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BeegeHune

TpeboBaHus, ycTaHOBNEHHbIE B HACTOsSLLEM cTaHaapTe, obecnedynBaloT U320mMOBUMEnsM OCHOBY, B
pamMKax KOTOpPOW 3HAaHWUA, ONbIT U 0DOCHOBaHHLIE PeLUEHWUsl CUCTEMATUYECKU MPUMEHSAIOTCS AN YyNpaBneHus
puUcKamu, CBA3aHHBbIMK C NPUMEHeHMeM MeduyUHCKUX u3denud.

Hactoswwnin ctaHpnapT paspaboTtaH cneuyuanbHO Ans u3somosumenel MeduuuHCKUX u3denutl Ha oc-
HOBE Tex MPUHUMMNOBR MeHedXMeHma pucKa, KOTOpble pa3BUBanNnCh Ha NpPOTSXEHWM MHOMMX neT. Hactoawumia
CTaHOapT MOXET NPUMEHATLCA B KAYeCTBE PYKOBOACTBA NMpW pa3paboTke u nogaepxaHuu rnpoyecca MeHeo-
JKMeHma pucka KacaTelbHO WHOW NPOoAyKLWW, KOTOopasi B ONpenerneHHbIX OPUCOUKUNSX He siBnaeTca Medu-
UUuHCcKUM u3denueM, a TaKKe KacaTenbHO NOCTaBLLMKOB M OPYTMX CTOPOH, YYaCTBYHOLINX B KXU3ZHEHHOM UUKIIe
meduuyuHexkux usdenud.

B HacTosilem cTaHOapTe pacCcMOTPEeHbl MPOUEeCcChl MEHEMXMEHTA PUCKO8, KOTOPbIE CBA3aHbl ¢ Medu-
YUHCKUMU u3denusmMu. Pucku MOTyT ObITh CBA3aHLI HE TOMNMLKO C MPUYKMHEHWEM Bpeaa NaLueHTy, HO M Nomnb30-
BaTento, a TaKke ApyruMm nuuam. Pucku Takke MOryT BbiTb CBA3aHbI C MOBPEXAEHUEM MMYLLECTBA (Hanpumep,
06beKTOB, AaHHbIX, Apyroro obopygoBaHns) N NPUYMHEHWEM Bpeda OKpyXKalLLen cpege.

MeHedxMeHm pucka — 3TO CMNOXHas Tema, NOCKOMbKY Kaxaas 3auHTepecoBaHHas CTOPOHA MOXET No-
pa3zHoOMY OLEHUBaTh AOMNYCTMMOCTL PUCKO8 N0 OTHOLUEHUWIO K OKuaaeMon none3e. KoHuenuum meHedxmeHma
pucka ocobeHHO BaXXHbl B OTHOLIEHUN MeduUUUHCKUX Uu3denull n3-3a 6onbLIOro KONUMYecTBa 3auHTepecoBaH-
HbIX CTOPOH, BKIKOYasa MPaKTUKYIOLLMX Bpayen, opraHn3alnm, okasbiBalwlie MeguUMHCKY NoMOLLb, NpaBu-
TenbCTBa, NPOMBbILLMEHHbIE NPeanpUATUS, NALUMEHTOR M NPeacTaBUTeENnen obLEeCcTBEHHOCTH.

O6uenpu3HaHHo, YTO NOHATUE pUCKa UMEET ABa KIH4YEeBbiX KOMMNOHeHTa:

- BEPOATHOCTb NPUYUHEHUS 8peda, U

- NocneacTBUA 3Toro gpeda, TO eCTb HACKOIMBLKO BENMKA MOXET ObiTb ro TAXKeCTb.

Bce 3anHTepecoBaHHble CTOPOHbI AOMKHbI MOHUMATbL, YTO NPUMMeHeHne MeduuyuHcKozo u3denus conps-
XEHO C MpUCYLLER eMy CTEMEeHbK pucka faxe Mocne Toro, Kak pUCKU CHWXEeHbl 0 AOMYCTUMOrO YPOBHS.
OBLenpu3HaHHO, YTO B KOHTEKCTE KMMHUYECKOR Mpoyedyphbl BCerga COXPaHsaKTCs HEKOTOPLIE OCMamoyYHbIe
pucku. Ha ponycTumMocTb pucka ANs 3aMHTepeCcOBaHHOW CTOPOHbI BMMUSIKOT KIHOYEBbIE COCTaBNALME, Nepe-
YUCrEeHHbIe Bbille, a TakKe BOCMPUATUE 3aUHTEpPEeCOBaHHOW CTOPOHOW pucka U MoMb3bl, KOTOPOe MOXET Ba-
pbUPOBATLCA B 3aBMCUMOCTU OT KYNLTYPHOM, COLManbHO-3KOHOMUYECKOW cpebl M 06pa3oBaTenbHOro ypoBHSA
3anHTepecoBaHHoro obuwecTea, a Takke oT hakTUYEecKoro U Npeanonaraemoro CoOCTOSHMS 300P0BbA naum-
eHTa. OcobeHHOCTb BOCMPUSATUS puUCKa YYUTLIBAET Opyrve hakTopbl, HanpuMep: ABASETCA NU NOABEPXKEH-
HOCTb 01acHOCMU WIW 0facHoU cumyayuu BbIHY>XOEHHOW, NpefoTBpaTUMON, UCXOOALLEN U3 aHTPOMNOreHHOoro
MCTOYHMKA, BbI3BAHHOW XanaTHOCTbI, BO3HWMKAKLLEN BCreACTBME HEQOCTATOMHO M3YYeHHbIX 0BCTOATENbLCTB
VI HanpaBneHHOoW Ha YsI3BUMYIO Tpynny BHYTpKU obLLecTBa.

FABnsasck 0fHOM U3 3aUHTEPECOBAaHHbBIX CTOPOH, L320MO8UMeErlbs CHUXAET PUCKU U NMPUHUMAET peLUeHus,
kacawwnecs besonacHocTM MeQUUUHCKO20 U30esusi, B TOM YMCne 0 AoNYCTUMOCTU OCMamoYHbIX puckos. W3-
rOTOBUTENb NPUHUMAET BO BHUMaHWE 0OBLUENpPU3HAHHOE COBPEMEHHOE COCIMOSHUE HAayKU N MEXHUKU, YTobbI
onpefenuTb NPUrogHOCTE MEeOMWLIMHCKOTO U3AEnusa AN ero BbiMycka B obpalleHne B COOTBETCTBUU C nped-
YCMOMPEHHbIM npuMeHeHueM. HacToswmin cTaHgapT ycTaHaBnyMBaeT rIpoyece, NOCPeAcTBOM KOTOPOro u3-
2omoeumerib MeduUUUHCKO20 U30enus MOXeET UOEeHTUMULMPOBATL 0NacHOCMU, CBA3aHHble ¢ MeOUUUHCKUM
uszdenuem, onpenensaTe U OLEHWUBATh PUCKU, CBA3AHHbIE C 3TUMW 0MacHOCMSAMU, YNPaBNATL pUCKaMU W OCY-
LEeCTBNATE MOHWTOPWUHI PE3yNbTaTUBHOCTWM AaHHOMO YNpaBNeHUsl Ha NPOTSAKEHUW BCErO XU3HEHHO20 Yukna
MeduluuHcKko20 u3denus.

CornacHo peLleHno 0 NPUMEHEHNN MeQUUUHCKO20 U30esusi B KOHTEKCTE KOHKPETHOM KIMUMHUYECKOR rpo-
yedypsi TpebyeTcs, 4ToObl 0cmMamoyHbie pucku Beinv cbanaHcMpoBaHbl C OXMOaeMon moab30l om npoyedy-
pbl, UTO BbIXOAMT 3a paMKM HACTOSILLEro ctaHgapTa U yYuTbiBaeT npedycMompeHHoe rMpuMeHeHue, obeTos-
TENLCTBA NPUMEHEHUS, (DYHKLMOHANbHEIE XapakKTePUCTUKA WU PUCKU, CBA3AHHbIE C MeQUUUHCKUM u30ernuem,
a TaKKe PUCKU W MOb3y NPV NPOBEAEHUU KIMHUYECKOW rnpouyedypbi. HekoTopble M3 3TUX peLLueHnin MoryT
ObITb NPUHATHLI TOMLKO KBANUUUMPOBaAHHLIM BpayoM, Bnagerwmm MHdopMaunein 0 COCTOAHUA 300POBbLA
KOHKPETHOro naumeHTa.

[insa kax[oro KOHKpPETHOro MedulyuHCKO20 u3denusi Apyre cTaHOapThl UMW OeWCTBYOLLee perynupo-
BaHWe MoryT notpeboBatb NPUMEHEHWS KOHKPETHbIX METOAO0B MEeHedXMeHTa pucka. B nogobHbix cny4dasx
Heobxoaumo Takke cobnogate TpeboBaHUA, U3NOXKEHHbIE B 3TUX AOKYMEHTaXx.

BepbantHble hopMbl, UCMONb3yeMble B HACTOSILLLEM CTaHAapTe, COOTBETCTBYHOT MPUMEHEHUI, ONUCAH-
Homy B nyHkTe 7 Oupektue ISO/IEC, vacte 2:2018. [Ina uenei HacToswero craHgapTa BCNoMoraTenbHbIn
rnaron:

v
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- «O0JKEeH» O3Ha4daeT, 4TO COOTBEeTCTBUE TDEGOBBHMHM UMK UCNbITaHUAM 00a3aTenbHO Ana cooTBeT-
CTBUA HacTodAwemy CTaHgapTy,;

- «cnegyeT» O3Ha4daeT, 4HTO COOTBEeTCTBUE TpeﬁOBaHHﬂM WU NCNblTaHMAM HAacTOALWENo CTaHaapTa peKko-
MeHOOBaHO, HO He obsasaTensHo Ana COOTBETCTBUA TDEGDBBHMHM HacTodALWero ctaHgapTa;

- «Morno Obl» NCNonb3oBaH OInA onncaHnA pa3pelleHns (Hanpwmep, 4aonyctumoro cnocoba OOCTUXEeHNA
CcCOoOTBETCTBMA TDESOBEHVI}O U MCI'IbITaHVHO);

- «MOXeT» — ONnA Bblpa)KeHWA BO3MOXHOCTU U CFIOCOSHOCTVI; n

- «obszaHy — ANA Bblpa)XeHWA BHELWHEero orpaHn4eHnsa, KoTopoe He ABNAeTCH TDEGOBaHMBM HacToA-
wero ctraHgapta.
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M E X T OCVYOdAPU CTUBTEUHUHUB # C TAHOAPT

U3[DENNA MEOUUUHCKUWE

anMEHEHHe MeHeOXXMeHTa pUCKa K MegUUMUHCKUM uagennsam

Medical devices. Application of risk management to medical devices

Oata BBegeHns — 2022—10—01

1 OGnacTb npumMeHeHUA

HacTtosiwuin ctaHgapT ycTaHaBnMBaET TEPMUHOMOINIO, MPUHUWNLI U MPOUECC MeHedXMeHma pucka me-
OuyuHckux usdenutl, BKNwYas nporpammMmHoe obecnedeHne Kak MeduyuHckoe uzdenue n MeduyuHckue uade-
nus ns duasHocmuku in vitro. lpouecc, oNUCcaHHbIA B HACTOSLLEM CTaHOapTe, NpefHasHavYeH Ons okasaHus
NoMOLLM U320mosumesnaM MedulyUuHCKUX u3denull B UOBHTUUKALWMK ornacHocmel, CBA3aHHbIX C MeOuLUH-
ckuM u3desiuem, B ONpeaeneHnn 1 OLeHWBaHMU CBA3AHHLIX C HUMW PUCKO8, YNpaBneHuu 3TUMKU puckamu W
MOHWUTOPUHIE Pe3yrnsTaTMBHOCTU NPEeaNnpPUHUMAEMOro YNpaBneHus.

TpeboBaHWA HACTOALLLErO CTaH4apTa NPUMMEHUMb! KO BCEM CTaAUAM XU3IHEHHO20 YuKia MedulUHCKO20
usdenus. MNpoyecc, ONUCaHHbBIN B HACTOALLEM CTaHaapTe, NPUMEHSAETCH K puckam, NPUCYLLMM MeOUUUHCKUM
u3denusmM, TakMM Kak pUCKU, CBSi3aHHble ¢ BMOMNorMYeckon CoOBMeCTUMOCTbIO, Be30NacHOCTBI0 OaHHbIX U CK-
CTEM, SNMEKTPUYECTBOM, ABMXKYLLMMWUCS HacTAMM, N3NyYEeHWeM 1 IKCTIyaTauMOHHOW NPUrOLHOCTBIO.

lpouecc, onUCaHHbIM B HACTOSLLEM CTaHZapTe, MOXET TakkKe NPUMEHATBCS K MPOAyKUMM, KOTopas B
onpefeneHHbIX PUCAMKUUAX He SBNSeTCS MeOUUUHCKUMU u30enusmu, a Takke MoXeT BbiTb NPUMEHEH OpY-
TMMW YHaCTHUKaMW KU3HEHHO20 yuKia MeduyuHcKux usdenud.

HacTtoswuin ctaHgapT He NPUMEHUM:

- K peLeHusiM 0 MPUMEHEHUN MeOUUUHCKO20 U30enUs B KOHTEKCTE KOHKPETHOI KNMUHUYECKOW Mpouedypesl,

- MEHEIKMEHTY KOMMEPHECKMX PUCKOB.

HacToswuin ctaHgapT TpedyeT oT uszzomosgumernel yCTaHOBUTb 00bEKTUBHbIE KPpUTEPUW AOMYCTUMOCTM
pucka, Ho He yCTaHaBMMBAET YPOBHM AONYCTUMOCTU pucka.

MeHedxmeHm pucka MOXeT ObiTb COCTaBHOM YacTbl CUCTEMbl MeHemxMeHTa kadecTea. OgHako Ha-
CTOSILLMIA CTaHOapT He TpebyeT HanWuuus y U320mosumernsi CUCTEMbl MEHEKMEHTa Ka4ecTsa.

MpumevyaHne — PyKoBOACTBO Mo NPUMEHEHWIO HACTOALLEro cTaHgapTa npueegeHo B ISO/TR 24971.

2 HopmatuBHbIe CChINKN

HactoAawun CTaHOapT He CoAepXXWUT HOPMaTWBHBIX CCbITOK.

3 TepMuHBbI N onpepeneHun

B HacTosdLeM cTaHgapTe NPMMEHEHbI criegyLlue TEPMUHBI C COOTBETCTBYHLLUMUW ONpPeaeneHusaMu.

ISO v IEC nopoep:xuvBalT TepMUHonorndeckme 6asbl JaHHbIX ANA NPUMEHEHWUS B LIeNAxX cTaHgapTusa-
LUK Mo cnegyrollum agpecam:

- nnatgopma NnpocMoTpa ceTeBbix pecypcoB ISO, gocTtynHas no agpecy: http://www.iso.org/obp

- OnekTponegusa IEC, goctynHaa no agpecy: http://www.electropedia.org/

3.1 conpoBoauTenbHas gokymeHTauua (accompanying documentation): [JokymMeHTbI, npunaraembie K
meduyuHckomy usdenuro (3.10) n cogepxaline MHopMaLnIo AN NonNb30BaTens UM Nuy, OTBETCTBEHHBIX 3a

W3paHue ochmumnanbHoe
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YCTaHOBKY, MPUMEHEHWE, TeEXHWYeCcKoe 0bcnyXMBaHWe, BbIBOA U3 3KCMNyaTauunm 1 yTUNu3aumw MeduyuHCKo-
20 u3denus (3.10), ocobeHHO B OTHOLLEHUM BE30MacHOro NPUMEHEHMS.

MpumevaHuns

1 ConposodumernsHas QoKyMeHmauyus MOXET COCTOATbL M3 MHCTPYKLUMM MO 3KCNnyaTaL My, TEXHUYECKOro ONUcaHus,
PYKOBOACTBA MO YCTAHOBKE, KPATKOro CMpPaBoYHOIO PYKOBOACTBA U T. 4.

2 ConposodumensHasi JokyMeHmauusi He 06a3aTensHo ABMAETCH NUCbMEHHBIM UMW NMEYaTHBIM AOKYMEHTOM W MO-
YKET BKMOYaTb 3BYKOBLIE, BU3yarbHbIE UIK TAKTUINBbHBIE MaTepuarbl M pasfnyHble TUMbl HOCUTENEer MHopMaLMK.

3.2 nonbza (benefit): MNonoxuTensHoe BNUSHWE UMK NPEANOYTUTENbLHEIA pe3ynsTaT NpUMeHeHns Medu-
yuHckozo uzdenus (3.10) Ha 300pOBbE YenoBeKa UMK NMOMNOXWUTENbHOE BIIMAHWE Ha BedeHWe nauueHTa umm
obLecTBeHHOe 300poBbe.

M pumMmevYyaHne — [Morb3a MOXKET BKNHOYaTL NONOXUTENBHOE BIIMAHWE HA KIMHMYECKUIA MCXOL, KaYEeCTBO XMU3HW
nauneHTa, pe3ynbraTbl, CBA3aHHbIE C TOMHbIM OnpeaeneHneM anardo3sa, nonoXxnuTerbHoe BrMAHWE NpuMeHeHnA n3genuia
Ona onarHoCTWKKU Ha KNMHWYeCKWe pe3ynkTatbl N NONOXUTenebHoE BNnAHWE Ha obLecTBEHHOE 300pOBbLe.

3.3 Bpeg (harm): Tpaema vnum yuiepb 340poBbIO NIOAEN, a Takke ylwepb MMyLLecTBY UNK OKpy>KatoLLen
cpene.

[ISO/IEC 63:2019, nyHkT 3.1]

3.4 onacHocTb (hazard): [NoTeHUManbHbIM UCTOYHKK 8peda (3.3).

[ISO/IEC 63:2019, nyHkT 3.2]

3.5 onacHasa cutyauus (hazardous situation): OBcToATenscTBa, NPY KOTOPLIX NMHOAW, UMYLLECTBO UMK
OKpy:KatolLllaa cpefa NnofABepratTcs OOHON UKW HECKONMbKUM oracHocmsamM (3.4).

MpuMmeyvyaHune — [ns NOHMMAHWA B3aMMOCBA3M MEXY ONacHOCTLIO M ONACHOW CUTYauUnen cM. npunoxeHue C.

[ISO/IEC 63:2019, nyHKT 3.3, uameHeHo — gobaeneHo npumedyaHue 1]

3.6 npegycmoTpeHHOe MNpUMeHeHWe; MpeAycMOTpeHHoe Ha3HadeHue (intended use/intended
purpose): lNpumeHeHWe, ANA KOTOPOro npoaykuus, npoyecc (3.14) wnu ycnyra npegycMOTpeHbl B COOTBET-
CTBUM CO crneynukaumsMmn, MHCTPYKLMSMU U MHOpMaUne, NnpegoctaenseMbiMy Uzzomosumerem (3.9).

M pumMmevyaHune — npeﬂyCMOTpeHHblE.‘ MeOWUMHCKME MOoKa3aHWA, KaTeropia nauuMeHToB, 4YacTb Tena WUnv Tun
TKaHH, C KOTOpOI;"I nponcxoanT B3aMMOAeNCTBHE, I'IpOCbI.dJ'Ib nonb3oBartensd, cpega NnpuMeHeHnAa N NpuHUMN [encTeuna aeng-
KOTCA TUMWYHBIMW dNEeMeHTamMun npeaycmompeHﬂoao npuUMeHeHUA.

[ISO/IEC 63:2019, nyHkT 3.4]

3.7 MeguUMHCKOe n3aenue OnNA AMarHocTUKM in vitro (in vitro diagnostic medical device, IVD): Na-
Jenve, B TOM YUCIe peareHThl, KanubpaTtopbl, KOHTPOMNbHbIE MaTepuarnkl, EMKOCTU Ana npob, nporpammMmHoe
obecneyeHne u cBA3aHHbIE C HUMW MHCTPYMEHTbI, annapaTbl UNW Opyrie yCTPOWCTBA, KOTOPOE, BHE 3aBUCU-
MOCTH OT UCMOMbL30BaHUA €ro OTAENBHO NN B COMETaHUW, NpeJHa3zHavYeHo uzzomosumeriem (3.9) ansa in vitro
1nccnegoBaHus MonyYeHHbIX U3 Tena YenoBeka Npod MCKMIYUTENLHO UMK IMaBHeIM 00pa3om Ana NnpefocTae-
NeHWs MHOpMaLUUK B LIensxX AMarHoOCTUKU, MOHUTOPWHIA UK OLLEHKU COBMECTUMOCTM.

[ISO 18113-1:2009, nyHKT 3.27, UIAMEHEHO — MPUMEYaHWe yaaneHo]

3.8 xu3HeHHbIN yukn (life cycle): Bce ctagum cywecteoBaHua meduyuHckoao usdenus (3.10) ot nep-
BOHa4anbHOM KOHUENUMU 00 BbIBOAA U3 3KCNIyaTauumn 1 yTUnuaauum.

[ISO/IEC 63:2019, nyHKT 3.5]

3.9 usrotoBuTent (manufacturer): NMioboe du3myeckoe unu LPUSUMYECKOE NULO, OTBETCTBEHHOE 3a
NPOEKTMPOBaHWE W/MNW NPON3BOACTBO MeduyuHckoeo u3denus (3.10) ¢ Lenbio BeINyCcTUTL B obpalleHue me-
duyuHckoe uzdenue (3.10) nog ero cobBCTBEHHBEIM MMEHEM HE3ABUCUMMO OT TOTO, CMPOEKTMPOBAHO /UMK NMpo-
n3aeefeHo Takoe MeduyuHckoe usdenue (3.10) 3TUM NMULIOM UMK MO €ro NopyYeHuo ApyrumM(1) nuuom(amm).

MpumevaHusa

1 duanyeckoe nnu LPULNYECKOE NULO HECET KOHEYHYHO IPUANYECKYIO OTBETCTBEHHOCTL 3a obecrneyeHve BeInon-
HEHWSA NPUMEHUMbIX PEMYNUPYIOLWUX TpeboBaHWIA CTPaH UMW KPUCOMKUMIA B OTHOLLEHWUN MeGUUUHCKUX u3denud, onsa pea-
nM3auMmn B KOTOPbIX OHW NPeaHa3HaveHbl, ECNW TOMLKO MHOE HE YCTaHOBMEHO CneLMarnbHbIMU TpeboBaHMAMK Perynupyo-
wero opraHa (PO) B npegenax ero OpUCONKLKUA.

2 OTBETCTBEHHOCTL U320Mosumerns onucaHa B pykoBoasawmx gokymeHtax GHTF. 3T1a oTBeTCTBEHHOCTE BKINIOYAET
B cebs kak OTBETCTBEHHOCTL MO BbiNonMHeHWO TpeboBaHuin fo Beinycka B obpalleHue, Tak 1 nocnenpoaaxHsix Tpeboea-
HWIA, TAaKMX KaK cCOOBLLEHNS 0 HEDNaronpuATHBIX CODBBLITUAX M YBEAOMIIEHUA O KOPPEKTUPYHOLLIMX OEWCTBUAX.

3 «[1poeKTupoBaHne U/ NPOM3BOACTBO» MOTMYT BKNOYaThL B cebs paspaboTky cneundurkaumid, Npogykumm, npo-
W3BOACTBO, M3roTOBMNeHWe, cOopKy, 06paboTKy, YNakoBKy, NEpeynakoBKy, MapKUPOBKY, NepeMapKUpOBKY, CTEPUNMU3ALIMIO,

2
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MOHTa UM BOCCTaHOBMNEHMe MedUUUHCK020 u3derus, a Takke obbednHeHne 3aenvin, BO3MOXHO C OPYron NpoayKUMen,
B e4MHbIA Habop AnA MeAMLMHCKOTO Ha3HavYeHus.

4 Jlnuo, ocyLecTBNAIOWEE B COOTBETCTBUMU C MHCTPYKUMEN MO NPUMEHeHWI0 cBGopky 1 perynupoBKy MeduyUHCKOZ0
u3denusd, BbiMyLLUEHHOro B 06palleHWe WHbIM NULOM WU NpefHasHavYeHHoro AN NPUMEHEHUs] KOHKPETHBIM NauueHToOM, He
SIBNSETCA W3roToBWMTENEeM, ecnu cbopka 1 perynMpoBka He W3MEHST NpedyCMOTPEHHOIO NPUMEeHeHUs MeduLULUHCKO20
u3denus.

5 Iuuyo, naMmeHsioLWee NpeqycMOTPEHHOE HasHavYeHne MeduyUHCKO20 u3denuss unu Mogudrumpyolee MeduyuH-
ckoe usdenue Be3 cornmacusa M3roToBWUTENs AMS BbIMycKa M3denus nog cobCTBEHHBIM MMeHeM, criegyeT paccMmatpuBaTth
Kak uzzomoeumesis MogudUUMPOBaHHOTO MedUUUHCKO20 U30erus.

6 YnonHoOMOYeHHbI NpencTaBUTeNb, AUCTPMBBIOTOP UMW MMMOPTEP, KOTOPLIA TOnbko AoOaBnseT CBOW agpec u
KOHTaKTHbIE AaHHble HA MeduUUHCKOoe u3denue Unn Ha ero ynakoBky, 6e3 yaaneHus unu u3aMeHeHWs opuriHansHouW map-
KUPOBKW, He ABMSAETCH U320mosumerem.

7 Ecnv npvHagnexHocTW monagaroT nog perynupylowve TpeboeaHwsa k MeduyuHckomy uizdenuio, nuua, oTBeT-
CTBEHHbIE 38 NPOEKTMPOBaHWE W/WM NPOU3BOACTBO TAKUX NPUHAANEKHOCTEN, ABNAIOTCH U320Mogumensimu.

[ISO/IEC 63:2019, nyHkT 3.6]

3.10 meguuuHckoe usgenue (medical device): MHCTpymeHT, annapat, npubop, ycTponcTeo, o6opyno-
BaHWe, UMNNAHTAT, in Vifro peareHT, nporpaMmHoe obecneveHue, Matepuan Unu MHble NoAoOHkBIE UK CBA3AH-
Hble C HUMUW M3genus, npegHasHaqYeHHble U3roToBUTenemM AnsA NPUMeHEeHUs K YenoBeKYy No OTAENbHOCTU UMK
B KOMBUHALMKW ONA OOHOW UMW HECKONBKUX KOHKPETHbLIX MEAULIMHCKAX Liene:

- OMarHOCTUKK, NPpoUNakTUKK, MOHUTOPUHIA, NeYyeHnsa unm obnerdyeHuns 3abonesaHum;

- OMarHOCTUKK, MOHUTOPUHTA, NeYyeHns, obner4yeHns MNn KoMneHcaumm NocnencTBUn TpaBmbi;

- UCCNeaoBaHus, 3aMeLleHns UNu M3MEeHEHNS aHaTOMWYEeCKOro CTPOEHUS UMM (OM3MONOrM4ecKmx npo-
LeCCOB;

- XXun3HeobecnevyeHnsa UnNu NOAAEPKaHUS KU3HEHHbIX YHKLWI;

- ynpaeneHus 3a4aTtuem;

- Be3vHdeKkUun MeauLuHckux uagenui (3.10);

- nony4YeHns nHdopMaLlmM NocpeacTBOM UCCNenoBaHns in vitro npob, B3ATbIX M3 Tena YenoBeka,

a TaKkKe He OOoCTurawuwme CBOEro NepBUYHOrO NpeaHasHadYeHHOro BO3OeWCTBMA Ha OpraHMaM 4YernoBeka 3a
cyeT hapMaKonorMyecknx, MMMYHONMOrMYECKUX UMK MeTabonuuecknx cpeacTse, HO YHKLUUKU KOTOPbLIX MOTyT
nogaepKMBaTbCA TAKMMW CpeacTBaMu.

