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Mpepgucnosune

Lienv v npuHumnbl cTaHgapTusanmm B Poccuiickoii ®egepaunn yctaHoBeHbl ®egepasbHbiM 3aKOHOM OT
27 pekabps 2002 1. Ne 184-d3 «O TEXHUYECKOM perynmpoBaHun», a npasuia NPUMEHeHNs HaLMoHabHbIX CTaH-
naptoB Poccuiickoit degepauymm — FOCT P 1.0—2004 «CTaHgapTusaumnsa B Poccuiickoli ®epepaunn. OCHOBHbIE
NOJIOXEHNA»

CeejeHus o cTaHgapTe

1MNOArOTOB/EH ®epepanbHbiM rocygapcTBEHHbIM yupexaeHneM «LleHTpanbHblii Hay4yHO-nccnegoBsa-
TeNbCKUI UHCTUTYT OpraHnsaumnm n nHpopmaTtmsaunmn sgpaBsooxpaHeHuns Pocsgpasa» (LHNNOW3 Poc3gpasa) u
locyfapcTBeHHbIM HAayUYHbIM yupexaeHnem «LieHTpasbHblil HayYHO-Uccnef0BaTeNbCKUiA U ONbITHO-KOHCTPYKTOP-
CKWUI MHCTUTYT POGOTOTEXHUKN U TEXHUYECKON KNGEPHETNKN» HA OCHOBE COOCTBEHHOTO ayTEHTUYHOIO NepeBoja Ha
pycCKuii i3blK CTaH4apTa, ykasaHHoro B nyHkre 4

2 BHECEH TexHuyeckum KOMUTETOM Mo cTaHgapTusauum TK 468 «/HhopmaTmsaumns 3qoposba» npu
LHWMOW3 Poc3gpaBa — eAnHONUYHbIM NpeacTaBuTenem MCO TK 215

3YTBEPX/EH VI BBEAEH BAENCTBUE MNpukasom ®eaepansHOro areHTCTBa No TEXHNYECKOMY perynu-
poBaHuio U meTponoruu ot 14 ceHta6psa 2009 r. Ne 405-cT

4 HacToAwwunii cTaHAApT MAEHTUYEH MexayHapoaHomy ctaHgapTy MCO/TO 27809:2007 «MHcopmaTmsanms
340poBbs. Mepbl No o6ecneyeHnto 6e30MaCHOCTY NaLueHTa Npu MCNoNb30BaHNM MEAULMHCKOTO NPOrpamMMHOro
obecneveHusa» (ISQ7TR 27809:2007 «Health informatics— measures for ensuring patient safety of health software»)

5 BBEJJEH BIMEPBbIE

MHtopmaumsa 06 n3MeHeHnsAX K HacToslWwemMy cTaHAapTy Nny6nMKyeTca B eXerofHo 13fgaBaeMoM UH-
chopmaumoHHoM ykasaTene «HauyoHa bHble CTaHA4apThl», @ T€ KCT M3MEeHeHU nNonpaBok — B eXXeMeCs4YHO
n3gasaemMbix MHDOPMAaLIMOHHBIX YKa3aTenax «HauvoHanbHbIo CTaHAapThl». B cnyyae nepecmoTpa (3ameHbl)
WM OTMEHbl HaCcTOoALW ero ctaHgapTa CoOTBETCTBYIO LW ee yBefoMeHne 6yaeT ony6/IMKoBaHO B exeme-
CAYHO U3JaBaeMoM MHDOPMAaLMOHHOM yKa3aTene «HaunoHasbHble cTaHAapThl». COOTBETCTBYHO L as UH-
dhopmaums. ysefJlOMNEHNE N TEKCThl pasMellaloTcsa Takxe B MHDOPMaLMOHHON cucteme o6LLero nonb3osa-
HUA — Ha odhuumansHOM caliTe PefepasbHOroareHTCcTBa No TEXHNUYECKOMY PeryiMpoBaHnio MMeTpoornm
BCeTn NHTepHeT

©CTaHfapTuHgopm. 2010

HacTosAwmii ctaHgapT He MOXEeT 6biTb MOJTHOCTHIO WK YACTUYHO BOCNPOM3BEAEH, TUPAXMPOBAH U pacnpo-
CTpaHeH B kauecTBe ohuLManbHOro n3gaHus 6es paspelleHus denepasbHOro areHTCTBa No TEXHUYECKOMY pery-
NNPOBaHWIO U METPONOTUn
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BeepeHue

Yrpo3sa 6e3onacHOCTM nayueHTa

B npownom nporpamMmmHoe obecneyveHne, cBA3aHHoe co cpepoli 34paBooOXpaHeHmns, BOCHOBHOM UCMNOJHSA-
10 OTHOCUTE/IbHO HEKPUTUYHbIE aAMUHNCTPATUBHbIE (DYHKLUUW, TAe PUCK HAHECEHWSA Bpeaa NauueHTy, B oTan4ne
OT HapyLeHns PyHKLMOHNPOBAaHNS opraHnsauny, 6b11 HU3KUM. KnnHnyeckue cuctembl 6biau, B 06LEM, HECTOX-
HbIMW. UMENN, CKopee, afMUHUCTPATUBHOE, YEM K/IMHUYECKOE, COAEPXaHNe, U HE UMEeNN Pa3BUTbIX NporpaMmm-
HbIX CPEeLCTB NOALEPXKM NPUHATUA pelleHnii. laxe cucTeMbl NoAAePXKM KNUHUYECKUX PeLleHNnii GbIn OTHOCHK-
TeNbHO NPOCTbIMKU, 061a4aMu NOHATHONM JIOTMKOW M MCMOIb30BaMCh Kak BCOMOraTesibHble CpefCcTBa, a He Kak
OCHOBHOI MHCTPYMEHT NpU NPUHSATUM peLleHnii. B HacTosLLee BPeMS 3TO NONOXEHNE U3MEHWIOCL, 1 ByAeT no-
CTOSIHHO M3MeHsITbCsl U B ByaylieM. CyLHOCTb NPOMUCXOASILLUX U3MEHEHWI YBENMYMBAET NOTEHUNAbHbIE PUCKK
ON5 NauneHToB.

B cchepe MeANLMHCKOro NPOrpaMMHOro o6ecnevyeHnss UMenn MecTo He61aronpuATHbIE NPOMCLUECTBUS,
Hanpumep, B cchepe CKPUHUHTA, BbI30Ba U MOBTOPHOTO BbI30Ba Bpaya nauveHTamu c6om nporpammHoro o6ecne-
YeHVs NPUBOAWAM K TOMY, 4YTO Bpayu He Bble3xann K cepbe3Ho 60/bHbIM NnauneHTam. MNofgo6Hble cnyyan He
TOJIbKO CTAHOBW/IUCh NPUYMHON CTPafaHunii NauMeHToB, HO TaKXe MOT/IM NPUBECTU K NPeXAeBPeEMEHHOMY NeTaslb-
HOMY ucxogy. B pesynbTate nofpbiBanoch 4OBEPUE HACENEHUS K MEAULUHCKOMY 06CYXUBAHUIO.

O6bEeM CKPUHMHIA, NPOBOAMMOr0 B OTHOLW EHWM 3a60/1eBaHNiA, CyleCcTBEHHO BO3pacTaeT U B HacTosLee
BpeMsi 0xBaTblBaeT 60/1bLIOe YNC/10 Cy6bEKTOB, YTO TPEOYET BbICOKOW CTENEHM [,0BEPUS K NPOrpaMMHOMY o6ec-
NeyYeHno Ha a[MMHUCTPATUBHOM U KJIMHUYECKOM YPOBHSX, UTO6bI 3apUKCMPOBATL OTK/IOHEHUS OT HOPMbI U «BbI3-
BaTb» WU «06paboTaTb» NaLUeHTOB C NOBbILEHHLIM PUCKOM. Takoe nporpaMmHoe obecneyeHne fO0MKHO 6biTh
6e30nacHbIM B OTHOLIEHUW CBOEW 06/1aCTU MPUMEHEHNS.

PykoBoguTenu n gpyrvue nuua, 0TBETCTBEHHbIE 3a OpraHu3auuy 34paBooxXpaHeHuns, 40/KHbI MOHMMaTb cre-
aywouee:

- MeANUMHCKOEe NporpamMHoe o6ecneyeHmne NoTeHuManbHO MOXET HAHECTU Bpe nauneHTam:

-faHHas BO3MOXHOCTb BO3pacTaeT No Mepe yBe/IM4eHns C0XHOCT BHeAPSEMOro nporpaMMHoro obecne-
YeHus:

- opraHu3auum 3gpaBooxpaHeHus Bce 60/blle 3aBUCAT OT MEANLMHCKOTO MPOrpaMMHOro obecneyeHus.

M3 3Toro cnefyet, 4TO. NOKa PUCKM He BYAYT NAEHTUULMPOBAHbI U B3ATbl MO KOHTPO/b, NaLneHTbl 6yayT
HaxoAMWTbCSA NOA YIrpo30ii, a penyTauuns opraHnsanun 3gpaBooxpaHeHns byaeT cTpajaTb, YTO NpUBeeET Kcylle-
CTBEHHbIM (PMHAHCOBbLIM Y OPUANYECKUM NOCNEeLCTBUSM.

B Mupe cylLecTByeT NOBbILIEHHOE BHUMAHMWE K 60/1bLLIOMY YNCAY KTMHUYECKNX UHLWLEHTOB, KOTOPbIE MOX-
HO 6b1/10 NPefoTBPaTUTL, HO KOTOPbIE OKa3anu HebnaronpmMaTHOE BO3elCTBME HA NALMEHTOB, BKIOYas netanb-
HbIA UCXO4 M MHBANUAHOCTb. OTO OTMEYEHO B pasHblx ucTouyHukax (cm. [1], [2]. (3J. [4], [5] w [6]). K Takum
npeaoTBpaTUMbIM UHLUAEHTAM OTHOCATCS HETOYHbIE WU HEBEPHbIE ANATHO3bl U ApYyrue peweHns. Bavnswouwmm
(hakTOpOM YacTo IBNsiIeTCA OTCYTCTBUE UM HENOMHOTA MHADOPMAaL MK, AU NPOCTO HE3HAHWE, HanpuMep, 0 Meau-
LIMHCKNX BO3MOXHOCTAX B TPYAHbIX CyYasX AN NOGOYHbIX peakLmsax Ha neKkapCcTBEeHHble npenaparhbl.

Bce vauye yTBepxaaetcs, 4To MH(hopMaLOHHbIE CUCTEMbBI, peanunayLne noaaepxXKy NpUHATAS peLle-
HWIA, NPOTOKONNPOBAHNE, 3NIEKTPOHHbIE PYKOBOACTBA U NOACKA3KM MOTUN Gbl CYLLECTBEHHO CHU3UTbL NOAOGHbIE
HebnaronpuAaTHble Bo3gelicTBUSA. [laxe ecnu Obl He 6bII0 4PYTUX MPUYMH (2 OHM CYLLEeCTBYIOT), 3TO NpuBeaeT (1
NpUBOAMUT) K BO3pPACTaHNI0 NPUMEHEHUS CUCTEM NOAAEPXKKN MPUHATUSA PELLUEHWI 1 yNpaB/ieHNs IeYEHNEM, YTO. B
CBOI0 o4Yepefb, Hen36eXHO NPUBEAET KYC/TIOXHEHWNIO Y COBEPLUEHCTBOBAHMIO TakMX cUCTEM. Takxe MOXHO npes-
NOJIOXMWTb, YTO NOJA BO3AENCTBMEM BPEMEHN U CyAebHO-MeaNLMHCKUX (DakTOpoB Bpaun 6yayT Bce 60/blue no-
naratbCsi Ha TakMe CUCTEMbI, BCe MeHbLIe obpalas BHUMaHMe Ha UX NPOU3BOAUTENIbHOCTb. [,eiCTBUTENbHO,
NoCcKO/IbKYy NOA06GHbIE CUCTEMbI UHTETPUPYIOTCS B Chepy MeAULMHCKOro 06CNyXuBaHus, nobas Heygaua npu
NPYMEHEeHNN CTaHAaPTHbIX CPeACTB NOAAEPKKN MOXET ObITb OCYXAEeHa Ha OPUANYECKUX OCHOBAHUSIX.

PacwupeHHas nogaepxka NPUHATAS PELUEHU MOXET 0XMNAATLCSA HE TOIbKO NPU JIEYEHWU, HO U B APYTUX
o6nacTax, Takxke 3Ha4YNMbIX 415 6€30NacHOCTM NaLMeHTOB, TakMX Kak NPUHATUE peLueHns O HanpaBieHnn Kcne-
unanucTam, korga ownbka B Bblgaye «NpaBUbHOIO» HanpaBieHUsi U B CBOEBPEMEHHO Bblgaye HanpasJse-
HMSA MOXeT UMeTb Cepbe3Hble NOCNeACTBUS.

JKoHOMUYeckune haKkTopbl TakKe CNOCOBGCTBYIOT YBEIMUYEHMIO YNCNa CUCTEM NOAAEPXKKN NPUHATUA peLle-
Huii. Cchepa rpynnoBoro n/unam aKOHOMMYHOTO Ha3HaYeHUs1 eKkapcTB ABNsieTCA Hanbonee o4eBUAHON, HO eLle
O/ HOVi ABNAETCSA 3KOHOMUSA CPEACTB Ha KOJIMYECTBE Y CTOMMOCTW KIMHNYECKUX UCTIbITAHWIA.

Cuctembl, N0f06HbIE CUCTEMAM A5 NOALEPXKKA NPUHATUSA peLueHnii, CNoCOBHbI MPUBECTU K CHMKEHUIO
prcka BpaueGHbIX OLIMGOK M yNyudlleHnio BpayebHol npakTnku. HanprumMmep, 60nbLlioe Yncao ony6/IMKOBaHHbIX
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CBefleHUI NoATBepXAaeT CHUXEHMeE Yncia oWn60K U HEraTUBHbIX C/lyvyaeB, MMEBLUMX MECTO B pe3ysibTate npu-
MEHEeHNA 3M1eKTPOHHbIX NpeanucaHmnii. OgHako Bce NoA06HbIe CUCTEMbI NOTEHLUMaNbLHO MOTYT HaHecTun Bped. Mpu-
YMHOI Bpeaa, KOHEYHO, MOXeT cTaTb HeNpPoBepPeHHOe U/MNKn HenpodeccroHanbHOe UCNO/b30BaHNe, XOTA paspa-
60TUMKM M NOCTABLLMKN MOTYT CHU3UTb BEPOATHOCTL 3TOr0 NOCPEACTBOM, HanpumMep, paspaboTkn MHCTPYKLUIA No
NpYMeHeHnto, CpefCcTB 06yYeHUsi, KOMNbIOTEPHbIX Mpe3eHTaumnil, pykoBOACTB UK NnpegnucaHmnii. MpuynHa HaHe-
CeHusa BpeAa MoXeT 6blTb CBA3aHa 1 C NPOeKTUPOBAHMEM CUCTEMbI, HaNpumep:

- nnoxas fokasaTenbHasn 6a3a AnA NPoOeKTUPOBaHuUs;

- OWMNOGKM B IOTMKE NPOEKTUPOBaHUS, HE MO3BOJIAOLWNE NPaBUIbHO NMPeACTaBNTh LiesIn NPOeKTUPOBaHNS;

- nornyeckme owmn6KM, He NO3BONAOLIME NPeACTaBUTb NPaBU/ibHbIE PeLleHns NAn foka3aTenNbCcTBa Ha
cTafuu NPOEKTUPOBaHWS;

- NJ0x0e Unu 3anyTbiBaKwLee npefcrTaBaeHe nHopmaLlMm uay naoxne cpeacTsa Noucka;

- Npob6sieMbl C 06HOBAEHNAMM, COOTBETCTBYIOLUMUN COBPEMEHHOMY YPOBHIO 3HAHWIA.

HekoTopble U3 He4OCTaTKOB TaKNX CUCTEM MPOSIBASOTCA He cpasy U MOryT 6bITb HE 3aMeTHbI AN151 N0/1b30Ba-
Tens.

Mpo6nembl 1 HefOCTaTKN MEANLMHCKOTO MPOrpaMMHOro obecneyeHmns MoryT, KOHEYHO, okasblBaTb U gpyrue
HeraTuBHble BO3JelCTBMSA, NOMUMO HEeNoCcpPeACTBEHHOIO NPUYMHEHUSA Bpeja naymeHTam. Hanpumep, oHW MoryT
co3gaBaTb afAMUHUCTPATHNBHbIE HEYA06CTBA UK AaXe aAMUHUCTPATHBHBI XaocC B LLe/1IOM psifie c/lyyaes, BK/10-
yaa huHaHcoBble NoTepu. Bpes, HaHeCeHHbI NauneHTy, Takke MOXeT oka3aTb ONOCpeAOBaHHOE BNSIHNE Ha
MeAULMHCKYI0 opraHu3auuio, Hanpumep, dMHaHCOBbIe NOTEPM B pe3ybTaTe cyaebHoro pasbuparenscraa. XoTs
nofo6Hble HeraTMBHbIE BO3AENCTBMA MOTYT ObiTb BECbMa CYLLLECTBEHHBIMU 4719 MEANLMHCKOW OpraHn3anum, oHu
He paccMaTpuBaloTCs B HACTOALWEM CTaHAapTe, eC/iv TONIbKO OHU He NPUBOAAT K HAHECEHWIO Bpeaa nayneHTy.
Hanpumep, c60ii B LeHTpasbHOI cucTeMe yyeTa nayMeHToB 60/1bHMLbI, HECOMHEHHO, CO34acCT P agMUHMUCTpa-
TUBHbIX HeYA06CTB, HO JaHHOE HeraTVBHOe BO3AeliCTBME He OTHOCUTCS K cdhepe NPMMeHEeHNs HACTOSALLero CTaH-
fapTa. eC/iv TO/IbKO OHO He MOXeT HaHecTu Bpej nauneHTy (4To, B NpUHLMNE, BO3MOXHO). /IMEHHO BO3MOXHOe
HaHeceHue Bpeja NauueHTy ABNsSieTCA NpeLMeTOM pacCMOTPEHUS B HACTOSILLEM CTaHAapTe.

KoHTponb puckoB

BesonacHoOCTb ekapcTB 1 MeAuLMHCKUX NpnbopoB obecneyrBaeTcs BO MHOIMX CTPaHax 3a cyeT pasHoo6-
pasHbIX LPUANYECKNX U aMUHUCTPATUBHbBIX MEPONPUATUIA. NMoA06HbIE MEPONPUATUS 3a4aCTYI0 NOAKPENNsOTCS
psAOM CTaHAApTOB, CBA3aHHbIX C 06ecneyeHnem 6e30MacHOCTY, Kak HauMOHaNbHbIX, Tak U MEXAYHaPOAHbIX,
BK/OYas cTaHgapTel MexayHapoaHoii opraHusanum no ctaHgaptusauun (MCO). MexayHapoaHOro aneKTpoTex-
Huyeckoro komuteta (MIK) n EBponeiickoro kommuteTta no ctaHgaptusaumm (CEN). HekoTopoe nporpammHoe obec-
neyeHne. HanpMmMmep Heo6xoANMOe A8 NPaBUAbHOTO NPUMEHEHUS NN PYHKLMOHUPOBAHUS MeAULIMHCKOTO Npu-
60pa. 4acTo OTHOCUTCA K 06/1aCTN NPUMEHEHNA TAKUX HOPMATUBHbIX AOKYMeHTOB. OAHaKo Apyrue Buibl Mmeau-
LIMHCKOTO NPOrpaMMHOro o6ecneyeHnss aBTOHOMHOTO XxapakTepa 06bIYHO He 0XBaTbIBAOTCA faHHbIMWU HOPMaTHB-
HbIMW fOKyMEeHTamMu b0 oxBaTbiBATCA TOMIbKO B 06 EM NaaHe. HacToAwmii cTaHgapT pernameHTupyeT npo-
rpamMMHoe obecneyeHune, NpUMeHseMoe B 3paBoOOXPaHEHNI, 3a UCK/II0YEHNEM TOrO, KOTOPOe pernamMmeHTupyeTcs
HOPMAaTUBHLIMMW JOKYMEHTAMW A1 MeANLUHCKNX NPUGOPOB.

Heo6x04MMbIM yCNOBYEM 4151 ONpeAeNieHNs N BHEAPEHNA COOTBETCTBYIOLWUX HOPMATUBHbIX JOKYMEHTOB
1o NPOEKTMPOBaHNIO N MPOU3BOACTBY, YTOObI MUHUMN3NPOBATbL PUCKM 4151 NALUEHTOB OT C60€B UK HenpaBub-
HOTO PYHKLMOHUPOBAHNSI MPOrPaMMHbIX NPOAYKTOB, SIBNSETCA TOYHOE NOHUMaHWe onacHoCTel AN NaLNeHTOoB,
CKPbITbIX B NPOrpaMMHOM NPOAYKTE, B C/lyyae BO3HUKHOBEHMSA C605 unu HenpegycMoTpeHIroro cobbiTus n Bepo-
ATHOCTW Takoro c60a MNn HenpeagyCMOTPEHHOIO COOLITUSA, BbI3blBAOLLEr0 HaHeCeHne Bpeja nauneHTy. Kpome
TOro, Npu hoOpMMpPOBaHUN 3a4aHna ANA pa3paboTUNKOB M NPpoM3BoAUTENel MeAULMHCKOTO MpOorpamMmmMHoro o6ec-
neyeHnst B 4YacTu MPOEKTHOTO M NPON3BOACTBEHHOIO KOHTPO/S (M BbIPAOGOTKM COOTBETCTBYIOLLMX CTAHAAPTOB)
Heo6Xxo04MMO OTMETUTb, YTO CpeACcTBa KOHTPOSA AN NPOrPaMMHbIX NPOAYKTOB C HU3KMM YPOBHEM pucka byayT
0T/IYATbLCS OT CPEeACTB KOHTPOA A1 NPOrpamMMHbIX NPOAYKTOB C BbICOKUM YpOBHEM pucka. CpefcTBa KOHTPONs
LOJ/MKHbI COOTBETCTBOBATb YPOBHIO pMUCKa, KOTOPbIV NPOrpamMmmHbIii NPoAyKT npeAcTaBnseT ansa nayveHta. C aToi
Lenblo MHOTME CTaHAapThl, 3aKOHO4aTeIbHble akThbl 1 cneundukaLmmn, CBs3aHHble C KOHTPOeM PUCKOB Npu Npo-
€KTMPOBaHWMW 1 MPOU3BOACTBE, TPYNMNMPYIOT NPOrpaMMHbIe NPOAYKTbI B OFPaHUYEHHOE YNC/O0 KNaccoB v TUNOB
B 3aBMCUMOCTW OT CTENEHMN pPUCKa, KOTOPbI OHW NpeacTaBnsaoT. CpefcTBa KOHTPO/IA 3aTEM HacTpanBalTCa Ans
onpejeneHHOro knacca uam Tuna. Hactoawmin ctaHAapT oTpaxaeT AaHHbIA NpUHLMN.

CyuiecTByeT WWMPOKMIA Anana3oH CpefCcTB KOHTPOSA, KOTOpPble MOTYT 6bITb MPUMEHEHbI NPW NPOEKTNPOBa-
HWUW. pa3paboTke, NPOM3BOACTBE, PACNpPOCTPaHEHMM, YCTAHOBKE, MOAEPHM3ALMMN U yTpaBieHUN BEPCUAMU Mean-
LIMHCKOTO NpOrpaMMHOro npoaykra. Hactoswuii ctaHgapT HaunHaeTcs ¢ pacCMOTPEHUs TOro, Kak CpeAcTBa KOH-
TPONS NPUMEHSIOTCA B MEAULUHCKNX Npubopax, nonpeaensieT NpakTuyeckme peleHus no agantauum jaHHbliX
CpPeACTB KOHTPO/IA AN MeAULMHCKMX NPOrPaMMHbIX MPOAYKTOB.
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HALULMOHANBbHBLW CTAHAAPT POCCUNMNCKOWN SGEALEPALUMN

MNHopmaTusayns 340poBbA

MEPbI MO OBECMNEYEHWIO BE3OMNACHOCTU NALUVEHTA
MPN NCTTOJIb3OBAHUN MEANLIMHCKOTI O MPOrPAMMHOIO OBECNEYEHNA

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

[ara sBegeHna — 2010 — 07— 01

1 O6nacTtb NpUMeEHeHUA

HacTosAwuii ctaHgapT onpesensieT KOHTPO/IbHbIE MeponpusaTusi, Heo6xoauMble A5 o6ecneveHus 6esonac-
HOCTV NaLueHTa Npu UCNob30BaHUK MPOrPaMMHOTo o6ecneyeHns B cchepe 34paBOOXPAHEHNUS.

Tpeb60oBaHUs HACTOSILLErO CTaH4apTa He PacnpoCTPaHSATCS Ha:

- nporpammMmHoe obecneyeHune, Heo6xoaMMoe ANA NPaBUILHOIO NPUMEHEHNS MeanLMHCKoro npubopa;

- NMporpaMMHoe o6ecneyeHne, SBASOLLEECS AOMNO/HEHUEM K MEANLUHCKOMY NpM6Gopy;

- MporpamMmHoe o6ecneyeHne, siBMISIIOLLEECS CaMO N0 ce6e MegULVHCKUM NPprGOopoM.

Lienbto HacTosLero ctaHaapTa sABnseTcs onpegeneHve Hanbonee noAxXoAALWNX 4NA UCNONb30BAHUA UK
nognexauimx paspaboTke cTaHAApPTOB B TOM C/lyyae, EC/IM UCNO/Ib30BAHME NPOrpamMMHbIX MTPOAYKTOB B cdhepe
34paBOOXPAHEHNS LOHKHO PETY/IMPOBATHLCSA UIM KOHTPOIMPOBATLCS KakMM-1160 hopMasnbHbiM, HedhopMasb-
HbIM NI NPOU3BOJ/IbHbIM o6pa30M B HaunoHa/lbHOM, permoHasibHOM NN MECTHOM MacliTabe. O,D,HaKO uenbto
HaCTOsLLEro CTaHAAapTa He BNSeTCs yCTaHOB/IEHNE HEOB6XO0ANMOCTY PEFY/IMPOBAHMUS UCMNO/b30BaHWS MPOrpaMM-
HbIX MPOAYKTOB B C(hepe 34paBOOXpaHEHUS.

Tpe6oBaHus HACTOSILLEr0O CTaHAapTa pacnpocTpaHaTCs Ha Nto6ble NporpaMMHblie NPOAYKThl ANt chepsl
3paBOOXpPaHEHMs, HE3aBUCKUMO OT TOTO, NPUCYTCTBYIOT /I OHW HA PbIHKE Y NPOAATCS HA KOMMEPYECKO OCHOBE
UM pacnpocTpaHsitTcs 6ecnnatHo. HacToAwmii ctaHgapT aAgpecoBaH N3roTOBUTENSIM NPOTrPaMMHbIX MPOAYKTOB
ansa chepbl 3gpaBooxpaHeHus.

MpumeuyaHune — OB6acTb NPUMEHEHUS] HACTOALLErO CTaHAapTa PacnpocTpaHseTcs Ha NPorpamMMHbie
NPOAYKTLI ANst CPepbl 34PAaBOOXPAHEHMS!, KOTOPbIE (PAKTUUECKN HE OXBATbIBAIOTCA HOPMATUBHBIMU [OKYMEHTaMM, OTHO-
CAWMMUCS K MEAULMHCKUM npu6opam. B NpuioxeHnn A cogepxutcsi AeTasbHoe paccMOTpeHue faHHoro Bonpoca. B
HaCTOALLEM CTaHAaPTe NPU3HAETCA, UYTO CYLLECTBYIOT NPOrpamMMHble MPOAYKTbI ANst CIEPbl 3APaBOOXPAHEHNS), KOTOpbIE
perynmpytoTcs HOpMaTUBHBIMW AOKYMEHTaMU M0 MeAULMHCKUM Npuéopam B psiAe CTpaH 1 He PerympyroTcs B Apyrux
cTpaHax. Kpome Toro, HEKOTOpbIE OMpPeAeneHNs MeAUUMHCKUX NPUGOPOB MOTYT OXBAaTbIBATL U NPOrPaMMHbIE MPOAYKTbI
AN chepbl 34paBOOXPaHEHNs, XOTS B AeACTBUTE/ILHOCTM 3TO He Tak.

2 TepMuHbI 1 onpeaeneHns

B HacTosllem cTaHAapTe NPpUMEHeHbI CriefyloLme TEPMUHbI C COOTBETCTBYIOL VMY ONpeAe/IeHNsIMY;

2.1 Bpep (harm); CmepTb, husmyeckas TpaBma W/Wau NoBpexAeHWe 340pOBbA WAM CAMOYYBCTBUSA
nauyueHTa.

2.2 onacHocTb (hazard); MoTeHunanbHbI NCTOYHUK HaHeceHus Bpega (7).

2.3 nporpaMMHbIi NpoAyKT Ana cepbl 3apasooxpaHenns (health software product): MporpammHbIi
NPOAYKT, NpefHa3HavYeHHbI 418 UCNONIb30BaHUA B cdiepe 3paBOOXPaHEHUs B Lie/IsiX OXpaHbl 3[,0p0BbA, 3a
MCK/TI0YEHNEM NPOrpaMMHOro obecneyeHus, KOTopoe:

M3paHve ouuymansHoe
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- HE06X0AMMO A5 NPABU/ILHOTO NPUMEHEHNS MEANLMHCKOro npuéopa;
- ABNIAAETCS JONONIHEHNEM K MEULMHCKOMY Npuéopy;
- camo no cebe ABNSETCA MEANLMHCKUM NPUGOPOM.

MpumedyaHne — B HacToAlWeEM CTaHfapTe MOHATUE «MNporpamMMHoe obecneveHve» BK/OYaeT B cebs
BCTPOEHHOEe nporpaMmmMmHoe obecneyeHue.

2.4 nsrotoButenb (manufacturer): ®n3nyeckoe uam LpuaMyeckoe N1LL0, oTBevalLlee 3a pa3paboTky,
N3roTOB/IEHUE, YNAKOBKY UM MapKnpOBKY NPOrpamMMHOro npoAykTa Ans cpepbl 34paBooXpaHeHusi, KOMNOHOBKY
cucTeMbl UM afanTaluio NPorpaMMHOro NPoAyKTa 40 TOro, Kak OH 6yAeT npeAcTaB/eH Ha pblHKe W/Unu BBeAeH
B 3KCNyatayuio, He3aBUCMMO OT TOT0, BbINOIHAKTCA N 3TU AeACTBUA CaMUM SINL,OM UK TpeTbeli CTOPOHOW no
ero nopyyeHuto.

2.5 megnyunHckuii npuoop (medical device): JTlo60l MHCTPYMEHT, annapart, cpeAcTBo, o6opyaoBaHue,
npucnocobsieHne, UMNIaHTaT, NOyYeHHbI B UCKYCCTBEHHbIX YC/IOBUSX peareHT Wamn kaiambpaTtop, NporpaMMHoe
obecneyeHune, Mmatepuan unm nHoe NoAo6HOe NN POACTBEHHOE U3Aenne, KOTopoe:

a) NnpefHa3Ha4YeHO U3roTOBMTENEM AS UCMNOMb30BaHUA NOAbBMIY aBTOHOMHO UK COBMECTHO C APYrMMun
npuéopammn AN OAHOW NN HECKOTbKMUX N3 CEAYIOLLNX KOHKPETHbIX Leneii:

- AuarHocTtuka, npodunakTmka, MOHUTOPUHT, IeyeHne unm obneryeHme saboneBaHns;

- [MArHoCTuKa, MOHUTOPUHT, NevyeHune, o6neryeHne nnm KOMNeHcaums TpaBmbl;

-uccnepoBaHue, 3ameHa, MoAnUKaLna Un nogaepxka aHaTomumn uam rsnonornyeckoro npoLecca;

- NoAAepPXaHNe XU3HK;

- KOHTPOJ/Ib ONJI0A0TBOPEHNS;

- Ae3nHgeKysa MegULNHCKUX NPU6GOpPOB;

- npegocTaBneHre nHopmMaLumn 4Na MeanLNHCKUX NN AnarHoCcTUYeckux Leneli nocpeactsom nabopartop-
HOro uccnefoBaHus 06pasLoB, NOMYYEHHbIX U3 HENIOBEYECKOrO TENA;

b)He peann3yeT CBOEro rNMaBHOro NpefHa3HayeHuns B Un Ha Yel0BeYECKOM Tefle NocpeacTBOM hapmMako-
NIOTNYECKMUX. UMMYHOIOTUYECKUX UM MeTabonmyecknx cpeacTs, HO KOTOPOMY NOLO06GHbLIE cpeacTBa MOTyT No-
MOUYb peanun3oBaTh ero yHKLUUI0.

