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MpeaucnoBue

Lienv n npuHumnbl cTaHAapTU3aumm B Poceuiickon ®eaepaummn yctaHoBneHbl deaeparnbHbIM 3aKOHOM OT
27 pekabps 2002 . Ne 184-93 «O TeXHU4ECKOM perynpoBaHum», a npasnna NpMMEHeHUs! HaLMOHArbHbIX CTaH-
naptos Poccuiickoln depepaunn — FOCT P 1.0—2004 «CtaHngapTuzaums B Poccuiickoi Penepaumn. OCHOBHbIE
NOMNOXEHNA»

CBepeHuna o cTaHpapTe

1 NOArOTOBJIEH 3akpbIThiM akLuoHepHbIM obLwecTBoM «BHUUMIM-BUTA» Ha OcHOBE ayTEHTUYHOIO ne-
peBofa cTaHaapTa, yKa3aHHOTO B NyHkTe 4

2 BHECEH TexHn4ecknM KOMMTETOM Mo cTaHaapTusaunm TK 436 «YnpaeneHue KayeCTBOM U COOTBETCTBY-
IOLLIME acneKThbl AN MEOULIMHCKUX U3Lenniny

3 YTBEPXXOEH 1 BBEAEH B JEVICTBME Mpukasom deaepasntHOro areHTCTsa Mo TEXHUUECKOMY perynu-
poBaHUIo M MeTpornorum ot 26 anpens 2006 1. Ne 78-cT

4 HacTosilmin cTaHaapT naeHTMYeH MexayHapogHoMmy ctaHgapty UCO 14971:2000 «Mspenms meavumH-
ckue. MNpumeHeHne MeHeMKMEHTa pucka K MeauuMHCKuM nagenuamy» (ISO 14971:2000 «Medical devices —
Application of risk management to medical devices» ) n uamernenuio Ne 1 (ISO 14971:2000/Amd. 1:2003, kotopoe
B TEKCTE CTaHAapTa BblaeneHo ABONHON BEPTUKANBHOW NMHNUEN

Mpwn NnpyMeHeHn HaCTosALLLero cTaHaapTa PeKOMEeHAYETCA UCNONb30BaTb BMECTO CCbINTOYHbIX MEXAyHa-
POAHLIX CTaHAAPTOB COOTBETCTBYIOLLME UM HALMOHamNbHbIE cTaHaapThl Poccuiickoin denepauvn, ceeaenns o
KOTOPbIX NPUBEAEHBI B AOMOMHNTENBHOM NPUIIOKEHN J

5B3AMEH MOCT P MCO 14971-1-99

UHghopmayust 06 usmeHeHUsIX K HacmosiueMy cmaHn0apmy rybiiuKyemcst 8 exe200H0 u3dagaeMom UHGhop-
MalyUuoHHOM ykasamerne «HauuoHanbHble cmaHOapmely, @ MeKCm U3MEHEHUU U NoMpagoK — 8 eXXeMeCAYHO
us0asaembix UHGhOPMaUUOHHbIX yKazamensx «HauuoransHble cmaHOapmel». B criyqdae nepecmompa (3ameHbl)
unu ommeHb! Hacmosie2o cmaHAapma coomeemcmeyrouiee yeedomneHue byOem onybrnuUKo8aHo 8 eXeMecsy-
HO uzdasaeMOoM UHGhOPMaLUOHHOM yKa3amene «HayuoHanbHble cmanOapmbiy. Coomeemcemeytowias UHGhop-
Mauus, yeeOomiieHUe U MeKCmbl pasmMewaomcest makxe 8 UHGhopMayUoHHOU cucmeme obuyezo nonb308aHus —
Ha oghuyuansHom calime ®edeparibHO20 a2eHMcmea ro MEXHUHECKOMY peaysiupo8aHuio U Memporioauu e cemu
UHmepHem

© CraHgapTuHdopm, 2006

HacToswmn CTaHOapT He MOXeT GbITb NOMHOCTLIO UM YACTUYHO BOCNpOU3BEaeH, TUPAaKUpoBaH K pacnpo-
CTpPAaHEH B Ka4ecTBe OCDI/ILI,MBJ'IbHOFO n3gaHuA Ges paspelleHna Cbep,epaanoro areHTCTBa No TeXHN4eCKOMY pery-
nnMpoBaHUIo U MeTponormn
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4.3 VaeHTUdMKaLMA U3BECTHBIX UMU NPOTHO3NPYEMbIX ONacHOCTEN (a'ran 2)
4.4 OnpepeneHne pucka (PUCKOB) ANA KaXaoi onacHocTu (atan 3)
5 OuenueaHune pucka (3tan 4)
6 YnpaeneHne puckoMm (3Tanbl 5—10)
6.1 YMeHbLUeHWe pucka
6.2 AHann3 BO3MOXHOCTeN (3Tan 5) ..
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BBegeHue

MexayHapogaHbii ctaHpapt UCO 14971 paspabotaH TexHuuecknm komutetom MCO/TK 210 «MeHepkMeHT
Ka4yecTBa U COOTBETCTBYIOLLME 0DLLME acNeKTbl MEAULIMHCKUX U3aenuity u nogkoMmutetoM MOK/MK 62A «O6wve
acneKTbl ANEeKTPUIECKUX N3AENUIA, NPUMEHAEMbIX B MEAULIMHCKOM NpakTuke» . B oGnactn MeHemKMeHTa pucka
NPUMEHNTENBHO K MEAVULIMHCKUM n3aenuam TexHundeckuin kommtetr MCO/TK 210 n MOK/TIK 62A obpasoBanu co-
BMeCTHylo pabouyio rpynny CPI™ 1 «MpumeHeHne MeHepKMeHTa pucka K MEOULIMHCKUM 3OENUSIM».

TpeboBaHus, NpeabsBRsSieMble K KOMNOHEHTY aHanm3a pucka kak CoCTaBnsioLLElN NpoLecca MeHeaKMeHTa
puvcka, 6b1nm Briepsble paspaboTaHbl B ctaHaapte MCO 14971-1:1998, npuyeM Obino npeycMOTPEHO, YTo Tpebo-
BaHMWS K OLIEHWBaHWIO PUCKa, YNPaBRNEHWUIO PUCKOM M K OLIEHMBAHUIO MOCTNPOM3BOACTBEHHOM MH(hOpMaLIMK MOTYT
6biTb PAaCCMOTPEHbBI B AONONHUTESNBHON YacTh (Y4acTsax). OaHako Bce 3TU TpeBGoBaHUS BKMIOYEHbI B HACTOSILLWIA
CTaHOapT.

Hacrosiee napanme UCO 14971 otmeHsieT u 3ameHsieT UCO 14971-1:1998.

NoakomuTer MIK/MK 62A npuHAN pelueHne, YTo HacTosLasa nybnukauus aeicteyet ao 2004 roga. Mo ucre-
YeHun atoro cpoka noakomuteT MOK/MK 62A nocne koHcynstaumum ¢ UCO/TK 210 pelumt, GyaeT nv HacTosiwan
nyGnukaums:

- noaATBEPXKAEHa;

- 0TO3BaHa;

- 3aMeHeHa NepecMOTPEHHBLIM 3AaHUeM;

- BOMNOMHEHa N3MEHEHUSAMM.

B oxxnaaHum nepecmoTpa HacToswero ctaHpapta CPI™ 1 pa3paboTana nsmeHeHue K HacTosLen nyénukaumu,
B KOTOPOM AOKYMEHTUPOBaHO 06ocHoBaHue TpeboBaHui, coaepxalumxcs B ctaHaapte UCO 14971:2000, u koTo-
poe BKIOYEHO B HACTOSALLMIA CTaHAapT B KayecTee NpunokeHus H.

MpunoxeHna A — H HacTosLero cTaHaapTa ABNSOTCSA CNPaBOYHLIMU.

HacTrosawui ctaHaapT pekomeHayeTcs paccMaTpyBaTh Kak OCHOBY ANS OCYLLECTBASIEMOrO U3roTOBUTENEM
pe3ynsTaTMBHOTO MEHEDKMEHTA BCEX PUCKOB, CBA3aHHbIX C IPUMEHEHWEM MEAMLIMHCKUX uaaenuin. CoaepxaLum-
€CSl B HAcTosLLEM CcTaHaapTe TpeboBaHWSA COCTaBMAOT CUCTEMY, B paMKax KOTOPOM NPaKTUYECKUI OMbIT, UHTYM-
LMI0 U pacqeT UCTONb3YHOT ANA MEHe)KMEHTa BbilLeyKa3aHHbIX PUCKOB.

Buabl oesTenbHOCTH, B KOTOPbIX Y4aCTBYIOT OTAENbHbIE N1LA, OpraHn3aLmnm Ui opraHbl rocyjapCTBEHHOTO
ynpaBneHus, MOryT CTaTb AN 3TUX UMW APYIUX y4acTBYIOLMX CTOPOH UCTOYHWMKOM OMAacHOCTEN, CMOCOBHbIX
BbI3BaTb NOTEPIO UM NPUHUMHUTD YLep6. MeHe)KMEHT pUCKOB NpeacTaBnseT coboi CrnoxHyto ans obeyaeHus
TEMY, TaK KaK KaXaast U3 y4acTBYIOLLMX CTOPOH MOXET NO-pasHOMY OLIEHMBATL BEPOSITHOCTL NPUHUHEHUS Bpeaa v
BO3MOXHOCTb HaHeceHus yuiepba B Cry4ae onacHoCTU.

KoHuenums pucka BkrnovaeT B ce6s Ba KOMMOHEHTA:

a) BEPOSATHOCTb NPUYMUHEHUA Bpeaa, TO ECTb BO3MOXHYHO YaCTOTY €70 HAHECEHNS;

b) nocneacTBuA NPUHYMHEHHOTO Bpeaa, TO €CTb €ro TSHKECTb.

3TN KOMMOHEHTLI ONpeaensoT A0NYCTUMOCTb PUCKA ANS YHaCTBYIOLLEN CTOPOHBI.

PaccmoTpeHHas KoHUenumsi 0coBeHHO BaxkHa NPUMEHUTENBHO K MEAULIMHCKMM M3aennsam us-3a 6onbluoro
pa3Hoobpasns y4acTBYHOLLUX CTOPOH, BKIOYAs Bpayen-npakTUKoB, MEAMLMHCKUE OpraHM3aLMm, opraHbl rocy-
[apCTBEHHOTO YNpaBreHu!si, IPOMBbILLIEHHOCTb, NALMEHTOB U 0BLLIECTBEHHOCTD.

Bce yuacTBYIOLLME CTOPOHBI AOMKHbBI MOHMMATb, YTO MPUMEHEHWE MEeANLIMHCKNX U3LIENWIA CBA3aHO C onpeae-
NEHHBIMU pUcKkaMu. PaKTOPbI, BAVSIOLLME HA BOCTIPUATME PUCKOB KAXKA0M y4aCTBYIOLLEN CTOPOHON, BKNIOYAIOT B
cebs1 coumanbHO-3KOHOMMUHECKUIM M 0B pa3oBaTerbHLIN CTATYC 3aUHTEPECOBaHHOMN YacTy OOLLECTBA, a Takke 00bek-
TUBHO M CyOBbEKTUBHO OLIEHWBAEMOE COCTOSIHME 300POBbs NAUMeHTa. XapakTep BOCNPUSTUS PUCKOB 3aBUCUT, Ha-
npumMep, OT TOro, PacCMaTPUBAIOT SM PUCKM KaK:

- HENPOW3BOIbHbIE, HensbexHble, 0By CNOBNEHHbIE YENOBEYECKNM hakTopoM;

- cneacTeue HeBpeKHOCTY;

- BbI3BaHHbIe HEMOHATHOM NPUYMHOM NN HAaNpPaBNEHHbIE HA YS3BUMYIO Fpynny nuvu B obliecTse.

v
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PeLueHne 0 NpoBeAeHWN KIIMHUYECKOI Npoueaypbl C TPUMEHEHUEM MEMLIMHCKOTO M3aenus TpebyeT, 4Tobbl
OCTaTOYHbIE PUCKYM BbLNN COOTHECEHBI C OKMAAEMO NOMb30I OT NPUMEHEHKS 3TOM NpoLeaypbl. Mpy BbiHECEHUM
TaK1X peLLEHUI PEKOMEH/YETCS Y4UTLIBATL NPeayCMOTPEHHOE NPUMeHeHUe/MPenyCMOTPEHHOE HasHaueHNe, 9K-
CTIyaTaLmMoHHble CBOMCTBA M PUCKM, CBA3AHHBIE C KOHKPETHLIM MEAULIMHCKUM U3AENMeM, a Talke PUCKM 1 MOMb3y,
CBSI3aHHbIE C KNMUHUYECKOI NPOoLIelypoii Unn 0GCTOATENLCTBAMU ee NMPUMEHeHNs. HeKoTopbie M3 3TUX peLleHuii
MOTYT GbITb MPUHSTHI TOMBKO KBANMUULIMPOBAHHLIM BPA“HOM-NPaKTUKOM, 3HAIOLLIMM COCTOSHUE 300POBbLS KOHKpET-
HOTO NaLMeHTa Unv CyGLEKTUBHOE MHEHWE NALMEHTa MO 3TOMY BOMPOCY.

B kauecTBe OAHOI M3 y4aCTBYIOLLMX CTOPOH U3FOTOBUTESIO CrieayeT AaTh 3akmiodeHne 0 6e30nacHOCT Meay-
LIMHCKOrO N3fenus, BriovaioLiee A0NYCTUMOCTb PUCKOB, C YHETOM 0BLIENPU3HAHHOTO YPOBHS TEXHWKM ANs On-
peneneHns NPUroHOCTU MeAULIMHCKOTO M3AENNA B LENSX pasMELLIEHNS €70 Ha PbIHKE B COOTBETCTBUM C Npefyc-
MOTPEHHBIM NPUMEHEHUEM/NPEAYCMOTPEHHBIM HasHaueHneM. HacTosawwmi cTaHaapT ycTaHaenueaeT npoueaypy,
C MOMOLLBIO KOTOPOI U3rOTOBUTESb MEAVLIMHCKOTO M3AENUS MOXET ASHTU(MLIMPOBATL ONACHOCTM, CBA3AHHLIE G
MEAMLIMHCKWUM M3AEnneM 1 ero NPUHALNEXHOCTAMM, ONPEAENSTh U OLEHNBATL PUCKW, CBA3AHHLIE C 3TUMM Onac-
HOCTSIMM, YNPaBASATL 3TUMWU PUCKAMM U OCYLECTBAATb MOHUTOPUHT PE3YNLTAaTUBHOCTM TAaKOro YNPaBneHus.

2—1187 \%
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HALULMWOHANbHBIW CTAHOAPT POCCUNACKON SEOEPALUM

M30ENUA MEOULIMHCKUE
MNpuMeHeHne MeHemMKMEeHTa PUCKa K MEANLIMHCKUM N3aenuam

Medical devices. Application of risk management to medical devices

Oara BBepeHuna — 2007—01—01

1 O6nacTb NPpUMEHEeHnn

HacToawui ctaHaapT yctaHaBnuBaeT npoLieaypy onpeaeneHns OnacHOCTEN, CBA3AHHBIX ¢ MEAULIMHCKAMM
M3OenUaMU N UX NPUHAANEXHOCTAMM, BKMOYas M3genus Ans in vitro AMarHoCTVKKM, onpeaeneHns u OLEeHUBaHNA
PUCKOB, ynpaBneHna puckaMmn 1 MOHUTOPUHIra pe3ynbTaTUBHOCTU TAKOro ynpaeneHus.

TpeboBaHMA HaCTOALLEro cTaHZapTa NPUMEHUMbI KO BCEM 3Tanam XM3HEHHOTO LMKNa MeaULUMHCKUX
M3aenvn.

HacToswwmii ctaHaapT He NpeaHasHaYveH Ans BLIHECEHUS KNTMHUYECKUX CYXAEHUI, CBA3AHHbLIX C NPUMEHE-
HWEeM MeANLIMHCKUX N3aenuii.

HacToswwmin cTaHoapT He ycTaHaBnvBaeT ypOBHU AONYCTUMOTO pUcKa.

Hacroswwwii ctaHaapT He TpeByeT Hannuus y N3roToBUTENs opuLManbHoO 3aperucTpUpoBaHHON CUCTEMBI
kadecTsa. OfHaKO MEHeIKMEHT PUCKa MOXET BblTb COCTABHOW YaCTbio CUCTEMBI KadecTBa (Tabnuua G.1).

2 TepMUHbI U onpeaeneHus

B HacTosLLeM cTaHgapTe NPUMEHSIIOT creayioLume TePMUHBI C COOTBETCTBYIOLLMMM OnpeaeneHusiMu:

2.1 akcnnyaTalMoHHbIW AOKYMEHT (accompanying document): [lokyMeHT, npunaraeMbiit K MEAMLIMHCKO-
MY U3OENUI0 UM NPUHAANEXHOCTM, COAePXaLLMi BCIO BaXHY0 MHCOPMALIMIO Ar1si NoNb3oBaTens, onepaTopa,
nvua, nponseoasLero cbopky Unu ycTaHoBKY M3Aenuns Ha MecTe aKCcnnyaTaumm, B HaCTHOCTM OTHOCSILLYIOCA K
6e3onacHocTy.

MpumeyaHune— HaocHoBaHuu [1], noanyHkT 2.1.4.

2.2 Bpep (harm): ®usndeckas TpasMa unu yLieps 300poBbio NoAel U UMYLLLECTBY, UM OKpYXAIoLLEe
cpege ([2], nyHkT 3.1).

2.3 onacHocTb (hazard): MoTeHuManbHbI ncTovHuk Bpeaa ([2], nyHkT 3.5).