MpumeuaHne — HekoTopas NPOAYKUMA B OTAENbHLIX OPUCOMKLMAX MOXKET PAaCCMaTpMBATLCA Kak MeduuuH-
ckue u3lenus, HO He ABMNATLCA TaKOBOW B APYrUX, HANpumep:

- Ae3UHMULKPYIOLLME BELLECTBa;

- BCMoMoraTenkbHbie CpefacTea And Noaei ¢ orpaHMYeHHLIMU BO3MOXKHOCTAMM;

- W3Oenuvs, Coaepalume TKaHW XUBOTHBIX WM YEenoBeka;

- W3Oenus Ana 9KCTPaKoprnopansHOro OnogoTBOPEHUA UK PEMNPOOYKTUBHBIX TEXHOMOTUM.

[ISO/IEC 63:2019, nyHkT 3.7]
3.11 o6bekTUBHOE cBUAeTenbCcTBO (Objective evidence): [laHHble, noaTBEPXAAKLLME CYLLIECTBOBAHWNE
WMWY NCTUHHOCTL Yero-nubo.

MpumevyaHune — ObbekmusHoe ceuOEMENLCIMBO MOXKET BbITh NONYYEHO NOCPEACTBOM HabnooeHns, nsMmepe-
HWUS, UCTIbITAHWS UNK APYrMMK cnocobami.

[ISO 9000: 2015, nyHKT 3.8.3, NI3MEHEHO — NpUMeYaHune 2 yaaneHo]
3.12 noctnpouzBoacTBo (post-production): YacTb xusHeHHo20 yukna (3.8) meduyuHckozo u3denus
(3.10) nocne 3aBepLUeHNSA NPOEKTUPOBAHUA U U3rOTOBNEHUs MeduyuHckozo uzdenus (3.10).

Mpumep — TpaHcnopmupoeaHue, XxpaHeHUe, MOHMax, NpuMeHeHUe NpodyKyuu, mexHu4yeckoe o6cyxu-
eaHue, peMOHmM, u3aMeHeHue NPodyKyuu, 861800 U3 IKCMITyamayuu u ymunusayus.

3.13 npouegypa (procedure): YcTaHOBMEHHbIM cnocob ocyLLeCcTBNEHUs AeATENLHOCTH UNK fnpoyecca (3.14).
MpumevyaHue — lpoyedyps! MOTYT GbITe JOKYMEHTUPOBAHHLIMU UINM HEAOKYMEHTUPOBAHHBIMMU.

[ISO 9000:2015, nyHKT 3.4.5]
3.14 npouecc (process): COBOKYNHOCTb B3aUMOCBSA3aHHLIX UMW B3aUMOLENCTBYOLUX BUOOB AesATENb-
HOCTM, UCMOMNb3YLLMX BXOAHbIE OaHHbIE AN 4OCTUXKEHWA HAMEYEHHOro pesynsTaTta.

MpumevdaHuns
1 Byoert nu «HamMmeYeHHbIN pesynsraTy npoyecca Ha3biBaTbCs BbIXOAHBIMW AaHHBIMWU, NPOAYKLIMEN UMK YCIyrou, 3a-
BMCUT OT MCXOQHOMO KOHTEKCTA.
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2 BxoaHble gaHHble ans rnpouecca, kak NpaBuno, ABMAKTCA BbIXOAHLIMW AaHHLIMK OPYTUX MPOUECCOo8, a BbIXOOHbIe
AaHHble ripouecca, Kak NpaBuno, ABNAKTCA BXOAHbIMKW AAaHHBIMW ANA APYIUX [MPOLUECCOs.

3 lNpouyeccom TaKKe MOXKHO HA3BaTL [Ba B3aUMOCBA3aHHbIX U B3aMMOLENCTBYOLNX NOCNeaoBaTenbHbIX Ipoyecca
unmn Gonee.

[ISO 9000:2015, nyHkT 3.4.1, n3ameHeHO — npumedaHus 4, 5 1 6 yganeHsi]

3.15 o6bocHOBaHHO NPOrHo3MpyemMoe HenpaBuMNbHoe NpuMeHeHue (reasonably foreseeable misuse):
MpumeHeHWe NPOAYKLMN UMM cUCTeMbl cnocoboM, He NpefyCMOTPEHHBIM u3zomosumenem (3.9), Ho KoTopbIn
MOXeT ObITb pe3ynsTaToM Nerko npeackasyemMoro noBedeHus YenoBeka.

MpumevaHusa

1 INerko npefckasyeMoe NoBedeHne YenoBeKa BKovaeT B cebs noBegeHWe BCeX TUMOB Monb3oBaTenei, Kak npo-
checcroHanbHbIX, Tak M HeNpoMeCCMoHamMbHbIX.

2 O6ocHo8aHHO MpPO2HO3UPyEeMOoe HEMpasunbHoe npumMeHeHue MoxeT ObiTb npegHaMepeHHbIM  WUnn
HenpeaHaMepeHHbIM.

[ISO/IEC 63:2019, nyHkT 3.8]
3.16 3anucb (record): [JokyMeHT, NpegoCTaBNALWMA CBUAETENbCTBA OCYLLECTBIEHHON OEATENbHOCTY
WIK OOCTUIHYTBIX pe3ynsTaToB.

MpumevyaHusga

1 3anucu MOryT NpUMeHATLCSA, Hanpumep, AN OpMMPOBaHWSA MPOCMEXMBAEMOCTU U MpefocTaBleHns ceuae-
TeNbCTB 8epuUghUKayLU, KOPPEKTUPYOLLMX W Npeagynpexaatownx AeNCTBUA.

2 Kak npaBuno, 3anucu He AOMKHbI HAXOAUTLCS Mo YNpaBneHUnemM U3MeHEHUAMM.

[ISO 9000:2015, nyHkT 3.8.10]

3.17 ocTaTouHbl puck (residual risk): Puck, ocTarolwniics nocne BbIMONHEHUS Mep MO yrIpaeneHu
puckom (3.21).

[ISO/IEC 63:2019, nyHkT 3.9]

3.18 pumck (risk): CoueTaHue BepOATHOCTY NpuunHeHus gpeda (3.3) u msxecmu (3.27) atoro gpeda (3.3).

[ISO/IEC 63:2019, nyHkT 3.10, n13aMeHeHO — npuMedaHue 1 yaaneHo]

3.19 ananu3 pucka (risk analysis): Cuctemarnyeckoe MCNonb30BaHWE MMELeRnca MHopMauumn ans
naeHTudukaumm onacHocmeli (3.4) n onpenenenuns pucka (3.18).

[ISO/IEC 63:2019, nyHkT 3.11]

3.20 oueHka pucka (risk assessment): MNMonHbi npoyecc (3.14) ananusa pucka (3.19) n oyeHusaHus
pucka (3.20).

[ISO/IEC 51:2014, nyHkT 3.11]

3.21 ynpaBneHue puckom (risk control): lpoyecc (3.14), B xoqe KOTOPOro NPUHUMALOT PELLEHUSA W Bbl-
MOMHAKT Mepbl, NOCPEACTBOM KOTOPbIX pucku (3.18) cHUxalTCa A0 YCTaHOBMNEHHbBIX YPOBHEWN UMW NMOOOepKU-
BalOTCH B Mpefernax yCTaHOBMNEHHbIX YPOBHEN.

[ISO/IEC 63:2019, nyHkT 3.12]

3.22 onpepeneHue pucka (risk estimation): Mpouyecc (3.14), ucnonb3yemsliii 4NA NPUCBOEHUSI 3HAYEHUIA
BEPOATHOCTW HAcTynneHusa gpeda (3.3) u msxkecmu (3.27) atoro Bpeaa.

[ISO/IEC 63:2019, nyHkT 3.13]

3.23 oueHuBaHue pucka (risk evaluation): lpouecc (3.14) cpaBHeHus pucka (3.18), KOTOpLINA yKe onpe-
JerneH, C yCTaHOBMEHHbIMK KpuTepusamu pucka (3.18) ana onpegeneHuns gonyctumocty pucka (3.18).

[ISO/IEC 63:2019, nyHkT 3.14]

3.24 meHegXMeHT pucka (risk management): Cucrematnyeckoe NpuUMeHeHWe NMONUTUKK, Ipouedyp
(3.13) ¥ npakTMyecKknx METOOOB MEeHeMKMEeHTa ANA pelleHWs 3adad aHanusa, OUeHVUBaHUS, yrnpaBrieHus u
MOHUTOpWHra pucka (3.18).

[ISO/IEC 63: 2019, nyHKT 3.15]

3.25 cphanin meHegxMeHTa pucka (risk management file): CosokynHocTb 3anuced (3.16) n gpyrux go-
KyMEHTOB, CO34aBaeMbiX B npouecce MeHedxmMeHma pucka (3.24).

3.26 6e3onacHocTb (safety): OTcyTcTBMe Hedonycmumoeo pucka (3.18).

[ISO/IEC 63:2019, nyHkT 3.10]

3.27 TaxecThb (severity): Mepa BO3MOXHBIX NocneacTBuUiA onacHocmu (3.4).

[ISO/IEC 63:2019, nyHkT 3.17]

3.28 coBpeMeHHOe cocTOoAHUE HayKu U TexHUkM (state of the art): Ctagusa TexHuueckoro noTeHumMana,
pa3paboTaHHOro Ha AaHHbIA MOMEHT BpeMEHW B OTHOLLEHWW MPoAyKuWK, npoyeccos (3.14) u ycnyr Ha ocHo-
BaHWW COOTBETCTBYHLLMX KOHCOMMAMPOBAHHbIX BbIBOOOB HAaYKW, TEXHWKK 1 ONbITA.

4
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| pupmMmedYyaHne — COS,CJEMEHHOE COCMOAHUe HayKu U mexHUKU BonnowaeT B cebe To, YTO B HactosLee BpemMs
NnoBCEMECTHO MPUHATO KaK I'IE.‘DE,D,OBOI?I ONbIT B 06nacTv TEXHONOMMU U MeONLMHLI. COG,OEMGHHOE COCMOoAHUe HayKu U mex-
HUKU He obfazaTtensHo nogpasymesaeTt Haubonee nepcnekTMeHoe C TEXHOMOTMYECKOW TOYKM 3PEeHUA pelleHne. OnwvcaHHoe
30eCb CO8peMeHHOe COCMosAHUe HayKu U mexHUKU MOXHO Ha3BaTb «06LL|E.‘I1DVI3H8HH08 cogpeMeHHOoe CoOCmoAHUe HayKu
U mexHuKu».

[ISO/IEC 63:2019, nyHkT 3.18]

3.29 Bbiclee pykoBoAcTRO (top management): llvuo nnu rpynna nuL, ocyLlecTBASKOLWNX PYKOBOACTBO
W ynpaeneHue uszomosumenem (3.9) Ha BbICLLEM YPOBHE.

[ISO 9000:2015, nyHKT 3.1.1, NIAMEHEHO — TEPMWH «OpraHu3auusi» 3amMeHeH Ha TEPMUH «WU3rOTOBU-
Tenb», NpUMeYaHnsa yaaneHsl]

3.30 owwnbKa npumeHeHna (use error): BeinonHeHne nnv HeBeINOMHEHWE OENCTBUA MOMb30BaTenem
npu NnpuMeHeHun meduyurckoao uzdenus (3.10), npuBoasLlee K pe3ynbraTy, OTNMYarLLeMycs oT NpegycMmo-
TpeHHoro uzzomosumenem (3.9) Ny oXXuaaemoro nons3oBarenem.

MpumevyaHunsn

1 Quiubka npumeHeHus BkNoyaeT B ceba HecnocoBHOCTL NONb30BaTENs BLINONHUTL 3a4a4y.

2 OwubKu MpuMeHeHUs MOTYT BbiTb Bbl3BaHbl HECOOTBETCTBMEM MEXY XapakTepucTUKaMu Nofb3oBaTens, nonb3o-
BaTENbCKOro uHTepdeica, 3agadv unu cpedbl NPUMEHEHUS.

3 MNonk3oBaTenu MOryT 3HaTk UMK HE 3HAaTb, YTO NPOM30OLWWINAa oWUbKa MPUMEHEHUST.

4 HenpegBugeHHas duanonornyeckas peakuus naumeHTa cama no cebe He cunTaeTcst oWUOKOU NpUMeHeHUs].

5 HenpaBunbHoe hyHKUMOHNpOBaHWe MeduyuHCKo20 u3deslusi, KOTOPOoe NPUBOLAUT K HENpeaBUAEHHOMY pe3ynbTa-
TY, He cunTaeTcs owubKkoU NpUMeHeHUSs.

[M3K 62366-1:2015, nyHkT 3.21, M13BMeHEHO — npuMedaHue 6 yganeHo]
3.31 Bepudmkauumsa (verification): MoaTeepxaeHne Ha OCHOBE NpefoCTaBMNeHUa 0O0bEKMUBHbLIX CBUAE-
TenbcTB (3.11) TOro, YTO YyCTAHOBMEHHbIE TPEHOBAHWA BbIMOITHEHBI.

MpumevyaHwus

1 O6bexkmusHoe ceudemenscmeao, Heobxoaumoe Ana eepughuKayuu, MOXKET BbITb pe3ynsTaToM NPOBEpPKM Unu apy-
rMx chopM onpegeneHus, TakMx Kak BbIMOMHEHUE anbTepHaTUBHBIX PACYETOB UMK U3yYeHUe JOKYMEHTOB.

2 [leATenbHOCTL, OCyLlecTBNAeMas B Lensax gepugbukayuu, MHOTAA Ha3bIBAETCS MpoyeccoM Keanudukauum.

3 TepmuH «BepudMLMpoBaHO» ncnonb3yeTca Ans o6o3HaYeHnn COOTBETCTBYIOLLENO CTaTyca.

[ISO/IEC 63:2019, nyHkT 3.19]
4 O6wme TpeboBaHUA K MEHEXXMEHTY pUCKa

4.1 MNpouecc MeHeOXXMeHTa pPUCKa

M3z2o0mosumens OOMKEH YCTAHOBUTb, BHEAPUTb, OOKYMEHTMPOBaTL W noadepXkueaTte B paboyem co-
CTOAHUW HEeMnpepbIBHbIA MPoyecc:

a) ons naeHTUMUKaUUKM onacHocmed M onacHbIX cumyayull, CBA3AHHLIX C MeOUUUHCKUM usdenuem;

b) onpegeneHus ¥ oLEHUBAHWMA CONYTCTBYIOLLUX PUCKOS;

C) ynpaBneHust aTUMKU puckamu;

d) MOHMTOPUHIa PE3yNLTATUBHOCTU MEP MO YIpasneHuUro pucKkamu.

JTOT nNpoyecc AOMKEH NPUMEHSATLCS Ha MPOTSKEHUN BCETO XU3HEHHO20 UUKTa MeduyUHCKo20 u3denus
1 BKITHOYATL B cebsi crneaytoLine aneMeHThl;

- aHanu3 pucKa;

- OLleHUBaHWe pUcKa;

- ynpaeneHne pUckomMm;

- esATeNnbLHOCTbL Ha CTaguKu MPOWM3BOACTBA W TOCMIPOU3600CMBEHHYH AeATENbHOCTD.

Ecnu cywecTeyeT AOKYMEHTUPOBAHHLIA MPoyUecc yCTaHaBMUBAKLWMUA Co3haHue NpoayKUuMM B pamkax
W3HEHHOTO LMKNa, TO OH JOIMKEH BKINOYATh COOTBETCTBYHOLME YacTu Npolecca MeHedXMeHma puckKa.

MpumevdaHuns

1 poyecck! }U3HEHHOTO LIMKIA OnucaHbl, Hanpumep, B pasgene 7 1SO 13485:2016.

2 [OKYMEHTMPOBaHHBIA MPOUECC B paMKax CUCTEMbl MEHEIXKMEHTa Ka4yecTBa MOXeT BbiTb MCNONb30BaH Ans Cu-
CTEMaTUYECKOr0o peLleHnss BONpocoB 6e301acHOCMU, B YacTHOCTKY AN oGecneYyeHns BO3MOXHOCTM paHHel naeHTudmka-
UMK onacHocmel W onacHbIx cumyauudl B CIOXHBIX MeAUYUHCKUX U30enusix.
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3 Cxematunyeckoe npeacTaBneHne rapoyecca MeHedxMeHma pucka NpyuBeneHo Ha pucyHke 1. B 3aBucMMOCTM OT
KOHKPETHOW CTaguK XU3HEHHO20 UuUK/ia OTAeNbHbIM areMeHTam MeHedXMeHma pucka MOXeT BbiTb yaeneHo ocoboe 3Ha-
YyeHue. Kpome Toro, AEATENBHOCTL MO MEHEOXMEHMY PUCKa MOXET BbiTh BLIMOMHEHA UTEPATUBHO UMK NO3TanHo B 3a-
BUCMMOCTW OT KOHKpPETHOro mMeduyuHckoao usdenus. B npunoxeHun B npeacrtaeneH 6onee noapobHeld 0630p aTanos
npouecca MeHedxXMeHma pucka.

( AHanus pucka \ ) )

MpedycmompeHHoe npuMeHeHue u 060CHOBaHHO

MPO2HO3UPYyeMoe HelpasubHOe NpUMeHeHUe.

MaoeHTudmKaumns xapakTepUCcTUK, MMEHLLMX OTHOLLEHWE

K 6esonacHocmu.

VpenTudmkauuns onacHocmel U onacHbIx cumyayud. 4
K OnpedeneHue pucka

Y

OueHka pucka

Y

OuyeHusaHue pucka

Y

/ Ynpasnenue puckom \

AHanus BO3MOXHOCTEN yripasneHusi PUCKOM.

BbinonHeHnue Mep No ynpaeneHur PUCKOM.

OueHnBaHWe ocmamoYyHo20 puUcKa.

AHanu3s COOTHOLWEHUS PUCK/TONBL3a.

Pucku OT BbINOMHEHUA Mep No yrnpaeneHuko PUCKoM.
\ [MonHoTa ynpaBneHusa puckom

Y

MeHedxmeHm pucka

OueHUBaHUE COBOKYNHOTO OCMamoYyHo20 pucKa

MnaH MeHedXMeHMa pucka

AHanus MeHedxMeHma pucka

YnpaeneHue puckom

O6wasa nHdopMaums.

CBop MHopMaLuu.

AHanus nHopmalmn.

\ MpeanpuHumaemsle gencTeus j

pMCVHOK 1 — CxemartuyHoe npeacraeneHne npouecca MeHeEXKMEHTa PUCKa

OLI,eHKy COOTBETCTBUA OCYLLECTBNAKT NoCpeaCcTBOM NPOBEPKK COOTBETCTBYHLKMX OJOKYMEHTOB.

4.2 OTBeTCTBEHHOCTL PyKOBOACTBA

Beicwee pyKOSOdCITISO AOIMKHO NpeaoCTaBUTh CBUOETeNnbCTBa cBOEWn NPUBEPXEHHOCTU rpouyeccy me-
HedXMeHma puUCKa nocpeacTBOM:

- npegoctaBlieHusa HeO6X0,E|VIMbIX PeCypCcoB;

- Ha3Ha4YeHnAa KOMNEeTeHTHOro nepcoHana (CM. 43) Aana MeHedXMeHma PUCKa.

Beicwee pyKoeodcmso AO0IMKHO pa3pa60TaTb N OOKYMEHTMPOBATh MONMUTUKY ONA YCTAaHOBIEHWNA KpUTEe-
pueB OONYCTUMOCTU pUCKAa. OTa nonutuka OO0JXKHa OGECI’IGHMBaTb, YTO YCTAHOBJIEHHbIE KDUTEPUWU OCHOBAHbI
Ha NMpUMEeHUMbIX HaUMOHaNbHbIX 1 perMoHarbHbIX perynupyrwmnx TpE.‘GDBaHMFIX 1 COOTBETCTBYHOLUNX MeXOy-
HapoHbIX CTaHAapTax, a TakKe YYUTbIBAkT akTyalribHYH MHCbOpMaLIVHO, TaKYyH Kak 06LIJ,EI'IDMHF|TOE coepeMeH-
HO€ COCmoAHUe HayKu U mexHuKuy U HacyllHble HOTDeGHOCTVI 3anHTepecoBaHHbIX CTOPOH.

M pumMmevYyaHne — MonuTnka us2omosumeris B OTHOLUEHUK YCTaHOBNeHNA KputepneB A0ONYCTUMOCTU pucKa MO-
XKET onpenendTb noaxodbl K yrpasneHuro pUCKOM: CHUXEHWUE pUCKa HAaCcTOINbKO, HACKOMbKO 3TO NPakKTU4eCKX OCYyLLEeCTBUN-

6
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MO, CHUXEHMWE pUCKa HACTOMBKO, HACKOMBbKO 3TO MPaKTUYeCKn JOCTUMUMO, UMK CHUWKEHWE pUCKa HacTOMNbKO, HACKOMBKO
3TO BO3MOXKHO ©e3 oTpULaTensLHOro BINSIHWA Ha COOTHOLLEHWe puck/Mosb3a. PykoBogcTBo no pa3paboTke Takow NOMMTUKK
npueeneHo B ISO/TR 24971.

Beicwee pyKOSO@CﬂTSO A0IMKHO NpoBOAWTE aHanwui3 nNpurogHocTu rpouecca MeHedxMeHma PUCKa B
3aniaHMpoBaHHbIE NMPOMEXYTKN BPpEMEHU C LENbIO obecneyeHnss NOCTOAHHOW pe3yneTatTMBHOCTK rpoyecca
MeHedXMeHma pPUCKa, a TakKe OOKYMEHTUPOBATEL BCE NPUHATLIE PEeLUeHWUA U npeanpuHAThie Oencteud. Ecnn
Yy u3eomoeumerid nMeeTcH JJ,EPICTByIOLLI,aﬂ cucrtemMa MeHemKMeHTa KadeCTtBa, TO 3TOT aHanm3 MOXeT BbITb
4YacCTbld aHanusa CUMCTeMbl MeHeIXXMeHTa KavecCTBa.

MpumevyaHuns

1 Pesynbtathl aHanuaa rnpouszeodcmeeHHOU W nocmrpouseodcmeeHHoU MHopMaumM MoryT BbITe MCMOMb30BaHbI
B KAYECTBE BXOAHLIX AAHHbLIX A8 aHanvMaa NpurogHoCTy npouecca MeHedXMeHMa pucka.

2 [okyMeHTbI, yNOMAHYTHIE B HACTOALLEM Nogpasnene, MoryT GbiTb BKMKOYEHBLI B JOKYMEHTUPOBAHHLIE Mpoueny-
pbl CUCTEMbI MEHEQXKMEHTa KayecTBa U320mosumersis, U Ha 3T OOKYMEHTLI MOXHO CChINaTtbea B ¢hatine MeHedxmMeHma
pucka.

OLIEHKy COOTBETCTBUA OCYLLECTBINAKT NOCPeACcTBOM NPOBEPKKM COOTBETCTBYHLWNX JOKYMEHTOB.

4.3 KomneTeHTHOCTbL NMepcoHana

Jlnua, BbinonHawWME 3aga4m MeHedXMeHma pucka, AOIKHbI BbITb KOMNETEHTHBLIMM ncxoas n3 ceoero
06pa3OBaHMF|, I'IpOCbeCCMOHaJ'IbHOl?‘I noAroToBKKU, HABbIKOB, ONbiTa U COOGDBSHO NnoCTaBlneHHbIM nepen HUMU
3agadam. B COOTBETCTBYHLLNX ClniydadaX 3TV nuua OOIMKHbI O6J'Ia,anb 3HaHNAMWU U UMETb OMbIT paGOTbI C KOH-
KPETHbIM MeaUHUHCKUM uzdenuem (I/IJ'IM dHanorM4HbIMn MBaUL(UHCKUMU U369ﬂ'UHMU) 1 ero npakTn4ecknm npu-
MEeHeHWeM, UCNOJb3yEMbIMU TEXHONMOTUAMW UMK NMPUMEHAEMBIMW MeTOOoaMU MeHedxMeHma PUCKa. CooTBeT-
CTByHLWMEe 3anucu AO0IMKHbI NOOOEPXNBAaTbCA B paﬁoqu COCTOAHUN.

M pupmMmedyaHne — Ba,qaqm MeHedxmeHma PUCKa MOoryT BbITh BLINOMHEHDI npeacrtaBnMTenAMmn HECKONMbKNUX beHK-
LUHNOHanbHbIX no,qpas,u,eneHMﬁ, Ka}Kﬂ,blﬁ M3 KOTOPbIX BHOCUT CBOW BKInag 3a CHEeT MMEKLLMNXCA Y HUX CneyranbHbIX 3HaHMWA.

OLIEHKy COOTBETCTBMA OCYLLECTBNAKT NOCpeCTBOM NPOBEPKW COOTBETCTBYHLUNX 3anucen.

4.4 NnaH MeHegQXMeHTa puUcka

[eaTenbHOCTb N0 MEHEAXMEHMY pUcKa OOMMKHA NNaHMPoBaTbest. [1Ns KOHKPETHOro paccMaTpuBaeMoro
mMeduyUHCKO20 u3desiusa u3gomosumerns QOMKeH pa3paboTaTe M 4OKYMEHTMPOBaTh NiaH MeHemXMeHTa pu-
CKa B COOTBETCTBUM C ripoyeccoM MeHedxmMeHma pucka. [lnaH meHedxMeHma pucka [OmKeH BbiTe YacTblo
¢hatina meHedxMeHma pucka.

3TOT NNaH JOMKEH BKINKOYATb, KaK MUHUMYM:

a) 0bnacTb NPYMEHEHUs 3annaHUPOBaHHOW AeATENbHOCTU N0 MeHedXMeHMYy pucka, OAeHTUUKALIMIO
1 onucaHve MeduUyUHCKO20 u30enus U CTaluiA KUSHEHHOZ0 YUKNIa, ANs KOTOPbIX NPUMEHUM KaxKablA 3NeMeHT
nnaua;

b) pacnpeneneHne 0TBETCTBEHHOCTH M MONHOMOUMIA;

c) TpeboBaHMA k aHanNU3y OeATENbHOCTU NO MEHEOXKMEHMY PUCKa,;

d) KpMTEpPUM QONYCTUMOCTM PUCKA, OCHOBaHHbLIE HA MONUTUKE U320MO8UMESs NO YCTAHOBMEHWIO A0NY-
CTUMOTO pUCKa, BKIOYasi KpUTEPUU JOMYCTUMOCTU PUCKOE, KOraa BepPOATHOCTb HACTYNMEHUs epeda He MOXET
6biTb ONpenenexa.