MpumeyaHune — [jaHHoe onpeaenexHve B3sTo U3 [8]. OAHAKO, B OTHOLLEHUM cdepbl AeCTBUA NPOrpaMMHOro
obecneyeHns B pasHblX CTpaHax CyLLeCTBYIOT HEKOTOPbIE pa3nnynsa B ee onpeaenieHnn, KoTopble nprBedeHbl B Npuio-
XeHnn A,

2.6 nayneHT (patient): Jllo6oe nNnLO, K KOTOPOMY MPUMEHAETCS NPOrpaMMHbI NPOAYKT ANA cdepbl 34pasBo-
oXpaHeHus:.

NMpumeyaHune — B HacTosLLEM CTaHAAPTE AaHHbI TEPMUH OTHOCMTCS Takke K 3[0POBbIM 0AAM, KOrja 3To
HeobxoAuMo (Hanpumep, 340pPO0BbIN YenoBek obpatiaeTcs K 6ase 3HaHWA 4N1A NoayyeHVst MHpopMauym, CBsi3aHHOW Co
3[4,0pOBbEM).

2.7 npoaykT (product): Bcsi COBOKYNMHOCTb MaTtepuranos 1 yCayr, OTHOCALMXCA K TporpaMMHoMy obecne-
YyeHuio. NpegnaraeMoMy nosb3oBaTe o, BKAYAs MHCTPYKLUUM NO NPUMEHEHMIO K. B ClyYyae Heo6XoAnMocTH,
obyyeHue.

2.8 puck (risk): KombuHaunsa BepoATHOCTU HaHeCeHUs Bpeda M Cepbe3HOCTM 3Toro Bpeja [7].

2.9 6e3onacHocTb (safety): HezaBMCMMOCTb OT HeZONYCTUMOTO pucka [7].

3 Kpyr paccmaTtpuBaembix npo6aem

EC/n pucK 4Ns NayMeHTOB CO CTOPOHbLI NPOrpaMMHOro o6ecnedeHns Ans cepsl 34paBooxpaHeHns cyule-
CTBYET W MOXEeT CO BpeMeHeM Bo3pacTaTb (CM. BBeJeHUEe), TO BO3HUKAET BOMNPOC O MUHUMU3ALUN NMOA0GHBIX
PUCKOB.

KOHTPO/Ib PUCKOB MOXET 6biTh OCYLLECTB/IEH Pa3HbIMU CNOCO6aMM U HA Pa3HbIX YPOBHAX. Ha MecTHOM
YpPOBHE OH MOXeT 6bITb 06ecneyeH NocpeAcTBOM TpeGoBaHMWiA, yCTAHOBIEHHbIX HA MOMEHT MOKYNK1, Hanpuvep
YCTaHOB/IEHHbIX B TEHAEPHOI OKYMEHTaLMn. Ha peroHasibHoM 1 HaunoHaibHOM YPOBHSAX KOHTPO/Ib MOXET OCY-
LWEeCTBNATLCS NOCPEACTBOM CBOAO0B NPABU UM 0hULMaNbHBIX PYKOBOACTB. Ha HALMOHANLHOM WU MEXHaLMOo-
Ha/IbHOM ypOBHe, Hanpumep B npegenax EBponeiickoro Coto3a (EC), KOHTPO/Ib MOXeT peann3oBbiBaTbCs No-
CPeACTBOM 3aKOHOAATENbLHOM CTPYKTYpbI. HacToAWw i cTaHAapT He onpeAensieT KOHKPeTHbIX CPeaCcTB KOHTPOS,
HO yCTaHaB/MBAET, YTO HE3ABUCUMO OT NMPUMEHSIEMbIX CPEACTB KOHTPONSA TPe60BaHUA [O/KHbI OCHOBbLIBATLCS HA
HOPMaTUBHbIX OKYMEHTax. IMeHHO Takue f,OKYMEHTbI 1 pacCMaTPMBAOTCS B HACTOSALLEM CTaHAapTe.
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Puckn oT MegnLMHCKUX NPUBOPOB MUHMMU3NPYIOTCA BO MHOTUX CTPaHax 3a c4eT 3aKkoHodaTeNbHbIX Mep,
HanpaB/eHHbIX HA KOHTPO/b B Taknx 061acTax, kak paspaboTka, MpoM3BOACTBO, pacnpocTpaHeHne u gpyrue
3Tanbl XXM3HEHHOTO Lukna npubéopa. T Mepsbl, a Takxe cTaHAapTbl nan TpeboBaHUA, Ha KOTOPbIX OHW OCHOBAHbI,
BECbMa CXO0XW B pasHbix cTpaHax (cM. pasgen 4) n UMelT WMPOKMIA oxBaT, NOAPOGHO AOKYMEHTUPOBAHbI U
o6l enpusHaHbl. MNporpammHoe obecneyeHne, Heo6xoaMmMoe AN NPaBUAbHOTO NCMOJIb30BaHNS MeAULUHCKOTo
npuéopa nnu B eecs AONOTHEHUEM K HEMY, 06bIYHO perynnpyeTcs 3akoHoAaTes/lbHbIMW MepaMu, 0THOCS -
WMUMUCH KAAHHBIM MeAULMHCKUM Npubopam. B onpegeneHHbix 06CTOATENLCTBAX NPOrpamMmMHoe obecneyeHme
camo no cebe moxeT paccMaTpMBaTbCA Kak MeAULUHCKNIA MPMGOopP, XOTA TO. YTO MOXET CYMTATbCA MeAULMHCKAM
npn6opom B OAHOI cTpaHe, B ApYroii cTpaHe MOXET TakoBbIM He cunTaThecs. PUCKM OT nporpaMMHoro o6ecneve-
HWA. peryinpyemMoro HopMaTUBHbIMUW OKYMEHTaAMU ANA MeAULUHCKMX NPMBOPOB, MOTYT paccmMmaTpmuBaTbCs Kak
yXe MPOKOHTPOMPOBAaHHbIE U MUHUMWU3UPOBaHHbIE, 1 MOTOMY OHU HE OTHOCATCA K 06/1aCTU NPYMEHEHN HacTos-
wero ctaHgapTa (cm. pasgen 1).

OfiHaKo B HacTosiLLee BPeMs CyLecTByeT MHOXECTBO pa3HO06pa3HOro OCTYNHOrO U UCNOJIb3yeMOro npo-
rpaMMHOro obecneyeHns, KOTOpoe He peryanpyeTcs 3akoHoAaTeIbHbIMU UV HOPMAaTUBHbIMU AOKYMEHTaMmn Ans
MeaULMHCKUX NPUGopoB. MNprMepamMu SiIBASIIOTCS KOMNbIOTEPHbIE CUCTEMbI Bpayei o6LLeil NnpakTyku unvm Tepanes-
TOB. CUCTEMbI 3/1IEKTPOHHOTO YyeTa 340p0Bbs, CUCTEMbI yUeTa NaLuMeHToB, MPUN0XEHUs, paboTaloLyue Co LWTPUX-
KoAamu. HanpuMep A8 naeHTuuKaLm naLMeHToB AN MeguLMHCKON NPOoAYyKL MK, LUNPOKNIA CNEKTP KIMHUYECKO-
ro NporpaMMHoOro o6ecneyeHms NoALEPXKNA NPUHATUS pELLEHWiA, iucneTYepckme CUCTEMbl CKOPO NoMoLL M, Npo-
rpamMmHoe obecneyeHmne 419 OTCAEXMBAHNA BbI30BOB M MOBTOPHbIX BbI30BOB. Bce 3To nporpamMMHoe obecneve-
Hue onpefesieHo B HacTosALWEeM cTaHfapTe Kak nporpaMMHble NPOAYKTbI AN cpepbl 34paBOOXPAHEHNS. VIMEHHO
«NPOAYKTbI», NOAOGHbIE MEPEUYNC/IEHHbIM Bbille, OTHOCATCA K 06/1acTu NPUMEHEHNUSI HACTOsALLero cTaHaapTa.
OfHako, NOCKOMbKY B MMpe CYLLeCTBYIOT pa3Hoo6pasHble onpeAeneHnsa MeAULNHCKMX NPUOOPOB U NX MPaKTu-
Yeckoi peanunsaunn, BO3MOXHO, YTO Kakne-nn6o n3 npuBeAeHHbIX NPUMMEPOB MOTyT PerysimpoBaTbCcs B HEKOTO-
pbIX CTpaHax HopMamu A5 MeULUHCKUX Npu6opoB (cM. pasgen 1).

MockonbKy NnporpammHoe o6ecnevyeHne KOHTPOMPYeTCsA 3aKOHOAaTeIbHbIMUW akTaMu 1 COOTBETCTBYIOLLLMN-
MU Tpe6oBaHNAMU UNKN CTaHAapTaMn NS MeULUHCKUX NPUOOPOB, YMECTHO pacCMOTPEeTb BO3MOXHOCTb U/nnu
HE06X0AMMOCTb NPUMEHEHUS TEX XXe MexaHN3MOB U Tpe6GOBaHW KOHTPO/IA K MPOrpaMMHOMY 06ecneyeHnto, KoTo-
poe He KOHTPONMpyeTCs AaHHbIM 06pa3oM. B YacTHOCTW, 3TO OTHOCUTCA K 60/bLLIOMY YMCAY NPOrpamMmMHOro obec-
neyeHns. OTHOCSILLErocst K NorpaHUYyHoOn o6nacTn Mexay nporpaMMHbIMK NPOAYKTaMu 1 MegULUHCKAUMY Npru6o-
pamu (cMm. pasgen 5). HeT cMbicia UMeTb MeAULMHCKOE NPorpamMMHoe o6ecneyeHne, KOHTPOIMPYEMOE Pa3HbIMU
cnoco6amu, ecnm cywecTByeT BO3MOXHOCTb €ro rapMoHun3aummn. B HacToswem cTtaHgapTe paccmMarpmBaeTcs
LaHHasi BO3MOXHOCTb.

CpepcTBa KOHTPONS, 3afelicTBOBaHHbIe B KOHTEKCTE MeANLMHCKUX NPUGOPOB, ONpeAensitoTCA, rMaBHbIM
06pa3om, MoTeHUnanbHbIM PUCKOM, KOTOPLIA NpUbop NpeacTaBnAeT 418 NaymeHTa, Uan KTMHUYECKUM OMbITOM,
HaKOMJIEHHbIM NPW UCMO/Ib30BAHUN LAHHOTO U3AeNus. B COOTBETCTBUM C 3TUM NPUGOPLI KnaccuduumpyoTes, a
CpeAcTBa KOHTPO/IS BbIGMPATCA B 3aBUCMMOCTM OT K/lacca, K KOTOPOMY OTHEeCeH AaHHblii npubéop. OuyeBugHo,
4YTO NPUMEHEHNE OHUX U TEX Xe CPeACTB KOHTPO/SA C OAMHAKOBOW CTPOroCcThbio KO BCeM npubopam 6b110 Gbl
HeJIOrMYHbIM, NOCKONbKY HEKOTOPble NPUGOPLI MOTYT NPeACcTaBAATL HEGO0bLLON PUCK UK BOOGLLE HUKAKOTO puc-
Ka ANA nauveHTa, Torga kak agpyrve npubopsl MOryT NpefcTaBisTb CEPbEe3HbI PUCK, BKIOYasA NeTanbHbIi NCXOA,.

Ecnu npuMeHuTb Takoli e NoAxo4 K nporpaMmMHbIM NPOAYyKTam A5 cdhepbl 34paBOOXpPaHeHNs, TO HaJo0
KnaccmgurumpoBaTh MX B 3aBUCMMOCTW OT CTENEHN pUCKa, KOTOPbIA OHW NpeAcTaBAAT AN nauneHTa. B pasgene 6
onpefesieHo, Kak ydlle BCero knaccuuumpoBaTb NporpaMMHble NMPOAYKTbI 4N cdhepbl 34paBOOXPaHeHUs,
BK/IOYas pacCMOTpeHue npoueayp knaccudukauum MeguLMHCKMX NpubopoB 418 OLeHKN X NPUToAHOCTHU.

CyLiecTBYHOT pa3Hoob6pasHble cpeAcTBa KOHTPOS, MPUMeHsSeMble K MEAULUHCKAM NpubopamM B COOTBET-
CTBUU C X K1ACCOM, Takue kak pa3Hoo6pasHble TpeboBaHWA K perucTpaumm, CUCTeMbl Ka4ecTBa, KOHTPO/Ib MPOek-
TMPOBaHUA M ynpassieHne puckamu. B pasgene 7 Bce OHM pacCMOTPEHbI B KOHTEKCTe NporpammMmHoOro obecneue-
HUA ANs chepbl 34paBooOXpaHeHns, a Takxe onpesesieHo, kakme cTaHaapTbl MOry 6bl NoAAepXaTb UX NPUMeHe-
HVe ANa MeANLMHCKOro MPorpamMmMHOro o6ecneyeHms.

Cnepyet OTMETUTb, 4TO 6yAeT CyLecTBOBaTb NOCTOSAHHAA NOTPEBHOCTb pa3paboTky CTaHAAPTOB NPUMEHN-
TeNbHO K KOHKPETHbIM prckam (cMm. pasgen 8).

4 O6uwas uHgopmaLus o0 cpefcTBax KOHTPOIS MeANLUHCKUX NPM6opoB

MporpamMmHoe o6ecneyeHne, Heo6xoANMoe A5 NPABUILHOTO NPUMEHEHUS MeAULMHCKOro npuéopa 6o
ABNSAOLEeecs 4ONONHEHWEM K HEMY, B psije CTpaH perynmpyercs cpeAcTBaMn KOHTPOS MeAULMHCKUX Npu6o-
poB. HECOMHEHHO, B OnpeaeneHHbIX 06CToATEeNILCTBAX B psifie CTpaH nporpamMmHoe o6ecnedyeHune camo no ce6e

3



FOCT P NCOITO 27809— 2009

MOXeT paccmaTpuMBaTbCa Kak MeguLUHCKUA Npubop. XoTA Takoe nporpaMmHoe obecneyeHne He OTHOCUTCS K
06/1aCcTV NPUMEHEHUS HACTOALEro CTaHAapTa, NoJe3Ho NpoaHanan3npoBaTh CYLLHOCTb CPefCTB KOHTPONA Meau-
LIMHCKUX NPU6OPOB B pasHbIX CTpaHax, yaensas oco6oe BHMMaHWe nporpaMMHOMY obecneyeHunto. [laHHbli aHanns
NO3BO/INT NOHATb, MOTYT /1N CPeACTBA KOHTPOSA, NPUMEHAEMbIE, B OCHOBHOM, K MeANLMHCKMM npubopam, a K
nporpaMmMHoMy o6ecneyeHnto TONbKO B HACTHOCTHU, BbITb NPUMEHEHBI 1 K NpOorpaMMHOMY o6ecneyeHunto, He pery-
NIMpPyeMoMy laHHbIMW CpeAcTBaMy KOHTPONA MeULUHCKUX NPMBOPOB, TO eCTb K MPOrpaMMHbIM NpoayKTam Ans
chepbl 34paBoOOXpaHeHus.

B npunoxeHun A paccmoTpeHa cutyauus B EC. Asctpanun. Kanage. CLLWA n B Paboueii rpynne no rno-
6anbHOl rapmoHusauumn (ganee — GHTF). B faHHOM NpuUIOXeHUM nokasaHo, 4to EC. AscTpanus. KaHaga n
GHTF B 3HaYMTeNbHOM CTENEHN NPUHAN OAUHAKOBbIE 3aKOHOAATE IbHbIN NOAX0A 1 CpeAcTBa KOHTPOSA B OTHO-
WeHUn MeaunLUHCKNX Npnbopos. MpakTuyeckn To xe npousowno n 8 CLUA. HecMoTps Ha TO. UTO NporpaMmHoe
obecneyeHne Ha nNpakTUKe perynnpyeTcs aHanormyHbiM o6pasom, CyLWecTBYOT U pa3nuuusa. Takum obpasom,
nporpaMmmHoe obecneyeHune, ABASIOLWEECA HEOOXOANMbBIM AN NPaBU/IbHOIO UCMOJIb30BaHUA MeLULMHCKOro Npu-
60opa. oxBaTbiBaeTCA CpecTBaAMU KOHTPO/IS BO BCEX 3TUX CTpaHax, Ho perynnposaHune g4pyroro nporpaMmMHoro
obecneyeHuns, oTHocALWerocs K cchepe 3gpaBooxpaHeHus, pasnuyuHo. Hanpumep, B CLUA cywecTByeT pyKoBOA-
CTBO M0 NPOrpaMMHOMY 06ecrneyeHunto, «cofepxalyemMycs» B MefuLUUHCKOM Npubope, BKItOYasA NOKynHoe npo-
rpamMMmHoe obecneyeHne, MCNONb3yeMoe B MeANLMHCKNX Npubopax, NOTOMY CyLLecTByeT 04eHb Mano Apyroi
pernameHTupyloLein 4oOKyMeHTaLmmn, OTHoCALWeRca K nporpaMMHOMY o6ecneyeHunio.

OfHaKo, KakMMmn 6bl HU OblIV TOHKOCTHN (HOPMYTMPOBOK, COBEPLUEHHO ACHO, YTO 3HAaYUTEIbHaA YacTb Npo-
rpaMmMHOro o6ecnevyeHuns, OTHOCALWEroca K NporpamMMHbIM NpoAyKTam Ans cpepbl 34paBoOXpaHeHNs, NpakTu-
Yyecku He perynmpyeTcsa cpefcTBamMmmn KOHTPONS MeAULUHCKNX MPUBOPOB, XOTSA 06CYXAEHUA N0 NU3SMEHEHMIO faH-
HOV cuTyaumm yxe sefytcs. TeM He MeHee, CyLLeCcTBYIOT Npo61eMbl Ha rpaHnue Mexay MeauunHckuMu npubopa-
MV 1 TPOrpamMMHbIMUK NPOAYKTaMun A4Na cdepbl 34paBo0OXpaHeHns.

5 paHuLa Mexay NporpaMMHbIMU NpoAyKTaMu Ans cpepbl 34paBooXpaHeHus
U MeauUUHCKUMKU npubopamm

MporpamMmmHoe o6ecneyeHne, Heo6xo4MMoe /15 NPaBU/IbHOr0 NPUMEHEHUA MEeAULMHCKOTo npuéopa nn6o
ABNsAOLWeecs 4ONOMHEHNEM K HeMy, 6eCcCnopHO, paccMaTpuBaeTCcs Kak peryimpyemoe cpeacTBaMu KOHTPos
MeauumHcknx npuoopos B EC. ABcTpanuun, KaHage, CLLUA n GHTF. HekoTopoe nporpammHoe o6ecneyeHune camo
no cebe paccmMaTpuBaeTCs Kak MeguLUHCKWI npn6op.

MporpamMmmHoe o6ecneveHne MOXeT 6bITh CYLLLeCTBEHHON YacTbio MeANLMHCKOro npubopa (Hanpumep, Yac-
Thi0 aHanM3aTopa naTosIorMYeckoii aHaToM1m, aBToMaTu3upytoLLeii aHanuTnyecknin npouecc) nnbo ero fononHe-
HUeM. peanu3yLWwmm AOoN0NHUTENbHbIE YHKLMK (Hanpumep, [0MN0MHUTE NbHbLIV NPOrpaMMHbIi MOAY b, NOCTaB-
NsieMblii OTAEMbHO 1 NOBbILLAIOLLNIA BO3MOXHOCTW WM AnanasoH nccnefoBaHuns), 1M60 OHO MoXeT ob6pabaThbi-
BaTb JaHHble HE3aBUCUMO OT MEANLMHCKOTO npubopa.

MporpammHoe obecneyeHne B 1abopaTopHOli UHPOPMALMOHHOW CUCTEME MOXET A0NYyCKaTb XpaHeHne n
nepepauvy flaHHblX OT aHanusaropa Ha Apyrve yganeHHsle paboyve ctaHuun. Ecnv oHo obpabaTbiBaeT faHHble C
LeNblo 3BeYeHNa MHpopMaLMm, KOTopas nHaye ocTaHeTCs HeJOCTYMHOW, U TeM caMbiM NpefocTaBAseT cpes-
CTBa WM CNOCOGCTBYET OCYLLECTBNEHNIO ANATHOCTUKN, MOHUTOPUHTA, NPOUNAKTUKN UK NeveHnsa 601e3HEeHHO-
ro COCTOSIHUSA, TO OHO. CKOpee BCero, byfeT paccMaTpuBaTbCA Kak [JONO/IHEHNE K MeuLHCKOMY npubopy. Ecnu,
CApYroit CTOPOHbI, OHO He TpebyeTcs 415 HOPMasibHOT0 hYHKLMOHMPOBaHUS aHann3aTopa, a Tofibko CoOXpaHsaeT
Unu nepepaeT AaHHble, NOCTynawlne HenocpeCcTBEHHO OT aHanu3aTtopa, 6e3 UCNonb30BaHWsa NPOrpaMMHOro
obecneyeHuns, TO OHO. BEPOATHO, He By eT OTHECEHO K NPOorpaMmMHOMY 06ecneyeHunto, perynnpyemMmomy cpefcrsea-
MU KOHTPOS MeAuLMHCKNX Npr6opos. OAHAKO B KaXA0M C/lyvyae perynsiTUBHbIN cTaTyc mporpamMmmHoro obecne-
YeHMs MOXeT OTINYaTbCA B Pa3HblX CTPaHax UM MOXeT NU3MEHATLCA C TeYeHneM BpeMeHu, N0 Mepe BBeAeHUS
HOBbIX WX NEPECMOTPEHHbBIX HOPMATUBHBIX NPaBUII.

3 onpegenexnii MeguLMHCKUX NPUGOPOB, MPUHATBLIX B Pa3HbIX CTPaHax, He cieAyeT YeTKOro NOHMMaHusA
TOro, kakoe nporpamMmmHoe o6ecneyeHne camo no cebe 0THOCUTCHA K MeAULUHCKMM npubopam. [laxe B ciayyae,
kak B GHTF. korga onpegeneHve meauunHckoro npubopa siBHO BKkoYaeT B ceba nporpammHoe obecneyeHue,
ero 061acTb NPMMEHEHNA orpaHnyeHa onpefeneHHbiMu pyHkymamu (M. A.3 npunoxexnns A).

Takum 06pa3om, cywecTByeT nporpaMmmMHoe o6ecrneyeHne, KOTOpoe MOXeT 0XBaTblBATbLCA UN HE OXBaTbl-
BaTbCsA NpasuiamMun, yCTaHOBMEHHbIMN AN MeAULMHCKUX NPUBOPOB, B 3aBUCMMOCTM OT cneundmnkn onpegene-
HWIA. NPUHATBIX B pa3HbIX cTpaHax. paHuua 6ygeT MeHATLCA CTeYEHNEM BPEMEHU.
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He BbI3biBAeT COMHEHMUIA TO. UTO 3HAUUTESbHBI 06BEM NPOrPaMMHOro o6ecrneyeHns, OTHOCALLErOCS K MPo-
rPaMMHbIM NPOAYKTaM A5 chepbl 34paBoOOXPaHEHMNS (B KOHTEKCTE HACTOSILLEro cTaHAapTa), He 6yAeT oxBayeH
HOPMaTMBHLIMY NpaBUIamMu 419 MeAULUHCKUX NMPUBOPOB HAMEPEHHO U MPAKTUYECKU.

Tem He MeHee, MOCKOJIbKY YaCTb NPOrPaMMHOro o6ecneyeHus perynnupyeTcs HOpMaTUBHbLIMY NpaBuIaMm
AN Me JULMHCKUX NPUBOPOB, NMEET CMbIC/ UCCNeA0BaTh, KaK Takoe NporpaMMHoe o6ecneyeHune knaccudmym-
pyeTcsi U KOHTponmpyeTcs, YTo6bl ONpeAenTb, MOTYT 1 Te Xe WM Nofo6HbIe HOpMaTUBHbIE NpaBuna 6biTh
NPUMEHEHbI K HEPEryMpyemMomMy nporpaMmmMHOMy 06ecneyeHuto.

6 Knaccudpukauma nporpaMMHbIX NPOAYKTOB A4/1S 34PaBOOXPaHEeHUSs

6.1 BO3MOXHble BapuaHThbl

CpeficTBa KOHTPOSIA, NPUMEHAEMbIE K MeJULIMHCKUM Npubopam, 3aBUCAT OT CTENEHN pUCKa, KOTOPbIA OHK
MOryT NpeAcTaBnATh 4719 6e30nacHOCTM nauneHTa. MNoaxoa, NpUMeHsemblil K MeAULIMHCKAM Npubopam, 3akya-
eTCsi B OTHECEHMUN Kaxoro npubopa K 04HOMY M3 HECKO/IbKUX KNaccoB. Yem Bbille puUck, npefcraBnsemsblii
onpefiefIeHHbIM K/laccoM, TeMm 60siee MOMIHbIMU U CTPOrMMMN AO0/KHbI BbITb CPEACTBA KOHTPONSA ANA AaHHOIo
Knacca.

Ecnn meponpusatus, o6ecneynBaioLyme 6€30NacHOCTb NaUMeHTa Npy NPUMEHEeHUN NPOrpaMMHbIX NPOAYK-
TOB A5 chepbl 3paBOOXPaAHEHNS, TaKKe A0KHbI 6biTb NPOMNOPLMOHANbHBI PUCKY, KOTOPbLIV OHU MOTYT Npef-
CTaBMATL 471 NauueHTa, To NporpaMMHbie NPOAYKTLI 418 cipepsl 34paBooXpPaHeHns Takxe cneayeT knaccudu-
LMpoBaTh B 3aBUCUMOCTU OT CTEMEHMN pUCKA.

MepBbIM O4YEBUAHBLIM BOMPOCOM SIBASETCA, MOXHO /1N K1accu@uumposBaTb NporpaMMHbie NPOAYKTbl AN
cthepbl 34paBooxpaHeHnsa B COOTBETCTBUN C NpaBuiamMu knaccuukaumm MeanLuHCKuX npuoopos. B npunoxe-
HUM B npuBegeHa knaccuukauna meanLMHCKUX NPMB60OPOB B pa3HbiX CTpaHax v chenaHbl COOTBETCTBYOLWME
BbIBO/bI.

CucTembl knaccudgukaumm meguumnHcknx npnoopos B EC. ABcTpanun. KaHage. CLWA n GHTF He noaxogaT
AN5 NPOrpamMMHbIX NPOAYKTOB A1 chepbl 34paBOOXPaHEHUS.

Knaccudukaymsa «nporpaMMHOro obecneyeHns B Me4ULMHCKUX npubopax» [9] n «MMeroLerocst Ha pbiHKe»
nporpammHoro o6ecneveHus [10] LieHTpa no npuéopam u pagmonornyeckoin 6esonacHocTn AGMuHUCTpauuu no
KOHTPOJ110 3a NPOAYKTaMmn NUTaHUA 1 nekapcTsaMmn MnHUcTepcTBa 3paBooXpaHeHns n coumnanbHbix cnyx6 CLUA
MOXeT 6bITb MPUMEHEeHa K MporpamMMmMHbIM NPoAyKTam Ansa chepbl 34paBoOXpPaHEHMS.

OpHako B [11] npeacTaBneHa Hanbonee nogxoasias cucteMa knaccumkaLmm Ha OCHOBE OLeHKM ycTa-
HOBJIEHHbIX K/1aCCOB pUCKa, NpeAcTaB/IeHHbIX B Tabnuuye 4 faHHOTro AoKyMeHTa. [laHHan Knaccudukauma He
npotueopeynt nogxody LieHTpa no npubopam v pagnonornyeckoli 6e3onacHocTn YnpasieHUs No KOHTPO/Ito 3a
npoAyKTamu nuTaHmsa nnekapcTsamv MMHUCTepcTBa 34paBooxXpaHeHmns u counanbHbix cnyx6 CLIA k «nporpamm-
HOMY 06ecneyeHunto 4N MegULUHCKUX TPUBOPOB» U «KMMEILWEMYCS Ha PbIHKE» NPOrpaMMHOMY o6ecrneyeHuto.

6.2 BoiBOAbI

Ecnu cpepctea KOHTPONSA AOKHbI 6bITb MPONOPLMOHAbHbLI PUCKY, KOTOPbIA NPOAYKT MOXET NpeAcTaBNATb
[AN15 naymeHTa, To NnporpamMmMHble NPOAYKTbI 415 cdhepbl 3paBooXpaHeHuns cnepyeT knaccuuumposaTb B COOT-
BETCTBUU C aHHbIMU pUckaMu. Cuctemsl knaccudukaymm MeuLMHCKUX Nprbopos He NOAXOAAT 418 NporpaMmm-
HbIX NPOAYKTOB A5 chepbl 34paBooxpaHeHuns. Hanbonee nogxoaawmnm npegcrasnsercsa nogxos MCO. ocHo-
BaHHbIN Ha OLLeHKe YCTaHOB/IEHHbIX KNacCoB pPUCKa 1 U3/10XeHHbI B [11].

7 BO3MOXHble MEPONPUATMSA NO KOHTPOJIO 3a NPOrpaMMHbIMU NpoAyKTaMmn ans
chepbl 3gpaBooxpaHeHuns

7.1 O630p

7.1.1 Obwune cBegeHuns

Mocne Toro, kak NporpaMMHblie NPOAYKTbI ANA chepbl 34paBOOXpPaHEHNA pacnpeaeneHbl No knaccam B
COOTBETCTBUW C PUCKOM, KOTOPbIA OHU MOTYT NPeACTaBAsATL ANst NALMeHTa, ciefyeT pacCMOTpeTb BONPOC O TOM.
Kakue cpefcTBa KOHTPONSA, eCn TakoBble TPEBYITCA, AOMKHbI 6bITb MCNONbL30BaHbI AN AAHHbIX KnaccoBYpuc-
KOB.

KoHTponupytoLime meponpusitusi, NpuMeHsieMble 4158 MeANLUHCKAX NPUGOPOB, B OCHOBHOM CXOXW B pas-
HbIX CTpaHax, a pasnuyalTcsi TO/IbKO N0 HAMMEHOBaHNUAM U feTansiM. MpefcTaBieHHbI HXe NnepeyeHb COCTaB-
JIEH Ha OCHOBAHMWMW KOHTPOIUPYOLWUX MEPONPUATUIA, NPUHATLIX 4NA MeAUUUHCKUX Nnpnbopos B EC. ABcTpanuu.
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Kanage. GHTF n CLWLWA. n o606waeT none3Hble BapnaHTbl, KOTOpble TakKe MOryT 6bITb MPUMEHEHbI K Nporpam-
MHbIM NpoAyKTam Ans cepbl 34paBOOXpaHeHNs:

- NpeanpojaxHoe n3sBeleHne ¢ unn 6e3 NnpeanpofaxHol atTectayum;

- perucTpauma npegnpuaTus;

- HOMEHKaTypa u3genuii;

-Tpe6oBaHNA K KTMHUYECKUM AaHHbIM;

- Tpe60oBaHNsA K MapkKupoBKe;

- cBefieHns 06 MHUMAEHTax, KOTopble MO/ MPUBECTN UAN GbIIM NPUYMHON NeTanbHOro NCXOA4A UN Cepb-
e3Holi TpaBMbl;

- TpeboBaHMA K CUCTEME KayecTsa Ui NPOU3BOACTBEHHLIM HOPMaM C Uu 6e3 NPoBepKK;

- KOHTPOJIb NPOEKTUPOBAHNS;

-ynpaBieHune puckamm.

OfHaKo Lesblo HacTosALWero ctaHjapTa He ABiseTca No4po6HOe pacCMOTPEeHNEe HOPMATUBHbIX [JOKYMEHTOB
1 KOHTPOMPYIOLNX MeponpusATKiA, a Takxe BblpaboTka pekomeHaaLunii N0 Heo6Xo0ANMOCTN peryimpoBaHns npo-
rpaMMHbIX NPOAYKTOB ANS chepbl 34paBooXpaHeHnsa. HacToAwmiin ctaHaapT Hanpas/ieH Ha onpefefneHne cTaH-
[apToB. KOTOpPble Hanbonee NOAXOAAT 418 UCNONb30BAHNUS WU JO/DKHbI GbiTh CO34aHbl, U UX NOJIOXKEHWI ANS
TOro cay4yasi, ecnm nporpaMmMHbie NPOAYKThl AN cdepbl 34paBOOXPaHEHUSA [0/HKHbI KOHTPONPOBATLCA UK
perynupoBaTbcs KakuM-nn60o hopMasnbHbiM, HedhopMasbHbIM UM NPOU3BO/IbHBIM CNOCO60M. [M03TOMY KOHTPO-
nupyrwmne MeponpuaTUSa NpuBeAeHbl TO/IbKO 415 06ecrneyeHns BO3MOXHOCTU pacCMOTPEHUSA TeX CTaH4apTos,
KOTOpble MOTyT NOAKPEeNUTb UX. EC/IN AaHHble CPefCTBa KOHTPONSA 6yAyT BHePEHbI.

