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MpepucnosBue

Llenn, oOCHOBHble MpuvHUMMABI W  OCHOBHOM MOPSIAOK MNpoBedeHust paboT no
MEXrocygapCcTBeHHON cTaHdapTusauumn yctaHoeneHbl B TOCT 1.0-2015 «MexrocygapcTBeHHas
cuctema crtaHgaptusaumn. OcHoBHble nonoxeHus» u FOCT 1.2-2015 «MexrocygapcteeHHas
cuctema crtaHgaptudaumn. CTaHOapTbl MEXrocyAapCTBEHHble, npaBunia WU pekoMeHgauun no
MEXrocydapCTBEHHOW cTaHgapTusauun. [lpaBuna pas3paboTku, NpUHATMS, OOHOBNEHUS U
OTMEHbI»

CBegeHusa o cTaHpapTe

1 NMOAroTOBJIEH O6uwectBoMm ¢ orpaHunyeHHon otBeTcTBeHHOCTblo «MEOUTECT» Ha
OCHOBe COBCTBEHHOro nepeBoda Ha PYCCKUM SA3bIK aHIMOA3bIYHOM BEPCUM CTaHA4apTa, YKa3aHHOro
B MyHKTE 5

2 BHECEH MexrocyoapCTBEHHbIM TEXHUYECKMM KOMUTETOM MO cTaHgapTudaumm MTK
548 «YnpaBneHne KayecTBOM MEOULMHCKUX M3aenum» u TexHU4YeckuMm KOMUTETOM Mo
craHgapTtusauum TK 436 «MeHeokMeHT kayecTBa 1 00LMe acnekTbl MEANLMHCKUX U3OENNny

3 MPUHAT MexrocygapCTBEHHbIM COBETOM MO  CTaHgapTusauuu, MeTporiorum u
cepTucmkaumm
oT npoTokon Ne

3a npuHATME NPOronocoBarnm:

KpaTtkoe HanmeHoBaHune Kog ctpaHbl no MK CokpalleHHOe HaMMeHOBaHue HauuoHarbHOro
ctpaHbl no MK (MCO 3166) |[(UCO 3166) 004-97 opraHa no ctaHgapTusauum
004-97

4 Tlpukaszom degepanbHOro areHTCTBa NO TEXHUYECKOMY PErynupoBaHuMio U MeTposioruu
o1 2020 r. Ne MexrocyaapcteeHHbi ctangapT FOCT ISO 14971 — BBeaeH B AeNCTBUE B
Ka4yecTBe HaumoHanbHOro ctaHgapTa Poccuickon ®enepauum ¢

5 Hactoawun crtaHgapT uaeHTUYeH MexayHapodHomy cTaHgapTty SO 14971:2019
«M3pgenua meguumHckue. [pUMEHEeHMe MeHemKMEeHTa pucka K MeOULUUHCKAM  U3oenusim»
(«Medical devices — Application of risk management to medical devices», IDT).

Mpy nNpuMMEHeHUM HacToAWero cTaHgapTa pPeKoMeHAyeTCs WCMNoNb3oBaTb BMECTO
CCbITIOYHbIX  MEeXOYHapOOHbIX CTaHOApTOB  COOTBETCTBYIOLUME UMM MEXIOCyOapCTBEHHbIE
CTaHOapTbl, CBEAEHUS O KOTOPbIX NPUBEAEHbI B AONOMHUTENbHLIM NpUoxeHun OA

6 BSBAMEH 'OCT 1SO 14971-2011

WHebopmayusa o6 usmeHeHusx K Hacmosiujemy cmaHOapmy rybrnukyemcs 8 exe200HOM UHGhopMayUOHHOM
ykasamerne «HauuoHanbHble cmaHOapmbl», @ MEKCM U3MEHEeHUU U ornpasoK - 8 eXeMeCsYHOM UHGOPMayUOHHOM
ykasamerne «HayuoHanbHble cmaHdapmbi». B criyyae nepecmompa (3amMeHbi) unnu ommMeHbl Hacmosiujeeo cmaH0apma
coomeemcmeytouwiee ysedomreHue 6ydem onybriUKOBAHO 8 EXeMEeCSYHOM UHGOPMaUUOHHOM yKaszamerse
«HayuoHanbHble cmaHdapmbi». Coomeemcemeyowas uHgopmayusi, yeedoMIeHUe U meKcmbl pasMewaromces makxe
8 UHGhopmauuoHHOU cucmeme obwie20 Monb308aHuUsi — Ha ogpuyuanbHoM caltme ®edepanbHO20 azeHmcmea o
MmexHU4YeCKOMY peayniuposaHuro U Memposioauu 8 cemu VMIHmepHem (Www.gost.ru)
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BBepeHve

TpeboBaHus, ycTaHOBNEHHbIE B HACTOsILLEM CTaHAapTe, obecneumBaloT U320mMosuUMerisiM OCHOBY, B
pamKax KOTOPOW 3HaHWUS!, OMbIT U OOOCHOBAHHbIE PELLEHUS CUCTEMATUYECKN NPUMEHSIIOTCS OIS yNpaBreHus
puckamu, CBA3aHHbIMW C NPUMEHEHNEM MeAUUUHCKUX u3denud.

HacTtoswun ctangapt paspaboTaH cneuuvanbHO Ans u3zomoesumeriell MeOuUUUHCKUX u30enuli Ha
OCHOBE YCTOSIBLLUMXCHA MPUHLMNOB MEHEOXMEHMAa puCKa, KOTOPbI€ Pa3BMBANMCh HA NPOTSXKEHUN MHOTUX NeT.
Hactoswun ctaHgapT MoXeT MPUMEHSITbCA B KayeCTBe PYKOBOACTBa Npu paspaboTke n nogaepaHum
rnpouecca MeHeOXMeHmMa pucka B OTHOLIEHUW OPYron MpPOAyKUuMM, KOoTopasi He obs3aTenibHO siBnsieTcs
MeOUUUHCKUM u30eslueM B HEKOTOPbIX OPUCOMKLUSX, @ TaKKe B OTHOLLEHWUM MOCTABLLMKOB U APYrMX CTOPOH,
YYaCTBYHOLMNX B XXUSHEHHOM UUKITIE MEOUUUHCKUX u3desud.

Hactosiwun crtaHgapT MNOCBSWEH fpoueccaM MeHe)KMEHTa B OTHOLIEHWW PUCKO8, KOTopble
obycnoeneHbl MeQuUUHCKUMU U3denusmu. Pucku mMoryT OblTb CBSi3aHbl HE TONbKO C MPUYMHEHMEM Bpeda
naumeHTy, HO W MOMb30BaTeno, a Tawkke ApyruMm nuuam. Pucku Takke MOryT ObiTb CBsi3aHbl C
NnoBpeXaeHneM uMyLLecTBa (Hanpumep, OObEKTOB, AaHHbIX, APYroro obopyaoBaHWUs) NN NPUYUHEHUEM
Bpeda OKpyxatolwen cpege.

MeHedxmeHm pucka — 3TO CroOXHasi TeMa, MOCKOMbKY KaKAas 3aMHTepecoBaHHas CTOPOHA MOXEeT
no-pa3HoOMy OLeHMBaTb AOMYCTUMOCTb PUCKO8 MO OTHOLIEHMIO K OXuaaemou nosnb3e. KoHuenuum
mMeHedXMeHmMa pucka OCOOGEHHO BaXkHbl B OTHOLUEHUW MeduyuHckux u3denul wn3-3a 6onbLIOro 4mcna
3aUHTEPECOBAHHbIX CTOPOH, BKIHOYAKOLWEro NPakTUKYIOLWMX Bpaden, OpraHusauumy, oOkasbiBaloLline
MEOVLMHCKYI0 MOMOLLb, MPaBUTENbCTBA, MPOMbILINEHHbIE MPEeanpUATUS, NauMeHTOB WM NpeactaBuUTenemn
06LLecTBEHHOCTH.

OOwenpun3HaHHO, YTO NOHATUE pUCKa UMEET ABa KIOYEBbIX KOMMOHEHTA:

- BEPOSATHOCTb NPUYMHEHNS 8peda, U

- nocneacTeust 3Toro gpeda, TO €CTb HACKOMBbKO BErMKa MOXET OblTb €ro TSXeCTb.

Bce 3amHTepecoBaHHblE CTOPOHbI AOJPKHbI MOHWMATb, YTO NPUMEHeHWe MeOQUUUHCKO20 u3denus
COMPSKEHO C NPUCYLLEN eMy CTEMNEHbIO pUCKa, Oaxe Nocne TOro, Kak pucku 6biny CHWXEHb! 40 AOMYCTUMOrO
YPOBHA. XOPOLIO W3BECTHO, YTO B KOHTEKCTE KIMMHUYECKOM rpoyedypbl COXPaHSAIOTCA HEKoTopble
ocmamoyHble pucku. Ha ponycTMMoCTb pucka [nsi 3avHTEpPecOBaHHOW CTOPOHbI BIMUSAKOT KIOYEBbIE
KOMMOHEHTbI, MEPEYNCIIEHHbIE BbILLE, @ TAKKE BOCNPUATME 3aUHTEPECOBAHHOW CTOPOHOW pucka W Mosib3bl.
Bocnpuatne kaxgow 3amHTEpPecOBaHHOW CTOPOHbl MOXET BapbMpoOBaTbCAd B 3aBMCMMOCTM OT eé
KyNbTYPHOro, COLManbHO-3KOHOMUYECKOro oHa © 00pa3oBaTenbHOrO YPOBHS COOTBETCTBYHOLLENO
obuwectBa, a Tawkke QaKTMYEeCKoro W MpPeanonaraeMoro COCTOSHUS 340pOBbsA MauueHTa. To, Kak
BOCMPVHUMAETCH PUCK, TakxKe yduTbiBaeT Apyrne paktopbl, Hanpumep, ABNSETCA NN NOABEPXKEHHOCTb
ornacHoCmu Wnu onacHolU cumyayuu BbIHYKAEHHOW, MpegoTBpaTMMON, WCXOAsLed U3 pyKOTBOPHOMO
WCTOYHMKA, BbI3BAHHOW XanaTHOCTbIO, BO3HUKAOLWEN MO MNOXO NMOHATHOW MpUYUHE UNKW HarnpasreHHOW Ha
yA3BMMYIO TPyNMny BHYTpM obLLecTBa.

ABnasice OOHOW U3 3aUHTEPECOBAHHbIX CTOPOH, U320MOBUMESIb CHWXAET PUCKU W MPUHUMAET
pelleHuns, Kacawwmecs 6e3zonacHocmu MeOUYUHCKO20 u3denusi, B TOM 4ucrne O [[OnyCTUMOCTU
OCMamoyYHbIX pPuUCKO8. WM3zomosumesi NPUHUMaET BO BHMMaHWe OOLWEenpusHaHHOEe CO8PEMEHHOE
COCMOSIHUE HayKU U MexHUKU, YTobbl onpenenuTb NPUrogHOCTb MeOQUUUHCKO20 u3denusi ANns BbiMycka ero B
obpalleHne B COOTBETCTBUM C MPedyCMOMPEHHbIM MpuMeHeHuUeM. HacToswmn ctaHgapT ycTaHaBnueaet
rpouecc, NocpeacTBOM KOTOPOro u3zomosumersib MeOUUUHCKO20 U30esusi MOXET WAEHTUUUMPOBAaTb
ornacHocmu, cBsi3aHHble ¢ MeOUUUHCKUM u3desuemM, onpeaensiTb U OLEeHMBaTb PUCKU, CBA3aHHbIE C 3TUMMU
onacHocmsaMu, YNPaBnATb STUMWU PUCKaMuU W OCYLLECTBNSATb MOHUTOPUHI Pe3yNbTaTUBHOCTU 3TOr0
yNpaBreHnsi Ha NPOTSPKEHUN BCETO KU3ZHEHHO20 UuKia MeduyUHCKO20 U30esusl.

PelueHne o npumeHeHUn mMedQuUUHCKO20 u3derusi B KOHTEKCTE KOHKPETHOW KNMHUYECKON rpoyedyphbl
TpebyeT, YTobbl 0CcMamoyYHblie pucku Obinv cbanaHCcMpoBaHbl C OXMAAEMOW 1016300 OT rpouedypsbl. Takve
pelleHns BbIXOAAT 3a paMKM HACTOALWEro cTaHZapTa U yduTbiBaloT rpedyCMOMPEHHOE [PUMEHEHUE,
obcTosaTenbCcTBa NPUMEHEHUs, (OYHKUMOHAINbHbIE XapPaKTEPUCTUMKU U PUCKU, CBSI3AHHbIE C MEOUUUHCKUM
uszdenuem, a TaKke PUCKU W rosb3y, CBA3aHHbIE C KITMHUYECKON rpouedypol. HekoTopble 13 3TUX peLueHni
MOTYT MPUHUMATbLCHA TONbKO KBaNUMUUUPOBAHHBLIM BpPa4yoM, 3HAKOLUM COCTOSIHUE 3[40POBbS KOHKPETHOro
nawumeHTa Unmn ero MHeHue.

[Ona kaxgoro KOHKpPeTHOro meduyuHckoz2o u3denuss Jpyrue cTaHgapTel WnNu  AencTBylollee
perynupoBaHue MoryT notpeboBaTb NPUMEHEHUs] KOHKPETHbLIX METOAOB AN MEHEMKMEHTa pucka. B aTux
cny4vasix Heobxoanmo Takke cobnogaTe TPeOOBaHMSA, U3NTOXEHHBIE B 3TUX AOKYMEHTaX.

BepbanbHble opMbl, UCMONb3yeMble B HACTOSILEM CTaHAapTa, COOTBETCTBYHOT MNPUMEHEHMIO,
onucaHHomy B [lyHkte 7 [HOwupektue ISO/IEC, Yacte 2:2018. [Ons uenen HacTosAwero craHgapTa
BCMoMoraTenbHbI rnarort:

- «OOMKEH» O3Ha4aeT, 4YTO COOTBETCTBME TpeboBaHMSAM WM  UCMbITaHUSAM 06si3aTenbHO  Ans
COOTBETCTBUA HACTOSLLEMY CTaHAapTy;

v
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- «cnepyeTt» O3Ha4yaeT, YTO COOTBEeTCTBUE Tpe6OBaHVIF|M nnn uncnblTaHMAM HacTodAwlero ctaHgapTa
pekomeHgoBaHoO, HO He 06s3aTenbHO ANsi COOTBETCTBUS TpGGOBaHVIFIM HacTodLllero ctaHaapTa,

- «MOXeT» ucnonb3yetca AOnd onuncaHna BO3MOXHOCTU (D,OI'IYCTVIMI:IX I'IyTel7I AOOCTUXEHNA
COOTBETCTBUA Tpe6OBaHVIFIM mnnm VICI'IbITaHVIﬂM),

- «CNocobeH» NCNoJNb3yeTCA ANA BblpaXXeHnsAa BO3MOXHOCTU U cnocobHocTw,

- «0bsa3aH» Ncnonb3yeTcd ONA BblpaXeHUA BHELWHEero NnpuHy>xXaeHnad, He ABnALEerocqd Tpe6OBaHVIeM

HacTodLlero ctaHgapTa
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MEXIOCYOAPCTBEHHbBIN CTAHOAPT

N3penua megnumMHcKue
NMPUMEHEHUE MEHEOXXMEHTA PUCKA K MEOUMUUWHCKUM USOENTNAM

Medical devices. Medical devices. Application of risk management to medical devices

[OaTta BBegeHus —
1 O6bnactb NpMMeHeHus

HacTtosilwmin craHgapT ycTaHaBnvMBaeT TEPMUHOSONMIO, NMPUHLKNBI U MIPOUECC MeHedXMeHmMa pucka
MeduyuHCKUX u3denud, BKNOYas nporpammHoe obecneveHne kak MeduuyuHckoe usdernue n MeOUUUHCKUEe
u3denusi Onsi duazHocmuku in vitro. pouecc, oNUCaHHLIN B HACTOSLLEM CTaHgapTe, NpeaHasHayeH Ans
oKasaHus NOMOLLUWN U320MosuMmMesnisiM MeOUUUHCKUX u3denull B MAEHTUMUKAUUKN ornacHocmel, CBA3aHHbIX C
MeOUUUHCKUM u30ernuemM, OonpefeneHnM U OLEHMBaHWM CBSI3aHHbIX C HUMW PUCKOS8, YNpaBreHUn 3TUMM
pucKkaMmu N MOHUTOPWHIe pe3ynbTaTMBHOCTU NpearnpuHUMaemMoro yrnpasneHus.

TpeboBaHus HacTosALWEro cTaHAapTa MPUMEHWMbl KO BCEM CTafusaM  XXU3HEHHO20 yukna
meduyuHckoeo usdenus. [Ipouyecc, OMUCaHHBLIN B HACTOAWEM CTaHAapTe, NPUMEHSAETCS K pucKam,
NPUCYLLMM MeOUUUHCKUM u30esiueM, TakuM Kak PUCKU, CBSi3aHHble C OGMONOrmyecko COBMECTUMOCTbLHO,
6e30nacHOCTbIO  AaHHbIX W CUCTEM, 3NEKTPUYECTBOM, [ABWXYLLUMMUCA 4YacTaMW, U3NydYeHWem WU
aKcnnyaTalMoHHOWN NPUroAHOCTLIO.

lpouecc, onucaHHbIN B HACcTOSILLEM CTaHAapTe, MOXET Takke NPUMEHSITbCS K NPOAyKUMK, KoTopas
He 06s3aTenbHO OTHOCSTCH K MEeOUUUHCKUMU U30eflusiMu B HEKOTOPbIX HOPUCOMKUMSX, @ Takke MOXeT
NPUMEHATLCS APYTMMU YHaCTHUKaMU XKUBHEHHO20 UuUKa MeOUUUHCKUX u3denud.

HacTtoswun ctaHgapT He NMPUMEHUM:

- K peweHusM O NpUMeHEeHUN MeOUUUHCKO20 u30eriusi B KOHTEKCTEe KaKoW-Nnbo KOHKpPEeTHOM
KNUHM4Yeckon npoyedypel,

- K MEHEOXXMEHMY KOMMEPYECKUX PUCKOS.

Hactodawun craHgapt TpebyeT OT u32omosumesiell YCTaHOBUTb OOBEKTUBHbIE KpUTEpum
AONYyCTUMOCTU pucKa, HO He YCTaHaBMNMBaeT YPOBHU AONYCTUMOCTU pucCKa.

MeHedxmeHm pucka MOXeT OblTb COCTaBHOWM 4acTbi0 CUCTEMbI MeHemKMeHTa kadecTBa. OgHako
HacTOSALWMI CTaHOapT He Tpe6yeT Hanun4yna y useomoesgumersisd CUICTEMbl MEHEIKMEHTA Ka4vecTBa.

MpnmeyvyaHune — PykoBoaCTBO NO NPYMEHEHUIO HACTOSALWEro cTaHAapTa npusedeHo B ISO/TR 24971.

2 HopmaTtuBHbI€ CCbINIKN

HaCTOﬂLLI,MVI CTaHOapT HE COAEepPXUT HOPMAaTUBHbIX CCbIJ10K.
3 TepMuHbI U onpeaeneHns

[ns uenei HacToswWero cTaHgapTa NPUMEHSITCA Crieaylolme TepMUHbl C COOTBETCTBYIOLLMMM
onpeaeneHnsaMu:

MCO un M3K nopmepxvBalT TepMuHomormyeckne 0asbl AaHHbIX AN NPUMEHEHUsT B LENsiX
cTanZapTu3aumm no creaywmum agpecam:

- NMnatdopma npocmoTpa ceTeBbix pecypcos NCO: goctynHa no agpecy http://www.iso.org/obp
- Anektponeamna MOK: goctynHa no agpecy http://www.electropedia.org/
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3.1 conpoBoguTenbHaa AoOKyMeHTauusa (accompanying documentation):  [JoKyMeHTbl,
npunaraemble Kk meduyuHckomy usdenuro (3.10) n cogepxalime nHdopMaLmio Ans nonb3oBaTens unm nuu,
OTBETCTBEHHbIX 3a YCTAaHOBKY, MPUMMEHEHWE, TexHu4eckoe oOCnyXuBaHuWe, BbIBOA W3 3KChnyatauum u
yTununsaumto meduyuHckoao usdenus (3.10), ocobeHHO B OTHOLLEHUN 6e30MacHOro NPUMEHEHNS.

MpnmevyaHuns:

1 ConposodumernbHasi OOKyMeHmMauyus MOXET COCTOSiITb U3 MHCTPYKUMM MO 3SKChnyaTaumm, TEeXHUYECKOro
onncaHns, pykoBoACTBa MO YCTaHOBKE, KpaTKOro CrpaBOYHOro pykoBOACTBA U T.A.

2 ConposodumernbHas GoKymeHmauyusi He 0b653aTenbHO ABNSETCA MUCbMEHHBIM UM NeYaTHbIM LOKYMEHTOM U
MOXET BKIIH0H4aTb 3BYKOBbIE, BU3YyarbHble U TaKTUIbHbIE MaTepuarbl U pasnuyHbie TUMbl HOCUTENEN NHopMaLMK.

3.2 nonb3a (benefit): lMonoxutensHoe BNUAHWE WNW XenaTenbHbIN pe3ynbTaT MNpPYMEHEHMUS
meduyuHckoeo usdenus (3.10) Ha 300poBbE YenoBeKka UNU NONOXUTENBHOE BIIMSIHWE Ha BeAeHWe nauneHTa
unn obLecTBEHHOE 300POBLE.

M pnmeyvyaHune -— lNonb3a MOXeT BKMOYaTb NOSIOXKUTENbHOE BIIMSHME Ha KIWHWYECKUI UCXOL, KayecTBO
XU3HU NauneHTa, pe3ynbTaTtbl, CBA3aHHblEe C TOYHbIM onpeaeneHnemM gunarHosa, nofioXxntenbHoe BIUAHUE NpUMeHeHUA
n3genui ans ouarHOCTUKM Ha KIMHUYeckue pesynbTaTtbl UM NONOXUTENbHOE BINNUAHNE Ha obLiecTBeHHOE 340poOBbe.

3.3 Bpen (harm): TpaBma wnm yuwepb 340pOBbI NOAer, a Takke yuwepb wumylecTsy wnm
OKpyXatoLLen cpege.
[ISO/IEC 63:2019, nyHkT 3.1]

3.4 onacHocTb (hazard): lMoTeHuManbHbIN NCTOYHKK 8peda (3.3).
[ISO/IEC 63:2019, nyHkT 3.2]

3.5 onacHasa cutyaumsa (hazardous situation): O6cToATENLCTBA, NMPU KOTOPbLIX NOAM, UMYLLECTBO
UK OKpyXKaroLas cpefa NofABeprarTCcs OOHOW UMM HECKOIbKUM orracHocmsm (3.4).

Mpnumeyvyanne — [nd MNOHMMaHWs B3aMMOCBA3M MeXQy OMACHOCTbIO WM OMacHOW CuTyauuen CMm.
Mpunoxenwne C.
[ISO/IEC 63:2019, nyHkT 3.3, naMmeHeHO — gobaeneHo MpumevaHue 1]

3.6 npeaycmoTpeHHOe npumeHeHue / npegycMoTpeHHoe HasHa4veHue (intended use / intended
purpose): [llpyMeHeHve, Ans KOTOpPOro npoaykuus, rpouecc (3.14) wnu ycnyra npegycMOTPEHbl B
COOTBETCTBMM  CO  creuudmkaumamu,  MHCTPYyKUMAMM 1M uHdopmaumern,  npegocTasnsgeMbiMm
useomosumernem (3.9)

MpumeyvyaHune — lNpegycMOTpeHHble MEAULIMHCKME NOKa3aHWs, KaTeropms nauMeHToB, YacTb Tena unu tmn
TKaHW, C KOTOPOW MPOMCXOAMT B3aMMopencTeve, Npodunb Nonb3oBaTens, cpefa MPUMEHEHUA U NMPUHUMN OENCTBUS
ABNATCA TUMUYHBIMU ANEMeHTaMmn rnpedyCcMOMpPeHHO20 MPUMEHEHUS.

[ISO/IEC 63:2019, nyHkT 3.4]

3.7 meguuMHCKOe u3penue AnsA gunarHoctukwm in vitro (in vitro diagnostic medical device. IVD):
W3pgenue, He3aBMCUMO OT TOro, WCMOMb3yeTCs MU OHO OTAENbHO UMW B COYeTaHuKM, NpegHasHavyeHHoe
uzzomosumersiem (3.9) Ana nccnegoBaHUs B3SATbIX U3 Tena Yernoseka Npob, UCKMIOYMTENbHO WK MMaBHbIM
obpasoM Aans npegocTtaBneHvs uHGoOpMauMM B UENnsaxX OUarHOCTUKM, MOHWUTOPUHIa WU  OLEHKM
COBMECTMMOCTM W BKIIKOYalOLLEee peareHTbl, kKannbpaTopbl, KOHTPOSIbHbIE MaTtepuanbsl, eMKOCTM Ansa npoo,
nporpamMmmHoe obecneyeHme n CBA3aHHbIE C HUMW MHCTPYMEHTBI UK annapatbl Uy gpyrue yCcTponcTea.

[ISO 18113-1:2009, nyHkT 3.27, nsmeHeHo — NPUMEYAHUE yganeHo.]

3.8 xu3HeHHbIN uyukn (life cycle): Bce ctagmm cywectBoBaHus meduyuHckozo usdenus (3.10) ot
nepBoOHaYanbHOM KOHLEeNUMM 4O BbIBOAA U3 IKCMyaTauum 1 yTunmsaumm.
[ISO/IEC 63:2019, nyHkT 3.5]

3.9 nsrotoButensb (manufacturer): Jllo6oe msmyeckoe nnu LPULMHECKOE NULO, OTBETCTBEHHOE 3a
NPOEKTMPOBaHNE W/UNN NPOU3BOACTBO MeduyuHckozo u3denus (3.10) ¢ uenbto BbiNycTUTb B obpalleHne
meduyuHckoe usdenue (3.10) nog ero cobCTBEHHBIM UMEHEM, HE3AaBUCUMO OT TOrO, CMPOEKTUPOBAHO U/Mnn
npovsseneHo nu takoe meduyuHckoe usdenue (3.10) 3TUM NULOM UNKU NO ero NOPYYEHUIO APYrUM MULIOM
(nMuamn).

MpnmevyaHunsa:
1 dmanyeckoe unu OpUONYECKOE NNLIO HECET KOHEYHYH HpUAMYECKYH) OTBETCTBEHHOCTb 3a obecneveHve
BbIMNOMHEHUS NPUMEHVMbIX PErynupyroLmx TpeboBaHWn CTpaH U IOPUCAVKLUIA B OTHOLIEHUN MeOUUUHCKUX u3denud,
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ONs MpoAaXu B KOTOPbIX OHW MpedHa3HayveHbl, eCNN TONMbKO MHOE He YCTAHOBMEHO crneuuvanbHbiMU TpeboBaHusMU
Perynupytouiero OpraHa (PO) B npegenax ero topucankumm.

