako nocrnegHue paspaboTku, Hanpumep, oxBaTbiBawlme MHHOPMaLUOHHbIE CETEBbLIE CUCTEMEI,
CBSI3aHHble C 6e30NacHOCTbI, NOAKMIOUEHHbIE K MHTepHEeTY, nogyYepKHyNM NPUMMEHUMOCTb CTaHaapTa Ko BCeM Nporpam-
MUPYEMbIM CUCTEMAM, HE3aBUCUMO OT MX KOHKPETHOrO MPUMEHEHUS.

M3K 61508 npegHasHaveH gns coBMecTHOro npumeHexns ¢ MCO 9000 n ocHoBbIBaeTCA Ha cneayowmx nonoxe-
HUAX:

- BesonacHoOCTb He MoXeT BbiTb abConOTHOM (C HYNEBbLIM PUCKOM);

- PUCKW, CO3AABAEMbIE CUCTEMAMM, AOMKHbI GblTh BbISIBIEHbI;

- HegonyCcTuMble PUCKU OOIXKHbI OblTb CHUXEHbl UMK WCKNIOYEeHbI,

- YBEPEHHOCTb B 6e30MnacHoOCTM AormkHa GbiTh onpeaeneHa 3apaHee, a He PETPOCNEKTUBHLIM aHaNM30M NpPoekKTa;

- 6esonacHocTb AomkHa ObiTb AEMOHCTPUPYEMON;

- paspylleHue Bepbl B TO, YTO «BCE, CAENaHHOE (T.€. NOCTPOEHHOE) XOpoLWwo, aBToMaTndeckn byaet 6e3onacHbImy,
MMEET KPUTUYECKOE 3HaYEHWE;

- npaBurbHoe (OYHKUMOHMPOBaHUE He 06si3aTenbHO agekeaTtHo 6e3onacHoOCTU.

K HacTosiemy ctaHgapTy MMeloT oTHowweHne cnegytowme vactn MOK 61508:

- Yactb1. O6wme TpebosaHus;

- Yactb 3. TpeboBaHua k nporpaMMHOMY o6ecneveHunto (T.€., K MporpaMmMHbIM KOMMOHEHTaM);

- Yactb 5. MNpumepsl metogo ansa auddepeHUMpPoBaHNA YPOBHEN LenocTHoCTH 6e3onacHocTu.

OdbexTMBHOE MCNONBL3OBaHWE cTaHAAPTa, HECOMHEHHO, TpebyeT NoOHUMaHUsI yNpaBneHna puckamum, U Tekyluast
Bepcust yactert 1 — 4 4acTUYHO OTpaXKaeT MHEHWE, YTO HEKOTOPbLIE NMPOLIECCHl CITULLKOM COXHBbI U HEOAHO3HAMHbI.

B ocHOBe faHHOrO cTaHgapTa NeXuT KOHUEeNUUA «ypOBHEW LLerocTHOCTU 6e30MnacHOCTU», KOTOPbIE B YEM-TO aHa-
JIOMMYHBbI YPOBHSIM PUCKOB. XOTSI KOHKPETHBbIE MPOLUECCHl MO YCTAHOBITEHUIO YPOBHEN LIENOCTHOCTM 6e30MacHOCTU He
npeacTaBrneHbl, B YacTU 5 nokasaH CNekTp anbTepHaTUBHbLIX MeToAoB. [NaBHOW cpeaun HUX siIBnisieTcsl Knaccudukaums
PUCKOB, OCHOBaHHaA Ha O0TOGpaXeHnn 4acToTbl U NOCNEeACTBUAX, HA OCHOBaHWM KOTOPbIX BbIOMpaeTcsi ouH U3 YeTbipex
Knaccoe pucka. [Mockonbky B 4aHHOM Crydae «4acToTa» NOHWMAeTCsl Kak CUHOHWMM «npaBaonofobusiy, To Mbl UMEEM
Aeno ¢ Npoueccom, OCHOBAHHBLIM Ha PUCKaX, B YACTOM BUAE, U AAHHbLIA CTaHAAPT NPUXOOUT K TEM K& BbIBOOAM, YTO U
GHTF/SG3/NISR8 [39].

