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BeBegeHue

NCO/TO 24971 noaroToBneH CoBMEeCTHO TexHuyeckum komuTeToM ISO/TC 210 «MeHemxmeHT
KayecTBa W COOTBETCTBYylOWIME 0OLIME acnekTbl MeAULMHCKUMX M3aenuidiy n TeXHUYECKUM KOMUTETOM
IEC/SC 62A «O6Lwne acnekTbl 3neKTpoobopyaoBaHusl, NCNOMb3YEeMOro B MEAULMHCKOM NpakTuke». MpoekT
6bIn HanpaeneH Ha ronocoBaHmne B HaLMoHarbHble opraHbl kak MCO, Tak u MOK.

OnbIT NoKaskIBaeT, YTO U3FOTOBUTENU UCTILITLIBAIOT CIIOXXHOCTU MPWU NPaKTUYECKOM NPUMEHEHUU HeKo-
Topbix pasgenos UCO 14971. HacToswumin ctaHgapT npeactasnaeT cobor pykoBOACTBO, MOMOratowiee npu
paspaboTke, NPUMEeHeHnN 1 NoAAepPKaHUM NpoLecca MeHeDKMEHTa pyUcka, NPUMEHAEMOTO K MeAULIMHCKUM
usgenuam, Lenbio KOTOporo ABnseTcs BbinonHeHne TpeboBannii MCO 14971. Takke HacToAWMA cTaHAapT
BKITIOYaET ero creynanbHble acnekTbl Anst LUMPOKOro AnanasoHa MegULMHCKUX U3gennit, Takux Kak akTUBHbIE,
HeaKTUBHbIE, UMMNaHTUPYeMble N HEUMMNITaHTUPYeMble MeAULIMHCKUE U3Aenna U MeauumMHcKue nsnenusa ans
in vitro QUarHoCTUKW.

Hacroswui ctanaapT He ABnsieTcs NOMHLIM PYKOBOACTBOM no npuMeHeHuto UCO 14971 gna opraHusa-
unin. OH aononHAeT pyKOBOACTBA, coaepkalumecs B uHopmaTusHbiX npunoxeHuax MCO 14971, kacarowu-
ecq cneayowmx obnacTen:

- PYKOBOACTBO MO PONU MeXAyHapoAHbIX CTaHAapTOB No 6e30MacHOCTU NPOAYKUMN U CTaHAapTOB Ha
npouecchl B MEHEePKMEHTE pUckKa;

- pyKoBOACTBO NO pa3paboTKe MNOSIUTUKN YCTAHOBIIEHUSI KpUTEPUEB AOMYCTUMOCTU PUCKA;

- PYKOBOACTBO MO UCMOSIb30BaHUIO MH(hopMaLuun, Nony4YeHHoW no o6paTHON CBA3WN Ha CTaaUAX NPou3s-
BOACTBa W NOCTNPOU3BOACTRA;

- pykosoAcTBo no anddepeHumnatmmn uHdopMauum no 6esonacHOCTU Kak Mepbl MO YNPaBNEHUO PUCKOM
1 coobLaemblx cBeAeHUIA 06 0CTaTOYHOM PUCKE;

- PYKOBOACTBO MO OLeHUBAHWUIO COBOKYMHOrO OCTAaTOUYHOIO pUCKa.

B HacTosILeM cTaHgapTe NpuBeAeHO HECKOMbKO MOAX0A0B, KOTOPbIE MOXKET UCNONb30BaTb OpraHn3aL sl
AN MPUMeHeHNns U nogaep>KaHns HeKOTOPbIX acnNeKTOB CUCTEMBbI MEHEDKMEHTa pUcka, COOTBETCTBYIOLLEN
NCO 14971. MoryT 1ucnonb3oBaTbCcs anbTepHaTUBHbIE MOAXOAbI, €CNN OHW YAOBNETBOPAIOT TpeboBaHUAM
NCO 14971.

Mpu oueHKe NPUMEHNMOCTY PYKOBOAALLMX YKa3aHWA HacTosILero ctaHgapTa Heobxoaumo paccMaTtpu-
BaTb npupody MeauUUHCKOro(nx) nsaenus(min), K KoTopomy(blM) OHW NMPUMEHSAIOTCH, PUCKU, CBSAI3aHHbIE C
NCnonb3oBaHMEM AaHHOTO MegULMHCKOro U3genus U npUuMeH1UMbIe perynupytowme TpebosaHus.
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HAUMWOHANBHBIW CTAHAAPT POCCUMUCKOW SEAEPALUUMU

u3genua MEQUUUHCKUE
PykoBoacTBO no npumeHeHutro UCO 14971

Medical devices. Guidance on the application of ISO 14971

Dara BBegeHna — 2018—03—01

1 O6nacTb NpUMeHeHunA

HacToawmin ctaHgapT npeacTtaenaeT coboil pykoBOACTBO, Kacatwlleecs onpedeneHHbIXx obnacTei
NCO 14971 npwn ocyLlecTBNEHNN AeATENBHOCTN N0 MEHEAXKMEHTY pucka.

CTaHgapT npegHasHaueH 4nsa okasaHua NOMOLLM U3roTOBUTENAM W APYTM NOMb30BaTeNaM cTaHgapTa
B obnacTu:

- MOHWMaHWSI PONM MeXOyHapOAHbIX CTaHA4apToB No 6e3onacHOCTW NpoAyKUMM U CTaHAapToB Ha
npoLecckl B MEHeKMEHTE pUcka;

- paspaboTKu NOMUTHKN YyCTaHOBNEHUS KpUTepUes AoNyCTUMOCTH PUCKa;

- BKMOYEHWUA NPOU3BOACTBEHHOM M NOCTNPOU3BOACTBEHHON UH(OPMALMK, MONYYEHHON ¢ NOMOLLLIC
obpaTHO cBA3M, B NPOLECC MEHEKMEHTa pUCKa;

- andbdepeHumnalnm mexay «MHbopmaumein no 6e3onacHOCTUY U «coobliaembiMu cBeaeHUAMIU 06
OCTaTOYHOM pUCKE;

- OLEHMBaHNS NMOMHOro 0OCTaTOMHOMO pUcKa.

2 Ponb MexayHapoAHbIX CTaHAAPTOB No 6e3onacHOCTU NpoayKuMu
M CTaHOApPTOB Ha NpoLecChbl B MeHeOXMEHTe pUCKa

2.1 O630p

MexgyHapogHele cTaHgapTbl No 6e3onacHOCTM MPOAYKUMM W cTaHg4apTbl Ha MNpoLecchl urpatoT
CYLLECTBEHHYIO POflb B MeHekKMeHTe pucka, kak onucaHo B UCO 14971. B npuHumMne, 3Tn cTaHAapThl paspa-
6aTbIBAIOTCS, YXKE NCMONb3Ysl KOHLEMNLUIO MEHEXKMEHTA pUCKa, KOTopasi MOXeT BKMoYaTb naeHTudrkaLmo
onacHoCcTer U onacHblX CUTyalui, onpedefieHne PUCKOB, OLEHMBAaHWE PUCKOB W onpeaeneHne mep no
yrpaBneHnio pUCKoM.

Bonee noapob6Hyto MHopMauuio no npoueccy paspaboTkn cTaH4apTOB Ha MeAULUHCKAE n3denus ¢
NCMONb30BaHNEM KOHLEMLUUN MEHeDKMEHTA pucka MOXHO HalTW B Takux gokymeHTax, kak MCO/M3K Pyko-
BoacTeo 51 u MCO/M3K PykosoacTteo 63.

MesxayHapoaHble cTaHaapThl no 6e3onacHOCTU NPOAYKLMM M cTaHAapThl Ha NpoLecckl paspabaTbiBatoT-
cs aKcrepTamMn B AaHHOW obnactm u oTpaxalT oblenpusHaHHbIA ypoBeHb pasButus Haykm (cm. D.4
NCO 14971:2007).

[aHHble cTaHAapTbl UrpatoT BaXKHYHO pofb B MeHeKMeHTe pucka. [Npu ocyllecTBNEHUN MeHeOXMeHTa
pucka U3roTOBUTESb, B NEPBYIO odepeb, AOIMKEH paccMOTpeTb NPOeKT paspabaTeiBaeMoro MeguuMHCKoro
n3genns, ero npegnonaraemoe UCnofib3oBaHNe 1 CBsI3aHHble C HUM onacHocTh/onacHble cutyauuu. MaroTo-
BUTENb Npu BbIBOpE NPUMEHUMbBIX CTaHOAPTOB MOXET OTAaTb NpeAnovTeHNe TeEM, KOTOpbIE YXe coaepxaT
KOHKpeTHble  TpeboBaHWsi, noMoralowune ynNpaBnsATb  PUCKAMK, CBASAHHBIMWA  C  KOHKPETHbIMMW
onacHOCTAMW/ONacHbLIMU CUTYaLUSIMU.

WU3panne opmymnansHoe
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Ona MeaMUMHCKUX U3AENWiA, KOTOpbIe COOTBETCTBYIOT TpeBOoBaHMAM 1 YAOBNETBOPSAIOT KPUTEPUAM AaH-
HbIX CTaHAaPTOB, OCTATOUHbIE PUCKU A4S KOHKPETHBIX OMacHOCTeN/oNacHbIX CUTYaLIMIA MOXHO CHECTb A0MyCTU-
MbIMW, ecrnin He npefcTaBneHbl 06beKTUBHbIE JaHHble, cBUOeTeNnbeTBylMe 06 obpaTHOM. HekoTopbiMu
BO3MOXXHbIMU MCTOYHMKAMMU TaknX 06 bEeKTUBHBIX CBUAETENLCTE MOTYT ABMATLCS OTYETHI O HeBNaronpUsATHBLIX
COBBITUSX, USBATUM NPOAYKLMN U3 oBpalleHns 1 npeTeHaun. TpeboBaHusa MexayHapoaHbIX CTaH4apToB, B
yucne KOTOPbIX MHXEHEPHbIE 1 aHaNMTUYecKMe NPOoLEecchl, KOHKPETHbIE npeaesbHble 3Ha4YeHUs BbIXOAHbIX
XapaKTepuUCTUK U3henus, npeaynpexaeHns UM npoekTHele cnelundukaLim, MoryT cuMTaTbesl Mepamu no
yrpaBneHu1to PUCKOM, YCTaHOBIEHHLIMU paspaBoTumMKamMi CTaHAaPTOB U NpeHasHavYeHHLIMU NS pearMposa-
HIS Ha PUCKW OT KOHKPETHBIX ONacHbIX CUTYaLIUIA, KOTOpble AEHTUMULMPOBaHbI U OLeHEHbI Kak HyxdatoLuecst
B ynpaeneHuu.

Bo MHorux cnyvasix paspaboTumnki cTaHAapToB B3AM Ha cebs, BbINOMHUIN 3f1eMeHThl MeHeIKMeHTa
pucka 1 NpedocTaBuin U3rOTOBUTENSIM TOTOBbLIE pelleHUs B BuAe TPeBoBaHU K KOHCTPYKLMM U MeTodaM
UCMbITaHUIA ANA YyCTaHOBMNEHWS COOTBETCTBUS.