2.4 onacHas cutyaumn (hazardous situation): O6cToSTENBLCTBA, NPU KOTOPLIX MIOAW, UMYLLECTBO UMK OK-
pyxatoLias cpefa noasepKeHbl OQHOM UM HECKOMBKUM OnacHOCTAM ([2], nyHKT 3.6).

2.5 npegycmoTpeHHoe NpumeHeHne/npegycMoTpeHHoe HasHaveHue (intended use/intended purpose):
MpumMeHeHne nagenus, npouecca UK ycnyrm B COOTBETCTBUM C TEXHUHECKUMU YCIIOBUSIMUA, MHCTPYKLIMSIMU 1
nHdopMaLMen, NPeaocTaBneHHbIMN N3roToBUTENEM.

2.6 nsroroBuTenn (manufacturer): ®nuanyeckoe UNu LLPUANYECKOE NULIO, HECYLLIEE OTBETCTBEHHOCTDL 3a
NpoeKTUpOBaHWe, U3roToBMEHNE, yNakoBbliBaHWE UM MapKUPOBaHNE MEeLMLIMHCKOro n3aenus, cbopky cucteMbl
W1 aganTMpoBaHWe MeaMLMHCKOro U3nenus nepen ero BBeaeHneM B obpalleHve nvnm BBoAOM B akcnsyarta-
LMo, HE3aBMCUMO OT TOTO, BbINOMHSAET NX 3TU OnepaLyn CaMo BbILLIEYNOMSHYTOE NIULIO UMW TPeTbsl CTOPOHA OT ero
VMEHMN.

U3paHue odmumansHoe

2* 1
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2.7 meguumHckoe uspgenue (medical device): Mpubop, annapart, MHCTPYMEHT, YCTPOMCTBO, KOMMNAMEKT, KOM-
nrekc, cuctema ¢ nporpaMMHbLIMK cpeacTBamm, o6opyaoBaHue, npucnocobnexne, nepeBs3oyHOE U LLIOBHOE cpea-
CTBO, CTOMAaTOrorM4ecknii Matepuan, Habop peareHToB, KOHTPONbHbIN MaTep1an U CTaHaapTHLIN 06pasel, nsne-
e 13 NONIMMEPHBIX, PE3UHOBbLIX U UHLIX MaTepuaros, MPUMEHAEMbIE B MEOVLIMHCKUX LIEMNSX MO OTAENBHOCTU MNn
B COMETaHUM APYT C APYTOM U NpeAHa3HaveHHbIe M3roToBUTENeM Ans:

- NpodhmnakTUKK, AMarHOCTUKK, NeyeHns 3abonesaHuin, NpoBeaeHNs MeAULMHCKUX NpoLieayp, uccneaosa-
HWIM MEOULIMHCKOTO XapakTepa, 3aMeHbl Unn MoandmKaLIMm YacTen Tena YenoBeka, BOCCTAHOBMEHUA WU KOMMNeH-
CaLMK HapYLLUEHHbIX UMW YTPaYeHHbIX PU3NoNorMiyeckux pyHKLIMIA, KOHTPONS Hag, 3a4aTnem;

- BO3AENCTBUS Ha OPraHN3M YeroBeka, NP1 KOTOPOM UX (PYHKLIMOHANbLHOE HasHavYeHue He peanuayeTcs, HO
MOXET NOAAEPKNBATLCH XMMUYECKUM, (dapMaKOSOrM4eCKUM, UMMYHOMOTUYECKUM Unv metabonuyeckum B3aumo-
OencTBUeM C opraHuamoM venoseka ([3], nyHkT 3.1).

2.8 o6ekTMBHOE CBUAETENLCTBO (Objective evidence): MHdopmaLms, npaBunbHOCTL KOTOPOI MOXET ObiTh
[AoKa3aHa Ha OCHOBaHWW (haKTOB, NOMyYEeHHbIX NyTeM HaGMioaeHWs, N3MePEeHNs, UCMNbITaHWs UK APYrMMK CNOCOo-
6amu ([4], nyHkT 2.19).

2.9 npouepypa (procedure): YCTaHOBMEHHbIV CMOCOO OCYLLIECTBMNEHMS KAKOro-nMbo Buaa AeATenbLHOCTU
unu npouecca ([4], noanyHkT 3.4.5).

2.10 npouecc (process): COBOKYNHOCTb B3aMMOCBSI3aHHbIX BUAOB AEATENBHOCTN U peCYpCoB, Npeobpasy-
towias Bxoabl B Bbixoab! ([4], noanyHkr 3.4.1).

2.11 3anuchb (record): [lokyMeHT, npeaocTaBnsiowmin 06beKTMBHOE CBUAETENBLCTBO O BLINOMHEHHbIX BUAAX
OEeATENbHOCTN NN NonyYeHHbIX peaynbrarax ([4], noanyHkT 3.7.6).

2.12 ocTaTouHbIN puck (residual risk): Puck, octaiowmiica nocne npeanpuHATBLIX 3alwmTHBLIX Mep ([2],
nyHKT 3.9).

2.13 pwuck (risk): CoveTaHne BePOATHOCTU NPUMUHEHNS BPeaa U TshkecTun aToro Bpeaa ([2], nyHkT 3.2).

2.14 aHanu3 pucka (risk analysis): CuctemaTuyeckoe mcnonb3oBaHne umetoLLiencs uHopMalum ansi
BbISIBNEHNA onacHocTen n onpeaenenus pucka ([2], nyHkr 3.10).

2.15 oueHka pucka (risk assessment): MonHbIM NpoLecc aHanmsa U oleHmBaHus pucka ([2], nyHkT 3.12).

2.16 ynpaBneHue puckoM (risk control): Mpouecc NPUHATUA peLLeHniA N OCYLLLECTBIIEHUS 3aLLMTHBIX Mep
M0 YMEHbLLEHWNIO PUCKOB [10 YCTAHOBIEHHBIX YPOBHEN U NOAAEPKAHNS PUCKOB Ha YCTAHOBMIEHHbIX YPOBHSIX.

2.17 oueHuBaHue pucka (risk evaluation): MpuHATHE pelleHns, 6asvpyiollerocs Ha CyLIeCTBYIOWUX 06-
LLIECTBEHHbIX LIEHHOCTSX, O AONYCTUMOCTM PUCKA B KOHKPETHON CUTYaLMn Ha OCHOBaHWM aHanu3a pucka.

MpumeyaHune— Ha ocHoBaHuu [2], nyHkTbl 3.11 1 3.7.

2.18 MeHemKMeHT pucka (risk management): CuctemaTieckoe NpuMeHeHWe NONUTKKKM, NpoLeayp V Npak-
TUYECKUX METOO0B MEHEDKMEHTa ANA peLleHns 3aAaY aHanusa, OLeHNBaHWS U YNIPaBreHUs PUCKOM.

2.19 cbaitn meHemKMeHTa pucka (risk management file): CoBokynHOCTb 3anvcei u Apyrmx AOKYMEHTOB,
He 06s13aTeNbHO B3aMOCBA3aHHbIX, CO34aBaeMbIX B NPOLIECCE MEHeKMEHTa pUCKa.

2.20 6e3onacHocTb (safety): OTcyTcTBUE HEAOMYCTUMOrO pucka ([2], nyHkT 3.1).

2.21 TaxecTb (severity): CTeneHb BO3MOXHbIX NOCNeACTBUN ONAcHOCTY.

2.22 sBepudumkauums (verification): MoareepxaeHne Ha OCHOBe aHanu3a v NpeacTaBneHns 06 bEKTUBHBIX
CBUAETENLCTB TOrO, YTO YCTAHOBMNEHHbIE TPEGOBAHNS BLINOMHEHHI.

MpumedaHune— MNpu npoekTuposaHum n paspaboTke Bepudukauma o3Ha4aeT NPOLECC aHanM3a pesynsTaTos
NpeanpuHATON AEATENbHOCTU C LENbIo onpeaeneHns COOTBETCTBUA YCTAaHOBMNEHHBIM K 3TOW AeATENbHOCTM TpeGoBaHu-
am ([4], noanyHkT 3.8.4).

3 O6wme TpeGoBaHUA K MEHEAXKMEHTY pUCKa

3.1 HauMoHanbHble UNU perMoHarnbHbIe perynupyrLime Tpe6oBaHuA

Beuay 60rbLLOro pa3Hoo6pasns MegULIMHCKUX U3OENWIA, HA KOTOPbIe PacNpPOCTPaHAETCA AeNCTBNE HACTOS-
LLLero CTaHAapTa, U pasnMuns HauMoHarbHbLIX U perMoHarnbHbLIX perynupyoLLmx TpeGosaHni, npegbsaBnsemMbix
K MEAVLIMHCKUM M3AenusaM, Tpebosanns 3.3 n 3.4 npuMmeHsiioT Npyn HeobxoaMMOCTH.

3.2 Mpouecc MeHeAXXMEHTa pUcka

M3rotoBuTerb AOMKEH YCTaHaBNMBATL U NOAAEPXMBATE B paboyeM COCTOSHNM NPOLIECC aeHTUdMkaLmnmn
OnacHOCTEN, CBA3AHHBLIX C MEAULIMHCKUM n3aenvem, onpeaeneHns n oLeHMBaHNA COMyTCTBYIOLLIMX PUCKOB, Y-
paBreH1st STUMWU PUCKAMMU U MOHUTOPWHIA pe3ynbTaTUBHOCTM TAKOro ynpasneHus. 3TOT NpoLecC AOMKeH GbiTb
AOKYMEHTUPOBAH U BKMNoYaTb B ce64 creayloLimne anemMeHTb!:

- aHanun3 PUCKoB;
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- OLEHNBAHWE PUCKOB;

- ynpaBneHue puckamu;

- NOCTNPOU3BOACTBEHHYIO MH(IOPMALINIO.

Mpn HanNUYMN LOKYMEHTUMPOBAHHOTO NpoLecca NPOEKTUPOBaHUSA/pa3paboTKM U3Lenns B HEro AOMKHbI BXO-
OWTb COOTBETCTBYIOLLME YACTN NpoLecca MeEHeOKMeHTa pucka.

MpumevyaHnsa

1 [lokyMeHTUpOBaHHbIA NpoLecc NpoekTupoBaHus/paspaboTkn MmoxeT ObiTb McNonb3oBaH AnA obecneyeHus
CMCTEMAaTMYECKOro Noaxoaa K paccMoTpeHnto npobnem 6e30nacHOCTW, NO3BONALErO, B YaCTHOCTU, BbISBNATL Ha paH-
HUX CTaAMAX OMacHOCTW, CBA3aHHbIE CO CMOXHBIMU CUCTEMaMU U OKpYXatoLlen cpeaon.

2 Cxema npouecca MeHeIKMeHTa pucka npeactaBneHa Ha pucyHke 1.

3 CMm. Bubnuorpadmio.

CooTBeTCTBUE HACTOSA LeMy NYHKTY NPOBEPAIT KOHTPONEM q)aﬁna MEHePKMEeHTa PUCKa.

3 3

> AHanus pucka

MaeHTudunkauma npegycMoTpeHHOro
NnpUMeHeH msa/n peayCMOTPEeHHOro HasHa4eHus.

MaeHTudukauma onacHocTw.

OnpegeneHue pucka

OueHuBaHue pucka

PelueHus o aonyctMMocTu pyucka

- YHpaBneHue PUCKOM

AHanus BO3MOXHOCTEM.
BbinonHeHue.
OueHuBaHWe OCTaTOYHOIo pUcka.

[onycTMMOCTb NONHOMO pUcka

y

MAasarmnAasanAaAnAarsnAuLAan

PucyHok 1 — Cxema npouecca MeHeQXMeHTa pucka

3—1187 3
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3.3 OTBEeTCTBEHHOCTb BbICLLUEro PYKOBOACTBA

Beicluee pykoBOACTBO OpraHU3aLmMm-uaroToBUTENS A0MKHO:

a) paspabartbiBaTh NOAMTUKY onpeaeneHnsa A0NYCTUMOTO pUCKa C YHETOM COOTBETCTBYIOLLIMX MEXayHapoa-
HbIX CTAHAAPTOB, a TakKe HaUMOHArbHbLIX M PETMOHANBbHLIX PErNaMeHTOoB;

b) obecneunBatb cHabxeHue HeOBXOaMMbIMU pecypcamu;

c) obecne4mBaTb Ha3Ha4YeHne 0By4EHHOro nepcoHana (CM. 3.4) ANA OCyLLIECTBNEHNSA MeHEeKMEHTA, Bbl-
nonHeHusi paboT n nonyyYeHns OLIEHKW NpeanpuHMMaeMbiX AeMCTBUN;

d) npoBoAUTL aHANU3 pesynbTaToB NPEANPUHMMAEMbIX ASMCTBUI NO MEHEMKMEHTY PUCKa Yepes 3anmnaHu-
pOBaHHbIE MHTEPBArbl BPEMEHM C Lienbio 06ecneyeHns NOCTOAHHON NPUrOAHOCTM M pe3ynbTaTUBHOCTU NpoLiecca
MeHePKMEHTa pUcKa.

Bce n3noxeHHoe B HAaCTOALLLEM MYHKTE AOMKHO ObITb 33A0KYMEHTUPOBAHO B (haline MeHeoKMeHTa pucka.

CooTBeTCTBME HACTOSLLIEMY MYHKTY NPOBEPAIOT KOHTPOMeM haiina MeHeHDKMEHTa pucka.

3.4 Ksanudpukauua nepcoHana

UsrotoButens AomkeH obecneumsaThb BKMIOYEHUE B COCTaB NepcoHarna, BhiMoMHAWErO 3a0aqm MeHemK-
MeHTa pucKa, nuLl, UMeIoLLMX 3HaHUS U ONbIT, COOTBETCTBYIOLLME BLINOMHEHUIO NOCTaBMNEHHbIX 3aaad. Mpu Heo6-
XOAMMOCTU 3Ta KBanumkaLms AOMKHa BKNoYaTh B ce65 3HaHWe MeANLIMHCKUX U3OEeNniA U ONbIT UX 3KcnnyaTa-
LM, a Takke BRaieHne MeToAamMm MeHeMKMeHTa pyucka. 3anucn 0 COOTBETCTBYIOLLIEH KBanudukaumumn nepcoHana
HeobxoaMMOo noanepXvBaTh B pabovem COCTOSIHUM.

CooTBeTcTBME HACTOSALLEMY NYHKTY NPOBEPAIOT KOHTPONEM BhiLLIEYKa3aHHbLIX 3anncen.

3.5 MNnaH mMeHeaXXMeHTa pucka

M3roToBuTeNb AOIDKEH COCTABNATL NMaH MeHePKMEHTa pUCKa B COOTBETCTBUM C NPOLIECCOM MEHEQKMEHTA
pucka Ans KOHKPETHBIX MEAWLIMHCKOTO U3AENUsl UMW paccMaTpUBaEMON NpMHaaNexXHocTU. MNnaH MeHempkMeHTa
puycka fomkeH BbiTh YacTbio (harina MeHeMKMEHTa pUcka.

OTOT NNaH JOMKEeH BKMNioYaThb B cebs:

a) obnacTb NpUMEHEHNS NNaHa, MAeHTUMOUKALMIO U ONUCAHNe MEAMLIMHCKOIO U3aenus, a Takke cTagum
YKU3HEHHOTO LMKna n3aenus, K KOTOPbIM 3TOT NAaH NPUMEHNM;

b) nnaH BepudmkaLmy;

C) pacnpeneneHne OTBETCTBEHHOCTY;

d) TpeboBaHus k aHanNU3y npeanpUHUMaeMbIX AEUCTBUIN NO MEHEKMEHTY PUCKa;

€) KpuTepun goNyCTUMOCTM pUCKa.

MpumeyaHune— Kputepum gonycTUMOCTU pucka UMeloT 6onbluoe 3HavyeHne ANA onpeaeneHns KOHEeYHON
pes3ynsTaTUBHOCTU MpoLecca MeHemKMeHTa pucka. PykoBOACTBO MO onpefieneHnio Takux KpUuTepues NnpuBeaeHo B Npu-
noxexHun E.

Mpn U3MEeHeHUU NnaHa B TeYEHNE XKM3HEHHOTO LMKMa MeAULIMHCKOrO N3nenus B hann MeHea)kMeHTa pucka
HeobX0AMMO BHECTU 3aNUChb 06 N3MEHEHUM.

CooTBETCTBME HACTOSLLLEMY NYHKTY NPOBEPSIOT KOHTpOreM (aina MmeHegkMeHTa pucka.

3.6 ®ann meHeaXXMeHTa pUCKa

[N KOHKPETHBIX MEAVNLIMHCKOTO U3AENWUA UMK paccMaTpUBaEMON NPUHAANEXHOCTN pe3ynbTaThl Bcel aes-
TENbHOCTMW MO MEHEMKMEHTY pUCKa 3anMChIBAlOT U NOAAEPKMBAIOT B paGoveM COCTOSHWUM B haiine MeHeMKMeHTa
pucka.

MpumevyaHuns

1 3anncu n apyrve AOKYMEHThI, cocTaenaoLme dann MeHeIXMEHTa pucka, MOryT ObITb HacTbio APYrMX AOKYMEH-
TOB 1 (paiinos, HeoBXoAMMbIX, HanNpMMep, B CUCTEME MeHe)KMeHTa KayecTBa U3roToBUTeNs.

2 ®aiin MeHeKMeHTa puUcKka He obssaTenbHO AomkeH dunandeckn BknYaTh B ce6a BCe AOKYMEHTbI, OTHOCALLN-
eca K HacTosllemy cTaHaapTy. OaHako OH AOMXKEeH cofepxaTb, MO MEHblUei Mepe, CChiNKM UNKU yKasaTenn Ha Bce
Tpebyemble AOKYMEHTbI. M3roToBUTEeNio pekoMeHayeTca CBOeBpeMeHHO cofpaTh CChinouHyto uHdopmaumio B daiine
MeHeaXMeHTa pucka.