M pupmMmed4yaHune — KpMTepVIVI AONYCTUMOCTU pUCKa MMEKT Ba)HOe 3Ha4YeHue OnA OOCTMKEHWA KOHEYHOWN pe-
3yNbTaTMBHOCTKM Npouecca MeHe)KMeHTa PUCKa. ﬂﬂﬂ Kaxgoro nnaHa MeHeOXMeHma PUCKa U3roTOBUTENDb OOIMKEH yCTa-
HOBWUTb KPUTEPKUK OONYCTUMOCTW pUCKa, nogxoadawme and KOHKpeTHOro MEGUHUHCKOEO usdenus,

e) MeTo[ OUueHUBaAaHWA COBOKYMNMHOIo oCmarmo4YyH0oc0 pUucka U Kputepun 4onyctMoCT COBOKYNHOIo ocma-
MOYHO20 PUCKa, OCHOBaHHbIE Ha MNOJTUTUKE u320moesumersid No yCTaHOBITEHWUK ONYCTUMOTO PUCKaA.

n pupmMmedyaHne — MeTopg oueHMBaHMA COBOKYMHOIO OCMamo4YHO20 pucKa MOXET BKIK4YaTb C60p W aHanus3 gaH-
HbIX U NUTEepaTypbl MO paccMaTpuBaeMomMy MeduuUchomy U30esIU U aHanorM4HbIM MEOUHUHCKUM us0esnuam, npencras-
NEHHbIM Ha PbIHKE, U MOXET BKNK4YaTb obocHoBaHHoE peweHune ME}KbeHKLI,VIOHaJ'IbHOI?I rpynnbl 3KCNEPTORB, Oﬁﬂa,anOLLWIX
npuUKnagHblIM 3HAHUAMK 1 ONbITOM KITMHUYECKOTO NPUMEHEHNA;

f) O0eATeNnbHOCTb MO eepuqbuxauugm BbIMOJTHEHUA W Pe3yrbTaTUBHOCTK BbINOJIHEHHBIX MEp NOo yrpasie-
HUK puckamu;
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g) AeATenbHOCTb, CBA3aHHasi cO COOPOM WM aHanM3oM COOTBETCTBYIOLLEN MPOM3BOACTBEHHOW W MOCM-
npou3sodcmeeHHOU MHhopMaLUUH.

MpumevaHuns

1 PykoBoacTBO no paspaboTke nraHa MeHedxMeHma pucka n onpefeneHuio KpUTEPUEB AONYCTUMOCTU pucKa npu-
BeneHo B ISO/TR 24971.

2 HeobsazaTensHo BCe anemMeHThl NnaHa MeHeodxMeHma pucka pazpabaTteiBatb 0gHOBpeMeHHo. naH unm ero ane-
MEHTLI MOXHO pa3pabaTbiBaTh NoaTanHo.

Ecnu B TeueHune XU3HEeHHO20 yuknia MQOUL{UHCKOEO u30enus B NNaH BHOCATCA M3MeHeHWUdA, TO 3anucu o
TAaKNX U3AMEHEHNAX OOITKHbI NOOAEPXMBATbLCA B d)aﬁne MeHedXMeHma PUCKa.
Ol_l,eHKy COOTBETCTBUA OCYLLECTBNAKT nocpeCTBOM NPOBEPKU qbafma MeHedKXMeHma PUCKa.

4.5 ®ann MeHemXMeHTa pUckKa

,D,J'IH KOHKPETHOro paccMartpuBaemMoro MGOUHUHCKOEO uzdenus ulzomosumers [omKeH co3gatbk 1 nog-
OepXuUBaTb cpafm MeHedXMeHma PUCKa. B pononHeHue K TPEGOBBHMHM OPYyrux pas3fgenoB HacTtodwero CtaH-
Aapta c,batin MeHedXMeHma PUCKa O0JIKeH obecne4ymBaTb BO3MOXHOCTb npocnexmnBaHUA Kaxgou I/IJJ,E.‘HTVICIDM-
LlMpOBaHHOl?I onacHocmu:

- NpW aHasrnu3e puckKa,

- OyeHueaHuUU pucka,

- BbINOITHEHWN U SQPUQ'JUKQHUU Mep No yrnpasrneHurn puckamu;

- paCCMOTPEHUU pe3ynbTaTOB OUEeHUBaHWA OCMalmoYHbIX PUCKOS.

MpumevaHusa

1 Banucu v gpyrve OOKYMeHThl, BXOAsLWME B COCTaB (haliia MeHeOxMeHma pucka, MOTyT SBAATLCA YacTbio Apy-
rMX OOKYMEHTOB W hainoe, Tpebyembix, Hanpumep, CUCTEMON MeHeKMeHTa KadecTea uzzomosumerns. ®aun meHed-
JKMeHma pucka He 06s3aTenbHO JormKeH U3NYECKN COAEpPKaTk BCE 3anucu U Apyrve JokyMmeHTbl. OgHaKko OH JOrmKeH
cofepxaTtb, N0 MEHbLUEH Mepe, CChINMKW MNK yKaszaTenu Ha Bcio Tpebyemyto JokyMeHTauuo, YTobel u3zomosumens Mor
CBOEBpPEMEHHO cobpaTk MHopMaLWIo, HA KOTOPYIO CCbiNaeTcs ghalsl MeHedXMeHma pucka.

2 Qaun MeHedxXMeHma pucka MOXeT BbiTb NpeacTaeneH B niobol dpopme unu Ha Nobom TMne HoCUTENS.

3 PykxoBoacTeo no cdopmupoBaHuio ¢halina MmeHedXmMeHma pucka ona KOMMOHEHTOB W M3denuii, paspaboTaHHbIX
6e3 NnpumeHeHNsa HacToALWeEro ctaHgapTa npueeaeHo B ISO/TR 24971.

5 AHanus pucka

5.1 Mpouecc aHanu3a pucka

Hzzomosumens OOMKEH NPOBECTW aHanu3 pucka AN KOHKPeTHOro MeduUyuHCKo20 u30enus, Kak onu-
caHo B 5.2—5.5. BeinonHeHne 3annaHWpoBaHHON OeATenbHOCTWU NO aHanu3y pucka W pesynbTaTbl aHanu3ia
pucka OOMKHbI BbITh 3aperMcTpUpoBaHkbl B ¢haline MeHedXMeHma pucka.

MpumevwaHusa

1 Ecnu ons aHanormyHoro MeduuyuHcKoao u30enus yxe NpoBeAeH aHaau3 pucka Unu UMeeTcst Apyras COOTBETCTBY-
1oLWan MHOpPMaUUs, TO TaKOW aHanua Unu MHopMaLmMsa MoryT ObiTe UCMONB30BaHbI B KAYECTBE OTMNPABHOW TOYKM AnA
NpoBeAeHUs HOBOrO aHarnu3a pucka. CTeneHb perneBaHTHOCTU 3aBUCUT OT Paanuyunii Mexay MeouuUHCKUMU U30enusiMu n
OT TOrO, NPUBHOCAT U OHU HOBLIE OMACHOCTW UMM MMEKT CYLLECTBEHHbIE Pa3NvyMA B BLIXOAHLIX NapameTpax, hyHKUMO-
HanbHbLIX XapakTepucTUKax unu peaynsratax. CTeneHb UCNONb30BaHUA paHee NPOBEAEHHOTO aHalu3a pucka OCHOBbIBa-
€TCH Ha CUCTEMaTUYECKOM OLEHUBAHUN BIUAHWUSA 3TUX Pasnuynii HA BO3HWKHOBEHWE OMACHLIX CUTYaLWIA.

2 PykoBoACTBO Mo OTAENBHBIM METOAAM aHaIu3a pucka u MeToaam aHamnu3sa pucka ans MeduyuHcKux u3denul onsi
QuazHocmuku in vitro npueegeHo B ISO/TR 24971.

B gononHeHuWe K 3anucsam, TpebyeMbiM B COOTBETCTBUN ¢ 5.2—5.5, AOKYMeHTauuMsa o NpoBeaeHun 1 pe-
aynbTaTax aHanusa pucka LOIkKHa BKI4YaTb, Kak MUHUMYM:

a) uoeHTUUKaLuo n onucaHne MeduuyuHCKo20 u3denus, aHanua KOTOporo NPOBOAMICS;

b) noeHTMdMKaUMo NuLa (MWL) U OpraHusaumm1, KOTopble NPOBOOUNY aHaru3 pucka;

c) obnacTtb NpUMeHeHUs U OaTy NpoBeneHusa aHaau3a pucka.

MpumeyvyaHune — OBNacTb NPUMEHEHUA aHanu3a pucka MOXET BbITb NPenensHO WWPOKOW (Hanpumep, pas-
paboTka HOBOro MeQUUUHCKO20 U30erus, B OTHOLLEHUW KOTOPOTO Y U3rOTOBUTENA UMEETCH Mano onbiTa Unu AaHHLIA OnbIT
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BOODLLE OTCYTCTBYET) MW OrpaHUYEHHON (HanpyMMep, aHann3 BIUSHUS MPUBHOCUMbIX M3MEHEHUIA Ha BbiNycKaemMoe Medu-
YuHckoe u3denue, B OTHOLLEHUN KOTOPOro umeeTcs obwmnpHas nHdopMaums B painnax us2omosumerist).

OLIBHKy COOTBETCTBMA OCYLLEeCTBNAKT NOCpenCcTBOM NpOBEPKN qbaﬁna MeHeOxMeHma PUCKa.

5.2 NMpeaycMoTpeHHOE NpUMeHeHWe U 060CHOBAHHO NPOTrHO3MpyeMoe HenpaBUnbHoOe
npuMeHeHue

HN3zzomoeumernes OOIMKEH 3a0KyMEeHTUPOBaThb npec‘iycmompeHHoe npumeHeHuUe paccMaTpuBaemoro
KOHKpPEeTHOoro MGGUHUHCKOEO usdenus.

['IpM AOKYMEHTMPOBaHUN npedyCMompeHHoao npuMeHeHus cnegyer yydYuTbiBaTb TakKyko MHCbODMaLI,MI-O,
KaK npeycMoTpeHHble MEOULIMHCKUE NOKa3aHWA, KaTeropmda naumeHToB, 4aCTbk Tena Unn Tun TKkaHu, ¢ KOTOo-
poﬁ NPoOUCXoOunT B3aMMogencTemne, I'Iqu')MJ'Ib nonb3oBarternsd, cpega npuMeHeHnAa n npuHumn LEencTBuA.

H3zomosumens TaKkkKe OOMKEH OOKYMEHTUpPOBaTb o0bocHOBaHHO npoeHo3upyemoe HernpasusrnbHoe rnpu-
MeHeHUue.

OT1a OOKyMeHTauunAa JOJKHa BbITb BKIKOYEHA U nogoepxumeatbCH B paGO'—IG‘M COCTOAHWNN B c,baﬁne MeHeo-
XMeHMma puckKa.

MpumevdaHuns

1 Cneundomkauma akcnnyataumm (cm. IEC 62366-1:2015, nyHKT 3.23) MoxeT BbiTb MCNONb30BaHa B KA4eCcTBe BXOA-
HbIX AaHHBIX NPW YCTaHOBNEHUN MPedycMOmMpPEeHHO20 NPUMEHEHUS.

2 dakTopbl, KOTOPbIE HEOOXOAMMO YYUTLIBATL NPW YCTAaHOBMNEHUN MPedyCMOMPEHHO20 MPUMEHEHUS, a TakKe Mo-
ACHEHMA KacaTenbHO 060CHOBAHHO MPO2HO3UPYEMO20 HernpasuibHo20 rnpumeHeHus npueedeHsl B ISO/TR 24971.

OLIEHKy COOTBETCTBMA OCYLLUECTBNAKT NOCPenCTBOM NPOBEPKN Q'Jaf:'ﬂa MeHedxMeHma PUCKa.

5.3 UpeHTUdMKaALMA XapaKkTepUCTHK, CBA3aHHbIX ¢ 6@30NacHOCTLI0

Mzeomosumens OOMKeH WOEHTMPUUMPOBaTE M AOKYMEHTUPOBaTL Ka4E€CTBEHHbIE N KONMWYECTBEHHbIE
XapaKTepUCTUKN KOHKPETHOIO paccMaTpuBaemMoro MeduyuHcKkoao u3denus, KOTopble MOTyT NOBMUSATL Ha 6es-
onacHocme MeduuuHckozo uzdenus. Ecnv npuMeHMMo, u3zzomosumerbs OOIMKeH onpenenuTb npenenbHbie
3Ha4YeHWnA OaHHbIX XapakTepucTUK. ATa OOKYMEHTauus JormKkHa NogdepxuBaTecsi B paboyem COCTOSIHWMM B
ghaline meHedxMeHma pucka.

MpumevyaHwus

1 MNepeyeHb BONPOCOB, KOTOPLIE MOTYT CIYXWUTb PYKOBOACTBOM MO MAEHTUMUKALNN XapaKTepucTuk MeduyuHCKO20
u3denusi, okasblBaloLUMX BNMaHME Ha Be3onacHoCTb, NpuBedeHsl B ISO/TR 24971.

2 XapakTepucTUKK, NOTeps UMK yXyaLeHWe KOTOPbIX MPUBOAMUT K CHUMKEHMWIO KNMHUYECKOW pe3ynbTaTUBHOCTU Me-
QuyuHCK020 u30enus, YTO MOXKET NPUBECTM K HEOONYCTUMOMY PUCKY, MOTYT Ha3blBaTb OCHOBHLIMU (DYHKLMOHAMNBHBIMU
Xapaktepuctukamu (cMm., Hanpumep, IEC 60601-1).

OLIEHKy COOTBETCTBUA OCYLLUECTBNAKT NOCpenCcTBOM NPOBEPKU c,batjna MeHedxMeHma PUCKa.

5.4 UpeHTudunkaumsa onacHOCTEN U ONAacHbIX CUTyauun

H3zeomosumernb OOMKeH MOEHTUMUMPOBAaTL M JOKYMEHTUPOBATE M3BECTHbLIE U NpefnonaraemMsle onac-
HOocmu, CBAA3aHHble C MeJUUUHCKUM u3denuemM, UCXOOs 13 npedyCMOMmMpPeHHo20 npuMeHeHUs, 060CHO8aHHO
Mpo2Ho3uUpyeMo20 HernpasunbHO20 MPUMEHEHUS] N XapaKTePUCTUK, CBA3AHHbIX C 6e30MacHOCMbI0, Kak B UC-
NnpaBHOM, Tak 1 B HEMCNPaBHOM COCTOAHUMN.

0na kaxkaon naeHTUULNMPOBAHHON 0acHoCMU U320MmMo8umerns AOMKeH paccMaTprMBaTh 060CHOBaHHO
NPOrHo3upyemble NOCNeaoBaTenbHOCTU UMM KOMBMHALMK COBbITUIA, KOTOPbIE MOTYT NPMBECTU K BO3HUKHOBE-
HWUIO onacHoU cumyayuu, a Takke WOeHTMOUUMPOBAaTb U JOKYMEHTUPOBAaTb BO3HUKAKLLYIO(ME) B pe3ynbTaTe
aTOro onacHyro(ble) cumyauuto(u).

MpumevyaHwus

1 MocnenoBaTtenbHOCTE COOLITUI MOXKET BbITh MHULIMMPOBaHA Ha BCEX CTaOUsX XKU3HEHHO20 LUKIa, HanpumMmep npu
TPaHCMOPTUPOBAHWMW, XPAHEHWUW, MOHTaXE, TEXHWYECKOM 0BCnyXMBaHUM, NNAHOBOM OCMOTPE, BLIBOAE U3 3KCMnyatauum
W yTUNU3auuu.

2 O6bACHEHWE B3aNMOCBSA3WM MEXIY 01acHOCMbI0, OracHol cumyayuel v epedoM, BKNYas NpUMEpDI, MPUBEAEHO
B NpunoxeHuu C.

3 AHanu3s pucka BKMOYAET U3YYEeHME pasnMyHbIX NocnegoBaTensHOCTEW UMM KOMBMHAaLMIA COOLITUI, CBA3AHHbLIX C

O[HOW 0MacHOCMbH, KOTOPbIE MOMYT NPUBECTUH K PasnunyHbIM onacHbIM cumyayusM. Kaxaaa onacHas cumyayus MOXeT
NPUBECTM K pasnn4HbIM BUaam speda.



FOCT ISO 14971—2021

4 TMpu naeHTUdUKaLUKN paHee He BbIABMNEHHbIX OfacHsIX cumyauut MoryT BblTb UCMOMb30BaHbl CUCTEMHbIE METObI
aHarnu3a pucka, NoAxoAsLue Ans KOHKPEeTHON cuTyauun. PykoBoACTBO MO HEKOTOPLIM JOCTYMHbLIM METOAaM COAEPKUTCA
B ISO/TR 24971.

OTa OoKyMeHTauus JoMmkHa NoadepKuBaThcs B ¢haline MeHedxmeHma pucka.
OueHKy COOTBETCTBUSI OCYLLECTBINSIOT NOCPeACTBOM NPOBepKu ¢halina MeHedXMeHma pucka.

5.5 OnpegeneHune pucka

Ons kaxgod waeHTUUUMPOBAHHOW onacHol cumyayuu u32omosumerns [OMMKeH onpedenuTb
CBAI3aHHbIN(bIE) C HEW PUCK(U), UCTIONB3YS UMelLLMecsa MHOPMaLUo UNKU gaHHble. [na onacHbix cumyayul,
No KOTOPbIM BEPOSTHOCTL HACTYNNeHusa epeda He MOXeT ObITb onpeaeneHa, 4omkeH 6biTb COCTaBMNEH nepe-
YyeHb BO3MOXHbIX NOCNeACTBUA ANA UCMONB30BaHUS NPU OUeHU8aHUU pucka W ynpasneHuu puckom. Pesynb-
TaTbl 3TOW AEATENLHOCTU A0MKHbI BbiTh 3apErMCTPUPOBaHLI B ¢haline MeHedxMeHma pucka.

CucTteMa, ucnonbayemasi AnsA Ka4ecTBEHHOW WMINU KONMMYEeCTBEHHON rpajauny BepoATHOCTM HacTynne-
HUA speda u maxxecmu epeda, AOMKHa BbiTh 3aperncTpupoBaHa B hainne MeHeKMeHTa pucka.

MpumevyaHuns

1 OnpedeneHue pucka BKMOYaeT B cebs aHanvM3 BEPOATHOCTU BO3HUKHOBEHUA gpeda U mskecmu epeda. B 3asu-
CUMOCTH OT 06MacTy NPUMEHEHUS TOMBKO B OTHOLUEHWUIM HEKOTOPLIX 3NEMEHTOB pouecca onpedeneHus pucka MOXeT rno-
TpeboBaTbcs nogpobHoe paccmoTpeHue. Hanpumep, ecnu eped MuHUMaseH, TO MOXeT BblTb 4OCTAaTOMHBIM NWLLL NEPBO-
HavanbHbIA aHanM3 ofracHoCMU U NOCNedcTBWIN, a eCnu OTCYTCTBYET AOCTAaTO4YHbIA 06beM MHOPMaLMKU UMK AaHHBIX, TO
0 pUCKe MOXET AaTb HEKOTOPOE NPEACTABMNEHNE KPUTUYECKWIA aHanu3 BEPOSTHOCTW €ro BO3HUKHOBEHWUA. CM. Takke 1SO/
TR 24971.

2 OnpedeneHue pucka MOXeT ObiTb Ka4eCTBEHHbLIM WNK KonuyecTBeHHbIM. MeTodbl onpegeneHus pucka, B ToM
ynucrne BO3HWKAIOLLEro B pesynsrate cMcTeMaTUYecKux 0TKas3oB, npuseneHsl B ISO/TR 24971, koTopbli Takke cooepxuT
WHpopMaLMio, MONE3HY ANA onpedeneHuUss pUCKO8 B OTHOLEHUM MeQuyUHCKUX u3denul 0ns duazHocmuKuU in vitro.

3 WHdopmauuio nnu gaHHble ons onpedeneHus PUCKO8 MOXKHO NONy4nThb, HanpuMep, U3 cnegyowux NCTOYHWUKOB!

- onybnukoBaHHble CTaHAapPThI;

- HayuHble UNK1 TEXHWYECKWE UCCMNEen0BaHus;

- [AaHHbIE O NMPUMEHEHWW aHANOMMYHBIX MEOULIMHCKUX M3AENWIA, BKMOYas 06LWenoCTynHble oT4eThl 06 MHUMAeHTax;

- [aHHble UCMbITaHUIA IKCNNyaTaLuMOHHOW MPUIOAHOCTM C MPUBMEYEHWEM TUMUYHBIX NONb30BaTENe;

- KNWMHWYecKne CBUAETENbCTBRA;

- pesynkTaThl COOTBETCTBYHLWMX MCCNEA0BaHUA UMM MOAENVPOBaHWS;

- 3aKMYeHue 3KCMepToB;

- BHELUHWEe CXeMbl OLeHKW Ka4ecTBa MEOULMHCKUX W3AenuiA ANsg AnarHoCTUKK in vitro.

OU,EHKy COOTBETCTBUA OCYLLECTBNAKT NOCPeCTBOM NPOBEPKK cbaﬁna MeHedXMeHma PUCKa.

6 OueHnBaHuMe pucka

[ng kaxpoon MaoeHTMMOULMPOBAHHOW oflacHoU cumyayuu U320moeumerb OOMKEH OLEHUTb PUCKU, KOTO-
pble yxe onpefeneHsl, U YCTaHOBUTL, ABMAETCH MU PUCK JOMNYCTUMBIM, UCNOMNL3YA KpUTEPUU LONYCTUMOCTH
pWUCKa, YCTaHOBNEHHLIE B 1aHe MeHedXMeHma pucka.

Ecnu puck sBnsieTcst [ONYCTUMBIM, TO OTHOCUTENBHO 3TOW OacHouU cumyayuu, yCTaHOBMNEHHble B 7.1—
7.5 TpeboBaHWA He MPUMEHSIIOT (T. €. Nepexo HenocpedcTBEHHO K 7.6), Y OLEHEHHbIA pucK OOMKeH ObiTh
paccMOTPEH Kak OcmamoyYHbill PUCK.

Ecnu puck siBnaeTtca HefonycTUMbIM, TO U320mosumeris AOMKEH OCyLWecTBUTL AeATeNnbHOCTL Mo yrpas-
JNTeHUK0 PUCKOM, YCTaHOBMNeHHy B 7.1—7.6.

PesynbraThl 3T0r0 OyeHuBaHusa pucka AOIMKHbI OblTb 3apErMcTpUpPOBaHbl B ghalisie MeHedxMeHma pucka.

OueHKy COOTBETCTBUSA OCYLLECTBIAT NOCPEACTBOM NPOBEPKU ghaliia MeHed)MeHma puUcKa.

7 YnpaBneHue puckom

7.1 AHanu3 BO3MOXHOCTEW YNpaBneHUA PUCKOM

M3zomosumernb OOMKEH YCTAHOBUTL MepbI NO yrApasneHu puckomM, HeobxoanuMble ONS CHUXEHWSA pu-
CKO8 [0 OOMYCTUMOTrO YPOBHS.

M3zomoeumernb OOMKXEH WCMONb30BaTh OOWH UMM HECKOIBLKO M3 Crefylllux BapuaHToBR yripasneHus
PUCKOM B yKa3aHHOM NOpPsAKE MPUOPUTETOB:
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a) n3Ha4anbHbIi BeIGop Hanbonee 6e3onNacHO KOHCTPYKLMM M TEXHOMOMMIA NPOM3BOACTEA;
b) 3alWKUTHBIE MEPLI B caMOoM MedUUUHCKOM U3denuu Vnu NPUHATLIE B Mpoyeccax ero Npou3BoacTea;
c) MHdbopmMauus no 6ezonacHocmu W, Npu HeobXoaUMOCTH, 06yYeHne Nonb3oBaTenei.

MpumevyaHwus

1 OBocHoBaHWe nopsaka npuopyuTeTa npy Belbope BO3MOXHOCTEN yrpasneHuss puckom npusegeHo B A.2.7.1.

2 Mepbl No yripaeneHuro pUCKOM MOTYT CHU3NTb Msxecmsb epeda, UM BEPOATHOCTL HACTYNNeHusa epeda, Unu BMme-
CTE W TO 1 OPYroe.

3 PykoBogcTBO No npegocTtaBneHuio nHdopmauunn no 6eszonacHocmu npveegeHo B ISO/TR 24971.

B pamkax aHanuaa BO3MOXHOCTEN yrpasneHusl PUCKOM criefyeT NPpUMeHsATb COOTBETCTBYHLWME CTaH-
aapThbl.

MpuMmevyaHune — MHorve cTaHOapTbl KacalwTca 6e301acHOCMU KOHCTPYKLUMK, 3allUMTHBIX Mep 1 MHopMaLun
no 6esonacHocmu MeduyuHcKux usdenud. Kpome Toro, HeEKOTopble cTaHAapThl HA MeduyuHcKuUe U3denus cogepxaTt WH-
TErpMPOBaHHbLIE ANEMEHTHI fpouecca MeHedXMeHma pucka (HanpuMmep, aNeKTPOMarHUTHas COBMECTMMOCTb, JKCrnya-
TaUMOHHAaA NPUroaHoCTb, BMonornyeckas oueHka). MHdopmaums o ponu MexayHapoaHblX CTaHAAapTOB B MeHedXMeHme
pucka npueefdeHa B ISO/TR 24971.

BeiGpaHHble Mepbl MO yrpasneHUo PUCKOM OOMKHL! BbiTe 3aperncTpuUpoBaHbl B ¢halisie MeHedxMeHma
pucka.

Ecnu B Xoge aHanvaa BO3MOXHOCTEN yrpasneHus PUCKOM U320mMoeumesib YCTaHaBMMBAET, YTO CHUXKe-
HWEe puCKa NMPaKTUYECKM HEOCYLLEeCTBUMO, TO U3roTOBUTENb OOMKEH NMPOBECTU aHanW3 COOTHOLIEHWUS pUCK/
nonb3a Ans ocmamo4yHo20 pucka (nepexof k 7.4).

OueHKy COOTBETCTBUS OCYLLECTBNSKT NOCPEACTBOM NPOBepkmn ¢halina meHedxMeHma pucka.

7.2 BoinonHeHWe Mep No ynpasneHUo puckamu

M3z2omosumernb OOMKEH BLIMONHATL Mepbl N0 yrpasneHur pUckoM, BbibpaHHble B COOTBETCTBMM C 7.1,
BoinonHeHWe KaxOoW U3 Mep Mo yrpaesneHur PUCKOM OOMKHO 6biTb BepudUUMpoBaHo. Pesynetathl
3TOW 8epughuKayuUU OOMKHbI BblTh 3aperMcTpUpOBaHbl B (haliie MeHedxMeHma pucKa.

NMpumeyaHwe — Bepughukayus BLINOMHEHUA MOXET ObITh YaCTbH 8epughuKayuu NPOEKTUPOBAHMS 1 paspa-
BOTKM UNK KBanucuKaLuu mpoyecca B paMmKax CUCTEMbI MEHEXKMEHTa KayecTea.

Pe3ynbLTaTMBHOCTb Mep MO yrpasieHuo pUckoM OormkHa ObiTb BepuduumpoBaHa. PesynbTaThl aToi ge-
pughukayuu JOIMKHbI ObITb 3aperncTpupoBaHsl B ghalisie MeHedxMeHma pucka.

MpumevyaHus

1 Bepucbukayusi pe3ynstaTUBHOCTW MOXET ObITb YaCTbO Banvaauum NpoekTUPoOBaHUA U pa3paboTki B pamMkax cu-
CTEMbl MEHEI)KMEHTA KAYECTBA U MOXET BKINOYATh TECTUPOBaHWE C NPUBMEYEHUEM nonb3osatenei. Cm. A.2.7.2.