Taknum 06pa3om, NPUHATHE peLleHns 0 He06X0AMMOCTM KOHTPOS 6e30MacHOCTM NPOrpaMMHbIX NPOAYKTOB
Ana chepbl 34paBoOOXpPaHEHNA NOCPEACTBOM NPeAnpoAaKHOro U3BeLLeHNs, peructpaymm npeanpusaTus Uan Ho-
MeHKnaTypbl u3genunii 6yget nexartb Ha Nnuax, 0TBETCTBEHHbIX 3a CpeACcTBa KOHTpona. Ecnv gaHHbie nnuya npu-
MYT peLleHne 0 Heo6X0ANMOCTH KOHTPONS 6e30MacHOCTU, TO COAEPXUMOE HOPMATUBHOW OKYMEHTaLUN NN CTaH-
fapTos byaeT cpasy Xe NoHATHO, U pa3paboTka cTaH4apToB He noTpebyeTcs.

7.1.2 BbiBOAbI

Ecnun noTtpebytoTca npegnpofaxHoe n3selleHune, peructpauns npeanpuatnsa n usgenns, To aTo He nosne-
yeT 3a co60i HE06X0AMMOCTb Pa3paboTkn CTaHAAPTOB.

7.2 MapkupoBKa 1 fOKyMeHTaunsa

7.2.1 O6bwue cBefeHuns

K MapKknpoBke MOXeT OTHOCUTLCS He TO/IbKO Tapa 418 U3fenns, HO Takxe naakaTbl, 3TUKeTKW, NPOCNeKTHI,
peknamHble MNCTKN, ByKneTbl, TEXHUYECKNE PYKOBOACTBA, MHCTPYKUMW W T.M., @ TaKXe pasnnyHas peknamMa.

TpeboBaHWA K MapPKNUPOBKe NPOrpaMMHbIX NPOAYKTOB ANA cdhepbl 34paBooxpaHeHnsa 6yayT UMeTb MHOTO
06LLero c MapknpoBKOil MeANLMHCKNX Npn6opoB. Heobxoanmo onpeaennTb, MOXeT n EBponelickuii HopmaTus,
OTHOCALYMIACA K MeANLUHCKUM Npubopam [13]. 6bITb NOMHOCTHLI0 NPUMEHEH 1 K NPOrpamMmMHbIM NpoaykTam. OgHa-
KO MOTyT cywecTsoBaTtb TpeboBaHus, cneynduyHblie N8 NporpaMMHbIX NPOAYKTOB 414 chepbl 3paBooxpaHe-
HMA. Hanpumep TpeboBaHMA k annapaTHOMy obecneyeHuto U nHTepdeiicam. B ycnosusax, korga yHKUNOHANb-
Has COBMeCTUMOCTb ¥ B3aMMoeincTBue NporpamMMHbIX NPOAYKTOB A5 chepbl 34paBooxXpaHeHns npuobpeTatoT
BCe 60/bluee 3HaYeHue n Korga npo6aembl ¢ PyHKLMOHANbHOV COBMECTUMOCTbIO MOTYT MUMETb Cepbe3Hble No-
CneAcTBMA. NONIHAA Y TOYHaA hopMyINPOBKA XapakTepUCTUK NporpaMMHbIX MPOAYKTOB 4151 chepbl 3apaBooxpa-
HeHnsa byaeT nmeTb 60/blUOe 3HaYeHne. Takana (doOpMyNMpPOBKa A0/HKHA COOTBETCTBOBATHL LUMPOKOMY onpejene-
HUI0 MapKUpoBku. CnegyeT NOHUMATb, YTO CUCTEMHbIE XapakTePUCTUKN, LOKYMEHTaUNSA Ha U3fenne nu UHCTPYKUuu
M0 MCNOJ/Ib30BaHWI0 MOTYT ObITb MPefOoCTaB/eHbl Yepe3 VIHTEPHET, a He NOCTaBAATHLCSA N0/Ib30BaTe/t0 B Ne4YaTHOM
BuAe.

7.2.2 BbiBOAbI

CTaHfapT Ha MUHUMYM MHopMaLlmmn, Heo6xo4MMOl AN NpeAcTaBleHns XxapakTepucTuK NporpamMmMHbIX
npoAYyKTOB ANA cdhepbl 34paBoOXpaHeHNsl, MOXeT 6bITb NONE3eH, B YACTHOCTU, A1 XapakTepucTuk, Kotopble
BaXHbl AN B3avMoAeicTBMA N PyHKLMOHANbHOW coBMecTumMocTu. CTaHAapT Ha MeAnunHckne npmubopsl [13]
Heo6xo04MMO NpoaHanu3npoBaThb, YTOObl OLEHUTL HE06X0AMMOCTbL pa3paboTkM OTAENbLHOro CTaHAapTa no obuy el
MapK1MpoBKe NporpaMMHbIX NPOAYKTOB ANS chepbl 34paBO0XpPaHEHMNS.

7.3 KnnHuuyeckue faHHble

7.3.1 O6wwne cBefeHuns

MpepnpogaxHas arTecTayma NpeMMyLecTBEHHO HanpaBieHa Ha MegULUHCKe NpMbopbI C BbICOKON cTene-
HbI0 pUCKa 1 MOXeT BK/oYaTb NpeAcTaB/ieHne KANHNYECKNX faHHbIX 4718 060CHOBaHUS NpeTeH3uii k npubopy. B
ABCTpannun HopmaTuBHbIE Npasuaa TPebyT HaNMYnA 4N Kaxeforo MeguLMHCKOro npubopa, OTHECEHHOTO K /110-
60MYy Knaccy, KIMHNYeCKNUX AaHHbIX, COOTBETCTBYHOLWMUX €ro UCNOMb30BaHMI0 1 knaccudukauuu.
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MpeameTom o0b6CyXAeHNA MOXeT 6biTb BONPOC O TOM. JO/KHbI N CpefcTBa KOHTPONSA, OTHOCALMECA K
Knaccam nporpamMMHbIX MPOAYKTOB A5 cdpepbl 34paBOOXPAHEHNA C HAUBBLICLILMMUW PUCKaMW, BKIOYATb Npej-
CTaB/ieHNe KNNHNYECKNX flaHHbIX. Mpy paccMoTpeHun aToro Bonpoca crnefyeT yunTbiBaTb, YTO 6€30MacHOCTb,
Hanpumep, NporpamMMHbIX NPOAYKTOB NOALEPXKKM NPUHATUA KNNHUYECKUX peLleHnt (HEKOTOPbIe N3 KOTOPbIX MO-
ryT 6bITb OTHECEHbI K K/lacCam Camoro BbICOKOro pucka) 6yeT 3aBMCeTb OT NPaBU/IbHOCTU U pacnpoCcTpaHeHHo-
CTU KNMHUYECKNX faHHbIX, NO/TI0XXEHHbIX B OCHOBY aNropuTMOB NPUHATUA peleHnid. Mpu 3TOM KNMHUYeckne gaH-
Hble MOTYT paccMaTpuBaTbCA B BYX KOHTEKCTax:

- CBefleHNs 0 AOCTOBEPHOCTU K/IMHUYECKUX AAHHbIX, NeXalynX B OCHOBE NOAAEPXKKN NPUHATUSA PELLEHWA, 1
€noco6, Kakum nporpaMMHoe obecneyeHne NCNONb3yeT 3TU CBeLeHNS;

- KNIMHUYeCKNe flaHHble, NoslyYeHHble B pe3ybTaTe NpakTUYeckoro UCnonb3oBaHnsa u3genus, Hanpumep B
OrpaHNYeHHO KOHTPOINPYEMbIX MPUNOXKEHUAX.

34ecb BO3MOXHO NpuMeHeHune ctaHgapta MCO no KANHUYEeCKUM uccnefoBaHuaM Me UL MHCKMX Nprubopos
Ha noaax [14].

7.3.2 BbiBOAbI

Ecnv npepoctaBneHne KNMHNYECKNX AaHHbIX ABNAETCA YacTbio CPeACTB KOHTPONA Haj 6e30nacHOCTbIo
nporpaMMHbIX NPOAYKTOB A/151 cdhepbl 34paBOOXPaHEHMs, TO f0/DKEH GbiTb MPUHAT COAEPXaLLUA pyKoBoAsiLLNe
yKasaHusa cTaHfapT, sBASALWMIACA OCHOBOW 1 COOTBETCTBYIOLW M XapakTepucTnkam NporpamMmmHbIX NPOAYKTOB 415
chepbl 34paBo0OXpaHeHmns, Takux Kak nogaepxka NPUHATUA pelweHnin. Takoi cTaHAapT AO/KEH 0XBaTbiBaTb Kak
KAVHWYeCKMe AaHHble, OTHOCALWMECS K 4OCTOBEPHOCTMN AaHHbIX, MOMIOXEHHbIX B OCHOBY NPUHATUS PeLUEeHNit, Tak
11X UCNONb30BaHNe NPorpaMMHbIM 06ecnevyeHnem, a Takxke KIMHUYeCckue AaHHble, NoJlyYeHHble B pesynbTaTe
MCMNO/Mb30BaHUA NPOrpaMMHOro npoaykTa. B faHHOM KOHTeKCTe f0/KHa 6biTb pacCMOTPEHa BO3MOXHOCTb Npu-
MeHeHnsa MCO 14155(14].

7.4 Perncrtpauua MHUMOEHTOB

7.4.1 O6wue ceepgeHuns

K MeguumHCKum npubopam npegbsasnaetca TpeboBaHne perncTpupoBaTth UHUMAEHTbI, KOTOPbIE MOT/IN NPU-
BECTU MU 6bIAN NPUYUHON NeTaNbHOro NCX04a UK CePbe3HO TpaBMbl NaLueHTa.

Ecnu Takoe KOHTponupyLee MmeponpuaTne 6610 NpegycMoTPEHO A1 NPOrpaMMHbIX NPOAYKTOB ANA
cepsbl 34paBoOXpaHeHns, To Morfa 6bl 6bITb NPefyCMOTPEHA 3/1EKTPOHHANA perncTpaums. Moatomy fos/keH 6bITb
paccmMoTpeH BOMNpPOC 0 cTaHAapTe No perncTpaunm MHUMAEHTOB 418 NPOrpaMMHbIX NPOAYKTOB A5 cdepbl 34pa-
BOOXpaHeHus. CylecTBYOT JOKYMEHTUPOBAHHbIE NPUMEpPBI, KOTOPLIMU MOXHO BOCNO/Ib30BaTbLCA, HANpuvep:

-MCO/TC 19218:2005(15];

- GHTF gna meanumnHckux npnbopos [16];

- MedWatdi YnpasneHna no KOHTPO/IO 3a NpofyKTaMu NUTaHUs U nekapcTeamu;

- 06w me TpeboBaHUSA K perucrpauum HaunmoHasbHOro areHTcTea no 6e3onacHoCcT nauveHTos Bennkobputa-
Huu [17];

- pa6oTa, npoBoagnmMas B Paboueli rpynne no sonpocam papmaueBTUkN U npuMeHeHns nekapcts (PI6) TK
215 VCO. noaroToBMBLLEN NPOEKT CTaHAapTa No 3NEKTPOHHON pernctpauun He61aronpuaTHbIX peakuuii Ha nekap-
cTBa [18] Ha OCHOBE HaLMOHANbHbIX U MEXAYHaPOAHbIX AOKYMEHTOB.

7.4.2 BoiBOAbI

[lonxeH 6bITb paCCMOTPEH BOMPOC O CTaHAapTe No 3/1eKTPOHHOI perucTpaunm HebnaronpuATHbIX UHLUAEH-
TOB. NPOU3OLEALINX MPU NPUMEHEHUN NPOrPaMMHbIX NPOAYKTOB ANA chepbl 34paBOOXPaAHEHNS.

7.5 Cuctembl kKauecTBa

7.5.1 O6wue ceepeHusn

Jlto6ble cpeAcTBa KOHTPONA NPOrpamMMHbIX NPOAYKTOB A1 cdhepbl 34paBoOOXpaHeHns, 0CO6eHHO AN npo-
AYKTOB C BbICOKOV CTeneHblo pucka, 6yayT npeAbaBAsATb TpeboBaHUs kK cucteme kayecTBa. MockobKy cTaHAap-
Tbl N0 CUCTEMaM KayecTBa (HanpumMep, rpynna ctaHgaptos MCO 9000) MoryT peryiMpoBaTbh KOHTPO/Ib MPOEKTUPO-
BaHWA 1 ynpas/ieHne pyckaMmu, TO ManOBEPOATHO, YTO B HUX JOCTATOYHO AeTaNlbHO 6yAyT pacCMOTPeHbI BONPOCHI
KOHTPOA NpOrpamMmMHbIX NPOAYKTOB AN chepbl 34paBoOXpaHeHns. Takum obpa3oM, B chepe MeAnLMHCKNX
npubopoB CyLeCcTBYIOT OTAEbHbIE CTAHAAPTLI N0 CUCTEMAM KayecTBa, KOHTPOJII0 NPOEKTUPOBaHNA 1 ynpasne-
HUIO puckamu. To e camoe, BEPOATHO, 6yAeT OTHOCUTLCS U K NPOrpaMMHbIM NpoaykTam Ansa cepbl 34paBooXx-
paHeHus.

CucTembl kKayecTBa MOryT 6bITb O4eHb 3P PEKTUBHLIMK B 06eCneveHnn CoOOTBETCTBNA KOHEYHOTO n3genns
TpebyeMoMy KayecTBy, HO €C/IM UCXOAHbIN NPOEKT 6bl/1 NI0OXMM, TO CyLLEeCTBYET ONACHOCTb, YTO BCE KOHEYHbIE
N3Aenns, BbIMO/IHEHHbIE NOAAHHOMY NPOEKTY, Takxke 6yAyT naoxvumu. Takum o6pa3om, He06X0AUMbIMU CBOWA-
CTBaMM XOPOLUMX CUCTEM KayecTBa ABNATCA KOHTPOb NPOEKTUPOBaHUSA, paCCMOTPEHHbIN B 7.6. 1 TpeboBaHme K
aHann3y pucKoB 1 yNpaBneHWIo pUcKkaMun Uan nx CHUXKEHUI0, paccMoTpeHHoe B 7.7.
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lMocKoNbKy cMCTEMbl kKayecTBa 418 NPOrpaMmMHbIX NPOAYKTOB A5 chepbl 34paBOOXPAHEHNS BO MHOTOM
CXOXMW M0 XapakTepucTmkam ¢ cucTemMamu kayecTsa A8 MeguLMHCKUX Nnpubopos (M nsgenwii B Lenom), To cylie-
CTBYylOLWMNE CTAHAAPThI, NPUMEHUMbIE K MPOrPaMMHOMY 06ecrneyeHunto, MoryT 6biTb NCMO/b30BaHbI B Ka4yecTse
OTNpaBHOM TOUKN. HMXe paccMOTpeHbl Hanbonee 3HauYnMble U3 HUX. B obuiem, faHHble cTaHAapTbl OXBaTbiBaOT
cnepywoune acnekTbl:

-nNnaHupoBaHue peannsalnm NPorpaMmMHOro NPoAyKTa, BKOYasA XXU3HEHHbIN LMK, NNaHnpoBaHune Kkave-
CTBa. NPOLECCHIl, CBA3aHHbIE C NOTPe6UTENEM, KOHTPO/b MPOEKTUPOBAHMUA U yNpaB/ieHne puckamu;

- LOKyMeHTaLmo, Hanpumep PyKOBOACTBO N0 KAYECTBY M KOHTPO/b AOKYMEHTOB U 3anuceii;

- 0TBETCTBEHHOCTb 3a ynpaBneHue, Bkaovas o6a3aTenscTea no ynpasneHuto, choKyCMpoBaHHOCTb Ha No-
Tpebutens. nnaHnpoBaHWe CUCTEM NONMTUKN B 06/1aCTU KavyecTBa U ynpaBieHns kKayecTBomMm;

- pacnpegeneHne oTBETCTBEHHOCTEN U MOTHOMOYWIA;

- CBA3b:

-ynpasneHune pecypcamu, Bko4ass KOMNeTeHUUo, NoHMMaHue, obyyeHune u pabouyto cpegy;

- 0630pbl N0 yNpaBAeHUIo.

7.5.2 CTaHpapTbl N0 cucTeMaMm KayecTBa, OTHOCALWMECHA K MELULMHCKUM Npubopam

MHorvne n3rotoBuTeNn MeULUHCKUX NPUGOPOB BHEAPUIN CUCTEMY Ka4yecTBa, YTOObI COOTBETCTBOBATH 3a-
KoHOZaTesIbHbIM HOpMaM.

B 60onblunHcTBE EBPONECKMX CTPaH M3roToBUTENN MEANLNHCKAX NPMOOPOB BHEAPUIN CUCTEMY KauecTBa,
4YTO6bI COOTBETCTBOBATH ANpPekTUBE EC No MmeguuuHckum npubopam [19). OgHako B COOTBETCTBUM C yCTAHOBKOM
EC no gupektusam HoBoro nogxoga [20]. ecnv cuctema kauyecTsa U3roToBuTeNs COOTBETCTBYET «fapMOHU3UPO-
BaHHbIM CTaHA4apTaM», HO He Ha3biBaeT UX. TO OHAa MOXEeT CCbiNaTbCA Ha fonyleHne cooTeeTcTBUA. OAHAaKo B
JINCTUHIEe PYKOBOACTBA MO AUPeKTUBaM A1 MeAULUHCKUX Npubopos [21) cTpoka, OTHOCALWAACA K cuctemam
KayecTBa, ccblnaeTcs Ha OKYMeHTbl oT GHTF.

PykosoacTBo GHTF a0 nioHs 2005 r. 661710 BKAIOYEHO B JOKYMEHT «PYKOBOACTBO N0 CMCTEMAM KayecTBa
A5 NPOEKTUPOBaHMA N NPON3BOACTBA MEANLMHCKUX NPUBOPOB» [22). KOTOPLIN, B CBOK 04YepeAb, 6bl/1 co34aH Ha
ocHoBe NCO 9001 (Bepcusa 1994 ropa) [23]. B 2005 r. gaHHOe PYKOBOACTBO 6bI10 U3BATO M3 06palleHns 1
3ameHeH0o NC O/T014969:2004 [24]. B pa3paboTke npoekTa koToporo yuactsosana GHTF. Hactoawmwmin ctaHaapT
Takxe ocHoBaH Ha MICO 9001.

B CLUA TpeboBaHWA «YCMNelHON Npon3BoACTBEHHOW NPaKTUKN» npefcTaseHbl B «[10/10XeHUn no cucte-
mMam KavecTtsa» [25]. B npeAncnoBumn faHHOro fOKyMeHTa npeAcTaBieHbl NONYyYeHHble 06LeCTBEHHbIE KOMMEH-
Tapuu 1 0TBETHI YNpaB/ieHNsA N0 KOHTPOJI0 3a NPOAYKTaMu NUTaHWUA 1 iekapcTBamu. V13 npuseieHHbIX OTBETOB
CTaHOBUTCA ACHO, YTO TpeboBaHNSA, B OCHOBHOM, OCHOBaHbl Ha MCO 9001:1994 [23] n pa3paboTaHbl B TECHOM
cotpygHuyectee ¢ GHTF. Brnase 2 «Cuctembl kayectsa» PykoBoACTBa N0 CMCTEMaM KavyecTsa 418 MeANLNHC-
KnX Npr60opoB 419 Masblx NPeAnpuaTnii [26] Takke 0OTMeYeHO, YTO TpeboBaHMsA «YCcnewHo NpoM3BOLCTBEHHO
NpaKTUKn» «rapMoHu3npoBaHbl ¢ MCO 9001:1994 1 1 C 013485 [27]» (koTopblli cam ocHoBaH Ha ICO 9001).

CuTtyauusa B ABCcTpanum n KaHage cnoxunacb NoxXoxunm oépasom. VIx Tpeb6oBaHmsa kK cUCTeMe KayecTsa ANs
MeAULNHCKUX MPMOOPOB TakXe OCHOBaHbI Ha cepun ctaHgapTos MCO 9000.

FCHO, UTO ecnu NporpaMmHble NPOAYKTbI A4NA cdiepbl 34paBooXpaHeHmns 6blv 66l NpeaMeToM KOHTPONSA COo
CTOPOHbI CUCTEMbI yNpaB/IEHNSI KAYECTBOM, TO 110601 CTaHAapT J0/KEH 6bITb OCHOBaH Ha MICO 9001:2000 [28].
BcTaeT BONpoc, CywecTBYeT /M Y)Xe Takoil cTaHAapT, KOTOPbI MOT 6bl 6bITb NPUMEHEH HEMOCPEACTBEHHO.

CTaHaapTbl, NPUMEHAeMble B OTHOLEHUN MeANLNHCKUX NpUBOopOoB, ABNAIOTCA OYEBUAHBIMUN KaHauaaTaMm
Ha paccMoTpeHune. Kak yxe oTMeyanocb, CTaHAapTOM, KOTOPbI/ yTOMUHANCA B KOHTEKCTE «[MPeKTUBbLI N0 Meau-
LUMHCKUM npubopam» EC. aBnseTcsa «PyKoBOACTBO N0 cuctemam kadyectsa» GHTF [22], koTopoe 6b1/10 0TO3BAHO
n3ameHeHo MCO/TO 14969:2004 «PykoBoACTBO No npuMmeHeHuto U C 013485:2003» [24]. MCO 13485:2003 «Cu-
CTEMbI yNpaBieHns kayecTsoM. TpeboBaHUA K LeniaM perynmposaHusa» [27] ssnaeTtcs, Kak BULHO U3 HauMeHoBa-
HMS, cneunanbHo pas3paboTaHHbIM OKYMEHTOM AN «Leneil perynmpoBaHusa» 1 NocBALLEH MeAULUHCKMM Npu6o-
pam. OH He MOXeT NoAX0AUTL A1 MPOrpPaMMHbIX MPOAYKTOB 415 chepbl 34paBoOOXpPaHeHNs No ABYM NpuUYnHaM:

- XOTS ero onpegesieHne «mefuuUnHcKoro npubopa» cootsetcTeyeT GHTF 1 Tem cambiM BK/lOHaET «Mpo-
rpamMmHoe o6ecneyveHune» (cMm. A.3). COBEPLUIEHHO O4EeBUHO, YTO JaHHbI cTaHfapT paspabaTbiBancs 6e3 yyeta
nporpamMHbIX NPOAYKTOB A5 cdhepbl 34paBOOXPaHEeHUS:

- faHHbIN cTaHAApT pa3paboTaH AN Leneil perynvpoBaHuns, Torga kak HacTosLWMIA cTaHfapT He OCHOBAH Ha
npeAnosioXeHnn, 4TO cpeficTBa KOHTPO/IA He 06513aTeNbHO By Ay T cpeAcTBaMu perynmpoBaHuns; pag A4oNoHeHN
1 nonpaBok kK MCO 9001 B MCO/TO 14969:2004 [24] n NCO 13485:2003 [27], MOXeT He noagepxmBatbcsa B
Heperynmpyemolii cpege.

TeM He MeHee, OCHOBHOE cofepxaHve n TpeboBaHna MOryT 6bITb NPUMEHEHbI K NPOrpamMMHbIM NPOAYKTam
Ans chepbl 34paBoOXpaHeHNA Takxe, Kak OHN NPUMEHSAIOTCA K MeAULUHCKUM npubopam.
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7.5.3 CTaHaapThl N0 cMcTeMam KayecTBa, OTHOCALWMECH KNPOrpaMMHOMY o6ecneyveHuto

[pyrum BO3MOXHbIM NOAXOA0M K CTaHAApPTYy N0 NPOrpaMMHbIM NPoAYyKTam A5 chepbl 34paBooxpaHeHuns
Ha ocHoBe MICO 9001 siBnsfieTcs pacCMOTPEHUE CYLLLeCTBYIOLW X CTaHAapTOB, OCHOBaHHbIX Ha NCO 9001, koTo-
pble B 06LEeM ciyyae NpUMEHUMbI K NporpaMmMHOMY o6ecneyeHnto. O4eBUAHbIM NPeTeHAEeHTOM Ha NPUMEHEHNE
aBnseTca MCO/M3IK 90003:2004 «PykoBoacTBa no npumeHeHuto MCO 9001:2000 k nporpamMmHoMy obecneve-
HUI0 KOMNbIOTEPOB» [29].

[aHHbIli cTaHgapT, B CBOK oyepefdb, cChbinaeTcs Ha psag craHgaptoB MCO/M3K. B yacTHOCTM, Ha
MCO/M3K 12207:1995. «lpouecchbl XNU3HEHHOTO LUkNa nporpaMmmHoro obecneyeHuna» [30]. nonpaskKy K HeMy
2002 r. [31] u pykoBOACTBO N0 ero npumeHeHmto NCO/MIK TO 15271 [32].

CraHgapT NCO/M3K 9003:2004 Mor 66l HENOCPEACTBEHHO 6bITh MPUMEHEH K NPOrpaMMHbIM NPOAYKTaM
Ansa cepbl 34paBooXpaHeHns n. Taknum 06pa3om, Mor 6bl CTaTb BbIGpaHHbIM 13 CYLLEeCTBYOLWMX CTaH4apToB. Ero
BO3MOXHbIM HEJOCTaTKOM SIBNAETCA OTCYTCTBME CCbINIOK HA CTaHAApThbl AN MeAULUHCKUX NPUBOPOB, OCHOBAH-
Hble Ha CO 9001.

7.5.4 BoiBOAbI

Ecnun oaHMM 13 cpeacTB KOHTPOAA ANs o6ecneyeHns 6e30nacHOCT NPOrpaMMHbIX NPOAYKTOB AN cepbl
3/ipaBooxpaHeHuns asnseTca TpeboBaHne K cMCTeMe yrpaB/ieHNs KayecTBOM, TO BCE HE06XoAuMble cTaHaapThbl
[0/KHbI 6bITb OCHOBaHbLI Ha MCO 9001:2000 [28].

Ecnu yctaHaBnuBaeTcs, 4TO TpebyeTca HOBbIN cTaHAapT, PerynnpyoLwmnii nporpaMmHbie NpoAYKTbl ANS
chepbl 34paBOOXpPaHEHNS, TO OH AO/KEH ObITh CO34aH Ha OCHOBe paccmoTpeHuss MCO/M3K 90003:2004 [29]:

- B Ka4eCcTBe BO3MOXHOr0 nNpeTeHjeHTa 6e3 kakux-nmbo nonpasok;

- B Ka4eCTBe UCXOAHOro matepuasa c BO3MOXHbIMU NonpaskamMu, oTpaxawwmnumm cneunduky nporpamm-
HbIX NPOAYKTOB ANA chepbl 34paBoOXpaHeHns (C yueTom TpeboBaHuii K MeANLMHCKMM NpubopaM, yCTaHOB/EH-
HbiM B ICO 13485:2003 [27] 1 cBA3aHHbIM C HUM pykoBoAcTBOM MICO/TO 14969:2004 [24]).

7.6 KOHTPONb NpoeKkTUpoBaHuA

7.6.1 O6uwue cBegeHunsn

KOHTpONb NPOEKTMPOBaHNSA BKNOYEH B 60/bLIMHCTBO 3aKOHOAATENbHbIX NOAX0L0B.

B EC nmetoTcsa pekoMeHaaLnm no KOHTPOJIH0 NPOEKTUPOBAHNSA, OCHOBaHHbIe Ha AoKyMeHTax GHTF. Pyko-
BoactBo GHTF go nioHA 2005 r. cogepxanockb B JOKyMeHTe «PyKoBOACTBO MO KOHTPOJIHO NPOEKTUPOBaHUA AN
n3rotosuTenein MeanunHcknx npuéopos» [33]. B 2005 r. 3T0 pyKOBOACTBO ObIN10 U3BATO U3 06paLLEeHNS U 3ameHe-
HO NCO/TO 14969:2004 «CucTembl ynpaB/ieHns cuctemamun kayectsa. PykoBoacTso no npumeHeHuto NCO
13485:2003» [24]. OHO. no cyTu, 3aMeHunno 44 cTpaHuubl pykoBoacTBa Ha 8 cTpaHuy NCO/TO 14969:2004. pas-
Aen 7. 3To NpuBeso Kk NoTepe HEKOTOPbIX AeTanei.

ABcTpanus n KaHaga NnpuMeHsaoT Noaxo4, aHanormuHbiii nogxogy GHTF.

B CLWA AgMUHUCTpaLMA N0 KOHTPO/IIO 3a NPOAYKTaMun NMTaHUA U 1ekapcTBaMu BbinycTnna «PykoBOoACTBO
N0 KOHTPOJII0 NPOEKTUPOBaHUA 418 Npou3BouTeneil MeguLMHCKUX Npu6opoB» [34]. OHO MMeeT OTHOLLEHME K
Mpasunam 820.30 no «KoOHTpo0 NpoekTupoBaHusa» u pasgeny 4.4 NCO 9001:1994. laHHOe pyKOBOACTBO OXBa-
TbiBaeT Te Xe acnekTbl, 4TO U pykoBoACTBO GHTF. a UMeHHO:

- N1aHMpoBaHMe NPOEKTUPOBaHUA 1 pa3paboTku;

- UCXOAHblEe AaHHble A1 MPOEKTUPOBaHUSA;

- 9KCNepTU3y NPOEKTa;

- BepudmKaLnio NpoekTa;

- arTecTauunio NpoekTa;

- nepejadvy npoekTa;

- U3MEHEeHUA NpoeKTa;

-AOKYMEHTUPOBAHUE UCTOPUM NPOEKTA.

HecmoTps Ha TO. uTO TpeboBaHMA, N3/T0XKEHHbIE B JAHHOM PYKOBOZCTBE, 661N pa3paboTaHbl ANA perynm-
pyemoli cpeabl (koTopas He 0THOCUTCA K 061acTu NPUMEHEeHNs HacTosLWwero ctaHgapTa), no cyLwecTBy, OHU MOT/IN
6bl 6bITb MPUMEHEHBI U K MPOrPaMMHbIM NMPoAyKTaM Ana chepbl 34paBoOXpPaHeHs, Kak 1 K MeguLMHCKUM npubo-
pam. Tem He MeHee, UX He/lb35 MPUMEHUTb MOJIHOCTbIO, MOCKOJIbKY:

- NpUMepbl U TEKCT PYKOBOACTBA OPMEHTUPOBAHbLI HA MEANLUHCKME NPUGOPbLI U NOTOMY HE MPUMEHUMbI K
nporpaMmMHbIM NpoAykTam Ansa chepbl 34paBoOOXPaHEHNS;

- HekoTopble Tpe6oBaHNA MOTyT 6bITb MPUMEHEHbI K NPOrPaMMHOMY 06eCneyeHunto C U3MEHEHNAMMU;

- Heob6xo4MMO npegocTaBuTb 60s1ee NOAPOOHYI0 MHOPMALNIO, OTHOCALLYIOCA UMEHHO K NPOrpaMMHbIM
npoayktam ansa cyepbl 34paBooOXpaHeHuns, HanpuMep K cucteMam NoaaepxXku NPUHATUA pelleHunii (CM. HUXe).