4 AHanus pucka (3Tanbl 1—3 Ha pucyHke 2)

4.1 Npoueaypa aHanu3a pucka
AHanus pucka cnegyet NnpoBoAUTbL B COOTBETCTBUM € 4.2— 4.4, a NOPSAOK NPOBEAEHNA 1 pesynbTaThbl
aHanuaa pucka AomkHbl 6bITb 3anncaHbl B dpaiine MeHeKMeHTa pucka.

n pumevyaHune —Ecnu AOCTYNHbI pe3ynbTaTtbl aHanu3a pucka anAa aHanorm4Horo MeguunHCKoro usaenua, To
Ha HUX MOXHO CCbinaTtbCA NpU YCNOBUM BO3MOXHOCTU AEMOHCTpaLun TOro, YTo paccMaTpnBaemMble nNpouecchl aHano-

4
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MMYHbl NN BHECEHHbIE U3MEeHEHUA He NpuBeayT K CYWEeCTBeHHbIM pasnuyinam B pesynbraTtax. OcHoBaHWEM ANA 3TOro
BOIMKHO BblTb CMCTEMaTUYECKoe OLieHMBaAHNE U3MEHEHNA N BO3MOXKHOCTEN UX BO3AENCTBUA Ha pasnuyHble CylecTBYIO-
wue onacHoOCTU.

B nononHeHue K 3anucaM B COOTBETCTBUM C 4.2—4 .4, AOKYMEHTbLI O NOPSAKE NPOBEAEHUA N pe3ySbTaToB
aHanuaa pycka AoSmkHbI BKMiouaThb B ce6s1, N0 MeHbLUe Mepe:

a) onMcaHne N AeHTUMUKALIMIO aHANN3NPYEMOro MEANLIMHCKOTO U3AENNS UNW NPUHAANEKHOCTY;

b) naeHTUdMKaLMIO NULA (NALL) U OpraHn3aLMK, BLIMOMHAIOWMX aHANN3 pUCKa;

C) paTy NPOBEEHNA aHann3a pucka.

CooTBeTCTBME HACTOSLLIEMY NYHKTY NPOBEPAIOT KOHTPONeM dhaina MeHeaKMeHTa pucka.

4.2 MpepycMoTpeHHOE NpMMeHeHUe/NpeayCMOTPEHHOE Ha3HaYeHue u onpeaeneHue xapakrepu-
CTUK, OTHOCALLMXCA K 6e3onacHOCTH MeaULIMHCKOro uzgenua (atan 1)

[NA KOHKPETHLIX MEANLIMHCKOrO M3AeNUA AN paccMaTpuBaeMon NPUHAANEKHOCTU N3FOTOBUTESb AOIDKEH
COCTaBUTb ONNCaHne NPeayCMOTPEHHOTO NPUMEHEHNA/NPERYCMOTPEHHOTO Ha3Ha4YeHna U NBoro 060CHOBaHHO
NPOrHO3UPYEMOrO HeNPaBUIBLHOTO NPUMEHEHUA. U3roToBUTESb AOMKEH TaKke COCTABUTL NEPEYEHb BCEX Kave-
CTBEHHbIX W KOMNYECTBEHHbIX XapaKTEPUCTUK, KOTOPbIE MOTYT NOBANATL Ha 6e3onacHOCTL MeANLIMHCKOTO n3ae-
1A, U, €CAN BO3MOXHO, yKasaTb UX NpeAenbHO AONYCTUMbIE 3Ha4YeHUA (CM. npuMedaHme 1). 3Tu 3anucy Heobxo-
AVMO noanepkmeaTh B paboyeM COCTOSIHWUM B ¢haiine MeHe)KMEHTa pucka.

NMpumevyaHua

1 MpunoxeHue A HacTOALLEro CTaHaapTa COAEPXUT BOMPOCH!, KOTOPblE MOTYT CRY>XUTb MONE3HbIM PYKOBOACTBOM
nNpu COCTaBNEHUN TaKOro NepeyHs.

2 MpunoxeHue B HacTosLLero ctaHaapTa CoaepXuT AONONHUTENbHBbIE PyKOBOASALUME YKa3aHUa Mo MeTodaM aHa-
n13a pucka B OTHOLIEHUWN MEAULIMHCKUX U3aenui AN in vitro AWarHocTuku.

3 Npunoxexne C HacTosLero cTaHpapTa CoAepPXUT AONONHUTENbHbIE PYKOBOASLLME yKa3aHua Nno metoaam
aHanu3a pucka B OTHOLIEHUW TOKCMKOMOrUYECKUX ONacHOCTEN.

CooTBeTCTBYE HACTOSALLIEMY NYHKTY NPOBEPAIOT KOHTpOnem dhaina MeHe)KMEHTa pucka.

4.3 UpeHTUhUKauma N3BeCTHbIX UAU NPOrHO3UPYEMbIX ONacHOCTEN (3Tan 2)

M3roToBuTENb AOMKEH COCTABUTL NEPEeYEeHb 3BECTHBIX UAW NPOrHO3NPYEMbIX ONMACHOCTEN, CBA3AHHBIX C
MEAMULIMHCKUM N3aenneMm, Kak Ans yCnosui HopMansHOM SKCRyaTaumm, Tak U Ansi aBapuiHbIX cuTyaumin. Masec-
THbl€ ONACHOCTU A0IDKHbI BbITh NAEHTUMLIMPOBAHDBI. ITOT NepeveHb He0GXoAMMO NoaaepPKMBaTh B paboyem co-
CTOSIHUN B (haline MeHePKMEHTa pucka.

Tarcke 0OMKHBI BbITb PACCMOTPEHBI U 3apErncTPUPOBaHbI MPOrHO3MPYEMbIE NOCNEAOBATENBHOCTUN COBLITUN,
KOTOpPbIE MOTYT NPMBECTU K CO30AHMIO ONAacHON CUTyaLmm.

NMpumevyaHuns

1 B kayecTBe NamMATHON 3amnnckn MOryT ObiTb MCMOMNb30BaHb! NMPUMEpPbl BO3MOXHbLIX ONAacHOCTEN, NepeYnCneHHble
B npunoxerun D n paspene B.2 ana nsgenuin Ans in vitro AnarHocTuku.

2 na naeHTMdUKaLMN HEN3BECTHBIX paHee OnacHOCTeW MOXHO MUCMONb30BaTb METoAbl cucTeMaTusauun, npu-
MeHsieMble B KOHKPETHON cuUTyaLumn (cMm. npunoxerHue F).

CooTeeTCTBME HACTOALLEMY MYHKTY NPOBEPSAIOT KOHTPOMEM (haiina MeHeMKMEHTA pucka.

4.4 OnpepeneHne pUcKa (PMCKOB) ANA kaxAoW onacHOCTH (3Tan 3)

Puck(v) ans kaxxaon onacHOCTH, Kak B YCIIOBUSIX HOPMaribHOM 3KCnyaTauum, Tak v 4ns aBapunHoM cutya-
UMK, HeoBXoAMMO ONpeaensaTb C NOMOLLBIO AOCTYNHON MHGOPMALIMK UNK AaHHbIX. B cnyyae onacHocTel, ans
KOTOPbIX HE MOXET BbITb ONpefeneHa BepoATHOCTb MPUYMHEHNS Bpeaa, JOMKEH ObiTb COCTABMEH NepeyeHb BO3-
MO>XHbIX NOCNEeACTBWI Takux onacHocTen. OnpeaeneHne pucka(os) AOMKHO ObITk 3aperncTpupoBaHo B haiine
MeHeMKMEeHTa pucka.

JTio6as cuctema, UCnonb3yemMasi s Ka4eCTBEHHON UMW KONMYECTBEHHOM rpadaumm onpeneneHns YpoBHe
BEPOATHOCTU UNU THXECTU, A0MKHA ObITb 3aperncTpupoBaHa B (haiine MeHeMKMEHTa pucka.

MpumevyaHuns

1 OnpepeneHne pucka BknoyaeT B ceba aHann3 BepOATHOCTU ero BO3HWKHOBEHMA W TAXEeCTW nocneacTevii. B
3aBMCUMOCTU OT 06nacTn MpPUMEHeHNs,, BO3MOXHO, AOCTaTOMHO PacCMOTPETb NULLL HEKOTOPbIE SNeMeHTbl npouecca
onpeaeneHusa pucka. Hanpumep, B HEKOTOPbLIX KOHKPETHbIX CNy4asx HeT HeoGxoauMOoCTW npoAaonXkaTb onpeaeneHue
pucka nocne NepBUYHOrO aHanuaa onacHoOCTU U ee NOCNeaCTBUN.

2 OnpepeneHvie pucka MoxeT OblTb KONMYECTBEHHBIM UMW Ka4eCTBEHHbIM. MeToabl onpeaeneHna pucka, BKIH-
Yaa MeToabl, ABMALWMECA CNeACcTBMEM CUCTEeMaTU4eCKUX HEUCMPaBHOCTEN, NpeacTaBneHsbl B NpunoxeHun E HacTos-
wero ctaHaapTa. Pasgen B.3 HacToswwero cTangapTa coaep)ut HdopmMaLuuio, nonesHyto Npu onpeaeneHum pucka ans
MeANLMHCKUX n3aenui Ana in vitro anarHocTuku.

3* 5
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MpeayCMOTPEHHOE NPUMEHEHNE/NPERYCMOT
HasHaueHWe. OnpeaeneHe XapaKTepucTy

UneHTUthnKkaLmMa nIBECTHLIX Unn
NPOrHOSUpYeMbIX onacHocTel (4.3)

=

OnepeneneHue pucka (PUCKOB) ANA Kax
onacHocT (4.4)

Het Heobxoanmo nu

YMEHbLLEHUe

Wa? (5)

Da
]

WaeHTubUkaLua HeoBxonuMIX(oid) mep (M
YNpaBneHNIo PUCKOM, perucTpalma TpeboE
yrnpasneHuio puckom (6.2)

BoamoxHo nu
YMeHbLUOHUe

pucka? (6.2)

BoinonHexue, perucTpauma n eepndmnke
COOTBETCTBYIOLLMX MOp (6.3)

fAanserca M
OCTaTOMHLIA PUCK
aonycTumbiM? (6.4)

BoaHukaloT nu

Ha

apyrve
onacHocTn? (6.6)

 J

AHanus
pucka
———-
OueHupaHve
pucka
—
p——-
YnparneHue
PMCKOM
—-
p——
——-
pr—_—-
——-

Pl/lcyHOK 2 — Cxema 3Tanos npouecca MeEHEMKMEeHTa PUCKa B OTHOLWEHNUN MeaULNHCKUX nagenumn
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3 HekoTopble BO3MOXHbIE METOALI aHanuU3a puUcka NpeacTaBneHsl B NpUnoxennn F HacToswero cTaHpapTa.

4 VNHdopMaLwmio unn AaHHble ANs onpeaeneHus pUcka MOXHO MOMyYUTb, HanpuMep, U3 CNeayIoLLMX NCTOUHMKOB:

- Ony6nNuUKOBaHHbIE CTaHaapThI;

- Hay4HO-TEXHUYeCcKaa UHopMaLms;

- faHHble MO IKCMNyaTaLMn yxe NPUMEHSEMbIX aHANOTMYHBIX MEAULMHCKNX N3N, BKNIoYas onyBnukoBaHHbIe
ceeaeHna 06 MHUMaeHTax;

- NaHHble UCTLITaHWI Ha 3KCTAYaTaLUMOHHYIO NPUrOAHOCTb TUMWMYHLIMU NONb30BATENSAMM;

- KNUHWYECKNE AaHHblE;

- pesynsraThl UCCReaoBaHUA;

- 3KCMEPTHbIE OLLEHKY;

- CXeMbl BHELUHel OLEHKN KayecTsa.

CooTBeTCTBME HACTOALLIEMY MyHKTY NPOBEPSIOT KOHTPOSEM chaiina MeHemkKMeHTa pucka.
5 OueHnBaHue pucka (atan 4)

[ns kaxxaon naeHTMULIMPOBaHHON ONAaCHOCTN U3rOTOBUTESb AOITKEH, NPUMEHSIA KPUTEPUN MNaHa MeHeX-
MEHTa puUcKa, pelnTb, ABASETCA NN OLEHNBAEMBbIN PUCK(M) HACTONBKO HU3KMM(M), YTO HET CMbICNAa B €ro (Ux)
AanbHewweM yMeHbLLeHWW. Mpy NonoxumTensHOM OTBETE Ha 3TOT BOMPOC TpebGoraHus 6.2—6.6 Ansi KOHKPETHON
OMacHOCTU He NMPUMEHSIOT (T.€. Nocre BbINOMHEeHNs TpeboBaHwuit 6.1 BEINONHAIOT TpeboBaHus 6.7). PeaynbTaTh!
OLIeHNBaHNA pUCKa(OB) PErMCTPUPYIOT B doalirne MeHeKMEHTa pucka.

MpuMevyaHuns

1 PYKOBOACTBO MO MPUHATUIO PELLeHnA O AONYCTUMOCTU pucka npueeaeHo B E.3, npunoxexne E.

2 MNpumeHeHne Heob6XxOAMMBIX CTaHAApTOB ANA pa3paboTkn KpUTepueB NPOEKTMPOBAHUA MEAULIMHCKUX u3pe-
NMA MOXET ABNATLCA YacTbio AEATENbLHOCTU MO YNPaBneHuIo PUCKOM, YTO obycnasnueaeT npumeHeHune TpebosaHuit
6.3—6.6.

CooTBeTCTBME HACTOSILLEMY pa3ferny NPOBEPSIIOT KOHTPoneM daina MeHeKMEHTA pucka.
6 YnpaBneHue puckom (atanbi 5—10)

6.1 YMeHbLUeHUe pucKa

Mpn He0BX0AMMOCTN YMEHBLUEHUS pUCKa(OB) N3roTOBUTENb AOIKEH CreAoBaTb ONUCAHHOMY B 6.2—6.7
npoLueccy yrnpaBneHns puckoM(amm) Tak, YToBbl CBA3AHHbBINV C KaXaoM ONaCHOCTLIO OCTATOUHbIN puck(u) Gbin(u)
KBanuduLmMpoBaH(bl) Kak AONYCTUMBINA(e).

6.2 AHanu3 Bo3MoxHocTel (aTan 5)

M3roToBuTernb AOMKEH MOSHTUULMPOBATL MEPLI MO YNPaBMEHWIO pUckom(amm), HeoBXoanMbIE AN YMEHb-
LLUEHNA pucka(OB) A0 NPUEMMEMOTO YPOBHS. YNpaBneHne puckoM(amm) A0MKHO NpeacTaBnsTs COBoM MHTErpupo-
BaHHbIN NOAXOA, NPU KOTOPOM U3rOTOBUTENb AOMMKEH NPUMEHSITL B NOPSAKE NPUOPUTETA OAMH U3 HUKeNnepeumc-
NEHHbIX:

a) 6e3onacHOCTb, o6ecnevnBaemas NPOEKTOM W KOHCTPYKLME MEOULIMHCKOTO U3aenusi;

b) cpeacTBa 3aLmMTLI UMK 3aLWUTHBIE MEPbI, NPeAYCMOTPEHHbIE B NPOLIECCE NPOU3BOACTBA MEANLIMHCKOTO
n3nenus;

C) HdopMaLms no Ge3onacHOCTM.

MpuMevyaHnsa

1 Mepbl N0 yNpaBneHuo pUCKOM MOTYT YMEHbLUWUTL TAXKeCTb BO3MOXHOMO BpeAa UM BEPOATHOCTb MPUHMMHEHUA
Bpeaa, Unu 1 To U Apyroe BMecTe.

2 CraHpapTbl, ycTaHaBnMBaowme oblume TexHuyeckue TpeGoBaHUA, paccmaTpueatoT H6e3onacHocTb, obecneym-
BaeMYH MPOEKTOM M KOHCTPYKUMEN, 3aluTHble Mepbl U Ge3onacHoCTb, obecneynBaemyto COOTBETCTBYOWEN HGopMa-
umei, Ana MHOMX MeAULIMHCKUX n3aenuii. 3To cneayeT yuuThiBaTb B MPOLEcce MeHemKMeHTa pucka. CM. Takke npuno-
XeHvne G HacTosAwero ctaHaapTa.

BoiGpaHHble Mepbl NO YNpaBrieHWio PUCKOM HEOBXOAMMO 3aperncTpupoBaTh B dhaiine MeHemKMeHTa pucka.

Ecnu B npoLiecce aHannsa BO3MOXHOCTEMN M3TOTOBUTENb ONPEAENseT, YTo AanbHENLIEe YMEHBbLUIEHWE PUC-
Ka He UMEeeT NPaKTUYECKOrO 3HaYEHUS], OH AOIDKEH BbINOSHWTE aHANU3 COOTHOLLIEHUS PUCK/MONb3a AfA OCTAaTOMHO-
ro pucka (cM. 6.5); B NPOTMBHOM Cryyae U3roToBUTENb AOMKEH NPOAOMKATL BbINOMHEHWE BbIGPaHHbLIX Mep No
YNPaBReHUIO PUCKOM.

CooTBeTCTBME HACTOSALLIEMY MYyHKTY NPOBEPSIOT KOHTpONeM dhaiina MeHeokMeHTa pucka.

41187 7
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6.3 BoinonHeHne Mep no ynpaeBreHuio puckom (3tan 6)

M3roToBuTENb A0MKEH BbIMOMHATL MEPbI MO YNPaBAEHWIO PUCKOM, BbiGpaHHbie B 6.2. Mepbl o ynpasneHuio
PUCKOM AOSMKHbI ObITb 3aperMcTpMpoBaHbl B (haitne MeHeMKMeHTa pucka.