2 Bepughbukauyus pesynsTaTUBHOCTM MOXET Takke OblTb YacTbio 8epughukayit NPOEKTUPOBAHWA U pa3paboTkn unm
KBanuuKaummn rmpoyecca, eciin yCTaHOBMNEHA B3aUMOCBA3b MEXAY Pe3ynbTaTMBHOCTBIO B CHUXKEHWUW puUCKa W pesynbra-
TOM gepubukaluu NPOEKTUPOBaHUA 1 pa3paboTku unu keanudukaumum npoyecca.

lpumep 1 — Bepudghukayus NPpoeKTUPOBAHUA OTAENbLHOW 3KCNNMyaTaUMOHHOW XapaKTepUCTUKK, TaKOW Kak
TOYHOCTb A03MPOBaHUA MHXEKTOPA ANA JIeKapCTBEHHbIX CPeACcTB, MOXKET CNYXUTb eepugukayuell peynsraTuB-
HOCTU Mep MO yrpasseHuo puckom, obecneynBatowmx 6eszonacHoe O3UPOBaHMeE NeKapcTBEHHOro cpeacTBa.

lMpumep 2 — KBanudpmkauma npotuecca MOXeT CNYXUTb eepuchukayuel pe3ynsTaTUBHOCTU Mep no ynpas-
JIeHUI0 PUCKOM, CBA3aHHbIX C PUCKOM, BbI3BaHHbLIM pa3bpocomM ero pe3ynbLraToB.

MpumevyaHune — JononHuTenbHasa MHOPMaLMs 0 eepughukalyuu U Banngauum NpoeKTUpoBaHus 1 paspaboT-
kv npuBegeHa B ISO 13485. [JlononHuTenbHble ykazaHua cM. Take B ISO/TR 24971.

OLIEHKy COOTBETCTBMA OCYLLECTBNAKT NOCpencTtsOM NpoBEPKU qbatﬁna MeHeOxMeHma PUCKa.

7.3 OueHMBaHMeE OCTAaTOYHOIO pUcCKa

Mocne BLINONMHEHUS MEP MO YIpaesneHur PUCKOM U320mo8umesls AOMKEH OLEHUTb OCMamoyHbIl PUCK,
MCMONb3ya KpUTEPUM JOMYCTUMOCTHM pPUCKa, YCTAHOBIEHHbIe B NNaHe MeHedxMeHma pucka. PeaynsraTsl aTo-
ro OLeHMBAHWA OOMKHbI GbITh 3apErMCTPMPOBaHbI B ¢haline MeHedXMeHma pucka.

Ecnv ocmamouHbill pUCK Ha OCHOBE 3TUX KPUTEPWEB COYTEH HedoMnyCTUMbIM, HeoBXooumo npennpu-
HATb OanbHelwne Mepbl Mo yrpaeIeHuo puckoM (Boaepat K 7.1).

OueHKy COOTBETCTBUS OCYLLECTBIST NOCPEACTBOM NPOBepkun ¢halina meHedxMeHma pucka.
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7.4 AHanu3 cOOTHOLWEHUA pUck/nonb3a

Ecnu ocmamoyHbil puck Ha OCHOBE KpUTEPWEB, YCTAHOBMEHHLIX B NMaHe MeHedxMeHma pucka, co-
YTeH HegJoNnyCTUMbIM W OanbHeNLlee yrpasneHue PUcCKOM MPakTMY4EeCKN HEBO3MOXHO, M3rOTOBUTENb MOXET
cobpaTb M NpoaHanu3aupoBaTh OaHHble W NUTEepaTypy, YTobbl YCTAHOBWTL, MPEeBbILAET N 10Mb3a OT npeod-
YCMOMPEHHO20 NPUMEHEHUST 3TOT 0CMAamOoOYHbIU PUCK.

Ecnu cobpaHHble cBMAETENbCTBA HE NOATBEPXKAAKT BbIBOO O TOM, YTO N10/163a NpPeBbIlIaeT 3T0T ocma-
MOYHBIL PUCK, TO U320MOBUMENb MOXET PACCMOTPETE BO3MOXHOCTb MOAUMUKALNMN MedUUUHCKO20 u3denus
UIM U3MEHeEHNA ero npedycMompeHHO20 NpuUMeHeHUs (BO3BparT K noapasneny 5.2). B npoTueHOM cnydae sToT
PUCK OCTaeTca HEAOMYCTUMbIM.

Ecnu mone3a npeBbilIaeT ocmamoyHbIl puck, To cnegyert nepentn k 7.5.

Pesynsrathl aHanv3a COOTHOLUEHWS PUCK/MOMb3a OOMKHbI BbITe 3aperucTpupoBaHbl B ¢halisie MeHeod-
XKMeHma pucka.

MpumeyvaHue — PykoBogcTBo No NpoBeAeHW0 aHann3a COOTHOLEHWUS puck/nons3a npyeeaeHo B ISO/TR 24971.

OLLSHKy COOTBETCTBUA OCYLLEeCTBNAKT NnocpeCTBOM NPOBEPKU qbafma MeHedKXMeHma PUCKa.

7.5 Pucku, BO3HUKaOLWMe BCNeACTBNE BbINONMHEHUA Mep no ynpaBrneHW pUCKOM

M3zomosumernb 0OMKEH aHaNM3MpoBaTh MOCNEACTBWS BbINOMHEHUA MEP NO yrIpasneHUrd PUCKOM C TOY-
KW 3peHuns:

- BO3HUKHOBEHWS HOBbIX OrfacHocmed WnK onacHbIX cumyayud;

- BNUSIHMSA BLIMONTHEHHbLIX Mep MO yrpasiaeHUr PUCKOM Ha YKe onpefeneHHble pucku ONs paHee UaoeH-
TUULMPOBAHHLIX OfacHbLIX cumyauyul.

Bce HoBble unu Bo3pocLlune pucKy OOMKHBI YNPaBNATLCA B COOTBETCTBUM € 5.5—7 .4.

Peaynbratbl 3T0r0 aHanuaa JormkHbl BbiTh 3aperncTpupoBaHbl B ghalisie MeHedXMeHma pucka.

OLeHKy COOTBETCTBUA OCYLLECTBMAKT NOCPEACTBOM MPOBEPKU ¢halina MeHedXXMeHmMa pucka.

7.6 NonHoTa ynpaBneHUA PUCKOM

H3zomoeumerb OOTKEH NPOBOOUTL aHanNuU3 OeATelIbHOCTW NO yrpasneHur puckamu C LenNb obecne-
HeHWA paCCMOTpeHWA BCeX PUCKOE8 OT BCeX M,El,eHTMd)MLI,VIpOBaHHbIX oracHblX cumyauuﬁ, d TakKXe 3aBepLlueH-
HOCTMW BCEN AeATeNnbHOCTU NO yrpasneHur pucKkom.

PesyanaTb: 3TOro aHanm3a OOJKHbI ObITb 3aperncTpupoBaHbl B anLTrne MeHedXMeHma pUCKa.

OLI,E.'HKy COOTBETCTBUA OCYLLEeCTBNAKT nocpeCTBOM NPOBEPKU d)al]'ﬂa MeHedXMeHma PUCKa.

8 OueHnBaHMe COBOKYMHOro OCTaTOMHOro pucka

Mocrne BbINOMHEHUA U BepmchKau,mm BCEX Mep Nno yrnpaeneHuk PUCKOM u32omoesumersib OOIDKEH oue-
HUTb COBOKyI'IHbIl?I ocmamoyHbIl PUCK, CBfI3aHHbIW C MeaUL{UHCKUM UBGGJ'TUG‘M, C y4eToM BIMUAHUA BCEX OCMa-
MOYHbLIX PUCKOE8 NO OTHOLWEHWK K rNMofib3e OT npedyCMompeHHoao npuUMeHeHUs, UCNOoNb3yda MeTo U KpUTepumn
A0NYCTUMOCTKU COBOKYMHOIO oCmMamo4YHo20 pUCKa, YCTaHOBJIEHHbIE B NMIiaHe MeHeXXMeHTa pUCKa [CM. 4.4, e].

Ecnun B oTHOWEHUKN COBOKYMNHOro ocmaimo4yH0oe0 pucka nNnpuHUMarT peweHne o0 ero 2onyctmMocCTHU, TO
uszzomoesumesib AOITXKeH I'IpOMHCbOpMVIpOBaTb nons3oBaTteneun o CYLWeCTBEHHbIX OCMalmnO4HbIX pUCKax 1 BKINKO-
YNTb HEOGXO,DMMyiO Mchopmau,mo 00 3TUX OCMamoyYHbIX PUCKax B COHpDGOﬁU!nEHbHny doxymeHmauuro.

MpumevaHusa

1 PykoBogsiume yKasaHus no npegocTaBneHuio MHopMaLmMKy O CyLeCTBEHHbIX 0CMamoYHbIX PUcKax npueBegeHsb
B A.2.8.

2 PyKOBOACTBO MO OLEHMBAHWIO COBOKYMHOIO OCMamoYyHO20 pPucka v packpbiTuio WHdopmauum o6 ocmamoyHbix
puckax npueeneHo B ISO/TR 24971.

Ecnu B OTHOLLIEHWM COBOKYMHOMO OCMamoYHo20 pucka NpUHUMAIOT PeLLIeHMe O ero HeonyCTUMOCTH Mo
OTHOLUEHUIO K 10Mb3€ OT MpedyCMOMPEHHO20 MPUMEHEHUS, U320MOo8UMerns MOXET PAacCMOTPETb BO3MOX-
HOCTb BbINOINHEHUS] OOMOMHWTENbHBIX Mep Mo yrpaeneHuo puckomM (Bo3epart k 7.1) unu Mogndvkauum me-
duyuHcko2o u3denusi UNu U3MeHeHWs ero npedycMoMmpPeHHO20 MpuMeHeHUs (BO3BpaT K 5.2). B NpoTUBHOM
criyyae COBOKYMHbI 0cmamoyHbIl pUcK OCTAeTCs HELOMYCTUMBIM.

Pe3ynbTaThbl OLEHMBAHWS COBOKYMHOIO 0CMamoYHO20 pyUcka LOMKHbI BbiTe 3aperncTpupoBaHel B ghatine
MeHedxMeHma pucka.
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OueHKy COOTBETCTBMA OCYLLUECTBNAT NOCPEACTBOM MPOBEPKW ¢halina MeHedXMeHma pucka n comnpo-
sodumenbHOU OOKyMeHmayuu.

9 AHanu3 MeHegXMeHTa pucka

Mepen BbinyckoM MeduyuHCKO20 u3denus B obpalleHne u32omosumerbs OOMKEH NPOBECTM aHanun3 Bbi-
NOMNHEeHUNA nnaHa MeHedXxXMeHma pucka. Tako aHanus OOMKeH, No MeHblUel Mepe, CBUAETENLCTBOBATL O
TOM, 4TO:

- NNaH MeHeodXxMeHma pucKa BbINOMNHEH A0MKHbIM obpasom;

- COBOKYTHbIM OCMamoyHbIl pUCK ABMAETCH AONYCTUMBIM;

- Ha CTagusix NPOM3BOACTBA WU MOCMIPOU3800cMea NPUMEHEHbI COOTBETCTBYHLIME MeToabl cbopa u
aHanusa nHhopmaumm.

PesynkTaTtel 3T0r0 aHannaa OOIMKHbI ObiTb 3aperMcTpUpoBaHbl U NoAOEPXKUBATLCS B paboyeM cocTos-
HUW B BUAE OTHETA NO MEHeOXMeHMmYy pucka, a Takke OOKHbI ObiTh BKMKOYEHbLI B haiin MeHeXMeHTa pucka.

OTBETCTBEHHOCTL 32 MPOBEAEHWE aHanW3a, YCTAHOBMEHHaA B NMNaHe MeHedXMeHma pucka, OOMmKHa
ObITh BO3MNOXEHA Ha NnuL, 0bnagarlmnx cOOTBETCTBYOLLMMN NMOMHOMOYUSAMUA [cM. 4.4, b].

OueHKy COOTBETCTBUA OCYLLECTBMASKT NOCPEACTBOM NPOBEPKWN ¢haiina MeHedXXMeHma pucka.

10 JeAaTenbLHOCTL HA cTaAuM NMPOU3BOACTBA U NOCTNPOU3BOACTBEHHAsA
nefATeNbHOCTb

10.1 O6wme TpeboBaHUA

M3zzomosumens AOMKEH CO30aTh, JOKYMEHTUMPOBATL U NOAAEPXMBaTe B paboyeM COCTOSHWMM CUCTEMY
akTuBHOro cbopa M aHanuza MHOopMaLMK, OTHOCSLLENCA kK MeduyUHCKOMY U30enuto, Ha cTagusx npousBoa-
cTBa U nocmnpouseodcmea. Npu co3gaHnm 3TOW CUCTEMBI U320Mo8UMenb AOMKEeH paccMOTPeThb NOAxoas-
wue metoabl cbopa n 0bpaboTkK MHOpMaLUHK.

MpumevdaHuns
1 Cwm. Takke ISO 13485:2016, nogpasgensl 7.3.3, 8.2.1, 8.4 n 8.5.
2 PykoBoacTBO MO NPOM3BOACTBEHHOW M NOCTNPOM3BOACTBEHHOW AenaTensHOCTU npuBedeHo B ISO/TR 24971.

OLIEHI(y COOTBETCTBMA OCYLLECTBNAKT NOCPenCTBOM NPOBEPKM COOTBETCTBYHLUNX OOKYMEHTOB.

10.2 C6op uHcpopmMaLUKn

M3zzomosumens, roe 3To NPUMEHUMO, OOIMKEH OCYLLEeCTBNATL c6op:

a) uHdpopMaLuK, CoO3[aBaEMON B NMPOLECCE NPOU3BOACTBA U MOHUTOPWHIA NPOU3BOACTBEHHLIX MMPOUECCOS;

b) nHdopmaumu, nony4aemon OT NoNb3oBaTENS;

c) uHopMaLunM, Nony4aemMon OT N, OTBETCTBEHHbLIX 338 YCTaHOBKY, MPUMEHEHWEe U TeXHU4Yeckoe 06-
CNyXWBaHWe MeduyUHCKO20 U30enust;

d) nHdopmaLmu, co3gaBaemMon LLenoYykon nocTaBok;

e) obLenocTynHon MHhopmauuu;

f) tHopmauun, oTHocALLEACH K 0DLENPU3HAHHOMY CO8PEMEHHOMY COCMOSIHUK HAayKU U MEeXHUKU.

MpumeyvyaHune — MHdopmauns, OTHOCALWESCS K 0GLLUENPU3HAHHOMY CO8PEMEHHOMY COCMOSIHUIO HAaYKU U Mex-
HUKU, MOXET BKINOYaTb HOBbIe UMW U3MEHEHHbIE CTaHA4apThl, ONyOrnvMKoBaHHbIE BanuaHble AaHHbIe, OTHOCALUMECS K Mpu-
MEHEHWIO pacCMaTpUBAEMOro MeduLUHCKO20 u30enus, Hanw4ve ansTepHaTUBHbIX MeOUUUHCKUX u3denul nvnm MeTodos
neyeHusn, a Takke apyryto uHdopmauumio (cm. ISO/TR 24971).

Mzzomoeumens Takke OOMKeH paccMoTpeTb HeobxoaMMOocTe akTMBHOro cbopa u aHanusa obweno-
CTYMHON MHpopMaLMK 06 aHaNorMYHbLIX MeOUUUHCKUX u30enusx Vi Apyro aHanorMYyHoM NpoayKuuuW, npea-
CTaBMeHHbIX Ha pPbIHKe.

OUEHKY COOTBETCTBUS OCYLLECTBISKT NOCPEACTBOM NPOBEPKM COOTBETCTBYHOLMUX JOKYMEHTOB.

10.3 AHanu3 nHgopmayum

H3zomoeumerns OOMKeH npoBeCTW aHanmsa COSPBHHOFI VIHCDODMBLI,VIM Ha npeaMeT ee BO3MOXHOro BrnnA-
HWUA Ha 6930H8CH00mb, 0cobeHHOo ecnu:
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- NOSIBUNUCL paHee Heono3HaHHbIe OracHOCMU UMW ofacHsle cumyayuu,

- YXXe onpeAeneHHbI paHee pucK, BO3HUKAKLWMA B pesynstate ornacHol cumyayuu, nepectan 6biTb
AONYCTUMbIM;

- COBOKYTHBI 0CmMamoyHbil puck nepectan 6biTb JOMYCTUMBLIM MO OTHOLIEHWIO K 110/1b3€ OT fpedycmo-
MPEHHO20 MPUMEHEHUST,

- U3MEHWNOCh OBLENPU3HAHHOE COBPEMEHHOE COCMOSIHUE HAaYKU U MEXHUKL.

PesynbTaTthl aHanuaa JoMKHb! ObiTh 3aperucTpupoBaHLl B ghaline MeHedxMeHma pucka.

OUEHKY COOTBETCTBUS OCYLLECTBNSAT NOCPEACTEOM NPOBEPKN ¢halina MeHedXMeHma pucka.

10.4 MNpegnpuHUMaemMblie 4ENCTBUA

Ecnu ycTaHoBMeHo, 4To cobpaHHas nHdopmMaLmsa cBsdaHa ¢ 6e301acHoCmbio, TO OOMKHEl ObITe Npes-
NMPUHATEI HAXENPUBEAEHHbIe OENCTBUS.

1) B oTHOLWEHNW paccMaTpUBaeMoro MeduyUHCKO20 U30enus:

- N3rOTOBUTENb AOMKEH NPOBECTU aHanu3 ghalia MeHedXMeHma pucka v YCTaHOBUThL, CYLLECTBYET N
HeoBXx0aAUMOCTE B NPOBEAEHUN MEPEOLIEHKU PUCKOS /UMW OLEHKU HOBLIX PUCKOSE;

- ecnv ocmamo4HbIl puck bonblue He ABNSEeTCH 4ONYCTUMbIM, TO BMMSIHWE paHee BbINOSIHEHHbLIX Mep
no yrnpasneHuro PUCKOM LOIKHO OblTh OLLEHEHO M paccMaTpuBaThLCS B KAYECTBE BXOOHLIX AaHHBIX AM8 MOAU-
ukaLnm MeduyuHCKo20 U3denus;

- Uzzomoeumesib NOIMKEeH PacCMOTPEeTb HeobXooMMOCTb NMPUHATUA AEWCTBUA B OTHOLUEHUW MeduyuH-
ckux u3denud, BbINyLEHHBLIX B 0bpalleHune;

- BCe peLleHus U 4elCTBUS AOMMKHbl BbITh 3aperucTpupoBaHel B ghaliie MeHedXMeHma pucka.

2) B oTHOLWEHUN NpoLecca MeHeMKMEHTa pUckKa:

- uszomosumenb OOMKEH OLUEHWTbL BO3LEWCTBME HA paHee BbIMOMHEHHYH OeATenbHOCTh Mo MeHed-
KMEeHmMY pUckKa;

- pesynbTaThl 3TOr0 OLEHMBAHWUSA LOMKHbI ObITb PACCMOTPEHBI 8bICLIUM PYKOBOOCMEBOM B KAHECTBE BXOA-
HbIX AaHHbIX 4Ns aHanuM3a NpUrogHoCTU npouecca MeHedxmMeHma pucka (cm. 4.2).

MpumeyvyaHune — HekoTopble acnekTbl NOCTNPOWU3BOACTBEHHOIO MOHUTOPWMHIA SBMNAKOTCA NPeaMeToOM Hauuo-
HanbHOro perynvpoBaHua. B Takux cnydyaax moryT notpeboBaTbCa OOMNOMNHUTENBHBIE Mepbl (HAanpuMep, NepcnekTMBHOe
NOCTNPON3BOAOCTBEHHOE OLI,EHVIBaHI/Ie).

Ol_l,eHKy COOTBETCTBMA OCYLLEeCTBNAKT NOCpeacTBOM MPOBEPKKA qbaﬁna MeHeOxmMeHma PUCKa N OPYTrnx
COOTBETCTBYHOLWUX JOKYMEHTOB.
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MpunoxeHune A
(cnpaBo4Hoe)

O6ocHoBaHMe TpeboBaHUM

A.1 Obwune cBegeHun

TexHu4veckuin komuTeT ISO 210 1 MogkomuTeT IEC 62A «lIpumeHeHuUe MeHedXMeHma pucka K MedUUUHCKUM U3-
denusam» paspaboTanu JaHHOe NPUIOXEHWE, ANA TOro 4Tobbl AOKYMEHTUPOBaTL 060CHOBAHHOCTL TpeboBaHuit, cogepxa-
LWmMxcs B HacToswem ctaHgapte. Jluua, kotopele ByayT BHOCUTE M3MEHEHUS, MOTYT UCMOMNL30BaTEL AAHHOE MPUINOKEHUE
Hapsi4y C OMbITOM, HAKOMMEHHbIM MPU NMPUMEHEHMW HACTOSLLErO cTaHaapTa, 4Tobbl caenaTte ctaHgapT Gonee nonesHbIM
ONsi u32omosumeried, PErynUpyrLLIMX OPraHoB U MOCTABLLMKOB MEOULIMHCKMX YCITYT.

TexHn4yeckui komuteT MCO 210 n MogkomuteT M3K 62A NnpuHANK pelleHne obbeaMHWUTE CBOW YCUINKSA, HanpaeneH-
Hble Ha MeHedXMeHm pucka, u cchopmupoBaTte 06y paboyyto rpynny (OPIM) 1, 3agava koTopoi coctouT B paspaboTke
cTaHZapTa no NpUMEHEHNI0 MeHeOXMeHMa pucka K MeduuuHckum uzdenusM. B Hadane o6cyaeHns aToro MexayHaposa-
HOro cTaHgapTa No MeHedXMEeHMY pucKa BO3HWKIA HEODXOOUMMOCTb paCCMOTPETL BaXKHEWLUWE acnekTbl MeHedXMeHma
pucka, Takne Kak fpoyecc oueHueaHus pucka, a Taike GanaHca puckos W nonb3bl MeduyuHekux usdenud. Mazomosu-
menu, perynupymoLL“e opraHbl U NocTaBLUMKU MEeOWULMHCKUX YCnyr npuaHanu, 4to «abcontotHas 6esonacHocmey» medu-
YuHcKux usdenud HegocTuxmuma. Kpome Toro, pucku, cBsisaHHble C pacTyLMM pazHoobpasnem mMeduuuHcKux uzdenud n
cnocoBboB UX NPUMEHEHUSA, HE MOTYT ObITb NMOMHOCTLI YCTPaHEHbI C MOMOLLLIO CTAHAAPTOB Mo 68307acHOCMU NPOAYKUMK.
MpuaHaHWe gaHHbIX aKTOBR W BhITEKAKOLLAS U3 9TOr0 HeobXoaMMOCTL YNpaBNeHUsl pUCKaMU, CBA3aHHBIMW C MeQuUUHCKU-
MU u30enusiMu Ha NPOTSHKEHUM BCETO WX XU3SHEHHOZ20 UUKIa, MPUBENW K NPUHATUIO pelleHns o paspabortke ISO 14971 B
Ka4yecTBe pesynbTaTMBHOMO MHCTPYMEHTA MOBbILWEHWUA 6e30macHocmu meduyuHckux usdenud. MNepeoe u3gaHne HacTos-
wero ctaHgapta onybnukoeaHo B 2000 r.

Bropoe n3ganue 1ISO 14971 paspabotaHo 1 onybnukosaHo B 2007 . ¢ uensio yooBneTBopeHus notpebHocTun B 4o-
MONMHUTENBHBIX PYKOBOAALUMX YKa3aHUAX MO ero NpUMEHEHWIO Y pa3bsACHEHUS B3aUMOCBS3N MEXIY 0acHOCMsIMU U onac-
HbIMU cumyayusamu. B HopMaTUBHbLINA pa3fen BHECEHbI HE3HAYUTENbHLIE M3MEHEHWSA, HAanNpMUMep: BKNYeHO TpeboBaHue
0 MMaHWPOBaHUK MOCMIITPOU3B0ACMEEHHO20 MOHUTOPWHTE, U3 OTYETA N0 MeHedXMeHmy pucka WCKniyYeHo TpeboBaHve
O MPOCNEXMBAEMOCTU.

Cuctemaruyeckuini ob3op, npoeeaeHHbln B 2010 ., BbISBMA NOTPEOHOCTL B AOMNONHUTENBHOM PYKOBOLCTBE MO He-
CKOINbKNUM KOHKPETHbLIM TeMaM. bbino pelueHo paspaboTats TexHu4eckuid otdeT ISO/TR 24971, nockonbky aaxe Hebonb-
woe oBHOBMNEHWE pykoBoAcTRa noTpebosano 6el nepecmoTpa ctaHgapTa. [Nepeoe uapaHue atoro otyeTa onybnukoBaHo
B2013r.

HacTtosawmin ctaHgapT pa3paboTaH B Lensax yTodHeHus obssaTernbHblx TpeboBaHW U UX Bonee geTansbHOro onu-
CaHWs, B 4aCTHOCTM: MOMNOXEHUA 00 OLeHVBaHUKM COBOKYMHOIO OCMAamoYyHo20 pucka, ob aHanuse u oT4yeTe No MeHed-
JKMEHMY PUCKa, a TAKKE O NMPOW3BOACTBEHHON W nocmipou3godcmeeHHoU uHdopMaumm. 3T pasbsCHEHUS COYTEHbI
HeobXxoAMMbBIMW B CBA3M C 3anpocamMu 0 pasbsiCHeHUM B xofe cuctemaTuyeckoro obsopa 1ISO 14971 B 2016 r, a Takke ¢
yyeTom Bonee cTpornx TpeboBaHuii CO CTOPOHBLI PEMYNUPYOLIMX OpraHoB. bonblue BHUMaHWA yaeneHo BONPOCaM M10/1b-
3bI, KOTOPasa OXWOAETCS OT NMPUMEHEHUS MeduUUHCKO20 u3denus, a Takke GanaHcy mMexay rons300 M (COBOKYMHBLIMK)
0CmamoyHbIMU puckamu. PasbacHEHO, YTO ONVCaHHLIM B HACTOSALLEM CTaHOApPTe MPOUECC MOXET NMPUMEHSATLCS KO BCEM
BMOAM 07acHOCmel U PUCKO8, CBA3aHHLIX C MeQUUUHCKUM u3dernuem, Hanpumep: K BMoNorM4ecko COBMecTMMOCTH, bes-
ONacHOCTW AaHHLIX U CUCTEM, NEKTPUYECKUM M MOABWKHBLIM 4acTaM, U3NYYEHWUIO UMK SKCMIyaTauMOHHOW NPUIoOHOCTU.
HeckonbKko crnpaBo4YHBIX NPUINOXEHUIA NEpPeHeceHbl 3 HacToswero ctaHaapta B ISO/TR 24971, kotopoe 6bino nepe-
CMOTpPEHO napannensHo. 3T0 NO3BONUT NpoBoAWTE Bonee yacToe 0GHOBNEHWE PYKOBOACTBA HE3ABMCUMO OT CTaHaapTa.