2 OTBETCTBEHHOCTb U320mosumeris onucaHa B pykoBoadwux gokymeHTax GHTF. 3Ta oTBeTCTBEHHOCTb
BKIOYaeT B cebs kak OTBETCTBEHHOCTb MO BbIMONIHEHUIO MpeanpoAaxHbix TpeboBaHuW, Tak M MOCnenpoaaKHbIX
TpeboBaHUiA, TakKUX Kak cCOOOLLEHUSI 0 HEBNAroNPUATHBIX CODLITUAX U YBEAOMITEHUS O KOPPEKTUPYIOLLUX AENCTBUSAX.

3 «[MpoekTpoBaHne n/munu NPonsBOACTBO» MOrYT BKMoYaTb B cebs paspaboTky cneuudukauni, npoaykumu,
npou3BoacTBo, cbopky, 06paboTKy, ynakoBKy, nepeynakoBKy, MapKUpOBKY, NepemMapKMpoBKY, CTEPUNM3aunio, MOHTaX
unu nepepaboTky MeduyuHCcKo20 u3denus, a Takke o6beguHeHVe usgenuii B Habop, BO3MOXHO B KOMOMHaLMK ¢ Apyron
npoayKumen B MeANUUHCKUX LiensiX.

4 Jlnuo, ocyllecTBRsilOlLlee B COOTBETCTBUM C WHCTPYKUMEN MO NPUMEHEHW0 cOOpKYy W perynmpoBky
MeOUUUHCKO20 U30esiusi, BbIMyLLEHHOro B 0b6palleHne MHbIM NMLOM M NpeAHa3HAYeHHOro AN NPUMEHEHUS KOHKPETHBLIM
naumMeHToM, He ABMsSeTCs u3zomosumerieM, ecnn cbopka 1 perynmpoBka He M3MeHsIeT NpeayCMOTPEHHOrO NPUMEHEHUS
MeOUUUHCKO20 u3desnusi.

5 Jlvyo, usmeHsoWee npenyCMOTPEHHOE HasHaveHne MeOuyUHCKo20 u3denus vunu mMoguduumpyoLllee
MeaunuMHcKkoe usaenue 6e3 cornacus M3roToBUTENS ANsl BbiNycka U3genus nod CBOMM COOCTBEHHBIM MMEHEM, crieayeT
paccmaTtpmBaTb kak u32omosumersis MOAUMULMPOBaHHOIO MeOUUUHCKO20 Uu30esus.

6 YNONHOMOYEHHbIV NpeacTaBuTenb, AUCTPUOLIOTOP UM MMNOPTEpP, KOTOPLIN TONbKO Ao6aBnseT cBON agpec
N KOHTaKTHble JaHHble HAa MelOuyUHCKoe u3desiue UNn Ha ero ynakoBky, 6e3 yaaneHus nunm naMeHeHus opurmHarnbHowm
MapKMpOBKM, HE SABMNSIETCA U320mogumersiem.

7 B cnyyae ecnu npuHagnexHoOCTX nonajarT nog perynupyrowme tpeboBaHusa K MeduyuHCKOMYy U30eruto,
nvua, OTBETCTBEHHbIE 3@ MNPOEKTMPOBaHWE W/MNW  NPOM3BOACTBO  TaKMX NPUHAAMNEXHOCTEW,  ABMSATCA
u32omosumensimu.

[ISO/IEC 63:2019, nyHkT 3.6]

3.10 meauumHckoe usgenue (medical device): WHcTpymeHT, annapat, npubop, YCTPOMCTBO,
obopynoBaHue, UMNNaHTaT, in Vvitro peareHT, nporpaMMHoe obecrneveHne, matepuan Unu nHble NogobHble
UNn CBA3aHHbIE C HUMW U3Oenud, npefHa3HayeHHble M3roTOBUTENEM ANA MPUMEHEHUS K YenoBeKy Mo
OTAENbHOCTU NN B KOMOMHALUMW ANs1 OAHOW UITM HECKOSBbKUX KOHKPETHBIX MEAULMHCKMX Lienen:

- AVArHOCTUKKU, NPOMUMIAKTMKN, MOHUTOPUHIa, NIe4YeHns unu obnerdeHns 3aboneBaHuii;

- AVAarHOCTMKWN, MOHUTOPWHIA, NleYeHns, 06reryeHns unmn KomneHcaLmMm NocneacTBUii TpaBMbl;

- YccrnefoBaHnst, 3amMeLLeHUs UMM M3MEHEHUS aHaTOMWYECKOro CTPOEHMSI UM pr3nonormyecknx
NpoLEeccoB;

- Xn3HeobecneyeHnst UNu NOAAEPXaHUSA KUSHEHHbIX PYHKLUNIA;

- ynpaeneHue 3avaTuem;

- fesnHdexkunn meguumHekux nagenun (3.10);

- MoNy4YeHns MHopMaLuMmn NocpeacTBOM MCCeQOBaHMS in vitro npo6, B3siTbIX N3 Tena YenoBeka,

a TakkKe He [ocTurarllee CBOEro nNepBUYHOrO MpeaHa3Ha4YeHHOro BO3AEWCTBUS Ha OpPraHusm
yenoBseka 3a CYET hapMaKOMNoOrmyecknx, UMMYHOSOTMYECKUX MMM METabonmnyecknx cpencts, HO PYHKLUK
KOTOPOro MOryT nogaepKmMBaTbCs TakKMMmn cpeacteamu.

MpumeyvyaHune — HekoTopasi nNpoaykuusi B OTAENbHbIX HOPUCAMKLMSIX MOXET paccMaTpvBaTbCs Kak
meduyuHcKue u3desus, HO He SBMNSATbCA TaKOBOW B APYTMX, HAaNpUvep:
- Ae3nHmumpyoLLme BELLECTRa;
- BCMoMoraTenbHble CPEeACTBa AN N0AEN C OrpaHNYEHHBIMU BO3MOXHOCTSMY;
- 13penusi, cogepkallye TKaHW XXUBOTHbBIX U/MNW YenoBeka;
- M3genusi Ans 9KCTpakoprnoparbHOro ONMoAO0TBOPEHNUS UMW PENPOAYKTUBHBLIX TEXHOMOMUIA.
[ISO/IEC 63:2019, nyHkT 3.7]

3.11 o6bekTMBHOEe cBuAeTenbCTBO (Objective evidence): [aHHble, nogTBEpXAawoLme
CyLLEeCTBOBaHWE NN UCTUHHOCTb Yero-nmoo.

M pnmevyaHune -— ObbekmueHoe c8udemenlbcmeo MOXeT OblTb nony4eHo nocpencTtsom HaGJ‘IIO,EleHMﬂ,
n3MepeHuna, ncnblTaHna unm apyrumm cnocobamu.

[ISO 9000: 2015, nyHkT 3.8.3, M3aMeHeHo — [pumMeyaHue 2 yaaneHo]

3.12 noctnpomsBoacTBO (post-production): Yactb xusHeHHozo yukna (3.8) meduyuHcKoeo
u3denus (3.10) nocne 3aBepLUEHNsI NPOEKTMPOBAHMS U M3rOTOBIEHUS MeQuUUHCKo20 uddenus (3.10).

Mpumep — TpaHCNOPTUPOBaHWE, XPaHEHWE, MOHTaX, NMPUMEHEHWE MPOAYKLMW, TEXHWYECKoe obCryxuBaHUe,
PEMOHT, U3MEHEHWE NPOAYKLMM, BEIBOZ 13 3KCMNyaTaLmu U yTUnnsaums.

3.13 npouenypa (procedure): YCTaHOBMEHHbIA CNocob® OCYyLWEeCTBNEHUS OeATENbHOCTU UMK
npouecca (3.14).

MpumevyaHune — lNpouedypbl MOTYT ObITb AOKYMEHTUPOBAHHLIMU UITN HEAOKYMEHTUPOBAHHBIMU.
[1SO 9000:2015, nyHkT 3.4.5]
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3.14 npouecc (process): COBOKYNHOCTb B3aUMOCBS3aHHbIX UMW B3aUMOAEWCTBYIOLMX BUAOB
OEATENbHOCTU, B KOTOPbIX UCMOSb3YTCS BXOAHbIE AaHHbIE ANsl AOCTMXEHUS HAMEYEHHOro pe3ynbTrara.

MpnumevaHuns:

1 Bbygoetr nuM «HamMeueHHbI pes3ynbTaT» rpouecca Ha3biBaTbCA BbIXOAHBIMW [aHHBIMW, MNPOOYKUMEN Wru
YCMyrow, 3aBUCUT OT UCXOOHOIO KOHTEKCTa.

2 BxopgHble gaHHble AnNs rpouyecca, Kak NpaBwuro, SIBNSAIOTCA BbIXOAHBIMW AaHHbIMU APYrMX fpouyeccos, a
BbIXOOHbIE AaHHbIE poyecca, Kak NpaBuno, ABMATCS BXOAHBIMW AaHHBIMW APYIUX AN 7POUECCOos.

3 [lpouyeccom Takke MOXHO Has3BaTb [ABa unu 6Oonee B3aMMOCBSA3aHHbIX W B3aMMOLEMNCTBYHOLLMX
nocnefosaTesbHbIX poyecca.

[ISO 9000:2015, nyHkT 3.4.1, 1ameHeHo — [NpuMeydaHusi 4, 5 n 6 yganeHsl]

3.15 obGocHOBaHHO nporHosuMpyemoe HenpaBunbHoe npumMmeHeHue (reasonably foreseeable
misuse): NprMeHeHNe NPOAYKUMM UMK CUCTEMBI CNOCOBOM, HE MPEeAYCMOTPEHHbIM u32omosumenem (3.9),
HO KOTOprI7I MOXeT ObITb pe3ynbTaTtoM JNerko npenckadyemoro noseeHna 4enoBeka.

MpnumevaHuns:

1 Jlerko npepckasyemoe MOBeAEeHME YenoBeka BKM4YaeT B ceba noBedeHMe BCeX TUMOB MNonb3oBaTenew,
Hanpumep, HenpodeccnoHanbHbIX U NPOdecCnoHanbHbIX NONb3oBaTeNen.

2 060CcHOBaHHO MPO2HO3UPYEeMOe HernpasguribHoe [pUMEHeHUe  MOXEeT ObiTb NpegHaMEpEHHbIM UNn
HenpeaHaMepeHHbIM.

[ISO/IEC 63:2019, nyHkT 3.8]

3.16 3anucb (record): [JOKyMeHT, coaepXalliMi AOCTUIHYTbIX Pe3ynbTaToB WM CBUOETENbCTBA
OCYLLECTBMNEHHOW AEeATENbHOCTU.

MpnmevyaHunsa:

1 3anucu morytT npuMeHATbCH, Hampumep, ANS (OPMMPOBAHUSA NPOCMEXMBAEMOCTW W MNpefocTaBneHus
CBUOETENLCTB 8epuchuKkayuu, KOPPEKTUPYIOLLNX U NpeaynpexaaLmx 4eNCTBUN.

2 Kak npaBuno, 3anucu He OMKHbI HAXOAWUTCH NoA ynpaBneHneM U3MeHEeHNAMM.

[ISO 9000:2015, nyHkT 3.8.10]

3.17 octaTtouHbIn puck (residual risk): Puck, ocTatomiics nocne BbIMONTHEHWS Mep MO yripasieHuto
puckom (3.21).
[ISO/IEC 63:2019, nyHkT 3.9]

3.18 puck (risk): CoveTaHne BeposATHOCTU NpudnHeHus epeda (3.3) n msaxecmu (3.27) atoro gpeda
(3.3).
[ISO/IEC 63:2019, nyHkT 3.10, nameHeHo — [NpumedaHue 1 yaaneHo]

3.19 aHanu3 pucka (risk analysis): Cuctematmyeckoe MCMNonb3oBaHUE UMELLENCS MHopMauum
ansa naeHtndukaumm onacHocmed (3.4) n onpegenenuns pucka (3.18).
[ISO/IEC 63:2019, nyHkT 3.11]

3.20 oueHka pucka (risk assessment): MonHein npoyecc (3.14) aHanu3a pucka (3.19) n oyeHusaHua
pucka (3.20).
[ISO/IEC 51:2014, nyHkT 3.11]

3.21 ynpaBneHue puckom (risk control): lpouyecc (3.14) NpUHATUA peLLEeHUn U BbINONTHEHUSA Mep,
Nno YyMeHbLUeHu puckog (3.18) [0 YCTaAHOBMEHHBLIX YPOBHEW WU WX MNOAAEPXaHWO B npegenax
YCTaHOBIEHHbIX YPOBHEN.

[ISO/IEC 63:2019, nyHkT 3.12]

3.22 onpepeneHune pucka (risk estimation): [lIpouecc (3.14), ucnonb3yembin ANs NPUCBOEHUS
3HaA4YeHMWIN BEPOSTHOCTU HAcTynneHusa gpeda (3.3) n msekecmu (3.27) aToro Bpeaa.
[ISO/IEC 63:2019, nyHkT 3.13]

3.23 oueHuBaHue pucka (risk evaluation): lpouecc (3.14) cpaBHeHUsa pucka (3.18), KOTOpPbLIA Yyxe
onpeferneH, ¢ yCTaHOBIMEHHbIMU KpuTepuamm pucka (3.18) anga onpegeneHuns gonyctuMocTu pucka (3.18)
[ISO/IEC 63:2019, nyHkT 3.14]
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3.24 meHemxmeHT pucka (risk management): CuctemaTnyeckoe NpUMEHEHNe NOMMTUKK, rpouedyp
(3.13) 1 npakTNYeckux MeToa0B MeHeMKMEHTa ANs pelleHns 3agay aHanvsa, OLUEeHUBaHWS, YNpaBneHus un
MOHUTOpPWHra pucka (3.18).

[ISO/IEC 63: 2019, nyHkT 3.15]

3.25 ¢hanin meHemxmeHTa pucka (risk management file): CoBokynHocTb 3anucel (3.16) n gpyrux
[JOKYMEHTOB, CO3jaBaeMbIX B NMpoLecce MeHedxmeHma pucka (3.24).

3.26 6e3onacHocTb (safety): OtcyTcTBUE HEdornycmumozo pucka (3.18).
[ISO/IEC 63:2019, nyHkT 3.10]

3.27 TaxecTb (Severity): Mepa BO3MOXHbIX NOCNeACTBUM orracHocmu (3.4).
[ISO/IEC 63:2019, nyHkT 3.17]

3.28 coBpemeHHOe COCTOSlHME Haykum M TexHuku (state of the art): Ctagus TexHuyeckoro
noTeHumana, pa3paboTaHHOro Ha AaHHbLI MOMEHT BPEMEHW B OTHOLLEHUM NpoAyKumK, npoyeccos (3.14) un
yCnyr Ha OCHOBaHUMN COOTBETCTBYHOLUMX KOHCONMAMPOBAHHbLIX BbIBOOOB HaYKW, TEXHUKN U OMbITAa.

MpumeyvyaHne — CospeMeHHOe COCMOsIHUE HayKu U MexHUKU BonnoLwiaeT B cebe T0, 4TO B HacTosiLiee
BPEMS M MOBCEMECTHO MPUHATO, Kak NepeAoBON OMbIT B 06NnacTn TexHonorum n meamumHel. CogpemeHHoe cocmosiHue
HayKu U mexHUKU He obssaTenbHO nogpasymeBaeT Havboree nepcrneKkTMBHOE C TEXHOMOMMYECKON TOYKM 3peHust
pelwexune. OnncaHHOe 30eCb COBPEMEHHOE COCMOsHUEe HayKu U MEeXHUKU WHOrAa HasbiBaloT «obLienpuaHaHHbIM
CO8PpeMeHHbIM COCMOSIHUEM HayKu U MexXHUK»".

[ISO/IEC 63:2019, nyHkT 3.18]

3.29 Bbicwee pykoBoacTBO (top management): Jluuo wnwm rpynna nuvu, OCYLLECTBSIOLMX
PYKOBOACTBO M ynpasneHune uzzomosumersnem (3.9) Ha BbiCLUEM YPOBHE.

[ISO 9000:2015, nyHkTt 3.1.1, M3MEHEHO —  TEepMWH «opraHmsauus» 3aMeHEH Ha TepMuH
«uzeomosumeriby, NpumeyaHnsa yganeHso]

3.30 owmbka npumeHeHusa (use error): BbinonHeHne wNU  HEBLINOMHEHWE  AEWCTBUS
nonb3oBaTteneM npu MpUMeHeHUn meduyuHckoeo u3denus (3.10), npuBoAswee K pesynbTaTty,
oTnuyarLLemMycsi OT NPeAYCMOTPEHHOTO u3zomosumeriem (3.9) Unu oXxmaaemoro nonb3oBaTeneMm.

MpnmevyaHunsa:

1 Ouwubka npuMeHeHuUs BKNoYaeT B cebst HeCnoCcoOBHOCTL NOMb30oBaTENs BbINOMHUTE 3a4aqy.

2  OwubKku npumeHeHUsi MOTyT ObiTb Bbi3BaHbl HECOOTBETCTBUMEM MEeXAYy XapakTepucTukamu nonb3oBaTens,
nonbL30BaTeNbCKOro MHTepderica, 3agadn nnu cpeabl NPUMEHEHUS.

3 TMonb3oBaTenu MOryT 3HaTb UMM HE 3HaTb, YTO NPOU3OLLNA OWUbOKa MPUMEHEHUS.

4 HenpepsuaeHHas dusMonorMyeckas peakumss naumeHta cama no cebe He cuutaetca owubkol
MPUMEHEHUSI.

5 HenpaBunbHoe QyHKUMOHMPOBaHNE MeOUUUHCKO20 u3denus, KOoTopas MNpUBOOUT K HenpeaBuaeHHOMY
pes3ynbTaTty, He CUnTaeTCcs OWUBKOU NPUMEHEHUS.

[M3K 62366-1:2015, nyHkT 3.21, nameHeHo — lNpumedaHne 6 yaaneHo]

3.31 Bepudwmkauumsa (verification): lNoaTBepxaeHne Ha OCHOBe nNpefoCTaBneHus O0O6BLEeKMUBHbIX
ceudemersnbcme (3.11) Toro, YTO yCTaHOBMNEHHbIE TPEOOBAHMS BLINOSHEHSI. .

MpnmevaHunsa:

1 O6bekmusHoe ceudemenbcmeo, Heobxoanmoe Ans gepugukayuu, MOXeT ObiTb pe3ynbTaToM NPOBEPKU
mnun gpyrnx CbOpM onpegeneHnd, Taknx Kak BbiNMoJIHEHNE anbTepHATUBHbLIX pacqéToa nnn ndyvyeHme OOKyMeHTOB.

2 [esitenbHOCTb, OCYyLLECTBIsIEMan B LENsX 8epugukayuu, MHOrAa HasbiBaeTCsi IpoyeccoM Kanvdukaumm.

3 TepMuH «BepuunLMpoBaHO» UcnonbayeTcs Ans 0603HaYeHUst COOTBETCTBYIOLWEro cTaTyca.

[ISO/IEC 63:2019, nyHkT 3.19]

4 O6wme TpeboOBaHUA K MEHEKMEHTY pUCKa
4.1 MNMpouecc MeHeAKMeHTa p1cKa

U3zomosumerib OOMKEH YCTaHOBUTb, BHEAPUTb, AOKYMEHTMpOBaTb M MoaAepxusatb B paboyem
COCTOSIHMM HENpPepbIBHLIN Ipouecc Ans:

a) vaeHTudmKaLmm onacHocmeul n onacHbIX cumyauyul, CBA3aHHbIX C MEOUYUHCKUM u3denuem;

b) onpeneneHus n oueHVBaHWA COMYTCTBYIOLLMX PUCKOS;

C) ynpaBneHus STUMU pucKamu,
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d) MOHUTOPWUHIa pe3yrnbTaTUBHOCTU MeP MO yripaesieHuro puckamu.

OTOT rnpouecc OOIMKEH MPUMEHSITbCA Ha MNPOTSHKEHMU BCEro XXU3HEHHO20 UuKna MeOUUUHCKOZ20
usdenus.

ATOT fipouecc AOIMKEH BKNoYaTh B cebs crieayolmne aneMeHTb:

- aHasnus pucka;

- oueHusaHue pucka;

- ynpassieHue pUcKoM;

- [AesTenbHOCTb Ha CTaguu NPOU3BOACTBA W 1O0CM-POU3800CMEEHHYI0 AeATENBHOCTD.

Ecnn cyulectByeT [OOKYMEHTUPOBAaHHLIN pouyecc YCTaHaBNMBAaWOWMA co3fgaHue NpoaykuuM B
pamKax >XM3HEHHOro LMKNa, TO OH [JOSKEeH BKMoYaTb COOTBETCTBYHOLUME 4YacTu fpouecca MeHedxmeHma
pucka.

MpnumevaHuns:

1 [Ipouecchbl XN3HEHHOTO LMKNa onncaHbl, Hanpumep, B pasgene 7 1SO 13485:2016.

2 [loKyMEeHTMpOBaHHbIA MPoOUecc B paMKax CUCTEMbl MEHEMKMEHTa KavyecTBa MOXET MCMoMb30BaTbCA ANst
CUCTEMATUYECKOrO peLleHnst BOMNPOCOB 6e3omacHocmu, B 4acTHOCTM Ans obecneyeHusi BO3MOXHOCTU paHHEro
BbISIBNEHNS orracHocmeu v 0nacHbIX cumyauyuli B CNOXHbIX MEOUUUHCKUX U30esnusix.

3 Cxemartuyeckoe npeacraBneHue rnpoyecca MeHedXxMeHma pucka npvsegeHo Ha PucyHke 1. B 3aBucumocTn
OT KOHKPETHOW CTafuu XU3HEHHO20 UUKa OTAENbHbIM SMeMeHTaMm MeHedXMeHma pucka MOXeT yaensatbca ocoboe
3HayeHue. Kpome TOro, AeATEnNbHOCTb MO MEHEOXMEHmMY pucka MOXET BbIMOIMHATLCA UTEPATUBHO WM NO3TarnHO B
3aBMCUMOCTU OT KOHKpeTHOro meduyuHckozo usdesnusi. B MpunoxeHun B copgepxuntcs 6onee noapobHbii 0630p atanos
rpouecca MeHedXXMeHmMa pucka.

|
1

AHanu3s pucka

MpeaycMoTpeHHoe npuMeHeHe 1 060CHOBaHHO
NPOrHO31pyeMoe HenpaBunbHOE NPUMEHeHVe
MpeHTudmkaums xapakTepucTuk MMeroLLmx
OTHoLUEeHMWe k 6esonacHocTu

MpeHTudmkaums onacHocTel 1 onacHblX CUTyauuin
OnpepeneHve pucka

}

| OueHueaHue pucka

l -

YnpaeneHue puckom |

OueHka pucka

l
|

AHanu3 BO3MOXHOCTeN ynpaBreHusi PUCKOM
BbinoniHeHMe Mep Mo ynpaBieHnio pUckom
OueHu1BaHWe 0CTaTO4HOrO puUcka

AHanM3 CoOTHOLLIEHUS1 PUCK-TOSb3a

PUCKM OT NPUMEHEHWSI MEP MO YNPABIIEHWNIO PUCKOM
MonHoTa ynpasneHus puckom

}

OueHuBaHMe NONHOrO 0CMamoYHO20 pucka |

}

| AHanus meHedxmMeHma pucka |

}

D,eﬂTeanOCTb Ha cTaguuv npoun3BoacTBa n
nocT-npousBoACTBEHHaA AeATeNIbHOCTb

[nan meHedxxmeHma pucka
MeHedxmeHm pucka

O6was nHopmaums
C6op nHdopmaLmm
AHanus nHopmauumn
LevictBus

—

PI/IcyHOK 1 — CxematunyHoe npeancrtaBsneHne rpouecca MeHedXMeHma pucka

CooTBeTCTBUE OLIEHMBAETCS NOCPEACTBOM MPOBEPKN COOTBETCTBYHOLLINX JOKYMEHTOB.
4.2 OTBeTCTBEHHOCTb PyKOBOACTBA

Bbicwee pykosodcmeo OOMMKHO MPEedoCTaBUTb CBMAETENbCTBA CBOEW MPUBEPXEHHOCTU npoueccy
MeHedXMeHma pucka nocpeacTBOM:

- NpegocTaBneHnAa HeobXxoanMbIX pecypcCos,
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- Ha3Ha4YeHUs KOMMNETEHTHOro nepcoHana (cMm. 4.3) ons uenen MeHedxMeHma pucka.

Bbicwee pykogodcmeo p[OMmMKHO paspabotaTe M [AOKYMEHTMPOBaTb MOMUTMKY YCTaAHOBIEHMSA
KputepmeB OONYCTUMOCTU pUCKa. OTta nonutuka AOJPKHa OGGCI‘IeLII/IBaTb, 4YTO YCTaHOBII€HHblE Kputepumn
OCHOBaHbl Ha MNPUMEHWMbIX HaUMOHAaNbHbIX W pEeruoHanbHbIX — PErynupylowmnx  OOKYMEHTax W
COOTBETCTBYHOLUNX MEXAYHAPOAHbIX CTaHAAPTaX, a TakkKe YYMTbIBAOT MMEILLYHOCS MHOPMAaLIMIO, TaKyH
Kak OOLLENPUHATOE COBPEMEHHOE COCMOSHUEe HayKu U MEeXHUKU W W3BeCTHble noTpebHocTu
3aVHTEpPeCcOBaHHbIX CTOPOH.

MpnmevyaHus:

1 TMMonutnka wu32omosumesia B OTHOLUEHUN YCTAHOBIIEHWUS KPUTEPMEB OOMNYCTUMOCTU pucKa MOXeET
onpeaensitb NOAXoAbl K yrpasieHuto PUCKOM: CHUXEHUE pucKa HaCTONbKO, HACKOMNbKO 3TO MPaKTUYECKM OCYLLECTBUMMO,
CHWXKEHWNE puCKa HACTONbKO, HACKOMbKO 3TO NPaKTUYECKN AOCTUXMMO, U CHUXKEHWE pUCKa HACTONbKO, HACKOMbKO 3TO
BO3MOXHO 6e3 oTpuLaTenbHOro BIMAHUSA Ha COOTHOLLEHWE pucK - rnosnb3a. PykoBoacTBo no paspaboTke Takon NonMTUKK
cMm. B ISO/TR 24971.

Bbicwee pykogodcmeo AOMKHO NPOBOAUTL aHanu3 NPUrogHoCTH npouecca MeHeOXMeHma pucka B
3annaHMpoBaHHble NPOMEXYTKN BPEMEHM B Liensix obecneyeHusi NOCTOSIHHOWM pe3ynbTaTUBHOCTU ripoyecca
MeHeOXMeHma pucka W OOIMKHO AOKYMEHTUPOBaTb BCE MPUHATHIE PELUeHWs U NpeanpuHATbie OEWCTBUS.
Ecnun y uszomosumens nmeeTca AeiiCTBYIOLWAA CUCTEMA MEHEMKMEHTa KavyecTBa, TO 3TOT aHanm3 MoXeT
6bITb YaCTbIO aHanu3a cMCTEMbl MEHEDKMEHTA KavecTBa.