Pe3ynbTaTBHOCTE MEp MO YNPABMEHWIO PUCKOM A0MkHa ObiTb BepubMUMPOBaHa, a pe3yrnsTarbl Bepuduka-
LMK 3aperncTpupoBaHbl B dpaiinie MeHePKMEHTa pucka.

BbinonHeHue Mep No ynpasneHmnio pUckoM A0KHO BbiTb BepudnumpoBaHo. PesynitaThl aToi Bepudukaumm
TaloKe A0MKHBI ObITb 3aperncTpupoBaHbl B dhaiine MeHempkMeHTa pucka.

Co0TBETCTBME HACTOALLEMY NYHKTY MPOBEPSIOT KOHTPONeM daiina MeHeMKMeHTa pucka.

6.4 OueHnBaHMe oCTaTo4HOro pucka (aran 7)

JTio6oVi OCTaTOUHbIN PUCK, COXPAHSAIOLLMIACA NOCAE BLINONHEHNA MEP NO YNPaBNEHWIO PUCKOM, He0GX0ANMO
OLEHNBATL NO KPUTEPUAM, YCTAHOBMEHHBIM B MaHe MEHEMKMEHTA pucka. PeaynbTaThbl Takoro OLieHUBAHMA AOMK-
Hbl BbITb 3aperncTprpoBaHb! B (haine MeHeHKMEHTa pucka.

Ecnu ocTaTouHbIM pUCK He YAOBMETBOPSIET YCTAHOBNEHHBLIM KPUTEPUAM, CeayeT NPUMEHUTb IONONHUTENb-
Hble Mepbl MO YNpaBrieHnio puckom (cMm. 6.2).

Ecnu ocTaTouHbIN pUCK OLIEHMBAIOT KaK IONYCTUMbIN, BCA COOTBETCTBYIOLWAA MHAOpPMALMA MO OCTaTOHHOMY
PUCKY [0IMKHa ObiTb BKIMIOYEHA B COOTBETCTBYIOLLME SKCTINYyaTaLUMOHHBIE A0KYMEHTLI, NpUnaraeMble U3roToBuTe-
nem.

Co0TBETCTBME HACTOALLEMY MYHKTY NMPOBEPSIIOT KOHTPOMEM ¢halina MeHeQ)KMEHTA pUCKa U SKCTIyaTaLMOH-
HbIX AOKYMEHTOB.

6.5 AHanu3s cooTHoleHuA puck/nonb3a (3tan 8)

Ecnu ocTaTouHBI PUCK NO KPUTEPUSAM, YCTAHOBMEHHBIM B NNaHE MEHeKMEHTa pucka, 6611 kanudmumpo-
BaH Kak HeIonyCTUMbIN, @ AanbHeNLLIMe Mepbl MO YNPaBAEHUIO PUCKOM COHYTEHBI NPaKTUYECKUN HeLlenecoobpasHbi-
MW, M3roTOBUTESb 0KEH cOBpaTh M NpoaHanM3npoBaTh AaHHbLIE N NUTEPATYPY O MEAMLIMHCKOMN NOTb3e C TOYKM
3pEeHVs NPeJyCMOTPEHHOTO NpUMeHEeHUs/NPeayCMOTPEHHOTO HasHa4YeHUs, YToGbl oNpeienuTb, NPEeBLILLAET N
OHa OCTaTOMHbIN puck. Ecnn cobpaHHble fokasaTenbcTBa CBUAESTENLCTBYIOT O TOM, YTO MEAMLIMHCKAs Nonb3a He
npeBbILLAET OCTATOMHbIV PUCK, PUCK CUUTAETCH HEQONYCTUMbIM. ECnn MeanumnHcKas nonb3a NpeBbillaeT ocTaTou-
HbI PUCK, MOXKHO NeperTy K BbINONMHeHo TpeboBaHuii 6.6. UHdopmaums, Heobxoavmas anst 06bsiCHEHUS pellie-
HUS B OTHOLLIEHUWN OCTATOYHOrO PUCKa, AOITKHA ObiTh BKMIOUYEHA B 3KCNSyaTaUUOHHbIE A0KYMEHTLI, NpeaocTaBns-
eMble n3rotosuTenem. PeaynbtaTbl TaKOro OLUEHUBAHWA AOMKHLI BbITb 3aperncTpUpoBaHbl B haine MeHemkMeHTa
pucka.

CooTBeTCTBME HACTOSALLEMY MYHKTY NPOBEPAIOT KOHTPOMeM chaiina MeHePKMEHTA pUcKa U SKCNsyaTauMoH-
HbIX AOKYMEHTOB.

6.6 [Ipyrue Bo3aMoXHble onacHOCTH (aTan 9)

Mepebl No ynpasneHnto puckoMm HeobxoaMMo aHanNU3NpPoBaTb, YTOBLI UAEHTUHPULMPOBATL BOZMOXHOCTL CO-
30aHMSA UMK Opyrux onacHocTen. Ecnu kakve-nn6o mepbl NO ynpaBneH o PUCKOM MOTYT NOpoKAaTb Nobbie
HOBbIE OMacHOCTH, TO HEOBXOAMMO OLIEHMBATL CBA3aHHbBIN C HUMK pUCK(M) (CM. 4.4). Pe3ynbTaTbl TAaKOro aHanuaa
[OMKHbI BbITb 3aperncTpupoBaHhbl B haiifnie MeHeXKMEHTa pucka.

CooTBETCTBME HACTOALLEMY NMYHKTY NPOBEPAIOT KOHTPONEM ¢haiina MeHeDKMEeHTa pucka.

6.7 NonHoTa oueHnBaHuA pucka (3tan 10)

WaroToBuTens AomkeH obecneumBath OLEHNBAHNE pUCKa(OB) BCEX MOEHTU(MLIMPOBAHHBLIX ONacHoCTeN. Pe-
3ynkTaThl TAKOFO OLIEHUBAHNA AOIKHbI BbiTh 3aperucTpupoBaHbl B dhaitne MeHemKMeHTa pucka.

CooTBeTCTBME HACTOALLEMY NYHKTY NPOBEPSIOT KOHTPONeM daiina MeHeMKMeHTa pucka.

7 OueHMBaHWe NOMHOro OCTaTOYHOro pucka (aran 11)

MNocne BbINONHEHUA N Bepvndmxauwm BCeX Mep NO ynpaBneHnio pUCKOM N3roToBuUTESb A0MKEH NPUHATL
peweHue 0 4oNYyCTUMOCTUN NONHOIO OCTAaTOYHOIO pUCKa, Co3aaBaeMoro MeguUMHCKUM nsgenuem, ¢ TOYKU 3peHna
KpUTEPUEB, YCTAHOBSMEHHbIX B NNaHe MEHeMKMEHTA pucka. ECnv NonHbIN octaTtouHbin puck Gbun kBanudmumposaH
KakK HeAOHyCTMMbIVI C TOYKN 3peHns Kputepues, YCTAHOBNEHHbLIX B NNaHe MeHeQ)KMeHTa pucka, n3rotoButesnb
[ommkeH cobpaTb M NpoaHanNM3npoBaTh AaHHbIEe U AMTEPaTYPy O MEANLIMHCKOW NOMb3e C TOYKM 3peHNs NpeaycMoT-
PEeHHOTro anMeHeHMﬂ/ npeaycMoTpPeHHOro HasHaeHna nsaenusa, Y4TOObI YCTaHOBUTb, NpeBbilLaeT N MeguunH-
cKas Nonb3a NOMHLIN OCTATOMHLIN PWCK. Ecnu COGpaHHbIe AoKasaTenbCTBa CBNASTENLCTBYIOT O TOM, 4TO Mean-
LMHCKaA NOfb3a He NPEBLILLIAET MOMHbIN OCTATOYHBIN PUCK, OH CYUTAETCS HEAONYCTUMbIM. PesynbTaThl OLeHUBa-
HWS NOMNHOTO OCTATOYHOTO PUCKa AOIKHBI ObiTh 3aperncTpMpoBaHbl B dhaiine MeHemKMEHTa pucka.

CooTBeTCTBME HACTOALLEMY pa3eny NPOBEPAIOT KOHTPoNeM daina MeHeKMeHTa pucka.
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8 OTyeT No MeHeAXMEHTY pucka (3tan 12)

PesynbTaThl npouecca MeHePKMEHTa PUCKA A0MKHBI BbITh 3apercTPUPOBaHbl B OTHETE MO MEHEMKMEHTY
pucka. OTueT NO MEHEMKMEHTY pUcka I0MkeH 06ecrneynBaTb BO3MOXHOCTb OCYLLECTBIEHNS MPOCNEXMBAeMOCTU
ANS KKA0M ONACHOCTW NPY aHaNM3e pucka, OLLEHMBaHWUN PUCKA, BLINOMTHEHUN M BepudMKaLMm Mep No ynpaerne-
HUIO PUCKOM, @ TaloKe CofiepkaTb OLIeHKY fI0ONYCTUMOCTHN OCTATOYHOTO pucka(os). OT4eT NO MeHeMKMEHTY pucka
AOMKeH GbiTb 4acTbio haitna MeHemKMeHTa pucka.

n punmevyaHune — OT4yeT MOXeET ObITb Ha 6yMa)KHOM nnn 3NeKTPOHHOM HocuTene.

CooTBeTCcTBUE HACTOSA LeMy pasaeny nposepaloT KOHTPONeM oT4eTa no MeHePKMEeHTY pucka.
9 NocTnpoussoacTBeHHas uHgpopmauumsn (3tan 13)

MU3roToButensb AOMKEH YCTAHOBUTL U NOAAEPKMBaTL B paboyeM COCTOHUM cucTeMaTM4eckyio npoueaypy
aHanusa nHdgopmaummn, cobpaHHOM 0 MEANLIMHCKOM U3AENUM AN aHAMOMMYHbLIX U3AENNAX HA NOCTNPON3BOACTBEH-
HOM 3Tane. 3Ta nHopMaLmsa AorPkHa ObITb OLEHEHA C TOYKW 3peHNa AOCTWKEHNA Hagsexallei 6e30nacHoOCTH, B
0CcoBeHHOCTH B CrieflyioLLmx BONpocax:

a) CYLLLECTBYIOT JIU HE OMO3HAHHLIE PaHee ONAaCHOCTH;

b) He cTan N1 HeLONYCTUMbBIM PUCK(W), NPpOUCTEKAOLLMII(ME) U3 KAKOW-NTMGO ONACHOCTH;

C) He cTana Ny nepeoHavarnbHas OLeHKa HeAeMCTBUTENBHOMN MO APYTMM NPpUYNHaAM?

Mpu nonoxuTensHOM OTBETE Ha MoBoI U3 BhilLeyKa3aHHbIX BOMPOCOB pe3yfbTaThl OLIeHMBAHUA HeoBxoam-
MO BEpHYTb Ha BXOZ NpoLiecca MeHeMKMEHTa pucka (cM. 4.4).

OTueT 0 COOTBETCTBYIOLLMX STaNax NpoLecca MeHeMKMEHTa pucka s MeAULIMHCKOTO U3aenus Heobxoam-
MO paccmaTpusaThb B CBETE NofyyYeHHon nHchopmaumm no 6esonacHoctu. Mpy HanUuMmn BO3MOXXHOCTM M3MEHEHUS]
OCTaTOMHOrO pucka(oB) Unm ero (Mx) AONYCTUMOCTU CneayeT OLEHUTb BIIUSIHWE TAaKOrO U3MEHEHUA Ha paHee Bbl-
NOMHEHHbIE MePbI MO YNPABMEHNIO PUCKOM.

PesynbraTbl Takoro oLleHNBaHWA AOMMKHbI BbiTb 3apercTpMpoBaHbl B chaline MeHemKMeHTa pucka.

NMpumeyaHna

1 OTAenbHble acnekTbl NOCTNPON3BOACTBEHHOMO MOHUTOPUHIA PacCMaTPUBAIOTCA B HaLMOHANbHBLIX UNWU perno-
HanbHbIX pernaMmeHTax. B HekoTopbIX cnyyasax moryT ObiTb 3a4eiCTBOBaHb! AONONHUTENBHBLIE Mepbl, Hanpumep nepc-
NeKTMBHOE MOCTNPON3BOACTBEHHOE OLeHUBaHMe.

2 Cm. Takxe 4.14 [3].

3 WHdopmaums moxeT BbiTh nonyyeHa Ha NGOM aTane XM3HEHHOTO LMKNa MeAWLMHCKOTO U3Aennua — OT Ha-
YanbHOro A0 MOCTNPOU3BOACTBEHHOrO 3Tana BKMIOYUTENbHO.

CooTBeTCTBME HAcTOsILLIEMY pa3aeny NpoBepstoT KOHTPOMEM AOKYMEHTaLMM NpoLiecca MEHEIKMEHTA pUC-
Ka 1 (haiina MeHeKMeHTa pucka.
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MpunoxeHue A
(cnpaBoy4HoOe)

Bonpockl, Ha KOTopble crieayeT OTBETUTL NMPU onNpeaeneHnn XxapakTepucTuK,
BNUAKOLWMX Ha 6€30NaCHOCTb MEeAULIMHCKOrO U3genua

A.1 O6wwue nonoxeHus

MepBbiM 3TaNOM MASHTU(UKALMN ONAacCHOCTEN ABNAETCA aHanu3 xapakTepucTUK MEAULMHCKOrO U3aenusl, BNus-
towmx Ha He3onacHoCTb ero npumeHeHns. OanH 13 cnoco6oB BLIMONHEHUA AAHHOrO aTana — COCTaBNEeHUe nepeyvHs
BOMPOCOB, KOTOPbIE MOFYT BO3HWKHYTb NPU U3rOTOBNEHUW, MPUMEHEHUN U KOHEYHON YTUNM3aLUMnM MeauLMHCKOro usae-
nus. Ecnn 3apaBaTk 3TM BOMPOCHl OT UMEHMN BCEX 3aMHTePecOBaHHbIX NWL, (Hanpumep nonb3oBaTenei, cneumanucTos
no yxoay, NaLMEHTOB 1 T.A.), MOXHO NONy4nTL Gonee NONHY KapTUHY O BO3AMOXHbLIX OnacHOcTAX. OTBETHI Ha NpUBEAEH-
Hble HWKe BOMPOChI MOTYT MOMOYb B MAEHTUMMKaLUM BO3MOXHBIX onacHocTein npu pabote ¢ aHanuaupyeMbiM Meau-
LIMHCKUM MU3aenvem.

3TOT nepeyeHb He ABNSAETCA UcHepnblBarLWmUM, HO cneayeT ObiTb OCTOPOXHBIM NpY A0OaBNeHUn BONPOCoOB, KOTO-
pble MOryT ObiTb OTHECEHB! K KOHKPETHOMY MEeAULMHCKOMY M3AEnuio.

A.2 Bonpochl

A.2.1 KakoBO npeaycMOTpeHHOe npuMeHeHne/npeaycCMOTPeHHOe HasHayYeHne u Kak cneayet NpuMeHAaTb meau-
LMHCKOe n3genue?

PaccmaTpuBaroT:

- NpeanonaraeMoro nonb3oBaTens, ero yMCTBeHHble 1 hnanyeckne BOIMOXHOCTH, KBanmdukaumio n NoAroToBKY;

- 9proHOMMYecKuUe acnekThbl, YCNOBUA IKCMnyaTauun, kTo ByaeT ycTaHaBnNuMBaTb U3penve U CMOXET N NauneHT
caM ynpaenATb 3KCMnyaTaumen MeauuMHCKOro N3genvs Unu BnysaTb Ha Hee.

Oco6oe BHUMaHWe pekoMeHayeTCcs yAenaTe npeanonaraeMbiM nonb3osarenam co cneuundudecknmn notpebHo-
CTAMM, Hanpumep nuuamM ¢ U3NYeCKUMN HeJoCcTaTKaMu, NOXUNBLIM NIDAAM, AeTAM. 3TUM NUUaM MoXeT NoHaaotuTLEA
NOMOLLb APYroro nuua B aKkcnnyaTauum MeavumHCKOro M3aenus.

MpepycMmoTpeHa nNu akcnnyatauma MeAUUMHCKOrO U3aenvsa NUuamMmn ¢ pasnuyHbiM YPOBHEM NOAFOTOBKM M pas-
nn4HoN obLLel KynsTypon?

Kakyto ponb 0TBOAAT MeAULMHCKOMY U3AENNU0 B ANArHOCTUKe, NpodunakTuke, MOHUTOPUHre, NeYeHun nnu obner-
YeHUn 6onesHu, KOMMEHCaLMN TpaBM NN pU3NHECKNX HEQOCTATKOB, 3aMellieHUM U moaudmkaumm YacTen Tena unm
ynpaeneHun zavatnem?

MNpeaHa3Ha4yeHO NU MeAUUMHCKOE M3denue ANA Xu3HeobecnevyeHWa unu ANA nNoaaepXkaHusa KU3HU?

Heo6xoaumo nv BMelwaTenbCTBO CNELMannMCcToB NpU oTkase MeauLUHCKOro usaenvs?

HeoGxoaumo nu yaenatb 0co60e BHMMaHWE NPOEKTHLIM XapakTepucTukaMm uHTepdpeiica, KoTopble MOryT npuBe-
CTW K HENPOM3BOSbHBIM OLWNGKaM skcnnyaTauum usgenus (cMm. A.2.27)?

A.2.2 MpepnonaraeTca NN KOHTAKT MEAULMHCKOTO U3aenusa ¢ NauueHToM unu ApyrmMm nuuammn?

PaccmaTtpuealoT: xapaktep NnpeaAnonaraeMoro KOHTakTa, T.e. NOBEPXHOCTHLIN KOHTAKT, MUHBA3UBHLIA KOHTAKT u/unm
MMMNaHTaLnA 1, B KXKAOM Cnyvae, ANUTENbHOCTb M YacTOTY KOHTakKTa.