9
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MpoekTnpoBaHue cucTeM NOAAEPXKKN NPUHATUS peLleHnii n nocneyowmne N3MeHeHa B NPOeKTe OCHOBbI-
BAKTCA HA UCXOAHbIX aNropuTMax NoAAEPXKKN NPUHATUA peLleHnii N KITMHUYECKUX JaHHbIX. TakK. 3N1eKTpoHHas
cucTema HasHayeHuin nekapcTB, CMOXET, HanpyvMep, BblAaBaTbh NpeAynpexaeHns o NpoTNBOMNOKa3aHUSAX Nnpume-
HEeHWA nekapcTB ManoNeTHUMN eTbMU NN GepeMeHHbIMY XeHLHamMm, a Takke npejynpexaarb 0 B3auMHbIX
BANAHUAX NPU NPUMEHEHUN HECKONbKUX nekapcTB. Takne PyHKUUn 6yayT CUNbHO 3aBUCETb OT KMHUYECKUX
AaHHbIX, KOTOpPble 6YAYT MEHATLCA C TeYeHNneM BpemMeHn. Hef0cTaTOYHOCTb JaHHbBIX M HEBO3MOXHOCTb OTC/IEXM-
BaTb MX CBOEBPEMEHHO MOTYT MMeTb Cepbe3Hble, N aaxe haTanbHble NOCNeACTBUA. 03TOMY YCUIEHHbI KOHT-
pO/ib UCXOAHOTO MPOEKTa M U3MEHEHW B NPOeKTe, HanprMep ero 06HOBEeHNIA, UMeeT NnepBOCTENEHHOE 3HaYeHne
ansa 6esonacHocTy. J110601 cTaHAAPT NO KOHTPOI0 NPOEKTUPOBAHUSA NPOrpamMMHbIX NPOAYKTOB ANa cdepbl 34pa-
BOOXPa@HEeHUS [0/KEH YyYNTbIBATb flaHHble 0COBEHHOCTUN, HanpuMep BO3MOXHble TpeboBaHUA K 3KCNepTHO OLeH-
Ke KNMHNYecKux gaHHbix. CywecTeylouime cTaHgapTbl B 3TOM OTHOLLIEHUN He ABASATCA afeKBaTHbIMU.

7.6.2 BbiBOAbI

Ecnn KOHTPONb NPOEKTMPOBaHWA AO/KEH OblTb YaCTb0 TPpeboBaHMl Ana o6ecneyveHns 6e3onacHoCTM Npo-
rpaMMHbIX NPOAYKTOB AN5 chepbl 34paBOOXPaHEHNS, TO A0/KHA OblITb pACCMOTPEHA HE06X0ANMOCTb pa3paboT-
KM cTaHfapTa HenocpeACTBEHHO A1 NPOrpaMMHbIX NPOAYKTOB A4NA cdepbl 34paBooxpaHerHns. MockonbKy no-
[O6HbIV cTaHAapT J0/MKeH 6a3upoBaTbCa Ha OCHOBHbLIX TPE6GOBaHMAX, COAEPXALLUXCA B CTaH4apTax no KOHTPO-
/110 NPOEKTUPOBaHNA MeANLMHCKUX NPpn60opoB [24]. [33]. [34]. To aTn TpeboBaHMA AOMKHbI 6bITb a4anTUPOBaHbI K
nporpaMMHbIM NpoAyKTaM s chepbl 34paBOOXPaAHEHNS 1 yUuTbiBaTh cNeunduyHble NOTPebHOCTU, Takme Kak
KOHTPO/b aNrOPUTMOB U MCNO/Ib30BaHNE KNMHUYECKUX AaHHbIX B NPOrpaMMHbIX NPOAYKTax, Hanpumep B cucTte-
Max noAAepXKn NPUHATUSA peLleHmnit.

7.7 YnpaBneHue puckamu

7.7.1 Obwwne ceefeHns

CyuiecTByeT MHOTO CTaH,apTOB, CBA3AHHbIX C yNpaB/ieHneM puckamu, Kotopble Moriu 6bl NpeTeHAoBaTb
Ha NpUMeHeHMe K NporpaMMHbIM NpoAyKkTamM AN cdhepbl 34paBooxpaHeHns. B npunoxernnn C npusegeH o63op
psfa Hanbonee 3Ha4YMMbIX B JAHHOM KOHTEKCTE [JOKYMEHTOB, UMEIOLL X OTHOLWEHNe K cefyoLlmmMm 061actam:

- Npouecchl «ynpasieHne puckamu Ha NnpeAnpuATUAX»;

- NPoAyKTbl Ansa chepbl 34paBoOXpPaHeHUs, B YaCTHOCTU, MeAULMHCKME Npubopsl;

- Apyrve obnacTtu, Hanpumep ynpasneHve nHpopmaLMoHHOR 6e30NacHOCTbIO.

7.7.2 BbiBOAbI

Ecnu ynpaBneHue puckamm Ao/KHO 6bITh YacTblo Tpe6oBaHmMil Ana o6ecneveHns 6e3onacHOCTM nporpam-
MHbIX NPOAYKTOB ANA cdepbl 34paBOOXPaHeHUs, To;

-cneynanbHO AN NPOrpaMMHbIX MPOAYKTOB AN cdhepbl 34paBOOXpaHeHnss HE06X0AUM HOBbI cTaHAapT,
cornacoBaHHbIli Ha BbiclweM ypoBHe ¢ MICO 31000 [35]. NCO 14971 [36]. M3K 61508-3(37] mM3K 61508-5 [38].
[aHHbI cTaHAapT LO/KEH peann3oBbiBaTb NON0XEHUS, N3noxeHHble B GHTF/SG3/NISR8 [39]. 1 6bITb OCHOBaH
Ha onblTe ncnonb3osaHna CRAMM [40] coBmecTHO ¢ MCO/M3K17799 [65];

- HOBbIl CTaHAApPT AO/KEeH 6bITb NOAKPENEH PYKOBOACTBOM N0 peanunsalnm, KOHKPeTU3NPOBaHHbIM Mo,
nporpamMHble NPoAYyKTbl ANS cdhepbl 34paBooOXpaHeHus.

8 CTaHpapTbl, OTHOCALWMECHA K pUCKam onpefeneHHoro xapakrepa

8.1 O6wue ceepeHus

KOHKpeTHbI NporpaMMHbIii NPOAYKT 415 cdepbl 34paBOOXpPaHeHNsa AN NporpaMMHbIe NPOAYKTbI A4NA cde-
pbl 3paBoOXpaHeHns BoobLw e MOryT 6biTb 06 bEKTAMUN PUCKOB ONpeAeneHHoro xapakrepa. lNMpumepamu, npuve-
HUMbIMUN K 60NbLUMHCTBY NPOrpaMMHbIX NPOAYKTOB A5 chepbl 34paBOOXPaHEHNS, U 415 KOTOPbIX CYLWeCcTBYHOT
ctaHgapTbl NCO n/vunm CEN. oTHOCALMECA K NPOrpaMMHbIM NPOoAYyKTam AN chepbl 34paBooXpaHeHuns, ABNAOT-
ca cnepytoumne:

- 6€30NacHOCTb B KOHTEKCTE 3alMTbl IMYHOI MHGOpMaLuu;

- ayTeHTUMKauns MeguUNHCKNX paboTHUKOB:

- NpaBu/ibHasA 0AHO3HaYHAA NAEHTUMKaLNS NaLneHToB.

8.2 BriBOAbI

Ecnu ana puckos onpefeneHHoro xapakrepa cyw,ecTByoT cTaH4apThl, TO NpOrpaMMHble NPOAYKTbI 401X~
Hbl MPOEKTUPOBATLCA B COOTBETCTBUMN C 3TUMM CTaHAapTaMu.
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9 Haa3sop 3a 6e30MacHOCTbLI0 M pucKaMiu
B cpepe AeATe/IbHOCTM No/b30oBaTe s

9.1 Obwue ceegeHus

HacTtoswmii cTaHaapT orpaHuyeH o6ecnevyeHnem 6e30nacHOCTU NPOrpaMMHbIX NPOAYKTOB ANA cdepbl 34pa-
BOOXpPaHeHUs B NPOU3BOACTBEHHON cthepe (BkIovaloLLeil NnpoekTupoBaHue n pa3paboTtky). OgHako, gaxe ecnm
6e3onacHoOCTb 6bls1a obecneyeHa Ha NPOU3BOACTBE, NMPU3HAETCSA, YTO NPU BHELPEHUN U UCNOJIb30BaHUN NMPO-
rpamMmMmHbIX NPOAYKTOB B cdhepe AeATeNbHOCTY NoNb3oBaTeNs, Hanpumep B 601bHULE UK BpayoM 06LLeil npakTu-
KW. MOTYT BO3HMKaTb HOBblE PUCKN. DTO 0COGEHHO BEPOATHO B C/lyyae, Korga npegnonaraetcsa B3aumogeiictene
1 B3aMOCBA3b NPOrpaMMHbIX NPOAYKTOB, MOJYyYEHHbIX OT pa3HblX NOCTaBLMKOB, HE3AaBUCUMO OT TOr0, CBA3aHbI
NN OHWM HaNPAMYIO UK Yepes ceTb. TO Xe caMmoe OTHOCUTCA U K uHTepdelicaM MeanLMHCKNX NPMGOPOB, NMeto-
LWKMX BCTPOEHHOE NporpaMmHoe obecneyeHne. [laHHbIi acnekT 6e30NacHOCTU JO/KEH ObIThb YUTEH.

9.2 BbiBOAbI

Heobxoanmo 06paTuTb BHUMaHWe Ha cTaHAapTbl N0 o6ecneyeHnto 6e30NacHOCTU NPOrpamMMHbIX NPOAYKTOB
ANnA cdepbl 34paBooXpaHeHmna B cdpepe feaTeNbHOCTY NoMib30oBaTens.

10 Cuctematmnsauuns

10.1 O6wume cBepgeHuns

Kak npaBusio, HeT ICHOCTW, 4TO 3ak/noyaeT B cebe NporpaMMHbIi MPOAYKT AN chepbl 34paBoOXpaHeHNs.
YT06bI NPE0A0eTb 3TO. HEOOXOAMMO NPUHATL Mepbl NOCPeACTBOM cucTeMaTusanmm (CTPYKTYypUpoBaHHOro cnuc-
Ka) MeULMHCKOro nporpaMMHoro o6ecneyeHuns. AHanornyHo, nogaepxvsaroLlas cuctematmsayms 6oina 6ol no-
ne3Ha npu pexcrpauumn HebnaronpusaTHbIX COBLITUIA, HaNnpumep:

- NporpamMHbIii NPOAYKT 415 chepbl 34paBooxpaHeHuns (Hanpumep, A8 NOAAEPXKKN NPUHATUSA PeLleHns 0
HasHa4yeHnmn nekapcTs);

- npouecchl (A031MpoBaHne iekapcTB);

- nocneacTBua (annepruyeckas peakuus uam cepbesHblii Bpen).

10.2 BoiBOAbI

[omkHa GbITb NpoBeeHa cuctemaTnsaunsa NnporpaMMHbIX NPOAYKTOB ANA cdhepbl 34paBooxXpaHeHns, a
Takxe cuctematmsanms 4N noAaepXKn perncrTpaunm He6naronpuAaTHbIX COObITHIA.

11 O6uwme BbIBOADI

Ecnv nporpaMmHble NpoAyKTbl A5 chepbl 34paBooOXpaHeHns noanexar perynpoBaHuto naM KOHTPoto
hopmanbHbIMU NAN HethopmanbHbIMY METO4AMUN HA HALWMOHANBHOM, PETMOHANbHOM UM MECTHOM YPOBHE, TO
cpeAcTBa KOHTPO/A fOJ/IKHbI 6bITb OCHOBaHbI Ha CTaHAapTax. HacToswwmii cTaHaapT onpegenseT Heo6xoauMble
cTaHfapTbl U UX CYLLHOCTb. Huxe npuBeaeHbl 06w ne BbIBOAbI.

11.1 Ecnu cpeacTBa KOHTPONSA A0/KHbI ObITh afileKBaTHbl PUCKY, KOTOPbIV NPOrpamMmMHbIii TPOAYKT MOXeT
npegcTasnATb 409 NauneHTa, To NporpaMmMHble NPOAYKTbI ANA cpepbl 34paBo0XpPaHeHns knaccuuumnpyoTt B
COOTBETCTBUU CAAHHbIMU puckaMu. CUCTeMbl knaccudukaumm MeauLMHCKMX NPMGOPOB He NOAXOAAT AR NPO-
rpaMMHbIX TPOAYKTOB ANA chepbl 3gpaBooxpaHerHnsn. MCO/TC 25238 «Knaccudukauns yrpos 6e3onacHocTu ot
MeMLMHCKOro npoammHoro obecneyenus» (11] Hanbonee noaxoauT ANA NPUHATAS ONpefeneHHbIX B HEM Knac-
coB puckoB (cMm. [11], Tabnuua 4).

11.2 Ecnn TpebyloTca npefnpojaxHoe n3BeLleHve, peructpauunsa npeanpuaTua nam npoaykra, To, no-snan-
MOMY, OHW He NoTpebyloT pa3paboTkn cTaHgapTos (CM. 7.1).

11.3 CtaHgapT Ha MUHUMYM MHOpMaL MK, Heo6Xo4UMON ANA NpeacTaBNeHUs XxapakTepucTuk nporpam-
MHbIX NPOAYKTOB ANA chepbl 34paBOOXPAHEHNSA, MOXET 6bITb NONE3EH, B HACTHOCTU, A1 XapakTepPUCTUK, KOTO-
pble BaXHbl 418 B3aMMOAENCTBUA N PYHKLMOHANBHON coBMecTMMoCTW. CTaH4apT Ha MeguuUnHCKue npuoopbl [13]
Heo6Xx04MMO NpoaHanM3npoBaTb, YHTOObI OLLEHUTb HE06X0AMMOCTbL pa3paboTkM OTAENbLHOro cTaHaapTa no obuel
MapkMpoBKe NnpoamMMHbIX NPOAYKTOB ANA chepbl 34paBOOXpaHeHuns (CM. 7.2).

11.4 MpepocTaBieHne KIMHUYECKUX aHHbIX MOXET NoTpeboBaTbCsA HEKOTOPLIM /IO AaMMHbLIM MPOAYKTaM
Ans cepbl 34paBoOXpaHeHns, Hanpumep 4N8 NOALEPXKKN NPUHATUA peLlleHunli C HamBbICIIUM pUckoM. Ecnm ato
TaK. To XenatenbHO UMeTb cTaHAapT B hOpMe PyKOBOACTBA, KOHKPETU3MPOBAHHOIO N0 NPOrpamMmMHble NPOAYKTbI
ANA cdepsl 3apaBooxpaHeHnsa. Takol cTaHAapT fO/HKEH OXBaTbiBaTb Kak KTMHNYECKNe AaHHble, OTHOCALLMeCs K
[0CTOBEPHOCTY AAHHbIX, MOMIOXEHHbIX B OCHOBY MPUHATUA PeLleHNnii, Tak 1 UX NCNONb30BaHMe NPOrpaMMHbIM
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obecneyeHnem, a Takxe KIMHUYECKME faHHble, NONYYEHHbIE B pe3yibTaTe UCN0/Ib30BaHUA NPOrpaMMHOro npo-
AykTa. B gaHHOM KOHTeKcTe Ao/HKHAa 6blITb pacCMOTPEeHa BO3MOXHOCTb npumeHeHns MCO 14155 (14) (cm. 7.3).

11.5 Peructpaumns MHUNAEHTOB MOXET CUMTaTbCA HEO6X0AMMON. B 3TOM cniyyae f0MKeH 6bITb pACCMOTPEH
BOMPOC O CTaHAapTe Mo 3NeKTPOHHON perncTpaymm HebnaronpUATHbIX MHLUUAEHTOB, NPOM30LWeALWNX Npu NnpuMe-
HEHWUW NPOrpamMmMHbIX NPOAYKTOB A5 cdhepbl 3apaBooxpaHeHus (cm. 7.4).

11.6 Ecnu ogHMM 13 cpeacTB KOHTpPoNa ans obecneyeHns 6e30MNacHOCTY NPOrpaMMHbIX NPOAYKTOB ANS
chepbl 34paBooxpaHeHns senseTca TpeboBaHne K cucTeme ynpaBneHus kayectsom (cm. 7.5), To Bce Heobxoam-
Mble CTaHA4apPThl 4O/IKHbI 6bITb 0CHOBaHbI HA MCO 9001:2000 [28]. Ecnu ycTaHaBnnBaeTcs, YTO TpebyeTcst HOBbI
cTaHfapT, perynnpyoLwmnii nporpammMHble NpoayKTbl ANA cdepbl 34paBO0XPaHEHNS, TO OH A0/KeH ObITh co3AaH
Ha 0CHoBe paccMoTpeHus MCO/M3K90003:2004 (29]:

- B KayecTBe BO3MOXHOIO NpeTeHjeHTa 6e3 kaknux-nm6o nonpasok;

- B Ka4YecTBe UCXOAHOr0 MaTepmana c BO3MOXHbIMUW NonpaBkamu, oTpaxawuwumu cneyuduky nporpam-
MHbIX MPOAYKTOB ANA chepbl 3paBooxpaHeHmns (CyyeTtom TpeboBaHuii K MeULMHCKUM Npubopam, yCTaHOBNEH-
HbiM B ICO 13485:2003 [27] u cBA3aHHbIM C HUM pyKoBoACcTBOM NCO/TO 14969:2004 [24]).

11.7 Ecnv KOHTPO/b NPOEKTUPOBaHUSA A0/KEH 6bITh YaCTbl0 TpeboBaHWii 415 obecneyeHns 6e3onacHoOCTU
nporpamMMmHbIX MPOAYKTOB AN cdhepbl 34paBOOXpaHeHNs, TO A0/KHA ObITb pacCMOTPeHa He06X0ANMOCTbL paspa-
60TKM CTaHapTa HenocpeCTBEHHO ANA NPOrpamMMHbIX MPOAYKTOB ANA cdhepbl 34paBooxpaHerHns (cm. 7.6). MNo-
CKOJIbKY NOA0GHbIV cTaHAapT Ao/MKeH 6a3MpoBaTbCsA HA OCHOBHbIX TPEOGOBAHMAX, COAEPXKALLMXCA B CTaHAapTax
N0 KOHTPOJI0 NPOEKTUPOBAHNS MeANLMHCKUX NPU60poB [24]. [33]. [34]. To 3T TpeboBaHMA fOMKHbI ObITb aganTun-
poBaHbl K NporpaMMHbIM NpoAyKTam 415 chepbl 34paBooOXpaHeHnsa u yunTbiBaTb cneyuuyHble NnoTpebHoCTH,
Takue Kak KOHTPO/Ib aITOPUTMOB 1 UCNOJIb30BaHMNE KIMHNYECKUX AaHHbIX B NPOrpamMMHbIX NPOAYKTax, Hanpumep
B CMCTEMaXxX NOAAEPXKKN NPUHATUA peLleHuii.

11.8 Ecnu ynpaBneHue puckamu Ao/mMKHO 6bITb YacTblo Tpe6oBaHuil Ana o6ecnevyeHns 6e3onacHoCTy Npo-
rpaMMHbIX NPOAYKTOB ANA chepbl 34paBoOOXpaHeHuns, To:

- cneynanbHo A4NA NPorpamMmMHbIX NPOAYKTOB A5 cdiepbl 34paBooOXpaHeHna Heo6X04MM HOBbIW cTaHAapT,
cornacoBaHHbIli Ha BbiclweM ypoBHe ¢ MCO 31000 [35]. N C 014971 [36]. MOK 61508-3 [37] n MK 61508-5 [38].
[aHHbI cTaHAapT A0/KEeH peann3oBbliBaTb NOMOXEHNS, 3noxeHHble B GHTF/SG3/NISR8 [39]. 1 6bITb OCHOBaH
Ha onbiTe ncnonb3oBaHnss CRAMM [40] coBmecTHO c NCO/M3K17799 [65]:

- HOBbI cTaHAapT J0/DKeH 6bITb NOAKPENIeH PyKOBOACTBOM MO peann3auumn, KOHKPeTU3MPOBaHHbIM NOA
nporpamMHble NPoAYKTbl AN chepbl 34paBOOXPaHEHNS.

11.9 Ecnu 4na puckoB onpejenieHHOro xapakrepa CyLecTBYOT CTaH4apTbl, TO NpOrpaMMHble NPOAYKTbI
[OJIKHbI NPOEKTUPOBATHLCHA B COOTBETCTBUN C laHHBIMY CTaHAapTaMu.

11.10 Heo6xoaMMo 06paTUTb BHUMaHWe Ha cTaH4apThbl N0 06ecneyeHnto 6€30NacHOCTY NPOrpaMMHbIX NPo-
AYKTOB ANA cdhepbl 34paBoOXpaHeHns B cpefe nonb3osatens.

11.11 flonxHbl 6bITb NPOBEAEHBI CUCTEMATU3ALNA NMPOrPaMMHbIX NPOAYKTOB ANA cdhepbl 34paBooxpaHe-
HUS. a Takxe cuctemaTusauns 4na NnoaaepXkn perncrpanmm He6naronpuATHbIX COGbLITUN.

[laHHble BbIBOAbI OTHOCATCA K KOMMNAEKCY CTaHAapToB, Heob6XoAnMbIX ANa obecneyeHns 6e3onacHOCTH
nporpaMmHbIX NPOAYKTOB ANA chepbl 3apasooxpaHeHns. O4HaKo He o6A3aTesibHO A0/KeH 6bITb pa3paboTaH
OfMH CTaHAapT No KaXAoMy BbiBOAY. Tak. Tpe60BaHMA K KOHTPO/II0 NPOEKTUPOBAHUA U YNpaBAeHU0 puckamm
MOTyT BXOAUTb B CTaHAapT N0 cuctemam kayectsa. Heobxoamm cTpaternyeckuii Noaxon B LesioM.
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MpunoxeHne A
(cnpaBouHoe)

MonoxeHne ¢c MegUUUHCKUMYU Npubopamm
B pa3HblX CTpaHax

MpumeuaHune — HacTosawwmii 0630p NpegHasHaueH ToNbKO AN Leneil HacToswero cTaHaapTa, 3atparusas u
pesioMUpyst TOMIbKO BOMPOCHI, MetoLLMe K HEMY OTHOLIeHKEe. OH He JO/IKEH UCMOb30BaTLCS B KAUECTBE MOSIHOMO PYKO-
BOACTBA B KAKOM-/IM60 OTHOLLEHUN 1 N5 KaKO-NnGo Lienm (B Cly4aB HEO6X0AMMOCTM, criefyeT 06paTUTbCs K UCXOAHBIM
[OKYMEHTAM U KOMMNETEHTHbIM HALMOHa/IbHBIM OpraHax’).

A.1 EC, Asctpanusa un KaHaga

A.1.1 O6Lwme cBeaeHus

EC. AscTpanusa n KaHaga B 3HaUMTENbHOI CTENEHW UCMOMb3YHOT OUHAKOBbIE 3aKOHOAAaTe bHble NOAXOAb! K Meau-
LMHCKUM npubopam v cpefcTBa KX KOHTPO/IA. [103TOMY OHM paccmaTpuBatoTCsl B OAHOM pasjere.

A.12EC

B EC mMeguumHckme npubopbl KOHTPOIMPYIOTCA Ha OCHOBaHUW TPEX JUPEKTUB:

- 90.385>EEC ot 20 mtoHa 1990 r. [41] No aKTUBHLIM UMMIAHTUPYEMbIM MeAULMHCKUM npubopam:

- 93/42/EEC ot 14 wioHs 1993 r. [19] no mMeguuMHCKUM npubopam:

- 38."79/EC oT 27 okTa6psa 1998 r. [42] no meAnLMHCKUM Npubopam nabopaTopHOii AUarHOCTUKM.

[mpekTnBa «MNO aKTUBHLIM UMMIAHTUPYEMbIM MEAWULMHCKAM Npubopam» OTHOCUTCA KO BCEM MeXaHW3UpoBaH-
HbIM MM YaCTUYHLIM MMMNaHTaTaM, HaxoAsLWMMCS B Tene nauueHta (Hanpumep, KapavoCTUMYNATOPbI).

[vpekTuBa «no MeAuLMHCKAM Npubopam» oxBaTblBaeT 60/MbLUMHCTBO APYIMX MeAULMHCKUX NPMOOPOB (He TOBLKO
MeAMLIMHCKMX 31eKTPOHHBIX NPUGOPOB), Hanpumep baHhaxy NepBol MOMOLLM, NPOTe3bl Ta306e4PEHHOI0 CycTaBa, PeHT-
reHoBckoe obopygoBaHue. IKI. cepaeyHble knanaHbl.

[npekTuBa «no MeauLMHCKUM cpefcTBaM S1abopaTopHON ANarHoCTUKM» OXBaTbiBaeT BCe MeANLMHCKME Nprbopsl,
Takne Kak peakTVBbl, MPOAYKTbl PeakTUBOB, Ka/IMbpaTopbl, KOHTPOJIbHbIE MaTepuasibl, KOMIMIEKTbI MeAULMHCKUX UHCTPY-
MeHTOB, Npubopsbl, annapartbli, 060pyJ0BaHNe UM CUCTEMbI, HEOOXOAUMbIE A1 1abopaToOpHOro MccnefoBaHNns nNpoo,
BK/I0Yas KPOBb V1 06pasLibl TKaHel, MoyYeHHbIX U3 Tena Yenoseka. MpuMepamMu SBASIOTCA peakTVBbl 4718 onpedeneHus
rpynnbl KPOBM, TECTOBbIE KOMMIEKTbI /151 ONpeAeneHns 6epeMeHHOCT unn renatuTa B.

B faHHbIX AMpekTuBax MeAvLMHCKWIA Npubop onpefeneH cnefyowym obpasom:

«Jlioboii npubop, annapat, maTepuan npuéopa WM WHON NpeaMeT, UCNO/b3yeMblli aBTOHOMHO UKW B KOMOMHA-
LMW, BKOYasi MporpaMMHoe obecrneveHne, HeobxoAnMMoe A5 ero NpaBUIbHOTO MPUMEHEHUS, NpefHa3HaYeHHbIR 13-
roToBuTENIEM AN MPUMEHEHUS HA MIOASX C Liesblo:

- AVarHoCTVKW, NPOtUIaKTUKN, MOHUTOPUHTA, JIeHeHNs1 Unu obnieryeHns 3abonesaHus;

- ANarHOCTVKN, KOHTPO/SA, NeYeHns, a Takke obneryeHns nam KoMneHcauum TpaBMbl UK YBEYbS;

- UccnefjoBaHus, 3aMeHbl UM U3MEHEHVS aHAaTOMUU UM (DU3MOMOTMYECKOTO MnpoLecca;

- KOHTPO/S1 ON1040TBOPEHUS
1 He peann3yioLLii CBOETo OCHOBHOIO Ha3HaYeHNs B WU Ha Tesle YesloBeka C MOMOLLbI0 (hapMaKo/Iornyecknx, MMMYyHo-
NIOTMYECKNX UM MeTabonnyecknx CpeficTB, HO KOTOPOMY AaHHble CpeAcTBa MOryT MOMOraTb OCYLLEeCTB/ATb €ro oyHK-
Lnn».

[laHHoe onpefeneHne BKIIOYAET TOMBKO MpoOrpaMmMHoe obecrneyeHne, «HeobxoguMoe A8 NpaBu/bHOTO npume-
HeHVs» MeanLMHCKoro npubopa. OfHako AaHHOe onpejenieHne MOXeT ObiTb pacluMpeHo B 6avxaiilem byayuiem ans
y4yeTa nporpaMMHOro obecneveHns, KoTopoe camo no cebe ABNSETCH MeAULMHCKAM NpuGOpOM.

[VpekTuBbl MO MeAULMHCKUM npu6opam 1 Mo MeAVLMHCKUM npubopam 1abopaTopHoii AMarHOCTVKU BKIHOUAKOT
cUcTeMy knaccudmkaLmm, Ha OCHOBaHUM KOTOPOIi YPOBEHb PEryNATUBHOIO KOHTPOSA, NPUMEHSEMOro K Npubopy, COOTHO-
CWUTCA C BOCMPUHMMAEMOI CTENEHbIO pHCKa, acCOLMUPOBAHHO C NprGopoM.

CpepcTBa KOHTPONS, NpUMeHsieMble K MeANLIMHCKOMY Npu6opy, BKKOYAOT Takme MeponpusTus, kak perncrpaums
V3roToBuTENe 1 usgenwii, TpeboBaHUa k NPOEKTUPOBaHWIO N NPOU3BOACTBY, MPOBEPKa COOTBETCTBUSA BCeM TpeboBa-
HUAM.

A. 1.3ABscTpanus

ABcTpannsi 4 okT16psa 2002 1. NPUHANA HOBYIO CUCTEMY PEry/IMpoBaHNs MeaULMHCKMX npnbopos [43]. [44]. ocHo-
BaHHYI0 Ha MeXZayHapoAHO/ MOAENN perynvmpoBaHus, paspabotaHHoii GHTF [55]. JaHHas Mogenb u aBcTpanuiickas
cucTemMa BO MHOTOM CXOfHbI C cucTemamm perynvposaHust EC. Pasnunuus mexgy Asctpanuneii n EC [45]. [46] Hecyle-
CTBEHHbl B KOHTEKCTE HACTOALLEro cTaHaapTta. Takum o6pasom, onpejeneHne MeauLMHCKOro npubopa, CUCTeMbl Krac-
cudpmkaumn. TpeboBaHWs K permcTpauum n KOHTPO/IbHbIM MepOonpUATUAM aHaorMyHbl NpUMeHsembiM B EC.

Kak n B EC. nporpaMmHoe ob6ecneyeHvie BKIOYaAETCA B PACCMOTPEHNE, TOJbKO KOr4a OHO HEO6XOAMMO /15 «npa-
BW/IbHOMO NPUMEHEHNS» MeAMLMHCKOro npuéopa. B ABcTpanuu cyljecTsyeT ABCTPIMIACKWIA peecTp TepaneBTUYecKux
ToBapoB (ARTG). Mouck B JaHHOM peecTpe TEPMUHOB «MpOorpaMMHoe obecneyeHne» n «KOMMblTep» BbIBW TOMBKO
CUCTEMbI NPOrPaMMHOr0 06ecneveHnsi, Heo6XxoauMbIe A5 NPABUILHOTO MPUMEHEHUS MEeAWLIMHCKUX NPU6OpOB, HO He
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BbISIBU/T CUCTEMbI MPOrpamMMHOro obecneyeHvsi, NpeacTassAowWme nporpaMmMHble NPOAYKTLI AN1A chepbl 34pasBooxpa-
HEHVS. KaK OHW onpefesieHbl B HAcTOsILLEM cTaHjapTe (camoli 6/1M3KOI K 3TOMy OnpefesieHnto oKa3a/IMCb CUCTEMbl
ApPXUBUPOBAHNUS N306PAXEHNI 1 KOMMYHMKaUWiA — nporpaMmbl PACS). AHaI0TMYHO, B aBCTPasTUIACKON cUCTEME Knaccu-
chmkauum npUcyTCTBYeT TONbKO «MporpaMMHoe obecnedeHve ans 06paboTky M306paXKeHuii».

A.1.4 KaHaga

B KaHage meauumHCKue cpeAcTBa KOHTPOAMPYIOTCA NocpeAcTsoM [MONoXeHns no MeAuUMHCKUM npubopam [47]
1 pa3fesnioB AKTa O NULLEBbIX NPOAYKTax 1 nekapcTsax, NPUMEHUMbIX K MeAULMHCKUM npubopam. OpraH «Health Canada»
OoTBeYaeT 3a COOTBETCTBUE U COO/MI0AEHNE 3aKOHOB B HaLMOHa/IbHOM MacluTabe [48).

XoTs B onpefeneHn MejuuuHCKOro npubopa He ynoMuHaeTcst nporpamMmHoe obecrnedeHue, B lonoxeHne no
MeAMLMHCKUM npubopam BK/OYEHO criefytollee TpeboBaHue:

«Ecnm meanUyMHCKWiA Npn6op NpeAcTaBnseT coboii UM CofepXuT nNporpaMMHoe obecneyeHne, TO MporpaMMHoe
obecneyeHune JO/MKHO BblTb CNPOEKTMPOBAHO TaK. YTOObLI peasM30BbIBaTh 3aMbiCes U3roTOBUTENS, U AO/MKHO ObITh aTTe-
CTOBaHO».

MegaununHckme nprbopsbl 1 NPMG0PLI ANA NabopaTopHO ANArHOCTUKM KnaccudmumpyoTca nocpeacTBOM npaswn,
pa3paboTaHHbIX Tak. YTOObl ObITb «rapMOHU3MPOBAHHLIMU» C MpaBuaamy Knaccudukaummu npuéopos EC n knaccudm-
Kauusmu npuéopos CLLA [49]. [50]. Knaccudbmkaums meanLMHCKUX NPpMG0OPOB NpakTuyeck cosnagaeT ¢ knaccudumkaum-
AMW. NPUHATBIMU B ABCTpaiun n EC. MNporpammHoe obecneyeHne He YynoMUHAEeTCsi MpsAMO, 3a UCK/IYEeHUeM npo-
rpaMMHOro o6ecneyeHus, NpegHasHauYeHHOro A1 KOHKPETHbIX NPMOOPOB, HanpuMep akTUBHbIX TepaneBTU4eCKUX Wn
[MarHoCTNYeCcKX Npu6opoB, NPMGOPOB, N3MyYaloLMX paanauuio, CUCTEM LOCTaBKN JIeKapCTBEHHLIX CPeACTB 1 aHecTe-
3upytoLlero obopygosaHus. MporpaMmHoe obecneyeHne Takke ynomuHaeTcsl Kak npegHasHauyeHHoe 4718 UCNno/b3oBa-
HUA B Npubopax A/1a NabopaTopHOii ANarHOCTUKM.