Mpu ocylwecTBRNEHUN AeATENbHOCTUA MO MEHeIKMEHTY pUcKka W3roTOBUTENW MOryT WUCMOoNb3oBaTb
pesynbTaThl paboThl paspaboTYMKOB CTaHAaPTOB U HE NOBTOPATL aHamNWs, BeayLwuii K TpeGoBaHuaM cTaHaap-
Ta. CnefoBaTenbHO, MeXayHapoaHble cTaHAapThl NPeACTaBnsAoT LEHHYIo MHGopMaLMio No AONYCTUMOCTM
PUCKOB, KOTOPas BannanpoBaHa 8 paMkax BCEMUPHOro NpoLiecca oLeHUBaHWS, BKMNoYas MHOroKpaTHbIe aTarbl
aHanusa, KOMMeHTUPOBAHUSA U roNIOCOBaHMS.

2.2 Ucnonb3oBaHMe MeXAyHapogHbIX CTaHOApTOB No 6Ge3onacHOCTM MNpOAYKUUM B

MeHeKMeHTe pUcka

MesxayHapoaHbl cTaHgapT no 6e3onacHoCTN NPOAYKLMN MOXET ycTaHaBMBaTh TpeboBaHuWs, KoTophble,
MpW MX BbINOMHEHWW, MPUBOAAT K A0NYCTUMOMY PUCKY AN KOHKPETHBIX ONacHbIX CUTyaLMii (Hanpumep, orpaHu-
YeHusa ans obecrnieveHuss 6ezonacHocT). M3roToBUTENb MOXET UCMONb30BATL 3TW TpeboBaHUA B MeHeX-
MeHTE puUcKa criegyoLwmnm obpasom.

a) EcnuemexayHapoaHbix cTaHgapTax no 6e30nacHOCT NPOAYKLUWN YCTaHOBMEHbI KOHKPETHBIE TEXHW-
yeckme TpeboBaHus, KacaroLwmecs onpeaerieHHbIX onacHOCTen U OnacHbIX CUTYyaLUi, a Takke KOHKpeTHble
KpUTEpUn NpUemMKn, To COOTBETCTBUE 3TUM TPEOOBaHUAM CUMTAETCA AOCTATOUHBLIM AN YCTAHOBMNEHUS TOrO,
YTO OCTaTOYHbIE PUCKUA CHWXEHbI 40 AOMYCTUMbIX YPOBHEW, €Cni He NnpeAcTaBneHo 06beKTUBHLIX cBUae-
TenbcTB obpaTHoro. Hanpumep, 8 MOK 60601-1 gomKHbI KOHTPONMPOBATLCA TOKUA YTEUKU Ans AOCTWKEHUS!
JorycTumoro ypoBHs pucka. B MOK 60601-1 npuBeaeHbl orpaHUyeHnst B OTHOLLEHUM TOKOB YTEUKN, KOTophbIe,
Kak cuuTaeTcsi, NpuBogAT K A0NYCTUMBIM YPOBHAM pUCKa NMpU U3MepeHUn B COOTBETCTBUN C YCITOBUSIMU, yCTa-
HoBneHHbIMK B 8.7 MOK 60601-1:2005. ina AaHHOro npyMepa AanbHenlniA MeHeKMEHT pycka He ABMAeTCA
HeobxoauMbiM. B 3ToM cnyyae Heo6xoaMMO BLINOHUTL CreaytoLme Laru:

1) BbINONHUTL TpeboBaHWA NYHKTOB 4.2 1 4.3 MCO 14971:2007 ansa npeHTUUKaLMM xapakrepuc-
TUK, kacaroLmxca 6e3onacHOCTU, U naeHTUUKaLMM OMAacCHOCTEN U ONAaCHbIX CUTYaLUIA, CBA3AHHLIX C U3genu-
€M, HaCTONbKO MOSHO, HACKOSBKO 3TO BO3MOXHO;

2) npeHTUdUUMpoBaTL ONACHOCTU U ONacHble CUTyaLuu, CBsi3aHHbIe ¢ paccMaTpUBaeMbiM Meau-
LUMHCKAM n3aenuem, KoTopble MOMHOCTbIO OXBATLIBAIOTCA MEXAYHapoaHbIM CTaHAApPTOM No 6e30nacHoCTH
npoayKunn;

3) anAa Tex naeHTUULMPOBaHHBIX ONACHOCTEN M ONACHbLIX CUTYaLMIA, KOTOPbIE NOSTHOCTLIO OXBaThbl-
BalOTCA MeXAyHapoAHLIMU cTaHAapTaMu No 6e30nacHOCTU NPOAYKLMU, U3rOTOBUTENMb MOXKET CHECTb BO3MOX-
HbIM He onpeaenaThb (N.4.4 UCO 14971:2007 ) unnoueHuBatb (1. 5 MUCO 14971:2007) aTn pucku. B atom cnyyae
AN AeMOHCTPaLun 3aBepLUIeHHOCTU onpeaesieHUsl PUCKOB U OLIEHUBaHWUA PUCKOB criedyeT onupaTtbcsl Ha
TpeboBaHUsA, cogepxalimecs B MexayHapoaHoM cTaHaapTe;

4) No BO3MOXHOCTW, W3rOTOBUTENb AOIKEH UASHTUMUUUPOBATL TEXHUYECKUE XapaKTepUCTUKU
KOHCTPYKUMK, KOTOPble YAOBNETBOPAOT TpeboBaHMAM, coaepkallmces B cTaHAapTe, U UCNoNb3oBaTb UX Kak
Mepbl Mo ynpasneHuio puckom (6.2 UCO 14971:2007).

n pumMmevaHune —ﬂﬂ‘r‘l HEKOTOPbIX MEeXAyHapoAHbIX CTaHA4apTOB NO 6e3onacHoOCTH npoayKkunn BO3MOXHOCTb

naeHTUMKaAUMN BCEX KOHKPETHBLIX MEP NO YNPaBNEHMI0 PUCKOM orpaHuyeHa. OgHUM U3 NPUMEpPOB ABNAETCA UCNbITaHUe
Ha 3NeKTPOMarHUTHyto coemecTuMoctb B MOK 60601-1-2 Anst CNOXHBIX MEAULMHCKNX N3AENui;

5) BepuduKaumna BLINOMHEHUA Mep NO YNpaBrneHMIo PUCKOM B OTHOLLEHUW 3TUX ONACHBLIX CUTYaLWi
MoXeT BbITb NpoBeaeHa NOCPeACTBOM aHanMsa NPOeKTHO-KOHCTPYKTOPCKON AokyMmeHTauun. Bepudukauus
pe3ynbTaTUBHOCTU Mep MO YNPaBeHMI0 PUCKOM MOXET BbITh NpoBeaeHa NocpeacTBOM UCMILITaHUI M aHanuaa

2
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WX pe3ynbTaToB, KOTOPLIE A0MKHBI AEMOHCTPUPOBAaTb, YTO U3ennue YAOBNEeTBOPSIET COOTBETCTBYIOLMM Tpe-
60BaHMAM MeXxayHapoAHOro ctaHgapTa no 6e30nacHOCTU NPoAYKLUA;

6) ecnu npumeHUMble TpeboBaHUA BLINOMHSIOT, COOTBETCTBYIOLLME OCTATOYHbIE PUCKU CHUTAOTCA
[onNyCTUMbIMU.

b) Ecnu B MexayHapoaHOM cTanAapTe no 6e30nacHoCTU NPoAyKUMKN TexHudeckue TpeboBaHUA u ceA-
3aHHbIE C HAMU UCMBITaHWA, a TakKe KpUTepUnU NPUEMKM pe3ynbTaToB UCTIbITaHUA YCTaHOBMEHbI HE B MOSTHOM
obbeme, To cutyauma asnaetca Gonee cNoXxHON. B HeKoToOpbIX cryyasix cTaH4apThbl NpeAnuCbIBaloT U3roTOBU-
TENo NPOBOAUTL KOHKPETHBLIE UCTIbITAHUA, CBA3AHHBIE C U3BECTHLIMU ONACHOCTAMM UM ONACHBIMU CUTYaLNA-
MW, HO He NPUBOAAT KpUTepun npuemkn (Hanpumep, MOK 60601-2-16, k obopyaoBaHuio AN remoanannsa,
remognacdunbTpaummn n remocunbTpaumm). B apyrux cnydasax ctaHgapTbl MPOCTO YKa3blBAOT U3rOTOBUTESNIO
Ha HeobXoANMMOCTb UCCNeAoBaTb KOHKPETHbIE OMaCHOCTM UMK OMacHble CUTyaLuyM B pamKax aHanu3a pucka
(hanpumep, 10.2 M3K 60601-1:2005). Auana3oH anbTepHATUBHbLIX BapuaHTOB CIIULUKOM BeSMK, 4TOObI
npeaocTaBUTb KOHKPETHLIE yKa3aHUs MO UCTNOMb30BaHUIo TakKUX CTaHAAPTOB B MPoLecce MeHepKMeHTa pucka.
TeM He MeHee MU3rOTOBUTENSIM pEKOMEHAYeTCsl WUCMOoNb30BaTb codepXaHue Takux cTaHA4apToB B WX
MeHePKMEHTE pUcka KOHKPETHBIX MEAULMHCKAX U3AenniA.

¢) AnsaonacHocTen unn onacHbIX cCUTyauuid, KoTopble MAEHTUMULMPOBAHbI 41151 KOHKPETHOrO MeauLMH-
CKOro U3genus, Ho cneLunanbHo He pacCMOTPEHbI HA B OAHOM U3 CTaHAAPTOB, U3roTOBUTESb AOSMKEH YHeCTb 3TH
0MacHOCTU UMK onacHble CUTyaLMn B NpoLecce MeHeKMeHTa pucka. MsrotoBuTenb AOMKeH onpeaensThb,
oUeHMBaTb PUCKU U, NPU HEOBXOAMMOCTU, YNpaBnsiTb 3TUMU puckamu (cM. 4.4, 51 6 NCO 14971:2007).

Ha pucyHke 1 npeacTaBneHa brnok-cxema 1 npuMep UCNosb30BaHUS MeXAYHapOAHbIX CTaHAapTOB No
6e3onacHOCTU MPOAYKLMN.

2.3 MexpayHapofHble cTaHAapTbl Ha npouecchbli u UCO 14971

MesxayHapoaHble cTaHAapPThl Ha NPOLLECCh, Kak MoKa3aHo B NpUMepe HUXKe, YacTo MOryT UCMONb30BaTb-
csa coBmecTHo ¢ UCO 14971. OTo peannsyeTcs O4HUM U3 ABYX MYyTEA:

- B MeXAyHapoAHOM cTaHgapTe Ha npouecc TpebyeTtcs npumeHeHne MCO 14971 kak YacTu MUCNONb30-
BaHUA MeXOyHapoAHoro crtaHgapTa Ha npouecc, Hanpumep, MOK 62304 Ha npouecchl XKU3HEHHOro unkna
nporpammHoro obecneveHuns; Unm

- MeXayHapoAHbl cTaHaapT Ha NpoLecchkl NpeaHasHayYeH ANA UCNONb30BaHUS B MEHEXKMEHTE pUcka,
Hanpumep, MOK 62366 no NnpoekTUpoBaHMIo C y4eTOM 3KCMNyaTauuoHHON npurogHocTu u cepust UCO 10993
no 6MONorMYeckoi oLeHKe.