A.2.3 Kakne matepuanbl n/vnn KOMNOHEHTLI BXOAAT B COCTAB MEAUUMHCKOrO N3aenvst Unv UCNonb3oBaHbl COBMe-
CTHO NGO B KOHTaKTE C HUM?

PaccmaTpuBaloT xapaktepucTuku, enusiowime Ha 6e3onacHoOCTb usgenus.

A.2.4 MoxeT nn aHeprna 6b1Tb NepeaaHa naumeHTy n/unu Boipabotana nauneHTom?

PaccmaTtpuealoT: Bua nepeaasaeMon aHeprum, yrnpaeneHue e, ee KayecTBo, KONUYECTBO U ANUTENbHOCTL BO3-
DEeNCTBUA.

A.2.5 BeogaT N1 nauneHTy n/unv BobIBOAAT U3 Hero kakue-nubo BewlecTea?

PaccmaTpuealoT: BBOAUMBIE NALMUEHTY UNU BLIBOAMMBIE U3 HEFO BELWECTBA; AaHHbIE O TOM, OAHO 3TO BELWECTBO UNKN
rpynna BewecTs; CBeAeHNA 0 MakCUManbHOM U MUHMManNbLHOW CKOPOCTU BBeAeHus (BblBeaeHWs) BelecTBa n ynpaene-
HAM 3TUM NPOLLECCOM.

A.2.6 MNposoaAT NU B MEANLIMHCKOM U3aenun 06paboTky Gruonormyeckux BelwecTs ANA UX NOCNeAyoLWwero NCNonb-
30BaHNA?

PaccmartpusatoT Tvn o6paboTtkn n o6pabartbiBaeMoe BellecTBO(a) (HanpuMep ayToTpaHcdy3ua, awanus).

A.2.7 CTepunbHO Nn NOCTaBNAEMOe MEAULIMHCKOE U3Aenue UNu OHO NpeaHa3sHaYeHo ANA cTepunu3aummn nonb3o-
BaTeneM, MNU NPUMEHAIT Apyrne Buabl MUKpoGuonoruieckoin o6paboTkn?

PaccmatpusaloT: cBeAeHUA O TOM, NpeAHasHauyeHo N MeaULMHCKOE n3aenue ANA OAHOPAa30BOro MNWU MHOropa-
30BOrO MpUMeHeHUs; AaHHble 06 ynakoBke, Cpokax XpaHeHus, NoBbiX OrpaHNYEHnAX YMcna NOBTOPHLIX NMPUMEHEHUI
WUnKn npeanonaraemblx BUAAx cTepunusaLum.

A.2.8 MNpeaHa3HavyeHO NN MeANUMHCKOE U3aenue ANns PYTUHHBIX OYUCTKU U Ae3nuH(EKUMU, BLINONHAEMBIX NONL30-
BaTenem?

PaccmaTtpuealoT Buabl NPUMEHAEMbIX YUCTALLUMX U Ae3UH(DULMPYIOWNX CPeACTB M Nobble orpaHnYeHnsa Yyucna
LMKNoB o4ncTkn. Kpome T0ro, Ha 3hpeKTMBHOCTb PYTUHHOMN OUUCTKM U Ae3UHDEKLUN MOXKET BNNATL KOHCTPYKLUMA Mean-
LIMHCKOrO U3penua.
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A.2.9 lMNpepHasHa4yeHo NU MeaULIMHCKOE U3fenue ANA U3MEHEHUA cpelibl, OKpyXalowen naumeHTta?

PaccmatpuBaloT: TeMnepartypy, BNaXHOCTb, COCTaB rasoB BO3AyXa, AaBNEHNE U OCBELLEHHOCTD.

A.2.10 MoryT nu 6biTb NpoBeAeHbl U3MepeHnUA?

PaccmatpuBaloT: nsmepsieMble nepemMeHHble, NPaBUNLHOCTb U TOYHOCTb Pe3ynbTaToB U3MEpPEHUs.

A.2.11 ABnseTca N MeaULIMHCKOE U3aenne UHTEPNPETUPYIOWUM?

PaccmaTpuBaloT: cBeAeHUst O TOM, BbiAaeT NN MeAULMHCKOe n3aenve 3akniOHeHNa Ha OCHOBE BXOAHLIX UNN Ha-
KONNEHHbIX AaHHbIX; UHpOPMaLMIO O NPUMEHAIEMbLIX anNropuTMax U AOBEepUTENbHBLIX Npeaenax.

A.2.12 MpenycMOTpeHO NN NMpUMEHEHUe MeaNUMHCKOrO M3Aenua B CoveTaHuu ¢ MeaukameHTaMu unu apyrumm
MeAVUMHCKUMKM cpeacTBaMu?

PaccmaTtpuBaloT: naeHTUdmMKaumio nobbix NpUMeHAEMbIX MEANKAMEHTOB NN APYrMX MeAWUUMHCKUX CPeACTB, BO3-
MOXHbIX Npobrnem, CBA3aHHbIX C MX B3aMMOAEWCTBUEM; peakumio NaumeHTa Ha nonyyaemoe nedeHue.

A.2.13 MoryT N1 NpoM30NTU HexenaTenbHble BblAeNeHNA SHEPrMM N BewecTe?

PaccmatpuBaloT B CBA3U C BO3MOXHBIM BbiAeNeHWeM aHepruu: WwyM n eubpaumio, Tennoty, uanydeHue (Bknioyas
MOHU3NpYIoLLIEe, HEUOHU3MPYIOLLEee U ynbTpaduoneTosoe/suanmoe/uHpakpacHoe M3nyvyeHns), TemnepaTypy Ha KOH-
TaKTHbIX NOBEPXHOCTAX, TOKU YTEUKU, ANEKTpUYEcKue nunn MarHuTHele nons.

PaccmaTpuBaloT B CBA3U C BO3MOXHbIM BblA€NEHUEM BELLECTB: BbiIBEASHUE XUMNYECKNX BELLECTB, NPOAYKTOB XU3-
HeAeATENbHOCTU W BOALI, COAepXKaLLencs B opraHuamMe.

A.2.14 YyscTBUTENBEHO NN MEAULIMHCKOE U3fenue K BO3AENCTBUIO OKpyXatowen cpeabl?

PaccMaTtpuBaloT: NpOU3BOACTBEHHYIO Cpeay, TPaHCNOPTHLIE CPEeACTBa, YCNOBUA XpaHeHua. K HUM OTHocAT ocBe-
LLIEHHOCTb, Temneparypy, BubpaLun, yTeuku, YyBCTBUTENBHOCTb K M3MEHEHNAM 3HEProcHabXeHNA U oxXNaxaeHus, anek-
TPOMarHUTHbIE NOMEXxXN.

A.2.15 BosgencTeyeT N MeAULIMHCKOE U3aenue Ha OKpyXaloLlyio cpeay?

PaccmatpuBaloT: Bo3gencTBrUe CPeACTB 3HEProcHabXeHna N OXNaxaeHus, BblaeneHne TOKCUYHBIX BEeLWECTB, reHe-
pupoBaHue 3NEKTPOMAarHUTHLIX MOMEX.

A.2.16 UmetoTca N HeobGxoauMble pacxoaHble matepuansl UMM NPUHAANEKHOCTU, CBA3AHHbIE ¢ MEAWULMHCKUM
nsnenuem?

PaccmatpueatoT cneundmkaumm Ha pacxoaHble matepuansl N NPUHaANEXHOCTU, CBA3aHHbIE C MeAULIMHCKUM
nsgenuem, u niobble orpaHnyeHns B ux ebibope ANA nonb3osartens.

A.2.17 HeoGxoanmbl nn TexHudeckoe obcnyxueaHuwe n/unu kanmbpoeka?

PaccmaTpuBaloT: cBegeHns 0 TOM, AOMKHBI N TexHuYeckoe obcnyxuBaHne nw/vnnu kanmbpoeka ObiTb BbIMONHEHDI
onepaTopoM, NonNb3oBaTeneM MnNU cneumnanucToM; HeobGxoammel NU cneumancHble BelecTBa unu oGopyaoBaHWe Ans
Hagnexalluero TeXHUYecKoro oGCnyXMBaHusa Wunm kanmopoBKN.

A.2.18 BxoguT nun B COCTaB MeaMLMHCKOro u3aenusa nporpammHoe obecneueHve?

PaccmaTpuBaloT cBeeHNs 0 TOM, AOMKHO NM nporpammHoe obecneveHne GbiTh yCTaHOBNEHO, BEpUdUUMPOBAHO,
MOANULIMPOBAHO UNW 3aMeHeHO Mnonb3oBaTeneMm u/unum onepaTopoM.

A.2.19 UmeeT N MeauUMHCKOE N3AENUE OrpaHUYEHHbIN CPOK XpaHeHua?

PaccmaTpuBaloT COOTBETCTBYIOLLIME MAPKUPOBKY UNW UHAMKALMIO, YTUNU3ALMIO MeANLIMHCKOrO n3aenus.

A.2.20 CywiecTBYIOT NN OTCPOYEHHbIE W/MNN ANUTENbHBIE NOCNEACTBUA IKCNyaTauun?

PaccmaTpuBaloT aproHomMmuyeckne n KyMynsatueHble apdekTbl.

A.2.21 Kakne mexaHuyeckuMe cunbl MOryT BO3AEWCTBOBaTh HA MeaAULMHCKoe u3aenne?

PaccmaTpuBaloT gaHHble 0 TOM, ynpaBnseT N MexaHn4eckvMn cunamm, KOTopble MOryT BO3AEWCTBOBaTb Ha Me-
OVUUHCKOe n3genue, TONbKO NONb3oBaTenb UNWU NoNb3oBaTeNb COBMECTHO C APYrMMMU NULAMMW.

A.2.22 Yto onpepenseT cpok cnyx0Obl MeaMUMHCKOro usaenus?

PaccmaTpuBatloT cTapeHne M3aenus, UCTOLUEHNE SNEMEHTOB MUTaHKS.

A.2.23 MNpeaHasHayeHo N MeAWLMHCKOe M3penvie Ans OAHOPa3oBOro MPUMEHEHUA?

A.2.24 Heobxoaumbl nn 6e30nacHbI AEMOHTaX UNK yTUNU3auma MeauumuHCKOro usnenva?

Paccmatpueator npoGnemy oTX0AOB, BO3HMKAIOLWMX NPY YTUNN3aLMN MeanumnHCKoro usaenvsa. Hanpumep, cnegy-
€T OTBeTUTb, COOEPKUT NN N3AENne TOKCUYHbIE UMK onacHble BelecTsa NGO BellecTsa, NpUroaHble Ans nepepaboTku.

A.2.25 HeobGxoaumo nu cneupanbHoe ofydyeHne nonb3oBaTens AN MOHTaxa UNW 9KcnnyaTauMm MeauuMHCKOro
nsgenua?

PaccmaTpuBaloT ycTaHoBKY (MOHTax) U nepeaady M3genqs nonb3oBaTtento, BePOATHOCTL/BO3MOXKHOCTb YCTaHOR-
kn (MOHTaxa) nuuamun 6e3 cneymanbHON NOArOTOBKM.

A.2.26 ByayT nn HeoGxoaumbl paspaboTka unum BHeapeHWe HOBbIX NPOVU3BOACTBEHHbIX NPOLECCOB?

BHeapeHne HOBbIX MPOM3BOACTBEHHBIX MPOLIECCOB Ha NPeANPUATUAX-U3rOTOBUTENAX CNeayeT paccMaTpueaTh Kak
BO3MOXHbI UCTOMHUK HOBbLIX OMacHOCTel (onacHocTw) (HanpuMep BHeApEeHUEe HOBOW TEXHOMNOTMU, HOBOTO YPOBHA pas-
BUTUA NPOU3BOACTBA).

A.2.27 flBnaeTca nn ycnewHoe npuMeHeHne MeauLUnMHCKOro U3nenna KpUTYeCcKn 3aBUCUMbIM OT YeroBEeYeCKoro
dakTopa, Takoro kak nHTepdeinc nonb3osarens?

PaccmatpumBaloT 0COGEHHOCTM KOHCTPYKLMN MHTepdenca Nonb3oBaTens, KoTopble MOryT npueectu K owmBkam
akcnnyatauuv. MeguumHckoe n3genve cnefyeT NpoeKTMpoBaTh Tak, YToObl OHO He Morno 6biTb HeNpaBUIbHO NPUMeHe-
HO MONb30BaTeneM B YCNOBUSAX AeCTBUA OTBNEKaOLWMX (hakTopoB, Hanpumep, Npu ynpaeneHun nsgenuem, 4to obecne-
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YnBaeTca NpPUMeHeHNneM CUMBONOB, pa3paboTKoW 3ProHOMUYECKUX XapaKTepUCTUK, NPOeKTa KOHCTPYKLUU U CXEMbI
pacnonoXeHWa aNeMeHToB, nepapxun AeNCTBUA, MEeHI0 ANA U3aenui ¢ MUKPONPOLECCOPHLIM ynpaBneHneM, Harnsaa-
HOCTbIO MpeAynpexaeHnin, CNbILLMMOCTLIO CUrHanNoB TPEBOMHU, CTaHAAPTHON LBETOBON KOANPOBKOW. C 9TOW Lenbio cne-
AyeT Takke O0TBeTUTb Ha NpUBEAEHHbIE HKE BOMPOCHI, HO HE OFPaHNYMBATLCA UMM,

A.2.27.1 NmeeT nn MeauUMHCKOE U3penue CoeanHUTENbHbIe YacTu UNU NPUHaANEXHOCTU?

PaccmaTpuBaloT: Hanuyne BO3MOXHOCTW HEMpaBUnbHLIX COEANHEHUA, OTNYKME OT COEAVHEHWIA B ApYrMX n3genu-
AIX N CXOACTBO C HUMM, ycunusa, Heobxoaumble AN coeanHeHus, oGpaTHY CBA3b NpU MOBPEXAEHUN COeauHeHus, a
TaKKe Ype3MepHO UNN HeAOCTaTOYHO TYrO 3aTAHYTOE COeAVHEHME.

A.2.27.2 meeT nn meanumHCKoe n3penue ynpasnawoLwwmin uHTepdeinc?

PaccmaTtpuBatoT: NpocTpaHCTBEHHOE pacnpeaeneHve, KoaupoBaHue, rpynnupoBKY, CXemy NPOCTPaHCTBEHHOro
pacnpepeneHvs, pexvmbl obpaTHO CBA3N, rpybble owmbkn, HeaHauMTenbHble NpoMaxu, auddepeHumaumo ynpaene-
HUA, BUOUMOCTb n3obpaxeHni, HanpaeneHve akTUBUPOBAHUA UNU U3MEHEHUSA, AUCKPETHOCTb UMW HemnpepbiBHOCTb
hYHKUMOHUPOBAHNS 3NEMEHTOB ynpaBneHus, 06patMMocTb YyCTaBOK UNWU AeUCTBUNA.

A.2.27.3 NimeeT nu meauumMHCKoe nspenve yHKUMIo oToBpaxeHna nHbopMauumn?

PaccmaTpuBaloT: BUAMMOCTL M300pakeHnss B pasnuyHbIX YCMOBUAX, OPUEHTaLMIO, 3anonHeHne U nepcnekTuesbl,
4YeTKOCTb NpeacTaBneHna nHdopmaumun, eamHnLbl otobpaxeHna MHGOpMaLMK, LIBETOBOE KOAMPOBaHUE U AOCTYMNHOCTL
KpUTU4ecKon nHpopmaumm.

A.2.27 4 N\MeeT Nn MeaUUMHCKOE M3genve MeHo ynpaeneHua?

PaccmaTpuBaloT: CNOXHOCTb U YACTO YPOBHEN, OCBEAOMINEHHOCTb O COCTOAHUM, pacrnonoXeHne ycTaBoK, crnocot
nepeasmxeHNa mMexay obbektammu, YMCNo 3TanoB B OAHOM AeicTBUM, NpoGnembl YeTKoW NoCneaoBaTenbHOCTU Aen-
CTBUM U 3aNOMUHAHUS, COOTHOLLEHWE BaXHOCTU U AOCTYNHOCTU (DYHKLMWN yNpaBneHus.

A.2.28 flBnseTca nu meamumHckoe nsgenue MobunbHbIM UK NOPTATUBHBLIM?

PaccmaTpuBaloT: 3auMbl, PYKOATKW, Koneca, TOPMO3a, MEXaHUYECKYI YCTOWYMBOCTb U MPOYHOCTD.

12
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Mpunoxexnue B
(cnpaBouHoe)

PyKOBOACTBO no aHanu3y pucka
B OTHOLWEHUM U3aenumn Ans in vitro guarHocTukun

B.1 O6wwume nonoxeHus

HacTosilee NpunoxeHne cCoOAepPXWUT AOMOMHUTENbHbIE PYKOBOAALME YKa3aHUS MO aHanu3y pucka B OTHOLLEHWUM
u3genuit ans in vitro anarHocTukn ¢ yyetTom ocobeHHocTel u cneumndmyecknx acnekToBs 3TUX naenuin. MpumexHexune
n3genuin ana in vitro AnarHocTUKM He co3paeT NPSMOro pucka Ana nauueHTa unu obcneayemoro nuua, Tak Kak ux He
MCNONbL3YIOT BHYTPY UMK Ha Tene Yenoseka. OaHako npu uaeHTUdMKaUMN ONAcHOCTEN, CBA3AHHBLIX C M3AENUAMW ANA
in vitro AMarHoCTUKKU, BO3MOXHbI KOCBEHHbIE PUCKWU, NpUBOAALLME K OWNGOYHBIM pelueHnsaM unu cnocobeTeylowwme nx
NpuHATHIO. KpoMe Toro, pekoMeHayeTca paccMaTpuBaTb ONacHOCTU, CBA3AHHbIE C NPUMEHEHNeM M3AENUiA, U BO3HNKa-
towme Npu 3TOM PUCKU.