2 PesynbTatbl aHanuM3a MPOW3BOACTBEHHOW W  10CM-IpPouU3800CMEeHHOU WHpopmauMn Moryt ObiTb
MCMNOMnb30BaHbl B KAYECTBE BXOAHbIX AAHHbIX A4S aHanu3a npurogHoCcTu rpoyecca MeHeoXMeHma pucka.

3 ,D,OKyMeHTbI, OnncaHHble B HacTodwemM nogpasgene, Moryrt ObITb BKIHOMEHbI B AOKYMEHTUPOBAaHHbIE
npoueaypbl CUCTEMbl MEHE)KMEHTA KayecTBa U320mosumesisd, U Ha 3TW OOKYMEHTbl MOXHO ccbinatbcsl B ¢halne
MeHedXMeHma pucka.

CooTBeTCTBME OLIEHNBAETCS nocpencTBoM NpoBeEpPKN COOTBETCTBYHOLLNX OOKYMEHTOB.

4.3 KoMmneTeHTHOCTb nepcoHana

Nuua, BeINONHSIIOWME 3a4a4n MEHEOKMEeHMa pUCKa, [OIMKHbI ObiTb KOMNETEHTHbI UCXOAA U3 CBOETO
o6pas3oBaHusl, NpodeccuoHanbHON MNOArOTOBKW, HAaBbLIKOB W OMbiTa, COOTBETCTBYHOLLMX MNOCTaBMEHHbLIM
nepen HUMKU 3agadam. B cooTBeTCTBYHOLLMX Crydyasix 3TW nuua OormkHbl obnagaTtb 3HaHWSMM U OMbITOM
paboTbl C KOHKPETHbIM MedUUUHCKUM u3denuem (MNU aHanornvHbIMMU MEOUUUHCKUMU U30esiusMu) N ero
NpMMeHeHneM, COOTBETCTBYIOLLMMU TEXHOMOMMSIMU UNN NPUMEHSEMbIMU MeTodaMn MeHeOXMeHmMa PucCKa.
CooTBeTCTBYOLMNE 3arucu OOMMKHbI NOAAePXNBaTLCA B paboyem COCTOSTHUN.

MpumeyvyaHne — 3agaum B obnactm meHedXMeHma pucka MOTYT BbINOMHATHCS NPeACTaBUTENSMU
HECKONMbKMX (PYHKLMOHANbHbLIX NoApasfeneHunii, kaxabli U3 KOTOpbIX BHOCUT CBOW BKMaj 3a CYET MMEIOLLMXCA Y HUX
crneumanbHbIX 3HaHWUNA.

CooTBeTCTBME OLIEHNBAETCS nocpencTBoOM NpPoOBEpPKN COOTBETCTBYHOLLNX 3anuced.

4.4 NnaH MeHeaXXMeEHTa pUcka

[estenbHOCTb MO MeHeOXMeHmy pucka HeobxooyMo nnaHupoBatb. NS KOHKPETHOro
paccmaTtpuBaeMoro MeduyuHcKo2o u3denusi u3zomoeumersib OOMKeH paspaboTaTb U AOKYMEHTUPOBaTb
nnaH MeHeOXMeHmMa pucka B COOTBETCTBUU C poueccoM MeHedxmeHma pucka. lnaH meHedxmeHma
pucka OomKeH BbITb YacTblo ghalina MeHedxMeHmMa pucka.

3T0T NnaH AOJDKEeH BKN4YaTbh Kak MUHUMYM:

a) Obnactb nNPUMEHEHUs  3anflaHUPOBAHHOW  OEATENbHOCTM N0 MeHeOXMEeHmMy  PUCKa,
naoeHTUMKaUMD 1M onucaHne MeoOuyuHCcKo2o u30esnusi U CTagul XXU3HEHHO20 Uukna, Anst KOTopbIX
NMPUMEHUM KaXAbl 3NEMEHT NnaHa;

b) pacnpeneneHne oTBETCTBEHHOCTM U MONTHOMOYMNIA;

c) TpeboBaHusa K aHann3y JeATenbHOCTU N0 MEHEOXMEHMY PUCKa,

d) KpuTepum JONYCTUMOCTU puCKa, OCHOBaHHblE Ha MOSIUTUKE U320mMoeumesis NO YCTaHOBEHUIO
[OMyCTUMOrO puckKa, BKIYas KpUTepum JOMNycKa pucKos, Koraa BepOosATHOCTb HAacTynneHus gpeda He MOXeT
ObITb OnpeaeneHa;



FOCT ISO 14971 — 20XX (lepsas pedakyusi)

MpuMeyvyaHue — Kputepum 4ONYCTUMOCTM pucka UMeKT GOnbLIOe 3Ha4yeHue Ons AOCTWKEHUSI KOHEYHOW
pe3ynbTaTMBHOCTM fipouecca MeHedXxMeHma pucka. [Ins Kkaxaoro nnaHa MeHedxmeHma pucka u32omosumerib OONKeH
YCTaHOBUTb KpUTEPUM JOMYCTUMOCTU PUCKA, COOTBETCTBYIOLLNE KOHKPETHOMY MeOUUUHCKOMY U30eruto.

e) MeTo[ OoueHMBaHUA COBOKYMHOINo ocmaimoy4yHoecOo pucka v Kputepumn aonyctnMmocTtn COBOKYMNMHOIo
ocmailmo4yHoeO pucKa, OCHOBaHHbIE Ha NOJIMTUKE U320mosumersid No YCTaHOBJIIEHNIO AONYCTUMOrIO puckKa,

MpumeyaHne — MeToa OUEHMBAHUA COBOKYMHOMO OCMamoYHO20 pucKa MOXeT BKMoYaTb cbop 1 aHanus
JdaHHbIX U nuTepaTtypbl N0 paccMatpuBaemMomy MeOUUUHCKOMY U30esiuro W aHamnornyHbIM MeOUUUHCKUM U30enusiM,
NpeacTaBreHHbIM Ha pbIHKE, U MOXET BKMHYaTb 060CHOBAHHOE pelleHue KPOoCC-(OYHKLMOHAMBHOM rpynmbl 3KCNepToB,
obnagatoLmx NpUKnagHsIMU 3HaHUSIMI U OMbITOM KITMHUYECKOTO MPUMEHEHUS.

f) peatenbHOCTb NO 8epucbukayusiM BbINOMHEHUS U Pe3ynbTaTUBHOCTM BbINOMHEHHBIX Mep Mo
yrpasJseHuto puckam,

0) AeATenbHOCTb, CBsA3aHHass co COOpPOM M aHanmM3oM COOTBETCTBYHOLLEW MPOU3BOACTBEHHOW W
nocm-npou3go0cmeeHHOU NHOPMaLUN.

MpnumevaHuns:

1 PykoBoAcTBO Mo pa3paboTke nNnaHa MeHedXMeHma pucka u onpeaeneHntio KpuTepueB JOMYCTUMOCTM pucka
cm. B ISO/TR 24971.

2 Heobna3aTenbHO BCe 3neMeHTbl NnaHa MeHeaXXMeHTa pucka paspabaTbiBaTb 0gHOBpPEMeEHHO. NnaH nnn ero
3NEeMEHTbI MOXHO pa3pabaTbiBaTb NO3TanHo.

Ecnn B TeueHue XU3HEHHO020 yukia MedUyUHCKo20 u3desusi B NMnaH BHOCATCA W3MEHEHUs, TO
3arnucu o TaKnx UaSMeHeHUAX OOJKHbI noaaepXXnBaTtbCH B d)aljne MeHeOXMeHma pucka.

CooTBeTCTBUNE OLIEHMBAETCS NOCPEACTBOM NPOBEPKU ¢halina MeHedXMeHmMa PUCKa.
4.5 ®ann MeHegXXMeHTa pucka

[ns KOHKpeTHOro paccmaTtpuBaemoro MeduyuHCKo20 u3denusi u3zomosumerib OOIMKEeH co3aaTth U
nogaepxuBatb ¢halsn MeHedxMeHma pucka. B pononHeHne k TpeboBaHuAM Apyrux pasgerioB HacTosILLEro
ctaHgapTa ¢hbalin MeHedxMeHma pucka [OoImkeH obecneymBaTb BO3MOXHOCTb MPOCIEXMBAHUS Kaxdow
NMOEHTUULMPOBAHHOM 0MacHoCmMu Npu:

- aHasiu3e pucka,

- oueHusaHUU pucka,

- BbIMOJIHEHUN N sepucbu;cauuu Mep Mo yripaserieHuro puckamu,

- pacCMOTpeHnn pe3ynbraTtoB OUEeHUBaHUA OCMamoYHbIX PUCKOS.

MpnmevyaHunsa:

1 3anucu v ppyrme OOKYMEHTbI, BXoAslMe B COCTaB (halsia MeHedXMeHma pucka, MOryT ObiTb 4YacTbio
ApYrMx OOKYMEHTOB U dbavinoB, Tpebyembix, HanpuMmep, CUCTEMOW MEHEKMEeHTa KadecTBa u3zzomosumens. ®adn
MeHeOdXMeHma pucka He obs3aTenbHO OOIMKEH M3NYECKM coaepXaTb BCE 3arnucu WU Apyrne AOoKymeHTbl. OgHako OH
OOIMKEH coaepXaTb MO MeHbLUEW Mepe CCbIIKM WM yKasaTenu Ha BCl TpebyeMyk [OKyMeHTauuio, 4ToObl
u32omosumersib MOTr CBOEBPEMEHHO cObpaTh MHOPMALIMIO, HA KOTOPYIO CChiNnaeTcs ¢hallsn MeHedXXMeHma pucka.

2 @alin MmeHedXxMeHmMa pucka MoXeT ObiTb B ntobol oopme nnm Ha ntobom Tvune HocuTens.

3 PykoBoactBo No co3gaHuto ¢hatisia MeHedXKMeHma pucka O KOMMNOHEHTOB U M3genuin, paspaboTaHHbIX
6e3 nNpMMeHeHNsi HacTosilero ctaHgapTa, cM. B ISO/TR 24971 .

5 AHanu3 pucka

5.1 NMpouecc aHanusa pucka

U3zomoesumenb AOIMKEH NPOBECTN aHasiu3 pucka AnAaA KOHKPETHOro MedUUUHCKO20 u30esnusl, Kak
OnncaHo B MYHKTax 5.2 — 5.5. BbinonHeHue 3aI'IﬂaHVIDOBaHHOIZ OEeATeNbHOCTU NO aHanu3y pucka wu
pes3ynbTaTbl aHasiusa pucka AOJTKHbI ObITb 3aperncTpunpoBaHbl B cbaﬁne MeHedXMeHma pucka.

MpumevaHna:

1 Ecnu gna aHanormyHoro mMeduyuHcko20 u3lenus yXe NPOoBEAeH aHanu3 pucka Wnu umeetcs apyras
COOTBETCTBYIOLAA MHMOPMaUus, TO ITOT aHanuM3 wunm uHdopmauma MoryT ObiTb UCMOMb30BaHbl B KayecTBe
OTNpPaBHOW TOYKU ANA NPOBEAEHUS HOBOro aHasu3a pucka. CTeneHb peneBaHTHOCTM 3aBUCUT OT pasfuyumn Mexagy
MeduyUHCKUMU u30enusiMu W OT TOrO, MPUBHOCHAT NI OHW HOBbIE OMACHOCTU MMM UMEIOT CYLLECTBEHHbIE Pasnnyns B
BbIXOOHbIX pabounx Mnu yHKUMOHANbHBIX XapakTepucTuKax, AaHHbIX unu pesynbTatax. CTeneHb MCNONb30BaHMSA
yXe CYLLeCTBYIOLWEro aHasu3a pucka OCHOBbIBAETCA Ha CUCTEMATUYECKOM OLEHVWBAHWW BIUSHUSA, KOTOpPOE 3TU
pasnuuus MoryT UMeTb Ha BO3HUKHOBEHMWE ONaCHbIX CUTYaLWN.
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2 PykoBoactBo no OTAENbHbIM METOAaM aHasu3a pucka W MeTofaM aHasusa pucka Ons MeOUUUHCKUX
u3denuti Onst OuazHocmuku in vitro cm. B ISO/TR 24971.

B gononHeHue K 3anucsM, TpebGyeMbiM B COOTBETCTBUM C MyHKTaMu 5.2 — 5.5, JOKYMEHTauus o
NPOBEAEHUN U pe3ynbTaTax aHasu3sa pucka AoShKHa BKIoYaTb Kak MUHUMYM:

a) naeHTUdrKaumio n onucaHne mMeduyuHcKo2o u3desius, aHanms KOTOPOro NPOBOAUIICS;

b) naeHTudurKaumio nuua (nnu) 1 opraHnsaummn, KOTopble NPOBOANNN aHaslu3 pucka,

C) obnacTb NpUMeHeHVst 1 faTy NPOBeAEHUs aHanu3a pucka.

Mpnumevyanne — O6nacTb NPUMEHEHUA aHasu3a pucka MOXeT ObiTb O4YeHb LUMPOKOW (Hanpumep,

paspaboTka HOBOro mMeduuuHCKo20 u3dersiusi, B OTHOLLEHUW KOTOPOro y u320mosumersis UMEeTCs Maro onbita wunu
AaHHbIN OMbIT BOOOLLE OTCYTCTBYET) MMM OrPaHUYEHHON (HanpuMmep, aHanusa BAWSIHUS NPUBHOCUMMBIX M3MEHEHWUI Ha
yXe Bbinyckaemoe meduyuHckoe usdesnue, B OTHOLIEHWW KOTOPOro mmeetcs obwmpHas uHdopmauus B dhannax
uzzomosumers).

CooTBeTCTBUE OLIEHMBaETCS NOCPEACTBOM NPOBEPKU ¢haliia MeHedXMeHma pucka.

5.2 lNpepycmMoTpeHHOEe npuUMeHeHue U OBOCHOBAHHO MPOrHo3Mpyemoe HenpaBuiibHOe
npumMmeHeHue

U3zomoesumernb OOSMKEH 3aOKyMeHTnpoBaTb npeaycmompeHHoe rpumeHeHuUe paccmMmatpumeaemoro
KOHKPETHOIo MedUUUHCKO20 U30erusl.

lpedycmompeHHoOe npuMeHeHUe OOMKHO Y4MTbiBaTb Takylo MHAOPMaLMIO, KaK NPeayCMOTPEeHHbIe
MeOULMHCKUE MNOKa3aHus, KaTeropusi naumeHToB, YacTb Terna WMNu Tun TKaHW, C KOTOPOW MPOMCXOAMT
B3aumogencTaune, npodunb nonb3oBaTens, cpega NnpMMEHEHNs 1 NPUHLMN AENCTBUS.

M32omogumerb Takke OOSHKEH AOKYMEHTUPOBATb O0B60CHOBAHHO MPO2HO3UPYEMOe HernpasusibHOe
MpUMeHeHue.

OTa goKymeHTauus 4ormkHa ObiTb BKMOYEHA U MOAAEPXKUBATLCS B ¢halisie MeHedXMeHma pucka.

MpnmevyaHunsa:

1 Cneumndwmkaumsa npumeHeHnsa (cM. MIK 62366-1:2015, nyHkT 3.23) moxeT OblTb MCNOMb30BaHa B KayecTBe
BXO[HbIX JAHHbIX NPY YCTAHOBMNEHUN 1PedyCMOMPEHHO20 MPUMEHEHUS.

2 dakTopbl, KOTOPblE HEOOXOAMMO Y4UTbIBATb MPU YCTAHOBMNEHUN PEOYCMOMPEHHO20 NMPUMEHEHUS, a TaKkke
ONs NosicHeHUs 060CHOBaHHO IPO2HO3UPYEMO20 HENPasuIbHO20 npuMeHeHuUst cM. B ISO/TR 24971.

CooTBeTCTBUE OLIEHMBAETCS NOCPEACTBOM NPOBEPKU ¢haliia MeHedXMeHmMa puckKa.
5.3 UpeHTUdMKaLMA XxapaKTePUCTUK, CBA3aHHbIX C 6@30NacHOCTLIO

UN3zomosumenis [OOMMKEH  uaeHTUduMuMpoBatb W OOKYMEHTMPOBATb  KAYeCTBEHHblE U
KONMMYECTBEHHbIE XapaKTEPUCTUKN KOHKPETHOTO paccMaTpuBaemMoro MeOUUUHCKO20 u30eriusi, KOoTopble
MOTyT MOBNUSATbL Ha 6e3onacHocmb MeOuUUHCKO20 u3denus. Ecnv npumeHMMo, u32omosumesib OOMMKEH
onpenenuTb NpeaerbHble 3HAYEHUSA 3TUX XapaKTepUCTUK. OTa JOKYyMEHTauusa OOIDKHa noaaepXuBartbcs B
galine meHeOXMeHmMa pucka.

MpnmevaHunsa:

1 Cnuncok BONpOCOB, KOTOPbIE MOTYT CNY>XWUTb PYKOBOACTBOM MO MAEHTUMKALIMN XapakTEPUCTUK MEAQULUHCKO20
u3desnusi, KOTOpble MOIYT OkasaTb BNUsiHME Ha 6e3onacHocTb cM. B ISO/TR 24971.

2 XapaKTepuCTUKK, CBA3aHHbIE C NOTEPEN UNn yXyALUEHUEM KIMHUYECKON pe3ynbTaTUBHOCTU MeOUUUHCKO20
u3desnus, KoTopble MOryT MPUBECTU K HEOOMYyCTUMOMY PUCKY, WHOr4a HasblBalOT OCHOBHBLIMW (DYHKLIMOHAMNbHLIMN
XapaktepucTtukamu (cm., Hanpumep, IEC 60601-1).

CooTBeTCTBME OLEHMBAETCS NOCPEACTBOM MPOBEPKU ¢halinna MeHedKMeHma pucka.

5.4 WpeHTudmKauma onacHOCTEN U ONAaCHbIX CUTyaLun

U3eomosumernb OOMKeH vaeHTUdUUMpoBaTb M OOKYMEHTUPOBaTb M3BECTHbIE M MPOrHO3MpyeMble
onacHocmu, CBfi3aHHble C MeOUUUHCKUM u3deniuemM, wucxods w3 pedycCMOmMpPEeHHO20 MPUMEHEHUS,

060CHO8aHHO rpocHOo3uUpyemoeso Heripasul/ibHO2O [MPUMEeHeHUA N XapakTepuctuk, CBA3AHHbLIX C
6e30nacHOCMbIO Kak B HOPMaribHbIX yCcrnoBuAX, Tak U B YCITOBUAX OTKa3a.
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Ona kaxgon woeHTMUUMPOBAHHOW oOfnacHoCmMu U320mosumeris  [OMKEeH paccMaTpuBaTbh
00OCHOBaHHO MPOrHO3upyeMble NocreaoBaTeNbHOCTU UM KOMOMHaL MK COBLITUIA, KOTOPbIE MOTYT NPUBECTU
K BO3HMKHOBEHWIO oOr1acHoU cumyauyuu, wn VIJJ,eHTI/I(bI/ILI,I/IpOBaTb N OOKYMEHTMpOBaTb BO3HUKAKWLLYHO B
pesynbTaTe 3TOro ornacHy cumyayuro.

MpumevaHuns:

1 TlocnepoBaTenbHOCTb COOBLITMI MOXET OblTb MHUUMMpOBaHa Ha BCEX CTaAWMsiX XU3HEHHOE20 YuKina,
HanpvMep Npu TPaHCNOPTUPBAHUWN, XPAHEHWUWN, MOHTaXe, TEXHUYECKOM O6Cny>XnBaHuK, NNaHOBOM OCMOTpPE, BbIBOAE 13
SKCnnyaTauum u yTunusauum.

2 ObbsicCHeHWe B3aUMOCBS3M MEXAY 0rMacHOCMbio, ornacHol cumyauyuel n epedomM BMECTe C npumepammu
npveoautcs B MNpunoxenun C.

3 AHanu3 puckos BKMOYaeT MW3yYyeHue pasnuyHbIX MnocnefoBaTenbHOCTEN UNM KOMOMHaLMn  cobbITUiA,
CBSA3aHHbIX C OfHOW OMacHOCMb0, KOTOPble MOrYT MPUBECTU K PasnuyHbiM onacHbiM cumyayusm. Kaxpas onacHasi
cumyauyusi MOXeT NPUBECTU K pa3nuyHbIM Buaam epeda.

4 Tpwn wvpeHTUUKaUMM omnacHbIXx cumyayul, He pacrno3HaHHbIX paHee, MOryT ObiTb WUCMOMb30BaHbI
cucTemMatuyeckMe MeToabl aHanu3da pucka, NoaxXoAswime AN KOHKPETHOM cuTyauun. PykoBoACTBO MO HEKOTOPbIM
OOCTyMNHbIM MeToaam cogepxuTcsa B ISO/TR 24971.

OTa goKymeHTauus OrmKHa NOAAepXKuBaTbCs B ¢halisie MeHedxMeHma pucka.
CooTBeTCTBME OLEHMBAETCS NOCPEACTBOM MPOBEPKU ¢halinna MeHedKMeHma pucka.
5.5 OnpepeneHue pucka

Ona kaxgo uaeHTMULMPOBaHHOW onacHol cumyayuu u320mosumesib [OOIKEeH onpeaennTb
CBSI3aHHbIN C HEW PUCK (PUCKU), WCMONb3ysi UMELLYyCs WHOpPMauuio WUnu AaHHble. [Ona onacHbix
cumyauyuti, No KOTOPbIM BEPOATHOCTb HAcTymnfeHns epeda He MoXeT ObiTb onpenerneHa, OOMKeH GblTb
COCTaBJIEH NepeyeHb BO3MOXHbIX NMOCNEACTBUIA AN UCTIONb30BaHWS NPU OUeHUBaHUU pucka W yrpassieHuu
puckom. Pe3ynbTaTbl 3TON AeATENbHOCTM AOMKHbI OblTh 3aperncTpupoBaHbl B ghalifie MeHedXMeHma pucka.

Cuctema, ucnonb3yemass Ansi Ka4eCTBEHHOW WM  KOMMYECTBEHHOW rpagaumMn BEPOSITHOCTU
HacTynneHus epeda n msxxecmu epeda, [OIKHA ObITh 3apercTpmpoBaHa B ¢hatisie MeHedxMeHma pucka.

MpnmevaHuns:

1 OrnipedernieHue pucka BKMo4aeT B cebs aHanM3 BepOATHOCTN BO3HUKHOBEHWS gpeda n msxecmu epeda. B
3aBMCMMOCTM OT 0OnacTM MpUMEHeHWUs TOMbKO HEKOTOpble JNeMeHTbl rpouecca onpedeseHusi pucka MOryT
notpebosaTb MogpobHOro paccmoTpeHus. Hanpumep, ecnm gped MUHMMAreH, TO MOXeT OblTb [OCTAaTOYHO NWLb
nepBOHaYanbHOro aHanusa oracHoCmu 1 NOCNEeACTBUI, @ €CNy OTCYTCTBYIOT AOCTaTOYHble MHOPMaLUSA Unu gaHHble,
TO O puUCKe MOXeT AaTb HeKoTopoe NpeAcTaBrieHMe KOHCepBaTMBHAA OLEHKa BEPOSITHOCTU €ro BO3HMKHOBEHMS. Cwm.
Takke ISO/TR 24971.

2 OnpedeneHue pucka MOXeET ObiTb KA4ECTBEHHbLIM UMW KONMYECTBEHHbIM. MeToabl onpedeneHusi pucka, B
TOM 4uCne BO3HUKaWLWEro B pesynbTaTe cucTeMaTUyeckux OTkasoB, npuBedeHbl B ISO/TR 24971, koTopbin Takke
coaepXuT MHdopmaLumio, MonesHyto AN onpedesieHus: PUckos Ans MeduyuHcKux usdenul Ons duaeHoCMuUKU in Vvitro.

3 WHdopmaumio unv gaHHble Ana orpedesieHUss PUCKO8 MOXHO MOMyYuTb, HanpuMmep, W3 CcregyoLmx
WCTOYHMKOB:

- onybnvKoBaHHbIEe CTaHAAPTHI;

- Hay4Hble UNn TEXHNYECKME NCCneaoBaHus;

- [JaHHble O TNPUMEHEHUN YXKEe UCMONMb3YEMbIX aHanOrMYHbIX MeOUUUHCKUX  u3denul, BKIo4Yas
obLwenocTynHble OT4ETLI 06 MHUMAEHTAX;

- [A@HHbIX UCMbITAHWIN 3KCMyaTaLUOHHOW NPUIrOAHOCTM TUMWYHBIMW NONb30BaTENAMMY;

- KIMHWUYECKMX CBUAETENbLCTB;

- pesynbTaTbl COOTBETCTBYIOLLMX UCCIIEA0BaHNIN UM MOAENUPOBaHUS;

- 3aKIlOYeHVe 9KCMNepToB;

- BHELLHME CXeMbl OLIEHKWN KadecTBa MeOUUUHCKUX u3desnuli 0nsi duasHocmuku in vitro.

CooTtBeTcTBUE oLUeHMnBaeTCA NocpeacTBOM MPOBEPKU qbaana MeHedXMeHma pucka.

6 OueHMBaHuMe pUcka

Mo kaxgown naeHTUUMUMPOBaAHHOW oracHoU cumyayuu u32omosumersis OOMKEH OUEHUTb PUCKU,
KOTOpble YyXe onpenerneHbl, 1 YCTaHOBUTb, ABNAETCA JIM PUCK OO0NYCTUMbIM UMK HET, NCNOJIb3yA KPpUTEpUn
O0NYyCTUMOCTU pUCKa, YyCTaHOBJ1EHHbIE B r1/1aHe MeHedXMmeHma pucka.

Ecnun puck aBngetca gonycTMMbiM, TO K 9TOW ornacHoU cumyauyuu, YCTaHOBIMEHHbIE B MyHKTax 7.1—

7.5 TpeboBaHNA He npumeHsTca (T. €. Nepexof cpasy K nogpasgeny 7.6), U OLEHEHHbIA PUCK AOIMKEH
paccMaTpuBaTbCs Kak 0CmamoYyHbIl PUCK.
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Ecnu puck asnseTca HegonyCTUMbIM, TO U320mMo8umesib OOMKEH OCYLLEeCTBUTb OeATeNbHOCTb Mo
yrpassieHur pucKoM, yCTaHOBIIEHHYIO B nogpasgenax 7.1-7.6.

PesynbTatbl 3T0r0 ouyeHusaHusi pucka OOMKHbl ObiTb 3aperncTpupoBaHbl B galne meHedxmeHma
pucka.

CooTBeTCcTBME OoUeHMnBaeTCA NnocpeacTBOM NMPOBEPKN d)aflﬂa MeHeOXMeHma pucka.
7 YnpaBneHue puckom

7.1 AHanu3 BO3MOXHOCTEN yNpaBneHUusi pPUCKOM
M3zomosumerib 0OMKEH YCTaHOBUTbL Mepbl MO yrpaeneHuto PUCKOM, HeOBXOAUMbIE OISt CHUXKEHMS
PUCKO8 [0 AOMYCTUMOTO YPOBHS.