A.2 O6ocHoBaHWe TpebGoBaHMW KOHKPETHLIX pa3aenoB U nogpasnenos

A.2.1 ObnacTb NpUMeHeHuA

Kak nosicHAeTCs BO BBEAEHWM K HACTOALLEMY CTaHAapPTY, CyLLEecTByeT HeobXoaMMOCTb B CTaHAapTe Mo MeHeoXMeH-
my pucka, NPUMEHUMOMY K KUZHEHHOMY Uukny mMeduuuHckux uadenul. MNMporpammHoe obecneveHne kak mMeduyuHcKoe
usdenue n MeduyuHckue usdenus 0558 GuasHOCMUKU in Vitro cneynarnbsHo YNoMUHaKTCA B 0Bnact NpUMEHEHUs C Lenbio
nogYepKHYTb, YTO HEB3UPAasa Ha pasznuyns B perynvpoBaHUKM HAaCTOSALWMIA CTaHAaPT pacnpoCcTpaHAEeTCA Ha Takue nagenus.

Pucku MoryT npucyTCTBOBaTh Ha NPOTSHKEHWN BCErO JKU3HEHHO20 YUKIa MeQUUUHCKO20 u3derusi, Npu 3TOM pUcKU,
KOTOpbIe NPOSABNSKTCA HA OOHOW CTaAWM XUBHEHHO20 YUKa, MOTYT YNpaBnsaThCs AeWCTBUSMU, NPEanpUHUMaeMbiMK Ha
OPYroi CTaguu Xu3HeHHo20 uukna. Mo aTol NpUuYMHe HaCTOALMIA CTaHAAPT AOMKeH ObiTb NPUMEHMM KO BCEM CTagMAM
JKM3HEHHOTO LIMKNA, T. €. HACTOALWMIA CTaHA4apT NPeanucLIBAET U3rOTOBUTENSM NMPUMEHSTE MPUHLUWNLI MeHedxMeHma pu-
CcKa K MeOUUUHCKOMY U3denuro ¢ MOMEHTa ero NnepBoHaqYanbHOro 3ambicrna 40 OKOHYaTenbHOro BbiBo4a W3 aKCnnyatauum
W yTUNU3auuu.

lMpoyecc, onucaHHein B ISO 14971, moxXeT BbITh NPUMEHEH K Or1aCHOCMAM W pUCKaM, CBA3AHHBIM ¢ MeQUUUHCKUM
uzdenuem. Pucku, cBAzaHHble ¢ 6e30MacHOCTbIO AaHHBLIX M CUCTEM, CneuMarnbHO YNoMUHaKTCA B 06nacTi npyMeHeHns
HaCTOALLEro cTaHaapTa C uenblo M3bexaTb 3abnyXaeHWs OTHOCWMTENbHO TOrO, YTO ANS OCYLLECTBNEeHUs MeHemKMeHTa
6ezonacHocTM MeAUUUHCKO20 u3derusi B OTHOLLEHWW TakuX puckoe TpebyeTca oTAenbHBINA Mpoyecc. 3TO HE UCKMIYaeT
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BO3MOXHOCTU pa3paboTku cneunduyecknx cTaHAapToB, B KOTOPbIX NPEAYCMOTPEHbl KOHKPETHbIE MeToAbl U TpeboBaHuA
no OLeHKe W ynpaeneHu puckamu obecneyeHus 3Toi BesonacHocTW. Takue cTaHAapTbl MOTYT ObiTb NPUMEHEHb! CO-
BMmecTHO ¢ ISO 14971 ananoruyHo IEC 62366-1 B yacTu akcnnyataunoHHoi npurogHocTy, ISO 10993-1 B yacTtu oueHkn
Buonormnyeckoro genctensa unu IEC 60601-1 B yacTy anNeKTpMYECKMX U MEXaAHUYECKNX PUCKOS.

B obnacTe NpuMeHeHWs HACTOALLEro cTaHAapTa He BXOOWUT MPUHATUE KINMHUYECKUX PELUEHWIA, T. €. peLleHWin o npu-
MEHEHUWN MeQUUUHCKO20 U30eruUs B KOHTEKCTE KOHKPETHOW KIIMHWYECKON rpouedypsl. B COOTBETCTBUM C TaKUMK pPELLEHW-
amu Tpebyetca, 4tobbl ocmamoyHele pucku Beinv cbanaHcMpoBaHbl © OXUAAEMON M0ML30U OT aHHOW npouedypsl UNn
C pucKamMu 1 OXMaaemol r1onb30l OT anbTepHaTUBHLIX Mpoyedyp. Kpome TOro, Npy NPUHATAW TakUX PeLUeHWil JOMKHbI
BblTb y4TeHbl: MpedycMompeHHoe NpUMeHeHue, aKCMnyaTauuoHHas NPUrogqHoOCTe W PUCKU, CBA3AHHbIE C MeOUUUHCKUM
uzdenuem, a TAKKe PUCKU W MOMb3a, CBA3aHHLIE C KMUHUYECKOW mpouyedypol wnu obecToaTensCTBAMW NpUMeHeHUs. He-
KOTOPbIE W3 3TUX PELIEHWIA MOryT GbITh NMPUHATHI TOMBKO KBANUMUUMPOBAHHEIM MEAULMHCKMM paboTHUKOM, BNagetowmm
MHdOPMaLei 0 COCTOAHWI 300POBbS KOHKPETHOIO NaLMeHTa 1 YYUTBIBaIOLLMM ero MHeHue.

OBnacTb NpUMEHEeHWA HAcTOALLEro CTaH4apTa Takke He BKIOYaeT NPUHATUE KOMMEepYeckux pewweHwi. [Ons npo-
BeAeHNA MeHedMeHmMa pUCKa OpraHM3aunii U CMEXHbIX TEM CYLLECTBYIOT Apyrue ctaHaapTsl, Takve kak 1SO 31000.

HecmoTps Ha gebaTkl No NoBoAy TOro, YTO NpefcTaBnseT coboi AoNYCTUMBIW YPOBEHb PUCKa, HACTOALLMIA CTaHAapT
He ycTaHaBnuBaeT AOMNyCTUMbIE YPOBHU. YCTaHOBNEHWE YHUBEPCaNbHOMo YPOBHS AOMYCTUMOCTU PUCKa MOXKET OKasaTbCs
HEYMECTHBIM. JTO pPELLIeHWe OCHOBAHO Ha TOM y6exaeHuun, 4To:

- Bonbloe pasHoobpasve mMeduyuHeKux u3denull 1 cUTyauui, OXBaTbiBAEMbIX HACTOALWMM CTaHAAPTOM, NPUBENO
Bbl K BECCMBICIIEHHOCTH YHUBEPCAbHOIO YPOBHA JOMYCTMMOIO PUCKa;

- HaUMOHamnbHOe 3aKOHOAATENbLCTBO, 00OblYaK, LEHHOCTM M BOCNPpUSATUE pucka B Bonbluei cTeneHn NnogxoasaTt And
onpeaeneHvs AONYCTUMOCTM pUCcKa ANs KOHKPETHOM KyNbTYPbl UMW pervoHa Mupa.

Hanwuyve cucteMsl MEHEKMEHTA Ka4ecTBa y uszomosumernell MeduyuHCKUX u3denul He sBnsaeTca o6a3aTensHbIM
TpeboBaHueM HacToswero ctaHaapTa. OgHako cucTeMa MeHeMKMeHTa KavecTBa Ype3Bbl4aiHO nonesHa ans opraHusa-
LMK AOMKHOIO MEHEOXXMEHTA B OTHOLLEHWW PUCKOS. BBMAY aTOro 1 NoToMy, 4To BONbLUMHCTBO uzzomosumenel MeduuyuH-
cKux uzdenuli NPUMEHSAIOT CUCTEMY MEHEAXKMEHTA Ka4eCcTBa, HAaCTOALLMIA CTaHAapT NOCTPOEH Takum obpasoM, 4Tobkl ero
MOXHO DbINO Nerko MHTerpupoBaTh B UCMOMb3YEMYIO UMW CUCTEMY MEHEDXXMEHTA Ka4yecTBa.

A.2.2 HopmaTUBHbIe CChINKKU

Opyrve cTaHpgapTel ANs YCTaHOBMEHUS W MNoadepXaHws npouecca MeHedxMeHma pucka B COOTBETCTBUM C
ISO 14971 He Tpebytotca. CornacHo nyHkTy 15 OQupektuns ISO/IEC, yacTtb 2:2018; a10 yTBEpKAEHUE JOMKHO BbiTh BKMIO-
YeHo B CTaHZapThbl.

A.2.3 TepMuHbI U onpegeneHus

BonblIMHCTBO onpegeneHuin, UCNonb3yeMebliX B HAcTOAWEM cTaHoapTte, 3aumMmcTBoBaHbl M3 1SO 9000:2015 un
ISO/IEC 63:2019, KoTOpble, B CBOIO 04epedb, MPUHANK U aganTupoBany MHormne onpegenerdunsa na ISO/IEC 51:2014, a
TaKke onpeneneHus, paspaboTtaHHble Lienesow rpynnoi no rnobaneHoi rapmoHusaunmn (GHTF). HekoTopble 13 aTux
onpegeneHvui nMerT nHoe 3Haverue B ISO/IEC 63:2019 n ISO 14971, B oTnuumne oT Apyrvx cTaHOapToB.

Hanpumep, OPIC 1 npegnarana, 4tobbl onpegeneHue gpeda (3.3) UMeno WMpPOKUA AManascH KM BKrovano Heobo-
CHOBaHHbIW MCUXOMNOTMYECKWUIA CTPECC UMW HeXenaTtenbHyo 6epeMeHHOCTL Kak yacTb ywepba 300poBblo NoAei. Takon
CTPECC MOXET BO3HWKHYTb MOCne MOXHOMOMOXWTENBHOro AMarHosa Toro Mnu uHoro 3aboneeaHus. Yilepb umyllecTsy
W OKpYXAIOLWEeNn Cpefe SABNAETCH HeXenaTensHbIM U HEOGX0AWMO YYWUTEIBATh CBA3AHHBIE C HAM PUCKU, HanpuMep: BO3-
HUKalLWMe BCNeaCTBME NOABNEHNS ONacHbIX OTXOA0B, obpasylolWwmnxca B pedynstate NpUMEHeHWsa Unm yTunuaaumum me-
QuyuHckozo uzdenus. Cnoeo «uanyecknin» B pykoeogeree ISO/IEC 51:2014 w, kak cnenctewve, B ISO/IEC 63:2019 u e
HacTosieM cTaHgapTe 13 onpefdeneHns gpeda UCKIMIOYEHO, NOCKOMbKY TpaBMa yike BKM4aeT diusnyeckui ywepb. Hapy-
weHust 6e30NacHOCTU AaHHLIX M CUCTEM MOTYT NMPUBECTU K NPUYUHEHWIO 8peda, HanpyUMep: B pesynesTtate NoTepy AaHHbIX,
HEKOHTPONMPYeMOoro AOCTyna K AaHHbIM, MOBPEXAeHWUs UNK yTpaTkl AMarHOCTUHECKoW MHopMaumm, NoBpeXaeHs Npo-
rpamMmHoro obecnedeHus, NPUBOAALLENO K HeNpaBMbHOMY (DYHKUMOHWPOBaHWIO MEeOUUUHCKO20 U30enus.

OnpepeneHue TepMmuHa «npedycMompeHHoe npumexeHue» (3.6) obbeanHaeT onpeaeneHne npedycMompeHHo20
npumeHeHusi, ncnonedyemoro B CoepguHerHblx LUtatax Amepuku, U npedycMompeHHO20 Ha3HauyeHusi — TePMUHA, 1c-
nonb3yemoro B EBponeiickom Cotose. DT TepMMHBI UMEIOT MO CyLLEeCTBY OAHO W TO e onpedeneHue. MNpegnonaranoce,
YTO Npu onpegeneHnn npedycMompPeHHO20 NpUMeHeHUss MeOuUUUHCKo20 u3denus u32omoeumens NPUHUMAaET BO BHUMA-
HWE NPeayCMOTPEHHbIE MEAVLIMHCKME NOKa3aHWs, KAaTEropuio NauMeHTOB, YacTk Tena Unu TKaHu, ¢ KOTOPbIMU NPOWUCXOAUT
B3aMmopgencTBune, npodune NonL30BaTens, cpeay NPUMEHEHUS 1 NpUHUWN AeiicTBus. Onpegenerne XuUsHeHHO20 UUKa
(3.8) HeobxoAMMO 0N Pa3bLACHEHWS TOTO, YTO NMPMMEHSEMbIN B HACTOSALLEM CTaHAapTe TEPMWUH OXBaTbIBAET BCE acnekTbl
cyllecTBOBaHUA MeduyuHckoeo u3denus. B onpegeneHun meHedxmeHma pucka (3.24) nogyepkuBaetcs HeobxogumocTb
MCMONb30BaHWs CUCTEMHOTO MOAXOAAa W OCYLLECTBNEHNA HaA30pa CO CTOPOHLI PYKOBOACTBA. B onpeaenerun ssicwezo py-
kxosodcmea (3.29) npuseneHo onpegeneHve n3 ISO 9000:2015. 3To oTHOCUTCA K YeNOBEKY UMK rpynne nogen Ha camom
BbICOKOM YPOBHE B OpraHu3auvn u32omosumers.

Tpw Opyrux TepMmMHa B HacTosILLEM CTaH4apTe He OCHOBaHLI Ha onpefeneHusax, yctaHoeneHHblx B ISO/IEC 63:2019
WK B Apyrux ctaHgaprax. 31o foas3a (3.2), nocmmpoudsodcmeo (3.12) u chadn meHedxmeHma pucka (3.25). TepMuH
«ronb3a» ONpeaenseTcs B CBA3W C NOBbLILEHHEIM BHUMaHVEM PEryrnvpyIoLnMx opraHoB K GanaHcy (ocmamoyHbix) puckos
W nob3bl OT NPUMEHeHWsa MeduyuHckozo uidenusi. Mo 3TOW e NpuyYnHe UCnonb3oBaHa pasa «aHanu3 COOTHOLUEHWA
monb3bl U pucka». C Uenbl NOAYEPKHYTE BaXHOCTb NMPUMEHEHUS MeHedXMeHma pucka KO BCEM CTaguAM XKU3HEeHHO20
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yukna meduyuHckozo usdenus pobaeneHo onpegeneHne nocmrpousgodecmsa. KoHuenumsa danna MeHemxMmeHTa pucka
B HACTOsILLEe BPEMSA JOCTAaTOYHO NOAPOOHO M3yyeHa.

A.2.4 O6wue TpeGoBaHMA K cucTemMe MeHed)XKMeHma pucka

A.2.4.1 lNpoyecc MeHedxMeHmMa pucka

Cuctema MeHedxMeHma pucka COCTOUT U3 3NeMeHTOB, ONUCaHHbIX B 4.1—4.5.

Uzzomosumenio cnepgyeT YCTAHOBUTL MIPOUECC MEeHeOXMeHma pUCKa Kak 4acTb MPOeKTUPOBaHUs 1 paspaboTku
meduyuHcko2o u3denus. ATo Heobxogumo Ans Toro, YTobkl U320MoO8UMENL MOT CUCTEMATUYECKM 0GecnedrBaTh Hanmume
TpebyembIX 3NEMEHTOB B AaHHOM rpoyecce. OBLENPU3HAHHO, YTO aHaniu3 pucka, oueHusaHue pucka W yrnpaeseHue
PUCKOM SIBMATCA OCHOBOMONarakwWuMM 4acTAMKU MeHedXMeHma pucka. B nononHeHne Kk AaHHbIM 3ieMeHTaMm B HacTos-
LeM cTaHOapTe NogvYepKMBaETCH, YTO MPoYecc MeHeXMEHIMa pucKa He 3aKkaH4YMBAETCH NPOEKTUPOBaHNEM U MPOU3BOA-
CTBOM (BKMKOYAS B COOTBETCTBYHOLLMX CNy4asx CTEPUNU3ALNIO, YNAKOBLIBAHWE Y MapKMPOBaHWE) MeOUUUHCKO20 u3denus,
a NpoJomKaeTca Ha cTaguu nocmrpouszeodcmea. MNoatomy cOop U aHanu3 NPOU3BOACTBEHHOW U NOCMIIPOU3800CMEEH-
Hol wHchopmMaLun Beiny ycTaHOBMEHBI Kak HeobxoamMmas YacTs npoyecca meHedxmMeHma pucka. Kpome Toro, npegnona-
raeTcs, 4YTo, KOra u320mosumers UCMOoNb3YET CUCTEMY MEHEKMEHTA Ka4eCcTBa, MPOYEcc MeHeOXMeHmMa pucKa OOMKEH
ObITb MOMHOCTLIO MHTETPMPOBAH.

XoTa OeATENbHOCTL MO MeHedXMeHMY pUCKa HOCUT UHOMBMAYANbHLIA XapakTep B OTHOLLEHWU paccMaTpUBaeMOro
MeOUUUHCKO20 U30erus, CyLECTBYIOT OCHOBHbIE 3MEMEHTLI, KOTOPbIE HYXXHO BKMIOYATb B NPOUECC MEHEOXMEHITA puUCKa.
Bonee nogpo6Ho 3TOT BONpOC paccmoTpeH B 4.1, B KOTOPOM TakkKe yKasaHo, YTO MOryT CYLLECTBOBaThL HEKWME pa3nuyns B
PErynsaAToOpHbIX NOAX0AaX K MPUMEHEHWIO MeHedXMeHma pUcKa B OTHOLLEHWUN MeQUUUHCKUX U30enud.

Mogpazgensi 4.2 n 4.3 TOYHO CreayoT CBA3aHHLIM C PUCKOM TpeboBaHWAM CTaH4APTOB CUCTEMbI MEHEIKMEHTA
kadecTBa. B HekoTopbIX cTpaHax Ans Beinycka B obpalleHne mMeduyuHckoao uddenus Tpebyetca Hanm4me cMcTeMbl Me-
HEeKMEHTa Ka4ecTBa (3a UCKMKYEHNEM Tex CriydaeB, koraa MeduyuHckoe usdenue He NoanafaeT nog naHHoe tpebosa-
HWe B ocoboM nopagke). B opyrux cTpaHax M3roTOBMTENW MOTYT MPUMEHATL UMK HE NMPUMEHSTb CUCTEMY MEHEKMEHTA
KayecTBa Mo CBOEMY yCMOTpeHuio. TeM He MeHee BbinonHeHne TpebosaHuii nogpasaenos 4.2 u 4.3 Heobxoanmo ans pe-
3ynLTATUBHOIO Mpoyecca MeHedXMeHma pucka, BHE 3aBUCUMOCTM OT UCMONb30BAHUS U320MOo8UMEneM BCEX OCTanbHbIX
3MEeMEHTOB CUCTEMbI MEHEMKMEHTA KaYecTBa.

A.2.4.2 OTBETCTBEHHOCTb PYKOBOACTBA

MpuBEPKEHHOCTL BbICLWE20 PYKOBOOCMEa UMEET pELLAIoLLEe 3HaYEeHWe ONA pe3ynsTaTMBHOMO rpoyecca mMeHeo-
JKMEHMa puckKa, Tak Kak OHO OTBEYAET 3a 06LLee pyKOBOLCTBO APOUECCOM MEHEAXMEHMAa pucka, 1 3ToT noapasgen npu-
3BaH NOAYEpPKHYThL WX porb. B yacTHOCTM:

- B OTCYTCTBME [OCTATOYHLIX PECYPCOB AeATENLHOCTE N0 MEHEOXMEHMY pucka DyaeT MeHee pe3ynsTaTMBHA, fake
ecnu 6ygeT NonHOCTLI COOTBETCTBOBATL APYrMM TpeboBaHUSM HaCTOsILLEro cTaHaapTa;

- MeHEdXXMEHM puCKa ABMAETCH CNeLManM3MpoBaHHON ANCLMNAMHOW U TpebyeT NpMBMEeYEHUA KOMNETEHTHLIX cre-
uuanucToe, obydeHHbIX MeTofam MeHedxmeHma pucka (A.2.4.3);

- TAK KaKk HacTOSALWMIA CTaHaapT He YCTaHaBNUBAET AOMNYCTUMbIE YPOBHM PUCKA, BbICLIEE PYKOBOOCITIBO [OMKHO pas-
paboTaTb NONUTUKY YCTaHOBNEHWSA AOMNYCTUMOCTU PUCKOS;

- MEHEOXMEHM PUCKAa ABNSAETCA 3BOMHOLUMOHUPYIOLLMM IPOUECCOM, NO3TOMY NEPUOAUYECKUIA aHANN3 AeATENbHOCTH
no MeHedXxMeHmy pucka Heobxooum Ana obecnevyeHnsa ee NpaBUIIbHOTO OCYLLECTBEHWSA, YCTpaHeHusa Nbbix HegocTaT-
KOB, BHEAPEHWUS YNy4lUeHW U aganTaumm K M3BMEHEHMsM.

A.2.4.3 KomneTeHTHOCTE NepcoHana

MepcoHan oomkeH ObITb KOMNETEHTHLIM, 00NagaloWwM 3HaHUAMKW U ONbITOM, HEODXOOUMBIMW ANSA BbINOMHEHWA
3agad no MeHedxmeHmy pucka. lNpouecc MeHedxmMeHma pucka TpebyeT Hanu4ua nepcoHana, obnagarLLero 3HaHUsAMK
W OMbITOM B CriegyroLmx obnacrax:

- KaK CKOHCTPYWMpPOBaHO MeduyuUHCKoe u3desue;

- KaK doyHKUMOHUpYeT MeduyuHcKoe usdernue;

- KaK W3roTOBMEHO MedUUUHCKOE u3denue;

- KaK hakTU4ecku NpuMeHseTcs MeduyuHckoe u3denue;

- KaK NPUMEHSATb NPOLECC MeHeXMEHMa pUcKa.

Kak npaBuno, ona atoro Tpebyetcs NpUBNeYeHne HECKOMNbKUX NpeacTaBUTenNeid pasHbix hyHKLMOHanNbHbIX Nogpas-
OENEHWN NN QUCLUMIUH, KEXKOBIW M3 KOTOPLIX BHOCUT CBOW BKNag, 6Gnarogaps cneuunansHbiM 3HaHuaM. CnegyeT paccmo-
TPETbL BOMNpOc 0 6anaHce v He3aBMCUMOCTY MEXIY STUMU NpeacTaBUTeNsiMu.

[nsa npegoctaBneHns obbekmueHbIX caudemeribeime KOMNEeTEHTHOCTU HeobxoauMo BefleHe sarnucel. Bo nabexa-
Hve AyGnupoBaHus, a Takke 13 coobpaykeHuin KOHPUAEHLMANBHOCTU U 3aLUThI AaHHbBIX HACTOSALWMIA cTaHaapT He TpebyeT
XpaHeHUs aTUX 3anuncen B ghaline MeHeOXMeHMa puckKa.

A.2.4.4 MNnaH meHedXMeHmMa pucka

MnaH meHedxmeHmMa pucka Heobxogum, NOTOMY YTO:

- ANA OOIMKHOTO0 MEHEOXMEeHMa pUCcKa BaKeEH OPraHM30BaHHbIN Noaxon;

- NnaH npencTaenaeT coboi JOPOXKHYH KapTy ANs MeHedXMeHma puckKa;

- 9TOT NNaH cnocobcTByeT OGHLEKTUBHOCTM U MOMOraeT He 3abbiBaTh OCHOBHLIE 3NEMEHTHI.

CobnitogeHre NonoxeHWn nepedncrneHnii a—g) nogpasgena 4.4 tpebyertcs no cneaylowmm npuyYnMHaM:
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a) B pamkax nnaHa cywlecTBYHOT ABa pasfuyHblX anemeHTa. Nepebid ngeHTUUUMpyeT meduyuHckoe usdenue,
BTOPOW — CTaAWK0 XU3ZHEHHO20 UuUKIa, ANS KOTOPOW MPUMEHUM KaKOblA aNeMeHT nnaHa. YcTaHaenueas obnactb npu-
MEHEHWUS, U320mosumesis 0003HAYaEeT MCXOAHBIE OCHOBHLIE YCMOBWA, HA KOTOPBLIX CTPOWUTCHA BCS AESTENBHOCTb MO Me-
HedXMeHmy pucka.

b) PacnpeneneHne OTBETCTBEHHOCTU M MOSTHOMOYMIA HEOBXOAMMO Ans Toro, 4Tobbl M3bexaTb OTCYTCTBMSA Nbon
OTBETCTBEHHOCTM.

c) AHanu3 TakMx BUOOB AEATENBHOCTMW, Kak MeHeXMEHM pucka, BXOAUT B YMCno obLienpuaHaHHbIx 06a3aHHOCTEN
pyKOBOACTBA.

d) KpuTepun 0onycTMMOCTHM pucka ABNSAKTCA OCHOBOMONAaratoLLMMN ANd MeHeOKMeHma pucka n LOMKHbl ObITb ycTa-
HOBMEHbI 0 HAa4Yana aHanu3sa pucka. 3To crnocobcTByeT 06GLEKTUBHOCTY OUEHUBAHUS pUCKa, pACCMOTPEHHOTO B pazaene 6.

e) Mocne BbINONHEHUsI BCEX MEP MO YrpaesneHur puckoM u32omosumerno TpebyeTca NpoBecTM OUEHUBAHWE COBO-
KyMHOTO BO3OEWCTBMA BCEX OCMAamMOYHbIX puckoa. MeTon OLeHVMBaHUS U KpUTEPUM JOMYCTUMOCTU COBOKYMHOMO OCmMamoy-
HO20 pucka crnenyeT yCTaHOBUTL 40 NPOBEAEHWUSA AaHHOIO OLEHUBAHWA. 3TO HAanpaeneHo Ha o6ecneYeHne 06LEKTUBHOTO
OLIEHUBAHUA COBOKYMHOIO OCManmo4YHO20 pucka cornacHo pasgeny 8.

f) Bepuchukauyus saBNAeTcs OHUM M3 BaXHEWLIWX BUOOB AeATeNnbHOCTU U obasaTernbHa cornacHo 7.2. [NnaHuposa-
HWEe 3TOWN OeATENLHOCTU MOMOraeT 0becne4nTb HanMyMe OCHOBHbLIX PECYPCOB B cnyvae HeobxogumocTu. Ecnuv eepudgbuka-
Uusi He MNaHupyeTcs, To ByayT YNyLIEHbl BaXHBIE YaCTW 8epughukauuu.

g) Metogkbl cbopa v aHanuza NpPOM3BOACTBEHHOW W rocmipoudsodcmeeHHOU WHopMaumMyM A0MmKHbI BeiTh yCcTa-
HOBMNEHbI Takum obpasom, 4Tobbl cylecTBOBanu hopmansHbli M Hagnexalmii cnocobbl obpaTHOW Nepenadn Npoussoa-
CTBEHHOW W rnocmmpou3sodcmeeHHol MHhopMaLMK B IPoUEct MeHedXMeHma pucka.

TpeboBaHwe no BeaeHWo 3anucel N3MEHEHWI NMPU3BaHO 06neryuTs NpoBEAEHNE ayauTa u aHanuaa rnpoyecca me-
HedxMeHma pucka [ONA KOHKPETHOrO MeOUUUHCKO20 u3denusl.