OaHako, npumepsbl, NpMBEAEHHbIE B HYacTU 5, OCTalOTCA BbICOKOYPOBHEBLIMU M HE OMYCKalOTCA A0 NOApPOOHbIX
nepeqHen KpUTEpUER, NOANEXaWmMX PaCCMOTPEHUIO, UMW CPEeACTB KOHTPONsl, NoAXOAAWMX Ansl NpUMeHeHust. Takke
cnefyer y4ecTb OTHOCUTENBbHOE NPEANOHTEHNE CTaHAAPTA K KONMUYECTBEHHLIM MEPaM OLIEHKN PUCKOB, XOTsl MOTEHUMarb-
Has ponb KA4YeCTBEHHOW OLUEHKM B HEM Taioke nNpusHaetcs. PasymeeTcsl, kA4eCTBEHHYIO OLeHKY DyaeT npakrniecku He-
BO3MOXHO MPUMEHUTL NPU OTCYTCTBUWN HAAEXKHOrO mnn o6wmnpHoro 6aHka CTaTUCTUKU, HA OCHOBAHWMM KOTOPOIrO OHa
morna 6ol ObITb cchopmmpoBaHa.

Mockonbky M3K 61508 npeactaensaeT COBOKYNHOCTb MOHSITUIA M MPUHLUMINOB, KOTOPblE MOMYT ObiTb Y4TEHbI NpU
oueHke puckoB ansa 6e30nacHOCTU NaUWEHTOB CO CTOPOHBI NPOrpamMMHbLIX MPOAYKTOB Ansi cdepbl 3ApaBoOXpaHeHus,
MEXaHn3Mbl, NPeACTaBNEHHbIE B CTaHAApTe B HACcToAWEM Buae, oOblMHO paccmaTpyBalOTCs B KOMIIIEKCE U eaBa nun
MOryT 6biTb peanusoBaHbl nogxoaawmm obpasom. Moatomy, ecnu kakon-nMbo npouecc oueHkn ByaylMx PUCKOB CO
CTOPOHbI NPOrPaMMHbIX NPOAYKTOB AN chepbl 3qPpaBOOXpaHeHNst U Mor Bbl UCMOMNb30BaTb OCHOBHbLIE MPUHLMAL!, TO 3TO
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cyuTaetcsa HenpurogHeiM. Kpome Toro, ocobeHHo BaxkHO ByaeT AocTuYb O6LLE COrnacoBaHHOCTU CO cchepoit MeanumH-
ckux npubopos, rae yxe ucnonb3yetca MCO 14971 (cm. C.5.1), n B KOTOPOI MCNONb3YIOTCA pasHble, kak npaeuno, 6onee
NPaKkTUYHBIE, MEXAHU3MBI.

C.6.3 MeTopa oueHku pucka nHcpopmaumnoHHon 6ezonacHoctm NpaButennLcTBa Bennko6putannn CRAMM

CRAMM [40] sBnsieTcs meToAoM, pacnpoCcTpaHsieMbiM HA KOMMEPYECKOW OCHOBe. B Buae ncknioveHnst oH pac-
CMOTPEH B HacToAWEM cTaHAapTe C MpU3HaHWeM TOro, YTO OH SIBNSIETCS WHTENNeKTyanbHOW COBCTBEHHOCTBLIO NPaBw-
TenscTBa BenukobputaHum, YTO OH LUMPOKO U YCMELWHO NPUMEHSIETCSI MHOTMMU OPraHU3auMaMn 34paBoOXpaHeHus], a
Take BHeapeH B HaumoHanbHoi cnyxbe 3apaBooxpaHeHusi Benvkobputanum.

Hanneii metoa 6bin paspabotad npumepHo 17 net Hasag U perynspHo pasBuBancsa U nepecmartpusancs. B
TEeYEeHNe NMOYTW BCEro BPEMEHU OH MOAAEPXKUBAIICS MOMyaBTOMAaTUYECKOW CEPBUCHOW NPOrpammoin, U U3BECTHO, YTO
6onee 600 konui gaHHOI cepBUCHON Nporpammbl ObIM BHeapeHbl Goree Yem B 25 cTpaHax.