Mporpamma «KaHajckue TepaneBTUYeCKMe N3enns» COAePXMT yKasaTesb Mo KIYeBbIM C/10BaM, YTO6bl MOMOYb
M3roTOBUTE/IAM ONPefensaTh Kacc MeAnLMHCKUX npubopos [51].

XoTsl B ykasaTesie MeeTCsl KaTeropus «KoMmbloTep», BCe OMUCaHWS CUCTEM MPUBA3aHbl K MeANLIMHCKUM Mpu6o-
pamM KOHKpeTHbIX BKAOB. Mo3ToMy nporpaMmmHoe obecredeHune, OTHOCALLEECS K MPOrpaMMHbIM NpoAyKTam Ans cdepbl
3/paBOOXPaHeHNs B KOHTEKCTe HaCTOSLLEro cTaHAapTa, He oXBaTbiBaeTCA CpefcTBaMU KOHTPONS.

A.2CLIA

B CLUA meauumHckvie Nnpubopbl KOHTPOMPYET Ynpas/ieHne no KOHTPOIo 3a NPoAyKTamu NMTaHus 1 nekapcTeamu
(FDA) v ero LieHTp no npu6opam 1 paguonormyeckoii 6esonacHoct (CDRH).

B cooTtBeTcTBUM C onpefeneHnem defepanbHOro akTa o NULLEBbIX NPOAYKTaX, eKapCTBEHHbIX N KOCMETUYECKMNX
cpeAcTBax MeAVLMHCKWIA Npubop NpeacTaBiseT co60i «MHCTPYMEHT, annapar, NPMCcnoco6/eHre, MallvHy, MexaHuyec-
Koe nmpucnocobneHune, uMmnnaHTat, 1abopaTopHbIA peakTUB WM UHON NOAOGHLIN 06BLEKT, BK/IOYASA COCTaBHbIe YacTw,
1N aKceccyap, KOTopblii:

- MpUCyTCTBYeT B OhMLMaibHOM HaumoHanbHOM cnpasoyHuke. dapmakonee CoeAnHeHHbIX LLUTaToB unm B Kakom-
60 13 NPUNOXKEHUIA K HUM. NpeAHa3Ha4eH AN AUarHOCTUKM 3ab60fieBaHNA WM APYTUX COCTOSHWIA Nn6o Ana ucuene-
HUA. obferyeHns, fedeHns unu NPoUNaKTVKM 3aboneBaHNs y YesioBeka WA XUBOTHBIX, UAKU NpeAHasHaveH Ans
BO3/e/iCTBMSA Ha CTPOEHME WN KaKyo-Mb0o (hyHKLWIO Tena YenoBeKa v XUBOTHbIX, U JOCTVKEHVE KaKoii-1nbo n3 ero
OCHOBHbIX Liefieli He OCYyLLeCTBASETCA NOCPeACTBOM XMMUYECKOTO BO3AENCTBISA B UM Ha Tene YesloBeka UM XUBOTHOTO
1 He 3aBWUCUT OT ero metabonusauumn».

MporpammMHoe obecneyeHune, «cogepxalleecs» B MeAULMHCKOM npubope, BKIOYas MMeIoLeecs Ha pblHke npo-
rpaMmHoe obecrneuyeHvie, UCMosb3yemMoe B MeAMLMHCKMX Npubopax, OXBaTbiBAETCA AAHHbIMW CPeLCTBamy KOHTPONS
[52]. [53]. «PykoBOACTBO MO O6LWM MPUHLMNAM aTTecTauum NporpamMMHOro obecneyenus» [54] otTHocuTCes K

- MporpaMmMHOMy 06ecrneyeHuio, UCMo/b3yeMOMYy B KaYeCTBE KOMMOHEHTa, YacTu WM akceccyapa MeAULMHCKOTo
npuéopa:

- MporpaMMHOMy obecneyeHuio, KOTOpoe camo Mo cebe ABMAETCA MeAULMHCKUM NpM6opom (Hanpumep, npo-
rpaMMHoe obecrneyeHne AN onpefeneHns rpynnbl KPoBw);

- MporpamMHOMy O6ecrneyeHunto, NCMob3yeMoMy Mpu NPou3BOACTBE Npubopa (Hanpumep, KOHTPOsIepsb! C Mpo-
rpamMMupyemMoii Norvkoil B NPOM3BOACTBEHHOM 060pyA0BaHUM):

- NporpamMMHOMY O6eCcrneyeHnio, UCMosb3yeMoMy Npy peannsaumm CUCTeMbl KavyecTBa y U3roToBuTesns npubopa
(Hanpumep, nporpamMHOe o6ecneyeHvie, pernucTpupyollee 1 nogaepxusaloliee BefeHne UCTopun npuéopa).

Takum 06pasoM, MOXHO CUMTaTb, YTO CPeACTBa KOHTPO/SA MEAULMHCKMX NMPUOOPOB NMPUMEHSIOTCA K NporpaMmmHo-
My obecneyeHunto B COOTBETCTBUM C NPUBEAEHHbIM Bbille onpeaesieHneM.

HescHbIM OcTaeTcs BOMPOC, KakoB MporpammHoe obecrneyeHne camo no cebe ABnseTCA MeAULMHCKUM npubo-
pom. lMoHATHO, YTO NporpaMMmHoe obecrneuyeHue, nognajatollee nog onpegesieHne MeAuLMHCKOro npubopa, TakoBbIM
aBnsetca. OfHaKko nporpaMMmHble MPOAYKTbI ANA cepbl 3[4paBOOXPaHEHNS B KOHTEKCTE HaCTOALero craHgapra no
CYLLECTBY He MOryT ObITb OMMCaHbl KaK «MHCTPYMEHT, annapart, NpucnocobsieHre, MallHa, MexaHmyeckoe npucnocobne-
HVe. NMMaHTaT, 1abopaTopHbIi PeakTB UMK MHOV NOJOGHbIN 06BEKT, BKIOYAas COCTaBHbIE YacTU, UM akceccyap». C
[Ipyroii CTOpOHbI, NporpaMmMHoe obecnevyeHvie MOXeT 06nafate O4HOW M3 QOYHKLMIA, ykasaHHbIX B OnpeAeneHnn meau-
LIMHCKOTO nNpubopa, Hanpuvep «npefHasHavyaeTcsa A1 UCNonb30BaHWA NPU AMarHoCTUKe 3aboneBaHus wnu Apyrux
coCTOAHUIA». M3yyeHne «Kopos nsgenuin» FDA/CHRA 1 obnactv npumeHeHus «Knaccudpmkauuy npuoopos» He paet
oTBeTa Ha AaHHblii Bompoc. He3aBMCUMMO OT TOrO, MOXET UM HET MporpaMMHoe obecrneyeHre, OTHOCSILLEEeCs K KaTero-
puM NporpaMMmHbIX NPOAYKTOB ANsi Cpepbl 34paBOOXPaHEHNsl, ObiTb ONMUCAHO Kak MeAULMHCKUI Npubop, npakTuyecku
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OYeHb HeboNbLUas YacTb NPOrpamMMHbIX NPOAYKTOB AN chepbl 34paBoOXpaHeHUs B KOHTEKCTE HacTOSLLEero ctaHgapTa
MOXET pery/impoBaThbCa Kak MeAuLMHCKMIA npueop.

OfHaKO Lefbio U3yyeHns npasun Ana MeguLUHCKUX NpubopoB ABNSETCA ONpefenieHne Toro, CylwecTByeT Nn Ka-
Koe-nn6o nporpaMmmHoe obecrneveHne, OTHOCALLEeecs K MeaLMHCKUM NpubopaMm, Ha KOTOpoe pacnpoCcTPaHaTCsA COooT-
BETCTBYIOLLME PYKOBOACTBA U CPeLCTBA KOHTPO/ISA, KOTOPblE MOXHO 6bIN10 6bl NPUMEHUTL B OTHOLLEHWWN HEKOHTPOAUpYye-
MOrO NPOrpamMMHOro o6ecneyeHns, To eCTb NPOrpamMMHbIX NPOAYKTOB A/151 cdhepbl 3apaBooxpaHeHus. B CLUA cywecTsy-
eT Takoe PYKOBOACTBO W CpefcTBa KOHTPONSA, KOTOpble MOryT 6biTb PacCMOTPEHbI C 3TOW TOYKU 3peHus (Hanpumep,
cm. B.3).

Cuctema knaccudmkaumm meguumHekux npubéopos CLUA, HECMOTPS Ha HEKOTOpble pasnnumns, B OCHOBHOM, COOT-
BETCTBYeT cucTteme, npumeHsiemoin B EC, AscTpanuu, KaHage u GHTF. no kpaiiHeii mepe, B KOHTEKCTE HacTosLLero
cTaHgapta. OfgHako pekomeHgauumn FDA, oTHocsLWwmecs K NporpaMMHOMY 06ecrneyeHnto, cogepxallemMycs B MeauLmHe-
kux npubopax (cm. (52)}. npegycmartpvBaloT cucTeMy knaccudmkaumm Takoro NnporpaMmmHOro obecneyeHnss B COOTBET-
CTBWW C PUCKOM UM «ypOBHEM GecnokoicTBax. [laHHas knaccudmkaums paccMoTpeHa Hke B pasgene B.3 B oTHoLle-
HUM NPOrpaMMHbIX MPOAYKTOB A1A chepbl 34paBOOXpaHEHUS.

A.3 Pabouas rpynna no rno6anbHoi rapmoHumsaymmn (GHTF)

B GHTF BxogsAT npeAcTaBnTeNM HaLMOHaIbHbIX PErYIMPYIOLLMX OPraHOB N0 MeAULMHCKMM Npubopam 1 NPOMbILL-
neHHocTW. HasHauyeHvem GHTF aBnseTca nogaepxka conmkeHns B 06nactu perynvposaHus, obecneuvsaioLLero 6e3o-
NacHOCTb. 3)PEKTUBHOCTb, NPON3BOANTENIbHOCTb 1 Ka4eCTBO MeAULMHCKMX NprbopoB. Yepes cBoun NsTb paboumx rpynn,
GHTF ny6nukyeT pykoBoAsLLME MaTeprasibl, YHaCTb KOTOPbIX MMEET OTHOLLEHWE K HAacTosLLeMy CTaHAapTy.

GHTF «rapmoHusupoBasia» onpeaefieHne MeAvLyHCKOro npuéopa crefyowmm obpasom [8]:

«lMoa MeanUMHCKMM NpubopoM nogpasymeBaeTcs N60M MHCTPYMEHT, annapar, npucnocobriieHve, malumHa,
VMMANaHTaT, nabopaTopHbIii peareHT wav kanmbparop, nporpaMMHoe o6ecreveHne, Matepvan uan Apyroii Nogo6HbINR
VN POACTBEHHbIV 06bEKT:

a) npeAHasHayYeHHbIli U3roToBUTENEM A/1S UCNOMb30BaHNA aBTOHOMHO WM B KOMGMHALMM C APYrMMU 0GbeKTamm
Ha NoAsaX ANA OLHON UM HECKONBbKMX U3 CNIeAYIoLLMX KOHKPETHbIX Lenei:

- AMarHocTuka, NpodnnakTka, MOHUTOPUHT, NleYeHne nnn obnerdyeHne 3aboneBaHus:

- AMarHocTuKa, MOHUTOPUHT, NeyeHve, obneryeHne nnm KomneHcaums TpasMbl:

- uccnefosaHve, 3ameHa, MoaudvKaumsa uav nogaepkka aHatoMu uan dm3nonormyeckoro npouecca:

- MOMOLLb UK NOAAEPXAHNE XN3HW;

- KOHTPO/1b ON/IOL0TBOPEHNS;

- fe3nHdeKuns MeauLMHCKMX NpMGopos;

- npepgocTasfieHve MHopMaumMn B MEAULMHCKUX UM AUNArHOCTUYECKUX LieNsX NocpefcTBOM nabopaTopHOro
nceneoBaHus:

- uccnefosaHvie nNpob, B3SATbIX U3 Tena Yenoseka:

b) He peann3yloLLWii CBOEro OCHOBHOTO Ha3HaYeHUs B UK Ha Tesne YesioBeka NocpefCcTBOM hapMakoormyeckux,
UMMYHOIOTMYECKMX NN MeTaboIMyecknx CpeicTs, HO KOTOPOMY NOAO6HbIE CpeAcTBa MOrYyT NMOMOraTb peasim3oBbiBaTh
ero yHKLMIo».

JaHHoe onpefeneHne CyLLecTBEHHO OT/IMYaeTca OT onpegeneHunid, NpuHaToix B EC. ABcTpanuun. Kavage n CLLA. B
TOM. YTO «MporpaMMHOe oGecrneyeHre» B HeM onpefesieHo Kak MeAuLMHCKWIA npubop, a He kak Heobxoaumoe Ans
NpUMeHeHNs MeANLMHCKOro npubopa unn siBnsaoLlweecs ero AononHeHnem. OgHako AaHHoe onpejenieHne oxearbiBaeT
nporpaMmmHoe obecrneyeHne, peannsytoLllee TobKO ykasaHHble qiyHKLMW. MOHATHO, YTO MHOrVie MporpaMmHble NPoAYK-
Tbl 4NA chepbl 34paBoOXpPaHeHns BbIXOAAT 3a paMku peanusaumn faHHbIX QYHKUMA U NO3TOMY He OyayT OXBaueHbl
[aHHbIM onpefeneHveM. TeM He MeHee, HEKOTOpble U3 HUX ByAyT eMy COOTBETCTBOBATb, HanpuMep «nporpaMmmHoe
obecneyeHvie AN AMarHOCTUKN 3aboneBaHuii».

GHTF paspa6oTana AokyMeHT «[MpuHUMNbI knaccudpmkaumm MeauuuHCKX npnbopos» [55]. B kKOTOPOM npeasio-
XEHO pasfeneHvie MeAuLMHCKUX NpUMbopoB Ha YeTbipe knacca. EAWHCTBEHHOW SABHON CCbINKOM Ha NporpaMMHOe o6ec-
neyeHne B HeM ABASETCA Cneaylowmii absau,

«X0TA 60nblUas YacTb NPOrpaMMHOro obecneyeHnss BCTPOEHa HenocpeACcTBEHHO B MeAWUMHCKME Npubopsl, Cy-
LeCTBYeT 1 aBTOHOMHOE MporpamMMHoe obecneyeHve. pu ycnosun, YTO Takoe aBTOHOMHOE MporpammMHoe obecneve-
HMe OTHOCUTCSt K 0611aCTW NPUMEHEHUS onpefeneHust «MefULMHCKOro npubopa», ero cnegyeT knaccuuumpoBaTb
cnegyrowm obpasom:

- ecnun nporpaMmHoe obecnedeHve obecneyvBaeT WAN BAUSET Ha UCMNOMb30BaHWE OTAENbHOr0 MeAWLMHCKOro
npnbopa, TO OHO OTHOCUTCSI K TOMY Xe K/1accy, 4To 1 cam npmbop;

- ec/iM NporpamMmMHoe obecrneyeHve ABNSETCA He3aBUCHMbIM OT Kakoro-imbo mMeauumMHCKOro npuéopa, TO OHO
KnaccupuumpyeTcsi camo rno cebe B COOTBETCTBUW C Npasuiamu, U3N0XeHHbIMU B pasgene 8».

OpHako B 16 npaBunax, U3NoXeHHbIX B pasgene 8 ykazaHHOro AoKyMeHTa, NporpaMmmHoe obecrneyeHne He ynomu-
HaeTca HM B camMux MpaBuiax, HW B Npumepax. XoTs AaHHble MpaBuia OCHOBaHbl Ha PUCKe, KOTOPbIA MeAVLMHCKWIA
npubop MoXeT NpeAcTaBNATb ANA NauMeHTa, PUCK He onpeaenseTca B TepMUHax NOCNeACTBUiA; Tak, Npyu nccnegosaHum
NOBPEXAEHNSI Cepbe3HOCTb MOCNEeACTBUIA onpeaenseTcs, Hanpumep, TeM. SBASETCA /M NPpU6GOP MPOHMKAOWMM Un
HeT. B 3TOM cMbICne gaHHas knaccudmkaums coBnagaeTt ¢ cuctemamu knaccudumkaumm, npuHaTeiMm B EC. ABCTpanuu.
KaHage n CLUA.
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MpunoxeHve B
(cnpaBouHoe)

AHanus npouefyp knaccuukaymnmn

MpnmeyaHune — HacToAwwmit 0630p NpejHasHaveH ToNbKO A4N1A Leneil HacTosLLero ctaHaapTa, 3arTparvsas 1
pestoMUpys TObKO BOMPOCHI, UMElOLLME K HEMY OTHOLLeHWe. OH He A0/KeH UCMO/b30BaTbCA B KAYECTBE MOJIHOTO PyKO-
BO/CTBA B KAKOM-/IM60 OTHOLLEHWUW U NS KaKoW-Nn6o Lenm (B cnydae Heo6xoanMocTH, cnedyeT 06paTuTbCs K UCXOAHBIM
[OKyMeHTaM W KOMMETEHTHbIM HauYOHa/IbHbIM OpraHam).

B.1 Knaccudumkaumm megmumHcknx npuéopos B EC. Asctpanuun. KaHage n GHTF

HecmoTpsA Ha HeKoTOopble pas/inums, CUCTEMbI Knaccudhukaumm MefuuuHCKux npuéopos B EC. ABcTpanuu n Kaxa-
[le. B OCHOBHOM, CXOXW. B kauecTBe WNMIOCTpaLnn HKe U3/I0XKEHA CYLLHOCTb KnaccugukaLmy MeauLmuHCKux npubopos
B EC. 3avmcTBOBaHHas 13 [56].

Mpasuna EC npeactaBneHbl B NPUIOXeHUN IX ANPeKTUBbI N0 MeauumMHCckum cpeacteam 93/42/EEC [19]. LaHHas
[MpeKTMBa 0XBaTbIBAET LUMPOKUIA CNEKTP 13Aeunii, HaumHasa oT 6aHJaxeil NepBoli MOMOLLUM U «XOfAYHKOB» [0 CKaHepoB
KOMMbIOTEPHOI TOMOrpadn U HeakTUBHbIX UMMNIAHTaTOB. MeauuUMHCKMe Npubopbl, OXBaTbiBaeMble [AaHHON ANPeKTU-
BOIi. pasgeneHbl Ha 4 knacca cneayoLmm o6pasom:

- Knacc I: B 06Lem cMmbiC/ie NPeAcTaBNeHHbIV Kak KNacc HU3KOro YpoBHS prcKa:

- Knacc Ha: B 06LLem CMbiC/ie NPeAcTaBNeHHbI Kak knacc CpefHero ypoBHA pucka;

- knacc b B 06LeM CMbIC/1e NPeACTaBEHHbIV Kak KNnacc CpefiHero ypoBHsA pucka;

- knacc Ill; B 06Llem cmbicne NpeAcTaB/IeHHbIN Kak Knacc BbICOKOTrO YPOBHS pricka.

Paznnune mexay knaccamm OCHOBbLIBAETCA Ha Bbl6ope AOCTYMHbIX Npoueayp OLEHKM COOTBETCTBUA.

Yka3aHHOe MpUIOXKEHNEe HaunHaeTCs ¢ pafa onpegesnieHunii (MHBasuBHbIN, aKTWBHBbIMA, AOMrOCPOYUHBIA U T.0.). YTO-
6bl MUHUMU3NPOBATL JIH0OYI0 BO3MOXHYIO HEOAHO3HAYHOCTL. [lanee npuBefeH Psf, UCMOTHUTESIbHBLIX Npasusl, OCHOBaH-
HbIX Ha 6@30BbIX NpUHUMNAX, Hanpumep: «Ecau K Nprubopy MOXHO NPUMEHWUTL 60/1EB OAHOrO Npasuna, To OH Knaccudgu-
LmpyeTca no Hambonee CTPOroMy 13 HUX».

MpaBuna npeacTaBnaoT coboii Habop 06LLMX DOPMYINPOBOK, CBA3AHHbLIX C CUTYaumaMK, yHKLUaMK, obpabdaTbl-
BaEMbIMV YacTAMU TeNa, CBOWCTBAMM U T.M., HO HE C MepeyHeM U3gennii, KOTopbIi bl TpeboBa MOCTOSAHHOrO O6GHOBIIE-
HUA.

CyLLeCTBYIOT 4 rpynmbl Npasu:

- npasuna 1 — 4: HenHBa3NBHbIE NPUOOPBI;

- npasuna 5 — 8: uHBa3MBHbIE NPUGOPbI;

- npasuna 9 — 12: AONONHUTENbHbIE NpaBuUia /1 aKTUBHbLIX NPU6OPOB;

- mpasuna 13 — 18: pasnnuHble Npasunia NS U3AENuid, KOTopble 3ac/yXuBaloT OTHECEHWS K 6o/ee BbICOKOI
KnaccuuKaummn, Yem Ta. K KOTOPOi OHW MOTYT 6bITb NPUNUCaHbL.

XOTS Lenblo HacTosILLero cTaHjapTa He siBseTcss NoApo6bHOe PacCMOTPEHWe BCeX 3TUX Mpasusl, OHU ABHO He
npefHa3HaueHbl 419 NPorpaMMHbIX MPOAYKTOB A/151 Chepb! 34paBOOXPAHEHNS U He MOTYT BbITb NPUMEHEHbI K HUM. Ecnn
)X€ OHW BblNV NPUMEHEHBI, TO BCe MPOrpamMmMHble NPOAYKTbI AN cdepbl 34paBoOOXpaHeHNs 6blan Hbl OTHECEHBI K Knaccy
|, «<HU3KOTO YPOBHS prCKa». MOHATHO, YTO TaKON NOAXOM, HE FrOANTCA.

Mpoueaypb! knaccudmkaumn B Asctpanuu [57] n Kanage [49] SBNAOTCA HENOAXOAALMMM NO TEM Xe NpuyMHaM.
To e MOXHO cka3aTb 1 0 GHTF [55].

B.2 Knaccundmkauma meguunHcknx npuéopos B CLUA

Mpouegaypa knaccudukauyum B CLLA ocHoBaHa Ha 60/1ee LLIMPOKOM ONpeAeneHun pucka, HeXenmn «HU3Knii», «cpef-
HWiA» 1 «BbICOKWIA». Hanpumep, K knaccy lll oTHeceHbl NpPMGOpPbI, KOTOPble «NOAAEPKMBAIOT UM 3ALLMLLAIOT XN3Hb 1
MMEIOT CYLLECTBEHHOE 3HayeHue [15 NpefoTBpalleHns yXyAlWeHns 340p0Bbs YesioBeka UK NpefcTaBsoT BbICOKUI
noTeHUManbHbIA puck 3aboneBaHWs UM TpaBMbl». TEM He MeHee, npouefypa knaccuukauum, BkAYas AOKYMEHT
«Knaccndvkauusa npubopos B CLUA», He mpeAcTasfiseTcs nNoAxoAsuleli 41 NMporpaMMHbIX NMPOAYKTOB A1s cdiepsl
3/1paBOOXPAHEHMNs MO TEM Xe MpUUMHaM, YTO U CUCTEMbI, UCnoMb3yemble B ABcTpanun. KaHage un EC.

B.3 PykoBO/CTBO YNpaB/ieH!s N0 KOHTPOJII0 3a NpoAyKTamu nutaHusa u nekapcrsamu CLUA no knaccuduka-
LM nporpamMmmHoro obecneyeHms

Ynpas/ieHue rno KOHTPOsIo 3a NpogyKTamu nutaHusa n nekapctsamu CLUA (nanee — FDA) BbinyCcTUI0 pyKOBOACTBO
no nporpaMMHOMY O6ecrneyeHuio, 0XBaTbiBaEMOMY CpPeACcTBamMu KOHTPOAS MeAULMHCKUX Npu6opos. OHO COAEepXUT
marepuasibl, CyLLLeCTBEHHbIE 151 HACTOALLEro cTaHgapTa.

«PyKoBO/JCTBO MO COAEPXaHWIo NpeanpoAaKHbIX JOKYMEHTOB /11 NPOrpaMMHOro obecneyeHusi, cogepxallero-
cA B MeULMHCKUX npubopax» [9] onpefenseT knaccudukalmio Takoro NnporpaMMHOro obecrneyeHns Ha OCHOBE «ypPOB-
HSl 3HAUMMOCTMW», KOTOPbIA OHO NpecTaB/AeT A5 NaUuMeHToB UK onepaTopos. CyLHOCTb U AEeTa/lbHOCTb NPeAnpoaax-
HOIi fOKYMEHTaLMK TakKe COOTHECEHb! C YPOBHEM 3HAUYVMMOCTU. YPOBEHb 3HAUYMMOCTN «OCHOBBLIBAETCS Ha OLIeHKe cepb-
e3HOCTV BpeAa, KOTOpblii Nprbop MOXET MPUYMHUTL, HEMOCPEefCTBEHHO WM KOCBEHHO, NaUMeHTY Wu onepatopy B
pe3ynbTate c60eB B paboTe npubopa, OLMOOK NPOEKTUPOBAHWA MU NMPOCTO NPUMEHEHUs npubopa no ero NPsMomy
HasHauyeHuio». B PykoBOACTBE Bblfe/ieHbl TPU YPOBHSA 3HAUMMOCTU:
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- BbICOKMIA: ecnn c60i 1M CKpbITble OLUIMOKM MPOEKTUPOBaHUSA MOTYT NPMBECTW HENOCPEACTBEHHO K IETa/IbHOMY
NCX0AY WM HaHECEHWI0 Cepbe3HOoro Bpefa ANs nauyeHTa uan onepaTopa; ypoBeHb 3HaUYMMOCTU Takke onpefensercs
KaK BbICOKMIA, eC/in C60ii 1M CKPbITble OLIMOKN MOTYT KOCBEHHO NPUBECTU K SIeTa/IbHOMY UCXOAY WM HAHECEHMIO Cepbes-
HOro Bpefa AN nauueHTa uam oneparopa BCNEACTBUE UCKXKEHUS UM 3afepXKkn MHopMalum, nnbo feiicTeuii megu-
LIMHCKOTO paboTHUKA;

- cpefHunit: ecnu c6oi MK CKPbITble OLIMOKM NPOEKTUPOBAHUA MOTYT NPUBECTU HENOCPEACTBEHHO K HaHECeHUo
He3HauuTeNlbHOro BpeAa A4/1A nalveHTa uam oneparTopa: YpoBeHb 3HaYMMOCTY Takke onpeaensieTcsl Kak CpefHuii, ecnm
c60li UK CKPbITbIE OLUMGKVA MOTYT KOCBEHHO NMPMBECTU K HAHECEHWIO He3HaUUTeNIbHOro BpeAa A4/1s nauveHTa wunv onepa-
Topa BC/EACTBME VCKAXEHNS WK 3afepXKkn nHpopmaumn, 1nbo AeiicTBUl MeJULMHCKOTO PaboTHIKA;

- HU3KMIA: ecny c60i UK CKPbITblE OLUMGKM NPOEKTUPOBAHWS He MOTYT NPUBECTU K HAHECEHMIO Kakoro-nnbo epefa
[NA nauveHTa UM oneparopa.

CepbesHblil Bpef onpejeneH kak TpaBMa uav 3abosnieBaHue, KOTOpoe:

- YIPOXAET XU3HU:

- NPUBOAMT K YCTORUMBOMY YXYALLEHWNIO PYHKLMI OpraHn3Ma Uam K yCToN41BOMY NMOBPEXAEHUIO CTPYKTYPbl OpraHus-
ma:

- TpebyeT MeAMLMHCKOTO WM XMPYpPruvyeckoro BMellaTenbCTBa A1 NpefoTBpalleHns YCTOUMBOro yxyaleHus
thyHKUMIA opraHn3Ma unn ycToiiuMBOro NoBpeXAeHNst CTPYKTYpbl OpraHn3ma.

TepMUH «yCTONUMBBIV» OnNpefenieH kak «HeobpaTumoe yxyAlleHne Wi noBpexAeHne CTPYKTYpbl UK (PYHKLMIA
opraHusMa, 3a UCK/IIOUYEHNEM He3HauMTe IbHbIX YXYALIEHWA U NOBPEXAeHWI».

HesHauuTenbHbll Bpeq onpefeneH Kak Bped, KOTOPbIM He nognagaeT noj onpejeneHne cepbesHoro Bpeja.

Ocoboe 3HayeHNe NMeeT peKoMeHAaLus, B COOTBETCTBUM C KOTOPOI YPOBEHb 3HAUMMOCTU OLEeHUBaEeTCA «[o
CHWXKEHWSI ONacHOCTU», T.e. NpU6op, codepxalluii nporpaMMHoe obecneyeHve, JO/MKEeH OLeHBaTbCcs 6e3 yyeTa npu-
HATBIX MEP MO CHWKEHNIO OMacHOCTW.

[aHHasa pekomeHfauusa Hallia cBoe OoTpaxeHue B pykosoacTse FDA no 1crnosb3oBaHuio NPUCYTCTBYHOLLETO Ha
PbIHKe MPOrpamMHOro obecrneyeHnst B MeAULMHCKMX npubopax [10]. B KOTOPOM NpuBefeHa crefylolias TouKa 3peHust
LleHTpa no npmbopam u pagmonornyeckoli 6esonacHoctu (ganee — CDRH) FDA.

«[MoCKOMbKY OLIEHWUTb PUCKV [/11 OMAcHOCTel, CBSA3aHHbIX C MPOrpaMMHbIM 06ecrneyeHnemM, Ha OCHOBaHUM YacTo-
Tbl c60EB MPOrpaMmMHOro obecneyeHns 4ocTaToyHo TpyaHo. CDRH npuuen K BbiBOAY, YTO ynpasieHne TeXHUYeCKMMU
puckamu 418 NporpamMmMHoOro obecrneyeHns MeauLMHCKUX NPr6opoB A0/HKHO (DOKYCUPOBAaTLCA Ha CEePbe3HOCTU Bpesa,
KOTOpbI/i MOXET 6bITb HaHeCceH B pe3y/ibTaTe c605 NMPOrpaMMHOro obecrneyeHus. AHaiM3 onacHocTell onpegensercs
KaK naeHTuhuKauys onacHoCTel 1 BbI3bIBAOLLMX UX NPUYMH [67]. OCcHOBbIBaACL Ha ONpeAeNieHNaX aHam3a PUCKOB U3
[36J 1 [68]. MOXHO cka3aTb, YTO aHa/M3 OMacHOCTENR, Mo CyTW, ABNSETCA NOAMHOXECTBOM aHan3a PUCKOB; MOCKObKY
aHa/IM3 PUCKOB AJ1 NPOrPaMMHOro o6ecreyeHnsi He MOXET OCHOBbLIBATLCA Ha BEPOSATHOCTU WHLUMAEHTa, TO peasibHas
hyHKLMSA aHanm3a pUCKoB A1 NPOrpamMmMHOro obecneyeHnss MoxeT 6biTb CBeAeHa K hyHKLUM aHanm3a onacHocTein. C
TEXHWNYECKOI TOUKW 3pEHUS, NCMOb30BaHMe N060ro N3 TEPMUHOB - «aHan3 PUCKOB» UM «aHa/In3 OnacHoCTel» ABns-
eTcsl ymecTHbIM. OgHako CDRH npuHAN pelueHne npuMeHsiTb TEPMUH «aHasn3 onacHocTel», 4Tobbl NogYepKHYTb Mo-
JIOXXEHWE. YTO pacyeT prCKa Ha OCHOBAaHUK YacTOTbl CH0EB NPOrpaMMHOro O6eCneyeHs, Kak Npasuio, He NpaBoMepeH,
1 No3ToMy 60/51€ee yMeCTHO ynpas/siTb pUCKaMyi CO CTOPOHbI MPOrPaMMHOr0 o6ecneyveHnst Ha OCHOBaHUM Cepbe3HOCTU
Bpefa, a He Ha OCHOBaHUW YacTOTbl CO0EB MPOrPaMMHOrO 06eCrneyeHNs».

PyKoBOACTBO MO NPUCYTCTBYIOLLEMY Ha PbIHKE NPOrpamMMHOMY o6ecneyveHnto Takke npegnaraeTt knaccudukaumio,
OCHOBaHHYI0 Ha «ypOBHE 3HAUYMMOCTV», MO CYLLECTBY, C aHaIOrMYHLIMN ONpeAeneHnamm.