A.2.4.5 Qaln meHedxMeHmMa pucka

B HacTosilemM cTaHgapTe 3TOT TEPMUH MCMONb3yHT AnA 0603HAYEHUS TAKOro MecTa, B KOTOPOM U320mosumers
MOXET pa3MecTuTe Unv 0603HaYNTL MECTOMONOKEHWE BCEX 3anucell U APYruX OOKYMEHTOB, UMEILLMX OTHOLUEHWE K Me-
HedxMeHmy pucka. 3To obnerdaet npouecc MeHedxmMeHma pucka U No3BoMsieT NPOBOAUTL Bonee 3heKTUBHBIN ayauT
no HacTosLlemy ctaHgapTy. ObecrneyeHne NPOCNEXMBAaEMOCT HEOOXOAMMO ANA OEMOHCTpaUuK TOro, YTO Ipoyecc Me-
HedxMeHma pucka NPUMEHSICA K KaXXOon uaeHTUULUPOBAHHON OMacHocmu.

Mpu mMeHedxmMeHme pucka BaXHO UMETh MOMHyH nHgopmaumio. HesaeeplueHHas 3ajada MOXKET 03Hauatb, YTo
WOEHTUMOULMPOBAHHAA OMacHOCMb He MOOBEprHyTa YnpaeneHuto M BMOCNEACTBUM MOXET ObiTb NpuymMHEH eped. JTa
npofbnema MoxeT BbiTh Bbl3aBaHa HE3ABEPLUEHHOCTLIO Ha NOOM aTane MeHedxMeHma pucka, Hanpumep: HenaeHTUgn-
LMPOBaHHLIMWU 0MacHOCMSIMU, HEOUEHEHHBLIMU PUCKaMU, HeYCTaHOBIEHHBIMWU MEPaMu No yrpasnieHurd PUucKoM, HEBbI-
NOMHEHHBIMU MEpaMu MO YIpasIeHUo0 PUCKOM UM Mepamu No YrIpasieHuro PUCKOM, KOTOPLIE OKa3biBaKTCA Hepe3ynbTa-
TUBHBIMW. MpocnexnsaeMocTb Heobxoguma ans oGecneveHns 3aBepLUEHHOCTU npoyecca MeHedXMeHma pucka.

A.2.5 AHanus pucka

A.2.5.1 lNpouecc aHanusa pucka

B npumedanun 1 k nogpasgeny 5.1 npuBeneHsl pekoMeHZauu no UCrnonb30BaHWK paHee NpPOBEAEHHOTO aHanu3sa
pucka ons aHanorn4Horo MeduyuUHCKo20 u3desnus. Npu HanM4MM JOCTATOYHOW MHAOPMAaLMK OHA MOXET ObITb MCNOMbL30-
BaHa B LieNsX 3KOHOMWUM BPEMEHM, YCUnuii 1 pecypcoB. OfHaKo nonb3oBaTensM HacTOALWEero craHgapTa cregyet npo-
ABUTH OCTOPOXHOCTb M MPOBOAUTE CUCTEMATUYECKYH) OLEHKY npeabigylier paboTsl Ha NpegMeT ee NpYMEHUMOCTU K
NPOBOAMMOMY TEKYLLEMY aHanu3y pucka.

MNogpoBbHocTK, TpebyeMble B COOTBETCTBUM C NepeducneHnamu a), b) u c), coctaenaoT 6a30BbiA MUHUMAnbHbLIN
Habop AaHHbIX Ans obecnevyeHns NPOCNeXMBAeMOCTA U UMEKOT BaXKHOE 3HAYEHUWE AMA NPOBEAEHMS aHanM3a co CTOPOHbI
PYKOBOACTBA W NOCNeayoLLMX ayauToB. YCTAHOBMNEHHOE B NepeynucneHun c) TpeboBaHne NoOMOraeT yTOYHWUTL, YTO BXOOUT
B 06nacTb aHanuaa v Ucnonb3yeTca Ans Bepudmnkalmnm 3aBepLUeHHOCTH.

A.2.5.2 pedycmompeHHoe npuMeHeHue U1 060CHO8AaHHO NMPO2HO3UPYeMOe HernpasunsHoe npuMeHeHue

lMpedycmompeHHoe npumMeHeHue MeduyUuHCKO20 U30enus SIBNSETCA 3Ha4YMMbIM acrekToM U OTNpaBHOW TOYKON aHa-
nusa pucka. Ecru yenecoobpasHo, 8 He2o crielyeT BKIMo4aTb ANIEMEHTLI, NEPEYUCTIEHHBIE B MPUMeYaHuK K 3.6. M3zomo-
eumerTio CReayeT Takke yYUTbIBaTb MPeayCcMOTPEHHOro(biX) Nonek3oeaTtens(ein) MeduyuHcKo20 u3denus, HanpuMmep: byoet
nu meduyuHckoe uzdenue NPUMeHsTb HenpodeccMoHanbHbIA NoNb30BaTenb N 0ByYeHHbIA MeOUUMHCKUA paboTHMK.
Mpw npoBegeHun aHanuaa HeobxoaNMO PacCMOTPETL CLEHAPWM UCTIONb30BAaHWUA MeOQUUUHCKUX U30eull B TEX CUTYaLunsX,
KOTOpbIE OTNIUYAKTCA OT NPeayCMOTPEHHLIX U320/MOsuUMmMerneM, a Takke OT NPeayCMOTPEHHbIX B MepMO CO30aHUsA NepBo-
Ha4yanbHOW KoHUenuuu MeduyuHckozo uddenusi. BaxHo, 4ToBbl uzzomosumerns NpeanpuUHAI MoMbITKY CNPOrHO3UpPoOBaTh
BO3HWKHOBEHWE oracHocmedli, CBA3aHHbIX C BO3MOXHBLIMW NMPUMEHEHUAMU MeQUUUHCKO20 u3denusi, a Takke ¢ ero 060cHo-
8aHHO MPO2HO3UPYEMbIM HENMPaaUITbHLIM MPUMEHEHUEM.

A.2.5.3 NoeHTudmkaumns xapakTepucTuK, CBA3aHHbIX ¢ 6e30nacHoCmelo

Ha atom atane u3zomoeumerns OOMKEH BHUMATENBHO PACCMOTPETL BCE XapaKTEPUCTUKN, KOTOPbIE MOTYT NMOBMUATL
Ha be3onacHocmb MEOUYUHCKO20 U30enus v MOryT OblTb KAYECTBEHHBIMU UMW KONMWYECTBEHHBIMU, @ TaKke MOryT ObiTb
CBSI3aHbl C MPUHLMNOM OENCTBUS MEeOUUUHCKO20 u30enusi, ero npedycMOmpeHHbIM NpUMeHeHUeM wwunm o60CHO8aHHO
MPO2HO3UPYEMbIM HENPABUNLHLIM NpUMeHeHueM. Takue xapakTepuCTUKM MOTYT OTHOCUTLCH K (DyHKUMOHATBHEIM napa-
MEeTpaM UNM NPUHLWNY AEWCTBUA MeQUUUHCKO20 U30esIus, N3MEPUTENBbHON YHKUMW UINM CTEPUINBHOCTU MeQUUUHCKO20
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u3denus, K Matepuanam, NpUMeHAEMbIM ANs NPOU3BOACTBA AEeTanei, KOHTAaKTUPYHOLWMX C NALWEHTOM, K UCMONb30BaHWID
W3MYYEHUs B ANArHOCTUYECKUX UK TePaneBTUHECKMX Lenax 1 T. 4. [py BO3MOXHOCTU, HEOBXOAUMO YYUTLIBATL Npeaernbl
YCTAHOBMEHHbIX XapaKTEPUCTUK, MOCKOMbKY WX MPEBLILIEHWE MOXET NOBNUATE HA (DYHKLUMOHUpOBaHWe w/unu 6e3zonac-
HOCMb MeQUYUHCKO20 u3derus.

A.2.5.4 MgeHTudbukauumsa onacHocmel U onacHbIx cumyauud

O7oT atan TpebyeT OT u3zomosumens CUCTEMATUYECKON nAeHTUUKALUM NpearnonaraeMbelx ornacHocmel Kak B
WCMpaBHOM, Tak U B HEWUCMPaBHOM cocToaHuu. aeHtTudukaums gomkHa GblTe OCHOBaHa Ha npedycMompeHHoM rpu-
MeHeHUU N 060CHOBaHHO MPO2HO3UPYEMOM HErpasumbHOM MPUMEHEHUU, YKa3aHHbIX B 5.2, a Takke Ha XapaKTepucTUKax,
CBfi3aHHbIX C 6e30MacHOCMbI0, YKa3aHHbIX B 5.3.

Puck MOXHO OLEHWUTb 1 YNpaenAaTe UM TOMbKO nocne uaeHTudmkaumn onacHol cumyayuu. JokyMmeHTupoBaHue
060CHOBAHHO NPOrHO3UPYEMbIX NOCNEef0BaTENLHOCTEN COBLITUIA, KOTOPLIE MOTYT NEPEBECTU 0MacHOCML B ONACHYIO CU-
myauuro, NO3BONAET AenaTtbh 3TO CUCTEMATMYEcKW. [INs okasaHua MOMOLLM U320MOoeumensaM B uaeHTUdUKaumMm onac-
Hocmeul W onacHbix cumyayud, NpUBoguTcs npunoxeHue C, B KOTOPOM NEpPEYUCTIEHbl TUMMYHLIE NPUMEPLI 0TacHOCIU 1
nokasaHbl B3aMMOCBA3N MEXIY 0MacHOCMsSiMU, NMPOrHO3UPYEMbIMU NOCNEA0BATENEHOCTAMU COBLITUIA, OrnacHsbIMU cumya-
YUAMU N CBA3AHHBLIM C HUMW BO3MOXHbIM 8pe00M.

A.2.5.5 OnpedeneHue pucka

3Tan aHanu3a puckoe ABMSAETCA 3aKMYMUTENbHBIM 3TanoM. [MaBHas TPYAHOCTL MpKY 3TOM 3aKMOYaETCA B TOM, YTO
onpedefneHue pucka VHAUBUAYanbHO ANsS KaXOoW paccMaTpuBaeMol ornacHolU cumyayuu, a Takke AN Kaxpnoro medu-
YUHCKO20 u30esus, No3ToOMY B NMYHKTE NpuBedeHa 06o6LeHHas nHdopmaums. MNockonsKy 0macHoCme MOXET BO3HUKHYTb
Kak Nnpy HopMansHOM OYHKLWMOHUMPOBaHUM MeQUUUHCKO20 U30erus, Tak U NpU ero HeMCNPaBHOCTK, CneayeT BHUMAaTENbLHO
n3y4nTb 06e cutyaumn. Ha npaktuke oba KOMMOHEHTa pucka (BEpOSITHOCTL BO3HWKHOBEHUSI U msixecms gpeda) cnenyet
aHanvManpoBaTh No OTAensLHOCTU. Ecnu uzzomosumerts UCMONL3YET CUCTEMATUYECKUIA CNOCO6 KaTeropyvpoBaHus YpoBHEN
msixecmu U BepoATHOCTU BO3HUKHOBEHUS gpeda, TO CXema KaTeropusaummn omkHa BbiTb YCTaHOBNEHa U 3aperucTpu-
poBaHa B ¢halsie MeHedXMeHma pucka. 3TO NO3BONAET U320MOBUIMENO Ha CUCTEMHOW OCHOBE paccMaTpuBaTh KBUBA-
NEHTHBIE PUCKU W CNYXWUT CBUAETENLCTBOM BbINOMHEHWS U320mosumenem 3TON 3aaaqu.

HekoTopble onacHsle cumyayuu BO3HUKAKT M3-3a CUCTEMaTMYECKUX OTKA30B UK NOCNEeA0BaTENBHOCTM CODLITUIA.
EOMHOro MHEHMA KacaTenbHO TOr0, KaK paccynTaTb BEPOATHOCTb CUCTEMATUYECKOTO OTKa3a, He CylLecTByeT. B cutyauun,
KOrga HEBO3MOXHO OMpeaenuTh BEPOSTHOCTL BO3HWKHOBEHWS 8peda, BO3MOXHBIE 0acHOCMU BCE paBHO Heobxoaumo
NMPVUHUMATL BO BHUMaHWE, 8 COCTABINEHUE OTAENMBHOTO NEPEYHS CBA3AHHBLIX C HUMKU OMACHbIX CUTYaLUiA MO3BONUT U320MO-
8UMEIH0 CKOHLEHTPUPOBATLCA HA YMEHBLUEHUN PUCKO8, CBA3AHHbBIX C 3TUMW OM1aCcHLIMU CUTYaLUsiMK.

Kak npaBuno, ooctaTtodHbIE KONMMYECTBEHHLIE OAHHbIE HE BCerga OOCTYMHbI, 0CODEHHO Mpu pa3paboTke HOBOro
MeOuUUHCKO20 U30enus UNn B OTHOLLEHWW puckoe knbepbeazonacHocTu. MoaToMy npeanoxeHwe o TOM, 4TO onpedeneHue
pucka cnegyeT NpoBOAWTL TOMBKO KONMYECTBEHHBLIM CMOCODOM, OTKITOHEHO.

A.2.6 OyeHueaHue pucka

B OTHOWEHUM OONYCTUMOCTU pucka HEODXOOWMO MPUHUMATL KOHKPETHBIE pelueHws. M3zomosumenu MoryT uc-
MonbL30BaTh YXKE ONpeaeneHHbIE PUCKU U OLeHWBaTh MX C MPUMEHEHVEM KPUTEPWER OOMYCTUMOCTU pUCKa, YCTaHOBMEH-
HbIX B MriaHe MeHedXMeHma pucka, a TalkkKe UCCNEeOoBaTh PUCKU C LENbI YCTAHOBIEHUSA TOMO, KAKMMM M3 HUX HYXKHO
ynpaensaTb. Pa3gen 6 cogepkut TOYHYH (hOPMYMMPOBKY, MO3BOMAOLLYH0 MOMb30BaTEN HACTOALLENO CTaHdapTa He 3a-
HUMAaTLCH HEHYXHOW paboTon.

A.2.7 ¥YnpaeneHue puckom

A.2.7.1 AHann3 BO3MOXHOCTEW yripasieHus pUCKoM

CyLuecTByeT HECKOMNMbKO CMocobOB YMEHbLUEHWUA pucka. B HacToslemM cTaHoapTe NepeyncrnieHsl TpM MeEXaHn3Mma,
koTopble 3aMmMmcTBoBaHbl M3 ISO/IEC 63:2019 u siBnsaTCA CTaHOAPTHBIMW MEpPaMM Mo YMEHBLUEHUIO pucka. YKasdaHHbIN
NOPSAOK NPUOPUTETOB OYEHb BaXKeH. DTOT MPUMHLMN PAacCMOTPEH B HECKOMbKMX OoKyMeHTax, ekntovasa IEC/TR 60513, B
TOM YWCME B HALMOHAmbLHBIX UMM PErMoHarbHbIX CUCTEMAaX perynupoBaHus. Mo cBoel cyTh Ge3onacHble KOHCTPYKUMM K
TEXHOMNOrMN NPOW3BOACTBA ABMNSIOTCA NEPBOHAYanbHLIM W Hanbonee NpeanoYTUTENbHBIM BAPUAHTOM MpY aHanuse BO3-
MOHOCTEN yrpasneHuUsi pUCKOM, NMOCKOMbKY OCHOBaHHbLIE HAa XapaKTepUCTUKax MeOQuUYUHCKO20 u30erusi KOHCTPYKTUBHLIE
pEeLLEHUsi, BEPOATHEE BCETO, COXPaHSAT CBOK PE3yNbTaTUBHOCTL, B TO BPEMS KaK Jae OeTanbHO NPoAyMaHHbIE 3aLUTHbIE
MepbI MOTYT He cpaboTaTh, a MHhopmauma o 6e3onacHocMu MOXKET ObITb He ydTeHa. Ecnm aTo npakTu4ecKky ocyLLecTBu-
MO, MeduuyuHcKoe u3denue OOMKHO BbiTb CMPOEKTUPOBAHO U U3rOTOBMEHO TakuM obpa3soM, 4Tobel oHo Bbino BesonacHbiM
u3HayaneHo. MNpu oTcyTCTBUM NOLOGHON BO3MOXHOCTY CredyeT NpeayCcMOTPETh 3aLUUTHLIE MEpDI, TaKUe Kak OrpaxaeHus
WNW curHanuzauus. TpeTuid BapuaHT 3aknyaeTcs B NpeaocTaBneHun MHhopmauumn ona obecnedeHuns 6esonacHocmu,
HanpyMep NUCbMEHHOE MpedynpexaeHue unu npotueonokasaHue. ObyyeHve nonb3oBatenel MOXeT ObiTb CYLLECTBEH-
HbIM acnekToM npefocTaBsneHus MHdopmauun ansa obecnedeHuss 6esonacHocmu. M3azomogumens MOXET pacCMOTPETh
BO3MOXHOCTb NpOBeAeHUs 0bs3aTensHoro obyyeHns Ans npegrnonaraemelx nonb3oBaTenei.

BO3HWKHOBEHUID PUCKOB, HAMPUMED: CBA3aHHLIX C 3arps3HEHMEM MOCTYMalLnX KOMMNOHEHTOB, a TAKKe C ocTar-
KaMu UCMonb3yemblX B poyecce NpoM3BoaCTBa ONACHBIX BELLECTB UMW CMELLUMBaHWUSA AeTaneil, MoxeT cnocobCcTBoOBaTh
NPOW3BOACTBEHHbLIN MPOUECC. ATUMK PUCKaMU MOXHO YNpaenaTh, pazpabaTbiBad NpOM3BOACTBEHHbLIN MPOUECC Takum 00-
pa3om, 4Tobbl OH 6bIN M3Ha4YansHoO GezonacHbIM (HanpuMep, YCTPaHEHUE ONAacHbIX BELLECTB UMW UCMONb30BaHWeE OTAemNb-
HbIX MPOW3BOACTBEHHbBIX NMUHWIA), UMK NPUMEHAS 3aLLMTHLIE MEPbI (HAanpUMep, aTankl BU3yanbHOro KOHTPONS B rpouecce
Npou3BOACTBA).
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OBLwenpu3HaHHO, YTO OQHMM U3 pe3ynbTaToB aHann3a BO3MOXHOCTEN yripae/ieHus PUCKOM MOXET BblTb OTCYTCTBUE
npakTUYeCcKW OcyLLeCTBMUMOro cnocoba yMmeHbLIeHNs pucka 40 A0MYCTUMOro YPOBHS COMMacHo NpeaBapuTeneHO YCTaHOoB-
NEHHBIM KPUTEPUAM OOMNYCTUMOCTU pucka. Hanpumep, MOXeT BbiTe HEOCYLLECTBUMBIM NPOEKTUPOBAaHWE MEOULUUHCKO20
u3fenus AN NogAepXaHus XM3HU ¢ JOMYCTUMBIM OCMAamoYHbIM puckoM. B aTom crnyyae MOXeT BbiTe MpoBedeH aHanus
COOTHOLUEHWUSA PUCK/M0/b3a, Kak onucaHo B 7.4, ANs onpedeneHns Toro, NMpeBbIWaeT fu fosib3a MeduyuHCcKo20 uzdenus
Ans nauneHTa ocmamoyHsil puck. Takan BO3MOXHOCTb ONWcaHa B COOTBETCTBYHOLLEM NOAPa3Aene HAacTOALEro cTaHaap-
Ta W CRYXXWUT NOATBEPKAEHMEM TOTO, YTO CHavana 6binn NpeanpyHATEI BCE YCUNWUA ONS YMEHbLUEHUS PUCKOB A0 NpeaBa-
pWTENbHO YCTaHOBMNEHHBIX AOMYCTUMbIX YPOBHEN.

A.2.7.2 BbinonHeHne Mep No yrpaeneHuro pUCKoOM

YcraHoBneHo TpeboBaHue No NPOBEAEHUIO ABYX pasnuyHbix gepuchuxkayul. Nepsana sepugukauus Tpebyetcs ans
Toro, 4To6bl yBeanThCcA B TOM, YTO Mepa Mo yrpasneHuro pUCKOM peanu3oBaHa B OKOHYaTENBHOM NPoekTe MedUUUHCKO20
u3fenus wnu B poyecce fpoussodcmea. Bropas eepughuxkayus Heobxoguma Ans NOATBEPXAEHUS TOro, YTO peanvaye-
Masi Mepa no ynpaeneHuto puckom (Bknoyas nHdopmauuio no 6ezonacHocmu) hakTMHECKM CHUKAET puck. B HEKOTOpPbIX
crnyyasix Ans Bepuukaumn pesynsTaTMBHOCTU MEpkI N0 yrIpasneHuto PUCKOM MOXET BblTb NpoBEAEHO BanvaaulMoHHoe
uccrnegoBaHue.

MonyyeHwe pgocTtaTodHOro o6bema AaHHbIX M MHhopMaLumK Ans AOCTOBEPHOro orpedenieHus pucka MOXeT ObiThb 3a-
TPYAHEHO U B pesynkTaTe NpUBECTU K HEAOCTOBEPHOCTU MPY OLEHUBAHWUKM OCMamo4YHo20 pucka. [Noatomy uzzomosumeno
MOXET BbITe KOMOPTHEE COCPEAOTONUTE YCUNUA Ha 8epUGbUKayUU PE3YNETATUBHOCTU MEP MO YMPasIeHUI0 PUCKOM C LENbI0
npoeedeHusi bornee [OCTOBEPHOMO OLEHVBAHWA OCMAamoYHO20 pUCKa. YPOBeHb NpunaraeMblX YCUUA criedyeT CoM3mMepaThb
C YpOBHEM pucka. [Ina NnpoBepKM pesynsTaTMBHOCTU Mep NO yrpasieHuro PUCKOM MOXET NnoTpeboBaTbca TeCTUpOBaHWe Npu
y4acTuy nonb3oBaTenei, Hanpumep: Npy TECTMPOBAHUK 3KCMNyaTaunoHHOW npurogHoctu (cm. [EC 62366-1), knuHudeckux
uccnegoBaHuax meduyuHckux usdenud (cm. 1ISO 14155) unu knnHuKo-nabopaTopHbBIX UCCNEeOoBaHUAX Pe3ynsTaTUBHO-
CTW MedQuUUuHcKuUx u3denull dnsa duazHocmuku in vitro (cm. ISO 20916). TecTupoBaHue aKcnnyaTauMoHHOW NPUrogHOCTH
MOXET BepUdUUMPOBaTE pe3ynsTaTMBHOCTE cobpaHHoi MHdopmauum no 6e3onacHocmu, a UCMbITaHUA B COOTBETCTBUM
CO CTaHOapTOM Ha METOLbl UCMbITaHUA — Pe3ynbTaTMBHOCTE paspaboTaHHbIX Mep 10 yrApasneHur PUCKOM, CBA3AHHbIX,
Hanpumep, ¢ MexaHW4eCKoW NPOYHOCTLHD.

A.2.7.3 OueHnBaHWe ocmamoYyHo20 pucka

Takas npoBepka YCTAaHOBMEHA C LUENbK YCTAHOBMNEHWS TOMO, YTO BBIMOMHEHHLIE MEPBI MO YIPaBIEHUID PUCKOM
caoenanu puck fonyctuMbeiM. Ecnun puck npeBbilLaeT KpUTEPUM AONYCTUMOCTH, YCTAHOBMNEHHKBIE B NMNaHe MeHedxMeHma
pucka, u32omogumernto NpeanucaHo paccMOTPeTb AOMNOMHUTENBHbIE Mepbl MO YrIpasneHuro pUuckoM. 3Ta uTepaTuBHas
npouedypa OOMmKHa NPOAOIKaTLCA A0 TeX Nop, Noka AanbHelllee ynpasieHue pUuCKOM He CTaHeT NpakTUYecKW HeBos3-
MOXHbBIM M OCMAamoYHbIl PUCK HE NPEBBLICUT KPUTEPMU AOMYCTUMOCTW COMMACcHO NnaHy MeHedMeHma pucka.

A.2.7.4 AHann3 COOTHOLLEHWA pUCK/ToMb3a

MoryT BO3HUKHYTb 0coBble oracHble cumyayuu, B KOTOPbIX PUCK MPEBLILAET YCTAHOBMNEHHbLIE U320Moeumenem
KPUTEPUM AONYCTUMOCTH pucka. [TpUMeHas NonoXeHWA HAacTOALWEro NyHKTa, U320mosumens MOXET BbiNyCTUTb B 06pa-
WweHue meduyuHckoe u3denue BbICOKOrO pUCKa, B OTHOLLEHWW KOTOPOFO OH BIMOMHWA TLATENBHOE OLEHUBAHWUE, U MOXET
nokasaTb, 4TO MoMb3a 0T MedUULUHCKo20 u3desius npeBbilaeT puck. OQHaKO 3TOT MYHKT He MOXET ObITb MCNONBb30BaH AN
COMOCTaBNEHUS OCMAaMOYHbIX PUCKO8 C 3KOHOMUYECKUMUW MPenMyLLecTBaMK M KOMMEPYeCKUMU NpenMyLlecTeamm (Ha-
npumMep, ANs NPUHATUS KOMMEPYECKWUX PELLEHWIA).

A.2.7.5 Pucku, BO3HUKaKOLWWE BCreACTBUE BLINOMHEHUA MEP NO yrpasneHuto PUCKOM

B gaHHOM nyHKTe ykasaHo, YTO Mepbl MO yrpasneHuro PUCKOM camu no cebe unu B coveTaHun MOryT NMpUBECTH K
BO3HWKHOBEHWUIO HOBOW, 8 BO3MOXHO, MU COBEPLUEHHO WHOW OacHoCMmU, a Takke To, YTO Mepbl MO YIpasneHuro PUCKOM,
NPUHATLIE ANSA YMEHbLIEHWS OAHOTO pucka, MOryT NPUBECTH K NMOBBLILUEHWIO APYTOro pucka.

A.2.7.6 lMonHoTa yrnpasneHus puckom

Ha panHoMm aTtane cnefyeT NpoBECTU OLEHWBaHWE PUCKO8 OT BCEX OnacHsiX cumyayul. Takas npoBepka ycTaHoB-
neHa ¢ uenbio obecnevyeHns Toro, YTo HY OdHa ornacHas cumyayus He ocTanack 3a npeaenaMn NONHOCTLIO 3aBEPLLEHHOTO
aHanu3a pucka.

A.2.8 OueHuBaHWe COBOKYNMHOro 0ocmMamoyHo20 pucka

lNpwn ocyLiecTBNeHWM NpoLecca, YCTaHOBMNEHHOro B pasgenax 5—7, M3roToBUTeNV MOAeHTUULMPYIOT OfiacHOCMU 1
onacHele cumyayuu, OUEHVBAKT PUCKU U NOOYEPEOHO BHEAPSAOT MEPLI NO YrpasneHuo pUCKOM B NPOEKTbI CBOMX Medu-
yuHckux uzdenud. Ha gaHHOM aTane u32omosumens AOMKEH CAENaTh War Hasag, PacCMOTPETb COBOKYMHOE BUSHWE BCEX
WHAWBKMAYaANbHBIX OCMAamOoYHbIX PUCKO8 U MPUHATE PeLLleHne 0 Lienecoobpa3HocT NPoAomKeHus paboTel C MEQUUUHCKUM
uzdenuemM. BronHe BO3MOXHO, YTO COBOKYMHBIA OCMamoYHbIl pucK NPEBbILLAET YCTAHOBMNEHHLIE U320MosuMmenemM KpuTe-
pWM AONYCTUMOCTU pUCKa, AaXe eCni OTAENbHBIE OCMAMOYHbIE PUCKU HE NMPEBLILLAIOT 3TU KpUTEPUK, YTO Haubonee akTy-
anbHO AN CNOXKHBIX CUCTEM W MeduUUHCKUX U3denul ¢ GonbLWMM KONMUMYECTBOM puckos. MeToa oLeHMBaHWA COBOKYMHOrO
0CMamoYyHOZ20 pucka, YyCTaHOBMNEHHLIW B NnaHe MeHedxMeHma pucka, BkniovaeT B cebs cbanaHcupoBaHne COBOKYMHOrO
0CMamoYHO20 puckKa ¢ NMonb30l OT NPUMEHEHWSA MedUUUHCKo20 u3denus. To Haunbonee BaXHO NPW YCTAHOBMEHWUM TOTO,
cregyeT Ny BbiNyckaTb B obpalyeHue MeduyuHeckoe usderue ¢ BbICOKUM PUCKOM, HO U C BOMbLUOW NOMb30W.