B.2 UaeHTndukaLmua onacHocTeN

B AononHeHne K ONacHOCTAM, M3NOXEHHbIM B nNpunoxeHun D, npu naeHTUdUKaLmm BO3MOXHbIX AN naumeHTa
unu ofcneayeMoro nyua onacHocTel pekoMeHAyeTCs paccMaTpuBaTh:

- HEOAHOPOAHOCTb BHYTPU OOHON NAPTUX, PacXoXAEHUA MexXAy pasHbIMU NapTUAMMK;

- 06LWen3BecTHbIE UCTOMHUKN ONacHOCTEN;

- achbexTbl U3HOCA;

- NOrpeLHoCcTn Npu naeHTMduKaum npob;

- npo6nemMbl cTabunbHOCTW (NPY XpaHeHUW, TPAHCNOPTUPOBAaHWUK, SKCMNyaTaLmm, Nocne NepeBoHaYanbHOro BCKPLITUA
KOHTelnHepa);

- npobneMbl, cBA3aHHbIe C OTGOPOM, NPUroTOBNEHWEM U CTabUNbHOCTLIO NPoG;

- HeapekBaTHble crneumnmKaLmMm NCXOAHBIX AAHHbBIX;

- HeaJeKBaTHbIe XapaKTepUCTUKU UCTbITaHWUNA.

BO3MOXHYI0 OMacHOCTb ANA Nonb3oBaTena MOryT NPeAcTaBnATb paauoakTUBHbIE, UH(PEKLIMOHHbIE, TOKCUYHbIE
UNn apyrne onacHble UHrPeAUeHTbl PeakTUBOB, a Takke KOHCTPYKUMUA ynakosku. MPUMEHUTENbHO K MHCTPYMeHTam
cnepyeT paccMaTtpveaTtb NpoGnemMy BO3MOXHOrO 3arpasHeHuns npy yxoae, pabote ¢ HUMK U TeXHUYECKOM oBcnyxusaHum
B AONONHEHME K HecrneunduyeckuM oNacHoCTAM (Hanpumep 3HepreTU4eckuM), CBA3aHHbIM C UCMONb30BaAHWEM MHCT-
PYMEHTOB.

B.3 OnpeaeneHue pucka

Mpw onpepeneHun pucka AN KaXAaoW ONacHOCTU PeKOMeHAYeTCA YYUTbIBaThb:

- CTeneHb HaAEXHOCTU aHaNUTUYECKUX pe3ynsTaToB (MeAULMHCKOe 3aKniodeHue no pe3ynstataMm aHanuTUYeCcKnX
uccneaoBaHuin);

- pe3ynsTaTthl NPOBEPKN AOCTOBEPHOCTH;

- Hanuuve N NpMMeHeHWe aNeMeHTOB YNpaBneHus;

- cpeacTBa M3MepeHus/MeToankn obecneyeHns KauecTBa, NPUMeHAEeMble B MeaANUMHCKMX naGopaTopusx;

- BO3MOXHOCTb BbiSiBNEHMA AeheKTOR (norpewuHocTen);

- CUTyauun npuMeHeHns (Hanpumep npyu oka3aHun CKOpOW MOMOLUK);

- npodeccrnoHanbHoe /HenpodeCCUoHanbHoe NpUMEHeHNe;

- cnocob npeactaBneHna MHdopMaLmn.
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Mpunoxexune C
(cnpaBouHoe)

PykoBOACTBO No npoueAype aHanu3a pucka
B OTHOLWEHUM TOKCUKOSIOrMYECKUX ONacHOCTeN

C.1 O6wue nonoxeHnn

HacTtoswee npunoxeHne COAEPKUT PYKOBOASLLME yKa3aHUA MO NPUMEHEHWIO aHann3a pucka K TOKCMKonormyec-
KMM onacHocTaMm. ToKCMKONornyeckne onacHOCTU ABNSIIOTCA pe3ynbTaToM BO3AENCTBMA XMMUYECKUX BELLEeCTB, HaHOCS-
wmx Guonornyecknii epea. B [5] yctaHoBneHb! 06Lme NpyHLMNLI GUONOrMYECKOro OLeHUBaAHUA MaTepuanos/mMmeauUMHC-
KX N3penun.

Heobxoaumo npunaratb Bce ycunus, 4ToObl n3bexatb npoBeaeHUs HeoOA3aTenbHbIX UCTILITAHUN HA XXUBOTHDIX.
Cnepyet ob6patmTb BHUMaHue Ha [6], coaepxawmii TpeGoBaHUA K 3aluTe XXUBOTHBIX, U HA COOTBETCTBYIOLINE HAaLMOo-
HanbHble U permoHanbHble pernameHThbl, NpeanUCHIBaloLLIME He NPOBOAUTL UCMBLITAHMA HA XXMBOTHBIX MPU BO3MOXHOCTH
Hay4YHOro 060CHOBAHMA TAKOTO peLleHus.

C_2 OnpepeneHue pUCKOB, CBA3AHHbIX C TOKCUKONOrM4eCKMMU ONACHOCTAMMN

C.2.1 Heo6xoauMmbie aAna paccMoTpeHus daxTopbl

Mpu aHanu3e pUCKOB, CBA3AHHbLIX C TOKCUKONOrMYECKMMMN ONAcHOCTAMM, cneayeT yuuTblBaThb:

- XMMU4YEeCKue CBOWCTBa MaTepuarnos;

- OMbIT NpeabiAyWEero NPUMeHeHNs MaTepyanos;

- AaHHble ucnbiTaHuii Ha Guonornyeckyo 6e30nacHoCTb.

KonunuectBo HEOOXOANMMBIX AaHHBIX M rNyBuHa uccneaoBaHns MOryT GbiTb U3MEHEHBI B 3aBUCUMOCTM OT npeayc-
MOTPEHHOro MpUMeHeHnsA/NpeayCMOTPEHHOrO Ha3HaueHua u3aenus, a Takke OT XapakTepa U NpoAoKUTENbHOCTH
KOHTaKTa ¢ naumeHTom. TpeGoBaHMA K AaHHBbIM OObIMHO MeHee CTPOrvM AN YNakOBOYHbIX Marepuanos, MeanLMHCKNX
M3aenui, KOHTAKTUPYIOLMX C HENOBPEXAEHHON KOXeN, U ANns niobbiXx KOMMNOHEHTOB MeAULMHCKUX M3AENUN, He BCTyna-
IOWMX B HEMOCPEACTBEHHLIN KOHTAKT C TKAHAMU OpraHuamMa, CnusaucTbiMu 000NoYKaMu UIU NMOBPEXAEHHOW KOXen,
bM3NONOrNYECKUMUN KUOKOCTAMMU.

Onsa onpepenexns noTpeGHOCTN B AONONHUTENBHLIX AaHHLIX CrieayeT NpoaHanM3MpoBaTb COBPEMEHHbIE 3HAHWSA
B obnactn matepuanoe/MeanLIMHCKUX U3AENUA, OMUCaHHbIE B HAYYHOW nNUTepaType, NPeALecTBYIOWY0 KNMHNYECKYIO
NPakTUKy, a Takke Apyrne AaHHble. B HEKOTOPBIX CNy4asaX MOXET BO3HWUKHYTb HEO6XOAUMOCTL MONYyYUTb AaHHbIE O
XMMUYECKOM COCTaBe, OCTaTOYHbIX NMpoaykTax (Hanpumep Npu npoueccax ctepunusaunn), AaHHbIX GUonormyeckux uc-
MblTaHUN.

C.2.2 Xumunyeckue cBOMCTBa MaTrepuanos

UHbopMaLumn, xapakTepusyloLan XMMUYECKYH MAEHTUYHOCTb U GMONOrUYEcKyo peakuuio matepuanos, nonesHa
npu oLeHke NpeayCMOTPEHHOro MpUMEHeHUsA/NpeayCMOTPEHHOro HasHadeHns mMeavumHekoro usgenus. K dakropam,
CnocoBHbIM NOBNUATL HAa BUONOrMYECKYI0 COBMECTUMOCTb MaTepuana, OTHOCAT:

- WAEHTUYHOCTb, KOHLEHTPaLIMIO, AOCTYNHOCTb M TOKCUMHOCTb BCEX COCTaBnAloWmX (Hanpumep Ao6aBok, cpeacTs
o6paboTkn, MOHOMEPOB, KaTanU3aTopoB, MPOAYKTOB peakLmn);

- BNuaHne Buonornyeckoro pacnaga U KOpposun Ha matepuansl.

Ecnu npun npoussoactee, 06paboTke, XpaHeHUn unu gerpagaumm matepvana MoryT 6biTb NpuMeHeHbl unu obpa-
30BaHbl pearnpylolmne nnu onacHble UHrpeaneHTbl, peKOMeHayeTCAa pacCMOTPeTb BO3MOXHOE BO3AEWCTBUE OCTaToM-
HbIX NPOAYKTOB. MNpyn 3TOM MOXET BO3HUKHYTb HEOGXOAMMOCTb B MHGOPMaLIMM O KOHLIEHTpaLMn n/unu eoillenadmBaHum
OCTaTOYHBIX NPOAYKTOB. OTO MOTYT ObiTb SKCNEePUMEHTanNbHbIe AaHHble UNKU MHOPMaLMA O XUMUYECKUX CBOWCTBaX Npu-
MeHsieMbIX MaTepuanos. Ecnnm HeobxoauMble AaHHble (HanpuMep AaHHbIE O MOMHOM XMMWUYECKOM COCTaBe) HedoCTyn-
Hbl U3rOTOBUTENIO MO NPUYNHE KOHMDPUASHLMANBHOCTN, pekoMeHayeTCa BepuduuMpoBaTb onpeaeneHve COOTBETCTBUSA
NpUMeHseMoro Matepuana B npeanonaraeMon cuTyauuu.

C.2.3 MpeabiayLLuii ONbIT NPUMEHeHUA

PekomeHayeTca npoaHann3npoBaTb BCIO UMeOLLYOCS MHopMaLmio 0 npeabiayLieM onbiTe NPpUMeHeHUs Kaxao-
ro MaTepvana unu npeanonaraemon Ao6aBkM N 0 BO3HWKLWIMX NOBOYHBIX peakumax. OaHako npeablayLwuin onbIT npume-
HeHVs1 MHrpeaueHTa UNM maTepuana He BCErda MOXHO MCMONb30BaTb B aHANOMMYHbLIX cnyyaax. CneayeT y4YMThiBaTb
npeaycMoTpeHHoe npuMeHeHne/npeayCcMoTpeHHOe HasHavyeHne, KOHLEHTPaLnio UHIPeaNEHTOR M TEKYLLYK TOKCUKONO-
rmyeckyro MHopMaumio.

C.2.4 laHHble ucnbITaHui Ha 6uonoruyeckyro 6esonacHoCcTb

PykoBopasiume ykasaHUA O TOM, KakMe UCMbITaHUA npeaHa3HayeHbl ANA KaXOoro KOHKPEeTHOro cnydas npumMeHe-
Hus, copepxaTca B [5]. Heo6xoaMMocCTb ucnbITaHWin cneayeT paccMaTpuBaTh ANS KaXAOro Crydas OTAEeNbHO B cBeTe
MMeroLMXCA AaHHbIX, YTOObI n3bexaTb NpoBeaeHUA HeoGA3aTeNbHbIX UCTIbITaHUA.
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Mpunoxexune D
(cnpaBouHoE)

anMepbl BO3MOXHbIX ONaCHOCTEN U CONyTCTBYHOLWUX CbaKTODOB,
CBA3aHHbIX C MEAULUHCKUMU U3aennamm

D.1 O6wwue nonoxeHmn

HacTosiee npunoxeHne COAEPXUT NepeveHb BO3MOXHbIX ONacHOCTEN U COMYTCTBYIOLMX (PaKTOPOB, CBA3AHHbLIX
€ MeAVNLMHCKUMMU N3aenvaMn. STOT NepeyeHb He ABMNAETCA UCUeprbIBaloWmM, OQHAKO MOXET NMoMOoYb MAeHTUULMPO-
BaTb OMAacHOCTW, CBA3aHHbIE C KOHKPETHbIM MEeAULMHCKUM U3aenvem.

D.2 DHepreTUuyeckue onacHOCTU U conyTcTBYHOLMeE (haKTopbI

K sHepreTnyeckMm onacHOCTAM U CONYTCTBYIOWNM haKTOpaM OTHOCAT:

- 3NEKTPUYECTBO;

- TennoTy;

- MEXaHN4eCckyto cuny;

- MOHU3UPYIOLLYIO paanaLmio;

- HEMOHU3MPYIOLLYIO paanaumio;

- ABUXYLLIMECH YacTu;

- HenpeaycMOTpPEHHOe ABWXEHUE;

- B3BELLEHHbIE BeLLeCcTBa;

- OTKa3 u3genusi, NoAAEPXKUBAIOLLErO XU3Hb NaunueHTa;

- AaBneHve (Hanpumep Npu paspbiBe COCYAOB);

- aKycTM4Yeckoe AaBneHue;

- BuGpaumio;

- MarHuUTHble nonsa (Hanpvmep AAepPHO-MarHUTHLIN Pe30HaHC).

D.3 Buonoruueckue onacHOCTU U CONYTCTBRYIOWME PaKTOPbI

K 6uonormyeckmm onacHoCTAM M COMYyTCTBYOWMM hbakTopaM OTHOCAT:

- Buonornyeckoe 3arpsisHeHue;

- Buonormyeckyto HECOBMECTUMOCTb;

- HeaaeKBaTHbIN XUMUYECKUA COCTaB;

- TOKCUYHOCTb;

- annepreHHoCTb;

- MyTareHHoCTb;

- OHKOFeHHOCTb;

- TepaTOreHHOCTb;

- KaHLEepOoreHHOCTb;

- MOBTOPHYIO W/WNWN NepekpecTHyI0 MHGeKUUo;

- MUPOreHHOCTb;

- HecnocoGHOCTb NnoaaepXMBaTh rrneHnYeckylo 6e3onacHoCTb;

- BbIpOXAEHMe.

D.4 OnacHocTH, cBA3aHHbIE C OKpYXaloLlel cpeon, U conyTcTBylowwme hakTopbl

K onacHOCTAM, CBA3aHHBLIM C OKPYXaloLlen Cpeaon, U CONyTCTRYIOWMM (DakKTOpam OTHOCAT:

- 9NeKTPOMarHuUTHble Mons;

- BOCMPUMMYUBOCTb K SNEKTPOMArHUTHON UHTepdepeHLmm;

- 3MUCCUIO BNEKTPOMarHUTHOW UHTepdepeHumu;

- HeafeKBaTHOe 3NeKTPOnUTaHue;

- HeaJeKBaTHyI0 NoJayy XnajareHTos;

- XpaHeHne unu paboTy B HENPEAYCMOTPEHHbIX NPOU3BOACTBEHHbLIX YCNOBUSX;

- HECOBMECTUMOCTb C APYrMMW U3AENUAMU, C KOTOPbIMU MPeayCMOTPEHO MPUMEHEHWE;

- Cny4alHoe MexaHudeckoe noBpexaeHue;

- 3arpsAsHeHne No6OYHbIMM MPOAYKTaMW MPUMEHEeHU WUNn yTunusauum MeauuMHCKOro usaenus.

D.5 OnacHocTH, BO3HUKaKLLMe BCNeaCcTBUE HeafeKBaTHOrO BLIXOAA 3HEPrum U BbieNeHUA BellecTs

K onacHoCTAM, BO3HMKAOLWMM BCNEeACTBME HEaAeKBATHOMO BbIXOAA 3HEPTUM U BbiAENEHNA BELECTB, OTHOCAT:

- 3NEKTPUYECTBO;

- pagunaumio;

- obbem;

- faBneHue;

- nogayy MeauLMHCKMX rasos;

- noaavy aHecTeTMKOB.
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D.6 OnacHOCTH, CBA3aHHbIE C MPUMEHEeHNeM MeAMLIMHCKOrO N3aenus, U CONyTCTBYOLME haKTopbI

K onacHocTsAM, CBA3aHHBIM C NPUMEHEeHWeM MEeAULIMHCKOro U3Aenus, 1 CONyTCTBYIOLWMM hakTopam OTHOCAT:

- HeaaeKBaTHYI0 MapKUPOBKY;

- HeageKkBaTHble UHCTPYKLMM MO SKCMnyaTauun, Hanpumep:

1) HeapekBaTHYIO cneunduKaLmio NPUHAANEXHOCTEN, NPUMEHREMbIX C MEAULMHCKAM n3aenvem,

2) HeapeksaTHOe OnuUcaHWe npeasapuTenbHbIX NPOBEPOK,

3) YUpe3aMepHy CNOXHOCTb MHCTPYKLUMIA NO SKCnnyaTaumm,

4) HeapeKBaTHOE OMMCaHWE OKa3blBaeMbIX YCNYr N TEXHNMYECKOro obCcnyXmMBaHus;

- 9KCMnyaTauuio M3aenus HeksanmuLMpoBaHHbIM/HEOBYHEHHBIM NEPCOHaNOM;

- 060CHOBaHHO NPOrHO3MpyemMoe HenpaBunbHOE MPUMEHEHNE;

- HegocTaTovHOe npeaynpexaeHe o NoGoYHbIX adhdexTax;

- HeafekBaTHOe npeaynpexaeHne 06 onacHOCTAX NOBTOPHOIO NPUMEHEHWA OOQHOPa30BOro MeAULMHCKOro uaae-
nms;

- HEKOPPEeKTHOE M3MepeHue 1 Apyrme mMeTponorMyeckue acnektol (HanpuMep UCMONb3OBaHWE HeCcTaHJapTU30-
BaHHbIX €AUHUL, UBMEPEHURA, HeaTTECTOBaHHbLIX NPUGOPOB);

- HECOBMECTUMOCTb C pacxoAHbiMK MaTepuanaMmu/npuHagnNexxHoCTAMU/APYIMMA MEANLIMHCKMMWN M3Aennamu;

- OCTPble Kpas UNN HaKOHEYHMKN.