[aHHbI MeToa 1M ero cepBucHasi Nporpamma noaaepXXMBaloT:

- mpouecc ynpagreHust uHcbopmMaumoHHol 6esonacHocTbio no BS 7799/UCO 27001;

- MOAENUpPOBaHue PecypcoB U 3aBUCMMOCTEN;

- aHanu3 ¥ ynpaeneHue puckamu uHcgpopmaumoHHon 6esonacHocTuy, BKiovan 06paboTky puckos;

- cneuncmkaumio TpeboBaHWiA K HENPEPLIBHOCTU M BO3BPALLEHUIO K HOPME;

- co3gaHne HGMBNMOTEKN MHOTOKPATHO MCMONb3YEMbIX MOAEIENn PUCKOB U COOTBETCTBUS;

- UTepaTMBHbIE OLEHKA C UCMONb30BaHWEM B3aUMOLENCTBYIOWMX YPOBHEN (DYHKLUMOHANBHOCTU «3KCMPECC» U
«3KCnNepTy;

- hopMMPOBaHUE OTYETOB NO PUCKaM U COOTBETCTBMUIO;

- cpeAcTBa NoBbllweHUs 6830NacHOCTM M NNaHUpPOBaHWE peanu3auun.

WHdbopmaumonHas 6e3sonacHocts Tpaktyetest B CRAMM B cootBetcTBUM ¢ UCO 27001. CRAMM coaepxut 6a3bl
3HaHWI/3KCNePTHbIE CUCTEMBI, BKITIOYaA:

- okono 400 Tunoe pecypcoB (B T.4. 06paboTky uHcdopmMaumm, MHOOPMAaUMUOHHLIE CEPBUCHI, annaparHoe U npo-
rpaMMHoe obecnedeHne, KOMMYHUKaLWOHHbIE NMPOTOKOSbI, HOCUTENW AaHHbIX U MecTa pa3MeLLeHUs);

- 26 pasHbiX TMNOB BO3AENCTBUSA (B T.4. Mpobnembl ¢ KOHMAEHUMANBHOCTLIO, LLEMOCTHOCTHIO U [OCTYNHOCTLIO);

- OLEeHKy Bo3aeincTBusi no 10-6annbHOM KONMYECTBEHHOW UITM Ka4eCTBEHHON LuKare;

- okorno 40 TMMNOB yrpo3 u cTeneHer 3awmILeHHOCTH (BKITIoYast criyyanHble, NpeaHaMepeHHbIe, TEXHUYECcKue, Yeno-
BEYECKME U T.M. haKkTopbl), a TaKKe BOMPOCHI, HA KOTOPblE HEOOXOAMMO OTBETUTL, YTOObI OLEHUTD UX;

- CeMb YPOBHEW p1CKa;

- BOCEMb 30H MHMOPMaLUMOHHOW BesonacHOCTM (NporpaMMHOe U annapaTHoe obecneveHne, KOMMYyHUKaUUM,
nepcoHar, AoKyMeHTaums, npoueaypsl, GUM4eckne acnekTbl U N3nydeHusl);

- okono 3500 koHTpMep (OpraHM3oBaHHbIX B Mepapxu4eckue rpynrsl Mo mepe BO3pacTaHnsA KOHKPETHOCTN U OXBa-
Ta NPOrpamMMHbIX NPUHLMUMOB, 38484, (OYHKUNIA U OeNCTBYIOWMX 06pa3LOoB), MHAEKCUPOBAHHBIX B COOTBETCTBUM C Yrpo3a-
MU U pecypcamu, ageKkBaTHbIM OTBETOM Ha KOTOPbIE OHW ABMSAIOTCS.