M3zomosumesib [OOSKEH UCMOMb30BaTb OAMH WIM  HECKONbKO W3  Creaylolwux BapuaHToB
yrpasseHuUsi PUCKOM B yka3aHHOM ropsaake npuopurera:

a) M3HavanbHbIV BbIbOp Hanbonee 6e3onacHo KOHCTPYKLMKM U cnocoba NpPov3BOACTBA;
b) sawmnTHBIE MEPBI B caMOM MeQUUUHCKOM u30esiuu Ui B rpoyecce ero NponsBoACTBa;
¢) vHdopmauus no 6esonacHocmu n, Npyn HeobxoanmocTu, obydyeHre nonb3oBaTenen.

MpnmevyaHuns:

1 obocHoBaHVe Nopsifka npMopuTeTa Npu BbIOOPE BO3MOXHOCTEN yrpasnieHuUs: pUuckoM npuseaeHo B A.2.7.1.

2 Mepbl MO yrpasrieHuo pUCKOM MOTYT CHU3WUTb msixecmb epeda UNn BepPOATHOCTb HACTynneHus gpeda, unm
BMECTe 1 TO, 1 Apyroe.

3 pyKOBOACTBO NO NpefocTaBneHuto MHdopmauum no 6esonacHocmu cMm. B ISO/TR 24971.

B pamkax aHanusa BO3MOXHOCTEW yripassieHusi pucKoM crepyeT MPUMEHsITb COOTBETCTBYOLLME
cTaHgapThbl.

MpumevyaHne — MHorne cTaHgapTbl KacawTcs 6e30r1acHoCmuU  KOHCTPYKUMMW, 3alUUTHbIX Mep U
nHdopMauun no bezonacHocmu mMeduyuHCKux u3denudl. Kpome Toro, HeKoTopble cTaHAapTbl HA MeduyUuHCcKue u3desnus
cogepXaT WHTErpypoBaHHble 3MEMEHTbl  fpoyecca MeHeOXMeHma pucka (Hanpumep, SMNeKTPOMarHWTHas
COBMECTUMOCTb, 3KCMIyaTauuoHHas NpuUrogHocTb, Guomnorvdeckast oueHka). [Ons nonyyeHuss vHdopmauum o ponwu
MEeXOYyHapOAHbIX CTaHOAPTOB B MeHedxMeHme pucka cM. ISO/TR 24971.

BbibpaHHble Mepbl MO  yrnpaesieHur PUCKOM [OIKHbI ObiTb 3aperucTpupoBaHbl B ghaline
MeHedXMeHma pucka.

Ecnu B xoge aHanusa BO3MOXHOCTEW yripassieHusi pucCKOM U320moeumerib YCTaHaBnuBaeT, YTo
CHUXXEHMWEe puCKa NPaKTUYECKN HEOCYLLIECTBMMO, TO U320mo8umesib JOIDKEH NPOBECTM aHaNM3 COOTHOLLEHUS
PUCK-110/1b3a AN 0CmamoYyHo20 pucka (Nepexoa Kk nogpasgeny 7.4).

CooTBeTCTBUE OLIEHMBAETCS NOCPEACTBOM NPOBEPKU ¢haliia MeHedXMeHma pucka.

7.2 BoinonHeHne mep no ynpaBneHUo puckamm

M3zomosumersib OOMKEH BbINOMHATL Mepbl NO yrpassieHUo PUCKOM, BblOpaHHbIE B COOTBETCTBUN C
nogpasgesiom 7.1.

BbinonHeHne kaxxgon nu3 Mmep Mo yrpasieHuo pUCKOM OOIMKHO ObiTb BepnduumpoBaHo. PesdynbTaThbl
3TON 8epughukayuu JOIMKHbI ObiTb 3aperncTpupoBaHbl B ¢ghalisie MeHedXXMeHma pucka.

MpumeyaHune — Bepugukayusi BLINOMIHEHUA MOXET ObiTb YacTblo 8epuukayuu NPOEKTUPOBaHUA W
pa3paboTKX UK KBanudukaumm fpoyecca B paMkax CUCTEMbl MEHeI)KMEHTa KayecTsa.

Pe3ynbTaTMBHOCTb Mep NO yripassieHuro PUCKOM OOIDKHA OblTb BepudmumnpoBaHa. Pe3ynbTarthl 3TOM
sepuchukayuu OOMKHbI ObITb 3aperncTpUpoBaHbl B ¢halisie MeHedxMeHma pucka.

MpumevaHnsa:
1 Bepugpukayusi pe3ynbTaTUBHOCTU MOXET ObITb YacTbio Banvgauum NpOEKTUPOBaHNsA 1 pa3paboTku B pamkax
CMCTeMbl MEHEM)KMEHTa KavyecTBa U MOXET BKIOYaTb TECTUPOBAHUE C NpuBreYeHnemM nons3osatenen. Cm. A.2.7.2.
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2 Bepugbukayusi pe3ynbTaTVBHOCTM MOXET Takke OblTb YacTblo 8epughukayuu NPOEKTUPOBAHUA 1 pa3paboTku
WM KBanudukauum fpouecca, €cnv M3BecTHa B3aWMOCBA3b MeXOy Pes3ynbTaTMBHOCTLIO CHUXKEHUS pucka W
pe3ynbTaToM 8epudhukauuu NPOEKTUPOBaHMS U pa3paboTKX UMK KBanudukaumm npoyecca.

lpumep 1 — Bepugbukayusi NPOEKTUPOBaHUA OTAENbHOW 3KCMIlyaTauMOHHOW XapaKTepUCTUKWU, TaKoMn
KaKk TOYHOCTb [A03UPOBaHUSA WHXEKTOpa AN JeKapCTBEHHbIX CPeACTB, MOXeT CIYyXuTb eepudgukayuel
pe3ynbTaTMBHOCTU Mep MO yrpassieHUro pucKkom, obecneunsarowmx 6esonacHoe Ao3npoBaHNe reKkapcTBEHHOroO
cpeacTBa.

lMpumep 2 — KBanudukauua npoyecca MOXeT CNYyXUTb eepugbukayuel pe3ynbTaTUBHOCTU Mep Mo
yrnpaeJsieHUro pucKoM, CBA3aHHbIX C PUCKOM, BbI3BaHHbIM pa3épocoM ero pe3yrnbTaToB.

Mpnmevanne — [ononHutenoHas wuHdOpMaums O eepucbukayuu v Banupauunm MPOEKTUPOBaHUSA U
pa3paboTku npmeeaeHsl B ISO 13485. [lononHuTenbHble ykasaHus cM. Takke B ISO/TR 24971.

CooTBeTCTBME OLEHMBAETCSA NOCPEACTBOM MPOBEPKU ¢halinna MeHedKMeHma pucka.

7.3 OueHuBaHMe OCTaTOYHOIO pUCKa

lMocne BbINONHEHMSA Mep MO yrpasrieHUro PUCKOM U320mosumersib OOIPKEH OUEeHUTb 0CmamoyYHbil
PUCK C UCMNOMNb30BaHNEM KpUTEPUEB AOMYCTUMOCTU PUCKa, YCTAHOBIIEHHbIX B NNaHe MeHedXMeHma pucka.
PesynbTaTtbl 3TOro oLeHMBaHMsA AOMKHbI OblTb 3aperncTpupoBaHsbl B galisie MeHedxXMeHma pucka.

Ecnu npu ncnonb3oBaHumn 3TMX KPUTEPUEB MO OCMAMOYHOMY PUCKY MPUHMMAETCS pelleHne o ero
HeZonyCTMMOCTU, TO AOMKHbI ObiTb PAaCCMOTPEHbI JanbHENnE Mepbl NO yrpaseHurn puckom (Bo3spar K
nogpasgeny 7.1).

CooTBETCTBME OLEHMBAETCS NOCPEACTBOM MPOBEPKU ¢halinnia MeHedXMeHma pucka.

7.4 AHann3 COOTHOLUEHUA PUCK-NOSb3a

Ecnu npu ucnonb3oBaHUWM KPUTEPUEB, YCTAHOBIEHHbIX B MMaHe MeHedXMeHma pucka,
0CmMamoyHbIl pPUCK ObiN COMTEH HedonmyCTMMbIM, W AarnbHeWlee yrpasieHue pPUCKOM MpaKTUYeCcKu
HEBO3MOXHO, U320mosumesis MOXET cobpaTb M MpoaHanu3npoBaTb [aHHble W NUTepaTypy uYTOObI
YyCTaHOBUWTb, NPEBLILIAET NN 110/163a OT PEdYCMOMPEHHO20 MPUMEHEHUSI 3TOT OCMamoYHbIl PUCK.

Ecnu cobpaHHble cBMAETENBCTBA HE MNOATBEPXKAAET BbIBOL O TOM, YTO /10/1b3a MPEBbLILIAET 3TOT
0CmMamoyYHbIl PUCK, TO U320MOBUMESIb MOXET PacCMOTPETb BO3MOXHOCTb Moaudukaunm mMeduyuHCKo20
usdenusi UNN N3MeHeHus ero npedycMompeHHo20 NMpuMeHeHusi (Bo3Bpart K nogpasgeny 5.2). B npoTuBHoM
crnyyae 3TOT PUCK OCTaeTcsa HefonyCTUMbIM.

Ecnu nonb3a npeBbillaeT ocmamoyHbIl puck, TO cnegyeT nepenTn kK nogpasaeny 7.5.

PesynbTatel aHanu3a COOTHOLIEHMA puck/nonb3a AOMKHbl ObiTb 3aperncTpupoBaHbl B ¢halisie
MeHedXMeHmMa puUckKa.

Mpnmevyanne — CmOTpM PYKOBOACTBO MO MPOBEOEHMIO aHanM3a COOTHOLLEHMSA puck-rionb3a B ISO/TR
24971,

CooTBeTCTBME OLIEHMBAETCS NOCPEACTBOM NPOBEPKU ¢halina MeHedXMeHmMa pUcKa.

7.5 Puckn, Bo3HMKaroWwme BcrneacTeue BbINOSIHEHUA Mep MO yrpaBreHU0 pUCKOM
M32omosumerib [OMKEH PAacCMOTPETb MOCNEACTBUS MEP MO Y1pasieHUo PUCKOM C TOUKW 3PEHNS:

- BO3HMKHOBEHUS HOBbIX OrracHocmeul Unu ornacHbIx cumyauud,

- BNUSIHWS BbIMOMIHEHHbIX MEpP MO YrIpaesneHu PUCKOM Ha yxe onpefenéHHble pucku Ons paHee

NOEHTUDULMPOBAHHBIX OrlacHbIX cumyayud.

Bce HoBble nnu BO3pOCLUMNE pUCKU OOJNKHbI ynpaBniATbCA B COOTBETCTBMW C nofgpasaenamu 55 -
7.4.

Pe3yJ'IbTaTbI 3TOro aHanusa goJmkHbl ObITb 3aperncTpunpoBaHbl B cbaﬁne MeHeOdXMeHma pucka.

CooTBETCTBME OLIEHMBAETCSA NOCPEACTBOM NPOBEPKU ¢halina MeHedXmeHma pucka.
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7.6 NonHoTa ynpasneHusi pPUCKOM

U3eomosumernb [OIMKEH npoBoAuUTb aHanuad AeATeNnbHOCTU MO yrpaerieHUr puckamu C Lenblo
obecneyeHns kak PacCMOTpPEHNA BCEX PUCKO8, CBA3aHHbIX CO BCEMU VID,eHTVI(bVILI,VIpOBaHHbIMVI oriacHbimu
cumyauyusamu, Tak N 3aBepLieHnd BCEN OeATENbHOCTM Mo yripaserieHUr0 puckom.

Pe3yanaTb| 3TOro aHanmsa AOKHbI ObITb 3aperncTtpmnpoBaHbl B cpaane MeHedXMeHma pucka.

CooTBeTCTBUE OLIEHMBAETCS nocpeacTBoM NpoBepkU ghadna MeHedXMeHma pucka.
8 OueHuBaHune COBOKYMHOIro octato4yHoOro pucka

Mocne BbINONMHEHUST U BepudmrKaLmMm Bcex Mep MO yrpaessieHuro PUCKOM U320moeumersib [OOSKEH
OLEHUTb COBOKYMHBIN 0cmamoyHbili pUCK, Co3aaBaeMblit MEOUUUHCKUM U30eniuemM, ¢ Y4ETOM BRMSIHUS BCeX
0CMamoYHbIX PUCKO8 MO OTHOLUEHWIO K 10/1b3€ OT rpedyCMOMPEHHO20 MPUMEHEHUSs, UCNOoNb3ys MeToq U
KpUTEpUM JOMYCTUMOCTM COBOKYMHOIO OCMamoYyHO20 puUcKa, YCTAHOBMEHHbIE B NaHe MeHeOXXMeHma pucka
(cm. nogpasgen 4.4, e).

Ecnm B OTHOWEHWM COBOKYMHOIO OCMAaMOYHO20 puCKa TMNPUHMMAETCs peLleHue 0 ero
JOMYyCTUMOCTW,  U320mosumesib  [OOIKEH MPOUMHGOPMMPOBaTL  MOMb30BaTENEn O  CYLLECTBEHHbIX
0CMamoyYHbIX pPuCKax W BKMYUTL HeobXxoaumylo WHdopMaumio o6 3TUX O0CMamoyYHbIX puckax B
conposodumeribHyto AoKyMeHmauuio.

MpnmevyaHunsa:

1 O6ocHOBaHWE packpbITUs MHOPMaLUN O CYLLLECTBEHHbIX OCMamoYHbIX puckax npmeeaeHo B A.2.8.

2 PykoBOOCTBO MO OLIEHKE COBOKYMHOIO OCMAamoYHO20 pucka W packpbiTUio MHopMauum o6 ocTaToYHbIX
puckax cm. B ISO/TR 24971.

Ecnm B OTHOLIEHUM COBOKYMHOMO OCMAamo4yHO20 pPucKa MPUHUMAETCH pelleHMe O ero
HedonyCTUMOCTU MO OTHOLLEHWUIO K 10/1b3€ OT npedyCMOMPEHHO20 MPUMEHEHUs, U320mosumesib MOXeT
paccMOTPeTb BO3MOXHOCTb BbIMOSHEHWUS [OOMOMHUTENbHBIX Mep MO yrpasneHuo puckoM (Bo3BpaTt K
nogpasgeny 7.1) vnu moaudukaumn mMeduUUHCKO20 u30esusi NN U3MEHEHUs ero rpedycMompeHHO20
npumeHeHus (Bo3BpaT K noapasgeny 5.2). B npoTUBHOM crlyyae COBOKYMHbIA 0cmamoyYHbIl pUCK OCTaeTcs
HeOonyCTUMbIM.

PesynbTaTbl OLEHWBAHUS COBOKYMHOIO OCMAamoYHO20 puUcka AOIMKHbl OblTb 3aperucTpupoBaHbl B
¢halne meHedxmeHmMa pucka.

CooTBeTCTBUE OLIEHMBAETCS NOCPEACTBOM NPOBEPKU ¢haliia MeHedXMeHma puckKa.

9 AHanu3 MeHemA)XMeHTa pucka

Mepen BbinyckoM MeduyuHckoeo u3denusi B obpalleHne Ansi KOMMEePYeCKoro pacrnpocTpaHeHUs
uzzomosumersib OOIPKEH NPOBECTU aHanu3 BbINOMHEHMS MnaHa MeHedXMeHma pucka. [aHHbld aHanv3
[OMKEH Mo MeHbLLER Mepe CBUAETENbCTBOBATL O TOM, YTO:

- NNaH MeHedXXMeHmMa pucka BbINOMNHEH OOMKHbLIM 0bpasom;

- COBOKyI‘IHbIPI ocmamoyHbIl PUCK ABNAeTCA A0ONYCTUMbIM;

- Ha cTagusix NpoM3BOACTBaA M focmnpou3sodcmea NPUMEHSIHOTCS COOTBETCTBYOLLME MeToabl cbopa
W aHanunsa uHdopmauuu.

Pe3ynbTaTthl 3TOro aHanuaa JOImKHbI ObITb 3aperncTpMpoBaHbl U MOAAEPXKMBATLCA B BUAE OTYeTa No
MeHedXXMeHmMy pucka, a Takke ObiTb BKIMOYEHbI B ¢halisl MeEHEOKXMEHMa pucKa.

OTBETCTBEHHOCTb 3a MPOBEAeHWe aHanu3a Bo3naraeTca B nnaHe MeHedxMmeHma pucka Ans nwvu,
obnagatowmnx CooTBETCTBYIOLLMMYM NONIHOMOYMSAMM (CM. noapasaen 4.4, b).

CooTBeTCTBME OLEHMBAETCS NOCPEACTBOM MPOBEPKU ¢halinna MeHedKMeHma pucka.

10 [OdeATenbHOCTb Ha CcTagMu MPOU3BOACTBA UM NOCTNPOM3BOACTBEHHas
0eATeNnbHOCTb
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10.1. O6bwue TpeboBaHUA

M3eomosumenb [OSMKEH co3daTb, AOKYMEHTMpOBaTb M noagepkumeatb B pabovem COCTOSIHWM
CUCTEMY aKkTUBHOro cbopa n aHanmsa uHdopmMaumn, OTHOCALLENCS K MeOUUUHCKOMY U30enuro, Ha CTaguax
npon3BoacTBa U rnocmrpoudgodcmsa. [Npu co3gaHnn 3TON CUCTEMbI U320MO8UMEeSIb OOIMKEH PACCMOTPETb
noaxogsiine metoasl cbopa n 0bpaboTku nHhopmaLmm.

MpnmevyaHus:
1 Cmotpu Tarke ISO 13485:2016, nogpasgensl 7.3.3, 8.2.1, 8.4 n 8.5.
2 PykoBoACTBO MO NPOV3BOACTBEHHOWN U r1ocmipou3sodcmeeHHoU aeaTtensHocTh cM. B ISO/TR 24971.

CooTBeTCTBME OLEHMBAETCS NOCPELACTBOM MPOBEPKM COOTBETCTBYIOLLNX JOKYMEHTOB.
10.2 C60p nHdopmaumm
U3eomosumerib, rae 3To NPUMEHNMO, AOMMKEH OCYLLECTBNSATL cOop:

a) uHdopmaumM, cos3gaBaemMon B Mnpouecce Mpou3BoACTBa M MOHUTOPWMHIa NPOW3BOACTBEHHbIX
npoueccos;

b) nHdopmaumm, cosgaBaemoin Nonb3oBaTeNeMm;

C) wHdopmaumM, co3gaBaemMon nvuamMKu, OTBETCTBEHHbIMW 3a YCTaHOBKY, MNPUMEHEHNE U
TexHun4yeckoe obcnyxmnBaHne MeoduyUHCKO20 u3denusi;

d) vHdopmauumn, co3gaBaemon LIEMNOYKOM NOCTABOK;

e) obwenocTynHom uHopmauuu;

f) wHdopmauun, oTHocsAwercs K obWwenpu3HaHHOMY COBPEMEHHOMY COCMOSIHUK HayKu U
MeXHUKU.

MpumevyaHne — WHpopmaums, OTHOCALLAACS K 0BLLENpU3HAHHOMY COBPEMEHHOMY COCMOSIHUIO HayKu U
MEXHUKU, MOXET BKI0YaTb HOBbIE UM U3MEHEHHbIE CTaHAapTbl, ONyONMKoBaHHbIE BanuaHble AaHHble, OTHOCALLMECH K
NPUMEHEHNIO paccMaTpuBaeMoro MeOUUUHCKO20 U30esuro, Hannune anbTepHaTUBHbLIX MeOQUUUHCKUX u3denud wivnn
METOA0B NeYeHus, a Takke apyryto uidopmaumio (cm. ISO/TR 24971).

Mseomosumernb Takke [OMMKEH paccMoTpeTb HeobxoaMMOoCTb akTuBHoro cbopa M aHanusa
obLweanocTynHow nHpopmMaLumnmn o6 aHanornyHbIX MeOQUUUHCKUX U30esusiX U APYron aHanorM4yHon NpogyKumm,
npeacTaBeHHbIX Ha PbIHKE.

CooTtBeTcTBME oueHnBaeTCd nocpeCTBOM NPOBEPKM COOTBETCTBYHOLLNX JOKYMEHTOB.
10.3 AHanu3 nidopmauum

UN3zomosumesib OOMKEH NPOBECTM aHanM3 coBpaHHOWM MHOpMaUUM Ha NpeaMeT ee BO3MOXHOro
BNUAHMSA Ha 6e30rnacHOCMb, OCODEHHO ecrnu:

- NPUCYTCTBYIOT paHee He pacno3HaHHbIe ornacHoCmuU UMW ofacHsle cumyayuu;

- Y)Ke onpeaeneHHbIN paHee puck, BO3HUKAKOLWMIA B pesynkTate onacHol cumyayuu, nepectan GbiTb
[AOMNYCTUMbIM;

- nepecTan O6biTb [OOMNYCTUMbLIM COBOKYMHbIA OCMamoyYHbIli PUCK NO OTHOWEHWUIO K [10/1b3€ OT
pedycMoOmMpPeHHO20 MNPUMEHEHUST,

- UI3MEHMIIOChb NN 0BLLENPU3HAHHOE COBPEMEHHOE COCMOSIHUE HayKU U MEeXHUKU.

PesynbTaTbl aHanusa foMmMKHbl ObITb 3aperucTpupoBaHbl B ghaline MeHedxMeHma pucka.
CooTBeTCTBME OLEHMBAETCS NOCPEACTBOM MPOBEPKU ¢halinia MeHedKMeHma pucka.
10.4 NMpeanpuHuMmaemMble AeUCTBUA

Ecnn yctaHoBneHo, 4To cobpaHHasi MHopmauus BnusieT Ha 6e3ornacHoCcmb, TO AOIMKHbI ObiTb
npeanpuHATLI cnegyoLwmne AencTeus.

1) B OTHOWEHMN KOHKPETHOrOo MedUUUHCKO20 Uu3derus,

- u3zomosumesib OOMKEH NPOBECTW aHanu3 gpalsia MeHedXMeHma pucka N YCTaHOBUTD,
CYLLEeCTBYET N1 HEOOXOAMMOCTE B MPOBEAEHNMN MEPEOLIEHKN PUCKO8 U/UIN OLIEHKUN HOBBIX PUCKOS;

- ecnu ocmamoyHbil puck Gonblle He ABNSeTCA AOMNYCTUMbIM, TO BO3AEWCTBME paHee
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BbINOMHEHHbLIX Mep MO yrApaseHuUto pUCKOM OOIMKHO BbiTb OLlEHEHO U paccMaTpuBaThCH B KayecTBe
BXOAHbIX AaHHbIX ANs MoanduKkauum MeduyuHcKoz20 u3denus;

- useomosumesnib [OOMKEH pPacCMOTPETb HEOBXOAMMOCTb NpeanpuHATbL OencTBus B
OTHOLLEHUN MeQUYUHCKUX u3denull BbinyLLEeHHbIX B 0BpalleHue;

- BCEe pelleHus N OeNCTBUS OOIMKHbl ObiTb 3aperncTpupoBaHbl B ¢haliie MeHedXMeHma
pucka.

2) B oTHoLleHUN rpouecca MeHeOXMeHMa puckKa,
- u320moeumerib OOIMKEH OLEHUTb BO3OENCTBME HA paHee BbIMNONHEHHYIO AeATENbHOCTb NO
MeHEOXMEHMY PUCKa,;
- pesynbTatbl 3TOr0 OLEHUBAHWUS OOMMKHbI paccMaTpuBaTbCs B Ka4eCcTBEe BXOAHbIX AaHHbIX
ONs  aHanu3a nNpUrodHOCTU rpouecca MeHeOXMeHma pucka 6bICLUUM pPyKogoOcmeoM (CM.
nogpasgen 4.2).

MpumeyvyaHne — HekoTopble acnekTbl MOCMAPOU3BOOCMBEHHO20 MOHWUTOPUHIA SIBMSIOTCA MNMpeaMeToM
HaLMoHanbHoOro perynnupoBaHuns. B Takmx criydasx moryT notpeboBaTbCs AOMNOMHUTENBHBIE Mepbl (Hanpumep,
NepcrneKkTUBHOE MOCM-rnpou38o00CMeeHHOE OLLEHUBaHUE).

CooTBeTcTBME OLEHMBAETCA MOCPEACTBOM TpPOBEPKU halina MeHedXMeHma pucka W Opyrux
COOTBETCTBYHOLLNX JOKYMEHTOB.
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MpunoxeHue A
(cnpaBou4Hoe)
O6ocHoBaHue TpeboBaHNM

A.1 O6wue cBegeHus

O6beaunHéHHas pabouas rpynna 1 WMCO/TK 210 - MOBK/MK 62 A (OPr 1) «[lpumeHeHue
MeHeOXMeHma pucka K mMeduyUHCKUM u3denusMy» paspaboTana AaHHOe MNPUNOoXeHue, ANA TOro 4Tobbl
AOKYMeHTMpoBaTb 060CHOBaAHHOCTb TpeboBaHUI, cogepXKalmxcs B HacTodawem ctaHgapTe. Jlnua, koTopble
OyayT BHOCWUTb M3MeHeHus B OyayuieM, MOryT MCMOMb30BaTb OaHHOE MPUIIOXEHWE Hapsgy C OnbiToM,
HaKOMSMEHHbIM MPU WUCMOMb30BaHWM HACTOALWEro cTaHgapTta, 4Tobbl caenatb 3TOT OOKYMEHT Oornee
nonesHblM ANg uzzomosumerneu, perynmupyoLmnx opraHoB 1 NOCTaBLUUKOB MEAULIMHCKMX YCITyT.

TexHudeckmint komuteT MICO 210 n Moagkomuter MOK 62A npuHann pelleHne obbeanHUTL CBOU
ycunusi, HanpaenieHHble Ha MeHedxmeHm pucka, u cgopmupoate OPIT 1, 3agaya KOTOpOW COCTOWT B
paspaboTke cTaHOapTa NPUMEHEHUs MeHeOXMeHma pucka K meduyuHckum u3desnusm. Korga Havanocb
obcyxaeHne MexgyHapogHoOro ctaHgapTa no MeHeOXMeHmy pucka, HeobxoaMmo Obino paccmoTpeTb
BaXXHEWLLMe acnekTbl MeHeOXMeHma pucka, Takue Kak [Ipouecc OUeHuUBaHus pucka, a TaKkke
YPaBHOBELUMBAHWE PUCKO8 W 0/1b3bl MeOUUUHCKUX u3denud. V3zomosumeriu, pPerynupyoLlime opraHbl u
NOCTaBLUMKN MEOULUMHCKUX YCRyr npu3Hanu, 4to “abcontoTHas 6esonacHocms” mMeOuUyuHCKUX u3denul
HepocTwkmMa. Kpome TOro, pucku, CBA3aHHble C pacTywmMm pasHoobpasnem meduyuHckux uzdenul n ux
NPUMeEHeHNs, He MOryT ObITb MOSTHOCTLIO YCTPAHEHbI C NMOMOLLBI CTaHO4ApPTOB 6e30rmacHoCMuU NPOaYKUUK.
MpusHaHne 3TMX (PakTOB U BbITEKAOLAA M3 3TOr0 HEOOXOAMMOCTb YNpaBneHust puckamu, CBA3aHHbIMK C
MeOUUUHCKUMU u30eiusiMuU Ha NPOTSXKEHUN BCEIO UX XKU3HEHHO20 LUKa, MPUBENN K NPUHATUIO PELUEeHns O
paspaboTke cTtaHgapta ISO 14971 B KayecTBe MHCTPYMEHTa aKTMBHOIO MOBbIWEHWs 6e3ornacHocmu
meduuyuHckux u3denud. lNepBoe nsgaHne 3Toro ctaHgapTa obino onybnmkosaHo B 2000 roay.