B noGom cnyvae, 4na KOPPEKTHOrO NPUMEHEHUS MEXAYyHapo4HOro cTaHAapTa K npoLueccy U ¢ Lenbio
OOCTUXEHWNS JOMYCTUMBIX YPOBHEN prcKa B OTHOLLEHUN MeAMLIMHCKOro usgenus Tpebyetcs yaenutb ocoboe
BHMMaHWe ero B3anmocessun ¢ MCO 14971. OTn aga cTaHdapTa A0MKHbI paboTaTh COBMECTHO Tak, YTobbl UX
BXOAHble [aHHble, BbIXOAHbIE AaHHbIe U COTMacoBaHHOCTL ObIM ONTUMU3NPOBaHbLL. Huke npuBeaeHsbl Tpu
npumepa, AeMOHCTPUPYIOLLME TaKyHo naeanbHyo CUTyaumio.

a) MOK 62304

Baaumocssab mexagy MOK 62304 nNICO 14971 xopoLo onvcaHa Bo BBeaeHun kK MOK 62304.

3a ocHoBy BepeTcs, YTo NporpammHoe obecneveHne MeaMLMHCKNX n3aenuin paspabatbiBatoT U 0bcny-
XMBaKOT B paMKax cucTeMbl MeHeaxXMeHTa kayecTsa (cM. 4.1 MOK 62304:2006) u npouecca MeHepKMeHTa
pucka (cM. 4.2 MOK 62304:2006). MpoLecc MeHegXMeHTa pucka yKe xopoluo paccmotpeH B UICO 14971.
Takum obpasom, MOK 62304 3agaeT Heo6GXo4UMYyH0 B3aMMOCBSI3b HAaNPSAMYHO NMpyU HOPMATUBHOI CCbISIke Ha
NCO 14971. Ons nporpammHoro obecneyeHnss MEHEJXKMEHT pUcka AOMKEH BblABUraTb HEKOTOPbLIE HE3HAUN-
TeNbHble AONOMHUTENbHbIe TpeboBaHus, ocobeHHO B o6nacTn naeHTUdUkaumm ¢akTopoB NporpamMmmMHOro
obecneyeHuns, CBA3aHHbIX C ornacHOCTAMU. DTN TpeboBaHNUs 06beauHeHbI U BKIloYeHbl B N. 7 MOK 62304:2006
Kak npoLiecc MeHeMKMeHTa pucka nporpammHoro obecneyeHus.

MpvBoANT M NporpamMmmHoe obecnedeHne K 40NONHUTENBHLIM ONAacHOCTAM, ONpPeaenaloT BO BpeMs Aes-
TeNbHOCTU NO NAeHTUDMKALMN ONacHOCTeN B Npouecce MeHepkMeHTa pucka. Mpu onpeaenexHnun, npusoanT
N1 nporpamMmHoe obecneveHue K AoNOMHUTENbHBIM ONACHOCTAM, HEOBXO0AUMO YYUTLIBATbL ONACHOCTU, KOTO-
pble MOryT 6bITb BbI3BaHbI NPOrpaMMHbLIM 06ecneveHUeM He HanpsMyto (HanpuMmep, NpeaocTaBneHne NOXHOM
nHdopMaLIMK, KOTOPpas MOXeT NPUBECTU K HeaaeKBaTHOMY NneuveHuto). PewweHune 06 ncnonb3oBaHuMmM Nporpam-
MHoro obecrneyeHna Ana ynpaesneHus pUCKoM NPUHUMAIOT BO BpEMS A€ATENBHOCTU MO YNPaBfeHUo PUCKOM B
npouecce MeHepKMeHTa pucka. lNpouecc MeHeaXKMeHTa pucka nporpammHoro obecnedeHus, Tpebyemblin
HaCTOALLMM CTaHAapTOM, BKMNOYEH B NpoLecc MeHeMKMeHTa pucka usaenua B cootsetctanm ¢ UCO 14971.
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2 ¢) Bxmiouutb
naeHTUdhUUMpoBaHHbIe
ONAacHOCTHU U onacHble

CUTyauuu B npouecc
MeHeMKMEHT pucka

2 b) Ucnonb3oeatb
naeHTMUUUPOBaHHbIE
OnacHOCTK W ONacHbIe

cUTyaumm, MeToabl
MCTbITAHNA UK OPYTYIo

COOTBETCTBYIOLLYIO

nHpopmaumio B
npouecce

Ucnonbaosatb
NaeHTUGMLIMPOBaHHbIe
OMacHOCTUA U onacHble

cUTyauuu, MeToabl
UCMbITAHWUA UNW Apyryio
COOTBETCTBYIOLLYIO

nHcopmaLuio B

npouecce

Het

UaeHTudpunumposarb
ONacHOCTL/ONACHYIO CUTyaLUIO
(O/0C)

(4.3 UCO 14971:2007)

Paccmorpennbl nu O/OC
B MEXAYHapPOAHBIX
cTaHpapTax no
GesonacHocTH
npoayKLum

Kak oHW paccMOTpeHbl?
Buibupats Mexay 2 a)
n2b)

OnacHble CUTyaLn onpeaeneHbl: NaLueHT
(1 MeavuMHCKOE nagenue) AomKeH BuiTb
nepemeLieH(0) U3 OQHOTO NOMELLeHUS B APYroe;
npuM nepexoae B NONOXeHWe ANA NepeHoca
obopyaoBaHue TepsieT paBHoBecUe,

U NauueHT napaer

Ha: M3K 60601-1-2005. NMoapasaen 9.4.2.1

2 a) B mexayHapogaHOM
cTaHfapte no 6e3onacHoOCTH
npoayKuuM onpeaeneHsb
TpeboBaHuA U NpuBeAeHb
KOHKPETHbIE KpUTEPUM MPUEMKM
ANA nenbiTaHns

MonHocTbio N
TpeboBaHuA
COOTBETCTBYIOT

NpOoEeKTy, BKNo4as

npeanonaraemoe

ucnonb3oBaHue

a: cywectayioT onpeaeneHHble Tpe6o-
BaHUA: 060pYAOBAHWUE AOMKHO COXPAHATL
paBHOBecue Npu nomeLLeHuu B niobomM nono-
XeHUN ANA TPAHCNOPTUPOBAHUS NPU HOP-
MankHOM UCNONBL30BAHWN Ha MOBEPXHOCTH,
OTKMOHEeHHOM Ha yron 10° k ropusoHTanu u
COOTBETCTBOBaTL KOHKPETHLIM KPDUTEPUAM
npueMku (YCTaHOBNEHHOE ucnbitatue). Ecnu
obopyaosaHue TepsieT pasHoBecue — OHO He
COOTBETCTBYET TPeGOBaAHUAM

[a: oGopygoBaHue ABMNAETCA NePEHOCHbIM,
M ero MOXHO TPaHCMOPTUPOBATL C NaLUEeHTOM
Ha HeM, copeliCTBYH ero nepeMeLeHuIo

Het HeobxoaumocTu B
onpegeneHum (4.4) n oueHke (5)

\ i

[lo npuMeHeHust Mep No ynpaBneH1Io PUCKOM
pu1CK He onpefensioT U He OLEeHUBaloT

Y

¥

OnpepenuTb TeXHU4eckne
XapaKTepucTuku,
obecneunBaloLLe AOCTIDKEHUe
TpeboBaHuii cTaHgapTa (6.2)

MaeHTudmumposaHo B davine
MeHemMKMeHTa pucka

Y

!

Bepudpnumuposarb pesynstaTve-
HocTb (6.3), npoeeas
ucnbiTaHve(s) No cTaHaapTy

!

MpoeoaaT ucneiTaHue: o6opyaoBaHue
MoMeLLaloT Ha NOBepPXHOCTbL noA yrnoM 10° k
ropuaoHTanu. PesynbTar: MeguuuHCKoe
uagenve He TepsieT paBHOBecue

Ecnu ncneiTaHna NnporiaeHsl,
CBsi3aHHble OCTaTOYHble PUCKU
CUYUATAIOTCS AONYCTUMBIMU (6.4)

Y

MeauuuHcKoe usgenue He TepsieT
paBHOBECUe, NOITOMY CBSA3AHHbIN
OCTaTOMHbIA PUCK CUMTAIOT AONYCTUMBIM

PucyHok 1 — Mcnonb3oBaHue MexayHapoaHbIX CTaHg4apTOR No 6€30MacHOCTU NPOAYKUMM U NPUMEpP Takoro cTaHgapTa,

B KOTOPOM ornpegerieHbl TpeboBaHns u NnpvBeaeHbl KOHKPETHLIE KPUTEPUN NPUEMKU
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B M3K 62304 gaHa HopmaTuneHas ccbinika Ha MCO 14971 1 ycTaHoBMEHbI cneunanbHble TpeboBaHus:

- nnaHvMpoBaHue paspaboTku nporpaMmmHoro obecnedeHusi (cM. 5.1 MOK 62304:2006), 4yto cornacyetcst
C NNaHoM MeHeKMeHTa pucka, HeobxoanmbiM cornacHo MCO 14971;

- rpouecc MeHeaXMeHTa pucka nporpaMmHoro obecneveruns (cM. 7 MOK 62304:2006), ocHOBaHHbI
Ha NCO 14971.

b) MOK 62366

Briok-cxema Ha pucyHke A.1 MOK 62366:2007 nokasbiBaeT B3aMMOCBSI3b U B3aUMOOENCTBME ABYX
napannenbHbIX U B3aUMOCBs3aHHbIX NpoLeccoB. B gononHeHne kK HopMaTuBHbIM cebliikam Ha MCO 14971, B
MO3K 62366:2007 onpegeneHsl Tpy crneunanbHbIX MyHKTa, B KOTOPLIX MPOLECC NPOeKTUPOBaHUSA C y4eTOM
3KCnyaTauMoHHOW NPUrogHOCTM MOXET AOMOMHATL M B3aMMOOENCTBOBaTb C MEHeAXMEHTOM pucKa, Kak
onucaHo B UCO 14971:

- n.5.3.1 MOK 62366:2007 TpebyeT: «MaeHTnmrKaLma xapakTepUCT UK, CBA3aHHbIX ¢ 6e30MacHOCTLI0
(4acTb aHanm3a pucka), kotTopas coKycupoBaHa Ha aKCnyaTaLUuoHHON NPUrogHOCTU, AOMKHA BblTh NpoBe-
aeHa B cootBeTcTBMM ¢ UCO 14971:2007,4.2.»;

- n. 5.3.2 MOK 62366:2007 TpebyeT: «M3roToBUTENb LOMMKEH MAeHTUULMPOBATL W3BECTHLIE UK
npegnonaraeMmble OMacHOCTU (Y4acTb aHanuaa pucka), CBSI3@HHble C 3KCMyaTalUoHHOM NPUrogHOCTLIO,
B cootBeTcTBMN Cc ACO 14971:2007,4.3.»;

- N.5.9M3K62366:2007 no Banuaauum akcnyataunoHHON NPUrOAHOCTN COAEPKUT HECKONBKO CCbINOK
Ha AeaTenbHOCTb, MPOBOAMMYIO Kak YacTb MeHedKMeHTa pucka.

c) M3K 10993 (Bce 4acTn), buonoauyeckasi oUeHKka MeOUUUHCKUX usdenut

Bo BBegeHun k MCO 10993-1 ycTaHOBMNEHO, YTO OH NpedHa3sHavYeH ANA NPUMEHEHNs B Ka4eCTBe pyKOBO-
Asuero goKymeHTa no 61Monornyeckon oueHke MeauLMHCKMX U3nenuini B paMmkax MeHeaXMeHTa pucka Kak
yacTu obLen oLeHKN 1 pa3paboTKM KOHKPETHOrO N34 enus.