[JanHble pykoBogsLve fokyMeHTbl FDA onpefensitoT BO3MOXHbIE MOAXO/bl K MPOrpamMMHbIM NpoAyKTam Ans cge-
pbl 34paBooxpaHeHns. OfHako cieflyeT OTMETUTb, YTO B PYKOBOACTBE M0 NPOrpamMMHOMY 06ecneyeHuto A8 MeauLuHe-
KX NPM6OPOB OTMEYEHO, YTO PYKOBOACTBO MO «YPOBHIO 3HAYMMOCTM» NPUMEHVMO TOMLKO K NPeAnpoAakHbIM AOKYMEH-
TaM. N «He OTHOCWTCS K Knaccudmkaumm npmbopos (knaccam |, Il. wam 1Il) nan HenocpeAcTBEHHO K aHa/IM3y onacHocTel
W PUCKOB».

B.4 Knaccudpukauns MCO/CEH nporpamMMHbIX NPOAYKTOB ANA chepbl 34paBoOOXpaHeHns

NCO u CEH. uepes cBou TexHuyeckne komuTeTbl N0 uHdopmaTusauum 3goposbs NCO/TK 215 n CEH/TK 251
ony6/IMKOBa/IM WAEHTUYHbIE TEXHUYECKMUEe creunduKaymm no knaccudmkalum puckos A 6e30nacHOCTV 0T MeaULMHC-
KOro nporpamMmHoro obecneyenus [11]. [12]. laHHble TexHUYeckve cneumdmkalum obecrneymsaloT cpeacTea A4S Wmpo-
KOTO CKPUHMHIa NPOrpaMmmMHbIX NPOAYKTOB A/15 chepbl 34paBooXpaHeHuns, C TemM YTOBbI KlaccutmnLmpoBaTtk UX B COOTBET-
CTBUW C PUCKOM, KOTOPbI/ OHW MOryT MpeAcTaBNAaTb 418 naumeHToB. OfHUM 13 npegnonaraeMbix NpUMeHeHui AaHHO
Knaccudmkauumn siBNsieTcsl ee UCMo/b30BaHWe B KayecTBe OCHOBbLI [/151 ONpefeNieHnst CPeACTB KOHTPOSA Ha CTagusx
NPOEKTUPOBAHMS 1 NPOU3BOACTBA, COOTBETCTBYHOLLMX PUCKY.

B TexHuueckux cneuyudmkalysax onpegesneHbl NATb KNaccoB PUCcKa, OCHOBAHHbIX Ha «MOCMeACTBUAX» A/1 NaLneH-
Ta. ec/n B NPOrpaMMHOM MpoAykTe Ans cdiepbl 34paBoOXpaHeHVss npousoLlen c6oli UM oH cTan NpUYnHOi Hebnaro-
NPUATHOTO COBBLITUA, N «BEPOSATHOCTU» TOTO, YTO «MOCNEACTBME» MOXET UMETb MECTO B «[0CTaTOYHO NpejckKasyembixX
06CTOATENbCTBAaX>.

MocneacTena pas3fensioT Ha NATb KaTeropuii:

- KaTacTpodmyeckme;

- cepbesHble;

- 3HaUUTE/IbHbIE;
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- YMepeHHble:
- He3HauuTeslbHble.
OnuncaHne 3aTux kateropuii npuBegeHo B Tabnuue B.1.

Tab6bnuuya Bl

WHTepnpeTauns

KaTteropusa
Yucno
Mocnepacteue cnyuaes
KatacTtpodmueckne JNeTanbHbliA Ucxop, MHoxecTBO
YcToiiumBas Hefleecnoco6HOCTb 1 N1lo6oe CoCcTosHME, NPY KOTOPOM NpPo-
rHO3MpYyeTCA NeTasbHbIli UCX0[ UK YCTONUMBasA HEAEeecnoCOBHOCTb; cepb-
e3Han TpaBMa WM HefeecnocobHOCTb, MOCNEACTBUSA KOTOpPON He 6yayT
npeogoneHsl B 6nvxalilee Bpems MHoxecTBO
CepbesHble JleTanbHbIN UCXopq, EavHnYHbIE
YcToiiumBas HefeecnocobHOCTb 1 toboe CoCcTosHME, NPY KOTOPOM Mpo-
rHO3UpYeTCs NeTasibHbI UCX04 UK YCTONYMBAsA HEAEEeCNOCOBHOCTb: Cepb-
e3Haa TpaBMa WM Hefeecrnoco6HOCTb, MOCNeACTBUSA KOTOpPO He 6yayT
npeogoneHsl B 6nvxalillee Bpems EguHnyHbIE
CepbesHas TpaBMa WM HefeecnocobHOCTb, BOCCTAHOB/IEHWE nocne
KOTOPOW oxupaetca B 6amxalillee BpeMs MHoxecTBO
CepbesHas ncuxonornyeckas tpasma MHoOXecTBO
3HaunTenbHble CepbesHas TpaBMa UM HefeecrnocobHOCTb, BOCCTAHOBMEHME nocne
KOTOpOIi OXnaaeTcs B 6mxaliliee Bpemsi EavHnyHbIe
CepbesHas ncuxonornyeckas tpasma EavHnyHbIe
HesHaunTenbHaa TpaBmMa WM TpaBMbl, BOCCTAHOB/IEHNE MOC/E KOTO-
pbIX He oxuaaeTca B 6nvkaiiee Bpems MHoxecTBO
YMepeHHasa ncuxonormyeckas Tpasma MHoOXecTBO
YMepeHHble HesHaunTenbHas TpaBma WM TpasBMbl, BOCCTAHOB/IEHWE NOCNE KOTO-
pbIX He oxungaeTcs B 6nmkaiillee Bpems EavHnyHbIe
YMepeHHan ncuxonormyeckas Tpasma EAnHnYHbIE
HesHaunTenbHas TpaBma, BOCCTAHOB/IEHWE NOC/e KOTOPOIi OXuaaeTcs
B 6nnxaiiee Bpems MHOXecTBO
He3HaunTenbHOe NCUXOM0rMYecKoe PaccTpoiicTBO; 6EeCnOKONCTBO MHoXecTBO
HesHauuTenbHble HesHaunTenbHas TpaBMa, BOCCTAHOB/IEHWE NOC/e KOTOPOl OXUAaeTcs
B Gnunxalillee BpeMs; He3HauMTelbHOE MCUMXO/I0rMYeckoe pPaccTpoiicTBO;
6ecnokoiicTBO; /It06ble HECYLLECTBEHHbIE NOC/EACTBUA EAvHWYHbIE
BblaensoT NATb KaTeropuii BEPOATHOCTU BO3HWKHOBEHWS NOCNEACTBUNA:
- OYEHb BbICOKas:
- BblCOKas;
- cpefHas:
- Hu3Kas;
- OYEHb HU3Kas.
OnucaHune aTUX KaTeropuin npueegeHo B Tabnuue B.2.
Ta6nuya B2
BepoaTHOCTb OnucaHune
OueHb BblCOKast 06s53aTeNIbHO UM NOYTY 0653aTeNbHO; 6ONbLIAA BEPOATHOCTb, YTO COOLITME NPOU30AAET
Bblcokasi He o6s3aTeflbHO, HO BeCbMa BO3MOXHO: OXWAAETCA, YTO CObObITMe Npon3oiifeT B 60/b-
LUMHCTBE CNy4YaeB
CpepHss BO3MOXHO; ecTb BEPOATHOCTb, YTO COGbLITVE NPOM30AaET
Huskas Co6bITe MOXeT MPOoM30iTU, HO B GOMBLUMHCTBE C/lyYaeB He MPoM3oiaeT
OueHb Hu3kas He3HaunTenbHaa uan NpakTUYeckn HesHauuTesbHas BEPOSTHOCTb COObITUA
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HakoHell, «knacchl pucka», Ha KOTOpble NoApasAenstoT NpoayKThl, NpeAcTaBeHbl B Tabnvue B.3.
Ta6nuya B3

MocnepacTBua

BepoaTHOCTb
KaTtacTtpodunueckue Cepbe3Hble 3HauyuTenbHble YmepeHHble HesHauynTenbHble
OueHb BbicoKas A A B B C
Bbicokas A B B C C
CpefHan B B C D D
Huskas B C D D E
OueHb Huskas C C D E E

Knacc A cooTBeTCTBYeT HauBbICLLEMY NOTEHLMa/IbHOMY PUCKY, a Knacc E — camomy HU3Komy.

BaxHbIMX ABNAIOTCA NPUBELEHHbIE HMXE TpeboBaHus.

«[Mpy naeHTUMKaLMN ONacHOCTeN, KOTopble NPOrpamMMHbIA MPOAYKT UM TUN NPOrpaMMHbIX NPOAYKTOB A/1A cde-
pbl 34paBOOXPaHEHNsT MOXET NPeACTaBATh 415 NaLMeHTa, ONacHOCTb He [o/MKHA O0T6packiBaTbCs NPOCTO W3-3a Npef-
MOJIOKEHUA. YTO NPOAYKT pa3paboTaH TakMM 06pa3oM, YTO He CyLlecTByeT O6CTOATENIbCTB, MPU KOTOPbIX BO3MOXHO
BO3HWKHOBEHME OMacHOCTW BCNeACTBUE CBOWCTB KOHKPETHOrO NPOrpaMMHOro NpoAykTa Wian npoekTa, No KOTOPOMY OH
co3fasasicsl. BoamoxHOCTb Bpeda (0MacHOCTU), KOTOPbI MOXET HaHecTV NporpaMMHbIi MPOAYKT, [O/MKHA ObITb onpe-
[eneHa. kak ecnu 6bl COOTBETCTBYIOLLMX CBONCTB NPOEKTa UM CPEACTB KOHTPO/IS He CYLLIeCTBOBASIO MW OHU paboTasm Obl
Henpasw/bHO.

Mpun ngeHTUdMKaLMM onacHocTeld, KOTopble NPOrpamMmMHbIA NPOAYKT 415 cdepbl 34paBOOXPaHEHUS MOXET npef-
CTaBNATb A1 NaUWeHTa, He3aB1CMMO OT TOro, CBA3aHbl /I OHW C HENpasW/ibHbIM (DYHKLMOHUPOBAHNEM WUWN SABSAIOTCA
pe3ynbTaToM HenpeaycMOTPEHHOTO COBbITUA, TakkKe He crieflyeT 0TbpachiBaTb OMacHOCTW, KOTOPbIE MOTM/IN BO3HUKHYTD,
NpOCTO M3-3a OTCYTCTBUA HEGNAronpusATHLIX NOCNeACTBUIA ANS nauneHTa 6narogaps, HanpuMep, 64UTeNbLHOCTY NOb30-
BaTeNs WM APYrUM COBbITUAM, BHELUHKMM MO OTHOLLEHMIO K MPOrpaMMHOMY NpoAyKTy. [JaHHblii acnekT yunTbiBaeTcs
nocpeAcTBOM HasHaueHWsi BEPOATHOCTY BO3HUKHOBEHWS MOCNeACTBMIA».

«[py oLeHKe BEpOSATHOCTM, BEPOSITHOCTb NOCNEeACTBUSA He JO/MKHA O0T6packiBaTbCA B CBA3N C KakMM-M60 CBOIA-
CTBOM Camoro npoAyKTa (BK1to4yas conyTCTBYIOLWME UHCTPYKLMM MO NPUMEHEHNI0). BEPOATHOCTL B KOHTEKCTE HACTOSALLLEr0
pasfena He SIBNSIETCA BEPOATHOCTbIO HEMPaBWIbHOrO PYHKLMOHNPOBAHWSA NPOAYKTa UK He61aronpuAaTHOrO COBbITHS.
3peckb umeeTcs B BUAY BEPOATHOCTb NOCNEACTBUIA TAKOro HEMpPaBUIbHOTO (PYHKLUMOHNPOBAHWS WU HEGNAronpusTHOro
CO6LITYSA, fie/iCTBUTENIbHO VMEBLUEro MecTo.

OpfiHaKko [oNyCTUMO MPUHATL BO BHUMaHWE peasibHO NPOorHo3upyemble 06CTOATENLCTBA, ABMAIOLMECH BHELLHUMM
N0 OTHOLLEHWIO K MPOrpamMMHOMY NPOAyKTY. Takum o6pasom, ecnu, Hanpumep, WAeHTUULMPOBaHHOe NoCneacTeme
OMacHOro cob6bITUSA MOXET NPUBECTU K TpaBMe, TO BEPOSTHOCTb [AHHOr0 MOC/efCTBUSA, BblpasvBLLErOCS B HAHECEeHUn
peasibHOro Bpefa NauneHTy, MOXET YUNTbIBaTb CreytoLe acnekTbl:

- BO3MOXHOCTb TOrO, 4YTO OfMacHoe cobbiTve GyfeT 3ameyeHO Mosb3oBaTesieM, 06/1afatoLLyiM COOTBETCTBYOLLEN
KBanMdrkaLmeil, 4o Toro, kak NpousoiiaeT ero nocneacTeme:

- BO3MOXHOCTb TOrO, Y4TO NOCNeACTBUA yAacTca usbexarb BCeACTBME psifa COObITUI B TeUeHNe HEKOTOPOro WH-
Tepsasia BpeMeHu, Npou3oLeAWwmnx 40 BO3HVKHOBEHUA NOC/EACTBUA, KOTOPbIE MOBLICUN Gbl BEPOATHOCTL BbISB/IEHUA
onacHocTy;

- BO3MOXHOCTb TOFO, YTO NauMeHT GyAeT OCMOTPEeH BpayoMm A0 TOro, kak eMy GyAeT HaHeceH peasbHblii Bped, U
6yfeT OCTaTOYHO BPEMEHUN /151 MPOBEAEHUS NIEUEHNS UK Tepanumn».

TexHuueckune crneumpukaumm cogepxar pekomeHgaumnm B OTHOLEHUW TOro, Kak crieflyeT NPpUMeHATb AaHHble Tpe-
60BaHVsA K NporpaMmHbIM NPOAYKTaM A5 cdhepbl 34paBooXpaHeHus.

Mopaxof K Knaccudukaumm nNporpamMmmMHbIX NPOAYKTOB A/1s chepbl 34paBOOXPAHEHUS, U3/TOXKEHHbIA B TEXHNYECKNX
cneumndmkauusax, cornacyetcs ¢ nogxogom FDA k knaccuukaumm «nporpamMHOro obecnedeHns ais MeauLMHCKUX
npuéopoB» [9] N «NPUCYTCTBYIOLLEro Ha pbliHKe NPOrpaMMHOro obecneyeHus» [10] (cm. B.3).

TpU «ypOBHA 3HAYNMOCTU», onpefeneHHble B knaccudukaumm FDA. MOryT 6bITb CONOCTaB/1EHbI C NATLIO KaTeropu-
AMU «MOCNEACTBUN», ONpefileNIeHHbIMU B TEXHUYECKUX cneumdmkaumax. OfHako «ypoBeHb 3HauMmocTu» FDA He co-
BCEM COOTBETCTBYET BEPOATHOCTY NOCNEACTBUS, HANpUMeEP, NeTasbHbIA CXOA UK TpaBMa, MMEBLLIIE MECTO B AeliCTBU-
TENbHOCTW. 3TO Xe OTHOCUTCA U K 6e30MacHOCTN «onepaTropa» W NauWeHToB, B OT/IMYME OT CamMOoro naupeHTa.

B.5 BuiBOAbI

Cuctembl knaccudmkaummn EC. Asctpaun. Kanagbl. CLUA n GHTF gna meguumHckmx nprubopoB He NoaxoanaT ans
nporpaMmHbIX NPOAYKTOB ANs chepbl 34paBOOXPaHEHMS.

Knaccudpmkauma FDA CDRH «nporpaMMHOro obecrneyeHns B MeULMHCKUX Npubopax» U «NPUCyTCTBYHIOLLIETO Ha
PbIHKE» MPOrpamMMHOro obecneyeHnss MoXeT 6biTb NMPUMEHEeHa K NPorpaMmMHbIM NPoAykTam A1 cpepbl 34paBooxpaHe-
Hus.

OpHako B [11] npefcTasneHa Hanboee noaxofslias cucTeMa Knaccudmkalmm, OCHOBaHHasA Ha Kaccax PUCKOB.
OHu cooTBeTCTBYIOT Noaxoay FDA CDRH Kk «nporpaMMHOMY o6ecneyeHnto B MeANLIMHCKUX Npubopax» 1 «npucyTcTByto-
LLIeMy Ha pbIHKE» NporpaMMHOMY obecneyeHuto.
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MpunoxeHne C
(cnpaBouHoe)

YnpaBneHue puckamu

C.1 Obuwe ceefeHmns

Ecnu ynpaenexue puckamu [JO/MKHO MCMOb30BATLCA B KayecTBe KOHTPO/IbHOTO MepOonpusTUs, TO NoTpebytoTcs
noAKpennaiLLMe ero ctTaHgapTbl. B HACTOALLEM NPUNOXEHUM PAcCMOTPeHa MPUeMIeMOCTb A5 3TON Lenn yxe cylie-
CTBYIOLLMX CTaHAAPTOB.

MpumeyaHue — HacToAwwmit 0630p NpejHasHaveH ToNbKO A4N1A Leneil HacTosLero ctaHaapTa, 3arparvsas 1
pe3toMUpys TObKO BOMPOCHI, UMEIOLLME K HEMY OTHOLLeHVe. OH He A0/DKEeH UCMOb30BATLCA B KAYECTBE MOJIHOTO PyKO-
BO/CTBA B KAKOM-/IMG0 OTHOLLEHUW U ANS KakoW-nnbo Lenm (B cnydae Heo6xoAanMocTH, cnedyeTt 06paTuTbCs K UCXOAHBIM
[OKyMeHTaM W KOMMETEHTHbIM HauYOHa/IbHbIM OpraHam).

C.2 ATpubyThl, HEO6X04MMbIE /15 YCMELIHOr0 BHEAPEHUS NPOLLECCOB yNpaB/ieHUsi puckamu

[lns ycrnewHoro npumMeHeHns ynpassieHnss puckamu K nporpaMMHbIM NPoAyKTam A/is cpepbl 34paBooXpaHeHnst B
CTaHaapTax, PyKoBOACTBaX U MHCTPYMEHTaxX [O/DKHbI NPUCYTCTBOBATDL K/loUeBble aTpubyThl, a MMEHHO:

- BOCTYMHBbIA 415 NOHNMaHWS 6a30BbIi NPOLECC, BKIIOYAIOLLWIA IOTUKY BbIUUCASEMBIX PE3Y/IbTAaTOB U He NpuBeka-
IO BHELLHWIA NepCcoHas 1 ApYruX crneLmaimcTos:

- COBOKYMHOCTb BCEX OCHOBHbIX COCTAB/IAIOLMX PUCKE,

- BO3MOXHOCTb M3MEPEHNS 1 B3BELUVBAHUA 3/IEMEHTOB Ha A3blKe 3[PaBOOXPaHEHNA U B KOHTEKCTE He3aBepLueH-
HOro MCTOPMYECKOTO COBLITUA U JaHHbIX 06 MHUMAEHTE, MO3BONAIOWAA pean3aLmio KOMYECTBEHHOTo Nnoaxosa:

- TMBKOCTb B TepMUHAX AeTann3almnm aHanmsa u pekoMeHgauuii no cpectsaM KOHTPOIS, COOTBETCTBYHOLLMX C/IOXK-
HOCTW MpOrpamMmMHOro npoaykra Ans cdepbl 34paBooXpaHeHs, BbIYUCMEHHbIM YPOBHSAM pucka U CTagun paspaboTku
npoaykra:

- CNOCOBHOCTL UTEepaLMOHHOTO NOBTOPEHUSA W PaCLUMPEHUS BO3MOXHOCTE MO OLieHKE U yNpas/ieHNio puckaMu B
xofjle pa3paboTkn NporpaMMHOro MpoAykTa Ans cepbl 34paBoOOXpaHEHUs:

- noAJepXKa COCTaBHbIX NPOLECCOB U C/IOKHOW NPUPOALI NMPOrpaMMHbIX NMPOAYKTOB A5 cpepbl 3apaBooxXpaHe-
Husi B hopMe 6a3 3HaHWiA, YTOGLI MOMOYL MX MCMO/Ib30BAHUIO «HECTEeLanncTamm.

[JaHHble aTpubyTbl bl UCMONL30BaHbI AJ/151 OLEHKW PasHbIX KaHAMAATOB B CTaH4APTbI.

C.3 MUHMMYM KOMMOHEHTOB, He06X0AUMbIX A5 3P HEKTUBHOTO yNpaBaeHNs puckamu

Bo MHOrmx o6nactsix, CMeXHbIX C pa3paboTKoi NporpaMmHbIX NPOAYKTOB A5 cdhepbl 3[4PaBOOXPAHEHNS], TakuX
KaK nHhopmaLyoHHas 6e30nacHoCTb, C onpeaesnieHHbIM YCNexXoM BHeApeHbI npoLecckl ynpasneHus puckamu (cm. C.6).
O[flHaKo CyLLeCTBYIOT YCTAHOB/IEHHbIE HA NPAKTUKE O6LLUME KOMIMOHEHTbI YNPaBNEHNS PUCKaMK, SABMSIOLLMECS NOE3HLIMU
VHAMKaTOpamu NpremMsemMoro mpouecca npv paspaboTke NMporpamMHbIX NPOAYKTOB A5 cpepbl 34paBOOXPaHEHUS:

- naeHTudmKaLms CBOMNCTB KOMIMOHEHTOB NMPOrpamMMHOro NPoAyKTa Ans cdiepbl 34paBoOXpaHeHus, a Takke dak-
TOPOB pUCKa W YS3BNMOCTU 3TUX CBOICTB;

- OLeHKa B/IMSIHUA (Ha M3rOTOBUTENS, MOJb30BAaTENA U NaLMeHTa Co CTOPOHbI NPOrpamMMHOro NpoAyKTa Ans cdepsbl
3paBoOXpaHeHNs):

- BEPOSATHOCTb Yrpo3 1 OLEHKa CTENeHN 3alyLLEHHOCTY;

- onpegeneHne ypoBHeli pUckoB (Kak COCTABHOTO pe3y/ibTaTa ypoBHEl BAVAHUSA, YTPO3 U CTENEHN 3aLLMLLEHHOCTN);

- UAeHTUdUKaLNA pekoMeHyeMblX CPeCTB KOHTPOSIA (T.e. 060CHOBaHHbIX U COOTBETCTBYIOLLMX);

- CpaBHEHWME C CYLLEeCTBYIOLWYVMI CpeAcTBaMy KOHTPONA AN onpefeneHus obnacteli KoppekTMpyeMoro pucka:

- [ONOJHNTENbHbIE BO3MOXHOCTY [/151 06paboTKM pucka, BKIOYasA NpsiMoe yrnpas/ieHune, npusHaHue, npefoTspa-
LieHVe. ynpas/isieMblii Nepesoj pucka 1 T.n.;

- NnaHupoBaHune 06paboTkn pucka (T.e. peannsaums KOHTPONS).

C.4 MNpouecckl ynpasfieHne puckaMmu Ha npeanpuaTum

C.4.1 Obwue cBegeHus

«YnpasneHne puckamMu Ha NpeanpusTUN» — 3TO HOBbI TEPMUH, UCMO/b3yeMblii 151 60/IbLIEro akLeHTMPOBaHUA
KOMM/IEKCHOW NpupoAbl npoLecca u. cnefosarefibHo, NPUMEHUMOCTU MpoLecca K opraHu3aumy 1 ocyLLecTBsieMbIM el
AelicTBuAM.

MOXHO 0XuaaTh, YTO CTaHAAPTbLI MO YNPaBAEHWIO pUCKaMn Ha NPeanpuUATUA SBSAIOTCSA BbICOKOYPOBHEBbLIMU [OKY-
MeHTamu. onpefensiowmMmn o6LLYH0 CTPYKTYpY, @ He noApo6HYto MoJe b MPOLLECCOB C CONYTCTBYIOLMM 6a3amu 3HaHUi
WN 3KCNepPTHbIX 3HaHWA AN NOAAEPXKM aHasm3a pUCKOB U ynpasfeHWs puckamu OT NPOrpamMHbIX NPOAYKTOB A1s
cdhepbl 34paBOOXPAHEHUS.

C.4.2 PD 6668:2000 «YnpaBneHns puckamu npu KopnopaTtusHOM yrnpasneHum»

Ony6MKoBaHHbI AokyMeHT PD 6668:2000 [58]. B OCHOBHOM, COAEPXUT MHGDOPMAaLMI0 MO OCHOBaM YynpaB/ieHus
puckamu 1 OXBaTblBaeT:

- KOPHW JBMXYLLMX MEeXaHU3MOB YrpaB/ieHUs puckamu;
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- nnaH 60s1ee WMPOKOro PacCMOTPEHNS KOPMOPATUBHOIO yNpaseHus;

- OnMcaHue CTPYKTYpbl yNpaBneHNs puckamu;

- MpaKTuyeckoe pPyKOBOACTBO MO hopMynMpoBke 613HeC-TpeboBaHUi K ynpaB/ieHuo cTpaTernyeckuMi puckamu;

- BONPOCHUK A/151 CpaBHEHWs1 3 PEeKTUBHOCTY CTPYKTYP ynNpaB/ieHNss puckamm Ha NpeanpusTusx.

CTpyKTypa BK/HOHaEeT B cebs;

- Knaccu4ecknii Noaxof K cucTeMam ynpasfieHnsl — NiaHMpoBaTh, UCMOHUTL, NPOBEPUTL U AelicTBOBaTL (M3BECT-
Hblii Kak POCA);

- AeATeNbHOCTb NO YNPaB/IEHNI0 pUCKaMn Ha TPeX YPOBHAX (CTpaTermyeckoMm, yrnpas/ieHY4eckoM, onepaLlyioHHOM);

- NOeHTUMKaLWIo yrpos;

- OLLeHKY PUCKOB;

- MPUHATUE peLleHunii 0 cnocobax ynpasneHns puckamu;

- MOEHTUMKALNIO PeCcypCoB:

- MNaHUpoBaHve yrnpasieHns OTAe/IbHbIMU PUCKamu;

- KOMMYHVKaLuu;

- MOHUTOPUHI U U3MEPEHHUE.

OpHako mogesb npoLecca AaeT TO/bKO obLlee npeAcTaB/eHe, HECMOTPS Ha TO. YTO KOHLEeNUMA «npaBaonogo-
6V» LIMPOKO NpusHaHa. Bo3HuKaeT myTaHuLla Mexay yrposamu U KOHTpMepamu, Hanpumep, «HeyjadHas norbiTka
YCTaHOBUTb 3PCHEKTUBHbIE MEpPOoNpUATUA B C/lyyae aBapuitHON cUTyauun» NpUBOAMTCS CKOpee B KayecTBe npumepa
Yrpo3sbl, & He KOHTPMEpbI.

Bonee Toro, NpuMeHsiemMble MaTpuLibl OCHOBaHbl Ha OLeHkax Tuna «Huskas». «CpefHss» n «Bblcokasi», UTO He
no3Bo/ISET KnaccuuumpoBaTb pUCKM Gonee Yem MO TPEM KiaccaMm, YTO. B CBOK ouepefb, NpuBefeT K HeloCTaTOuHO
crneLmanm3npoBaHHbIM CTPYKTypam KOHTPOSIS.

YpesBbluaiiHo BaXKHbIM /151 HACTOALLEro CTaHAapTa ABNsieTcs TOT (pakT, 4To PyKOBOACTBO MPaKTUYECKW He coaep-
XUT yKaszaHuii No KOHTpMepaM. Taioke OHO He OMUChbIBaeT Takue pasfesibl, Kak CrMCKY yrpo3 (OHV NPUCYTCTBYIOT TOMIbKO B
BUe npumepos). Byayun OKYMEHTOM BbICOKOTO YPOBHS, OHO HEA0CTATOYHO BCECTOPOHHEE U CreLuaim3npoBaHHoe Ans
NpYMEHEHNs B CEKTOpe 3[paBOOXPaHEeHVst 1 He NpefocTaBAseT MexaHW3MoB Mo obecneveHnto 6e30MacHOCTU nauuneH-
TOB MPW UCMOJIb30BaHUM MPOrPaMMHOI0 obecneyeHus B cdhepe 34paBoOXPaHEHNS.

C.4.3 CtaHgapt AscTpanun un Hoeoli 3enangun AS/NZS 4360:2004

CraHpgapt AscTpaninmn 1 Hoeoit 3enanaum AS/NZS 4360:2004 [59] 6bl1 NPUHAT Ha HALUMOHA/IbHOM YPOBHE OpraHu-
3aUMsAMY 34paBoOXpaHEHVs AN Leneli KopnopaTMBHOro ynpas/ieHus, BioYas HalumoHabHyo ciyxoy 3apaBooxpaHe-
Hua CoefuHeHHoro KoponescTBa. Cojepxallyecs B HEM MOHATUSA, Takne Kak «obpaboTka PUCKOB», OblNN B3ATbI U3
[ApYrx CTaHA4apTOB, OCHOBaHHbIX Ha puckax, Takmx kak BS 7799-2:2002 (cm. C.6.1). OH sBnsieTcs elle OAHUM BbICOKO-
YPOBHEBbLIM ONUCaHNeM HeobXo4MMOro npoLecca, XoT 1 C COMyTCTBYIOLLMM [OKYMEHTOM, COAEPXalLMM PyKOBOACTBA Mo
ynpaBfieHNto puckamu. [laHHbIVi JOKYMEHT SIBASIETCS, CKOpee, CNpaBOYHUKOM MO BO3MOXHbLIM MpoLeccam, a He peKOMeH-
[lyeMbIM MOAXO0L0M.

[JaHHblli cTaHAapT onpegensieT KnacCUYeckuit/TUNoBOi «npoLecc» ynpasneHnsi puckaMmu, He3aBUCUMbIA OT KOHK-
PEeTHOI 0Tpac/M NPOMbILLIEHHOCTW UM CEKTOpa 3KOHOMUKW, HO Mpeanonaratolyii Heo6XoAMMOCTb TMBKOCTM Npu pea-
nmsauun.

B Hem OoTMeuaeTCs, YTO YCTaHOB/IEHNE BEPOSITHOCTN COOLITUSA U BO3MOXHbIX NOC/IEACTBUIA JO/MKHO U MOXET ObITb
BbINO/IHEHO KAYeCTBEHHbIM, HaMo/IOBUHY KauyeCTBEeHHbIM WK KOSIMYeCTBeHHbIM 06pa3oM, B 3aBUCMMOCTU OT HaMuus
CTaTUCTUKN MHUMAEHTOB. OAHAKO JaHHbIVi CTaH4apT COAEPXUT nepeyeHb YMECTHbIX NCTOYHUKOB WHopmauun 1 TeXHO-
NOrUiA. KOTOpPble MOTYT 6bITh MPUMEHEHDI. B cTaHfapTe cogepxarca pykoBOACTBa Mo CrieAytoLyim acnekTam:

- BbI6Op MeTofa aHann3a (B 3aBUCHMOCTM OT CUTyaLum);

- peasibHble NOCNeACTBNA N COOTBETCTBYIOLLME rPpajaLmmn BEpOSTHOCTEN;

- TUNbI WKa 419 U3MEPEHUS PUCKOB, KOTOPbIE MOTYT 6bITb UCMO/b30BaHbl;

- pasnnyHble TEXHONOIMN 4151 ONpefenieHns YPOBHEN PUCKOB.

B o6nactn obpaboTku puckoB ctaHgapT AS/NZS 4360 npegoctaBnseT nNogpobHyr MHOpMaUMIo No AONOAHK-
Te/lbHbIM BO3MOXHOCTSIM 06paboTKM PUCKOB C HEraTuBHbIMU MOCAEeACTBUAMU (Hanpumep, PUCKOB A5 6e30macHoOCTU
naLMeHTOB), OTHOCALLYIOCA K CrieAytowym akTopam:

- npefoTBpallieHne pucka NocpeAcTBOM MPUHATASA PELLeHUs He HauuHaTb WKW He NPOAOIXKaTb HeKoTopble Aeli-
CTBUS;

- NPUHATME Mep N0 U3MEHEHNI0 BEPOSITHOCTU OTpULATE/IbHBIX NOCNEACTBUNA:

- NPUHATNE Mep. N3MEHAIOLLMX NOCNEACTBUA C LieSIbl0 YMEHbLUEHUS BE/IMUMHBI NMOTEPb, TakMX Kak CTpaxoBaHue um
nnaHMpoBaHve HenpenBUAEHHbIX 3aTpar.