BTopoe n3gaHue ctaHgapta 1ISO 14971 6bino paspaboTtaHo n onybnukosaHo B 2007 roay ¢ uenbto
YAOBMNETBOPEHNST MNOTPEOHOCTM B AOMOMHUTENbHBIX PYKOBOAALLIMX YKA3aHUAX MO €ro MPUMEHEHUIO W
B3aUMOCBSI3U MeXAY 0rnacHoCmsMU W onacHbIMU cumyauyusmu. B HopmaTuBHbIN pasgen Obinn BHECEHDI
He3HayMTenbHblE  W3MEHEHWs, HanpuMmep, BKMYEHO TpeboBaHWe O  NMaHUPOBaHWM  [OCM-
rpou38o0CMBEHHO20 MOHWUTOPUHIa, WCKIMIOYEeHO TpeboBaHMEe O MpPOCNEXMBAaEMOCTU M3 OT4YETA MO
MeHeOXMeHMYy pucka.

CwncremaTtuyeckuii 063op, npoeedéHHbln B 2010 rogy, BbiABMN MOTPEOHOCTb B AOMNOMHUTENBHOM
PYKOBOACTBE MO HECKOJTbKUM KOHKPETHBIM TemaMm. Bbino peleHo pa3paboTtatb TexHu4eckun oTtyéT ISO/TR
24971, nockonbKy Aaxe Hebonblloe 0GHOBMEHUE pykOBOACTBa notpebosano Obl nepecmoTpa cTaHgapTa.
MepBoe nsgaHue atoro ot4yéTta Gbino onydnukosaHo B 2013 rogy.

HacTosiwee TpeTbe n3gaHune 6bino paspaboTaHo B LEensxX YTOYHEHNUST perynmpyloLmx TpedoBaHuin m
ux Oornee feTanbHOrO OMUCaHWS, B YACTHOCTU MOMOXEHUN 06 OUEHMBAHWM COBOKYMHOIO OCMamo4YHO20
pucka, 06 aHanu3e n OTY4ETE MO MeHeOXMEeHmy pucka, a Takke O MNPOM3BOACTBEHHON W rocm-
rpou3eo0cmeeHHoU NHPopMaLmmn. DT pasbsCHEHUsT BbINN COMTEHBI HEOOXOAMMbLIMU B CBS3M C 3anpocamMu
0 pa3bACHEHUM B xode cucTemaTudeckoro ob3opa ctaHgapta ISO 14971 B 2016 rogy un ¢ yuétom Gonee
cTpornx TpeboBaHWIA CO CTOPOHbI PerynupyloLnx opraHoB. bonblie BHMMaHusA ObINO yAeneHo rosib3e,
KOoTopasi OXuaaetcss OT MNPUMEHEHUss MeOuUUHCKo20 u3denusi, W 0anaHcy Mexay (COBOKYMHbIMU)
0CMamoYHbIMU puUCKaMu W 3TOW rosib3od. bbiNno AaHO pasbsCHEHWE KacaTernbHO TOoro, 4YTo rpouecc,
onucaHHbli B cTaHgapTte ISO 14971, moXeT NpUMeEHATbCA KO BCeM BuAaM onacHocmel W pucKos,
CBA3aHHbIX C MeduyuHckuM u3denuem, Hanpumep, K OUONOrM4yeckon COBMECTMMOCTM, Ge3onacHocTu
OaHHbIX UM CUCTEM, 3MEeKTPUYECKUM W MOABWXKHBLIM 4acTaM, W3nydeHuto unu ypobcTBy akcnnyaTaumu.
HeckonbKko cnpaBoYHbIX MPUIOXKEHUI MEepPeHeceHbl M3 3Toro AokymeHTa B ISO/TR 24971, koTtopoe Obino
napannenbHO MNepecMoTpeHo. JTO MO3BONSAET BLINOMHATL Oonee 4actoe OOHOBNEHME pPyKkoOBOACTBA
He3aBMCMMO OT CTaHAapTa.

A. 2 O6ocHOBaHue TpeboBaHMN, coaepXKalMXcH B onpenenéHHbIX MYHKTaxX U noanyHKTax

A.2.1 O6nacTb NnpuMeHeHus

Kak nosicHsieTcsi BO BBEAEHMMN K HACTOSILLEMY CTaHOapTy, CyLlecTByeT HeobXxoANMOCTb B CTaHAapTe
MeHedXMeHmMa pucka, NPUMEHMMOM K JKUSHEHHOMY UUKIy MeOUUUHCKUX u3lenud. [porpammHoe
obecneyeHne kak mMeduyuHckoe usdernue n meduuyuHckue usdesnusi 01 Oua2zHOCMUKU in vitro cneumnanbHO
YyNOMUHAKTCA B pa3gerne, NocBsLWEHHOM 00nacTy NpYMEHEeHUs!, BO n3bexaHue BCSIKOro HEMOHMMaHUs, YTo
BBUOY Pas3NUuUin B PErynupyroLLnxX OOKYMEHTaxX 3TWM M3Oenus M3 HacTosAWwero AoKyMeHTa mornu ObiTb
WCKIIOYEHbI.

Pucku moryT npucyTcTBoBaTh Ha MPOTSHKEHUN BCErO XU3HEHHO20 UuKia MeOUyUHCKo20 usdenus, a
pUCKU, KOTOpblE MNPOSABMASTCA B OAWH MOMEHT XU3HEHHO20 UuKAa, MOTYT YNpaBnsaTbCA OEeNCTBUSMUN,
npeanpyHMMaemMbiMy B COBEPLUEHHO APYroW MOMEHT XU3SHEeHHO20 yuknia. [lo 3Ton npudvHe cTaHgapT
OOMKEH ObITb CTAHOAPTOM MOJSIHOTO JXU3HEHHO20 Yukia. OTO O03HayaeT, YTO CTaHAapT NpeanucbiBaeT
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uszomosumernsaM NPUMEHATb NPUHUNMNLI MEHEOXMEHmMa pucka K MeOUUUHCKOMY U30efiul0 C MOMEHTa ero
3ambicria 4o BbiBOAa M3 3KCnryaTaumMm U yTunmsauumm.

K onacHocmsam v puckam, CBA3aHHbIM C MEOULMHCKUM u3genvem, MoXeT NPUMEHATbCSA rpouecc,
onucaHHbIlU 8 cmaHdapme 1SO 14971. Pucku, cBA3aHHble ¢ 6€30NacHOCTbI0 JaHHbIX U CUCTEM, crieuuarnbHO
YNOMWHAIOTCA B pasaene, nocssaWwEHHOM 0BnacTn NpuMeHeHns, BO U3bexaHue BCAKOro HEMOHUMaHMUs Toro,
YTO ONS ynpaBneHus puckamu ©6e30nacHOCTU, CBA3aHHLIMU C MEOULMHCKUMU n3genusamm, notpebosancs Obl
OTAEeNbHbIN rpouecc. ATO HE UCKIIYAET BO3MOXHOCTU pa3paboTku cneunguyecknx cTaHaapToB, B KOTOPbIX
npeaycMoTpeHbl  cneundpumyeckne metoabl M TpeboBaHMa ONs OUEHKM W ynpaBreHust  puckamu
b6esonacHocmu. Takve cTaHgapTbl MOTYT MCMOMB30BaTbCA COBMECTHO ¢ 1ISO 14971, aHanornyHo ctaHaapTty
IEC 62366-1 B 4actu akcnnyaTauuoHHoW npurogHocTh, I1ISO 10993-1 B 4yacTuM OLEHKM OMOonormyeckoro
pencteust unm IEC 60601-1 B 4aCTu aNEKTPUYECKNX U MEXAHUYECKNX PUCKOS.

B obnacTtb NpUMeHeHNs1 HacCTOSILLLEro OKYMEHTa HE BXOOUT MPUHATUE KITMHUYECKMX PELLUEHU, T. €.
peweHun o6 npuMeHeHUn MedUYUHCKO20 u30enusi B KOHTEKCTE KOHKPETHOW KIMHUYECKOW rpouedypsbi.
Takne pelueHuss TpebytoT, 4ToObl ocmamoyHbie Pucku Obinn ypaBHOBELLUEHbI C OXWOAEMOW M0/b30U OT
OaHHOW rpouedypbl NN C pucKaMu N OXXMOAeMOW 10/1b30U OT anbTepHATUBHbIX rnpouedyp. Takne pelueHus
YYMTBIBAKOT 1PedyCMOMPEHHOE MPUMEHEHUE, SKCMyaTauMOHHYK NPUrogHOCTb U PUCKU, CBSI3aHHblE C
MeOUUUHCKUM u30esiueM, a TakKe PUCKU W [0fIb3y, CBA3aHHble C KIMHUYECKOW rpouyedypol wunu
obcTtosaTensCcTBaMn nNpUMEHeHUa. HekoTopble K3  3TUX  pPEeLeHWn MOryT MPUHUMATbCA  TONBbKO
KBanM@uuMpoBaHHbIM MEOULNHCKUM PabOTHMKOM, 3HAKOLWMM COCTOSHME 340pPOBbSA OTAENBHOro NauveHTa u
€ro MHeHue.

Ob6nacTb NpUMEHEHMs1 HacTOSLWEro cTaHgapTa Takke He BKIOYaeT MNPUHATUE KOMMEPYECKUX
peweHun. [pyrne ctaHgaptbl, Takue kak ISO 31000, cywecTBytOT ANsi OpraHU3auuoHHOro MeHedxMeHma
pUCKa N CMEXHbIX TEM.

XoTH B HacTosiLee BpeMsa BeAyTCs 3HAYUTENbHblE CNOpPbl B OTHOLUEHMM TOro, YTO NpeacTaBnsieT
cobow OonycTMMbIN YPOBEHb pUCKa, B HAaCTOSILLLEM CTaHAAPTE YPOBHM OOMYCTUMOCTU HE yCTaHaBNMBalOTCS.
OnpepneneHne yHMBepCanbHOro ypoBHS ONMYCTUMOCTU pUCKa MOXET 0Ka3aTbCsl HEYMECTHbLIM. OTO peLleHne
OCHOBaHO Ha TOM ybexaeHun, YTo:

- Oonblioe pasHoobpasne MeOUUUHCKUX u3denuli W CUTyauuin, OXBaTbiBAEMbIX HACTOSILLUM
[OKYMEHTOM, npuBeno 6bl kK 6GeCCMbICIIEHHOCTN YHUBEPCANbHOTO YPOBHS AOMYCTUMOIO PUCKE,

- HauMoHanbHOEe 3aKoHOAATENbCTBO, 0OblYaKn, LEHHOCTU U BOCMNPUATUE pucKka B BOMbLUEN CTEMNEHU
noaxodaT Ans onpeaeneHns 4ONYyCTUMOCTU pucka A51s1 KOHKPETHOWN KyNbTYpbl UM perMoHa mupa.

Mockonbky He Bce CTpaHbl TPEOYIOT HanMMuusa CUCTEMbI MEHEOXKMEHTA KavyecTBa y u3aomosumersel
meduyuHCcKux u3denud, cucteMa MeHeKMEHTa KayecTBa He 4dABnsieTca obsa3aTenbHbiM TpeboBaHMEM
HacToswero pfokymeHTa. OpfHako cucTemMa MeHeKMeHTa KayecTBa 4pesBblManHO nonesHa Ans
NpaBuWIMbHOrO ynpasfeHus puckamu. Beugy 3TOro u notomy, 4To OOMBLIMHCTBO u320mosumersiel
MeOUUUHCKUX u30esul OEeWCTBUTENbHO WCMONb3YIT CUCTEMY MEHEeKMEHTa KayecTBa, HacCTOSALWNA
OOKYMEHT TMOCTPOEeH Takmm obpa3om, 4TOObl €ro MOXHO ObINo nerko MHTerpMpoBaTb B CUCTEMY
MeHePKMEHTa KayecTBa, KOTOPYH OHWU UCMOMb3YIoT.

A.2.2 HopmaTuBHbIe CCbINKN

Opyrve cTaHgapTbl ANA YCTAHOBMEHWUS W MOJAEPXaHWsA rpouecca MeHeOXMeHma pucka B
cooTBeTCcTBMM C ISO 14971 He TpebytoTcs. MyHkT 15 Oupektus ISO/IEC, YacTb 2:2018, TpebyeT, 4Tobbl 3TO
yTBEepXAeHue 6bIno BKMOYEHO B CTaHAAPThI.

A.2.3 TepMmuHbI ¥ onpeaeneHus

BonbLUMHCTBO onpefeneHun, NCNonb3yeMblX B HACTOALLEM AOKYMeHTe, B3sThl 13 1ISO 9000:2015 u
ISO/IEC 63:2019, koTOpble, B CBOK o4vepedb, NPUHANM N aganTtupoBanu MHorne onpegenenunsa B ISO/IEC
51:2014 wn onpepgeneHus, paspaboTaHHble Lleneson rpynnow no rrnoGanbHon rapmonHmsaumm (GHTF).
HekoTopble U3 3TUX onpeaeneHnin MerT HECKONbKO nHoe 3HaveHue B ISO/IEC 63:2019 1 ISO 14971, uem B
OpYrux ctaHgapTax.

Hanpumep, OPI' 1 npegnarana, 4tobbl onpegeneHue gpeda (3.3) UMENO LWMPOKMIA AMaNasoH U
BKIMOYANo HEOOOCHOBAHHbIN MCUXOMNOTMYECKUI CTPECC WU HeXenaTernbHylo OepeMeHHOCTb Kak 4acTb
«ywepba 300poBbI0 Ntogen». Takom CTpPecc MOXET BO3HUKHYTb MOCHE JIOKHOMOMOXUTENBHOIO AMarHosa
TOro UNu MHoro 3aboneBaHus. «YLepb UMYLLECTBY M OKpYXKaloLlenh cpefe» HexenarteneH, n Heobxoanmo
TaKKke YyyYuTbiBaTb CBA3AHHbIE C HWM PUCKU, HamNpuUMep, COMPSDKEHHbIE C OMNACHBIMU  OTXO4AaMM,
obpasylowummcss B pesynbTaTe MNPUMEHEHUs Wnn  ytunu3auum meduyuHckozo u3denusi. Cnoeo
«pusnyeckuny n3 onpegeneHus gpeda B ISO/IEC 51:2014 wn, cnepoBaTenbHo, B ISO/IEC 63:2019 n B
HaCTOsILLLEM CTaHOAPTE WCKITYEHO, MOCKONbKY TpaBMa caMa no cebe yxe BKMovaeT umanyecknii yuiepb.
HapyweHns 6e30nacHOCTU AaHHbIX M CUCTEM MOFYT MPUBECTU K NPUYMHEHUIO 8peda, Harnpumep, B
pesynbTate yTpaTbl [AaHHbIX, HEKOHTPONMMPYeMOro [AOCTyna K [aHHbIM, MOBPEXAEHUA WM  yTpathbl
OMarHoCcTM4Yeckon WHAOPMaUMn WM  MOBPEXAEHWs MporpaMMHOro obecneyeHus, nNpvBOASALEro K
HencnpaBHOCTU MeQUUUHCKO20 u30esusi.
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OnpepneneHne TepMmuHa «rIpedycMompeHHoe rpuMeHeHue» (3.6) obbeauHseT onpegeneHve
npedycMOmMpeHHo20  npumMeHeHuUs1,  ucnonb3dyemoe B  CoeguHéHHbIx  Ltatax  Amepuku, wu
rnpedycMOmMpeHHO20 HasHa4yeHUsi — TepMuHa, ucnonb3dyemoro B EBponerickom Coto3e. 3T TEpPMUHBI
MMEKT no CylwecTBy OAHO W TO Xe onpegeneHuwe. [lpegnonaranocb, 4TO Npu  onpeaeneHuu
pedyCcMOmMpeHHo20 MPUMEHEHUST MeOUUUHCKO20 u30eriusi u32omosumeris NPUHMMaeT BO BHUMaHWe
NpenycMoOTpPeHHble MEAULMHCKME MOKa3aHWsi, KaTeroputo NauMeHToB, YacTb Tera UMM TKkaHWu, C KOTOPbIMU
NPOUCXOAMT B3aMMoAencTBue, Mpocunb nonb3oBaTens, cpegy MNPUMEHEHMST UM MPUHUUN  OENCTBUS.
OnpepeneHue xu3HeHHo20 yukna (3.8) ObINo Heobxoaumo Ans TOro, YToObl CTano SICHO, YTO TEPMUH,
MCMNoSb3yeMbli B HACTOSILLEM [AOKYMEHTE, OXBaTblBaeT BCE acnekTbl CYyLIeCTBOBaHWUS MeOuUUHCKO20
usdenusi. B onpepeneHnn meHedxmeHma pucka (3.24) nogyépkmBaeTcsa Heo6XoOMMOCTb UCMONb30BaHUS
CUCTEMHOro noaxoda M HeobXOAMMOCTb OCYLLECTBIIEHUS yMpaBreH4Yeckoro Hagsopa. B onpegeneHum
ebicuwe20o pykosodcmea (3.29) ucnonb3yetcsa onpegenexHve us 1ISO 9000:2015. 5T0 OTHOCUTCS K YEroBeKy
WK rpynne nogen Ha caMoOM BbICOKOM YPOBHE B OpraHu3auun u32omosumeris.

Tpu gpyrux TepmuHa B ISO 14971 He oCHOBaHbl Ha onpefeneHusx, cogepxawimxca B ISO/IEC
63:2019 unun B gpyrmMx ctaHgapTax. 9710 nosnb3a (3.2), nocmnpouzeodcmeo (3.12) n gpaln meHedxmeHma
pucka (3.25). TepMuH nosb3a onpegenseTcs B CBSA3N C NOBbILEHHBbIM BHUMaHMEM PErynypyloLLnX OpraHoB K
YPaBHOBELUMBAHWIO (OCMamoY4HbIX) PUCKO8 W M0J1b3bl OT NPUMEHEHUA MeduyuHCcKo20 u3denus. o aTon xe
npuyvHe Mcnonb3yeTca dpasa “aHanvM3 COOTHOLLEHUsI Mosb3bl U pucka". beino gobaeneHo onpegeneHue
rnocmnpou3eodcmeaa, YTobbl NOAYEPKHYTb, YTO BECb XU3HEHHbIU YUK MeOUYUHCKO20 u30esusi BaXeH Ans
meHedxmeHma pucka. KoHuenuus ¢halina meHedxxmMeHma pucka Tenepb XOPOLLO NOHATHA.

A.2.4 OOwwue TpeboBaHUSA K CUCTEME MEHEeKMEHTa p1CKa

A.2.4.1 Mpouecc meHeO)XXMeHMa pucka

Cuctema meHedxmMeHmMa pucka COCTOUT U3 ANEMEHTOB, ONNCaHHbIX B 4.1-4.5.

M3zomosumento HeOOXOOMMO  YCTAHOBWUTb  Ipouecc MeHeOXMeHma pucka Kak 4acTb
NPOEKTMPOBaHWs U pa3paboTkn MeduyUHCKO20 uddesnus. ITo HeobXoAMMO ANis Toro, YToObl U32omosumernb
MOr cuctematudeckun obecrneudvBaTb HanMune HeobXoOMMbIX 3MEMEHTOB B fpouecce. AHasu3 pucka,
oyeHusaHUe pucka W yrpaesieHUe PUCKOM OObIYHO MPU3HAKTCA OCHOBOMOMArawWyMn YacTsamm
MeHedxXMeHma pucka. B gononHeHne K aTUM aneMeHTam B HACTOsILLEM CTaHAapTe NogvYepKuBaeTcsi, YTo
rpoyecc MeHeOXMeHma pucka He 3akaH4MBaeTCd MNPOEKTMPOBaAHWEM W MPOU3BOACTBOM (BKMOYas, B
COOTBETCTBYIOLUX CrydasX, CTepunu3auuio, YNakoBKY W MapKupoBKy) meOuyuHcko2o uslenus, a
npodomxkaetca Ha 9aTane rocmmpoudsodcmea. [loatomy cbop W aHanua NpPOWM3BOACTBEHHOM WU
rnocmmnpou3go0cmeeHHoU nHopMauumn Gbin YCTaHOBIEH Kak Heobxoammas YacTb fpoyecca MeHedxmeHma
pucka. Kpome TOro, npepgnomnaranocb, YTO B TeX Chnyyasix, Korga u32omosumesib UCMONb3yeT CUCTEMY
MeHeI)XMeHTa KayecTBa, poyecc MeHedXMeHma pucka [OJPKEH MOMHOCTbI0 MHTErpupoBaTbCcs B 3Ty
CUCTEMY MEHE)KMEHTA KayecTBa.

XoTa [pOesTenbHOCTb MO MEHeOXMEeHMmy pucka BecbMa WHAMBMAyanbHA B  OTHOLUEHWUU
paccMaTpvMBaeMoro MeOuUUHCKO20 U30esusi, CyLeCTBYIOT OCHOBHbIE 3M1EMEHTbI, KOTOpble HeobXooumo
BKITIOYMUTb B ripouyecc MeHeOxMeHma pucka. OTa HeobxogumocTb paccmaTtpuBaetca B 4.1. B atom
noapasgene Takke NpU3HaeTCs, YTO MOFYT CYLLECTBOBaTb HEKOTOPbLIE pasnuyms B perynsTopHbIX noaxonax
K MPUMEHEHWNIO MEHEOXXMEHMa PUCKa B OTHOLLEHUWN MeOUUUHCKUX u3denud.

MyHKTBl 4.2 N 4.3 TOYHO cnegytT TpeboBaHMSAM CTaHOAPTOB CUCTEMbI MEHE)KMEHTA KayecTBa B
yacTu pucka. B HekoTopbix CTpaHax Ans Bbinycka MeduyuHckoz2o u3desnus B obpalleHne Ha pbIHOK BCceraa
TpebyeTcs HanMyune cucTeMbl MEHEKMEHTA KaydecTBa (3a UCKMoYeHMeM CryvyaeB, korga 3To MeOUUYUHCKoe
usdenue He nognagaeT nopf 3To TpeboBaHne B 0coboM nopsigke). B gpyrux ctpaHax uszomosumerniu MoryT
NPUMEHATb WM HE MPUMEHSITb CUCTEMY MEHEIKMEHTa KayecTBa MO CBOEMY YcMoTpeHuto. OpHako
cobntogenne TpeboBaHuim 4.2 n 4.3 Bceraa HeobxoouMMo Onis pe3ynbTaTMBHOMO rIpoyecca MeHedxMeHma
pucka, He3aBUCUMO OT TOro, MCMonb3yeT I U320mMosumesis BCE OCTallbHble 3NEMEHTbl CUCTEMbI
MeHe)XMeHTa KayecTea.

A.2.4.2 OmeemcmeeHHOCMb pyKkoeodcmea

ObGsaszaTenbcTBa 6biCWE20 pykosodcmea VMeeT pellalllee 3HavyeHve ANs pe3ynbTaTUBHOro
npouecca MeHedXMeHma pucka. OTU nuua oTBevaloT 3a obLiee PyKOBOACTBO IpOUECCOM MeHedxXMeHma
pucka, n 9TOT nogpasgen nNpu3BaH NogyepkHyTb X porb. B yacTHocTu:

- B OTCYTCTBME [OCTaTOYHbIX PECYpPCOB AEATENbHOCTb MO MEHeOXMeHmy pucka OyaeT meHee
pe3ynbTaTvBHa, Aaxe ecnu OyaerT MNOMHOCTbIO COOTBETCTBOBATb APYrMM TpebGoBaHUSM  HacTOsILLEero
cTaHaapTa;

- MEHeOXMeHm pucKa SIBMSIETCA Crneunannm3npoBaHHOW AWCUMNIIMHOM U TpebyeT npuBneveHus
KOMMETEHTHbIX CneunanncToB, oby4yeHHbIX MeTogam MeHedxmeHma pucka (A.2.4.3);

- MOCKOMNbKY HacTOSAWWA [OKYMEHT He YycTaHaBnvBaeT AONYCTUMbIE YPOBHW pucKa, ebicwee
PyKo8oOcmeo AOMKHO pa3paboTaTb NONUTMKY YCTaHOBEHMS JOMYCTUMOCTU PUCKOS;

- MeHeOXMeHm puckKa - 3TO 9BOSIOLMOHMPYIOWMIA fpoyecc, nepmoanyeckuin o63op AesaTenbHOCTH
no MeHedxmMeHmy pucka HeobxoauMm Ansa obecneyeHusi ee MpaBUITbHOIO OCYLUECTBMEHUS, YCTPaHEeHus
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NoBbIX HELOCTATKOB, BHEAPEHUS YIYYLLIEHWI 1 aganTauum K USMEHEHUsIM.

A.2.4.3 Keanuchukayusi nepcoHana

KpanHe BaXHO wMeTb KBanUULUMPOBAHHbLIA MepcoHan, obragarolmnin 3HaHUSMU U ONbITOM,
HeoOXoAMMbIMKU ONSA BbINOSNHEHMS 3afjad MeHedxmeHma pucka. [lpoyecc meHedxXmeHma pucka TpebyeT
Hanuuusi nepcoHana, obnagaroLlero 3HaHNsIMM U OMbITOM B CreAylLnx obnacrax:

- Kak yCTpPoeHo mMeduuyuHcKoe usdernue,

- Kak dpyHKUMoHMpyeT mMeduyuHckoe usdenue,

- Kak usrotaBnuBaeTcsa mMeduyuHckoe u3dernue,

- Kak (pakTuyeckm npumeHseTca meduyuHckoe usdernue,

- Kak NpUMEHSITb rpouecc MeHedXXMeHma pucka.

Kak npaBuno, ong atoro obblMHO TpebyeTcs npuBReYeHNE HECKONbKUX NPeAcTaBUTENEen pasHbixX
PYHKLMOHANbHbBIX NoapasgeneHun unu OUCLMNMWH, KaXObl U3 KOTOpPbIX BHOCUT CBOW Bknad, Grarogaps
CBOMM creumnarnbHbiM 3HaHusM. CriegyeT paccMOTpeTb BONpoc 0 6anaHce M He3aBUCUMOCTU MeXay 3TUMMU
npeacTaBUTENSMMN.