B npunoxeHnn NCO 10993-1:2009 ykasaH MCO 14971 kak cTaHAapT, 06ecnevmBaoLwmnii pykoBoacTBO Mo
noaxoay, ¢ TOUKW 3peHns MeHeMKMeHTa pucka, kK naeHTudunkaumnm 6Monormiecknx onacHoCTeNn, CBA3aHHbIX C
MeAULNHCKAMW U3aennsamMun, onpegeneHnto U OLeHUBaHUIO PUCKOB, YNPABAEHUIO pUCKamK, a Takke MOHUTO-
PUHTY pe3yrbTaTUBHOCTI Mep MO0 YNPaBfieHNo PUCKOM.

OaHHbl noaxon o6beANHAET Kak aHanu3 U OLEHKY CyLLeCTBYIOWNX AaHHBIX U3 BCEX UCTOYHUKOB, TaK U
BbIGOP 1 NPUMeHeH1e JONOMHUTENbHBIX UCTIbITaHUA (MPU HeoBXoaAMMOCTH), TeM cambliM obecnevnsas npose-
AeHne COBOKYMHOro oLeHUBaHUA 6UONorMieckon peakummn Ha Kaxaoe MeguLMHCKoe usaenue, CBsi3aHHoe ¢
6e30MacHOCTbIO ero NPUMEeHEHUS.

MCO 10993-1 TouHO BCTpanBaeTCsl B MEHEKMEHT pucka, onpegeneHHbii 8 UCO 14971.

Brornornyeckoe oueHnBaHue A0KHO BbITh NpoBeeHo cnocoboM, NoA0BHBIM TOMY, KOTOPLIA UCNOMb-
3YIOT AJ151 OLLeHUBaHUS APYMUX PUCKOB NPOAYKLUK U BKIOYATb:

- aHanus pucka (KakoBbl 0NacHOCTU U CBA3aHHbIE pUCKN?);

- olLeHMBaHue pucka (ABNseTCs N OH 4ONYCTUMBIM?);
ynpasneHue puckom (Kak oH 6yaeT ynpaensitbcs?);

- OLEeHMBaHUe COOTHOLIEHUA COBOKYMHbIA OCTATOYHbIA pUCK/Nonb3a.

Kak yctaHoBneHo B UCO 14971, ecnu B xoe OLLeHUBAHUSI COBOKYNMHOIO OCTAaTOYHOIO pUcka, 0CHOBaHHO-
ro Ha CyLECTBYIOLUNX AaHHBIX, YCTAHOBMNEHO, YTO UAEHTUMULMPOBAHHBIE PUCKU SIBMISIOTCS AOMYCTUMBIMU, TO
JanbHeWwee ynpasreHne puckoM He TpebyeTtcs. B npoTuBHOM crnyyae, Heob6XxoaMMO NPUHSITL COOTBETCTBY-
oLwne Mepbl 415 AanbHenLero oueHMBaHUA UM YMEHbLLEHWUSI PUCKOB.

Pe3synbTaTom Takoro oLeHUBaHuUs SIBSIETCS 0TYET O BMONOrMyeckom oLeHKe.

MpumeHeHne

CocTtosiHus, ngeHtupnuuposaHHsie B MCO 10993-1 kak onacHOCTU, BKIIOYAIOT:

- OCTPYO TOKCUYHOCTb;

- XPOHUYECKYHO TOKCUYHOCTb;

- pasgpaxeHue (KOXu, rnas, cnmaucTbix obonouek);

- MNepYyBCTBUTENBLHOCTb;

- F@HOTOKCUYHOCTb;

- KOHUEpPOreHHOCTb.

BbI3biBalOT M MaTepuansl, NpegnosiaraeMole Aist U3roToBNeHUs KOHKPETHOro MeanLMHCKOro nsaenus,
Takue COCTOSIHUA?

MeTogbl, KOTOpble UCNONL3YIOT AN onpeaerneHusl BO3MOXXHOCTU MaTepuarnoB KOHKPETHOTO MeAULLUH-
CKOro U3enuns Bbi3blBaTb Takne COCTOAHUSA, BKMIOYAIOT:

- onpejerneHue U oLEeHKY XUMUYECKUX NapamMeTpoB;

- nUTepaTypHbIli 0630p;
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- ucnblTanus (in vitro/in vivo, He KnNUHNYeckne);

- MNpaKkTUYeCcKUi onbIT.

JonycTMel N1 ypoOBHW BO3EACTBUA?

B cootBeTcTBUN ¢ UCO 10993-1 nnuo, NnpoBoasiLlee 3KCNEPTHYO OLEHKY, AOIMKHO onpeaenuTb, AocTa-
TOYHO NN OCTYMNHON NHPOPMALLIMU MM AaHHBIX AN onpeAeieHns Toro, ABMAsie TCS v 4oMYCTUMbIM CBA3AHHbIN
¢ 61ONOrMYeCcKMMA ONACHOCTSIMU COBOKYMHBIA OCTATOUHBIA pUCK. [laHHbl BbiBOA DUKCUPYIOT B OT4eTe O
6uonornyeckon oleHke, KOTOPbIA CTAHOBMTCHA COCTABHOMN YacTbio haiina MeHeAXMeHTa pucka.

3 Paspa6oTka NONUTUKM YCTaHOBMNEHUSA KpUTEpMEB AONYCTUMOCTU pUcKa

B cooTBeTcTBMM € 3.2 MCO 14971 BbICLLIEE PYKOBOACTBO AOMMKHO paspabaTbiBaTb U AOKYMEHTUPOBATb
MOMUTUKY YCTaHOBMEHUSI KpUTeprneB AONYCTUMOCTW pucka. OTa nonutuka AosibkHa obecnevnBaTtb, UTOOLI
KpuUTepuu:

a) OCHOBBIBANNCH HA NMPUMEHMMbIX HALMOHabHBIX UMM PErMOHarnbHbIX HOPMaTUBHBIX AOKYMEHTaXx;

b) ocHoBbIBaNMCh Ha COOTBETCTBYHOLLMX MEXAYHAPOAHbIX CTaH4apTax;

C) yuuTbIBanNu JOCTYMHY UHOpMaLMio, Takyl Kak OOLEenpUHATLIA YPOBEHb Pa3BUTUSI HayKA U
noTPeBHOCTUN 3aMHTEePeCoBaHHbLIX CTOPOH.

MpwnmedaHune— Takke MOXeT GbITb BKITIOUEHA Apyras nogxoasias nHdopmaumsi.

[aHHas nonMTruka MoXeT oxBaTbiBaTb MO0 BeCb AManasoH MeauLMHCKUX U30enuii usrotoeutens, nmbo
MOXeT UMeTb pasnuyHble popMbl B 3aBUCUMOCTU OT pasHoobpasusl BbinyckaeMblX B obpalueHue rpymnn
MeANLUHCKNX U3aenui.

Mpu pazpaboTke unu akTyanusaumm nonMTnKA HeobxoaMmMo yUnTeIBaTh criegytoLlee:

- MPUMeHUMbIe perMoHasnbHble perynmpyowme TpeboBaHus, KoTopble 4EACTBYIOT TaMm, rae NpoaaeTcst
MeauLnHCKoe nsgenue;

- COOTBETCTBYIOLUME MeXAyHapodHble CTaHAapThbl Ha KOHKPETHblE MeanLMHCKUE N3A4eNUa Unu npeano-
naraemoe NprMeHeHne MeJULUHCKUX U3AenniA, KOTopble MOTyT MOMOYb B orpeaeneHnn NpUHLMMIOB yCTaHOB-
NeHusa KpuTepues 4ONYCTUMOCTN pUcka (CM. 2.2);

- MHOPMALMIO O COBPEMEHHOM YPOBHE Hay4HO-TEXHUYECKOro pasBuTUsl, KoTopasa MoXeT BbITb monyye-
Ha Ha ocHoBaHWW 0630pa nuTepaTypbl 1 APYroi MHoPMaLUKM NOo aHanorMYHbIM MEQULIMHCKAM U3aennuam,
BKITHOMas N3AeNUA KOHKYPEHTOB;

- opgobpeHHble U BceobbemnioLwmne 3anpochl 0T OCHOBHbLIX 3aMHTepecoBaHHLIX NuL,. HekoTopble BO3-
MOXHblE€ UCTOYHUKM MHDOPMaLIMM NO NaLUeHTaM U KIUHUYECKUM NepcnekTUBaM MOryT BKITHOUaTb HOBOCTHbIE
coobLeHust, obLLecTBEHHOE MHeHWe, (hopyMbl NaLMEHTOB, a Takke BXoAHble AaHHbIe OT BHYTPEHHUX nogpas-
AeneHnr caKenepTHeIM 3HaHNeM npobnem sanHTepecoBaHHbIX UL, TaKUX Kak KNMHUYecKoe noapasaeneHue.

MsroToBuTENb OOMMKEH NPEAOCTaBUTL PYKOBOASALLME YKaszaHUsi No pa3paboTke akTyanbHbIX KpUTEepUeB
AOMyCTUMOCTM pucka, koTopble ByayT UCMoNb30BaTh B NNIaHe MeHeKMEHTa pUcka B OTHOLLEHUN paccMmaTpu-
BaeMbIX KOHKPETHbIX MeaULUHCKUX u3genui (cm. 3.4 NCO 14971:2007).

AHanuns npurogHoCcTM nNpoLecca MeHeMKMeHTa puUcka Yepes 3arniiaHMpoBaHHbIE UHTEPBasbl BPpeMeH!,
kak TpebyeTcsi B 3.2 UICO 14971:2007, MoxeT NpoAeMOHCTPUPOBaTb 0GO0CHOBAHHOCTb paHee UCNONb3yeMblX
KpuUTepues gonyCTUMOCTU PUCKa UMW NPUBECTU K USMEHEHUAM B NONUTUKE. Takne uameHeHUst MoryT Takke npu-
BECTW K epecMoTpy NPasunbHOCTY paHee NPUHATBIX PeLleHnid 0 A0NYCTUMOCTU pUcka.