- paspesfieHne PUCKOB NOCPeACTBOM KOHTPAKTOB 1 T./., YTOObI Nepefjars OTBETCTBEHHOCTD;

- dhmkcaums/npusHaHue purcka.

Bonee Toro, AaHHbIN CTaHAAPT Takke COAEPXWUT PYKOBOACTBO MO pa3paboTke niaHOB 06PabOTKM PUCKOB, COMO-
CTaBnstoLLee CTOMMOCTb 06paboTku ¢ NprobpeTaeMbiMi Bbirogamu, YTo6bl 06ecneunTb 06 bEKTUBHOE NPU3HAHME puC-
ka. OfHako, NpoTMBOpeYa TakMM NaaHam U Aaxe KOHMIMKTYS C HAMW, JaHHbI/i CTaH4apT B TO e BPEMS, B OCHOBHOM,
HanpaB/ieH Ha CHUXEHWe pucka A0 NpaKkTUYeckn pasyMHOro ypoBHS (Tak HasblBaeMblii npuHumn ALARP). Ha npakTtuke
OYeHb 4YacTo NoJlyyaeTCsl, YTO JaHHbIi NPUHLMN NOAMEHSETCS HEMPUEM/IEMON U HEYMeCTHOI TOUKOW 3peHns «usbera-
HUSI PUCKOB».
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B kauecTBe 06LLEro pykoBOACTBA AaHHbIVi CTaHAapT MOXHO CYMTAaTb OCTATOYHO XOPOLLO NpopaboTaHHbiM. OfHa-
KO. ero HemosiHOTa C TOUKM 3PEHUSI IKCMEPTHBIX 3HAHWIA 1 HE[OCTATOYHOE OTPaKeHWe cneumdrKn NPorpamMMHbIX Mpo-
[YKTOB A/151 chepbl 34paBOOXpPaHeHuns AenatoT ero HenoAxXosALWMM, eciiv B3ATb ero «kak ecTb». /11 Leseil HacToALero
cTaHgapra.

C.4.4 Pabouas rpynna MCO/M3K no ynpasneHuno puckamm

CoBmecTHas paboyas rpynna MCO/M3K (TexHuueckoli Aupekuun) no ynpasneHuio puckamu (35] 6bina cchopmu-
posaHa B cepevHe 2005 r. 3afayeil paboyeii rpynnbl 6b11a paspadoTka MexayHapoAHOro cTaHAapTa Ha OCHOBE Cyllle-
CTBYIOLLMX HALMOHa/IbHbIX CTAHAAPTOB C BHECEHMEM M3MEHEHWI Npu HeobxoaumMocTu. Pabounii npoekT ctaHgapTa 6bin
ony6amkoBaH An1a o6eyxaeHus. MNpeanonaraeTcsi, YTO AAHHbLIA NPOEKT [AO/DKEH CTaTb «BbICOKOYPOBHEBLIM, 06006LLEH-
HbIM. PYKOBOZASLLIMM JOKYMEHTOM», KOTOPbIN «...06ecneyvBaeT NOAAEPXKKY CYLLECTBYIOLMX CTaHAAPTOB MO KOHKPETHbIM
NPUNOXEHNAM, CBSI3@HHBIM C PUCKAMU...», U «...NPefOCTaBNAET onpeAeneHns U CTPYKTYpbl, He3aBUCUMble OT 3aKOHO-
[aTeNlbHbIX N PerynaTUBHLIX OrPaHNyYeHunid», HO KOTOpble «...NPUMEHUMbI C MUHVMMAJIbHBIMUA N3MEHEHWSMU...» B Kauye-
CTBE «...OCHOBbI [/151 [1€/I0BOI NOBCEAHEBHO NPAKTUKM ...».

[JaHHbIA [OKYMEHT 6bl/T CTPYKTYPUPOBAH CeAyoLyM 06pa3om:

- KOMMN/IEKC NPUHLIMMNOB YCMELLHOM NpaKTUKK NO YNpasieHWuio prckamu;

- OpraHy3aLMoHHbIi KOHTEKCT ynpaBneHusi puckamu;

- CTPYKTypa ynpaB/ieH!si puckamu, CoCTOALLAsA u3:

- OGLLEHNA 1 KOHCY/IbTaLuiA;

- yCTaHOB/NEHUSA ([e/10BOro) KOHTEKCTa:

- UAEHTUUKALMN pUCKa:

- OLIEHKW pUCKa;

- 06paboTKKn prcKa;

- MOHWTOPWHra 1 aHamsa.

B 0T/IMuMB OT aHaNIOTUYHBIX CTaHAAPTOB flaHHasA CTPYKTypa BK/loHaeT B Cebs OLLeHKY CYLLECTBYIOLMX CPEACTB KOHT-
pons Kak 4yacTu aHanm3a pUCKOB, He Onpeaensis, TeM camMblM, «6a30BblIli» PUCK U OKYCUPYSACh HA «CETEBOM PUCKE».
MpYYKHBI, NO KOTOPLIM GbINIO MPUHATO Takoe pelleHne, HeACHbI. MPOeKT U3MI0XKEH, B OCHOBHOM, C WCMO/b30BaHWEM
TEPMUHOB PUCKOB, OTHOCALLMXCS K OpraHusauuu, a He K NPUMEHEHWI0 aHasn3a PUCKOB W ynpas/ieHus puckamu ans
6e30nacHoCTV NporpamMmmMHoOro npogykra. CnefosartesibHO, OH NPefCTaB/AeTCA HeYMECTHbIM B KOHTEKCTe obecneyeHus
6e30MacHOCTX MPOrpaMMHbIX NPOAYKTOB 415 cepbl 34paBoOOXPaHEeHMs.

Uto kacaeTca pyTX CTaHAAPTOB BbICLIErO YPOBHS, TO JaHHbIA pabounii NPOeKT COAEPXUT NepeyHn NMPUMepOoB, HO
He npegfiaraeT OKOHYaTe/IbHO YCTaHOB/IEHHOrO MpoLecca C 9KCNepTHON NoAAEePXKON.

C.4.5 BblBO/bl B OTHOLIEHUN CTaHAaPTOB MO YNPaB/IeHNI0 pUcCKaMun npeanpusaTns

MockonbKy AaHHble CTaHAapTbl HE OPUEHTUPOBAHbLI Ha 34paBOOXPaHEHVe, HU OUH U3 PACCMOTPEHHbLIX B JaHHOM
pasgene cTaHAapToB He obecneuvBaeT JOCTATOYHO YETKOW WM ONpeAenieHHol MoAenn npouecca, KOTOPYH MOXHO
6b1/10 6bl IPUMEHUTDL AN Leneit HacTosLero cTaHaapTa. OfHaKo MMeeT MecTO HEKOTOpbIN 06LLMIA ypoBEHb YHUMKALMN
Mexay NpefsioKeHHbIMU B HUX npoueccamu. OTAesbHble KOMMOHEHTbI KaXoro W3 AaHHbIX [OKYMEHTOB, OCO6EHHO
AS/NZS 4360. MOryT npeTeHA0BaTb Ha UX NMPUMEHEeHWe A1 NPorpamMMHbIX NPOAYKTOB A5 cdepbl 34paBoOXpaHeHus.

C.5CraHfapTbl N0 ynpaBieHnto puckamu, OTHOCALLMECSA K 3paBOOXpaHeHnto

C.5.1 ICO 14971:2007 «lprMeHeHne ynpaBaeHns puckamun K MeauLMHCKUM npubopam»

NCO 14971:2007 [36] ABNsieTCA NpU3HAHHBLIM MeXAyHapoAHbIM CTaHAAPTOM MO YNPaBAEeHWUIO puckamy NpUMeHn-
TeNbHO K MeAuLMHCKUM npubopam. CTaHAapT no cucTemam kadecTsa Ansl MeguumHckmx npubopos NCO 13485:2003
[27]. B yacTHOCTK, ccbinaeTtcs Ha MICO 14971 no ynpasneHuio puckamu. FDA B 2001 r. Takke npusHano NCO 14971 B
KayecTBe OCHOBHOIO CTaHAapTa Mo ynpaB/eHW0 pUckaMmn 4151 MeANLIMHCKUX NPUGOpOB.

B pekomeHpaumun 4 3aknoumtensHOro otyeta Pabouei rpynnbl MO TexHonorusm 3gpaBooxpaHenus (HTTF) npu
O6beanHeHun No MypoBsbIM cTaHgapTam (WSC), onybnnkoBaHHoro B 2006 r. [60]. roBopuTca:

«CreflyeT 0TMeTUTbL HelaBHUe ycunusa padoyeii rpynnbl TexHuyeckon aupekuumn MCO no pa3paboTke 6onee rno-
6anbHOro ctaHgapTa no ynpasneHunto puckamm. WSC fo/mkHO obecneumnTts, YTo6bl paspaboTka 6o1ee obLiero ctaHgapTa
M0 YNpaB/IEHNIO PUCKAMU HE 3aMeHsiNa, He U3MEHsNa UKN He nepeceKasach C CYLLEeCTBYOWMM MeX/AyHapoAHbIM CTaH-
faptom VICO 14971. WMPOKO MPYMEHSIEMbIM B OTHOLLEHUN MELULMHCKMX MPUGOPOB».

NCO 14971 npepcTtaBnsieT 0630p npouecca ynpaBneHns puckamu, npefHasHauyeHHOro s UCMob30BaHNnsa Kak
HEOTbLEM/IEMOTO 3/1IEMEHTa CUCTEMbI kKavecTBa. COOTBETCTBME MEXAYHAPOLHOMY CTaHAApTy TpebyeT BbINOSHEeHUs ce-
OYOLNX AeACTBUIA:

- YCTaHOBUTL NPOLIECC YNPaB/IEHNA pUCKamu;

- YCTaHOBWTb MOJIMTUKY NO OTHOLLEHUIO K NMPUEM/IEMbIM PUCKaM;

- HaHATb W NOArOTOBUTbL KBAIMMLMPOBAHHbIA NepcoHaT;

- NPOBECTN aHa/IM3 PUCKOB:

- NPOBECTY OL|EHKY PUCKOB;

- OCYLLLeCTBUTb KOHTPO/Ib PUCKOB;

- NPOBECTU 3aK/IOUNTENbHBIA aHann3 ynpasfieHnst puckamyi 1 NpefocTaBuTb MHOPMAaLMIo N0 OCTaTOYHOMY
pucky;

- MPefoCTaBUThb MOCTMNPOM3BOACTBEHHYIO UHIIOPMALWIO.
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B NCO 14971:2007 BK/OYEHDI CrieAyloLLme TEXHONOMMM aHann3a pucka:

- aHa13 BUAOB U NocneAcTuii otkasos (FMEA-aHanmns);

- aHanu3 gepesa HeucnpasHocTeli (FTA-aHanus);

- uccnepoBaHne onacHocTu n pabotocnocobHocTn (HAZOP).

He npefycMOTPeHO HWKaKWX CPefCTB WM TEXHOMOMMA OLEeHKU BO3AENCTBUA, W AaHHbIA MexayHapoaHbIii cTaH-
[apT He obecneynBaeT YeTKOro pasAenieHnst MOHATUI OLEHKM BO3AENCTBIUS, OLLEHKN YTpo3bl U CTeMNEeHN 3allyLLEHHOCTY 1
CpeCTB KOHTPONA. Bonee Toro, B HeM npegnonaraeTcs, 4To NPOLECcC NPUHATUSA PeLLeHnii 0 NPUemMIeMoCcT UAeHTUdM-
LPOBaHHbIX PUCKOB, C YYETOM YMEHbLLUEHUS VX BAUAHWSA, Peasin30BaHHOro B npoLiecce NpoeKTUPOBaHWA, AO/DKEH Npes-
CTaB/ATb CO6O0I feficTBME N0 OLEHKE PUCKOB. DTO NPOTUBOPEUUT COAEPXAHMIO APYIMX CTaH4APTOB, PACCMOTPEHHbIX B
HacTosiLeM MpUAoKeHU. Tem He MeHee, B [aHHbI CTaHAAPT BKIOYeHa nonesHas Tabnvua no cpefctsaM KOHTPOS
PUCKOB.

C.5.2 lokymeHT GHTF/SG3/NISR8 «MpuHUuUnbl ynpasieHns puckamu n CUCTeMbI ynpas/ieHUs Ka4eCcTBOM»

B pokymeHTe GHTF/SG3/NI5R8 [39] paccMoTpeHa peanv3aums NPUHLUMNOB ynpaB/ieHUss pUuckaMn 1 AeiCTBUiA B
pamkax cUCTeMbl ynpas/ieHNs Ka4eCTBOM. YTBEPXKAAETCH, YTO U3rOTOBUTENN MELULMHCKMX NMPUOOPOB 0OLIYHO [O/KHbI
(B COOTBETCTBUM, HaNPUMEP, C PEryNIATUBHLIMU UN 3aKoHOAATENbHLIMU TPe60BaHUAMU) UMETL Ha NPOU3BOACTBE CUCTe-
My ynpaB/ieH!s1 KaUeCTBOM, a Takke YCTaHOBJIeHHbIE NMPOLIECChl, COOTBETCTBYIOLLME pUCKaM, CBA3aHHbIM C npubopamu.

MocKonbKy npoLecch! ynpasBieHusl PUCKOM MOTYT pasBUTLCA [0 aBTOHOMHOI CUCTEMbI yrpaB/ieHusl, U3rotoBuTe-
NAM MeAULMHCKMX NPUO0POB PEKOMEHAYETCS UX UHTErpupoBaTth A1 CHWKEHWUA 3aTpaT, YCTPaHeHUs M36bITOYHOCTU 1
co3fjaHus 6onee aphekTNBHOW cucTeMbl ynpasieHns. [JaHHbI JOKYMEHT npefHasHayveH AN NoALepXKU U3roToBuTe-
neil MegULMHCKNX NPUBOPOB B YACTU MHTErPaLn CUCTEMbI YNIPaBIEHUs pUCKaMy UV NPYHLMMNOB W AeiCTBUA, yCTaHOB-
NEHHbIX AN51 yNpaB/eHNs puckami, B CyLLECTBYIOLLYIO Y HUX CUCTEMY ynpaB/ieHWs KayecTBOM. BapuaHTbl uHTerpaumu
WINIOCTPUPYIOTCA NPUMEPaMUN C PELUEHNAMM.

B NCO 15941:2007. npunoxeHne A. npeacTas/ieHa Matpuua, cBA3blBaloLas cepbe3HOCTb HaHOCMMOro Bpeja c
BEPOATHOCTLIO MHUMAEHTA (TOuHee, C npasgonofobuem uHuuaeHTa). OfHako cepbe3HOCTb MpejcTas/ieHa B Martpule
NPOCTO KaK «HWU3Kas, CPeAHAS 1 BbiCOKas», a AYeiikyn Ha nepeceyeHun CToN6LOB U CTPOK OKpaLLEHb! KPACHbLIM, XeNTbiM
1 3efileHbIM LBeTamu. Kpome Toro, npusefeHO NosiesHoe, XOTA U BbICOKOYPOBHEBOE, M306paKeHne TeXHOOMMYecKoro
npouecca ynpas/ieHVsi puckamm npu NPOeKTUpoBaHWM M paspaboTke. OTMeuyeHa Takke BaXHOCTb PACCMOTPEHUS U
COr/1acoBaHNs YPOBHSA OMYCTVMOIO PUCKa Ha PaHHMX CTaauax AaHHOro npouecca.

OfHako NPUHLMNGLI YNpaBNeHnsa puckamu, YnoMsaHyTble B Ha3BaHWM JaHHOrO [OKYMEHTa, He pacCMOTPeHbI noj-
POGHO. 1 MasI0BEPOSATHO, YTO AaHHbI JOKYMEHT 6yAeT HenocpeACTBEHHO MCMO/b30BaTbCA KeM-Mbo, KpOMe 3KCMepToB.

C.5.3 NICO/M3K 62304 «[lMpoLecchbl XM3HEHHOTO LKkna NporpaMmmHoro obecneyeHnss MegnLMHCKMX Npn6o-
poB»

MNCO/M3K 62304 [61] 6bin paspaboTaH coBMecTHOI paboueli rpynnoii ICO/M3K, cocTosBLuel U3 YNeHOB NOAKO-
muTeTa 62A «O6LLme BONPOCHI 3/1eKTPO06OPYA0BaHNA, NPYMEHAEMOrO B MEAVLIMHCKOW NPaKTUKE», TEXHNYECKOTO KOMU-
TeTa 62 M3OK «3nekTpoobopyoBaHne B MeULMHCKON npakTuke» un TexHuyeckoro komuteta 210 NCO «YnpasneHue
Ka4ecTBOM M COOTBETCTBYIOLLUME O6LLME BONPOCHI N0 MEAULMHCKMM Npubopam.

[laHHblli cTaHaapT 06beanHAeT TpeboBaHMSA K MOAENM XMU3HEHHOro Lykna nporpamMMHOro obecneveHus, ycra-
HoBNeHHble B ICO 12207:1995 [30] u nonpaske K Hemy [31]. ¢ pUCKOM, OCHOBaHHbIM Ha Noaxoae, yctaHoBneHHoMm B ICO
14971 [36]. NCO 12207 OTHOCUTCA K pa3paboTke 1 cONpoBOXAEHMIO NPOrPaMMHOr0 06ecrneveHnss MeanUMHCKUX Npr6o-
poB. Korga nporpamMHoe obecrnedyeHne camo no cebe ABNSETCA MEAULMHCKUM MPUOGOPOM MM KorAa nporpamMHoe
obecneyeHne SIBNSETCA BCTPOEHHbIM WM HEOTbEM/IEMOI YaCTbio MeAULMHCKOro npubopa. [aHHblli MexayHapoaHbli
CTaHJapT He oxBaTblBaeT arTecTaluio U BbIMYCK Ha PbIHOK MEeAWLIMHCKOro npuéopa, Jaxe ecnn MeuLUHCKUA npuéop
COCTOWT WCK/IOYNTENIbHO M3 NPOrPaMMHOr0 obecneyeHus.

B gaHHOM cTaHAapTe npejcrasiieHa CTPYKTypa npoLeccos, AeliCTBUIl 1 3aad, HE0O6X0AUMbIX 4151 NPOeKTMpoBa-
HMA 1 CONPOBOXAEHNS 6e30MacHbIX MeANLIMHCKMX NpMBopoB. B AaHHOM MexayHapofHOM cTaHJapTe cpeacTsa KOHTPO-
NS NpefcTaB/ieHbl TOLKO B 06LEM BUfe.

C.5.4 lokymeHT FDA «PyKkoBOACTBO NO KOHTPOJIO MPOEKTUPOBAHMA ANS MPoU3BOAMTENell MeANLMHCKNX
npnéopos»

[JloxymeHT FDA «PyKkOBOACTBO MO KOHTPO/1t0 NPOEKTUPOBAHKSA /151 TPOU3BOAUTENEN MEAULMHCKUX MPMGopoB» [34].
paspaboTaH A/19 NOoALEPXKKN U3roToBUTENEl MEeAULMHCKMX NMPUOOPOB B NOHUMaHWM TpeboBaHWil cUCTEMbI KavecTBa K
KOHTPO/IO NMPOEKTUPOBAHNUA U NPUMEHUM KaK K NMPOEKTUPOBaHUIO MEAMLMHCKMX NMPUOOPOB, Tak U K NPOEKTMPOBaHUIO
COOTBETCTBYIOLLWX TEXHO/IOrMYECKUX NPOLEeccoB. B JaHHOM pykOBOACTBE BOMPOCH! PACCMaTPUBAIOTCS B TOM Xe Nopsiake,
yTo 1 B AupekTuBe FDA o cuctemam KkavecTBa, koTopasi Bpsig M NoAoiaeT (HanpsiMyio) BCem oCTaslbHbIM MOosib30BaTe-
nsAMn. B fokymMeHTe npefcTaBfieHo onpejesieHne cpefCcTB KOHTPO/S NMPOEKTUPOBAHUA U 06BbACHEHO WX 3HauveHue. OT-
MeueHo, YTO ynpas/ieHne puckamu SIBMISIETCS NPOLLECCOM, KOTOPbIA A0/MKEH CONPOBOXAATHL BECh NPOLIECC MPOeKTUpoBa-
HUS. OfIHAKO [JaHHOE MOJIOKEHNE MNPaKTUYECKN He PackKpbITO.

C.5.5 AscTtpanuna n KaHaga

ABCTpanmiickuii JOKyMeHT «PyKOBOACTBO MO MeAMLMHCKUM npubopam. MNpoLueaypbl OLEeHKM cooTBeTCTBUSA» [62] 1
KaHafckan AvpekTvBa no COOTBETCTBUIO MEAMLIMHCKMX MPUOOPOB 1 ero obecrneyeHunto [63] cBasaHbl ¢ npoLeaypamu
OL|EHKV COOTBETCTBUSA, OAHAKO HW B OJHOM M3 HWUX B SIBHOM Bu[e He NMpMBEAEHO CTPYKTYpPUPOBAHHOE pacCMOTpeHue
YNpaBsfieHVs PUCKaMU.
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C.5.6 BbiBOAbI MO CTaHAapTam no ynpasaeHnio puckamu, OTHOCALWMMCS K 3paBOOXPaHEHMNI0

B paccMoTpeHHbIX cTaHAapTax, OTHOCALLMXCA K 34paBOOXPaHEHNIO, UCMOJb3YIOTCA Takue dpasbl U TEPMUHBI, Kak
«aHan3 pUCKOB», «OLLEHKA PUCKOB» U «ynpaB/ieHne puckamu». B 60NbLUIMHCTBE CTaHAapTOB AaHHbIe TEPMUHbI UCMOSb-
3YKTCA AN151 CCbITKM Ha Knaccudmkaumio MeauLmuHCKMX npubopos. OAHako, Kak 6b110 NokasaHo, knaccbl NpubopoB (XoTs
OHM N MOTYT SBUTbLCA pe3ynibTaToM hOPMasibHON OLEHKM) B 3HAUUTENBHON CTENEeHU CBA3aHbl C BO3MOXHbLIM BAUSHWEM
Ha 6e30MacHOCTb, @ YPOBHU Yrposbl 1 CTENEHN 3allMLEHHOCTN (06beauHAEMbIe NOHATVEM «MpaBAoNoAo6Me») He pac-
CMOTPEHbI f0/IKHBIM 06pa3oM. lelicTBUTEeNbHO, B 60NbLUMHCTBE PACCMOTPEHHbIX CTAHAAPTOB U PYKOBOACTB YaCTO BCTpe-
yaroTcs Takune dpasbl, Kak «Hanpumep» u «BKIYas», TO eCTb B HUX HE OMpefesnisAeTcst NpoLecc, KOTOPbIA MOXHO 6bl10
6bl Mcnonb3oBatb. MoaToMy ANa 3HEKTUBHOrO UCMOMb30BaHNS AaHHbIX AOKYMEHTOB TPeBYTCS 3HAUMTENbHbIE YCU-
nms.

C Apyroil CTOpOHbI, B PACCMOTPEHHbIX JOKYMEHTaX COAEPXUTCA A0CTATOYHO [aHHbIX, A5 TOro 4Ytobbl YETKO
CChOpMyNMPOBATL, YTO MOHATUS «KMEANLIMHCKME NPUBOPLI» U «NPOrpaMmHbIe NMPOAYKTbI A5 Chepbl 34paBoOOXpaHEHUs »
He ABNATCA CUHOHUMAaMMU.

Bonee TOro, HECMOTPA Ha TO. YTO MHOIVE U3 NMPeA/IoKEHHbIX CPEACTB KOHTPONA MeAULMHCKUX NpU6opoB MoryT
6bITb NMPUMEHEHBI U K NPOrpaMMHbIM NPoAyKTaM Ans cdepbl 34paBoOXpaHeHUs, cama CyLLHOCTb NPOrpaMMmHbIX NPOAyK-
TOB MOXeT NnoTpeboBaTb NPUMEHEHNS UHBLIX CPEACTB KOHTPOSA. VCnosib30BaHWe HEKOTOPbLIX CPeACTB KOHTPONS, npej-
CTaB/IeHHbIX B PACCMOTPEHHbIX AOKYMeHTax, NpeanucaHo, ckopee, 3akoHodaTeflbHbIMU TPebGoBaHUAMMN, HeXenu onpe-
[eNeHHbIM UK UAeHTUMULMPOBAHHBIM PUCKOM. B HacTosiliem cTaHgapTe 3akoHogaTeslbHble MEepPOnpUATUSA He pac-
cMaTtpuBatoTcs.

Mpwn pa3paboTke cTaHAapTa no obecneyeHnio 6e30MacHOCTV NauMeHToB Npy NUCMob30BaHNM NPOrPaMMHbIX MPo-
OYKTOB ANns cdhepbl 34paBooxpaHeHus, Hanbonee nonesubiMu 6yaytT NCO 14971 n GHTF/SG3/NISR8. x0Ts oTAeNbHble
MOSIOXEHNSI MOTYT BbITb 3aVMCTBOBaHbI 3 60/bLUMHCTBA PACCMOTPEHHbIX AOKYMEHTOB.

B cOBOKYNHOCTW paccMOTPEHHbIE JOKYMEHTbI Jat0T NOMIe3HOe HanoMyHaHWe 0 Heo6X0AMMOCTM aHannsa u ynpas-
JIeHNS pUCKammn Kak B XOZe MPOEKTUPOBaHUs, Tak U pa3paboTku, a TakxKe Npu KOHTposie 1 nogaepxaHum COOTBETCTBUS B
npoLecce BCEro XW3HEHHOro uykna. 9To 0COO6EHHO BaXHO, NMOCKO/MbKY MpOorpaMMHble NPOAYKTbl ANSA cepbl 34paBOOX-
paHeHVs1 06bIYHO Yallle 0GHOB/IAOTCS B hopMe BbiMycka HOBbLIX MOAU(ULMPOBAHHLIX BEPCUIA, YeM MeAULMHCKUe npu-
60pbl. KOTOPble 06bIYHO 3aMEHSIKOTCA HOBbIMU WU3AENUAMM.

C.6 CtaHpapThl, CBA3aHHbIE C yNpas/ieHneM puckamu

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

B BS 7799-2:2002. NCO/M3K 17799:2005 [65] 1 UCO/M3K 27001:2005 [64] oTpaxkeH NepesoBoii onbIT B 061acTn
ynpasneHns NHgopMaumoHHo! 6e30NacHOCTbIO, T.e. B 06/1aCTU, K KOTOPO OTHOCATCA NpoddamMMHble NPOAYKTbl ANs
coepbl 3apaBooxpaHeHns. MepBoHavasibHO BS 7799 6bin paspabotaH B 1995 r. 1 ¢ Tex nop peryaspHoO o6HOBASANCA U
CTaHoBU/CS BCe 6onee MpuU3HaHHbIM B MeXAyHapogHOM Maclutabe. [MOCKO/bKYy NpuBefeHHOe B HeM onpejeneHune
MHhOpMaLMOHHOI 6e30MacHOCTH BK/IOYAET B cebs KOH(hMAEHUNaIbHOCTb, Le/IOCTHOCTb U JOCTYNHOCTb, MOXHO CKa-
3aTb. YTO B JaHHOM CTaHfapTe y4TeHbl MHOrMe acnekTbl KPUTUUHOCTK 6e30nacHOCTU, 0COBEHHO, Korga 6e30nacHoOCTb
nauueHTa onpejensieTcsi Ka4ecTBEHHOW OLEHKON BO3AeNCTBMS Ha Hero.

[aHHbIn BpuTaHckuii cTaHA4apT COCTOUT U3 ABYX YacTeit:

- 4aCTb 1 COAEpPXMWT COBOKYNHOCTb OBLLENPUMEHUMbIX Lief1Ieil KOHTPOSA, CKOMMOHOBAHHbIX B MOArpynnbl, v rnas-
Hble 3agaun:

- YyacTb 2 onpejgenseT KOHUEenuuio CUCTEMbl ynpaBneHus UHopmMaLunoHHOVW 6e30nNacHOCTb0 (Ha NPOTSXEHUN
XM3HEHHOrO LMKNa), COrnacoBaHHylo C KPUTUYHOCTbIO 6€30MacHOCTU, KavyecTBOM, MHChOPMAaLMOHHBIMU NpoLedypaMu n
3aLMTON okpyxatoLeli cpedbl. Cuctema ynpasneHus MHgopmMaLoHHON 6e30NacHOCTbIO Takke 6asupyeTca Ha Mmoaenn
PDCA (nnaHupoBaHue, UCNOMHEHWE, MPOBepka W peanmsauus).

Llenn KoHTpPOoNs TeCHO CBA3aHbl C BONpOCammn OLIEHKW PUCKOB ANA 6e30nacHOCTK naumeHToB. K HUM OTHOCAT:

- NONUTUKY 6Ee30MacHOCTK:

- opraHusaumio 1 ynpasneHme 6e30MacHOCTbIO:

- Knaccugukaumio 1 KOHTPO/b PECYpCoB;

- 6e3onacHoOCTb NepcoHana;

- thusnyeckyto 1 akonornyeckyro 6e3onacHoCTb;

- ynpasneHve KOMMYHUKauuaMn 1 feiicTBUAMMY;

- KOHTPO/b A0CTYNa,;

- paspaboTky ¥ CONPOBOXAEHWE CUCTEM;

- ynpas/ieHne HenpepbIBHOCTLI0 Gu3Heca;

-COOTBETCTBUE;

- ynpasfieHne UHUWUAEHTaMU.

BS 7799-2 6bin NPUHAT B kKayecTBe MexayHapoaHoro ctaHaapta CO/M3IK 27001. cogepxaHue KOTOPOro 6b110
CKOPPEKTMPOBAHO C yyeToM npedbigywero ctaHgapta MCO/M3K 17799:2005. BS 7799-1 ele paHee 6bin MPUHAT B
KayecTBe MexayHapoaHoro ctaHgapta MCO/M3K 17799:2005. ofHako 0XuAaeTcs, 4To OH ByaeT BktoyeH B ICO 27002.
Kpome Toro, oxugaercs, 4to B 6avkaliliem 6yayLieM B 3TOW e cepumn NnosiBATCA HOBble CTaHAAPTbI.

BaxHbIM 415 HACTOSLLEro cTaHAapTa ABNSeTCs LeHTpasibHasa 3aBUCHMOCTb CTaHAapTa OT CUMbHO CTPYKTYpPUpO-
BaHHO 1 BCECTOPOHHEN (M NoAPOGHOIM) OLEeHKK pucka 6UsHeC-NPoLLeccoB, MHPOPMAaLMOHHBIX CEPBUCOB U MHAIPACTPYK-
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Typ (annapatHoe u nporpaMMHOe ob6ecrneyeHne, HOCUTENN [aHHbIX, JOKYMEHTauus W T.4 ), UCMOSIb3yeMbIX B pamkax
CMCTEMbI ynpaBfieHns MHPOPMaLMOHHOV 6e30MacHOCTbIO.

Kpome topuanyeckux n perynsitvBHbIX TpebosaHuii B UICO/M3OK 27001:2005. noapasaen 4.2. nepeuncneHve 1b,
TaKxe [ONOSHUTENbHO CAeNaH akLeHT Ha PpacCMOTPEHUI KOHTPaKTHbIX 0683aTe/IbCTB Ha BCeX CTaAusiX CUCTEMbI ynpas-
NEeHNs MHoPMaLMOHHOI 6e30NacHOCTbI0, 0COGEHHO B OTHOLLEHWW OLEHKM PUCKOB, 06paboTkn pUCKOB, BbiIGOpa CPeaCTB
KOHTPO/ISA, KOHTPONSA 3anuceli U pecypcoB, MOHWUTOPWHIA 1 aHa/M3a CUCTeMbI ynpasnieHnst MHgopMaLyoHHol 6esonac-
HOCTbI0 11 TPe6OBaHUiA K AOKyMEHTaLmm.

Bonee TOro, B 6yayluem elle oAvH JOKyMeHT. BS 7799-3:2006 {69]. no ynpasneHuio puckamv B cucteme ynpasne-
HUS MHOPMaLMOHHOI 6e30NacHOCTLI0 BYAET NPUHAT B KAYECTBE MEXAyHapoAHOro ctaHaapta MCO/M3K 27005 [66]. B
HeM npejcTaBneHa WHopmaums, nogobHas nNpuBefeHHOl B ONy6/MKOBAHHOM AOKYMeHTe BpuUTaHCKoro MHCTUTyTa
cTtaHgaptoB PD 3002:2000. DTOT AOKYMEHT COAEPXWUT NOAPOGHOE onucaHue npo6iem apheKkTUBHON peanunsayum
ynpasneHns puckamm MHAOPMaLMOHHON 6e30MacHOCTU, OYeHb Nnoxoxee no (hOpMe Ha NepeyeHb KYeBbIX KOMMOo-
HEHTOB. NMpeAcTaB/eHHbIi B C.3.