Ons npepocTaBneHns 06bLEKMUBHbIX ceudemesibCme KOMMNETEHTHOCTU HeobOXOaumMo BeAeHue
3anuced. Bo n3bexaHne OyonumpoBaHMa M U3 COODOpaKeHW KOHMUAEHUMANbHOCTU WM 3aluTbl OAHHbLIX
HaCTOSALLMI OOKYMEHT He TpebyeT, 4ToObI 3TV 3anucu XpaHUnuck B ¢ghalisie MeHedXXMeHma pucka.

A.2.4.4 lMnaH MeHeOXMeHMa pucka

MnaH mMeHedxmeHmMa pucka Heobxoaum, NOTOMY YTO:

- Ons pe3ynsTaTUBHOIMO MeHedXMeHma pucka Heobxoamm opraHM3oBaHHbIV NOAX0A,

- NnaH npegycMmaTpuBaeT JOPOXHYIO KapTy AN MeHedXMeHma pucka,

- 9TOT NnaH cnocobcTByeT 0OBLEKTMBHOCTM U MOMOraeT He 3a0blBaTb OCHOBHbIE 3NTIEMEHTbI.

Mepeuncnenus a) - g) nogpasgena 4.4 HeobxoanMbI MO CNESYOLUM NPUYMHAM.

a) B pamkax nnaHa cCywecTBylOT [Ba pa3nu4yHbIX dnemeHTa. [lepBbin naeHTuduumnpyet
meduyuHckoe u3desiue, BTOPOW — CTadW0 XKU3HEHHO20 UuKiia, ANst KOTOPOW MPUMEHUM KaxXObl 3NeMeHT
nnaHa. YcraHaenueas ob6nactb NpMMEHeHUs, u3zomosumesib 0603Ha4YaeT UCXOOHbIE YCIOBMS, Ha KOTOPbIX
CTPOUTCS BCS AEATENBbHOCTb MO MEHEOXMEHMY PUCKa.

b) PacnpepeneHne OTBETCTBEHHOCTU M MOSIHOMOYMA HeoGXoaMMO And Toro, 4Tobbl M3bexaTtb
OTCYTCTBUS OTBETCTBEHHOCTMU.

€) AHanu3 Taknx BUAOB AEATENbHOCTU, Kak MeHeOXMeHM pucKa, BXOOUT B YMCMO OOLLEeNnpU3HaHHbIX
06s13aHHOCTEN pyKOBOACTBA.

d) Kputepun gonyCcTMMOCTU pucka SBMASIOTCA OCHOBOMONarawwWwuMmn Ans mMeHedxmMeHma pucka v
OOMXKHbl yCTaHaBNMBaTbCA A0 Hayana aHanusa pucka. 9TO mnoMmoraeT caenaTb OueHusaHue pucka B
pasgerne 6 00 bEKTUBHBIM.

e) lMocne ocywecTBneHns BCEX Mep MO yrpassieHUo PUCKOM U320mosumesis OOIDKEH OLEHUTb
COBOKYMHOE BO34EWCTBME BCEX OCMAaMOYHbIX PUCKO8 BMecCTe B3sATbIX. MeTog OueHKM WU KpuTepum
[OMyCTMMOCTM COBOKYMHOIO OCMamo4YHo20 pucka criefyeT ycTaHaBnvBaTb [0 NPOBEAEHUS 3TOW OLLEHKW.
OT10 nomoraeT caenaTtb OLEHUMBaAHNE COBOKYMHOrO OCMamo4YH0o20 pucka B pasferne 8 00 beKTUBHBIM.

f) Bepudhukauusi sBNsieTC OAHMM U3 BaXHEWLWWX BUAOB [OEATEfIbHOCTM W Heobxoauma B
cooTBeTCTBMM C 7.2. [naHMpoBaHWE 3TOW [EeATEeNbHOCTU MNomoraeT 06ecneyntb Hanuume OCHOBHbIX
pecypcoB B cryyae HeobxoaumocTn. Ecnun sepugukayus He nnaHNpyeTcs, TO BaXKHble YacTu gepughukayuu
OyayT noTepsiHbl.

g) MeTtogpl cbopa w aHanmM3a nNPOU3BOACTBEHHOW W 10CMIAPOU3800CMEEeHHOU WHGOPMaLmn
OOMKHbI yCTaHaBnMBaTbCA TakMM oOpa3oM, 4ToObl cyllecTBoBan popManbHbIi U Hagnexalwmn cnocob
obpaTHOM nepefaynm NPOM3BOACTBEHHOW W 110CMIPOU380OCMBEHHOU VHGOPMauunM B  Ipoyecc
MeHedXXMeHma pucka.

TpeboBaHMe BecTM 3anucb W3MEHEHWA npu3BaHO obnerynTb ayauT W aHanu3 poyecca
MeHedXXMeHma pucka s KOHKPETHOro MedUUUHCKO20 U30esus.

A.2.4.5 dailin meHed)XMeHmMa pucka

B HacTosileM cTaHgapTe 3TOT TEPMUH UCMONb3yeTcst Anst 0003HayYeHns MecTa, rae u32omosumerib
MOXeT pa3MecTuUTb Unn 0003HaYNTb MECTOMNOSIoKEeHNe Bcex 3anucel w Opyrnx OOKYMEeHTOB, UMerLWnxX
OTHOLLIEHNE K MEHEDXMEeHMY pucka. OTo obneryaeT npouecc MeHedXXMeHmMa pucka v No3BosIsieT NPOBOANTb
bonee aeKTMBHLIA ayauT B OTHOLUEHUW HacTosilero AokymeHTa. ObecneyeHue NpOCeXMBaeMoCTy
H606X0,D.I/IMO ana Toro, YTOObI npoaeMOHCTpupoBaTb, YTO rpouyecc MeHeOXMeHma PUCKa NpuUMeHAnca K
KaXkOoW BbISIBIEHHOW orracHocmu.

MonHoTa MHopMauun B MeHedXMeHme pucka o4YeHb eaxkHa. HesaBepluéHHas 3agada MoxeT
03HauyaTb, YTO BbISIBIEHHASI OrTACHOCMb HE KOHTPONMPYETCSA U CNEACTBUEM 3TOFO MOXET CTaTb NPUYMHEHME
gpeda. Ata npobrnema MoXeT ObiTb Bbl3BaHa HEMOSHOTOW Ha NOOM 3Tane meHedXMeHmMa pucka,
Hanpumep, He WAEHTUMOULNPOBAHHBIMU 0MacHOCMSAMU, HEOUEHEHHbLIMU puCKamMu, HEeYCTaHOBIEHHbLIMU
MepaMu yrpassieHuUs PUCKOM, HEBLINOMHEHHLIMU MepaMu yrpaesieHuUsi PUCKOM WM MepaMu yrpassieHus
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PUCKOM, KOTOpble OKasblBalOTCA Hepe3ynbTaTuBHbIMKW. [Ons  obecnevyeHus MOMHOTLI  ripouyecca
MeHedXMeHmMa pucka Heobxoanma NpoCcneXxnBaemMocTb.

A.2.5 AHanus pucka

A.2.5.1 lMpouyecc aHanu3a pucka

B npumedanum 1 k 5.1 npuBogATca pekomeHaauum no pabote ¢ AOCTYMHbIMKM MaTepuanamm no
aHanu3y pucka Onsi aHanorm4Horo mMeduuyuHckozo usdenus. Ecnn yxe cywectByeT OOCTATOYHbIN OObEM
WH(OPMaLMM, TO OHA MOXET MCMONb30BaTbCH B LIENsIX 9KOHOMUU BPeMeHU, ycunui n pecypcoB. OgHako
nonb3oBaTensM HacTOsILLEro cTaHgapTa criegyeT NposiBUTb OCTOPOXHOCTb M NMPOBOANTbL CUCTEMATUYECKYIO
OUEeHKY npeablayLien paboTbl Ha NpeaMeT €€ MPUMEHNMOCTU K MPOBOAMMOMY TEKYLLIEMY aHann3y puUckoB.

MoapobHocTn, Heobxoaumble B COOTBETCTBUM C NepeuncrieHusimm a), b), un c), coctansawoT 6a3oBbin
MUHMMarbHbIA Habop AaHHbIX Ans obecrnevyeHus NpoCnNeXxmBaemMoCTV M UMEKT BaXHOEe 3HadeHue Ans
aHanmsa co CTOPOHbI PYKOBOACTBA U Nocrefyrowmx aygutos. TpeboBaHue, yka3aHHOE B NEPEYNCIIEHMM C),
Takke NOMoraeT yTOYHUTb, YTO BXOAUT B 06bEM aHanm3a 1 Mcnonb3yeTcs Ansi NPOBEPKN ero NosHOTLI.

A.2.5.2 lpedycmompeHHoe npumMeHeHUe U O060CHOBaHHO MPO2HO3UPyeMoe HernpaeusibHoe
npumMeHeHue

lpedycmompeHHoe npumMeHeHuUe MeOUUUHCKO20 U30esiusi SBNSIETCA BaXHbIM acnekToMm U
OTNPaBHOWN TOYKOW aHasnu3a pucka. Cioga cnegyeT BKIHOYaTh 3MEMEHTbI, MEPEYMCNEHHbIE B NPUMEYaHnm K
3.6, ecnu ymecTHO. M3zomosumesno cnepyeT Takke YdYWTbIBaTb MPEeAYyCMOTPEHHOrO Monb3oBaTens
(nonb3oBatenen) meduyuHckoz2o u3denus, Hanpumep, O6ygoeT nM MeduyuHckoe u3desue NPUMEHSITb
HenpoeccnoHanbHbIA NonNb3oBaTenb UM 0BydYeHHbI MeanumMHCeKkni paboTHuk. B aTom aHanuse cnegyet
YyUnTbIBATb, YTO MeOUUUHCKUE u30esusi MOTYT Takke NPUMEHSITBCS B CUTYaLMAX, OTMMYHBIX OT TEX, KOTOpble
ObINM NpeaycMoTpeHbl U32omosumerieM, N B CUTyaLMsIX, OTIIMYHBIX OT TeX, KOTOpble nNpegycmMaTpuBanimchb,
Korga naest MeOduyuHCKo2o u3denusi npeanaranachb Bnepsble. BaxHo, 4Tobbl u3zomosumesib nonbiTarncs
3arnsgHyTb B Oyayuiee, 4ToObl YyBMAETb OMacHoOCmMU, CBA3aHHblE C MOTEHUMarnbHbIM MPUMEHEHMEM
MeOuUYUHCKO20 u3derusi, a Takke 060CHOBaHHO MPO2HO3UPYEMbIM HerpasusibHbIM MPUMEHEHUEM.

A.2.5.3 OnpedesnieHue xapakmepucmuk, cesi3aHHbIX ¢ 6e30MacHOCMbIO

OT10T Wwar TpebyeT oT uzzomosumersis NpoagymaTb BCe XapakTePUCTUKM, KOTOPbIE MOTYT MOBNUSATL Ha
besonacHocmb MeOUUUHCKO20 u3denusi. JTO MOryT ObiTb Ka4YeCTBEHHbIE WU KONMMYECTBEHHbIE W
XapaKTepPUCTUKKN, CBSI3aHHblE C MPUHUUMNOM OEWCTBUS MeOUUUHCKO20 u30esusi, ero rnpedyCMOmpPeHHbIM
npumeHeHueMm  wWwunn  06OCHOBAHHO  PO2HO3UPYEeMbIM  HernpasusibHbIM — MpuMeHeHueM.  Takue
XapaKTepUCTUKXN MOFYT OTHOCUTbCS K MapameTpaMm WivM MNpUHUUNY OeWCTBUS MeOUuUUHCKo20 u30enus,
N3MEPUTENBHON (DYHKLUMM UNN CTEPUNBHOCTU MeOUUUHCKO20 u3desnusi, MaTepuanam, Ucrnonb3yembiM Ans
NPOM3BOACTBA AeTanew, KOHTAKTUPYHOLWNX C NaLMeHTOM, UCMOMb30BaHMIO U3NYYEHUS] B OUArHOCTUYECKUX
UNN TepaneBTUYECKUX Liensx U Tak ganee. [oe 3To NpMMeHUMOo, HeobXoauMO Takke yyuTbiBaTb Npeaenb
9TMX XapaKTepPUCTMK, MOCKOMbKY MpPW MPEeBbILLEHUN 3TUX NpeaernioB MoXeT ObiTb HapyweHa paboTta u/mnu
6e3onacHocmb MeOUUUHCKO20 U30esus.

A.2.5.4 UBenmudpukayusi onacHocmel u onacHbix cumyayui

OtoT war TpebyeTr oOT wu3zomosumesid CUCTEMATUYECKOro noaxoda K uaeHTudumkauum
npegnonaraemblx oracHocmel, Kak B UCNPaBHOM COCTOSIHUW, Tak U B pexume oTkasa. MaeHTudukaumio
cnegyeT NpoBOAMTb Ha OCHOBE pedyCMOMPEHHO20 MPUMEHEeHUsT N 060CHOBaHHO MPO2HO3UPYyemMoe0
HernpaeusibHO20 MPUMEHEHUSs, YyKa3aHHbIX B 5.2, a TawKe Ha XapakTepucTuKax, CBSI3aHHbIX C
b6e3onacHOCMbIO, yka3aHHbIX B 5.3.

Puck MOXHO OLIEHUTb U YNPaBnsATb UM TOMBKO MOCHEe TOro, Kak Obina BbIIBNEHa onacHas cumyauus.
[okymeHTMpoBaHne 0OBOCHOBAHHO MNPOrHO3MPyeMbIX MOCNeAoBaTENbHOCTEN COOLITUI, KOTOPbIE MOryT
npeBpaTuUTb 0MacHOCMb B ONacHyr cumyayuro, NO3BOMSET Aenatb 3TO cuctemaTudecku. Mpunoxernve C
HanpaefeHo Ha OkasaHwe U320moeumesisiM NOMOLLM B BbISIBIIEHWW onacHocmel W onacHbix cumyayud. B
HeM nepeyncrnieHbl TUMNWYHbIE OMacHOCMU W LOEeMOHCTPUPYHOTCS B3aMMOCBS3W MexXdy OrnacHoCmsmu,
NPOrHO3MpyeMbIMU MOCHEeA0BaTENbHOCTAMU COOLITUIA, OMacHbIMU cumyayussMu W CBSA3aHHbIM C HUMMU
BO3MOXHbIM 8pedom.

A.2.5.5 OnpedeneHue pucka

OTO 3aKnuuTenbHbIV War aHasu3a puckos. CNOXHOCTb 3TOrO LWara 3aknoyaeTcs B TOM, YTO
npouecc orpedesieHUs1 pucka OTAMYaeTCsa AN KaXXaon paccMaTpyMBaeMoun ornacHoU cumyayuu, a Takke ans
Kaxxgoro meduyuHckoeo u3desnus. [1oaTOMy AaHHbIA MOAMYHKT COAEPXUT OOOBLUEHHYIO MHOPMaLMIO.
lMockonbKy omacHoCmMb MOXET BO3HUKHYTb Kak NpuW HOpMarnbHOM (PYHKLMOHMPOBAHWU MeOUUUHCKOZ0
u3desnus, Tak U NPU €ro HEUCNPaBHOCTW, CnegyeT BHUMATENbHO U3y4nTb 06e cuTyaumn. Ha npaktuke oba
KOMMOHEHTa pucka — BEPOSATHOCTb BO3HWKHOBEHWUS U msixecmb gpeda— [OOMKHbI aHanuM3npoBaTbCcsa no
oTaenbHocTn. Ecnu uszomosumersib vcnonb3yeT CUCTEMaTUYECKMA cnocob Kraccudukauum ypoBHEN
msxecmu VNW BEPOSTHOCTU BO3HWKHOBEHWs gpeda, CxeMy knaccudukaumm cnegyet onpegensts U
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dukcupoBaTb B haln MeHedXMeHma pucka. IOTO NO3BONSET U320MO8UMESII0 Ha CUCTEMHOW OCHOBE
aHanu3MpoBaTb aHalOrMYHbIE PUCKU WU CAYXWUT CBUAETENbCTBOM TOrO, YTO U320MOBUME b BbIMOMHUI 3Ty
3agadvy.

HekoTopble  onacHble  cumyayuu  BO3HUKAKOT  M3-32  CUCTEMAaTUYECKUX  OTKa30B MMM
nocrniegoBaTeribHOCTU coObITURA. ELI,VIHOFO MHEeHUA KacaTesrqlbHO TOro, KakK paccynTatb BepOATHOCTb
cucTeMaTUYeCKOro oTkasa He cyllecTByeT. Tam, rae HEBO3MOXHO ONpeaennTb BEPOSiTHOCTL BO3HUKHOBEHUS
gpeda, BCe paBHO CrnefyeT yuyuTbiBaTb OlacHOCMU, @ HanM4ne nepeyvHsl BO3HUKAIOLWNX OrMacHbIX cumyayul
Nno OTAENbHOCTU MO3BOMSIET U320MOBUMESTI0 COCPEOOTOUNUTLCS HA CHUKEHUM PUCKO8, CBA3AHHbIX C 3TUMM
onacHbIMU cumyauyusimu.

3ayacTyo JoCTaToYHbIE KONTMYECTBEHHbBIE AaHHble HE BCerga AOCTYMNHbl, 0COOEHHO Mpu paspaboTke
COBEPLUEHHO HOBOro MeOQuyuHCKo2o u3denuss wunu B OTHOLWEHUW puckog besonacHocmu. [loaTomy
NnpeanoXxeHne o TOM, 4YTO orpedesieHue pucka cnepyet NPOBOAUTbL TONbKO KONMYECTBEHHbIM 0Bpasom,
ObINIO OTKIMOHEHO.

A.2.6 OueHnBaHue pucka

B oTHOWeHUn [JonycTMMOCTWM pucka HeobXoOuUMO MNpuHUMAaTh pelueHusi. M3zomoesumersniu MOryT
MCnonb3oBaTh YXXe onpedenéHHble PUCKU W OLEHMBaTb UX C UCMONb30BaHWEM KpUTEPUEB AOMYCTMMOCTU
pucka, yCTaHOBIEHHbIX B NraHe MeHedxmeHma pucka. OHM MOryT OUEHMBaTb PUCKU, YTODbI YCTAHOBUTD,
KakuMyn u3 HuX Heobxooumo ynpaBnsTb. Pasgen 6 cogepXut TOYHY (DOPMYMMPOBKY, MO3BOMNSAOLLYIO
nonb30BaTeNo HACTOSALLEro JOKYMEHTa n3bexaTb HEHY)XHON paboThbl.

A.2.7 YnpaBneHue puckom

A.2.7.1 AHanu3 803MOXXHOCcmel ynpaesieHusl PUCKOM

YacTo cyuwlectByeT 6onee ogHoro cnocoba CHM3UTL puck. lepeyncneHo Tpu mexaHuama, KoTopble
3ammcTBOoBaHbl 13 ISO/IEC 63:2019 1 gBns0TCA CTaHAAPTHBIMU MepaMu MO CHUXKEHUIO pucKa. YKa3aHHbIN
nopsigoK MPUOPUTETOB MMEET BaXHOEe 3HayeHue. JTOT NPUMHLMMN BCTPEYaeTCd B HECKONbKMX MeCTax,
Bkntovas |IEC/TR 60513 u MeCTHble nnu pervoHarnbHble HOpMaTuBHble akTbl. M3HavanbHo 6e3onacHoe
NpOeKTMpOBaHMe W NPOM3BOACTBO HABMASETCA NepBbiM M Haubonee BaXHbIM BapuaHTOM aHanuaa
BO3MOXHOCTEWN yripagrieHusi pUCKOM, MOCKOMNbKY KOHCTPYKTMBHbIE peLUeHWUd, NpUCYLLne XapaKTepucTukam
MeOQUUUHCKO20 u30eriusi, CKOpee BCEero, COXPaHAT CBOK pe3ynbTaTMBHOCTb, B TO BPEMS KaK OMbIT
NnokKasbIBaeT, YTO Jaxe XOpOLLOo NpoAyMaHHble nNpefoXpaHstowmne U 3auTHbIe Mepbl MOTYT BbINTU U3 CTPOSA
unn nx pabota MoxeT bbITb HapyLLeHa, a MHpopmaunsa o 6esonacHocmu MOXeET He cobnogaTbes. Ecnm ato
NpaKkTUYecKn OCYLLECTBUMO, MedUUUHCKoe u3desiue OOIMKHO MPOEKTMPOBAaTbCS U U3roTaBNMBaTbCA TakUM
o6pa3oM, 4ToObl OHO ObINo 6e3onacHbIM M3HavaneHo. Ecnmn aTo NpakTMyeckn HEBO3MOXHO, TO HEO6XOAUMbI
3alUnUTHbIE Mepbl, Takue Kak orpaxaeHws unuM curHdanusauus. TpeTun BapuaHT 3aknyaeTcs B
npegocTasneHun nHcopmaummn ana obecneyeHnsa 6e3onacHocmu, Takon Kak MMCbMEHHOE npeaynpexaeHne
unn npotmeonokasaHne. OByyeHne nonb3oBaTenen MoxeT OblTb BaXHbIM acnekToM npefocTaBreHus
uHdopmaumm gna obecneyeHuss be3ornacHocmu. M3zomosumesib MOXET PacCMOTPETb BO3MOXHOCTb
npoBegeHus oba3atensHOro obyyeHns ong npegnonaraemMblx Nonb3oBaTenen.

Bo3HWKHOBEHWIO puUCKO8, HanNpUMep, CBSA3aHHbIX C 3arpA3HeHMeM KOMNOHEHTOB, OCTaTKaMn OMacHbIX
BELLECTB, UCMOMb3YEMbIX B Ipoyecce Npou3BoacTBa, UM CMELUMBaHMEM AeTanen, MoxeT cnocobcTBoBaThb
NPON3BOACTBEHHbIA poyecc. Takue pucKu MOXHO KOHTPONMMpOBaTb, MPOEKTMPYS MPON3BOACTBEHHBIN
rnpoyecc Takum obpasom, 4Tobbl OH Obln M3HayanbHO GesonacHbiM (Hampumep, YCTPaHEHUe OnacHbIX
BELLEeCTB UNU WUCMNOMNb30BaHWE OTAENbHbIX MPOU3BOACTBEHHLIX NUHWA), UMW NPUMEHSS 3alUUTHbIE Mepbl
(HanpuMep, aTanbl BU3yanbHOIO KOHTPOIA B rIpoyecce NpoM3BOACTBA).

Mpu3HaeTcs, YTO OOHMM M3 BO3MOXHbIX Pe3ynbTaToOB aHann3a BO3MOXHOCTEN yripaesieHusi pUCKOM
MOXeT BblTb OTCYTCTBME MPAKTUYECKN OCYLLECTBUMOrO Cnocoba CHUXEHWS pucka OO AONYCTUMOrO YPOBHS B
COOTBETCTBMM C 3apaHee YCTaHOBMEHHbIMW KPUTEPUAMWU OOMYCTUMOCTU pucka. Hanpumep, 6bino 6Gbl
HeLlenecoobpasHo pa3pabaTbiBaTb MeOUUUHCKoe u3denue ANsa NoaaepXaHust XXU3HW C Takum OMyCTMMbIM
0CMamoyHbiM pUCKOM. B 3TOM crnyyae MOXHO MPOBECTW aHanu3 COOTHOLUEHUS r10/b3bl U pUCKa, Kak
onucaHo B 7.4, 4TOGbI onpefenuTb, MNpeBbIWAeT NN 1oAb3a MeOUUUHCKO20 u3denus Ons nauueHTta
0CcmamoyHbIl puck. DTOT BapuaHT BKIMOYEH B AOKYMEHT B AaHHbLIA MOMEHT U CNyXUT ansa obecneyeHus
YBEPEHHOCTM B TOM, YTO cCHayana Obinv NpeanpuHATbl BCe YCUMNUA ANS CHWKEHWUS pUCKO8 A0 3apaHee
YCTaHOBIEHHbIX JONYCTUMbIX YPOBHEN.

A.2.7.2 BbinosiHeHUe Mep 1o ynpaesieHur puckamu

YcTaHoBneHo TpeboBaHme No NpoBEeAEHUI0 OBYX pPas3nuuHbIX sepucbukayull. MNMepeas sepugukayus
HeobxoomMMa Anst Toro, 4ToObl yb6eguTbcsl, YTO Mepa MO yripassieHur0 PuckoMm Obina peanu3oBaHa B
OKOHYaTENbHOM  KOHCTPYKUUM MeduyuHcKoeo u3denuss wnu B fpoyecce rnpouzeodcmea. Brtopas
gepuchukayus Heobxoamma ansa Toro, YTOObl y6eamMTbca B TOM, UYTO peanudyemasi mepa no yrnpaeneHuro
puckom (BknoYas nHopmaumio o beszornacHocmu) akTUYECKN CHWXaeT puck. B HekoTopbix cnydasx gns
NPOBEPKN pPe3ynbTaTUBHOCTU Mepbl MO yrpassfieHurd PUCKOM MOXET MPOBOAUTLCS  BanvgauUoOHHOE
uccrnegoBaHue.
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MonyyeHne p[OoOCTaATOUHbIX [AaHHbIX W WHopmauun ana onpedesieHuss pucka MOXeT ObITb
3aTpygHEHO, 4YTO NPMBOOUT K HEONpeAenéHHOCTM OUEHMBaHWUS OCmamoyYyHo20 pucka. [loatomy Ans
u3zomosumernsi MOXeT ObITb LenecoobpasHo CoCpeaoTounTb YCUNNUA Ha eepuchbukayuu pe3ynbTaTUBHOCTU
Mep MO yrpaesieHU0 PUCKOM, YTODbI MOMyYUMTb BO3MOXHOCTb NPOBEcTN ybeauTenbHOE OueHUBaHue
0CmMamoYyHo20 pucka. YpPOBEHb YCWUMWM credyeT COoM3MepsATb C YPOBHEM pucka. [ns npoBepku
pe3ynbTaTUBHOCTM CPEACTB yrpassieHUss PUCKOM MOXeT noTpeboBaTbCsl TeCTMpPOBaHWE MNpu y4acTuu
nonb3oBaTenen, HanpuMmep, UCNblTaHWe 3KCnyaTauMoHHOW npurogHocTh (cMm. IEC 62366-1), knnHuyeckoe
uccnegosaHme meduyuHckux usdenud (cm. ISO 14155) nnu knuHnveckme mccnenosaHnst aPPEKTUBHOCTH
meduyuHckux u3denutli dns duasHocmuku in vitro (cm. 1SO 20916). VccnegoBaHne akcnnyaTauMOHHOM
NpUrogHOCTM  MOXEeT MOATBEPAMTb  pe3ynbTaTuMBHOCTE cbopa wuHdopmaumm Ana  obecneyeHus
b6e3onacHocmu, a wuccnegoBaHWe B COOTBETCTBUM CO CTaHAApTOM WUCCReAoBaHUs MOXET NoATBepavTb
pe3ynbTaTUBHOCTb pa3paboTaHHbIX Mep MO yrpassieHuto PUCKOM, CBA3aHHbIX, Hanpumep, ¢ MexaHN4YecKon
NPOYHOCTBIO.