4 npOM3BOACTBeHHafI n nocrTtnpousBoacTeBeHHas 06pa1'Ha;| CBA3b

4.1 0630p

Kak npaBuno, nepeoHavasnbHaa oueHka pucka OCHOBaHa Ha omnbiTe paboThl ¢ aHANOrMYHbIMU Meau-
UMHCKUMUW U3AEMMAMU, NN NPUHAANEXHOCTAMN Ha PbIHKE, UK HA NPEANONOXEHUSX, KOr4a HOBble MeaULNH-
ckue usgenus BbinyckaloT Ha pblHOK. MHdopmMauuma, nonyveHHas nocrie Bbinycka usgenus B obpalleHue,
ABNACTCA LEHHOW ANA NOATBEPXKASHUSA UNN KOPPEKLMM OLEHKN U AONYLLEHUA (KaK 3aBbILLEHHbIX, TaK U 3aHU-
XKEHHbIX), M naeHTUUKauMn ynyweHuin, caenanHblX B Xo4e 3TanoB aHanusa v ynpasnieHust puckom. Pas-
aen 9 UCO 14971:2007 TpebyeT, uTobbl B OpraHn3aummn 3rotosutesns Obina yctaHoBneHa neTns obpaTHon
cBs31 ansA cbopa u oueHNBaHNUA Tako MHopMaL MK, KoTopas MOXET UMeTb OTHOLLIeHUe K 6e30nacHoOCTM Meau-
LUMHCKOro ngenus (CM. pucyHok 2). Metnsa obpaTHom CBA3WM A0MKHA COCTONATL U3 CriedyoLnX STanos:

- HabnioaeHue U nepegava;

- OueHKa;

- AencTeua.
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Hauatb Bectn nio6oe HabniogeHve

OT nonb3aoBarenen, oGcNyXuBaloLLero nepcoHana,
NaLMeHTOB, PeryrnupoBaHuA, CTaHAApTOB,
KOHKYPEHTOB.

Havatb

HaGnionetwe f====——- Mepenars Takme HaGnIOACHUA Yepes

ycTaHOBIeHHble KaHane! U npoLieaypsl
[0 TOYKK, e aHann3upyloT HaGniogeHun

lMpyUMEeHUTL YCTAHOBMEHHBbIE KpUTepUn:

CBsi3aHo Nu = ans knaccudmkauuu HabniogeHus, ecnm aTo
HabnioaeHue ¢ ———-] BMUsieT Ha 6e30NacHoCTb;
6e30NacHOCTbIO? * BLISIBNEHUs1 TEHASHLMIA, ecnu HeobxoanuMo;

* NPU OTCYTCTBMM MONHOK MHpOpMaLK

—_—_———b e ——— e ——————

MpoBepUTL aaeKBaTHOCTL OTPaXeHUs1
HabnogeHusn, kacaiolleroca 6e3onacHoCTH, B
chaiine MeHeDKMEHTa pucKa, Hanpumep,
onpepeneHus onacHoM cuTyaumm

HyxHo nu 06HoBUTL
thain meHeKMeHTa

1

I

1

H

pucka? :
1

1

OB6HOBUTL Ha OCHOBAHWUM HOBBLIX AAaHHbIX,
HarnpuMep, HOBLIE ONAacHbIe CUTyaLuK,
BEPOSTHOCTb BO3HMKHOBEHUS! UMW TSXKECTb
Bpena, OLlEHUBAHVE PUCKA UM AOMYCTUMOCTL
pucka (OTAENbHOro UM COBOKYTHOIO)

1

1

1

O6HoBneHuve daiina :
MEHeKMEHTa pucKa II
1

1

1

I

I MpuHATL peluenue, TpebyloTes nu ans

: MEAULIMHCKMX U3AEernvid UNU CBA3aHHBIX C HUM

| NpOLIECCOB HOBLIE UMK OBHOBMEHHLIE MEpbI NO
- “': ynpaeneHuio puckom. Kpome Toro, NnpuHsTL
I
1
1

TpebyioTcs nn
nocriegytoLve
faencTeusA?

Het

peLleHue, Hy)XAaeTCA Ny cam NpoLiecc B
W3MEHeHusX?

) J

HeT nocneayioLymx BbinonHuTh Nocneayiowme
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PucyHok 2 — MpousBoacTeBeHHasi U NOCTNPOU3BOACTBEHHAsi 06paTHas CBA3b

YUrtobbl obpaTHas ceAsb Obina acgpdpektuHon, Heobxoaumo, 4YTobbl BbINO onpeaeneHo nuuo, oTBeT-
CTBEHHOE 3a noagepxaHue danna MeHeaXMeHTa pucka.

4.2 HabnwopaeHue u nepepava

Ha6nioneHne obecneunsaeT nHGopmaLmen UM onbITOM 0 MEAULIMHCKAX U3AenusiX, KoTopble Heobxo-
AUMO CPABHUTb € TEKYLLUM (haitnoM MeHePKMeHTa pucka. BxoaHbIMU aHHBIMW NpoLiecca HabnogeHns MoryT
CNYXXUTb PSIA PAsIUYHBIX UCTOUHWUKOB, KXKABLIA U3 KOTOPbIX MOXET BNUsiTb Ha 6e30MacHOCTb MeAULMHCKNX
n3genuin, Hanpumep:

- UHdopMaLMa Mo NPOU3BOACTBEHHOW UNU HAYyYHO-UCCNEeQOoBaTENbCKON U OMbITHO-KOHCTPYKTOPCKON
(R&D) gesatenbHOCTN, BbIMNOMHAEMON N3rOTOBUTENEM UMK MO €ro 3akasy;

- nHopMaLMA NO MOHTaXy, 0BCyXuMBaHUIO n/unn obyvyeHno nepcoHana, BbiMOMHAEMbIX N3roTOBU-
Tenem Unu no ero 3akasy;

- MHcopMaLuus oT nonb3oBaTensa(en) MegUUNHCKUX U3aennia (Hanpumep, NpeTeHsun notpebutenen,
onpoc nonb3osaTenen);
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- WHdopmMaumUs Ha OCHOBE OMblTa MPUMEHEHUS MeAULIMHCKUX U3AENUA KOHKYPEHTOB, NOMyYeHHas U3
oT4yeToB 006 uMHUMAEHTax (Hanpumep, U3 6a3 QaHHBLIX, KOTOPLIE perMoHanbHble Perynupylowme opraHsol
ucnonb3yoT Ansa cbopa n aHanuaa onbiTa NPUMeHEeHUA N3aenun);

- KnuHu4eckas nHgpopmaums (HanpuMep, KnuHu4eckne HabnogeHns Ha ctagum obpalleHus cobcTBeH-
HOM MEeANLIMHCKOro M3Aenunsa N3roToBuUTeNs Unn gpyras onybnukosaHHas KnuHW4eckasa nutepatypa no aHa-
MOMMYHBIM MEAULMHCKAM U3AENMUAM UMW U3AEeNUAM KOHKYPEHTOB);

- WHdOPMaLMA O HOBBIX UMW USMEHEHHbIX CTaHAapTaxX U perynmpyrowmx 4oKyMeHTax;

- Ons u3genuid, coaepKallmMx nekapctBeHHoe cpeAcTBO, MHGOopMaLMs, Kacarowanca Takoro nekap-
CTBEHHOTO CpeCcTBRa.

WHdopmaumren, umeloLeil oTHOLWIEHME K MEeQNULMHCKOMY U3OENUI0 U3roTOBUTENS, MOXET CNYXuUTb U
nHopMaLMs, He CBA3aHHasA HaNpPsIMyio € UX COBCTBEHHBIM U3enuemM unu npoaykunein koHkypeHTa. MHdop-
Mauusl, KacaloLLasicsl aHanorM4HbIX MeAMLIMHCKAX N34eNWiA C aHanorM4YHbIMN XapakTepucTukamm npegycmoT-
PEHHOro HasHavyeHUA/MPUMEHEHUA UMW aHANOTUYHBIMKW NPUHLMNaMKU paboThl, TaKkKe MOXET AaTb NOMe3Hyo
MHopMaLmLo ¢ pbiHKa 00 akTyanbHOCTU PUCKOB MEAULMHCKOTO U3AENna 3roToBuTens.

Mpu paspaboTke cnocoboB nonyyeHus unu obHapyxeHnst MIHOPMaLUN C pbiHKA, N3rOTOBUTEN AOMKHbI
6bITb OCTOPOXHBIMK, UTOOBI HE cAenaTh Npouecc Npeds3ATbIM. CpeacTBa NoyYeHUsa nHgdopmaummn unu cno-
cobbl 06paTHOM CBA3U AOJKHBI BbITb HEUTPaNbHBIMA B OTHOLUEHAW NMOMYYeHUA OTpULaTENbHON UK MOSOXKU-
TenbHOW obBpaTHoi cBsisn. Kpome Toro, obpaTHasi CBsiI3b AO/DKHA BKMoYaTb B cebsa cobblTusi, kKoTopble
MPOU3OLLINK (BKIOYAs KOPPEKTUpYIoLLMe AeNCTBUS), a Takke coBbITUSA, KOTOPble MOTYT NMPOU3OUTK (BKIOYast
npeaynpexjatowmne AeCcTBUS).

YTtobbl MHGopMaLus ¢ pbiHKa Obina nonesHomn, oHa AoIPkHa ObITh JoBeAeHa A0 CBeAeHUs NAL, UMy Nnoa-
pasfeneHns B npefernax opraHusaunn, KoTopble HecyT OTBETCTBEHHOCTb U UMEIOT NONIHOMOYNUSl NPOBOANUTL
CpaBHEHUsI C TeKYLLIMM (haiifioMm MeHeKMEHTa pyUcka U BHOCUTb NpU HEOBX0AUMOCTU B HEFO U3MEHEHUS.

CpeacTea nepeaayv AaHHON MHhOPMaUUn 3aBUCAT OT UCTOYHUKA MHdpopmaunn. OauH BUA nHcopmaum
3anpawmuBatoT (MHULUMPYET N3roTOBUTENb), a APYroi BUA HopMaLMi nepeaaoT (AHULUADYIOT Takne UCToY-
HUKW, Kak NOTpebuTenu, perynupytowme opraHbl Unv nauveHT). B niobom cnyyae opraHnsauus goskHa obec-
nevyuTb NaHupoBaHue 1 cozgaHune 3¢ hekTUBHBIX KAaHAMNOB CBS3M sl CBOEBPEMEHHOMO U TOYHOIO NoSyYeHus!
nHcpopmaumm. HYactoTa, ¢ KOTOPOW U3rOTOBUTENb 3anpallnBaeT UHpOopMaUnio OT pasnUYHbLIX UCTOYHUKOB
(BKMoYasi nonb3oBaTenei), 3aBUCUT OT 3PeSIoCTU MeAULMHCKOrO U3dernus, ero TeXHONMOMMU N KOHKPeTHOro
pblHKa.