Komnnekc ctaHgaptoB MICO 2700X HanpaBfieH Ha To Xe. 4To U ctaHaapTbl M3K 61508-3 1 MOK 61508-5 (cm.
C.6.2). OfiHaKo B HEM CHOBa OTCYTCTBYHOT BCECTOPOHHME cneundmKaLyn oxXBaTbiBAEMbIX MPOLECCOB WM BOMNPOCOB,
noanexalyux paccmMotpeHuio. C apyroi CTopoHbl, 061acTb npumeHeHns MICO 27001 MOXeT 6biTb B 3HAUUTESIbHOV Mepe
MCMo/b30BaHa B OTHOLLEHUW OLEHOK PUCKOB A1 6€30NacHOCTU NauWeHTOB NPU UCNO/b30BaHUM NPOrpaMMHbIX NMPOAYK-
TOB AN151 chepbl 34paBOOXPaHEHNS.

C.6.2 M3K 61508 «OueHKa KpUTMYEeCcKoro pucka ans 6e3onacHocTm»

M3K 61508 coctouT 3 BocbMu Yacteil. B yact 0 npeacTasneH 063op. OCHOBHOE coAepXaHue npefcTasneHo B
yacTax 1— 4. VX npoekT 6bin paspaboTaH B 1998 r., a NPOEKT YacTu 2. coepxalleil TpeboBaHns K cuctemam, cBsi3aH-
HbIM C 6e30MacHOCTbIO, 6bl1 NnepecmoTpeH B 2000 r. Bepcun BCex yeTbipex YacTel, BbiMyLleHHble B Aekabpe 2005 1., B
HacTosilLlee Bpems ABNATCA NPeaMeTOM ro/iocoBaHnsa B komuteTe. Yactn 5. 6 1 7 6ygyT pacCMOTPEHbI NO3Xe.

CraHfapT NPUMEHNUM K 3N1eKTPUYECKUM, 3/IEKTPOHHBIM 1 MPOrpaMMUpyeMbIM 31eKTPOHHbIM  cucTemam. PaHee
BO3HMKa/1 BOMPOC, AO/DKHA N1 061acTb npumeHeHns MOK 61508 orpaHnumBaTtbCs KOHTpOsiepaMuy ¢ MporpaMmMmupy-
emMoli norvkoil. OaHako nocnefHvue paspaboTku, Hanpumep, OXBaTblBaloLye WMHPOPMALMOHHbIE CeTeBble CUCTEMbI,
CBA3aHHble C 6e30MacHOCTbIO, NOAKIOYEHHbIE K VIHTEpHETY, NOAYEPKHYIN NPUMEHNMOCTL CTaHAapTa Ko BCeM nporpam-
MUPYeMbIM CUCTEMaM, HE3aBUCMMO OT MX KOHKPETHOro MpUMEHEHMS.

M3K 61508 npegHa3HayeH 45151 COBMeCTHOro nprvMmeHeHmns ¢ CO 9000 1 0CHOBbIBAETCS Ha CneaytoLmx nosoxe-
HUSIX:

- 6e30MacHOCTb He MOXET ObITb aBGCOOTHOM (C HY/IEBBIM PUCKOM);

- puCKM, co3faBaeMble CUCTEMaMM, JO/MKHbI ObiTb BbISB/IEHBI;

- HEeJoNyCTUMbIE PUCKW AO/MKHBI ObITb CHUKEHbI WU UCKTIOYEHDI;

- yBEPEHHOCTb B 6€30MacHOCTU A0/MKHA ObITh OnpejeneHa 3apaHee, a He PETPOCNEKTUBHBIM aHa/IM30M NPOeKTa;

- 6e30MacHOCTb JO/MKHA ObITb JEMOHCTPUPYEMOIA;

- paspyLueHue Bepbl B TO. YTO «BCe. CAeNaHHoe (T.e. NOCTPOEHHOE) XOPOLLO, aBToMaTnyeckn byaet 6e3onacHbIM»,
UMeeT KpUTUYeCKoe 3HayeHue;

- npaBunbHOE (PYHKLMOHMPOBaHNE He 06a3aTenbHO afekBaTHO 6e30MacHOCTY.

K HacTosiwemy cTaHAapTy MMEIOT OTHOLLEeHWe cnegytowme yactn M3OK 61508:

- YacTtbl. O6Lme TpeboBaHUs:

- YacTb 3. TpeboBaHus K NporpammMHOMy obecrneyeHuto (T.e.. K NPOorpaMMHbIM KOMIMOHEHTaM):

- YacTb 5. Mprmepbl MeTOA0B A1 AMdhepeHLMpoBaHus ypoBHeli LLeIoCTHOCTM 6e30nacHOCTy.

AdhdhekTBHOE UCMONb30BaHNE CTaHAapTa, HECOMHEHHO, TpebyeT NMOHUMaHUS ynpaBieHns puckamu, n Tekylias
Bepcust YacTeil 1 — 4 4yaCTUYHO OTpaXaeT MHEHWe, YTO HEKOTOPble NPOLECChl CANLLKOM CI0XHbI U HEOAHO3HAUHbI.

B oCcHOBe JaHHOro cTaHfapTa NeXWT KOHLEeNUWs «ypoBHel Le/ioCTHOCTY 6e30MacHOCTU», KOTOpble B YEM-TO aHa-
JIOTUYHbI YPOBHAM PUCKOB. XOTSI KOHKPETHbIE MPOLIeCChl MO YCTAHOBEHWIO YPOBHEN LenocTHOCTK 6e30nacHoCcTn He
npeAcTaB/ieHbl, B 4acTu 5 NokasaH CMekTp aibTepHaTUBHbIX METOAOB. [NaBHOl cpeay HUX ABAsSETCS knaccudmkaums
P1CKOB, OCHOBaHHas Ha OTOBPaXEHWM YACTOTbI U MOCNEACTBUSAX, HA OCHOBaHUM KOTOPbIX BbIOMPaeTCs OAWH U3 YeTblpex
KnaccoB pucka. MocKonbKy B A@HHOM CrlyvaB «4acToTa» MOHUMAETCA Kak CUHOHWM «MpaBAonofobus», To Mbl UMeeM
[leN1o C NpoLeccoM, OCHOBaHHbIM Ha puUcKax, B YUCTOM BWAE, N AaHHbI CTaHAAPT NPUXOAUT K TEM Xe BbiBOAAM, YTO U
GHTF/SG3'NI5R8 [39].

OpHako, npumepbl, NPMBEAEHHbIE B YacTu 5. OCTAlOTCS BbICOKOYPOBHEBBLIMU U HE OMyCKAalOTCA [0 NOAPO6HbIX
nepeyHeil kpuTepues, Noasexalimx PacCMOTPEHUID, WM CPeACTB KOHTPOAS, NOAXOAALMX AN1A NpuMeHeHus. Takke
cnepyeT yuecTb OTHOCUTE/IbHOE NpeAnoyTeHNe CTaHAapTa K KOIMYeCTBEHHbIM MepaM OLIEHKWN PUCKOB, XOTS NOTeHLMab-
Has posib KAYECTBEHHO OLIEHKM B HEM Takke npusHaeTcs. PasymeeTcs, KauyeCTBEHHYIO OLieHKY GyAeT npakTUieckn He-
BO3MOXHO MPUMEHUTb NPU OTCYTCTBUM HaAEXHOro WM O6LIMPHOro 6aHka CTaTUCTMKM, Ha OCHOBaHWM KOTOPOrO OHa
morna 6bl 6bITb cchopMmpoBaHa.

Mockonbky MOK 61508 npefcTasisieT COBOKYMHOCTb MOHATUIA 1 MPUHLMNOB, KOTOPble MOryT ObiTb yUYTEHbl Npu
OLieHKe pUCKoB AN 6e30MacHOCTM NauueHTOB CO CTOPOHbI MPOrpaMMHbIX MPOAYKTOB AN cdpepbl 34paBOOXpaHeHus,
MeXaHu3Mbl, NpefcTaB/ieHHble B CTaHAapTe B HACTOsWEeM BuAe, 0ObI4HO paccMaTpuBalOTCA B KOMMEKCe U efsa /n
MOryT ObITb peanu3oBaHbl NOAXOAALMM 06pa3omM. [Mo3ToMy, ecnu Kakoi-nmbo NpoLecc OLEHKU GyAyLyX PUCKOB CO
CTOPOHbI NPOrpamMMHbIX NPOAYKTOB A/15 cdepbl 34paBOOXPaHEHNS 1 MOT 6bl UCMO/Mb30BaTb OCHOBHbIE MPUHLMIMLI, TO 3TO
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cyMTaeTcs HeNnpUrogHbiM. Kpome T0ro, 0CO6eHHO BaXKHO ByfAeT A0CTUYb 06LLell cornacoBaHHOCTY CO chepoii MeanLUmnH-
CKuX npnbopos, rae yxe ucnonbdyetcs MCO 14971 (cm. C.5.1). n B KOTOPOIA NCMOMB3YIOTCA pasHble, Kak npasuio, 6onee
NpakTUyYHble, MexaHu3Mbl.

C.6.3 MeTog 0LeHKM pucka nHpopmaunoHHoi 6e3onacHocTu MpasuTtenscTea BennkobpntaHumn CRAMM

CRAMM [40] siBnsieTcA METOAO0M, pacnpocTpaHsieMbiM Ha KOMMEPYECKol OCHoBe. B Buae MCKIOYEHUSI OH pac-
CMOTPEH B HacTosiLieM CTaHAapTe C MPU3HaHWEM TOro, YTO OH SB/ISETCS MHTENNEeKTyaslbHOW COBCTBEHHOCTLIO NpaBu-
TenbcTBa BennkobputaHum, YTO OH LUMPOKO W YCMELIHO NPUMEHSETCA MHOMMMU OpraHv3auvsmMu 34paBoOXpaHeHus, a
TaKke BHeApeH B HaumoHanbHOl criyx6e 3apaBooxpaHeHus BenvkobpuTaHum.

[aHHbIl MeTof 6bin paspaboTaH npumepHo 17 neT Hasaj M perynspHo pasBuBasics U nepecmartpusancs. B
TeyeHne MoYTU BCEro BPEMEHV OH NOALEPXMBAJICS NOJlyaBTOMATUYECKO/ CEPBMCHON NporpaMMmoii, U W3BECTHO, YTO
6onee 600 konuii AaHHOI CepBUCHONM NporpaMMbl 6bIN BHeApeHbl 6onee Yem B 25 cTpaHax.

[laHHbI MeTog, 1 ero cepBuUCHas MporpammMa NoALEepPKUBatOT:

- npouecc ynpasneHns MHdopMaLmnoHHoi 6e3onacHocTbio no BS 7799/MCO 27001:

- MOJIENNPOBaHNe PecypcoB 1 3aBUCUMOCTEN;

- aHann3 U ynpasneHne puckamu MHOPMaLMOHHON 6e30nacHOCTK, BKIOHYas 06paboTKy PUCKOB:

- cneundmkaumio TpeboBaHWii K HENPepbIBHOCTU 1 BO3BPALLEHWIO K HOPME;

- co3fjaHune 6ubNnoTeKN MHOrOKPATHO MCMO/b3yeMbIX MOAEIeli PUCKOB 1 COOTBETCTBUS;

- UTepaTuBHbIE OLEHKW C MCNO/Ib30BAHMEM B3aUMOZAEWCTBYHOLWMNX YPOBHEN (DYHKLMOHANBHOCTU «3KCMPece» U
«3KCnepT»;

- (hopMMpOBaHVEe OTHETOB MO pPUCKaM ¥ COOTBETCTBUIO;

- cpe/cTBa MOBbILLEHNA 6€30NacHOCTU U NIaHNPOBaHNe peasim3auun.

MHdopmaumorHas 6esonacHocTb Tpaktyetca B CRAMM B cootsetcTBumM ¢ ICO 27001. CRAMM coaepxumTt 6a3bl
3HAHWIA/3KCMEPTHbIE CUCTEMbI, BK/IHOYAs:

- okono 400 TMnoB pecypcos (B T.4. 06paboTKy MHGOPMaLMK, NHCOPMALMOHHbIE CEPBHUChI, annapaTHoe u npo-
rpaMMHoe obecneyeHne, KOMMYHUKALMOHHbIE NPOTOKO/bI, HOCUTENW JaHHbIX W MecTa pa3MeLleHus);

- 26 pasHbIX TUMOB BO3AeNCTBYA (B T.4. NPO6/1EMbI C KOH(PUAEHLNANBHOCTbIO, LIeTOCTHOCTLIO M AOCTYNHOCTBIO);

- OLeHKy Bo3geiicTBusi Mo 10-6a/11bHON KONMYECTBEHHON MM Ka4eCTBEHHOW LUKane;

- 0K0/10 40 TMMOB Yrpo3 1 cTeneHelt 3allmMLLeHHOCTY (BKTouas cnyyaiiHble, npeAHaMepeHHble, TeXHUYeckue, Yeno-
Beyeckve 1 T.M. hakTopbl), a Takke BOMNPOChl, Ha KOTOPble HEOO6XOANMO OTBETUTL, YTOObI OLEHUTDL UX;

- CeMb YPOBHeii pucka;

- BOCEeMb 30H WMHhopMauMoHHONM 6e3onacHoCTU (NporpammHOe M annapatHoe obecneyveHve, KOMMYHUKaLmu,
nepcoHas, [OKyMeHTauus, npoueaypsbl, usnyeckme acnekTol U U3ydeHns);

- 0kono 3500 KOHTPMepP (OpraHn3oBaHHbIX B Mepapxuyeckme rpynnbl No Mepe BO3pacTaHWs KOHKPETHOCTU U OXBa-
Ta NporpaMMHbIX NPUHLMMNOB, 3adad, yHKUMI 1 feliCTBYIOLLMX 06Pa3LoB), NHAEKCUPOBaHHbIX B COOTBETCTBUM C Yrpo3a-
MW 1 pecypcamy, afekBaTHbIM OTBETOM Ha KOTOpPble OHU SB/SIIOTCS.

V13 U3NOXEHHOTO Bblle cneayeT, 4To noaxod, 6:msknii K CRAMM 1M OCHOBaHHbI/ Ha HEM, MOXET [OCTaTOYHO
3hheKTMBHO MCNO/b30BaThb OLIEHKY 6€30MacHOCTY NaLMEHTOB MPU MCMOb30BaHUM NMPOrPaMMHbIX NPOAYKTOB A5 cihe-
pbl 34paBOOXpPaHeHNs NOCPeACTBOM CucTeEMaTM3aLUmn CyLEeCTBYIOLWMX SKCNEPTHbIX 3HaHWUNA, AenatoLeli nHopmaumio n
npoLeccbl 06LLefOCTYNHbIMU, 1 YNPOLLEHUS UX UCMOMb30BaHNS He aKcnepTamu.

C.6.4 BbiBOAbI NO CTaHAapTam, CBA3aHHbIM C yrpaB/ieHUeM puckamun

Bce cTaHgapTbl, pacCMOTPEHHbIE B HACTOALLEM pasfenie, UMET NpsMoe OTHOLLEHWe K obecrneveHunio 6e3onac-
HOCTW MauyeHTOB NpW UCMO/Ib30BaHMN NPOrpaMMHbIX NMPOAYKTOB ANA chepbl 34paBOOXPAHEHNS, XOTA HU OAMH U3 HUX
He MOXeT ObITb UCMO/Ib30BaH B €r0 HaCTOALLEM BUAE.

CoBmecTHOe ncnonb3oaHne MCO 27001 n CRAMM gaeT noutu felicTBytowmiA obpasel, Toro, 4To Moro 6bl 6bITb
[OCTUIHYTO NPW UCNO/b30BaHNN METOAA U UHCTPYMEHTa/IbHbIX CPEe/CTB, COOTBETCTBYIOLLMX KOHLENUUAM, U3/TOKEHHBLIM B
M3K 61508.

C.7 O6uwue BbIBOAbI N0 CTaHAapTaM rno ynpasaeHuo puckamu

MpuBeaeHHbI 0630p MokasblBaeT, YTO CyLUECTBYET MHOXECTBO [JOKYMEHTOB, CTaHAAPTOB W MHCTPYMEHTaslbHbIX
CpefCcTB NO ynpaB/ieHNo puckamu, MHOTME U3 KOTOPbIX OTHOCATCSA K 3aKOHOAATeNbHbIM U PerynaTuBHbIM TpeboBaHWAM
(koTOpble He ABNAKOTCA NPeAMETOM PacCMOTPEHUS B HACTOsILEM CTaHAapTe) WM MeguuMHCKUM npubopam (KoTopble
N0 CBOEN CyTW OT/INYAIOTCA OT NPOrpaMMmHbIX NMPOAYKTOB). UTO KacaeTcs cTaHAapToB N0 MeAWLMHCKMM npubopam, TO B
061acTb MPVMEHEHUS1 HEKOTOPbIX U3 HUX BK/IIOYEHbI NPOrpamMHble NMPOAYKTbl, XOTA W kKak adheKkTnBHbIE [06aBKM K
camvM MeSULMHCKUM npubopam.

[JaHHbIi 0630p CTaHZapPTOB Noxasasl, YTO OHW HOCAT /IGO0 OYeHb 06LMIA XapakTep, MO0 CALIKOM CAOXKHbI A1s
HenocpeACcTBEHHOIO NMPUMEHeHWs ANA Ueneil HacTosAWero craHjapTta, TO ecTb ANA PeLleHNs KOHKPETHbIX npobsem
6e30MacHOCTV NaunMeHToB NPV NPUMEHEHU NPOrpaMMHbIX NPOAYKTOB AN cdepbl 34paBoOXpaHeHns Hecrneumaucta-
MU (C onpeaeneHHon cTeneHblo YBEPEHHOCTN B TOYHOCTU pesynbTarta).

YunTbiBas, 4TO YETKME HOPMATMBHbIE MaTepuasibl NOABATCA TOMLKO NOCNe 3aBeplueHns pa3paboTku cTaHaapTa
COBMECTHOI pa6oueli rpynnoit ICO/M3K [35]. cnegyeT NoHMMaTh, U4TO yXe JOCTUTHYTbI CyLeCTBeHHast YHUULMPOBaH-
HOCTb M KOHCEHCYC NO K/OYEBLIM KOMMNOHEHTaM 3(PHEKTUBHOIO YNpaBieHUss pUckaMu.
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MHOrme KOMMOHEHTbI PACcCMOTPEHHbIX CTaHAAaPTOB, OCOGEHHO NpUMepbl peasim3aunun, MOoryT okasaTbCs OYeHb
nosesHbIMK, ecnm nx 06beaMHUTL. OgHako nogobHoe o6beanHeHe BCe paBHO He 06ecneunT BCECTOPOHHEro OcBeLLle-
HMS NPOG/IEM, TO ecTb NOTpebyeTca UX AasbHelwas npopaboTka.

Tem He MeHee, Npy pa3paboTke M1060ro cTaHgapTa no obecneveHnto 6e30NacHOCTV NauMeHToB Npu UCNob30Ba-
HUM NpOrpaMMHbIX NPOAYKTOB NS cdhepbl 34paBOOXPaHeEHNsS BCe PACcCMOTPEHHbIE HOPMATUBHbIE [OKYMEHTbI MOryT
oKas3aTbCsl NOMEe3HbIMU.

OCHOBbIBasACb Ha PACCMOTPEHHBIX HOPMATUBHbIX [OKYMEHTaX U UX NPaKTU4eCKOM NPUMEHEHUN AS1A BbICOKOYPOB-
HeBbIX OMpefeNieHnit 1 KOHKPETHbIX peanusauuii, COXHO NPeAnonoXnTb, YTO OAVWH HOPMATUBHBIN AOKYMEHT CMOXeT
0XBaTWUTb BCE MOHATUS N 3KCMEPTHbIE 3HaHWSA, HeobxoaVMble Ana obecneyeHns 6e30MacHOCTY NauMeHToB NPU UCMOSb-
30BaHMM NPOrpaMMHbIX NPOAYKTOB 415 cdepbl 34paBoOOXpaHeHus. [laxe eciv 3To Moro 6bl 6biTb JOCTUTHYTO, TO BECH-
Ma MaJIOBEPOSITHO, YTO TaKOh JOKYMEHT MOXeT ObiTb Takke 3hheKTMBHO MUCMO/b30BaH B peasibHbiX YCM0BUAX 6e3
npuBNEYEHNs AONOMHUTENbHbIX CPEACTB NOAAEePXKKN.

0O6beuHeHne NICO 27001 1 CRAMM co3gaeT noutn paéoumnii o6pasel, Toro, 4To Mor/io 6bl GbITb AOCTUTHYTO.

O6wumit BbIBOA, 3aK/104aeTcsl B TOM. YTO eC/n ynpas/ieHne puckamu JO/DKHO BOMTU B nepeyveHb TpeboBaHuil no
obecrneyeHnto 6e30NacHOCTV NPU UCMOMb30BaHUKM NPOrPaMMHBIX NPOAYKTOB AN chepbl 34paBOOXPaHeHus, To:

- TpebyeTcs HOBbIV CTaHAAPT, COrNacoBaHHbIN Ha BbICOKOM YPOBHE C pe3y/ibTaTamMmu COBMECTHOI pabouyeii rpynnbl
NCO/M3K, NCO 14971 n NCO 61508. pa3paboTaHHbIii cneluasibHO /15t NPOrpaMMHbIX NPOAYKTOB A5 chepbl 34paBo-
oxpaHeHus. Takoil cTaHAapT AO/HKEH BOMOWAThL KOHUenuun, n3noxeHHsle B GHTF/SG3/NISR8. 1 ocHOBbIBaTbCS Ha
onbiTe ncnonb3osaHns CRAMM n NCO/M3K 17799:

- HOBbIi cTaHAapT A0/MKeH 6biTb NOAKPEneH pykoBOACTBOM MO peanv3auuu, npefHasHavyeHHbIM creunanbHO
ANA NporpamMmMHbIX NPOAYKTOB AN5 chepbl 34paBOOXpaHEHNS.

27



FOCT P NCOITO 27809— 2009

(1

(2]
(3
(4

(5]
[6]
8
[0

(10]

[11]
[12]
[13]
[14]
[15]
(16]
(17]
[18]

[19]
[20]

[21]
[22]
[23]
[24]
(25]
(26]
[27]
[28]
[29]
[30]
(31]
[32]
(33]
(34]
[35]
[36]
[37]

(38]

28

Buénuorpadusa

Kohn. I.T., Corrigan. J.M. and Donaldson. M.S.. To Err is Human: Building a Safer Health System. USA Institute of
Medicine. National Academy Press. 1999

An Organisation with a Memory. HMSO. June. 2000

Quality in Australian Healthcare. Study. 1994

Brennan, T.A.. Leape, LI, Laird. N.M.. Herbert I.. Localio. A.R. and Lawthers, A.G.. Incidents of adverse events and
negligence in hospitalised patients, results of the Harvard Medical Practice Study. New England J Med.. 324.
1991. pp. 370—376

Quality of care: patient safety. Report of the WHO Secretariat. EB 109."9. 5 December. 2001

Building a safer NHS for Patients. UK Department of Health. April. 2001

ISO/IEC Guide 51:1999. Safety aspects - Guidelines for their inclusion in standards

Information document concerning the definition of the term «Medical Device». Final document GHTF/SG1/
N29R16:2005. GHTF Study Group 1, the Global Harmonization Task Force. 29 June. 1999

Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices. Center for
Devices and Radiological Health. Food and Drug Administration. US Department of Health and Services. 11 May.
2005

Off-the-Shelf Software Use in Medical Devices. Guidance. Center for Devices and Radiological Health. Food and
Drug Administration. US Department of Health and Services. 9 September. 1999

ISO/TS 25238 Health informatics — Classification of safety risks from health software

CEN/TS 15260:2006 Health informatics — Classification of safety risks from health informatics products

EN 1041:1998 Information supplied by the manufacturer with medical devices

ISO 14155 (both parts) Clinical investigation of medical devices for human subjects

ISO/TS 19218:2005. Medical devices — Coding structure for adverse event type and cause

Adverse Event Reporting Guidance for the Medical Device Manufacturer or its Authorized Representative. Final
Document GHTF/FD:99-7, GHTF Study Group 2. the Global Harmonization Task Force. 29 June. 1999

UK National Patient Safety Agency. http://www.npsa.nhs.uk

ISO/TS 22224. Health informatics — Electronic Reporting of adverse drug reactions

Council Directive 93/42/EEC of 14 June. 1993. Concerning medical devices

Guide to the implementation of directives based on the New Approach and the Global Approach. European
Commission. Luxembourg, Offioe for Official Publications of the European Communities. 2000. ISBN 92-828-
7500-8

http:iVeuropa.eu.int/comm/enterprise/medical_devices/meddev/index.htm

Guidance on Quality Systems for the Design and Manufacture of Medical Devices. GHTF.SG3.N99-8. Global
Harmonization Task Force. 29 June. 1999

1SO 9001:1994 Quality systems — Mode! for quality assurance in design, development, production, installation
and servicing

ISO/TR 14969:2004 Medical devices — Quality management systems — Guidance on the application of ISO
13485:2003

Quality System Regulations. 21 CFR Part 820 (Federal Register. October 7. 1996. Part VII 21 CFR Parts 808. 812
and 820 Medical Devices; Current Good Manufacturing Practice (CGMP): Final Rule)

Medical Device Quality Systems Manual: A Small Entity Compliance Guide. Center for Devices and Radiological
Health. FDA. December. 1996

ISO 13485:2003. Medical devices — Quality management systems — Requirements for regulatory purposes
ISO 9001:2000. Quality management systems — Requirements

ISO/IEC 90003:2004. Software engineering — Guidelines for the application of 1SO 9001:2000 to computer
software

ISO/IEC 12207:1995. Information technology — Software life cycle processes

ISO/IEC 12207:1995/Amd.1:2002, Information technology — Software life cycle processes Amendment 1
ISO/IEC TR 15271:1998. Information technology — Guide for ISO.IEC 12207 (Software Life Cycle Processes)
Design Control Guidance for Medical Device Manufacturers. GHTF.SG3.N99-9. Global Harmonization Task Force.
29 June. 1999

Design Control Guidance for Medical Device Manufacturers. Center for Devices and Radiological Health. FDA. 11
March. 1997

ISO 31000 General guidelines for principles and implementation of risk management

1ISO 14971:2007. Medical devices — Application of risk management to medical devices

IEC 61508-3:1998. Functional safety of electrical/electronio’programmable electronic safety-related systems —
Part 3: Software Requirements

IEC 61508-5:1998. Functional safety of electrical/electronic/programmable electronic safety-related systems —
Part 5: Examples of methods for the determination of safety integrity levels


https://meganorm.ru/Index2/1/4294698/4294698679.htm

[39]
[40]
[41]
[42]

[43]

[44]

[45]

[46]

[47]
[48]

[49]
[50]
[51]

[52]

[53]

[54]

[55]
[56]
[57]
[58]
[59]
[60]
[61]
[62]

[63]
[64]

[65]

[66]
[67]

[68]
[69]

FOCT P UCOITO 27809— 2009

GHTF/SG3/NISR8. Global Harmonization Task Force Study Group 3. Risk Management Principles and Quality

Management Systems. May. 2005

CRAMM, UK Government's Preferred Risk Analysis and Management Method for Information Security Management.
January. 2003

Council Directive 90/385/EEC of 20 June 1990 on the approximation of the laws of the Member States relating to
active implantable medical devices

Council Directive 98/79/1EC of the European Parliament and of the Council of 27 October 1998 on in-vitro diagnostic
medical devices

Therapeutic Goods Act 1989 as amended by the Therapeutic Goods Amendment (Medical Devices) Bill 2002 and
the Therapeutic Goods (Medical Devices) Regulations 2002 [known as Therapeutic Goods Amendment (Medical
Devices) Act 2002]

Australian Medical Devices Guidelines: An Overview of the New Medical Devices Regulatory System. Guidance
Document Number 1. Version 1.6. Therapeutic Goods Administration. Department of Health and Ageing. 23 May.
2003

Differences between the Australian and European Union regulatory systems (1). Fundamental differences and

classification. Fact Sheet. Draft for comment. Therapeutic Goods Administration. Australian Department of Health
and Ageing. December. 2004

Differences between the Australian and European Union regulatory systems (2). Essential principles. Fact Sheet.
Draft for comment. Therapeutic Goods Administration. Australian Department of Health and Ageing. April. 2005
Medical Devices Regulations. 1998 of the Food and Drugs Act

Medical Device Compliance and Enforcement Directive. Health Products and Food Branch Inspectorate. Health
Canada. 11 February. 2004

Guidance for the Risk-based Classification System. Draft. GD006. Therapeutic Products Directorate. Medical
Devices Bureau. Health Canada. 4 May. 1998

Guidance for the Risk-based Classification System of In Vitro Diagnostic Devices. Draft. GD0O7. Therapeutic
Products Directorate. Medical Devices Bureau. Health Canada. 17 March. 1998

Keyword Index To Assist Manufactures In Verifying The Class of Medical Devices. Therapeutic Products Programme.
Licensing Services Division. Medical Devices Bureau. Health Canada

Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices. Center for
Devices and Radiological Health. Food and Drug Administration. US Department of Health and Human Sciences.
11 May. 2005

Off-The-Shelf Software Use in Medical Devices. Center for Devices and Radiological Health. Food and Drug
Administration. US Department of Health and Human Sciences, 9 September. 1999

General Principles of Software Validation: Final Guidance for Industry and FDA staff. Center for Devices and
Radiological Health. Food and Drug Administration. US Department of Health and Human Sciences. 11 January.
2002

Principles of Medical Devices Classification. Proposed Document SG11NO15R22. GHTF Study Group 1. the
Global Harmonization Task Force. 17 November. 2003

The Classification Rules. Bulletin Number 10, UK Medical Devices Agency (now UK Medicines and Healthcare

products Regulatory Agency). February, 1995

Classification of Medical Devices. Guidance Document Number 25. Therapeutic Goods Administration. Australian
Department of Health and Ageing, January. 2005

PD 6668, Managing Risk for Corporate Governance. British Standards Institution. November. 2000

AS/NZS 4360:2004. Risk Management. Standards Australia Institute

World Standards Cooperation Healthcare Technology Task Force (HTTF). Final Report. January. 2006

IEC 62304:2004 Medical device software — Software life cycle processes

Australian Medical Devices Guidelines — Conformity Assessment Procedures. Guidance Document Number 3.
Version 1.5. Therapeutic Goods Administration. Australia. 23rd May. 2003

Medical Device Compliance and Enforcement Directive. Health Canada. 11th February. 2004

ISO/IEC 27001:2005 Information technology — Security techniques — Information security management systems
— Requirements

ISO/IEC 17799 Information technology — Security techniques — Code of practice for information security
management

ISO/IEC 27005 Information technology — Security techniques — Information security risk management

IEC 60601-1-4. Medical electrical equipment — Part 1-4: General requirements for safety — Collateral Standard:
Programmable electrical medical systems

EN 1441, Medical devices — Risk analysis

BS 7799-3. Information security management systems — Guidelines for information security risk management

29



FOCT P NCO/TO 27809— 2009

YOK 61:004:006.354 OKC 35.240.80 nss OKCTY 4002

KntoueBble c/10Ba: 34paBooxXpaHeHne, uHpopmatusayus 340poBbs, 6€30NacHOCTbL NPOrPaMMHOro o6ecneyeHus,
6€e30NacHOCTb NaLMeHTOB, Bpes 340p0Bbi0

Pepaktop O. A. CTosiHOBCKas
TexHuueckuin pegaktop B. H. MpycakoBa
KoppekTop H. . TaBpulyyk
KomnbloTepHas Bepctka 3. . MapThbIHOBOM

CpaHa o Ha6op 21,09.2010. MopgnucaHa B neyatb 05.10.2010. ®opmar 60x84'/e. bymara odceTHas. [apHuTypa Apuan.
MevaTb otbceTHad. Yen. ney. n. 4.19. Yuy.-uza. n. 4.05. Tupax 72 3a. 3a». 1362

®ryn kCTAHOAPTUH®OPM». 123995 MocTa. FpaHaTHbIi nep.. 4.
www.gostinfo.ru info@ gostinfo.ru
Ha6paHo u oTneyaTtaHo B Kanyxckoii tunorpacun ctangaptos. 248021 Kanyra, yn Mockosckas. 256.


https://meganorm.ru/Index/57/57107.htm
https://meganorm.ru/Index/8/8599.htm
https://meganorm.ru/Index1/46/46562.htm