M3zomosumens HECET OTBETCTBEHHOCTL 3a NPEAOCTaBNEHWE MONb30BATENSM COOTBETCTBYIOLEN MHbopMauum o
3HAYUTENBHBIX OCMAaMOoYHbIX puckax, Ana Toro 4Tobbl OHW MOMMKM NPUHUMAaTE OGOCHOBAHHBLIE PELUEHWS O MPUMEHEHUN
MeduyuHckoz0 u3denus. Takum obpasom, us2omosumensmM NPeannucaHo BKNOYaTb COOTBETCTBYIOLLYIO WHAOopMauuio 0b
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0CMamoyHbIX puckax B conpoeodumernsHyo dokymeHmayuro. OOQHaKO peLleHMe O TOM, Kakas OormkHa ObiTb NpegocTae-
neHa uHdopmMauus U B Kakom obbemMe, MPUHUMAET U320moeumers. IT0 TpeboBaHNe COOTBETCTBYET NOAX0AY, MPUHATOMY
BO MHOMMX CTpaHax U pernoHax.

A.2.9 AHanu3 MmeHegXXMeHTa puckKa

AHanus meHedxmMeHma pucka SBMAETCA ONPefenAoLMM 3Tanom nepes BbIMYCKOM MeduyuHcko20 u3dernus B 0b-
palleHue, B XOAe KOTOPOro aHanu3npyrT OKOHYaTENbHLIE Pe3ynkLTathl npoyecca MeHedXXMeHmMa pucka, Nony4yeHHbIe B
UTOre BhINONMHEHUS NnaHa MeHedxmeHma pucka. OTYET NO MeHeOXXMeHmMy pucKa COOEPXUT pe3ynbTaThl 3TOr0 aHanuaa,
Oyoyuwn BaxKHOW YacTbio ghautna MeHedxmeHma pucka. OTYET ABMAETCA JOKYMEHTOM BLICLLETO YPOBHS M CIYKUT CBUAE-
TEeNbCTBOM TOTO, YTO U320mosumeris 0becnevnn yaoBNeTBOPUTENBHOE BLINOMHEHWE NaHa MeHedXMeHma pucka, a ero
pe3ynkTaTthl NOATBEPXKOAKT AOCTUMKEHME TpebyeMon Lenu. B TeueHue XU3HeHHO20 yuxkna mMeQuUUHCKO20 u3lenus, B
npouecce OeSTENBHOCTM HA CTaaMM NPOU3BOACTBA U TOCMIAPouU3800CcMEeeHHOU AEATENBHOCTW, MOryT noTpeboBaTecs no-
CrnenyrLLnii aHan13 BbINOMHEHWA NaHa MeHedXMeHma pucka v obHOBMeHWe oT4eTa N0 MeHeOXMeHmMy pucka.

A.2.10 fleaTenbHOCTbL Ha CTaguK NPOM3BOACTEA U MOCMIPou3godcmeeHHasi AeATeNbHOCTb

HeBO3MOXKHO NEPEOLIEHNTL BaXKHOCTL YACTOrO YNOMMHAHWA TOr0, YTO MeHedXMEHM pucKa He NpekpallaeTcs ¢ 3a-
NycKOM MeQUUUHCKO20 u30erus B NPOU3BOACTBO. MeHedxMeHmM pucka, Kak NpaBuIio, HAYMHAETCH C 3apOXAEHUA uOen
MeQuUUUHCKO20 U30enus, Npexae YeM NosBUTbLCA ero huanyeckoe BonnoweHwe. M3zomosumenu cobupatoT uHgopma-
UMI0 M3 MHOTUX UCTOYHUKOB, BKIOYasA OnbIT paboTel ¢ aHanormyHeIMU MeduyuHcKuMU u3denusmu v TexHonoruamu. Onpe-
deneHue pucka YTOMHSETCA Ha MPOTHXEHWU BCErO Mpouecca NpoEKTUPOBaHUSA, U €r0 KOHEYHOE 3HAYeHVE MOXKET cTaTb
©Oonee B3BeLUEHHLIM MpU co30aHWKn (DyHKLMOHMpYoLWero npototuna. OgHako HUKaKoW 06bEM MOAENUPOBAHUA HE MOXET
3aMEHUTL peanbHoe MeduyuUHCKoe u3denue B pykax nonb3oBaTenei.

Mcxoas ma atoro uszomosumenio Heobxogumo npoeoauTe cbop M aHanua NpPoV3BOACTBEHHON W TOCMITPOU3800-
cmeeHHoU HopMaLMK, a TakKe OLEHVWBaTh ee peneBaHTHOCTb AnsA obecneveHuns GesonacHocTu. 3Ta nHdopmMaums
MOET MMETb OTHOLUEHMWE K HOBLIM OMacHOCMAM VI OracHbIiM cumyauyusam Unnm MoxXeT BNUATbL Ha ONpeneneHne pucka
unv BanaHc Mexay Mofb30l U COBOKYMHBIM OCMAamoyHbIM pUCKOM. W TO, W Opyroe MOXET MOBMUATL HA PELUEHUS U3-
2omoegumens B obnactu MeHegXKMeHTa pucka. M3zomosumesbs OOMKEH TAKKE YYUTHIBATbL acnekTbl 0BLenpu3HaHHOMo
Cc0o8PeMeHH020 COCMOSHUS HayKu U MexHUKU, B TOM YMCIe HOBLIE UMK NEPECMOTPEHHbIE CTaHAapThl. Ecnm ycTtaHoBNEHO,
YTO MHCpOpPMAaLIMA UMEET OTHOLLEHWE K Be30macHOCMU, TO NPOYecc MeHedxMeHma pucka TpebyeT, 4Tobbl OHa paccma-
TpYBanack B Ka4eCTBE BXOAHbIX OAHHbIX ANA MOAMMKALMW MeOQUUUHCKO20 u30enus, a Takke BXOAHbIX OaHHbIX Ans
ynyyLweHusa camoro rnpoyecca. MNpu pesynstaTMBHOM OESTENBHOCTW HA CTaauW NPOU3BOACTBA U T0CMIIpoU3800cmeeHHOU
OEATENbHOCTU MPOUECC MeHedXMeHmMa pucka OEWCTBUTENBHO CTAHOBUTCA MTEPATMBHBLIM 3aMKHYTLIM Ipoyeccom, obe-
CMeYnBaloLLMM HEMPEPLIBHY 6630MacHOCMbe MeOQUUUHCKO20 U30enus.

C y4eTOM KOMMEHTAPMEB 1 3aMPOCOB O AOMOMHUTENBHBLIX PYKOBOOALWMX YKa3aHWsX, 8 Talkke M3MEHSIIOLLUXCS pe-
rynipyowmnx TpeboBaHWin, B 3TOM TpeTbeM M3gaHun Bonee nogpobHO M3noXeHbl TpeboBaHWA K NPOM3BOOCTBEHHOW W
nocmnpou3eodcmeeHHOU BUOaM AeATenbHOCTU. [JaHHbIA MYHKT pa3buT Ha noapasnensl, B KOTOPbIX NePEeYMCNEHbl A0Mon-
HWTEMbHBIE UCTOYHUKM MHGOPMaLWK, B TOM Yncne nHgopmaumsa 06 obLenpuaHaHHOM COBPEMEHHOM COCMOSIHUU HAaYKU U
MmexHUKU v oBpaTHOW CBA3M OT cucTeMbl cHabxeHus. K nocnegHnM 0THOCATCS NOCTABLUMKMA KOMMOHEHTOR UMW NOACUCTEM,
a TakKe CTOPOHHEro nporpammHoro obecneyeHus. bonee 4eTko obo3HaYeHa BO3MOXKHAA HEOOXOAUMOCTb NPUHATUA Mep
B OTHOLLEHWUM YKe HaxoOALwmxcs B obpalleHn MeduyuHcKux u3denud. YCnoBus, Npu KOTOpbIX HE0OX0AMMO pacCcMOTPETb
nocriegywLwne AeicTBISA, JONONHEHb! UBMEHEHUSIMU COBPEMEHHO20 COCMOSIHUS HayKU U MEXHUKU, KOTOpbIE MOTyT UMETb
OTHOLLEHWE K GE30MacHOCTU, TAKUMK KaK MOSIBMEHME HA PbIHKE ansTepHATUBHBIX MeduuuHckux uddenul nivnu MeTonoB
NeYeHns, a TakKe M3MEHEHWAMI B BOCMIPUATAM pucKa UNv JONYCTUMOCTUW pucka.
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MpunoxeHve B
(cnpaBo4Hoe)

Mpouecc MeHemXMeHTa pUCcKa ANA MeOULMHCKUX M3genuu

B.1 CooTBeTcTBUE MeXxay BTOpPbIM U TPETbUM U3OaHUAMU

B HacTosiem cTaHdapTe M3MeHunacb HyMepauus pasgenos W nogpasgenoe. B tabnvue B.1 npvBoaMTca cooT-
BETCTBME MeXAy paszgenamun n nogpasgenamu sroporo naganusa ISO 14971:2007 n TpeTbero usgaHua 1SO 14971:2019.
3OTa Tabnuua npuaeaHa NoMoYb MNONbL30BATENAM HACTOSLLEro cTaHaapTa B Nepexofe OT BTOPOro M3OaHus K TPETLEMY W
obnerunte obHoBNeHue cebinok Ha ISO 14971 B opyrux OOKyMEHTaXx.

Tabnwuya B.1— CoorBercTBue mexay anementamu ISO 14971:2007 v ISO 14971:2019

1ISO 14971:2007 1ISO 14971:2019
Beenexue Mpegucnoesue
1 OBbnacTte NpUMEHEHUA 1 OBnacTtb npuMeHeHWa
(HoBbIW pasgen) 2 HopmaTtuBHbBIE CChINKKU
2 TepMUHbI U onpegeneHna 3 TepmuHbl 1 onpegeneHus
2.1 aKkcrninyamauyuoHHbIU QoKyMeHm 3.1 conposodumerisHas oOKyMeHmauus
(HoBblin TEPMIH) 3.2 nonb3a
2.2 Bpepn 3.3 gped
2.3 onacHocTb 3.4 onacHocmeb
2.4 onacHas cutyauusa 3.5 onacHas cumyauyus
2.5 npegycMOTpeHHOe MpUMeHeHWe, npedycMoTpeHHoe | 3.6 npedycMompeHHoe rnpumMeHeHue, npedycMompeHHoe
HasHa4yeHue HasHayeHue
2.6 MeguuWHCKoe nagenue ana guarHoctukm in vitro (IVD) | 3.7 meduyuHckoe usdenue 0ns duasHOCMUKU in vitro
2.7 YXU3HEHHBIA LMKN 3.8 )KU3HEeHHbIU YUK
2.8 naroToBUTEnNDb 3.9 uzzomosumerns
2.9 MeguumHCKoe usgenve 3.10 meduyuHckoe uzdenue
2.10 00beKTMBHOE CBMOETENLCTBO 3.11 o6bexkmueHoe ceudemenbcmaeo
2.11 nocTnpou3BoACTBO 3.12 nocmnpou3sodcmeo
2.12 npouenypa 3.13 npouedypa
2.13 npouecc 3.14 npouecc
(HoBblin TEPMIH) 3.15 obocHOBaHHO MPO2HO3UPYEMOEe HerpasunnsHoe rpu-
MeHeHue
2.14 3anucb 3.16 3anuck
2.15 ocTaToyHbIA pUCK 3.17 ocmamoyHbIl puck
2.16 puck 3.18 puck
2.17 aHanua pucka 3.19 aHanus pucka
2.18 oueHka pucka 3.20 oueHka pucka
2.19 ynpaBneHue puckom 3.21 ynpaesieHUe pucKkom
2.20 onpegeneHue pycka 3.22 onpedeneHue pucka
2.21 oueHvBaHWe pucka 3.23 oyeHusaHue pucka
2.22 MeHeKMEHT pucka 3.24 meHeOXMeHm pucka
2.23 chanin MeHegKMeHTa pucka 3.25 ¢palin meHedxMeHmMa pucka
2.24 H6e3onacHOCTb 3.26 6e3onacHocmb
2.25 TsKEeCTb 3.27 TsxecTb
(HoBbIin TEPMUH) 3.28 cospemMeHHOe COCMOSAHUE HayKu U MexHUKU
2.26 BbICLIEE PYKOBOACTBO 3.29 sbicuee pykogodcmeo
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1ISO 14971:2007

ISO 14971:2019

2.27 owmbka NnpUMeHeHns

3.30 owubka npumeHeHUs

2.28 Bepudumkaums

3.31 eepudhukayus

3 O6wume TpeboBaHUA K MEHEMKMEHTY pUCKa

4 Obwme TpeboBaHUA K CUCTEME MEHEDXMEHMa pucKa

3.1 MNMpouecc MeHeaXMeHTa pyucka

4.1 lMpouecc MeHedxMeHMa pucka

3.2 OTBETCTBEHHOCTL BHICLLENO PyKOBOACTBA

4.2 OTBETCTBEHHOCTE PYKOBOACTBA

3.3 Keanudmkaumsa nepcoHana

4.3 KoMneTeHTHOCTL nepcoHana

3.4 lnaH MeHegKMeHTa pUcKa

4.4 lNnaH meHedxmMeHma pucka

3.5 dann meHemKMeEHTa pucka

4.5 Qaiin meHedxMeHmMa pucka

4 Ananus pvcka

5 AHanus pucka

4.1 lNpouecc aHanusa pucka

5.1 lNpouecc aHanu3a pucka

4.2 MNpeoycMOTpeHHOe MpUMEeHeHWe W OmnpefeneHne Xa-
PaKTEPUCTHK, OTHOCSALLMXCS K 6e30MacHOCTM MeaWLUHCKO-
ro U3genus

5.2 NpedycmompeHHoe npumeHeHue u 060CHO8aHHO Mpo-
2HO3UpyeMoe HerpasusibHOe NpuMeHeHue

5.3 OnpegeneHne XapakTepuUCTUK, CBA3aHHLIX ¢ 6e3omnac-
HOCMbIO

4.3 WpeHTudmkaymsa onacHoCcTen

5.4 WpenTtudpukauns onacHocmel n onacHbIX cumyayut

4.4 OnpepeneHve pucka(oB) ANS KaXOOW ONacHOW CUTY-
aumm

5.5 OnpedeneHue pucka

5 OueHnBaHKne pucka

6 OuyeHusaHuUe pucka

6 YnpaeneHne puckom

7 YnpasneHue puckom

6.1 YMeHbLUeHne pucka

(Mogpasgen yoaneH)

6.2 AHanv3 BO3MOXHOCTEW yNpaBneHnsi pUCKOM

7.1 AHanu3 BO3MOXHOCTEN yripaseneHusi pUCKOM

6.3 BbinonHeHne Mep no ynpaeneHuo pyckom

7.2 BeinonHeHwe Mep no yrnpaesneHuio puckom

6.4 OueHVBaHWe OCTaTOYHOIO pyUcka

7.3 OueHnBaHWe ocmamo4YHo20 pucka

6.5 AHanu3 COOTHOLLEHUA pUCK/Nonk3a

7.4 AHanM3 COOTHOLUEHWNA PUCK/MOoMb3a

6.6 Puckv, BO3HWMKAWLIME BCNEACTBUE BLINOMHEHWSA Mep
No yNpaBneHuo pUCKOM

7.5 Pucku, BO3HWKAIOLLWE BCINEACTBUE BLINOMHEHUS Mep
no yrpaeneHuro PUCKoM

6.7 MNMonHoTa ynpaeneHus pMckom

7.6 lNonHoTa ynpasneHus pUcCKoM

7 OueHuBaHWe [OOMYCTUMOCTU COBOKYMHOrO OCTATOYHOIO
pwcka

8 OHEHMBEHME COBOKYMNHOIo ocmaimo4YHoe0o pucka

8 OTyeT N0 MEHEAXKMEHTY pUCKa

9 AHanua MeHedxMeHma pucka

9 lMpou3BoACTBEHHAS W MOCTNPOU3BOACTBEHHAA WHAOp-
mauus

10 TNpouseogcTBeHHas W rocmipouseodcmeeHHas 0es-
menbHOCMb

10.1 O6wume ceBegeHus

10.2 Cb6op uHdopmaumm

10.3 AHanus uHdopmaumm

10.4 OencTteus

MpunoxeHne A O6ocHoBaHwe TpeboBaHWi

MpunoxeHne A OBocHoBaHWe TpeboBaHMi

Mpunoxenve B O63op npouecca MeHeaXMeHTa puUcka Me-
OVNLMHCKUX U3Aenuii

Mpunoxenue B MNpoyecc meHedxmeHma pucka ona medu-
YUHCKUX u3denul

Mpunoxenne C Bonpockl, HAa KoTopble Heobxoaumo oTee-
TUTb ONA onpefeneHna XxapakTepucTUK MeauLIMHCKUX W3-
[OEnuid, BIUALLMX Ha 6e30NacHOCTL ero NPUMEHEHNSA

Mepemellero B ISO/TR 24971

annO)KBHVIE D KOHLlerILI,VIVI pPUCKa, NnpUMEHUMbIE K MeOn-
LUWMHCKUM n3gennam

Mpunoxenve E lNpumepbl onacHOCTEW, NPOrHO3VPYEMbIX
nocrnenoBaTensHOCTEN coBBITUA 1 ONACHBIX CUTYaLUMIA

MpunoxeHne C OCHOBHbIE KOHLUENUUNU pUCKa
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OkoHnyaHue mabnuusi B.1

I1ISO 14971:2007 1ISO 14971:2019

[MpunoxeHune F NnaH MeHemKMeHTa pucka MepemelteHo B ISO/TR 24971

MpunoxeHne G NMHdopmaumna 0 MeTogax aHanuaa pucka —

MpunoxeHne H PykoBoaCcTBO MO MEHEOXMEHTY pUCKa Me- —
OULMHCKUX W3aenuid ans guarHocTukw in vitro

Mpunoxenue | PykoBogsawme ykazanua no npoueccy aHa- | (MpunoxeHve yganeHo)
n13a pycka B OTHOLLEHUK BUonorMyecknx onacHocTen

Mpunoxenue J Mndopmaunsa no 6ezonacHocty u octatod- | Mepemewero B ISO/TR 24971
HOMY PUCKY

Bbubnuorpadwmsa bubnuorpacus

B.2 O6G30p npouecca MeHeaXXMeHTa pyUcKa

Ha pucyHke B.1 npounnioctpupoBaHo obllee NpeacTaBneHne o npouecce MeHedxMerma pucka. Kak nokasaHo Ha
pucyHKe B.1, aTOT npoyecc AoMKeH BbiTe UTEPATUBHLIM, OXBaTLIBAKOLMM KaXKablA PUCK MOOYEPEHO, M BO3BPALLATLCA K
npeabiayLMm aTanam, ecriv Mepsl Mo yrpasneHUio PUCKOM NPUBOLAAT K BO3HMKHOBEHWIO HOBbIX OrTacHOCME UMy OMacHbIX
cumyayud Wi B Cry4yae rnosBneHns HOBOW MHAopMaLmu.
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llnad meHedxmeHma pucka (4.4)

OueHueaHue COBOKYMHO20

MeHed)KMeHmMa pucKka OCMAamo4YHoO20 pucka
“

AHanus

OyeHueaHue pucka
A

YnpaeneHue puckom

AHanus pucka
AL

A

A

A

YctaHoBUTe npedycMompeHHoOe NPpUMeHeHUe U 060CHO8aHHO

Npo2Ho3UpyeMoe HenpaeunbHoe npumererue (5.2)

WpoeHTudmumpyinTe XxapakTepucTUKM, CBA3aHHLIE C
6ezonacHocmseio (5.3)

!

WneHtuduumpyiite onacHocmu v onacHble cumyayuu (5.4)

]

Onpepenute pUcK(M) ANA KaXKOOW onacHol cumyayuu

(5.5)

TpebyeTtca nu Her

FOCT ISO 14971—2021

ynpasneHue puckom? (6)

WUaeHTudmunpyinTe Heo6Xxo0aMMbIE MepbIl NO YNpasneHuko
puckom (7.1)

Ocyuwectsumo
NU Ha NpaKTUKe ynpaeneHue
puckom? (7.1)

Bbinonuute u BepnduLMpynTe MOSHTU(MULMPOBaAHHEIE Mepbl
no ynpaeneHur puckom (7.2)

HOonycTum nu
ocmamoYyHbIll puck?
(7.3)

Monesa

nepeBelIMBaeT
puck? (7.4)

Her

BoaHukaloT nu
HOBbIE OMACHOCMU WKW ONAacHbIe
cumyayuu 1 Kak OHN 0KazbIBalOT BNUAHME
Ha CYLLeCTBYHOLME PUCKU?
(7.5)

Hzzomosumens MoXeT
paccmoTpeTk BONpPOC
0 MoauncuKaumm
MeduyuHckozo uszdenus
unu ero
npedycMompeHH020
npumeHeHus
(BepHyTbCA K 5.2).

B npoTuBHOM cnyvae
PUCK OCTaeTcs
HEeLoNyCTUMbIM

Het

UAECHTM(MUMPOBaHHbIe OMTacHbIe
umyayuu ﬁhl?n [))aCCMOTPEHI:I
7.6

WACHTU(PULMPOBAHHLIE OMACHbLIe Her

umyayuu 6bINKU paccMOTPEHbIZ
(7.6)

Oa

Bbinonuute u BepndULMpynTe MOSHTU(MDULMPOBaAHHEIE Mepbl

no ynpaseneHuro puckom (7.2)

H3z2omoeumesib MOXeT
paccMmoTpeTk BHeApeHue
AONOMHUTENLHLIX Mep
no ynpaBneHuIo puckoMm
(BepHyTbCA K 7.1)
unu mogudukauuo
MeduyuUHCKo20 usdenus,
Wnu ero
npedycMompeHHo20
npumMeHeHus
(BepHyTbCA K 5.2).

B npotMBHOM cny4ae
COBOKYTHbIW
ocmamoyHbil puck
cyuTaercs
HeAoNMyCTUMBbIM

PucyHok B.1 — OB30p oeATensHOCTU NO MeHEOXMeHmMYy pucka NPUMEHUTENBHO K MeQUUUHCKUM u3denusim
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|

IMnaxn MeHedxMeHma pucka (4.4)

26

MNpoussoacTBeHHas
¥ nocmnpouzgodcmeeHHas AEATENLHOCTL

A

C6op npou3BOACTBEHHOW U MocmnpoussodcmeeHHol
nHgpopmauum (10.2)

AHanus NpouzBOACTEBEHHOW U MocmpoussodcmeeHHoOl
uHdopmaumm (10.3)

Da AHN Het

nepeoLeHKa
pucka? (10.4)

PucyHok B.1 — Jluct 2
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MpunoxeHune C
(cnpaBo4Hoe)

OcCHOBHBIe KOHUenunun pucka

C.1 O0wme nonoxeHUnA

Hactoswmin ctaHgapT TpebyeT OT u32o0moeumeria COCTaBUTb MepeYeHb M3BECTHbIX M NPOrHO3UPYEMbIX Of1aCHO-
cmed, CBA3aHHbIX C MeOUUUHCKUM u3derueM, Kak B UICMPaBHOM, TaK M B HEUCMPaBHOM COCTOSIHUM, a TakkKe pacCMOTPETh
NPOrHO3MpyeMble NOCNefoBaTENBHOCTH COBLITUIA, KOTOPbIE MOTYT NPUBECTU K BO3HUKHOBEHWIO OMaCcHbIX cumyayuli v npu-
YuHeHuto gpeda. CornacHo 3TUM onpefeneHnsM OnacHOCTe HE MOXET MPUBECTU K NPUYUHEHWIO Bpeda A0 TeX nop, noka
nocrnegoeaTensHOCTL CODbITUI MnK Apyrue obcToAaTensCcTBa (BKMNOYas NpaBUMbHOE MNPUMEHEHWE) He MpUBEAYT K BO3-
HWKHOBEHWI OnacHol cuTyauun. Ha atom atane puck MOXHO OLEHUTL MOCPEACTBOM ONpedeneHuns Kak msxecmu, Tak 1
BEPOATHOCTW BO3HUKHOBEHUA 8peda, KOTOPbIA MOXET BbITe NpuunHeH (pucyHok C.1). BeposTHOCTE BO3HMKHOBEHMA 8peda
MOXET ObITb BLIPAMHEHA KAk COBOKYMHOCTL OTAENbHLIX BEPOATHOCTEN (P, P,) unu kaxk eanHas BepoaTHOCTb (P). Pasnoxke-
HWe Ha P, 1 P, He HOCUT oBsizaTernbHbIN XapakTep.

OnacHocTb

]!

BeposTHoCTb
BO3HWKHOBEHUSA NocnepoBa- ObcTosiTenscrea,
OnacHomn TenbHOCTb Brnvsalowmne
cutyaumn (P) cobbIThin Ha TsXecTb

: ¢

OnacHan cutyaums

|
BeposiTHOCTb

onacHoi cuTyaLum, O6cToATENLCTBRA,
npUBOASALLEN K BrMsioLne
Bpeny (PZ) Ha jeCTb
r____*____ B B 1
I BeposaTHOCTb |
I BO3HVIKHOBiHHH Bpena Bpen TskecTb Bpena |
| (P=P1 B) |

-

MpumevdaHuns

1 B 3aBUCUMOCTU OT CNOXHOCTWU MeOUUUHCKO20 u30enusi OracHOCMbs MOXKET MPUBECTU K HECKONMbKUM OracHbIM
cumyauyusiM, N Kaxaas onacHasi cumyauusi MOXeT NPUBECTU K HECKOINbKMM BUOaM epeda.

2 BeposATHOCTL BO3HUKHOBEHWS gpeda (P) MOXET COCTOATL U3 OTAEMNbHbIX 3HA4YeHUA Py 1 Py,

3 ToHkue cTpenku npeacTaensoT coboin aneMeHTbl aHanu3a pucka, TONCTeIE CTPENKM NOKa3blBakoT, KakuMm obpazom
0MacHoOCMb MOXET NMPUBECTU K MPUYMHEHWIO Bpeaa.