PasnuyHble noapasaeneHnst B pamkax opraHusauvm usroToBuTensa MoryT nofnydatb U obpabatbiBath
pasnu4yHble Buabl iHopMaLmy, Hanpumep:

- NpeTeH3un noTpebuteneit n oTyeTbl 0 HEOGNAroNPUATHBLIX COBLITUAX;

- 0TYeTbl 06 06CNYXUBAHNW N MOHTaXE;

- HOBbIE UMW NepecMOTPEHHbIe perynupytoLme TpebosaHna, cTaHAaPTHI UNW PYKOBOACTBA;

- OTYeTHl O BbISIBITIEHHbLIX HECOOTBETCTBUAX HA NPON3BOACTBE.

BaxHo, 4TobbI BCSl COOTBETCTBYIOLAA MHbopMauna no Bcem Buaam uHgopmaunmn paccmatpusanacs u
nepegasanacb B Ty YacTb OpraHA3auum U3roToBUTENA, KOTOpasa HeceT OTBETCTBEHHOCTb U YNONHOMOYeHa
NpoBOANUTb OLEHKY pucka (cm. 4.3).

Ecnun BeposTHOCTb HEKOTOPLIX CODLITUIN (HanpuMep, oTkasa KOMNOHEHTOB) AABNAETCA BaXHbIM chakTo-
poM, cnocoGCTBYIOLIMM OLEHUBAHUIO pUCKa, HEOBXOAUMO YYMTLIBaTb CTAaTUCTUHECKUIN aHann3 TeHAeHUUA
TaKknx cobbITUIA.

4.3 OueHka

o6 oi1 nepecMOoTp OLLEHKU pyUCKa, OCHOBaHHLIN Ha HOBLIX HAaBAEHUAX, AOMMKEH NOABEPraTbLCA TOMY Xe
YPOBHIO yNpaBneHUs U aHanmMsa, 4YTo W nepeoHavanbHaa oueHka pucka. Ecnu notpebyetca, oH AomkeH
BKJOYATb uaeHTUdhMKaumMio NobbIX Nocneayowmx Mep nNo ynpasneHnio puckoM. 3To ynpasneHue AOSKHO
BKITHO4ATb aHamnM13 U yTBEpPXXAEeHUE NTMLaMnN, UMEOLWLUMU Te ke PYHKLIUU UK U3 Tex ke noapasaeneHuin, kakuTe,
KoTopble noanucanyu usHavanbHo. HoBeble HabnogeHus B oTHowWeHUn 6esonacHOCTU Heob6xoauMo oLEeHUBaTb
C UCNOMb30BaHUeM TeKYLLMX KpUTepues A0NyCTUMOCTU pUcka.

HoBble HabnoaeHns B 0OTHOLIEH MM 6e30MacHOCTU He06X0ANMMO CpaBHUBATL C YCTaHOBMNIEHHBIMU B chaiine
MeHeDKMeHTa pucka ¢ Liefblo NpoBepkM 060CHOBaHHOCTU NoBbIX caenaHHbIX AonyLieHuin. HekoTopeble Bon-
pOoChI NPEANOXEHbI HAXe:

a) Ocraetca N1 o6ocHOBaHHBLIM NPegyCMOTPeHHOe NPUMeHeHne/HasHaYeHne?

b) EcTb nu TeHaeHUMS yBeNUUYEHNUs CriyHaeB UCNOMNb30BaHWUA He NO Ha3HaYeHNo?

c) Cny4yaeTtcs nM 060CHOBAHHO NMPOrHO3NpyeMoe HenpasunbHoe NPUMEHeHne, He PacCMOTpeHHoe B
nepBoHa4anbHOM MpoLecce MeHeKMeHTa pucka?

8
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d) EcTb nu cBuaetenbcTBa NPUCYTCTBUS HOBBLIX ONaCHOCTEN UMM ONacHBIX CUTYaLIMA, He naeHTUULK-
pOBaHHLIX U3HAYarnbLHO B NpoLecce UaeHTUUKaLUM OnacHOCTER?

e) OcratoTcs N1 060CHOBaHHLIMUY ONpeAeneHuns TSHKeCTU U BEePOSITHOCTU BOSHUKHOBEHWUS KOHKPETHBIX
puckoB?

f) EcTb nukakne-nnmbo ceugeTenbCcTBa, YTo KpUTePUN A0NYCTUMOCTU pUCKa AOIMKHBI ObITb CKOPPEKTUPO-
BaHbI?

g) AneksaTHoO N1 gokasaHa pesynbTaTMBHOCTb Mep Mo YNpaBleHUo pUckom?

h) TouHo nNu oTpaxaeT aHan13 COOTHOLLEHUS pUCK/NONb3a pearnbHbIA ONbIT NPUMEHEHUS U3aenua?

Ecnu no pesynbTataMm aHanusa AaHHbIX NpegnonaraeTcs UCnpaeneHne uin KOppekTUpOoBKa TeKyLwero
daiina MeHempKMeHTa pycka, TO OCTaTOYHbIe PUCKWA OOIKHBbI ObITb OLEHEeHbl Ha OCHOBaHUM HOBLIX AaHHbIX.
Kpome Toro, aormkeH 6bITb NepeCMOTPEH COBOKYMHBIA OCTaTOYHbIA PUCK.

4.4 [lencTBUA

Ecnu B pesynbTaTe aHanu3a HOBbLIX AaHHbIX OCTaTOUYHbIA PUCK CTAHOBUTCS HEAONYCTUMBIM U aHanu3a
COOTHOLLIEHUS! pUCK/NoNb3a MoKasblBaeT, YTO Mofb3a He NepeBeLIMBaeT pUCK, TO AanbHelllee ynpasneHue
pUCKoM Heo6XoaUMO NPOBOANTL B ABYX oBnacTax:

a) MeauvuuHckue U3enus, yxxe yCTaHOBIEHHbIE U UCTIOSb3yeMble Ha pblHKe, AOMMKHBI ObITh NOABEPTrHY-
Thl KOPPEKTUPOBKE.

b) KoHCTpyKL st MeAULIMHCKUX U3AETIiA, U3roTaBNMBAEMBbIX C 3TOTO MOMEHTa BPEMEHMU, UMW CBA3aHHble
npoLecchl A0KHbI GbITb NePecMoTPEHbI, a8 UBMEHEHUs! pean3oBaHbl.

Ons yxXe ycTaHOBMEHHBIX U UCMOMNb3YEeMbIX Ha PbIHKE MeAWULMHCKUX U3AeNMi Mepbl Mo yrnpaBneHuo
PUCKOM MOTYT OTNIMYATLCS OT TEX, KOTOPbIE MPUMEHSIIOT K U3AeNnsiM B TeKyLLLEM NPOU3BOACTBE.

B OTHOLUEHUM yXXe YCTaHOBMEHHBbIX U UCMOMb3YeMbIX Ha PbiHKE MeAMLIMHCKUX U3Aenuil 3KCTpeHHas
MHbopMaL s (HanpuMep, NUCbMO KIMeHTa) He3aMeANnUTENbHO MOXET ObiTb NpeacTaBrieHa Nonb30BaTeNsam
eLle Ao paspaboTku 1 BepudmkaLlmMm Mep No ynpaeneHuo pUckoM Ha npeaMeT UX pe3ynbTaTUBHOCTH.

B Tom cniyyae, ecnu Heobxoanma MoavduKaLmus Unu 3ameHa MeULMHCKUX M3AENWIA, CKOPOCTL NpoBeae-
HWS AaHHbIX MEPONPUATUIA CNOCOBCTBYET PE3YNbTaTMBHOCTA AENCTBUIA MO YMEHbLLEHWIO pUCKa.

MpumeyaHune— [daHHan nHdopmaumsa n3BecTHa Kak nosicHutenoHoe yeegomnenve B ICO 13485, a takke
Kak yBegoMneHwve, kacatoweecsi obecneyeHusi GesonacHocTn B oblieeBponelickom gokymeHte MEDDEV 2.12-1.

PesynbTaT oLeHK/ NOCTNPOM3BOACTBEHHOM MHDOPMAaLMN MOXET CAYXUTb B KAYECTBE BXOAHbIX AaHHbIX
ONS aHanMsa NpurogHoCTM NpoLecca MeHeMKMEHTa pucka B 3annaHUpOBaHHbIE UHTepBanbl BpeMeHn ans
obecneyeHns NOCTOAHHOW pe3ybTaTUBHOCTW NpoLecca MeHeaXMeHTa pucka (cM. 3.2 UCO 14971:2007).

5 OunddepeHuraumna nHdopmauum ana obecneyeHmsa 6esonacHoOCTU
M PacKpbITUA OCTaTOYHOro pUcKa

5.1 Paznuuune mexgy «uMHdopmauueli o GeszonacHOCTU» U «coobuaeMbiMU CBeAeHUAMU 06
OCTaTOYHOM pUCKe»

PasHuua mexay «mHdopmaunein no 6esonacHocTU» U «coobllaembiMn cBeaeHUAMU 06 ocTaTouHOM
pucke» obbscHeHa B npunoxerun J UCO 14971:2007. TeM He MeHee HakONMEHHbIN ONbIT U3roTOBUTENEN
MoKasbIBaeT, YTO CYLLUEeCTBYET NyTaHWLa Mexay STUMU ABYMS MOHATUAMKW. HacToawmn ctaHaapT npegHasHa-
YeH NS pasbACHEHUs 3TUX pasnuyni.

MHdopmaLmsa no 6e30nacHOCTM cUMTaETCA MePOA Mo YNpaBieHUo pUckoM. OTa Mepa MoXeT npeannchl-
BaTb M npeaynpexaats. BUCO 14971 TpebyeTcs, 4Tobbl Gblna BepudbuumpoBaHa pe3ynbTaTUBHOCTb Takmnx
mep. OHa MoxeT BbITb NpeacTaBneHa B Buae npeaynpexxaeHns unm mep npegocTopoxXHOCTU.

OcTtaTtouHbli puck onpegeneH 8 UCO 14971:2007 kak p1CK, OCTAIOLMIACA NOCAE NPUHATUA BCEX Mep No
yNpaBeHno PUCKOM (KOTOpble MOTYT BKITHOYaTh MHopMaLIMio No 6e3onacHoCTy).

B NCO 14971 TpebyeTcs, 4Tobbl BcA MHbopMaLusi no 6e3onacHoCcTU npocnexusanack B aiine
MeHepkMeHTa pucka. PelleHne nsroToBuUTens, kacatoweecs MHGOPMUPOBaHUA B OTHOLUEHUN CooBLLaeMblX
cBefieHnin 06 oCcTaTOUHOM pUcke, MOXeT BbITb 3aperncTpMpoBaHo B haitne MeHempKMeHTa pucka.