A.2.7.3 OyeHuesaHue ocmamo4YHO20 puckKa

Yka3aHHas eepugbukayusi bbina yctaHOBIEHa C LEenbio onpenenenuns, caenanu nv BbiMONTHEHHbIE
Mepbl MO yrpassieHuUrd PUCKOM PUCK AOMNYCTUMbIM. Ecnn puck npeBbillaeT KpuTepum [OMNYyCTUMOCTH,
YCTaHOBJIEHHbIE B NIlaHe MeHeO)XMeHma pucka, U32omosumesiio NpeannucaHo U3yvymTb OOMNOSNHUTENbHbIE
Mepbl MO yrpas/eHUr PUCKOM. JTa UTepaunoHHasi rnpouedypa OOMKHA BbIMOMHATLCA OO0 TexX Mop, noka
JanbHenwee yrpasneHue PUCKOM He CTaHeT MNPaKTUYECKM HEBO3MOXHbIM W OCMamouyHbil PUCK He
NPEBbLICUT KpUTEPUM OOMYCTUMOCTM, YCTAHOBIEHHbIE B NNaHe MeHedXMeHma pucka.

A.2.7.4 AHanu3 coomHouweHuUsi NoJsib3a/puck

MoryT BO3HMKaTb OCOOble oracHbie cumyayuu, B KOTOPbIX PUCK NpPeBbILIAET YCTAHOBMEHHbIE
u3zomosumesieM KpUTepun OONYyCTUMOCTU pucka. OTOT NoApasden No3BoniseT u320mo8umerio BbinyCTUTb
B obOpalueHne meduyuHcKoe usdesiue BbICOKOrO PUCKA, B OTHOLLUEHUWM KOTOPOro TOT MPOBEN TLaTernbHYH
OLEHKY M MOXET NokasaTb, YTO MNofib3a OT MeduUUHCKo20 u3denus npeBbiwaeT puck. OQHaKo 3TOT MYHKT He
MOXET WCMNONb30BaTbCA [ONA B3BELUMBAHUS OCMAaMOYHbIX PUCKO8 MO OTHOLUEHUIO K SKOHOMMWYECKUM
npenmMyLLecTBam UMM KOMMEPYECKMM NpeumyLLecTsam (T. €. AN NPUHATUS KOMMEPYECKUX PELLEHNI).

A.2.7.5 Pucku, eo3HUKaroujue ecredcmeue 8bINOJIHEHUSI Mep 0 yrpaesieHUr PUCKOM

B 3TOM nyHKTE YCTaHOBMEHO, YTO MEPbI MO yripasrieHu PUCKoM camu no cebe unu B coyeTaHum
MOryT MPUBECTU K BO3HUKHOBEHWIO HOBOW, @ MHOr4A W COBEPLUEHHO WHOW OfmacHoOCmu W 4YTO Mepbl Mo
yrnpaesieHut0 PUCKOM, NPUHATbIE ANS CHWXEHWS OOHOro pucka, MOryT MPUMBECTM K MOBbILEHWIO APYroro
pucka.

A.2.7.6 lMonHoma ynpaesieHuUsi pUckom

Ha aTtom aTane criegyeT NpoOBECTU OLEHKY PUCKO8 BCEX OracHbIX cumyayud. dTa npoBepka Obina
BBeJEeHa Ansi Toro, 4ToObl ybeauTbcs, YTO HU OAHa oracHas cumyayusi He ocTanacb 3a npegernamm
KOMMIEKCHOIo aHasu3a pucKos.

A.2.8 OueHnBaHue obLero ocTaTo4yHOro pucka

B xome npouyecca, ycTaHOBMEHHOro B pasfenax 5-7, u3zomosumeriu BbISIBNSAT 0nacHoOCmMuU W
onacHbie cumyayuu, OLEHWBAKT PUCKU W MOOYEpPEaHO BHEAPSIOT Mepbl MO yrpaeneHuto PUCKOM B
KOHCTPYKUMIO CBOMX MeQUUYUHCKUX u3desnul. DTO TOT MOMEHT, Koraa u32omoeumesib AOSMKEH caenaTth ar
Ha3a, pacCMOTpeTb COBOKYMNMHOe B03p,e|7ICTBI/Ie BCeX uHamBMAyanbHbIX OCMamoOYHbIX PUCKO8 U NMPUHATb
pelleHve o ToMm, crieayeT Nnu npogorkatb paboTy ¢ mMeduuyuHckum u3desiueMm. BnomnHe BO3MOXHO, YTO
COBOKYMHBIA OCMamoYHbIli PUCK NMPEBbLILLAET YCTAaHOBIEHHbIE U320MOo8uUMeneM KpUTEPUN OO0MYyCTUMOCTU
pucka, faxe ecnu oTaeNbHble 0CMamoYHble PUCKU He MPEBbLILIAT 3TN KpUTEPUN. ATO OCOOEHHO BEPHO
ONst CNOXHbIX CUCTEM W MeOUUUHCKUX u30esul C OonblIMM KONMMYECTBOM puckos. MeTon OLeHKu
COBOKYMHOrO 0OCMarmoYyHo20 pucKa, ONPefdenéHHbIn B NnaHe MeHeOXMeHma pucka, BKNo4YaeT B cebs
YpaBHOBELUMBAHWE COBOKYMHOrO OCMAamoYyHO20 pucka C rosib30U OT NPUMEHEHUS MeOUUUHCKO20 u30erus.
OTO 0COOEHHO BaXXHO MpuW OnpefeneHun Toro, credyeT N npogaBaTb MEOUUUHCKOe u3desniue C 8bICOKUM
PUCKOM, HO 1 C BObLLON NOMBb3O0MN.

M3eomosumersnib HECET OTBETCTBEHHOCTb 3a NpPeAoCTaBMeHMe MNoNb3oBaTeNsM COOTBETCTBYHOLLEN
I/IHC*)OpMaLI.I/II/I O 3Ha4YUTeslbHbIX OCMamoYHbIX puckax, C TeM YTOObI OHW MOIU npnHUMaTb obocHoBaHHbIE
peLleHnst 0 NPUMEHEHUN MeduUUHCKO20 u3desnus. Takum obpasom, uzzomosumesisiM NPeANMCcCaHo BKYaTb
COOTBETCTBYIOLLYIO MHDOpMaLUI0 00 ocmamoyHbIX puckax B cornposodumersibHyo dokymeHmauyuto. OgHako
pelleHMe O TOM, Kakasi OOfkHa npefocTaBnsATbCA MHopMaunss M B Kakom OObEME, MpPUHMMAaeTcs
uzzomosumersnem. 310 TpeboBaHMe COOTBETCTBYET NOAXOAY, NPUHATOMY BO MHOTMX CTPaHax U pernoHax.

A.2.9 AHann3 MeHeaXXMeHTa puckKa
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AHanuns meHedXMeHmMa pucka SBNAETCHA BaXKHbIM LLAroMm nepep BblNyCKOM MedUUUHCKO20 u3denusi
B obpalleHne Ha pbIHOK. AHanM3MpPYTCS OKOH4YaTesnbHble pe3ynbTaTbl pouecca MeHeOXXMeHma pucka,
nonyyeHHble B pe3yrnbTaTe BbIMOMHEHUS NMnaHa MeHedxmeHma pucka. OTYET N0 MeHeOXMeHmYy pucka
COOEPXKNUT pesynbTaTbl 3TOr0 aHanu3a U SIBNSIeTCA BaXXHOW 4vacTblo ¢halsia meHedxmeHma pucka. OTYET
ABNSAETCA [OOKYMEHTOM BbICLUETO YPOBHS, KOTOPbIA CBMAETENbCTBYET O TOM, 4YTO U320Mosumersib
YOOBNETBOPUTENBHO BbINOSHWI NNaH MeHed)XXMeHma pucka, a ero pesynbTaTbl MOATBEPXAAOT LOCTMKEHME
Tpebyemon uenu. B TeyeHWe XU3SHEHHO20 UuKa MeOUUUHCKOo20 u30esiusi, B pe3yrbTaTe BbINOSIHEHWS
0enTenbHOCTM Ha CTaamMm NPou3BOACTBA U MOCMIIPOU3800CMEeHHOU AeATENbHOCTU, MOXeT noTpeboBaTtbes
nocreayoLwmin aHanns BbINOMHEHWS NNaHa MeHedXXMeHma pucka n obHOBNEHWe OTYETA NO MeHedXMeHmMy
pucka.

A.2.10 leaTenbHOCTb Ha CTaAMU NPOU3BOACTBA U NOCTNPOU3BOACTBEHHAA AeATENIbHOCTb

HeBO3MOXHO MepeoLeHUTb BaXHOCTb 4acTOro YNOMMUHAHWUSA TOro, YTO MEHEeOXMEeHm pucka He
npekpawiaeTca C 3anyckoM MeOuyuHCKo20 u30enusi B NPOU3BOACTBO. MeHedxmeHm pucka 3adyacTyio
HayMHaeTca C wugeuw, npexge 4eM nosIBNseTcd Kakoe-rnmbo dusmdeckoe nposiBrieHne MeOuyuHCKO20
u3denusi. Mzeomosumersnu cobupaloT MHGOPMaUMIO U3 MHOIMMX WCTOYHUKOB, BKMOYasi onbiT paboTbl C
aHanorm4yHbIMn  MeOuUUUHCKUMU u30enusmu 1 TexHonoruamn. OnpedenieHue pucka YTOYHAETCA Ha
NPOTSHKEHUN BCEr0 rpoyecca NPOEKTUPOBaHUSA W MOXeT cTaTb 0ornee TOYHbIM MNPU  MOCTPOEHMU
dyHKUMOHMpYtoLero npototuna. OgHaKko HUKakon 06bemM MOLENUPOBAHUSA HE MOXET 3aMEeHUTb peanbHoe
meduyuHcKoe usdesiue B pykax pearnbHbIX NONb30oBaTenemn.

Moatomy u3zomosumento Heobxogumo cobupatb W aHanuavMpoBaTb MNPOM3BOACTBEHHYIO W
nocmmnpou3eo0CmMeBeHHy0 WHAOPMaLUUNIo, a Takke OueHMBaTb €€ akTyanbHOCTb Ang obecneveHus
OesonacHocTn. OTa WHpoOpMaUMS MOXET MMETb OTHOLUEHWE K HOBbIM OracHOCMsM WNWN  OnacHbIM
cumyayusam wunu MoxeT BNMATb Ha onpefeneHue pucka uwnu BanaHc Mexay Mosb30lU U COBOKYMHbIM
ocmamoY4HbIM puckoM. W To, n Opyroe MOXeT MOBMWUSATb Ha pelleHusa ul3zomosumesii e obnacmu
MeHedXMeHma pucka. MN3eomosumerio cnegyeT TakKe YYMTbiBaTb acnekTbl 06LienpuaHaHHOro
COBPEMEHHO20 COCMOSIHUS HayKU U MEeXHUKU, B TOM YMCIe HOBbIE UIN NEPECMOTPEHHbIE CTaHaapTel. Ecnu
YCTaHOBIEHO, YTO MH(pOpMaLUsa NMeEET OTHOLLEHME U BNUSAET Ha 6e3ornacHoOCmb, rpoyecc MeHedXMeHma
pucka TpebyeT, 4TOObl OHa paccmaTpuBanacb Kak BXOAHblE AaHHble And moaudmkaumm mMeouyuHCKO20
u3desnusi, a TaKkKe KaK BXOOHble AaHHble ANs YrydlWeHuss camoro rpouyecca. [pu pesynbTaTMBHON
[edATenbHOCTM Ha CTaguuM  NpoM3BOACTBA M 1OCMIAPOU3BOACMEEHHOU  AEATENbHOCTU  rpouecc
MeHeOXMeHma  pucka  [OEeNCTBUTENbHO  CTAHOBUTCS  UTEPATMBHBIM  3aMKHYTbIM  1POUECCOM,
obecneynBaloLWnM ganbHenwy 6e3onacHocme MeOUUUHCKO20 U30esus.

B oTBeT Ha KOMMEHTapun 1 3anpockl 0 AOMNOMHUTENBHbIX PYKOBOASALLNX YKa3aHWsX, a Takke B OTBET
Ha W3MeHslLWMecs perynupyowme TpeboBaHMA B HacTosdwem TpeTbeM usfgaHun 6Oonee noapoGHO
U3NoXeHol TpeboBaHUA K [AEeATENbHOCTM Ha CTagumM MNpoM3BOACTBA W 1OCMIAPOU3800CMEEHHOU
nedarenbHocTU. OTOT MNyHKT pas3fgenéH Ha noanyHkTbl. [lepedncrnaiTca OONONHUTENbHbIE UCTOYHMKU
nHdopmaumm, B TOM Yncne nicdopmMaums 06 o6Lenpm3HaHHOM cO8pPeMEHHOM COCMOSIHUU HayKu U MeXHUKU
n obpatHoM CBA3M C LEnovkol noctaBok. K nocrnegHel OTHOCATCA MOCTaBLUMKU KOMMOHEHTOB UMM
noacucTeM, a Takke CTOpPOHHee nporpammHoe obecneveHue. bonee 4éTko 00O3HayeHa BO3MOXHas
HeOOXOAMMOCTb MPUHATUA MEP B OTHOLLEHUWN Y)XKE UMEILLUXCA Ha PbiHKE MEeOUUUHCKUX u3denul. YCcnoBus,
npyM KOTOpPbIX HeobxoAMMO paccMOTpeTb Mocnefyllne OeWcTBUS, [OOMOSHATCA  U3MEHEHUSMU
COBPEMEHHO20 COCMOSIHUS HayKu U MEXHUKU, KOTOPble MOTYT MMETb OTHOLUEHME K 6e3ornacHocmu, TakKumm
KaK nosiBNEHWE Ha pblHKE anbTepPHATUBHbIX MEOUUUHCKUX u30enul w/vunu MeTOAOB fleyeHus, a Takke
N3MEHEHNSIMW B BOCTIPUSITUM pUCKa U AOMYCTUMOCTU puUCKa.
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MpunoxeHune B
(cnpaBou4Hoe)
Mpouecc MeHeAXMeHTA p1UcKa ANsl MeJULMHCKUX M3nenumn

B.1 CooTBeTcTBUE MeXxay BTOPbIM U TPeTbUM U3gaHnamm

B HacTtoawem TpeTbeM usgaHum cTtaHgapta ISO 14971 m3ameHunacb Hymepaums MyHKTOB W
noanyHkToB. B Tabnuue B.1 npuBogMTCa COOTBETCTBUE MEXAY NMYHKTaMW U NOAMNYyHKTaMu BTOPOro nsaaHus
ISO 14971:2007 n TpeTbero nsgavus 1ISO 14971:2019. 3ta Tabnuua npusBaHa NOMOYb MONb30BaTENAM
HacTosILLEero cTaHgapTa B Nepexofe OoT BTOPOro M3gaHus K TpeTbeMy u obneryntb 0BHOBMEHUE CCbINOK Ha
ISO 14971 B Opyrnx AOKYMEHTax.

Tabnwunya B.1 — CooTtBeTcTBMe Mexay anemeHtamu ISO 14971:2007 n 1ISO 14971:2019

MyHkTbI ISO 14971:2007

MyHkTbI ISO 14971:2019

BeeneHve

Mpegucnosune

1 ObnacTtb npuMeHeHnst

1 ObnacTtb npuMeHeHuUs

(HOBbIN TEPMUH)

2 HopmaTuBHbIE CChIfTKK

2 TepMuHbI 1 onpegenexns

3 TepMuHbI 1 onpeaeneHus

2.1 aKcnnyaTaunoHHbIN JOKYMEHT

3.1 aKcnnyaTalMoHHas OOKYMeHTaLus

(HOBbIN TEPMUH)

3.2 MNonb3aa

2.2 Bpeg

3.3 Bpeg

2.3 OnacHocTb

3.4 OnacHocTb

2.4 OnacHas cuTyaums

3.5 OnacHas cutyauus

2.5 NpeaycmMoTpeHHoe NpUMeHeHNe

3.6 [lNpegycmoTpeHHOe npuMeHeHne /|
npeaycMoTpeHHOe Ha3HayYeHune

2.6 MeaunumHckoe nagenue onsa AnarHocTuKKM in Vvitro

3.7 MeauuymHckoe nsgenve ans
JMarHoCTUKM in Vvitro

2.7 XXU3HEHHBbIN LINKN

3.8 KW3HEHHbIN LMKN

2.8 NsrotoBuTEnb

3.9 NsrotoBUTENDb

2.9 MeaunumHckoe nsgenuve

3.10 MeguumHckoe nagenve

2.10 ObbeKkTnBHOE CBUAETENbCTBO

3.11 ObObekTMBHOE CBMOETENbCTBO

2.11 lNocTnpon3soacTBo

3.12 NocTnpon3BoacTBO

2.12 lNMpoueaypa

3.13 MNpoueaypa

2.13 NMpouecc

3.14 lMpouecc

(HOBbIN TEPMUH)

3.15 O6ocHoBaHHO NporHo3mpyemoe
HenpaBWbHOE NPUMEHEHNe

2.14 3anucb 3.16 3anucb
2.15 OcTaTOuYHbIN pUCK 3.17 OcTaTouHbIN 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 YnpaBneHne pnckom

3.21 YnpaBneHue pucKom

2.20 OnpepgeneHne pucka

3.22 OnpepeneHune pucka

2.21 OueHuBaHne pucka

3.23 OueHunBaHne pucka

2.22 MeHeaKMEHT pucka

3.24 MeHeaXMEHT pucka

2.23 dainn MeHegKMEHTa pucka

3.25 dann meHegKMeHTa pucka

2.24 be3onacHocTb

3.26 be3onacHocTb

2.25 TshkecTb

3.27 TsahkecTb

(HOBBIN TEPMUH)

3.28 CoBpemMeHHOe COCTOSIHME Hayku U
TEXHUKU

2.26 Bbicwee pykoBoACTBO

3.29 Bbicwee pykoBoACTBO

2.27 Owwnbka NpMMeHeHns

3.30 Owwmbka NpMMeHeHus

2.28 Bepudpukauus

3.31 Bepudukauus

3 O6wme TpeboBaHMsA K MEHEXXMEHTY puycka

4 O6wme TpeboBaHMs K cucteme
MeHe)XMEeHTa pUcka

3.1 lNpouecc meHegXMEHTa pucka

4.1 lNMpouecc MeHeAXMEHTa pucka

3.2 OTBETCTBEHHOCTb BbICLLErO PYKOBOACTBA

4.2 OTBETCTBEHHOCTb PYKOBOACTBA

3.3 Keanudgukaumsa nepcoHana

4.3 KoMneTeHTHOCTb NepcoHana

3.4 naH MmeHegXMEeHTa pucka

4.4 [naH MeHegKMEHTa pucka

3.5 ®ann meHeKMeHTa pucka

4.5 ®Gann meHegXMeHTa pucka
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MyHkTBI ISO 14971:2007

MyHkTbl ISO 14971:2019

4 AHanus pucka

5 AHanus pucka

4.1 lNpouecc aHanu3a pucka

5.1 lNpouecc aHanun3a pucka

4.2 T[lpegycMoTpeHHOe MpUMEHeHMEe W onpegeneHve

5.2 TlpegycmoTpeHHOe MpUMEHEHME U

060CHOBaHHO NporHosmpyemoe
XapaKTepUCTUK, OTHOCALLMXCA K 6esonacHocTn MU

HenpaBUJIbHOE MPUMEHEHUNE

53 OnpepeneHue XapaKTepUCTUK,

CBsI3aHHbIX C 6€30MacHOCTbLI0

4.3 NaeHTudukaumnsa onacHocTemn

5.4 NpeHTnmkauma onacHOCTEN M ONaCHbIX
cuTyaumm

4.4 OnpepgeneHune pucka(oB) ANs KaXKgon onacHoW cutyauum

5.5 OnpegeneHne pucka

5 OueHvBaHue pucka

6 OueHunBaHne pucka

6 YnpaBneHue pucKom

7 YnpaBnieHme puCcKom

6.1 YMeHbLueHne pucka

6.2 AHanu3 BO3MOXXHOCTEN yrpaBreHNsa pUCcKOM

7.1 AHanu3 BO3MOXHOCTEWN YynpasreHus
PUCKOM

6.3 BbinonHeHne mep No ynpaBneHUto pUCKoMm

7.2 BblnonHeHve Mep MO ynpaBneHUto
puckamu

6.4 OueHnBaHne 0CTaTOYHOro p1cka

7.3 OueHnBaHMe 0CTaTOYHOroO pucka

6.5 AHanu3 cCoOoTHOLLEHUSA pUCK/nonb3a

7.4 AHann3 cooTHOLLEHNs Nonb3a/puck

6.6 Pucku, BO3HUKatoLMe BCreACTBME BbINOMHEHUS Mep Mo
YNPaBlEHNO PUCKOM

7.5 Pwucku, BO3HMKalOLWME BcreacTeve
BbINOJIHEHWNSI MEpP MO YNpaBfieHNO PUCKOM

6.7 NonHoTa ynpaBfieHNs1 PUCKOM

7.6 lNonHoTa ynpaBneHns puckom

7 OueHvBaHWe [OMYCTUMOCTM COBOKYMHOMO OCTaTOYHOIO
pvicka

8 OueHuBaHMe COBOKYMHOIO OCTATOYHOIO
pvicka

8 OTYET N0 MEHEKMEHTY pucka

9 AHanuns MeHeaXXMeHTa pUCKa

9 MponssoacTBeHHas 7]
MHdopMauna

NOCT-Npon3BoACTBEHHAA

10 MponsBoacTeeHHas 7]
NpPOM3BOACTBEHHAsI AEATENbHOCTb

NnocCT-

10.1. O6wme cBegeHua

10.2 C6op nHdbopmauumm

10.3 AHanus nHgopmaumm

10.4 [enctBus

Mpunoxexue A. O6ocHoBaHue TpeboBaHWi

Mpunoxexune A. O6ocHoBaHue TpeboBaHui

Mpunoxexnne B. O630p npouecca MeHeSKMEHTa pucka
MEeAULIMHCKUX U3aenumn

Mpunoxenne B. T[lpouecc MeHemKMeHTa
pucka Ans MeauMuUMHCKUX U3fenum

Mpunoxexnne C. Bonpockl, Ha KoTOopble HeobxoAnmo
OTBETUTL ANs OrnpeferieHns XapakTepuCcTUK MeOULMHCKUX
nsgenvn, BNMaLWmMx Ha 6e30NacHOCTb ero NpMMeHeHus

MepemeleHo B ISO/TR 24971

Mpunoxenne D. KoHuenuum pucka, nOpUMEHUMbIE K
MEeOULMHCKUM U34envsm

MpunoxeHne E. [lMpumepbl onacHOCTen, MNPOrHO3MpyeMbix
nocnegoBaTtenbHOCTEN COBbITUA M ONACHbIX CUTYyaLUi

Mpunoxernne C. OCHOBHbIE KOHLEMNUUK

pvicka

MpunoxeHue F. [NnaH meHempKMeHTa p1cka

MepemeweHo B ISO/TR 24971

MpunoxeHne G. MIHopMaunsa o meTogax aHanmaa pucka

MpunoxeHne H. PykoBoACTBO MO MEHEOXMEHTY pucka
MeONLMHCKUX U3Oennn onsa QnarHoCTUKK in vitro

MpunoxeHne |. PykoBoasduiMe ykasaHWss Mo npoLeccy
aHanuaa pucka B OTHOLLEHUN BUONOrMYECKMX ONacHOCTEN

an/U'IO)KeH ne yganeHo

Mpunoxenne J. WHdopmaums no ©GesomacHocTn u
OCTaTO4HOMY PUCKY

MepemeeHo B ISO/TR 24971

Bubnvorpadus

Bubnuorpadus

B.2 O630p npouecca MeHeMKMEHTa pUcKa

PucyHok B.1 npeactaBneH gns Toro, 4tobbl JaTb MONb30BaTENo HACTOSILLEro OOKyMeHTa obuiee
npeacTaeneHne o rnpouyecce MmeHedxmeHma pucka. OH BbINOMHAET WCKIMIOYUTENBHO MOSICHUTESNBHYIO
dyHKumnto. Kak nokasaHo Ha PucyHke B.1, aTOT mpouecc OOMKeH ObiTb MTepaTMBHBbIM, OXBaTblBAOLLMM
Kaxkabl puck nNo odepeau, 1 BO3BpalLaTbCa K NpeabigyLuMm aTtanam, ecriv Mepbl Mo yrpassieHuro puckom
NPUBOAAT K BO3HWKHOBEHMUIO HOBbLIX OracHocmeul WNW ofacHbIX cumyayul vnn ecrniv nosiBNAeTcs Hosas

WHpopmaLums.
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PU1CK MeHeXKMEHT nnaH (4.4)

OueHviBaHve

nonHoro
0CTaTouHOro
pucka

Ananms
MeHeKMeHTa
pucka

n pou3BOACTBEHHAA U
NOCT-Npon3BOACTBEHHANA

OueHvBaHue
pucka

AHanua puckoB

AeATenbHOCTb

YnpasneHue puckom
A

A

)

A

YCTaHOBUTE NpeAy CMOTPEHHOE NPUMeHe HUE W 06OCHOBaHHO
NPOrHo3npy emoe HenpaeBunbHoe npumMmeHexue (5.2)

v

NAeHTHdMLMPYIiTe XaPaKTEPUCTUKN, CBAIaHHbIE C
GesonacHocTbio (5.3)

¥

| WaenT Wre nn cutyaumm (5.4)

v

OueHuTe pUCK (PUCKM) ANA KaXAOW OnacHon cutyaumm (5.5)

Tpebyercs

FOCT ISO 14971 — 20XX (lepsas pedakyusi)

n

m
prckom? (6)

o ynpasneHMio puckom (7.1)

g

Waentudmumpyite Heob6xoanmbie Mepbl |

OcyuwecTeumo nun
Ha npakTiKe ynpaenexme
puckom? (7.1)

BuinonHure u Bepud numpy te nae HTMUUMPOBaHHble
Mepbl N0 ynpaBfneHuio puckom (7.2)

Mpuemnem nn
©OCTaTOUHbIN PUCK?
(7.3)

Monk3a
nepesewnBaet
puck? (7.4)

MponssoanTens Moxet
paccmoTpeTh Bonpoc o6
n3MeHeHUU
MeAVULMHCKOro usgenns
nnu ero
npe Ay CMOTpeHHoro

BosHukawT nu

HOBbIE ONACHOCTM UMW ONaCHble

CUTYyaumn 1 Kak OHW OKa3bIBaIOT BNUsIHME

Ha CylecTBy loWMe PUCKN?
(7.5)

(BepHyTbCS
k 5.2). B nporuBHom
cnyvae puck ocraércsa
HenpneMmnembim.