D.7 HecooTBeTCTBYIOLUMIA, HeaAeKBATHbLIN UM YPE3IMEPHO CNOXHbBIN uHTepderC Nnonb3oBaTens (06MeH NH-
chopmaumen Mexay H4enoBeKOM U MaLLIUHOMN)

K HecooTBeTCTBYIOLLIEMY, HeaAeKBaTHOMY UNMKN Ype3MEPHO CINOXHOMY MHTepdency Nonb3oBaTens OTHOCAT:

- OLWKBKMN U 3abnyxaeHns;

- YNyWeHNsa 1 owmbKkn NpU KOTHUTUBHOM BOCMPOU3BEAEHWN;

- Mpomaxu 1 npocyeTbl (YMCTBEHHbIE U n3nyeckue);

- HapyLLeHWe UNn CokpalleHe UHCTPYKLMIA, npoueayp;

= CNOXHYI NN 3anyTaHHYO CUCTEMY yNpaBneHus;

- HEOAHO3HAYHOe UMW HECHOe COCTOSIHME U3ENUS;

- HEOAHO3HaYHOe WUNU HeACHOe NpeacTaBneHne YCTaBok, U3MEPEHUM Unu Apyron nHdopmaumm;

- HenpaeunbHOE NpeacTaBneHue pesynbTaTos;

- HeaoCTaTo4YHble BUAMMOCTDb, CNbILULUMOCTL UINU TaKTUNLHOCTD,

- HeHaanexallee pacrnosiokeHne 3NEeMeHTOB YNpaBNeHna AeNCTBUAMM UNu npeacTasneHne nHdopmaummn o pe-
anbHOM COCTOSIHWMK;

- PeXxuMbl NN pacrnonioXeHUe ANEeMEeHTOoB, NPOTUBOpeYallme uMelLemyca obopyaoBaHMIO.

D.8 OnacHOCTH, BO3HUKalowWwme Npu (hyHKLMOHANLHOM OTKa3se, B Npouecce TeXHUYeCcKoro obcnyXxuBaHus, npu
CTapeHuK, M CONyTCTBYIOLLME haKTOPLI

K onacHOCTAM, BO3HMKaOLWMM NpU PYHKLMOHANbHOM OTKase, B npouecce TeXHUYeckoro obcnyxueaHwa, npu
CTapeHun, 1 CONYTCTBYIOLLUM pakTopam OTHOCAT:

- owmGKku Npu Nepeaaye AaHHbIX;

- OTCYTCTBUE NN HeaaeKBaTHOCTb MHCTPYKLMIA NO TeXHU4YeCKoMy 06CcnyxnBaHWio, BKNIOYas HeaaeksaTHoOe onuca-
Hue (byHKLMOHANbHbLIX NPOBEPOK NOCNe TeXHM4YeCcKoro o6cnyxuBaHus;

- HealekBaTHOE TexHU4eckoe obcnyxueaHue;

- OTCYTCTBUE aAeKBaTHOrO OnpeaeneHNUa OKOHYaHMA CpoKa IKClnyaTauun MeAULMHCKOTO M3nenus;

- NOTepIo ANANEKTPUYECKOH/MEXaHNHECKON LIENOCTHOCTH;

- HeaeKBaTHYIO YNaKkoBKY (3arpasHeHue W/unu nopyy MeauLMHCKOrO U3Nenus);

- MHOrokpaTHoe npuMeHeHve W/Unn HenpaBoMepHOe MOBTOPHOE NMPUMEHEHWe;

- yXyaueHune yHKLMOHANBHbLIX CBOICTE (Hanpumep MocTeneHHoe CyXXeHne MarucTpanei Ansa Xuakoctu/rasa nunu
N3MEHEeHNe COMPOTMBNEHWUA MOTOKY, ANEKTPUYECKON NPOBOAUMOCTM) B pesynbTaTe MHOFOKPATHOTO MPUMEHEHUA.
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MpunoxeHune E
(cnpaBouHoe)

KoHuenuuun pucka, npumMeHUMbie K MeAULIMHCKUM U3aenuam

E.1 OnpeneneHue pucka

Jina onpepeneHus pucka MOXHO MCMONb30BaTb pasnuuHble MeToabl. Hactoswmi ctaHaapT He TpebyeT npume-
HeHus Kakoro-nmbo KOHKpPeTHOro MeTtoaa, Ho TpebyeT onpeaenenns pucka (cm. 4.4). KonuyecTBeHHoe onpepeneHve
p1CKa BO3MOXHO MPW HanM4unm Heo6xoanMbIX AaHHbIX. MeToAbl KONMUYECTBEHHOrO onpeaeneHusl pucka MoryT NpocTo
3aKNoYaTbCA B apanTaLun KavyeCTBEHHOro MeToaa MNU NpUMEHeHWN Kakoro-nnbo anstepHaTMBHOrO noaxoaa.

Mpumep cxemaTuyeckoro NpPeAcTaBneHus pucka, NOKasaHHbIN Ha pucyHke E.1, moxeT GbiTb ucnonb3oBaH Kak
YacTb Ka4eCTBEHHOTO MeToAa onpeaenenns pucka. PucyHok E.1 BknoyeH B CTaHAAPT TOMbKO B Ka4eCcTBE MNNCTpaLum
MeToaa. JTO He 03HAYAET, YTO Takoe cxemaTudeckoe NpeacTaBreHne NPUMEHSAINT ANA MeAULIMHCKUX M3aenuii nosceme-
cTHo. Ecnn ana onpepeneHnsa pucka UCNONb3yOT METOA CXeMaTUYecKoro NPeACTaBNeHUA pucka, TO pekoMeHayeTcs
obocHOBaTb MpUMEHeHWe CxemMaTU4ecKoro NpeacTaBnNeHnsl KOHKPETHOTO pucka U NPUBECTM ero MHTEpMpeTaLmio.

KoHuenuma pucka asnseTca komOMHaLMen AByX CNeayoLMUX KOMMNOHEHTOB:

- BEPOSAITHOCTU NPUUUHEHNA BPeAa, TO €CTb BO3MOXHON YacTOTbl €70 NPUMUHEHNR;

- nocneact BUNA NPpUYINHEHHOrO Bpeaa, TO €CTb ero TAXeCTU.

MNpun onpepeneHnn pucka pekoMeHAYeTCA paccMaTpuBaTh MHULMWPYIOLWME NPOUCLLECTBUA UNU 0BCTOATENLCTBA,
nocrneaoBaTenbHOCTb HexenaTenbHblX cobbiTUiA, Niobble cMarvatowme akTopsbl, a Takke XapakTep U 4acToTy BO3MOX-
HbIX BpeAHbIX NOCNeACTBUN MASHTUMUUMPOBAHHLIX onacHocTen. PUCK cneayeT onpeaenaTh B TepMuHax, obneryarowmx
NPUHATUE peLUeHUi Mo ynpasneHnto puckom. MNpu aHanu3e pucka peKoMeHAYeTCA ero KOMMOHEHTHI, T.e. BePOATHOCTb U
TSXKeCTb, pacCMaTpuBaTh pPasaentHo.

YBenuueHne BepoATHOCTN pUcka
A

O6nactb HepoONYCTUMOrO pUcka

0O6nactb MMHUMAIbHOMO NpaKkTU4YecKu
JOCTWXMMOTO pUCKa

OGnacTb LWKMPOKO [ONYCTUMOro
pucka

oy
P

YBenuueHue TsHkecTu B
PucyHok E.1 —Cxematuueckoe npeacraesneHne Tpex obnacren pucka

E.2 BeposiTHoCTb pucka

E.2.1 YpoBHM BEpOATHOCTN pUCKa

B koHKpeTHbIX obcTosTenbCcTBax, NPy HaNMYMM AOCTaTOMHOTO KONMMYECTBa AaHHbLIX NPeAnoOYTUTENbHLIM ABNAETCA
paspeneHne ypoBHeW BepOATHOCTU puUcka Mo KONUYECTBEHHLIM xapakTtepuctukam. Ecnu 310 HEBO3MOXHO, U3rOTOBM-
Tenb JOMKEH MPUBECTU ONMCaHWe Mo KayecTBeHHbIM Mpu3Hakam. Mpu pasgeneHun ypoBHEW BEpOATHOCTU pucka no
Ka4yeCTBEHHbIM NPU3HaKaMm WU3roTOBUTENb MOXET MCMONb3OBaTb AeCKPUMNTOPLI, NpeAHa3HaYeHHble ANA KOHKPETHOro
MeAULIMHCKOro nspaenus. dakTU4eckn 3To NOoHATUE NpeAacTaenseT co6oM KOHTUHYYM, OAHAaKO Ha NPaKTUKe MOXHO Npu-
MEHATb KOHKPeTHOe YMcno ypoBHel. B aToM cnyyae n3roToButenb ycTaHaBNMBaeT HEOGX0AMMOE YUCNO YPOBHEN U
cnoco6 ux onpeaeneHns. YpoBHU BEPOATHOCTUA pUCKa MOFYT ObiTb BblpaXeHbl onucaTtenbHbiMU onpeaeneHnamm (Ha-
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npuMep «HEBEPOATHAA», «MamnoBEPOATHANAY, «HE3HAYUTENbHAAY», «CNyYanHaaA», «BEPOATHAAY, «4acTan») UM CUMBO-
namm (P1, P2utpa.).

Mpu onpepeneHnn ypoBHEN BEPOATHOCTM paccMaTpUBaIOT MHULMUpPYIoWme cobbiTna n o6CTOATeNbCTBa, a Takke
nocrneaoBaTenbHOCTb HexenatenbHbIX cobbiTuii. Mpn 3ToM OoTBE4AIOT Ha BONPOC, BO3HUKAET NN ONAaCHOCTL:

- MpY OTCYTCTBUWN OTKa3a U3AENURA;

- B Clyyae oTkasa;

- TONbKO NPU YCNOBUN MHOTOKPATHBLIX OTKA308B.

YpoBeHb BEPOATHOCTM KXKAOrO NPOUCXOAALLErO HeXenaTenbHoro cobbiTua onpeaensioT Ha cTaaum naeHTudm-
KaumMu onacHocTu. ina onpefeneHna YPOBHA BEPOATHOCTU pucka 0GbIMHO NPUMEHSAIOT crneaylowme cnocobsi:

- UCNONb30BaHWE COOTBETCTBYIOWMUX AaHHLIX NPeAbIAYLWEro ONbITa NPUMEHEHUR;

- MPOrHO3UPOBaHUE BEPOSATHOCTU PUCKa C MOMOLLBIO aHANUTUHECKUX U MOAENUPYIOLIUX METOAOB;

- UCMONb30BaHNE 3KCMEPTHLIX OLLEHOK.

Bce atn cnocobbl MOXXHO MPUMEHATL Kak MO OTAENbHOCTU, Tak U coBMecTHO. lMepBble ABa cnocoGa AONONHAIT
Apyr apyra. Tam, rae BO3MOXHO, pekoMeHayeTca npumMeHaTb 06a cnocoba. B aToM cnyuyae nx MOXHO UCNONbL30BaTL ANA
HE3aBMCUMbIX NEePEKPeCTHLIX MPOBEPOK, YTO MO3BONUT MOBLICUTL AOCTOBEPHOCTbL pesynbratoB. Ecnu atm cnocobbl He
MOryT GbiTb UCNONBb30BaHBLI UMW ABNAKOTCA HEAOCTATOYHLIMU, MOXET BO3HUKHYTH HEOOXOAUMOCTL B 3KCNEPTHLIX OLEeH-
Kax.

HekoTopble onacHOCTU BO3HUKAIOT BCMEACTBME CKOpee CUCTeMaTUHEeCKUX, YeM CrydyaiHbIX 0TKa3os (Hanpumep
ONacHOCTW, Bbl3BaHHbIE OTKa3aMMn NporpamMHoro ofecneveHns, CBA3aHbI C CUCTEMaTUUECKMMU OTkasamm). Cuctema-
TU4eckue oTkasbl paccMoTpeHbl B E.4.3.

E.2.2 YpoBHUN TsHKECTH pUcka

Mpw pazpeneHnn ypoBHEN TAXECTU pucka NO KavyeCTBEHHbIM MNPU3HaKam U3roTOBUTENb MOXET UCNoNb3oBaTh
AECKpUNTOpPbI, NpeAHa3Ha4YeHHble ANA KOHKPETHOro MeAULMHCKOro usaenus. ®akTnyeckn STo MoHATUE NpeacTaBnaeT
coB0oM KOHTUHYYM, OQHaKO Ha NPaKTUKe MOXHO NPUMEHATb KOHKPeTHOe YMCNO YpPOoBHeW. B aTOM cnyyae uarotosutenb
ycTaHaenueaeT Heobxoaumoe YMCNo ypoBHEN 1 cnocod nx onpeaeneHna. YpoBHWU TSXKECTU pucka MOryT ObiTb BbipaXeHb!
onucaTtenbHbIMK OnpeaeneHnsaMn (Hanpumep «nNpeHebpexnmMo mManaa», «He3HauuTenbHas», «KpUTUYeckas», «Cepb-
e3Haa», «kaTacTpoduryeckan») unu cumeonamm (S1, S2 n 1.a.).

U3roToentens AomkeH NPUMEHATL pasgeneHne Ha YPOBHU TAXKECTU pucka K KOHKPETHOMY MeaWULMHCKOMY u3ae-
NUIO C YHETOM KaK KPaTKOCPOUHBIX, Tak N AONFOCPOYHLIX 3dheKToB.

E.3 QonycTMmbin puck

E.3.1 O6wme nonoxexna

HacToswwmi ctaHaapT He ycTaHaBNUBaET YPOBHU AOMYCTUMOTO pucka. MeToabl onpeaeneHns AonyCcTMMOro pucka
BKNIOYAKT B cebs:

- NPUMEHEHWE CTaHAapPTOB, yCTaHaBNMBaLWKUX TpeGoBaHUA, COOTBETCTBME KOTOPLIM AOMKHO CBMAETENLCTBOBATL
0 AOCTWKEHUW AOMYCTUMOrO pucka AN MeAULMHCKUX U3AENUil KOHKPETHBIX BUAOB N KOHKPETHBIX PUCKOB;

- UCMONHEHNE COOTBETCTBYIOLLIMX PYKOBOAALLUMX YKa3aHUA, HanpuMep Tex, KOTopble NPUMEHAIOT B KOHLENLUn ean-
HUYHOro oTKasa (noapobHee cm. [7], 9.10);

- CpaBHeHWe YpOBHeN JONYCTUMOTO pUcka, U3BECTHBIX MO YXe NPUMEHAEMbIM MEAULMHCKUM U3AENUAM.

Puck pekomeHayeTca cuntaTb AONYCTUMbIM, TONBKO €CNW OH Man Mo CPaBHEHUIO C OXMAAEMON NONL3ON.

JTltoBoW puUck MOXKHO OTHECTU K OfHOM M3 Tpex obnacTei:

1) LWMPOKO ACMYCTUMOrO PUCKa;

2) MUHMMaNbHOrO MPaKTU4ECKN AOCTUKMMOrO PUCKa;

3) HeponycTMMOro pucka.

Mpumep cxemaTnyeckoro n3obpaxeHusa Tpex obnacren pucka npeactaeneH Ha pucyHke E.1. MoHaTue Tpex obna-
cTel pucka AOMKHO BbiTb NPUMEHEHO K KOHKPETHOMY MeAWLMHCKOMY W3Aenuto.

MpuMepbl KONMYECTBEHHOTO OnpeaeneHns BEPOATHOCTM N THKECTU PUCKa MOXHO HalTU B HEKOTOpbIX CTaHAaap-
Tax, ykasaHHblX B [7] — [9], [12]. Monb3oBaTensm HacTosLWero cTaHaapTa peKoMeHAyeTCA onpeaensTb YpOBHW BEPOATHO-
CTU N TAXECTUN PUCKa B OTHOLLEHUN COBCTBEHHbIX CNyYaeB NMPUMeHEHUS.

E.3.2 O6nacTb WMpoko A0NYyCTUMOro pUcka

B HeKoTOpbIX cny4asx oLeHWBaeMbl PUCK HACTOMNBLKO Man Mo CPaBHEHUIO C APYrMMU PUCKAMU U C TOYKW 3peHus
nonb3bl OT NPUMEHEHUS MEANLMHCKOrO U3AENUA, YTO UM MOXHO npeHebpedb. B Takux cnyyasx puck asnaeTca aonycTu-
MbIM U HET HeOBGXOANMOCTU B MPUHATUMN aKTUBHBIX Mep MO ero yNpasneHuto.

E.3.3 O6nacTb MMHUMaNbLHOro NPaKkTU4eCKN AOCTKUMOro pUcka

MoxHO npeanonoXuTb, 4To NOGOM PUCK, CBA3AHHBLIN C MEAULMHCKUM u3genvem, SBnaeTca AonycTUMbIM Npuy
Hanu4ynM yny4yLieHns NporHo3oB AN nauueHTa. Ho Takow noaxoAa CNyXuT onpaeBaaHWeM ANs NpUHATUA HeOBOCHOBaHHO-
ro pucka. JIloGon puck cnegyeT yMmeHblaTb 40 MUHUMaNbHOMO NPakTUY4eCKU AOCTMKMMOTC YPOBHA C y4eTOM MOMb3bl OT
MPUHATUA PUCKA, a TakKe BO3MOXHOCTU M Lenecoobpa3HoCTU ero AanbHenwero yMeHbLUeHUs.