M3 nanoxeHHOro Bblle criegyeT, YTo nogxod, 6nmakuii kK CRAMM uny OCHOBaHHBIN Ha HEM, MOXEeT [OCTaTOYHO
3O DEKTMBHO MCNONBL30BaTL OLEHKY 6e30nacHOCTM NauMeHTOB NpY UCTMONb30BaHUK NPOrPaMMHbIX NPOAYKTOB Ans cde-
pbl 30paBoOXpaHeHnsi NOCPEeACTBOM CMCTEMATU3aUuM CyLLLECTBYIOLLMX 3KCMEPTHLIX 3HAHWIA, Agenaiowen nHopmaumio n
npoueccel obWeaoCTYNHBIMU, U YNPOLLEHMSA UX UCMONb30BaHWSl He JKCNepTamy.

C.6.4 BeiBoabl No cTaHAapTam, CBA3AHHbLIM C YNipaBneHnem puckamm

Bce ctaHgapThl, pacCMOTPEHHbIe B HACTOSILLEM pasgene, UMEIoT NpsiMoe OTHOWeEHWe K obecneveHunto 6esonac-
HOCTU MaUUEHTOB MpU UCNOMNb3OBaHUM NMPOrPaAMMHbBIX NPOAYKTOB A5 chepbl 30paBOOXPAHEHNA, XOTA HU OAUH U3 HUX
He MOXeT ObITb MCNONbL30BaH B €10 HACTOSILLEM BUZE.

CoewmecTHoe ncnone3oBadme MCO 27001 n CRAMM gaet noutn gercTeytowmii o6paseu Toro, 4To Morno 6l 661Tb
OOCTUrHYTO NPW UCMONB30BaHUUN METOAA U UHCTPYMEHTAIbHbLIX CPeCcTB, COOTBETCTBYHOWMX KOHLUENUNAM, 3NOXEHHBIM B
M3K 61508.

C.7 O6wme BbIBOALI NO CTaHAAPTaM NO YNpaBreHUo puckamm

MpuBeaeHHbIn 0630p NOKa3bIBAET, YTO CYLLECTBYET MHOXECTBO AOKYMEHTOB, CTAHAAPTOB U MHCTPYMEHTAanNbHbIX
CpeacTB Mo ynpaeeHUio PUCKaMu, MHOTUE U3 KOTOPbIX OTHOCATCH K 3aKOHOAATENbHLIM U PErynAaTUBHBIM TpeboBaHnsam
(koTOpbLIE HE ABMNSAIOTCA NPegMeTOM PACCMOTPEHUA B HACTOSILEM CTaHAapTe) Wim meauumHckum npubopam (koTtopbie
no CBOEW CyTW OTNM4YaloTCs OT NporpaMMHbIX NpogykToB). UTo kacaeTcsi cTaHAapToB NO MeauuuHCKum npubopam, 1o B
o6nactb NPUMEHEHUS1 HEKOTOPLIX U3 HUX BKIIOYEHbI NMPOrpaMMHbIe NMPOAYKThl, XOTA U Kak 3ddekTuBHble Ao6aBkn K
caMmMMm MeauuMHCKUM npubopam.

HaHHbiii 0630p cTaHgAPTOB MoKasar, UTo OHU HOCAT NMbOo oveHb o6LWMIA XxapakTep, MO0 CNUWKOM CNOXHbI Ans
HenocpeAcTBEHHOro NMPUMEHEHWst AN Ueneil HacToAWero craHaapTa, To eCTb A4NA PeleHUs KOHKPETHBIX npobnem
6e3onacHOCTU NALMEHTOB NPW MPUMEHEHUM NPOrPaMMHbLIX NPOAYKTOB Ans cdepbl 3apaBooOXpaHeHnn HecneuwanueTa-
MK (C onpegeneHHon CTENEHbI0 YBEPEHHOCTU B TOYHOCTH pe3yrnbrara).