5.2 WHdopmauus no 6esonacHocTH

XoTta uHcbopMaumo no 6e3onacHOCTM paccMaTpuBaloT Kak Mepy Mo YNpaBleHW PUCKOM B
NCO 14971:2007 (n.6.2 ¢), 8TO HAUMEHEE NPEANOUYTUTENbHBIA BapUaHT nocne NonbiTkN co3gaHns 6esonacHomn
KOHCTPYKUMU U pa3paboTkn Mep 3awmnThl. ITO 03HaYaeT, YTo MHopMauma no 6e30nacHOCTU AoMKHa 6bITh
NCMoNb30BaHa TOMbKO Mocne Toro, Kak M3roToBUTENb YCTAHOBWI, YTO AanbHenwmne cnocobbl YMeHbLUeHUA
pucka, genatoLume MeguumHckoe nsgenve 6onee 6esonacHbIM, U MPUHATUE 3aLLUTHBIX Mep ABNAKOTCA NpaKTu-
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Yeckn HeBo3MOXHbIMU. CoaepxkaHune nHpopmaumn no 6esonacHoOCTM MoxeT BbITb NpeanucaHo NnokanbHbIMA
perynmpyoLmMmMm 4OKyMeHTaMu.

Bepudmkauns pesynbTatMBHOCTM MHpOPMauun no 6e3onacHOCT MOXET MPOBOAUTBCA B pamkax
npouecca NpoeKTUPoBaHWUA C y4eTOM aKcnyaTaumMoHHon npurogHocT (M3K 62366).

WHdbopmauus no 6esonacHocTy AoMmKHa AaBaTb NONb30BaTeNo YeTKMe UHCTPYKUMM, Kakne aeicTBUs
cnegyeT npeanpuHAMaTe UK Kakux u3beraTb AN NpedoTBpaLleHus onacHbIX CUTYaUWA N Bpeaa oT HUX.
OHa o6blMHO npefcTaBnsieTcss B BuAe NpedynpexaeHWin unu Mep npedoCTOPOXHOCTM (cM. J.2
MCO 14971:2007).

WHdbopmaLms no 6esonacHocT MoXeT GbITb AaHa B (hopMe 3TUKETOK C MpeAynpexaeHnsMu, npukpen-
NeHHbIMU K MeAULIMHCKOMY N34ennto, Unn B BUAE NPeaynpexaeHuin B MHCTPYKUMN No akcnayaTaumn/npume-
HeHuto.

HekoTopble NpuMepkl NpuBeaeHb! HKe:

- npeaynpexaeHue: He HacTynainTe Ha NOBEPXHOCTb;

- Npegynpexaexve: He yaanainTte NoKpbITUE, PUCK SNEKTPUYECKOro yaapa;

- npeaynpexaeHve: McnonbayiiTe ¢ ocTopoxHocTbio. O6pasLibl Nnasmbl, cogepxalyme 6onee 60 mr/an
remornobuHa, BNUAOT Ha NPUHLMM nccneoBaHus, TeM CaMblM OrpaHNYnBasn AMarHOCTUYECKUA pesynbTarT.

5.3 Coo6waeMble cBeAeHUs 06 0OCTaTOMHOM pPUCKe

PackpbiTie nHopMaLmMn B OTHOLLIEHUI OCTATOMHOTO pUCKa SAIBMAETCA onucaTenbHbIM U MOXeT coaep-
XaTb cnpaBoYHble CBeAeHNsi 06 0CTaTOUHbIX PUCKaX, CBA3AHHBIX C UCMONb30BaHWEM MEAMULUHCKOro U3aenua.
Llenbto siBNsieTcA ykasaHve B CONPOBOAUTENbHON AOKYMEHTaLUuu nHpopmaLmm, nossonsioLLein nonb3osaTe-
10 1 NOoTeHUNanbHOMY MaLMeHTy NPUHATL B3BELLEHHOE PeLLeHNe C yHETOM OCTaTOYHbIX PUCKOB U MOMb3bl OT
npuMeHeHua meguumHckoro nsgenusa (em. J.3 UCO 14971:2007).

WNsrotoBuTeNb OOMKEH paccMOTPeTb BOMPOC O cnocobe 1 HocuTensx uHdopMmaumMmn Ana packpbiTua
ocTaTouHoro pucka. flaHHas nHdopmaLusi MoXeT BbiTb CYLLEeCTBEHHON B NPoLecce NPUHATUS KIIMHUYECKOTO
peleHns. B pamkax UCNOMb30BaHNA NO HAa3Ha4YeHUo, onepaTop UNu Nnonb3oBaTenb MOXeT pelnTb, Kakue
KMMHUYecKne napaMmeTpbl U3Aenua MoryT 6blTb MCMOMb30BaHLI ANA AOCTUXKEHUA onpeaeneHHol Nonb3abl ANA
nauueHTa. MHdopMupoBaHue B OTHOLLEHWN OCTATOYHOTO pUCKa MOXET BbITh TakoKe NoNe3HbIM 4N onepaTtopa,
nonb3oBaTens 1nu ne4yebHoro yupexxaeHUsa Ansi NoAroToBky NaumeHTa k BO3MOXHBIM No6oYHbLIM adhdekTam
WA OMacHOCTAM, KOTOPbIE MOTYT BOSHUKHYTb BO BPEMS WX MOCIE NCToNb30BaHUA MEAULIMHCKOro Nsaenus.
CnepyeT oTMeTUTb, UTO onepaTop, NoNb3oBaTerb U NauueHT MoryT 6bITb OAHUM NIULIOM, HanpuMep Ans Megu-
LIMHCKOro U3genwvs, npeaHasHadvyeHHoro A5 UCnosib3oBaHus B JOMaLUHUX YCIIOBUSIX.

Hwxe npvBeaeHbl HeKOTOPbIE MPUMEPbI AN UAMIOCTPALMA OCTAaTOUYHBIX PUCKOB, CBA3AHHBIX C UCMONL30-
BaHWeM MeanLUMHCKNX N30ennin, a Takke NoboUHbIX 3 eKkToB, KOTOpble 0BBLIMHO MoANEeXaT PacKpbITUIO:

- Ons neveHus onyxonen MoryT UCNOMb30BaTb NMMHeNHbIe yekopuTenn. OcTaTouHble pUckin 0b6nyyeHus
onyxorei MoryT BKIo4aTb BEPOATHOCTb 3pUTEMbI UM BbiNaZieHWsl BOOC.

- Korga nauuveHnTbl nogeeprawTcsa UCCNefoBaHUsaM Ha annapare MarHATo-pe3oHaHCHON ToMmorpadumn
(MPT), oHW nHoraa UCNbITEIBAOT TPEBOTY U3-32 HaXOXAeHUs B 3aMKHYTOM NMPOCTPaHCTBE, MPOMKOro LWyMma,
cosgaBaemoro obopygoBaHueMm, M HeoOXOAMMOCTA OCTaBaTbCsl HEMNOABWXKHBIM BO Bpems MNOfyyYeHus
n3obpaxeHus.

6 OueHuBaHWEe COBOKYNMHOro 0CTaTOYHOrO pUcKa

6.1 O630p

Mocne oLeHUBaHUA Kaxaon naeHTUhULMPOBaHHOM OTAENbHOW ONacHOM CUTYaLUnU U3roTOBUTENb 3aTeEM
OOIDKEH paccMoTpeTb COBOKYMHOE BAWUAHWE WHAMBUAYAlNbHbLIX OCTATOYHbIX PUCKOB U MPUHATL pelleHue o
AONYCTUMOCTY COBOKYNHOrO OCTaTOYHOIO pUcka Ha OCHOBE KpUTEPUEB [Nl OCTAaTOYHOIO pyUcka, ycTaHOBNEH-
HbIX B MfiaHe MeHeAXMeHTa pucka. [laHHbli 3Tan 0cobeHHO BaXKeH Ansl CIIOKHBbIX MeAULNHCKUX CUCTEM 1 ANA
MEeANLMHCKNX n3genuii ¢ 60nblMM KONMYeCTBOM OTAESNbHbLIX puckoB. Takoe oueHuBaHWe criegyeT UCNosb-
30BaTb ANS NPUHATUSA OKOHYaTENbHOro peleHUa o 6e3onacHoCTV NpoayKLUMn.

B pasgene 7 UCO 14971:2007 TpebyeTca, 4TOObI COBOKYMHbIN OCTAaTOUHbIA PUCK OLIEHUBASICS MO KpUTe-
pUAM, YCTaHOBMEHHBIM B NNaHe MeHedXMeHTa pucka. TeM He MeHee onpeaerneHne COBOKYNHOIro 0CTaTo4HOro
pucka AIBNAETCA CNOXHOW 3agaqeit, KoTopas He MOXeT BbITb pelleHa NPOCTLIM YUCNEHHBIM CNIOXKEHNEM BCEX
oTAeNbHbIX pUckoB. HenaBecTHO, MOXHO NW B NPUHLIAMNE CKIMaabiBaTh PUCKU, T. K. KXKAON BEPOSATHOCTU BO3SHUK-
HOBEHUs1 Bpeda COOTBETCTBYET pasHaa TsKeCcTb 3TOro Bpefa. Takue CoOXHOCTU MOTyT BO3HUKHYTb MO
cneayowum NpudnHam:

- Daxe Ha no3gHWx aTanax paspaboTku MegULMHCKUX U3OENNA JOCTOBEPHOCTb OLIEHKN BEPOSATHOCTU
MOXeT CyLLIeCTBeHHO pasnu4aTbe. HekoTopble BEpOSITHOCTU U3BECTHBI JOCTAaTOMHO TOYHO NUBO Ha OcHoBa-
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HUW UCTOPUHECKUX AAHHBIX CO CXOXUMU MEAULIMHCKUMW U3aenuamn, nnbo Ha ocHoBaHUK UCNbITaHUA. Opyrue
BEPOATHOCTN MOXHO OLEHUTb TOMbKO NPUBNN3UTENBHO UMW HEBO3MOXHO OLLEHUTL BoObLLEe, HanpuMep Bepo-
ATHOCTb OTKasa NporpaMMHoro obecneveHns. Takke 06bIMHO He NpeacTaBNAETCA BO3MOXHLIM 06beauHUTL
TAXECTU BpeAa OTAENbHbLIX PUCKOB B LUIMPOKUE KaTeropumn, UCNosfb3yemble AnNA aHanMsa pucka.

- BUCO 14971 He ycTaHOBNEHO, YTO KPUTEPUU AONYCTUMOCTU PUCKa ANA OTAENbHBIX PUCKOB AOSDKHBI
6bITb TEMU XKe CambiMK, YTO U KPUTEPUU AOMYCTUMOCTU COBOKYNHOTO pucka. Kputepun, ucnonbsyemele ons
OLeHUBaHWNA OTAENbHBLIX PUCKOB, OGLIMHO OCHOBaHblI Ha BEPOSATHOCTU BO3HUKHOBEHWUSI KOHKPETHOMN TSXeCTH
Bpeaa.

BD.4unD.7 UCO 14971:2007 nepeuncrieHbl HEKOTOPble BO3MOXHble o0LmMe MeToabl i MeToanku oLe-
HUBaHWA COBOKYMHOrO OCTAaTOMHOMO pUCKa U HEKOTOPbIE NOMe3Hble coobpaxeHus, BAuaOLWMe Ha Ux BoIGop.
B oTHoweHun kputepnes UCO 14971 B LENOM yKasbIBaeT, YTO OHU AOSMKHBI OCHOBLIBATLCA HA NOAUTUKE YCTa-
HOBJIEHNA KPUTEPUEB AONYCTUMOCTU PUCKa, @ COOTBETCTBYIOLLEEe PYKOBOACTBO MOXHO HalTu B pasgene 3.
Kak kputepuii, Tak U CBA3aHHbINA C HUM METOA AOMKHLI 6bITb ONpeaeneHbl B NnaHe MeHepkMeHTa pucka. Hacto-
AW cTaHAapT NpeaHasHaveH AN NOMOLLM B YCTaHOBAEHUW 3TUX KPUTEPUEB U METOAOB.