PucyHok C.1 — HarnagHelin npumMep B3aMMOCBA3N MEXIY OnacHOCMbI0, NOCNEeA0BaTENEHOCTEI0 COBLITUI, onacHoul
cumyauuet n gpedom (3anmcTBoBaHo n3 ISO/IEC 63:2019)

OTnpaBHOW TOYKON AN COCTABMNEHMWS 3TOr0 NepeyHs SBMAETCA NpoBedeHne aHanu3a onbita paboTbl ¢ TEMU Ke 1
nofoBHbIMU TUNaMn MeQUUUHCKUX u30es1ull, NPy OCYLLECTBIEHNMN KOTOPOro HEOBXOOMMO Y4UTbLIBATL COBCTBEHHbIN OMbIT
u32omoeumersi, a TaKkke B COOTBETCTBYIOLLMX CMYy4asaX ONbIT APYrUX u3gomosumenell, NnpeacTaBneHHelii B nyGnukaumnsx,
Hay4HoW nuTepaType, 6asax JaHHbIX 0 HEBNaronPUATHLIX COBLITUAX U OPYIMX OOCTYMHbIX UCTOMHUKAX. [JaHHbIN TUM aHa-
nn3a ocoBeHHOo noneseH AnA MOSHTUGMKALWMA U COCTaBMNeHWA CNWUCKa TUMWYHBIX ANd paccMaTpuBaeMoro MeduyUHCKO20
usdenusA onacHocmeu W OnacHsiX cumyayull, a Takke CBA3aHHOIMO C HUMW BO3MOXHOrO gpeda. [lanee gaHHblA CNMcoK 1
Takue BCMOMOraTenbHble cpeacTBa, Kak nepedncnexHole B Tabnuue C.1 npumMepsbl, MoryT 6biTb MCMONb30BaHbI AN CO-
CTaBMeHnd NnepBoHa4anbHOro NepeYHs ornacHocmed.
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[anee MOXHO pacCMOTpeTb MAEHTUMUKALMIO TEX NOCMNenoBaTeNbHOCTEN CODLITWIA, KOTOpLIE BMECTE C OflacHo-
CMAMU MOTYT MPUBECTU K BO3HMKHOBEHWIO OMacHbIX cumyayud v npuanHeHuto gpeda. MockonbKy MHOTME oracHocmu
MOTYT HUKOr4a He NMPUMBECTU K NPUYUHEHWIO gpeda U NO3TOMY MX MOXHO Jarnee He paccMaTpueaTth, TO MOMe3Ho NpoBo-
OWUTb aHanvW3 HadMHas C Bpeaa, KOTopbli MeduyuHCcKoe usdernue AeNCTBUTENBHO MOXET NPUYUHWTL, U Janee crnefoBaTb
B 0OpaTHOM HanpaBnNeHUN K OracHbLIM cumyaylsaM, ornacHOCMAM U MHULMMPYIOLWUM ux npuynHam. OgHaKko HECMOTPA Ha
NMone3HoCTb TAKOro MOaXoda criedyeT npuaHaTh, YTo NogobHbIM aHanua He sBnseTcs nonHoueHHsiM. MHorve nocneno-
BaTENbHOCTU COBBITUIA MOXKHO MAEHTMULMPOBATE TOMBLKO MPU CUCTEMATUYECKOM NMPUMEHEHUWN METOLAOB aHanu3a pucka
(Hanpumep, onucaHHbix B ISO/TR 24971). AHanu3 n naeHTUdUKauna B JanbHelwem eLle bonee yCnoXHAKTCA U3-3a He-
06xoQMMOCTK y4eTa MHOXeCTBa CODbITUIA M 0OCTOATENLCTB, HAaNPUMep NepedncrneHHsIx B Tabnuue C.2. Takum obpaszom,
NSl 3aBepLUEHWs MOMNHOLEHHOMO aHanuaa 4acTo Mcnonb3ytoT 6onee ogHOro MeToda aHanu3a pucka, a UHorga v gonon-
HUTENBHBLIE MeToAbl. B Tabnuue C.3 npvBeaeHbl NpUMepbl B3aMMOCBA3W MEXTY OrMacHOCMSMU, NOCNenoBaTeNnsHOCTAMN
COBbLITUIA, OonacHbIMU cumyauusmu n epedom.

XoTq ¢ uensio 0bneryeHns yrnpasneHus pUCKOM COCTaBNeHUE NepedHs ornacHocmed, onacHsIX cumyauyud v nocne-
[OBaTenbHOCTEN COOLITUIA [OMKHO ObiTh 3aBEPLUEHO HA PaHHWX CTaauax rMpoyecca NpoeKTUPOBaHWA U pa3paboTku, Ha
NpaKkTUKe MOeHTU(MKALMA N KOMMUNALWA ABNAKTCA NOCTOSHHON AeATENLHOCTLH, KOTOpas NPOOOIHKaeTCA Ha NPoTaAXe-
HWW BCETO XU3HEHHO20 YUKNa MeOuUUHCK020 U30esIus, BKIoYas nocmmpou3eodcmeo, BNOTh A0 YTUNU3aLUK.

B HacTosiLLEM NPUNOXEHUW NPUMBEAEH HEMOMHLIW NEpeYeHb BOZMOKHBIX OrracHocmel, KoTopble MoryT BbiTe CBA3a-
Hbl C pa3nNUYHbIMU MeduyuHcKUMU usdenusmu (cm. Tabnugy C.1), a Takke HENOMHbIV NepeyYeHs cobbITUA M 0BCTOATENLCTB
(cm. Tabnmuy C.2), KOTOpble MOTYT MPUBECTUM K BO3HUKHOBEHWIO OMACHbIX cumyayul W, KaK CNencTeve, K NpUYMHEHWIO
gpeda. B Tabnuue C.3 B noruyeckon nocrnegoBaTenbHOCTY NpuBeeHbl NPUMephbl TOro, Kakum 00pa3oM 0r1acHOCMb MOXET
nepewnTy B onacHyro cumyayuio 1, Kak cneacTeue, K NpuYuHEHnio epeda B peaynksTaTe nocrnefoBaTeribHOCT COOLITUIA Unn
0BCcTOATENBCTE.

MoHMMaHWe TOro, Kak oracHoCmu NEpPexondAT B ofacHble cumyauuu, UMEET pellalollee 3Ha4YeHne Onsa onpege-
NEHUs] BEPOATHOCTM BO3HWKHOBEHWS W MSKECMU BO3MOXHOMO gpeda. Llenbio atoro nmpouecca ABNSETCA COCTaBneHue
NMOMHOLIEHHOTO MEepeYHs onacHbix cumyayul. oeHtudukauma onacHocmel W NOCNefoBaTeNsHOCTM COOLITUIA CIYXUT
nnawgapMoM Ans OOCTWKEHUA 3ToW Lenun. [NepeyHu, npuBefeHHbIe B Tabnuuax AaHHOTrO NPUITOXEHUA, MOryT ObITb MC-
nonb30BaHbl AN COAeRCTBUA NMPU MAEHTUMUKALMK OfacHbIX cumyayud. YTo UMEHHO SIBNSIETCSH 0MacHOCMbI0, AOITKHO
BbITb YCTAHOBMEHO U320/MOBUMENEM B KOHTEKCTE KOHKPETHOIO MPOBOAMMOrO aHanuaa.

C.2 MNpumepbl onacHocTen

MepeyeHb, npuBeaeHHbI B Tabnuue C.1, moxeT BbITh MCNONL30BaH NpU MAeHTUUKaUNK onacHocmel, CBA3aHHbIX
C KOHKPETHbLIM MeQUUUHCKUM u3denuemM, KOTOpble B KOHEYHOM MTOre MOryT MPMBECTM K NPUYMHEHUIO gpeda.

Tabnuya C.1— lNpumepbl onacHocTen

OnacHocmu, CBA3aHHbIE C

Buonormnyeckue n xXumudeckue onacHocmu
hYHKLMOHANBHBIMU NapaMeTpamu

OHepreTuyeckne onacHocmu

MarHuTHble nons

Cratuyeckunin paspsag

HanpskeHve

MexaHuyveckasn JHeprmna

OEACTBYIOLLME HA PENPOAYKTMBHYHO
OYHKUMIO

Enkue, pasbegatoLume:

- KUCNOTHLIE

- LEenoYHble

= OKMncnurTenu

AKycTUyeckan aHeprus Buonoru4yeckue areHTbl HaHHble

- MHppasByK Baktepun - pocTyn

- 3BYKOBOE [aBrneHue MpuBku - Hanuuue

- yNbTPasBeyk Mapa3uTsbl - KOH(PUAEHUMANBHOCTE
MpWoHbI - nepegada

AneKTpo3Heprus TOKCUHBI - COXPaHHOCTb

OnekTpyyeckye nons Bupycel

Tok yTeuku: DocTtaBka

- yTeyKa Ha 3eMo XumMunyeckune areHThbl - KONU4eCTBO

- yTeyKka Ha Kopnyc KaHueporeHHble, MyTareHHble, BO3- | - kO3 ULMEHT

OunarHocTnyeckana uHgpopmauma
- pesynstaTt obcnenoBaHvAa
- apTedakTbl Ha CHUMKaXx

= OpUEHTAUMNA CHUMKa
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SHepreTudeckue onacHocmu

Buonoruyeckue n xumMn4yeckne onacHocmu

OnacHocmu, CBA3aHHbIe C
(byHKUMOHaNLHBIMW NapaMeTpamu

KnHeTnueckasn 3Heprusa
- nageHue npeameToB

- BBeOeHne XWOKOCTWM noa BbICOKMM
OaeneHnem

- OBWXYLLMECH YacTh
- BUBPUPYIOLLIME YacTh

MoTteHunanbHan
3Heprusa

(HakonneHHasn)

- narnb

- cKaTue

- paspesaHue, pacceveHune

- rpaBUTALMOHHOE MPUTSIKEHWE
- MNOABELLUEHHLIN rpy3

- HaTsKeHWe

- KpydeHue

OHeprus usny4yeHun
WMoHnaupylollee nanyyeHve:

- YCKOPEHHbIE YacTuLbI
(anbha-4acTunupbl, 3aNEeKTPOHbI,
NPOTOHbI, HEWTPOHHI)

- ramma

- PEHTTEH

HewnoHunzupytoLlee nanyyeHue:
- UHppaKpacHoe

- nasepHoe

- MMKPOBOMHOBOE

- yNETpaMoneToBoe

Tennosas aHeprus

KpvoreHHble adhdexTbl

MneptepmMuyeckue achpexThl

BDCI'IJ'[aMEHHI'OLIJ,VIBCﬂ , FTOpO4KMeE, B3pbl-
BOOMacHble

Mapel, uicnapeHus

OcmoTndeckme

YacTtuupl (B TOM 4YMcCie MUKPO- KU Ha-
HoYacTuLbl)

MuporeHHble

PacteopuTtenu

TOKCUYHBIE:

- acbect

- TShKenble MeTanmbl

- HeopraHu4eckme sabl
- OpraHu4eckue aapl

- KpeMHe3eM

UmmyHoBuonornyeckue dpakTopbl
AnnepreHsi:

- @aHTUCENTUYECKME BELLECTBA

- naTekc

MmmyHocynpeccopbl

PasppaxuTtenn

- OCTaTKW MOIOLLMX CPEACTB

CeHcubunuaatopsl

= pa3pelleHne CHMMKa

- naeHTudmKkaunsa/vHpopmauma o na-
UMeHTe

DYHKLMOHANLHOCTL

= CUrHanunzauuna

- BaXKHeNLWmWe hyHKLUMOHanbHbIE Nnapa-
MEeTpbI

- NAMepeHnA

C.3 NMpumepbl cOBLITUA K 0BCTOATENLCTE

Ona naeHTuduUKauMmM NPorHo3MpyemMbix NocneaoBaTensHoCcTeR coBbITUI cneayeT NnpoaHanu3npoBaTe WX NPUYKHEI,
a MMEHHO: MHUUMMpYoWMe MX cobbiTua W obectoatenscTBa. B 1abnuue C.2 npuBegeHsl npumepkbl cobbiTuin n obeTos-
TENbCTB, CrPyNNUpoBaHHbIe B 0bLme kateropun. HecMoTpsi Ha TO YTO AaHHbIA NepeyveHb He SBMAETCS MCYepnbIBaoLWMM,
OH MpW3BaH NPOAEeMOHCTPUPOBaTL BOMBLUWHCTBO Pa3fUYHbIX TUMNOB COOLITUIA M OBCTOATENLCTB, KOTOPbIE HEOBXOAMMO
YYWUTBIBaTE NPY MOEHTUUKALMA NPOrHO3MPYEMBIX NMOCNEAoBaTeNbHOCTEN COBLITUIA ANS paccMaTpyvBaeMoro MeduyuH-

CcKO20 u3denus.
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Tabnuya C.2— lNMpumepbl COOLITUIA M OBCTOATENLCTB

Obwas kareropus

CobbITus 1 obcToATeNsCTBA

TpeGoBaHun HepocTtatouHas KOHKpPEeTM3auua B OTHOWEHNM:
- MPOEKTHBIX NapaMeTpoB
- pabo4ux napameTpos
- TpeBoBaHui K hyHKUMOHAMNBHBIM XapakTepUcTUKam
- TpeBoBaHWI K aKkcnnyaTauuy (Hanpumep, TexHndeckoe obenyxuveaHve, nepepaboTka)
- 3aBepLUEHWIO CpoKa cnyBbi
MpownasoacTBeHHble  1po- | HegocTtaTouHoe ynpaBneHne B OTHOLLEHUM:
ueccol

- NPOW3BOACTBEHHbIX MPOLECCOB

- NI3MEHEHWI B NPOM3BOOCTBEHHLIX NMPOLECCaXx
- Marepuarnos

- MHhOpMaLUK O COBMECTUMOCTIU MaTepranos
- cybnoapaaqvKoB

TpaHcnopTUpOBaHWe W Xpa-
HeHune

HepoctaTouHOe ynakoBbIBaHME.
3arpsasHeHue unu nopya.

Henoaxoasiume ycnoBuUs oKpyKatoLel cpeqbl

dakTopbl
cpenbl

OKpyKaroLLen

duanyeckme dpakTopel (Hanpumep, TENNO, AaBneHue, Bpems).

Xumuyeckune haktopsl (Hanpumep, Koppo3us, pacnag, 3arpasHeHue).
OnekTpoMarHWTHeIE Nons (HanpuMep, BOCNPUMMYMBOCTD K SNEKTPOMAarHUTHLIM MOMexXam).
HepoctaTtouHas nogaqa anekTpo3aHepriu.

HepocratouHan nogada oxnaXgaloLwero BeecTsa

OuuncTka, Oe3nHpeKumMs K
cTepunuaauns

OTcyTCTBME BanMAUPOBaHHLIX npouedyp.
HepocTtaTtodHas koHKpeTuaaumsa TpedboBaHWA.

HE,D,OCTETDLIHBH Pe3ynbTaTUBHOCTE OYUCTKHN, ,qESMHCbEKLlI/IVI nnu ctepunnaaumnn

CnucaHue n yTunusauuna

OTcyTCTBHE nnn HegoCTaTo4HOCTL I'IpE,EIOCTaBJ'IFlEMOI;"I MHCbOpMaLI.VIVI.

Ouwubka npumMeHeHUs

dopMynUpoBKa,  cocTaB, | Buornornyeckoe pasnoxeHue.

pefenrypa BHOMOrM4ecKasi COBMECTUMOCTb.
OTCyTCTBUE UMM HEOOCTATONHAS KOHKPETM3aLMsA NpefocTaBMsaeMoit MHdopMaLvK.
HekoppekTHble (hOPMYMMPOBKM, COCTABI.
Quwubka npumMeHeHUst

OKkcnnyaTaUMoHHas — npw- | HeveTkue MHCTPYKLMK MO MPUMEHEHMIO UMW UX OTCYTCTBUE.

rOOHOCTh

CnoxHas unu HeveTKas cucTema ynpaeneHus.

HeogHo3Ha4yHoe UMW HENOHATHOE COCTOSIHWE MEeOUYUHCKO20 u3denusl.

HeogHo3HayHoe Unv HENOHSTHOE NPEeACcTaBMNEeHWE HACTPOEK, N3MEPEHWUA UNW OPYTrON UH-
chopmauun.

MckaxeHne pe3ynsraTos.

HepocTtato4Has BUAMMOCTb, CrbILLMMOCTb MW TAKTUMBHOCTb.

HeynoBHoe ana paboThl pacnonoXeHWe SMEMEHTOB YNpaBleHWs UM HeJoCTaTo4YHOoe
oTobpaeHne UHopMaLKUn 0 akTUYECKOM COCTOSTHUM.

HeoOHO3Ha4YHOCTE PEXUMOB N OTOBPaXKEHWS MHOPMALMKM MO CPABHEHWIO C AKCNNya-
TUpYLWKUMCS o6opyaoBaHueM.

[MprMmeHeHWe HekBanMUUMPOBaHHLIM U HENOAroTOBMEHHbLIM NEePCOHAaNoM.
HepocTtaTtouHoe npegynpexaeHne o noboyHbix addekTax.

HepocraTtouHoe npegynpexaeHne o6 onacHoOCTAX, CBA3aHHbIX C MOBTOPHLIM MPUMEHEHK-
€M 0QHOPa30BbIX MeQUUUHCKUX u3denul
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Obuwasn kateropus

CobbITua 1 obecToaTenscTea

JKcnnyaTtalMoHHas
rogHoOCTb

npu-

HenpaBunbHbIE M3AMEPEHUSA U OpYTMe METPONOrM4ecKne acnekThbl.
HecoBMeCcTMMOCTb C pacxofHbIMKM MaTepuanamu, NpMHagneXHoCTaAMK, ApYrMMKu Medu-
YUHCKUMU U3denusmu.

HekoppekTHasa naeHTUUKauus naymeHTa.
3abnyxageHus, ynyLweHUs U oLnOKu

(DyHKLI,HOHaJ'IbHOCTb

rlDTEpFI SHEKTPM‘-IECKOﬁ NN MexaHU4eckomn LEeNOCTHOCTHW.

YxypLeHue dyHKLMOHANBHBIX XapakTepUCTUK (HanpuMep, NocTeneHHas 3aKkymnopKa Xug-
KOCTHOW UNY ra3oBOM NMUHUM, U3BMEHEHWE COMPOTUBIIEHWS MOTOKY, 3I1EKTPONPOBOAHOCTU)
B peaynkrarte CTapeHus, M3HOCa U MHOTOKPaTHOrO NPUMEHEHUS.

OTKa3 KOMMOHEHTa U3-3a CTapeHusa 1Unn M3Hoca

KntepbezonacHocTb

HezaluumLeHHOCTb OOCTYMHBIX M3BHE MOPTOB NepeAadn AaHHbIX (HanpvmMep, CeTeBLIE, MO-
cnegoeatensHble Unv USB-nopThl).

HesawwudpoBaHHbIe OaHHbIE.

YA3BUMOCTb NpOrpaMMHOro oGecneyeHns, KoTopas MOXET BbITb UCNONb30BaHa 3rioHaMe-
PEHHO.

OB6HoBREHMSA nporpaMmmHoOro obecneyeHus 6es nogTeepXxgeHnud noanMHHOCTH

C.4 lNpumepb! B3aMMOCBA3EH MeXay 0MacHoCMAMU, NMPOrHO3MpyeMbIMU NocneaoBaTeNbHOCTAMMU
COObITUIA, ONacHbIMU CUMyayusiMu 1 BO3MOXHLIM epedom

B tabnuue C.3 Ha ynpolleHHbIX NpUMepax nokasaHa B3arMOCBA3b MeXy ornacHoCMAMU, NPOrHO3VPYeMbIMU Mo-
crnegoBaTenbHOCTAMKM COBbITWIA, onacHbIMu cumyayusamu n epedom. CnegyeTr NOMHWTb, YTO O4HA OMaCHOCb MOXET Mpu-
BECTM K HECKOMbKMM BUAaM gpeda v 4To Gonee 4yem ogHa NocrnenoBaTenbHOCTb COBLITUIA MOXET NMPUBECTU K BO3HMKHOBE-
HUIO OnacHoU cumyayuu.

PelueHne o Tom, 4TO ABNsAETCA onacHol cumyayuet, AOMKHO BbiTb MPUHATO B KOHTEKCTE KOHKPETHOrO MPOBOAUMOTO
aHanusa. lNpu ogHWx oBCcToATENBCTBAX OnacHyto cumyayuto LenecoobpasHo M3NoMMTb Kak KOXYX, CHATbIA G BbICOKO-
BOMLTHOW KNeMMbI, B ApYrMx 06CTOATENbCTBAX KaK CUTYaLMIO, MPU KOTOPOW YernoBeK HaxoOWTCA B KOHTAKTe C BbICOKO-

BOMbTHOW KIEMMOWA.

Tabnuuya C.3 — B3aMMOCBA3bL MEXOY ONAacHOCTAMK, MPOrHO3MPYeMbIMK NOCe40BaTENLHOCTAMM COBLITUIA, OMacHbI-
MU cumyauusiMu v BO3MOXHbIM apedom

OnacHocTb

I'Ipomoswpyemaﬂ nocnegoeatefibHOCTb

OnacHas cumyauyus Bped

(neTyuunin pacTBOpUTENSD,

coBbITHI
SnekTpomarHuTHas aHep- | (1) OnekTpogHbln kabenb, criydyarnHo nod- | HanpskeHne  ceTn | CepbesHble OXOr.
rMs  (BblCOKOE Hanpshke- | KMYeHHbI K CETEBOW po3eTke NosIBMNSETCH Ha anek-
HIe) Tpogax dubpunnauwsa cepgua
Xvmuyeckas onacHocTbk | (1) HenonHoe yaaneHue nety4vero pacteo- | Passutve  rasosoi | MiHdapkT.

pWTEnNs, UCMOMNb3YEeMOro B MPOU3BOACTBE. | aMBonuu (My3bipbKoB

OOCTaBKu)

CKWiA 3apag, npuvkacaeTcs K MHAY3NOHHO-
My Hacocy.

(2) OnexTpoctatuyeckuii paspag (ESD)
NPUBOAMT K BbIXOAY M3 CTPOS Hacoca, Ha-
coc curHanuaupyet o6 oTkase

NnuHa nauneHTy ¢ no-
BbILUEHHbIM YPOBHEM
MKOKO3bl B KPOBU Ges

npeaynpexaeHns

ambon) B KPOBOTOKE) BO Bpe-
(2) OcTaTok pacTBROpUTENS NpespalaeTcs | M7 Avanm1sa MNospexpeHne moara
B ra3 npuv Temnepartype Tena
Buonoruyeckan onac- | (1) HenonHaa uHcTpykuma no obessapa- | Baktepuu, nonas- | bakTepnansHas WH-
HOCTe (MWKpOGHOE 3a- | KMBaHWIO MOBTOPHO WMCMOMb3YEMbIX aHe- | wue B AblxaTensHble | hekums
rpAsHeHNE) CTE3MONOrMYEecKUX MarucTpanen. nyT¥M nauyueHtTa BO
(2) 3arpsizHeHHbIE TPYGKW, Ucnonb3ayemble | BPEMA aHECTE3MM
AnNs aHecTeanu
dyHkunoHwporaHue (6es | (1) MauwmeHT, nmetowmin anekTpoctatuye- | OTkas nogadm wHcy- | HeanauutensHoe  no-

BpeXgeHune opraHoB.
nOMyTHEHVIE CO3HaHWA
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OkoHnyaHue mabnuys! C.3

OnacHocTb

MporHoaupyemas nocnegoBatensHOCTb
cobbITUIA

OnacHasa cumyauusi

Bped

®yHkuMoHupoBaHue (Bes
BbIXOAA NEKTPOIHEPTAM)

(1) Y anemeHTa nuTaHuWa WMMNNaHTUpye-
Moro AedmbpunnaTopa uUcTeKaeT Cpok
cnyx0Bbl.

(2) HeonpaepaHHo 6Gonblwon WHTepBan
MEXAay KnuHudeckumy obecnegosaHusamm

Hedubpunnatop He
MOXET nogaTe pas-
pag Npy BO3HUKHOBE-
HWUW apUTMUK

CmepTb

MamepeHne  (HeBepHas
WHdopMauKs)

(1) Owwmnbka B amepeHnn.

(2) He obHapy»*uBaeTca nonb3oBatenemM

HeBepHass  WHdOp-
mauuma, coobuiaemas
nevailemy Bpauy,
NpUMBOAWUT K MocTa-
HOBKe  OLKMBOYHOro
OuarHoza w/unu oT-
CYTCTBMIO [OMKHOIO
neYeHus

MporpeccupoBaHne 3a-
BoneBaHKs.

CepbesHas Tpaema
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Bubnuorpadun

Safety aspects — Guidelines for their inclusion in standards (AcnekTsl 6e3onacHocT.
PyKOBOLCTBO MO BKIIOYEHUIO acNeKTOB Be30MacHOCTM B CTaHAAPThI)

Guide to the development and inclusion of aspects of safety in international standards
for medical devices (PykoBogocTBo no paspaboTke 1 BKMIOYEHUIO acnekToB besonac-
HOCTW B MEXAyHapogHble CTaHdapTbl HA MeAWLMHCKWUE n3aenus)

Quality management systems — Fundamentals and vocabulary (Cuctemel MeHen-
KMeHTa kavecTBa. TpeboBaHus)

Biological evaluation of medical devices — Part 1: Evaluation and testing within a
risk management process (buonorvyeckas oLeHka MeguUMHCKMX nagenuid. Yacts 1.
OueHKa 1 UCNbITaHWs C YY4eTOM npouecca MeHedXMeHTa puUcka)

Medical devices — Quality management systems — Requirements for regulatory
purposes (Mapnenua menuuuHckue. Cuctembl MEHEOXKMEHTa KadecTBa. TpeboeaHus
ONs uenen perynupoBaHns)

Clinical investigation of medical devices for human subjects — Good clinical practice
(KnuHuyeckue uccnenoBaHns MeauLMHCKUX M3OENuiA, MPOBOAUMBIX C Y4acTUeM ye-
rnoeeka B kayecTBe cybbekTa. Hagnexalas knuHu4eckas npakTuka)

In vitro diagnostic medical devices — Information supplied by the manufacturer
(labelling) — Part 1: Terms, definitions and general requirements [M3genusa megun-
UWHCKWe ans in vitro anarHocTvku. MHhopmaums, npegoctaBnsemMasi nocTaBLLMKaMm
(aTnKeTKN)]

In vitro diagnostic medical devices — Clinical performance studies using specimens
from human subjects — Good study practice (W3genua meguumHckue ansa in vifro
auwarHoctuki. MccnepoBaHue KNUMHWYECKOW pesynsTaTMBHOCTU C MCMOMb30BaHUEM
00pa3uoB, NoMy4YeHHbIX OT YenoBeka. Hagnexailasa KnnmHuyeckas npaktuka)

Medical devices — Guidance on the application of ISO 14971 (M3genua meguumH-
ckue. PykoBoacTeo no npumereHuio [ISO 14971)

Risk management — Guidelines (MeHemxmeHT pucka. PykoBoacTBo)

Fundamental aspects of safety standards for medical electrical equipment (OcHoB-
Hble acnekTbl 6e30MacHOCTM ANs 3MeKTPUYECKUX MeQULMHCKUX U3aenuin)

Medical electrical equipment — Part 1: General requirements for basic safety and
essential performance (M3penua meguumHckue anekTpudeckue. Yacte 1. OB6wwme
TpeboBaHuA 6e30MacHOCTY C YH4ETOM OCHOBHbIX (PYHKLMOHAmNbHbIX XapakTepPUCTUK)

Medical devices — Part 1: Application of usability engineering to medical devices
(MU3penua meguuuHckme. Yacte 1. [MNpoekTvpoBaHue MEOULMHCKUX U3OENWIA C Y4ETOM
3KCMNyaTauMoHHOW NPUro4HOCTH)
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