Bce nun
MAEHTUNUMPOBAHHbIe
onacHoCTH 6binun
paccMoTpeHbI? (7.6

MAeicTBUTE NBLHO NK
MOMHbIN OCT: v

MpoussoauTens Moxer
paccmMoTpeTh BHeape H1e
AOMNONHUTENLHBIX MEp No

YNPagneH Mo PUCKoM
(BepHyTLC K 7.1) unn
n3ameHeHne

MeanuMHCKOro uspenus,

OTHOCUTENLHO NONb3bI?
®)

Awanuz nnana "
NOAroTOBKA OTYETA NO Y NPABNEHMIO pUCKamMm (9)

ero
n| CMOTpeHHoro
npuMeHeHus (BepHYTbCA
K 5.2). B npoTuBHoM
cny4ae nonHbIN
OCTaTOYHbIW PUCK
cuunraetcs
HenpuemnembIM.

=

C60p NPOMIBOACTBEHHOI M NOCT-
Npon3BoACTBeHHOW MHpopmMaumm (10.2)

¥

AHanuM3 Nnpou3BOACTBEHHOW U NOCT-
BeHHOM (10.3)

HyxHa nun

pucka? (10.4)

PucyHok B.1 — O6G30p [eATenbHOCTU MO MeHeOXMeHmMYy pucka NPUMEHUTENbHO K MeOUUUHCKUM

usoenusm
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MpunoxeHue C
(cnpaBo4HoOe)
OCHOBHbIe KOHUEMNUUu pucka

C.1 O6wume nonoxeHus

Hactodawmn pgokymeHT TpebyeT OT u32omosumersid COCTaBUTb MepedYeHb U3BECTHbIX MU
NPOrHO3MpyeMbIX orracHocmedl, CBA3aHHbIX C MEOUUUHCKUM U30esiueM, Kak B UCMIPaBHOM COCTOSIHUM, TaK 1 B
pexvMe oTkasa, a TakKke pacCMOTpeTb MPOrHO3vpyemble MOCeAoBaTeNbHOCTU COBbITUIA, KOTOpbIE MOTYT
NPMBECTU K BO3HUKHOBEHWIO OracHbIX cumyauuli n npuduHeHunto epeda. Ha aToM aTane puck MOXHO
oLeHUBaTb NOCPEaCTBOM PACCMOTPEHUS KaK msXXecmu, Tak U BEPOSATHOCTU BO3HUKHOBEHUSA gpeda, KOTOPbIN
MOXeT OblTb npuunHéH (PucyHok C.1). BeposTHOCTb HacTynneHus gpeda MoOXeT ObiTb BblpaxeHa Kak
COBOKYMHOCTb OTAENbHbIX BeposiTHocTen (P, Py) unu kak eguHas BepositHocTb (P). Pasnoxenune Ha P, n P,
He 06sa3aTenbHO.

OnacHocTb

1§

BepositHocTs O6cTosTENBCTBRA,
BOMMKHOB%HI/IH uenqua BAMSIOLLME
onacHow cobbITui Ha TEKECTb
cvTyaumm (Py)
OnacHas cutyauus
: |
BeposaTHocTb
ONacHOM O6cTosTenbCTBa,
cuTyaLmm, BImsioLLme
NPMBOZALLEH Ha TSKECTb
Kk Bpeay (P2) %
| BeposiTHOCTb |
BO3HUKHOBEHUSA Bpeaa Bpen TaxecTb Bpeaa
| (P=Py*P,) |
Pucd
e e e e e e e e e e e e e =

MpnmevyaHunsa:

1 B 3aBUCUMOCTU OT CNOXHOCTM MEAMLIMHCKOrO M3Aennst OnacHOCTb MOXET MPUBECTU K HECKOMBbKMM OMacHbIM
CUTyauusIM, 1 Kaxxgasi onacHas cuTyauusi MOXeT NPUBECTU K HECKOMNbKUM BuaaM Bpeaa.

2 BeposaTHOCTb BO3HMKHOBEHUS Bpeaa (P) MOXeT COCTOATb U3 OTAENbHbIX 3Ha4YeHun Py n Po.

3 ToHKMe CTpenku npeacTtaBnsAlT coOOM 3reMeHTbl aHanmM3a pucka a TONCTble CTPENKM MOKa3biBaT Kak
OMaCHOCTb MOXET NPUBECTU K NPUYMHEHMIO Bpeaa

PucyHok C.1 — HarmagHbin npyMep B3auMOCBA3W MeXZY OracHOCMbH, NocrefoBaTernibHOCTbIO
cobbITun, onacHou cumyauvuel n epedom (ISO/IEC 63:2019)

XopoLlen oTnpaBHOM TOYKOW AN 3TOro obbeanHeHust aBnseTcsa 0030p onbiTa paboThl C TEMU Xe U
NoAoGHBIMK TUNamMn mMeduyuHckux u3denud. MNpu NpoBeAeHUN aHanusa cnegyeTt y4uTbiBaTb COOCTBEHHEIN
OnbIT U320MO8UMESISI U, B COOTBETCTBYIOLLMX CMyYasx, ONbIT ApYrux u3zomosumerel, OTpaXEéHHbI B 6azax
OaHHbIX O HebnaronpusITHbIX SBMEHMAX, NyOGnMKauusax, HayvyHOW nuMTepaTtype W Apyrux LOCTYMHbIX
UCTOYHMKAX. OTOT TWUM aHamu3a OCODOEHHO nones3eH AN BbISBAEHUS W NEPEYMCNEHNUss TUMUYHBIX
onacHocmel W onacHbIX cumyauyuli pns MeduyuHCKO20 U30esiusi N CBA3AHHOIO C HUMKU BO3MOXHOIO gpeda.
[anee, aTOT NnepeyeHb 1 BCNOMOraTenbHble CPEACTBA, TakMe Kak cnvcok npumepos B Tabnuue C.1, moryT
MCnonb30BaTbCA ANS COCTaBNEHUSI NEPBOHAYaNbHOIo NepeyHs onacHocmed.

3areM MOXHO MPUCTYNUTb K MAEHTUMUKALMM HEKOTOPBIX NocrefoBaTensHocTen CobbITUIA, KOTOpbIe
BMECTE C OracHOCMsIMuU MOTYT MPUBECTU K BO3HUKHOBEHWIO OnacHbiX cumyayul n NpUYnHEHUIO epeda.
lMockonbKy MHOTME OrracHOCMU MOTYT HUKOTA4a He MPUBECTU K MPUYUHEHUIO 8peda U MOTyT ObITb UCKITHOYEHBDI
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13 fanbHewnLero paccMoTpeHus, 6b1no 661 NONE3HO NPOBECTU 3TOT aHanms, HayaB ¢ gpeda, KOTOPbIA MOXeT
NPUYMHUTE MeduyuHckoe usdenue, n pabotass B oOpaTHOM HarmpaBneHUW K OnacHbIM cumyauusim,
0rnacHoOCmMsM W Bbi3bIBalOWMM MX npuynHaMm. OgHako, XOTA 3TOT Noaxo Mofie3eH Mo OMMCaHHOW MpUYMHeE,
cnenyeT npusHaTb, YTO OH He npeAacTaBnaeT cobou TwartenbHbI aHanu3. MHorne nocnepoBaTernbHOCTU
cobbITvi ByayT maeHTUMUUPOBaHbI TOMBKO MpPU CUCTEMATUYECKOM WCMONb30BaHMM METOAOB aHasu3a
puckog (Hanpumep, onucaHHbiX B ISO/TR 24971). AHanu3 1 naeHTuduKaumsi ewé Gornee OCMNOXHSTCS
MHOIOYUCNEHHBIMU COBLITUSAMU N OBCTOATENBLCTBAMM, KOTOpble HEOOXOAMMO MpUHMMAaTb BO BHMMaHue,
Hanpumep, nepevvcneHHeiMM B Tabnuuye C.2. Takum obpa3om, ANs 3aBepLUeHUst KOMMIIEKCHOrO aHanuaa
YacTo WCMOMb3YKTCHA HECKONbKO METOLOB aHasusa pucka, W OCOBEHHO AononHuTenbHble meToabl. B
Tabnuue C.3 npuBoasaTcs npuMepbl B3aUMOCBA3WM MeXAy OrMacHOCMsMU, NOCnefoBaTenbHOCTbIO COBObITUN,
onacHbIMU cumyauyusimu n pedom.

XoTa cocTaBneHue nepeyHemn onacHocmed, onacHbiX cumyayul U NOCNefoBaTeNbHOCTEN COBbLITUN
cnefyeT BbIMOMHATb Kak MOXHO paHblUe B ripoyecce NpoekTupoBaHus u pa3paboTku, 4yTobbl obnerdyntb
yrpaesieHuUe pUcKoM, Ha NPakTUKe UOEeHTUUKaLMA N obbeanHeHNne — 3TO HenpepbiBHas OEATENbHOCTb,
KOTopasi MpoJoikKaeTcsa Ha MPOTSXKEHWM BCEro XKU3HEHHO20 yukrna MeOUUUHCKo20o u3denusi oT
rnocmrpou3godcmea A0 yTunm3aunm.

B HacTosiLeM NpuUNoXeHUn NPMBOOUTCH HEMONHbIA NepevYeHb BO3MOXHBIX OracHocmed, KoTopble
MOryT BbITb CBSA3aHbl C pa3nUyYHbIMU MeduyuHckuMu uddenusamu (Tabnuua C.1), a Takke nepevyeHb cCobbITUI
n obctositenscts (Tabnuua C.2), KOTopble MOTYT NPMBECTU K BO3HUKHOBEHUIO OMacHbIX cumyauyull, KoTopble
MOryT NPUBECTU K NpuumMHeHuo gpeda. B Tabnuue C.3 B normyeckor nocrnegoBaTeNbHOCTM MPUBOAATCA
npumepbl TOro, Kak oracHoOCmb MOXeT Npeobpa3oBbIBAaTbCS B OMACHYH CUmMyayuto N MPUYNHATbL e8ped B
pesyrnbTaTe nocneaoBaTenbHOCTM COObITUI UN 0BCTOATENLCTB.

lMpu3HaHne nepexoda onacHocmeld B OnacHble cumyauyuu UMeeT peLuatollee 3HayeHne ans OLeHKU
BEPOSATHOCTU BO3HUKHOBEHUSA U Msikecmu BO3MOXHOro gpeda. OgHOM U3 Lienen aToro rnpouyecca siBnsieTca
COCTaBfieHMe  KOMMMEKCHOro Habopa omacHbix cumyauyud. VigeHTudpmkaums  onacHocmeld W
nocrnefoBaTenbHOCTM COObITUM  9BRSeTCA nNnaugapMoM  And  OOCTWXKeHWa 3Tton  uenu. [lepeynw,
npuBefEHHbIE B Tabnuuax HaCTOSILLEro NMpUIOXeHUs, MOryT MCMNOMb30BaTbCA Kak MOMOLLb B BbISIBNIEHUU
onacHbix cumyauyud. To, 4TO Ha3blBAETCA OMacHOCMbIO, LOIDKHO OMNpPefensATbCs u320mosumernieM B
COOTBETCTBMM C KOHKPETHbLIM aHanM3omMm.

C.2 Mpumepbl onacHocTen

MepedeHb, npuBeadéHHbIn B Tabnuue C.1, MOXET UCNONb30BaTbCHA Kak MOMOLLb B BbISBMEHUU
onacHocmedl, CBSA3aHHbIX C KOHKPETHbIM MEeOUUUHCKUM u30efiuemM, KOTopble B KOHEYHOM MWTOre MOoryT
NPUBECTM K MPUYMHEHMIO 8peda.

Tabnunua C.1— Npumepbl onacHocTemn

OHepreTnyeckne onacHocmu Buonornueckne un  xumwndeckne | OnacHocmu, CBA3aHHble c
ornacHocmu napameTpamu

AxKycTuyeckas aHeprus Buonorunyeckue cakTopbl [aHHble

- MHdpasByk Baktepun - pocTtyn

- 3BYKOBOE JaBrieHue MpnbKn - Hanuyue

- ynbTpasBykK MapasuTtbl - KOHMAeHUManbHOCTb

AneKTpo3Heprus [MpuroHbI - nepepava

OnekTpnyeckme nons TOKCUHBI - COXpaHHOCTb

Tok yTeuku Bupychl MNocTtaBKa

- yTeuka Ha 3eMnio XumMunyeckue chakTopbl - KONMYecTBO

- yTeyka Ha Kopnyc KaHueporeHHble, MyTareHHble, | - KO3 PUUMNEHT

MarHuTHble nons
CtaTtudeckuin paspsg
HanpsikeHne
MexaHun4yeckas aHeprusa
KuHeTnyeckas aHeprus

- nageHwe npegMeToB
- BMpbICK XnakocTn
BbICOKMM AaBrieHneM

non

BO34eNCTBYOLWME Ha
PENPOaYKTUBHYIO (OYHKLIMIO
Enkve, pasbenatolune
- KUCIOTHble
- Weno4Hble
- oKUCNUTEnu
BocnnameHsioLumecs,
B3pblBOONACHbIE

ropro4yue,

OnarHocTtnyeckasa nHgopmauus
- pesynbrat obcnenoBaHus

- apTedakTbl Ha CHUMKaxX

- OpveHTauusi CHUMKa

- paspelleHne CHUMKa

- maeHtTudmkauna/mHpopmauns
0 naumeHTe

®YHKUNOHANbHOCTb

OkoHnyaHue mabrnuuybi C.1
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OHepreTnyeckne onacHocmu Buonornueckne un  xumwndeckne | OnacHocmu, CBSi3aHHble c
oracHocmu napameTpamm

- OBWXYyLLMECH YyacTu Mapebl, icnapeHus, - curHanusaums

- BubpupyoLme Yactn OcmoTnueckue - BaXHewWLLMe napameTpbl

MoTteHuManbHaa (HakonneHHas) | YacTuubl (B TOM YMCe MUKPO - U | -  U3MepeHne

3Heprus HaHo4acTULbI)

- n3rmnbd MuporeHHble

- oxartue PacTtBoputenu

- paspesaHue, pacceyeHune Tokcu4Hble

- rpaBMTaUMOHHOE NpuUTsSHKeHMe |-  acbecT

- MOABELUEHHbIN rpy3 - TsKEénble meTannbl

- HaTshKeHue - HeopraHuyeckue gl

- KpydeHue - opraHudeckue sabl

QHeprua nsny4veHus

- KpPEMHE3EM
MmmyHoGMonornyeckue
cthakTOpbI

AnnepreHbl

- aHTMCenTu4eckne BeLlecTBa
- naTtekc
MmmyHocynpeccopsbl
Pasgpaxuntenu

- OCTaTKu MOLNX CPEACTB
CeHcunbunusartopsl

C.3 MNpumepbl COOLITUIA U 0GCTOATENLCTB

YTo06bl BbLISABUTL
paccMoTpeTb CobbITvs U

NporHo3vpyemble MocregoBaTenbHOCTM COObITUIA, 4acTo ObiBaeT MnonesHo
obcToATENbLCTBA, KOTOPble MOryT WX Bbi3BaTb. B Tabnuue C.2 npuBogsTcs

npuMepbl COBLITUMI U 0BCTOATENLCTB, CrPYNNMPOBaHHbLIX B 0bLLMe kaTeropum. OTOT nepeyeHb, 6e3ycrnoBHo,
He SBnseTcs NOMHbIM, OH NPW3BaH MPOLAEMOHCTPMPOBATL MHOXECTBO Pa3NMYHbIX TUNOB COOBLITUA W©

00CTOATENBLCTB, KOTOPbIE

HeobxogMmo npuHMMaTb BO BHUMaHWE AOnd onpenerieHna MNporHo3npyemMblx

nocriefoBaTeflbHOCTEN COObITU B OTHOLLEHUW MeOUUUHCKO20 U30esusi.

Tabnuuya C.2 — lNpumepbl cOBbLITUI U 06CTOATENLCTB

O6wwasn kateropus

CobbITnA 1 obcToATeNbCTBA

TpeboBaHus

HenpasunbHoe ykasaHue:

— pacYéTHbIX NapameTpoB

— 9KCnnyaTauMoHHbIX NapameTpoB

— TpeboBaHuWI K IKCNNyaTaLunoHHON NPUroaHOCTH

— 9KCNNyaTauumoHHbIX TpeboBaHwi (Hanpumep, TexHu4Yeckoe obcnyXuBaHue,
nepepaboTka)

— KOHLia cpokKa crnyobl

Mpon3BOACTBEHHbIE
npoLeccsl

HepoctaTo4HbIN KOHTPOSb 3a:
—NPON3BOACTBEHHBIMU MpOoLieccCamm
—MN3MEHEHUAMU B NPOU3BOACTBEHHbIX NpoLieccax
—Marepuanamm

—MWHopmaLmein 0 COBMeECTUMOCTU MaTepnanos
—cybnogpsgumkamm

TpaHcnopTMpoBaHue Wt
XpaHeHue

HenocTaTouHoe ynakoBbiBaHue
3arpasHeHve unu nopya
Henoaxoasiume ycrnosus okpyatoLei cpeapi

®akTopbl  OKpY>KaKOLLEN
cpegabl

dusnyeckme dakTopbl (Hanpumep, Tenno, JaBneHue, Bpems)

Xvumundeckune hakTopbl (Hanpumep, KOppo3wus, pacnag, 3arps3HeHue)
OnekTpomarHutHble nonga (Hanpymep, BOCMNPUMMYMBOCTb K 3NEKTPOMArHUTHbIM
nomexam)

HepocTtaTtoyHas nopgava anekTposHeprum

HepocTtaTtoyHas nogada oxnaxgaroLero BeLlecTsa

OkoHy4yaHue mabnuusi C.2

O6wwasn kateropus

CobObITnsa 1 obcTosaTenbCTBa
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OuncTka, aesuHdgekuus
1 cTepunusaums

OTcyTcTBME YTBEPXKAEHHBLIX NpoLeayp
HepocTtato4yHas KOHKpeTusauus TpeboBaHuin
HepocTtaTtoyHasn appeKkTMBHOCTb OYMCTKM, AE3NUHMEKLNN UK CTEPUNM3aLnn

YTunusaumsa "
cnucanue

OTcyTCTBME UMM HEAOCTATOYHOCTbL NPEeAOCTaBNEHHON NHopmaLmm
Owmnbka npumMeHeHnst

CocTtaB

Bronornyeckoe pasnoxeHue

Bronornyeckas coBMecTMMOCTb

OTcyTcTBME UHOPMaLMK UNNU HEAOCTATOYHast KOHKpeTU3aums
HekoppekTHble cocTaBbl

Owunbka npumeHeHus

YpobcTtBo
aKcnnyaTaumm

HeuéTkne MHCTPYKLMM NO NPYMEHEHUIO UNN UX OTCYTCTBME

CnoxHasa nnu HevéTkas cuctema ynpasneHus

HeopgHo3HayHoOe nnmM HENOHATHOE COCTOSIHME MEAMLMHCKOIO U3genums
HeogHo3HayHOe uNM HENoOHATHOEe MpeAcTaBfeHVWe HaCTPOeK, WU3MEePeHun Wnu
apyrov nHcopmanmm.

WckaxeHne pesynbTaTtos

HepoctaToyHas BUAMMOCTb, CALILLMMOCTb UIN TAKTUINbHOCTb

HeynobHoe pacnonoxeHune 9MneMeHTOB  ynNpaBreHus  AeWCTBUSAMM  UIu
oTobpaxaemon nHpopmaumm o0 PakTU4EeCKOM COCTOSHUN

HecornacoBaHHOCTb  peXMMOB WM PacnorfioXeHus MO  CPaBHEHUIO C
cywecTeyoLWmnM obopyaoBaHnem

MNMpvMeHeHne HekBanUUUMPOBaAHHBIM U HEMOATOTOBIIEHHBIM NEPCOHANOM
HepocTtaTtoyHoe npeaynpexaeHne o noboyHbIX acpdekTax

HepoctatoyHoe npeaynpexaeHne o6 OMAcHOCTAX, CBSA3AHHbIX C MOBTOPHbLIM
NPUMEHHeMM OOHOPAa30BbIX MeOULIMHCKMX U34enni

HenpaBunbHoe nsmepeHne n Npoyne acnekTbl, CBA3aHHbIE C METPOrornen
HecoBmecTMMOCTb C pacxodHbiMKW Matepuanamu, NpUHaaneXxXHoOCTAMNU, ApYrumum
MEeAULMHCKUMW n3genmsamn. HekoppekTHast naeHTudmkaums naumeHTa
3abnyxageHus, ynyweHns n owmnbkm

¢'YH KUMOHAaJ1bHOCTb

YTpaTa SﬂeKTpMHeCKOVI UM MeXaHU4YECKOM LIENTOCTHOCTU

yXY}J,LIJeHVIe SKCtyaTalyMOHHbIX  XapaKTepUcTtuk (Hanpwmep, nocrteneHHasa
3aKynopka YKMOKOCTHOW UIM ra3oBOW NUHUKN, U3MEHEHNE conpoTuBIiieHNA NOTOKY,
SJ'IeKTpOﬂpOBOLI,HOCTVI) B pes3ynbTare CTapeHud, Wun3HocCa WU MHOrFokKpaTHOro
NnpUMEeHeHunaA

OTka3 KoMMNoHeHTa n3-3a CTapeHna nnn n3Hoca

BesonacHocTb

HesawuwéHHble nopTbl Nepedayn [AaHHbIX, OOCTYMHble W3BHE (Hanpumep,
ceTeBble, nocrnegoBaTenbHble i USB-nopTol)

HesawundpoBaHHble AaHHble

YA3BMMOCTb NpOrpaMMHOro obecrnedeHnsi, KoTopas MOXeT MCNonb3oBaTbCA
3NlOHamMepeHHOo

O6HoBMNeHna nporpammHoro obecneyeHns 6e3 noaTBepK4eHUS NOAMHHOCTU

Cc4 Mpumepsbl B3auMMocCBsA3en Mexay OMacHOCTAMMU, NPOrHo3npyemMbiMu
nocneAoBaTeNlbHOCTAMMU COObITUM, ONAaCHLIMU CUTYaUUAMU U BO3MOXHbIM BpeaoMm

B Ta6nuue C.3 OeMOHCTpUpyeTCs B3aMMOCBSI3b MeXAdy OracHOCMsIMU, NPOrHO3MpyeMbIMU
nocrnegoBaTeribHOCTAMU COBLITUIA, OMacHbIMU cumyauyusiMu v epedoM B BUAe YNPOLUEHHLIX MPUMEPOB.
CneayeT NOMHUTb, YTO OfHa OMacHOCMb MOXET MPUBECTU K HECKONbKMM Buaam epeda U YTO HECKOSIbKO
nocnegoBaTeribHOCTeN CoBbITMIA MOTYT NPUBECTU K BO3HUKHOBEHWIO orfacHol cumyauuu.

PellieHMe o TOM, 4YTO MPEACTABMAET OMACHYK Cumyayuto, OOMKHO MPUHUMATBCA C YY4ETOM
KOHKPETHOro npoBoAMMOro aHanusa. [pu ogHMX OGCTOATENbCTBAx MOME3HO ONuUcaTb KOXYX, CHATBbIA C
BbICOKOBOJSIbTHOM KINEMMbI, Kak OfacHyro cumyayuro, Npu Opyrux OBCTOATENbCTBaX OMacHy cumyayuro
Gonee nomnesHo onuncaTb, Kak CUTyaLuio, KOraa YenoBeK KOHTaKTMPYeT C BbICOKOBOSbTHOW KINEMMONA.
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Tabnuya C.3 — B3aumocesidab Mexay OracHoOCmsiMuU, NMPOrHO3MPYEMbIMWU MOCINEAOBATENbHOCTAMU COObLITUIA, OMacHbIMU cumyayusiMu W BO3MOXHbIM

spedom
MporHo3upyemas nocnegoBaTenbHOCTb
OnacHocmb P Py A OnacHasi cumyauusi Bped
coObITMI

OnekTpoMarHuTHas (1) OnNeKTpoaHbIV kabenb, cnyyanHo | HanpshxeHue cetu nosienseTcs Ha | dubpunnsaums cepgua
3Heprus (BbICOKOE | MOAKIMOYEHHBIN K CETEBON PO3ETKE anekTpogax
HanpsxeHue)
Xummyeckas onacHocTb | (1) HenonHoe yaaneHve netyyero | Paseutne rasoson ambonuum (nysbipbkoB B | MHdapkT
(neTyuni  pacTBOpUTENDb, | PACTBOPUTENS, UCNONB3YEMOro B MPOM3BOACTBE | KPOBOTOKE) BO BpeMS Ananmaa MoBpexaeHue mo3sra
ambon) (2) OcTtaToKk pacTBOpPUTENS MpEBpaLLaeTcs B ras

npu TeMnepaType Tena

Buonornyeckas onacHocCTb
(MnkpobHoe 3arpsasHeHne)

(1) HenonHas WHCTPYKLUUSA no
obes3apaxvBaHNi0 MOBTOPHO  UCMOfb3yeMbIX
aHeCcTe3MoNorM4eckux IMHUN

(2) BarpaAsHEHHbIE NWMHUK, UCMoNb3yemble OIS
aHecTesun

BaKTepI/II/I, nonaswne B AblXaTellbHble NyTU
nauueHTa BO BpemMda aHeCTe3nn

BakTepuanbHasa nHdekuuns

®PyHKuMoOHUpoBaHMe  (6e3 | (1) lMaumeHT c amnekTpocTaTMyeckuM 3apsgom | OTkas nogayuM  MHCYnMHa  nauueHTy ¢ | HesHaunTenbHoe — noBpexaeHue
nogaym) naumeHT kacaeTcs MHY3MOHHOMO Hacoca MOBbILUEHHbIM YPOBHEM FMOKO3bl B KpOBU, 6e3 | opraHoB [TomMyTHEHWE COo3HaHusA
(2) Onmextpoctatnyeckun  paspsag  (ESD) | npegynpexaeHus
NpMBOAWT K BbIXOAY M3 CTPOsi Hacoca, Hacoc
curHanuaupyet o6 oTkase
®dyHKUMOHUpOBaHMe  (6e3 | (1) Y anemeHTa nuTaHus wmMnnaHTupyemoro | Oecmbpunnatop He moxeT nopaTe paspsd | CmepTb

BbIXoda SﬂeKTpOSHepI'VIM)

AedmbpunnaTopa nctekaeT Cpok Crnyxobl
(2) HeonpaBgaHHO 6Gonblion MHTEpBan Mexay
KNMHMYeckumy obcnegoBaHnamMm

np BOSHNKHOBEHNN apUTMUN

M3mepeHve
nHdopmauums)

(HeBepHas

(1) MorpelHOCTL N3MepeHus
(2) He obHapyxunBaeTca nonb3oBaTenem

HesepHas MHdopMauus, coobuwaemas
nevaiwiemy Bpadyy, NpMBOAUT K MNOCTaHOBKE
OWMBOYHOrOo AmarHosa uunu OTCYTCTBUIO
OOMKHOrO feyeHus

MporpeccunpoBaHne 3abonesaHus
CepbésHas TpaBma
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