YunTbiBasl, YTO YE€TKME HOPMATUBHbIE MaTepuarnsl NOSIBATCA TOMNbKO MOCrne 3aeepleHnsa pa3pabotku ctanpapra
coBmecTHol paboueii rpynnoii UCO/M3K [35], cnegyeT noHMMaTh, YTO yXe JOCTUIHYThI CYLWECTBEHHAA YHUULMPOBaH-
HOCTb M KOHCEHCYC MO KITH0YEBbIM KOMMOHEHTaM 3(hhEKTUBHOIO yNpaBreHUsi puckamu.
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MHoOrme KOMMOHEHTbI PACCMOTPEHHBIX CTaHAAapTOB, OCOBEHHO NpMMepbl peanusaunm, MOryT OKa3aTbcsl OYeHb
nonesHbIMK, ecrnm ux o6beauHTL. OaHako nogobHoe obGbeanHeHe Bce paBHO He o6ecneynT BCECTOPOHHEro OCBelle-
HUs npoGnem, To ecTb NoTpebyeTcs nx AanbHerwas npopaboTka.

Tem He meHee, Npu paspaboTke noboro ctaHgapTa no obecneveHnto 6e30MNacHOCTU NaLUEHTOB NpU UCMONb30Ba-
HUW NPOrpamMMHbIX NPOAYKTOB ANs cdhepbl 34paBOOXpPaHEHMsA BCE PaAcCMOTPEHHble HOPMaTUBHbIE QOKYMEHTbI MOryT
0KasaTbCsl NOMe3HbIMM.

OCHOBbIBasiCb Ha pacCMOTPEHHbIX HOPMaTUBHbIX AOKYMEHTaX M UX NPakTUYeCKOM NPUMEHEHWMN 451 BbICOKOYPOB-
HEeBbIX ONpeAeneHnin N KOHKPETHbIX peanv3auuii, CNoXHO NPeAnonoXuTb, YTO OAMH HOPMATMBHBIA OQOKYMEHT CMOXeT
OXBaTUTb BCE MOHSITUSA M SKCMEpTHbIE 3HaHWA, Heobxogumele ans obecneyeHms Ge3onacHOCTU NaUMEHTOBR NpY UCNOMb-
30BaHMM NpPOrpaMMHbIX NPOAYKTOB Ansa cthepbl 3gpaBooxpaHenus. daxe ecnv 310 Morno 6bl ObITe 4OCTUIHYTO, TO BECb-
Ma ManoBepoOsTHO, YTO Takol AOKYMeHT MoXeT ObiTb Takke 3heKTMBHO MCNONb30BaH B pearnbHblX ycroBusx 6e3
NpuBNeYeHns QONONMHUTENbHbIX CPEACTB NOAAEPXKKM.

O6beanHenne NCO 27001 1 CRAMM co3agaeT no4Tn pabounii obpasel Toro, 4To Morno 6bl 6bITe AOCTUMHYTO.

O6wuii BbIBOA 3aKMOYaeTcsl B TOM, YTO €Clv ynpaefeHne puckamy AOMKHO BOWTU B nepeveHb TpeboBaHuii no
ob6ecneyveHnio 6e3onacHOCTM NpW UCMONbL30BaHUM NPOrPaMMHbLIX NPOAYKTOB AN cdhepbl 34paBOOXpaHeHUs, TO:

- TpeByeTcs HOBbIN CTaHA4ApPT, COrMacoBaHHbIN Ha BLICOKOM YPOBHE C pe3yrnbTaTaMu COBMECTHOM paboyeii rpynmbl
NCO/M3K, MCO 14971 n NCO 61508, paspaboTaHHbIfi cneunansHO Ansi NPorpaMMHbIX NPOAYKTOR ANst ¢hepbl 3apaBo-
oxpaHeHusi. Takol cTaHAapT JOMKeH BOMMoWaTth koHuenumu, nanoxeHHsle B GHTF/SG3/NISR8, n ocHoBbiBaTLCA Ha
onbiTe ucnonb3osavnss CRAMM n MCO/MOK 17799;

- HOBbIii cTaHZapT AomkeH GbiTb NOAKPENnneH PyKOBOACTBOM MO peanusauuu, npegHasHavyeHHbsIM cneunanbHo
ONs1 NPOrpaMMHbIX NMPOAYKTOB Ans cdepbl 34paBOOXPaHEHWSI.
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