6.2 BxoaHble AaHHblIe U Apyrue noaxoabl no oueHUBaHUIO COBOKYNMHOIO OCTaToO4YHOro pucka

COBOKYNHbIA OCTaTOUHBIN pUCK MOXET BbITb OLEHeH TONbKO Nocne peanuaauun U Bepudukaunm Bcex
Mep MO YNpaBeHnto pUckoM. ATOT 03HaYaeT, UTo BCe MAEHTUDULMPOBaHHBIE ONacHbIE CUTYaLUun Bbinn oLeHe-
Hbl M YTO BCE PUCKM BBINKN CHWKEHBI A0 AONYCTUMBIX YPOBHEN NN BbINU NPUHATEI HA OCHOBaHWUW aHanM3a cooT-
HoleHus puck/nonbaa. HekoTopble NpUMepbl BXOAHbIX AaHHbLIX U UX UCMONb30BaHUA NpuBeaeHbl Hke. OHK
MOrYT UCMOMb30BaTbCA Kak BXOAHbIE AaHHbIE MO OLUEHUBaHWUIO COBOKYMHOIO OCTaTOMHOMO pUcKa 1 kKak coobpa-
XeHUS, KoTopble Heo6Xx0AMMO UCNONbL30BaTb NPY onpeaeneHUN, SBNAETCS MU COBOKYMHbIN OCTATOYHBIA PUCK
[OoNyCTUMBIM.

a) UsrotoBuTenb MoXeT CpaBHUTL paccmaTpusaeMmoe MeauuUHCKoe usgenue ¢ aHanornyHeIM meau-
LMHCKAM u3genuem, npeactaBneHHeIM Ha pbiHke (cM. D.7.7 UCO 14971:2007). Ainsa Toro 4tobbl 3rotoBuTENb
caenan o6ocHOBaHHOE 3aKNHYeHUe O COBOKYNHOM OCTaTOMHOM PUCKE C y4eTOM MEAULMHCKOW NOMb3bl OT pac-
CMaTpMBaeMoro MeuLMUHCKOro u3aenus, Heo6XxoauMo PaccMOTPETb TEKYLLYH akTyanbHy UHopMaLumio o
npegycMoTpeHHOM NpUMeHeHUN/Ha3HavYeHUN U CBA3AHHLIX C HUM HEGNAaronpUATHBIX COBLITUSAX B OTHOLLIEHUU
aHarnorn4HbIX MeAULIUHCKUX U3 ennin, NpeacTaBNeHHbIX Ha PbiHKe, a Taloke MHopMaLnio N3 Hay4Hon nuTepa-
TYpbl, BKMoYas MHDOPMaLMIO O KIMHNYeCKOoM onbiTe. KrntoueBbiM BONMPOCOM SIBASIETCS BOMPOC O TOM, UMeeT N
paccmMaTpuBaeMoe MeaNLMHCKOE U3AEeNNe TaKoM XKe U NyYLUUIA ypoBeHb 6e30NnacHOCTU, YTO U MeanLNHCKoe
n3genve, KOTOPOE YXKe MOXHO cHUTaTb MMEOLUM A0MYCTUMBIA COBOKYMHbIN OCTaTOYHbIA PUCK.

b) [OnsoLeHNBaHWA COBOKYMHOMO OCTATOMHOMO prcKa C y4eTOM MEeAULMHCKOW NOSb3bl 0T paccMmaTpusae-
MOro MeAULMHCKOro N3Aenms N3roToBUTENb MOXKET Takke UCNONb30BaTb MHEHUE 3KCNepToB, HE BXOAALUNX B
opraHusauuio usrotosutens (cm. D.7.8 UCO 14971:2007). 3T akcnepTbl MOTYT BbITb OTOBPaHbI U3 pas3UYHbIX
ANCUNMITUH W1 BKIOYATb TEX, KTO UMEEeT KITMHUYECKWIA OMbIT, N TeX, KTO NpoAaeT aHanorniHble MeanuunHcekue
nsgenus. Takue cneumanncTbl MOTyT NOMOYb U3rOTOBUTENIO YUUTLIBATb MHTEPECHI 3aUHTEPECOBaHHbIX NUL,.
CnepyeT 06paTuTb BHUMaHWe Ha TpeboBaHUa K NpodeccMoHansHoM NOAroToOBKE M ONbITY, YCTAHOBMNEHHbIe
83.213.3,3.4b)unc), MA.2.3.3NCO 14971:2007.

¢) Oaxe ecnuv Bce MHAMBMAYaArNbHLIE PUCKA BBINW NAEHTUDULNPOBAHBI 1 COYMTEHBI AOMYCTUMBIMUA, AN
HEeKOTOPbIX U3 HUX, KakK YacTb OLIEHWBaHMWSI COBOKYMHOIO OCTaTOMHOMO pucka, MoxeT notpeboBaTbes Aanb-
HeALWniA aHanms.

OAHUM 13 TPUMEPOB TaKON CUTYaLMN MOXKET ObITb TO, UTO MHOTME OTAENbHbIE PUCKX BIIN3KN K He oMy CTU-
MbIM ypoBHAM. CnedoBaTenbHO, AONYCTUMOCTL COBOKYMHOMO OCTATOYHOTO puUcka MOXET OblTb NoaBeprHyTa
COMHEHNIO U MOXET BbITb NPUHATO 06OCHOBAHHOE peLleHne O AanbHelleM UccneaoBaHun MeanuuuMHCKoro
N30enns U CBA3AHHOTO C HAM dbalina MeHepKMeHTa pycka. Jpyrum npumepom MoeT 6bITb TO, YTO CYLLECTBYHOT
PUCKW, KOTOpPbIE ABMAIOTCA B3aMMO3aBNUCMMbIMU Kak OT BbI3BaBLUMX UX MPUYMH, TaK U MPUHATLIX Mep Mo yrpas-
neHuto puckom. Mepbl Mo yrnpasneHnio pUCKOM AOSMKHbI BbiTb BepUULMPOBaHbI Ha Pe3yrbTaTUBHOCTb He
TOJBbKO MO OTAEMBbHOCTH, HO TaKKe U COBMECTHO C APYTMMU MepaMm Mo ynpasfeHno pUckoM. ATO OTHOCUTCA UK
Mepam no ynpasfeHUo pUcKoM, KOTopble paspaboTaHbl 45l yMeHbLIEHUSI HECKOSbKMX PUCKOB O4HOBPEMEHHO.
[epeBo 0TKa30B N aHanNM3 gepesa cobbITUIA MOTYT BbITb MONE3HEIMN UHCTPYMEHTaMN ANS AeMOHCTpaLnn
TaKNX B3aVIMOCBSA3e MeXay pUckamu 1 UCnonb3yemMbiMyU Mepami Mo yrnpasieHnio PUCKOM.

d) Opyrue noaxodsl No OLLEHUBAHNIO COBOKYMHOMO OCTAaTOYHOrO pucKa:

1) MonesaHywo MHOPMaLMIO MOXKHO MONYYUTb, UICMOMNb3YS pe3ynbTaThl OLEeHUBAHWUA 3KCyaTaLoH-
HOW NPUrogHOCTU UMK KNMHUYECKOro OnbiTa, Mofy4YeHHOro Npu Banvaauumn npoekTa.

2) MoxeT BbITb MOMEe3HO BU3yanbHOe NpeAcTaBreHne ocTaTouHbIX PUCKOB. Kaxabld oTAenbHbIR
OCTaTOYHbIN PUCK MOXET BbITb NOKasaH B MaTpMLE PUCKOB, Kak Ha pucyHkax D.4 n D.5 NCO 14971:2007, pasas
rpachuyeckoe npedcTaBneHne o pacnpeaeneHnn puckos. ECnin MHorne pucky HaxoaaTcs B BepxHein obnactu
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TSOKECTM UMK B BepxHe 06nacTy BeposiTHOCTU MaTPULbl PUCKOB MO0 KracTepbl pUCKOB NOrpaHUYHBbI, To pac-
npeaeneHne PUCKOB MOXET NoKa3sbiBaTb, YTO COBOKYMHbIA OCTaTOUYHBIA PUCK ABMSAETCA HEAOMYCTUMBIM, XOTA
Kaxkabli1 HAUBMAYaNbHbIA pUCK GbIN 060CHOBaHHO COMTEH AOMYCTUMBIM.

3) Mpu oLleHNBAHUN COBOKYMHOTO pUcKa He0BX0AMMO YUUTHIBATh BCE OTAENbHO NpoBeAeHHble aHa-
NU3bl COOTHOLLEHMS PUCK/MONb3a.

4) Ecnu npu aHanuse pucka MMenu MecTo KOMMPOMUCCHI MEX/Y PUCKaMM, 3TO MOXKET yKasblBaTb Ha
TO, YTO COBOKYMHLINA OCTaTOUYHLINA PUCK Heo6X0AMMO aHanuanposaTh 6onee TwiaTensHo. 3TO MOTyT BbITh Cry-
Yyau, Kora oauH U3 PUCKOB MOXET BbITb HECKOSbKO YBENUYEH C TEM, YTOObI APYror PUCK MOT BbiTb YMEHbLLEH.
Hanpumep, puck ans oaHoro nuua (nonb3oeaTens) AonyckaeTcs YBeNUYUTb, TOrAa Kak puck Ans Apyroro nuua
(naumeHTa) MoXeT GbiTb yMeHbLIeH. ITO HasblBaeTCA Napannakcom pucka. OLueHUBaHUe MOXET HOCUTb Xapak-
Tep MaHeBPUPOBAHWUSA MeXAy OCHOBHLIMA pUCKamMu ¢ 06si3aTeNlbHbIM OMMCcaHWeM Toro, novemy GanaHc
KOMMPOMUCCHBIX PELIEHWNIA MPaKTUYEH U NOYEMY YPOBEHb KOMBUHUPOBAHHOTO pUCKa NPU MPUHATAN KOMMPO-
MUCCHBIX PELUEHUI B OTHOLLEHWUWN PUCKOB AABMAETCA AONYCTUMBIM.

B KOHEYHOM UTOre OLEHUBAHWUE COBOKYMHOMO OCTATOMHOIO PUCKa OCHOBAHO Ha KIMHWUYECKON OLieHKe.

Pe3synbTaThl OLEHNBAHUSA COBOKYMHOIO OCTaTOYHOro pucka obpasyioT YacTu haina MeHemKMeHTa pucka.
KpaiiHe nonesHo 4oKyMeHTUpoBaTb 060CHOBaHHOCTb A4OMYCTUMOCTU COBOKYMHOrO OCTaTOUMHOIO pycKa.
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