K uenecoo6pa3HOCT OTHOCAT CNOCOGHOCTL U3rOTOBUTENA YMEHbLWMTL pUck. LienecooBpasHocTb uMeeT ase co-
cTaenawLme:

a) TeXHN4eCKy!o;

b) skoHOMUYeckyto.
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K TexHnyeckon LenecooGpa3HOCTU OTHOCAT CMOCOGHOCTL WM3rOTOBUTENS YMEHbLWNTL puck Ge3 ydyeTa 3aTpart.
K akoHOMuueckown Lienecoobpa3HOCTU OTHOCAT CNOCOOHOCTb U3rOTOBUTENSA YMEHbLNTL puck 6e3 npespalleHns maTe-
puanbHoro ofecneyeHna NPon3BoACTBa MEAULMHCKOrO U3Aenusa B 3KOHOMUYECKN HeOBOCHOBaHHbIM NPoekT. PakTopbl
CTOMMOCTU 1 AOCTYMHOCTU paccMaTpyBaloT MpU peLLeHun Bonpoca O TOM, KakMe Mepbl LenecoobpasHbl B TOW cTeneHu,
B KaKOW OHW BNUAIOT Ha COXpaHeHue, noaaepxaHue unu ynydweHve 3A0poBbA YenoBeka.

OObIYHO OCHOBHbIE PUCKU CreayeT YMeHbluaTb Aa)e NpU 3HauMTenbHbIX MaTepuanbHbiX 3aTpatax. Ecnu peub
naet 06 obnacTu LWMPOKO AOMYCTUMOrO PUCKa, MOXHO CHMTaTb AOCTATOMHBIM AOCTUXEHWE ONTUMAanNbHOrO COOTHOLLEHUS
pvck/nonbaa.

E.3.4 O6nacTb HeAONYCTUMOrO pUCKa

HekoTopble pyckv Mpy OTCYTCTBUM BO3MOXHOCTU UX YMEHbLUEHNS MOXHO paccMaTpuMBaTb Kak HeAonyCTUMble B
nobom cnyyae.

E.3.5 PelueHusn o nonycTMMOCTU pUcKa

Heo6xoanMo 4eTko pasrpaHMuMBaTb PUCKM, KOTOPble Tak Manbl, YTO HeT HeoBXOoANMOCTU B UX PACCMOTPEHUU, U
puCKN, KOTOpble Gonblue nepBbiX, HO AOMYCTUMbI BBMAY OXMAAeMON NoNb3bl U HELLeNecooOpa3HOCTU UX YMEHbLUEHWS.
Mocne naeHtTUukaumm onacHoCTM U onpeaeneHns pucka HeoBxoanMOo peLllnTb FMaeHbIA BONPOC — ABNAETCA NN PUCK
HaCTONbKO HU3KUM, YTO ero MOXHO He paccMaTpuBaTb WU, CNeAoBaTeNbHO, He YMeHbLUaTh. JTO pelleHne A0MMKHO ObiTb
NPUHATO ANA KaXA0W ONacHOCTU.

Ecnn Ha nepeom 3Tane NpUMHUMAT pPeLleHue, YTO PUCK He ABNSAEeTCA NpeHebpeXxxMmo ManbiM, TO Chneaylwmm
atanom Oynet paboTa No yMeHbLUeHU pucka. YMeHblueHne pucka MoxeT ObiTb LenecoobpasHbiM nnu Helenecoob-
pasHbIM, HO 3TOT BOMNPOC CNeayeT paccMaTpueaTb. Ha BTOpOM 3Tane BO3MOXHbI CneayroLine BoiBOAbI:

- NPUHATUE OAHOW unu Gonee Mep Mo YMEHbLUEHUK PUCKA MOXET YMEHbLUUTb PUCK A0 YPOBHS, NMpU KOTOPOM He
6yneT Heo6xoaMMOCTM B €ro AanbHeuLeM pacCcMOoTpeHuu;

- HE3aBUCMMO OT TOro, BO3MOXHO MNN HET HEKOTOpPOEe YMEHbLUEHVWE PUCKa, ero yMeHbileHue A0 YPOBHSA, Npu
KOTOPOM HEeT HeoOXoAMMOCTM B €r0 paccMoTpeHumn, SyaeT HeuenecoobpasHbiM.

B nocnegHeM cnyyae pucK peKOMEHAYeTCA YMEHbLWNTb A0 MUHUMAanNbHOrO NpakTMYeCcKu AOCTXKUMOrO YPOBHS, a
3aTeM CPaBHUTb BO3MOXHBIN PUCK U OXuAaemylo nonb3y. Ecnu nonb3a npesbilUaeT pUcK, TO PUCK MOXHO CUUTaTb
ponycTuMbiM. Ecnun nonb3a He npeBbillaeT pUck, TO PUCK CHATAIOT HEAOMYCTUMBIM M OT NpoekTa cneayeT OTKkasaTbes.

HakoHel, korga BCe pUCKU MPU3HaHbl AONYCTUMBIMW, OLEHUBAIOT MOSHbLIA OCTATOMHBIAN PUCK ANA TOrO, YTOObI
y6eanTbca B COXpaHeHUM ONTUMarnbHOrO COOTHOLLEHUS MeXAY BO3MOXHBLIM PUCKOM U OXMAAEMON NOMNb3OW.

Takum of6pasom, ecTb Tpu npobnemsl, TpebyloLwme NPUHATUS PELLEHUA, KOrAa BO3HWUKAIOT credylowme BONpoch! O
DONyCTUMOCTU PUCKOB:

1) ABNAETCA N PUCK HACTOMNbKO HU3KUM, YTO HET HEOBXOAMMOCTU B €r0 pacCMOTPEHUN?

2) eCTb Nu eLle MPUYUHBI ANA PAaCCMOTPEHUA PUCKA WIN Ke PUCK HAcTONMbKO Man, HaCKOMbKO 3TO NpaKTUYeCKn
JOCTWXMMO, U OXMAaemas nonb3a ero nepeeelunsaeT?

3) pocTurHyTo Nu obllee onNTUManbHOE COOTHOLLUEHME MeXAY BCeMM pPUCKaMu U BCEW OXuaaeMon Nonb3on?

E.4 MNpuunHbI 0OTKa30B

E.4.1 Buabi oTkasoB

OnacHble cuTyaumm MoryT 6biTb CNEACTBUEM OTKasa cucTembl. CylIeCTBYIOT ABa BO3MOXHbLIX BUAA OTKA30B:

1) cnyyaniHble;

2) cuctemaTnyeckme.

E.4.2 Cny4anHbIM OTKa3

CraTucTuyeckaa BepOATHOCTb OTKa3a MOXeT ObiTb onpeaeneHa Ana MHOMMX COBbITWIA (Hanpumep, BEPOATHOCTb
OTKa3a y3na 4acTo onpeaensT UCXOAA U3 BEPOATHOCTEN OTKa3a ero KOMNOHEHTOB). B aTOM cnyyae BepOATHOCTM OTKasa
MOXeT ObITb NpUcBOEHO UndpoBoe 3HadeHne. OCHOBHLIM MPeanonoXKeHWeM ABNAETCA CNyyYanHblil XapakTep OTKa3oB.
MpuHATO cunTaTb, YTO OTKa3bl annapaTHOro obecneveHNa MOryT HOCUTL CryYalHbI UNMU CUCTEMAaTUYECKUIA XapakTep, a
OTKasbl NporpaMmMHoOro ofecneyeHns — cucTeMaTu4eckuii xapakrep.

E.4.3 Cucrematnyeckum oTKas

Cuctematnyeckme oTkasbl BO3HMKAIOT NPU OCYLLECTBNEHUM NOGOro Buaa ASATENbHOCTU U ABNAIOTCA pe3ynsTaToM
owmnGoK (BkNtouas oWwmnBKW BHIMONHEHUA UMW HEBLINONHEHWA), KorAa onpeaeneHHble CoHeTaHUst BXOAHLIX AaHHLIX UMK
OKpY>atoLLMX YCNOBUIA MOTYT NPUBECTU K OTKa3Y.

Owwnbkn, npuBoAALLME K CUCTEMATUHECKMM OTKa3aM, MOryT BO3HUKHYTb Kak B annapaTHOM, Tak U B NPOrpamMMHOM
obecneyeHunn B ntoboit MOMEHT B npoLiecce pa3paboTku, N3rOTOBNEHUS UNWU TEXHUYECKOTO 0OCNYKMBaAHUA MEAULIMHCKO-
ro nagenus. MNpuMmepamun cnuctemaTUyecKnx OTKa3OB ABNAKTCA cnyyau, Koraa:

a) HeBepHO paccuUUTaHHbIN MNAaBKUA NPeAOXpPaHUTENb He MO3BONAET NpPeaoTBpaTUTL OnacHy cutyauuo. MNapa-
MeTpbl NNaBKoro nNpeaoxpaHnTena Mornu ObiTb HEBEPHO OfpeaeneHbl, HeMpaBWUbHO YCTaHOBMNEHb! MPU U3rOTOBNEHUN
UNN HeNpPaBUNbHO 3aMeHeHbl NPU PEeMOHTE;

b) npumeHeHne HecooTBeTCTBYIOWErO MaTepuana npu 3aMelleHnn Ta3obeapeHHOro cyctaBa NPUBOAUT K uYpes3-
MepHO ObICTPOMY U3HOCY U NpexaeBpeMeHHOMY O0TKa3y uMnnaHTata TazobeapeHHoro cycraea. [puMeHeHHbl maTepu-
an Mor 6biTb HeBepHO creunbnLMPOBaH UNU HEBEPHO UCNONBL30BaH MPY U3rOTOBNEHUW UMMANaHTaTa (Hanpuvep 3akas
HEeCOOTBETCTBYILLEro MaTepuana y nocTaeLmka);
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¢) B 6ase AaHHbIX NporpaMmHoro ofecnedeHna He NpeayCMOTPEHO COCTOAHWE 3anonHeHHoU 6a3bl AaHHbIX. Ecnu
6a3a AaHHbIX 3anonHeHa, HEesICHO, YTO AenaTb NporpaMMHoOMy ofecreverunto. BoaMoXHbIM NOCNeaCcTBMEM MOXET CTaTb
yAaneHue CyLLeCTBYIOLMX 3anuceii U3 6asbl AaHHbIX C Lienbio 0CBOGOXAEHUA MecTa ANs HOBbLIX 3anucen.

ToyHoe onpeaeneHne YacToTbl CUCTEMATUHECKUX OTKa30B 3aTPyAHWUTENbHO. 3TO CBA3aHO, B NEpBYI0 oyepeab, CO
cneayloWwnMN NpudnHamu:

a) M3aMepeHne 4acToTbl CUCTEMaTMHECKNX OTKa3soB TpeGyeT GonbluMx 3aTpaT TpyAaa U AeHeXHbIX cpeacTs. [ocTu-
KeHWe NpueMnemoro ypoBHS JOCTOBEPHOCTM pe3ynbTaToB HEBO3MOXHO §e3 M3MepeHWs YacToThbl OTKA30B B TeueHue
ANUTENBHOTO BPEMEHM;

b) He AOCTUIHYTO cornacwe No KONUYECTBEHHOMY METOAY OMpPEeAerieHNs YacToTbl CUCTEMATUYECKNX OTKA30B.

B Tex cnyyasx, koraa AN onpeaeneHns CUCTEMaTUHECKMX OTKA30B HE MOXeT BbiTh YCTAHOBNEH COOTBETCTBYIOLWMIA
YPOBEHb AOCTOBEPHOCTU, MEHEKMEHT PUCKA PEKOMEHAYETCA OCYLECTBNATL, MCXOAA U3 TSHKECTU Bpeaa, NPUNHAEMOo-
ro KOHKPETHOW ONacHOCTLI0. MepBoHaYanbHoe onpeaeneHne pucka BO3HUKHOBEHMS CUCTEMAaTUYECKMX OTKa3oB cneay-
€T OCHOBbIBaTb Ha NPeANONOXEHUN, UTO CUCTEMAaTUUECKMIA OTKA3 NPOUCXOAUT C HEMPUEMNEMON YacTOTON.

CyLiecTByeT B3aUMOCBA3b MEXAY Ka4eCTBOM MPUMEHAEMBIX NPOLIECCOB PaspaboTknm U BO3MOXHOCTBIO BO3HUKHO-
BEHUA UNW HEBLISBNEHUS CUCTEMATUYECKOro OTKasa. YacTo uenecoobpasHo onpeaenuts HeoBXxoauMoe Ka4ecTso APo-
uecca pa3paboTkn C y4eTOM TSKECTU MOCMEeACTBUA CUCTEMATUHECKMX OTKA3OB M Pe3ynbTaTUBHOCTU BHELWHUX Mep no
YNpaBsneHuio puckoM. Yem Tskernee MOCNEACTBMA U MeHbLUE Pe3yNbTaTUBHOCTb BHELHUX Mep M0 YNPaBNEeHUIo PUCKOM,
TeMm BbilWe AOMKHO GbITb KAYECTBO NpoLiecca paspaboTkn.
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Mpunoxexue F
(cnpaBouHoe€)

Undopmaumsa o meTogax aHanusa pucka

F.1 O6wue nonoxeHus

HacTosilee npunoxeHue coaepXuUT pyKoBOASILLME YKa3aHWA OTHOCUTENBHO HEKOTOPLIX CYLUECTBYIOWMX METOAOB
BEPOATHOCTHOTO aHanu3a 6e30nacHOCTU MEAVLIMHCKOTrO MU3Aenusi, KOTopble MOXHO NMPUMEHsATb cornacHo 4.3. 3tn me-
TOoAbl ABNSATCA AOMONHUTENBHLIMKU, U MOXET BO3HUKHYTb HEOOXOAMMOCTb B UCMOMNb30BaHUN HEKOTOPbIX U3 HUX. OCHOB-
HOM MPUHLUMN 3aKNioYaeTcs B NO3TANHOM aHanu3e BO3MOXKHbLIX NOCNEACTBUIA Npeanonaraemoro cobbitna. Bonee pe-
TanbHble pa3bsACHEHUA npuBeaeHs! B [8].

F.2 AHanu3 xapakTepa 1 NnocneAcTBUM OTKa30B

AHanu3 xapaktepa U NocneacTBUIA OTKA30B ABNSAETCA, B NEPBYIO ouepeab, Ka4eCTBEHHbIM METOAOM, C NOMOLLbIO
KOTOPOro CUCTEMaTMUYECKU ONpPeAensalnT U OLEHUBAKDT NOCNEACTBUA OTKa3a OTAENbHOrO KOMMOHEHTa MEeAULIMHCKOro
n3genusa. 3TO UHAYKTUBHBLIN MeTOA, UCMONb3YIoLWKWIA BOMPOC «UTO cnyunTca Ha Bbixoge, ecnu ... ?». KoMNoHeHTh mean-
LMHCKOro U3aenua aHanuaupyioT nocneaoBaTensbHo, OAWH 3a ApYrM, YTO B OCHOBHOM COOTBETCTBYET YCNOBUIO €ANHNY-
HOro OTkasa. AHanu3 NpoBOAAT B peXuMe «CHU3Y-BBEPX», T.€. NOCPEeACTBOM nepexoaa k cneayioluemy, 6onee BbICOKOMY,
(PYHKLMOHANLHOMY YPOBHIO CUCTEMBI.

AHanu3a xapakTepa v NocneacTeni OTKa3oB MOXeT ObiTb pacluMpeH 3a cYeT UCCNEAOBaHUA CTeNeHN TAKECTH
nocneacTBUA, BEPOATHOCTU UX BO3HUKHOBEHUA U OOHapyXeHUst COOTBETCTBEHHO, U MOXET CTaTb aHanu3oM xapakrepa,
nocneAcTBUA U KPUTMHHOCTM OTKA30B. [iNA BbINONHEHUA TAKOro aHanu3a KOHCTPYKLUUS MeQULIMHCKOro u3aenva AomkHa
ObITb M3BECTHA BO BCEX NOAPOGHOCTAX.

AHanus xapaktepa 1 NoCNeAcTBU OTKa30B MOXeT ObiTb Mone3HbiM METOAOM paccMOTpeHuA ownbok yenoeeka.
Takoi aHanus TaKke MOXHO NPUMEHATL ANA UAEHTUUKALMU ONacHOCTEN, NpPeaocTaBnaa Takum o6pa3oM UeHHble
BXOAHble AaHHble ANA aHanusa «Apesa HeucnpasHocTen» (cM. F.3).

HepoctaTkn 3Toro Metoaa CBA3aHbl C TPYAHOCTAMM, BO3HUKAIOLWMMW NPU HANUYUK M36bITOYHONW MHOPMaLUWK,
paccMOTPEHUN U BbIMONHEHUN AENCTBUIA NO PEMOHTY U NPEBEHTUBHOMY TEXHUYECKOMY 0GCnyxunBaHuio, a Takke ¢ orpa-
HUYEHHBIMU BO3MOXHOCTAMWU METOAA B YCNOBUAX €AUHUYHOrO OTKasa.

Bonee nopgpofHan MH¢popMauma Nno MeToaamM aHanusa xapakrtepa v NoCneAcTBUN OTKa3oB npueeaeHa B [9].

F.3 AHanus apeBa HeucnpaBHOCTEH

AHanu3 apeBa HeUCNpPaBHOCTEN ABNSAETCA, B NEPBYI0 o4epeAb, CPEACTBOM aHanu3a onacHocTen, uaeHTudpuumpo-
BaHHbIX C MOMOLLIbIO APYrMX METOAOB; €ro HAUMHAIOT C MONOXEHUA O HeXXenaTenbHOM MOCNeACTBUN, HA3bIBAEMOM Takoke
«rnaeHbIM cobbiTeM». MeToaoOM AeAYKLMW, HAYMHAS C MMaBHOIO COBbITUSA, MAEHTU(MULMPYIOT BO3MOXHbIE MPUYUHBI UNn
XapakTepbl 0TKa30B, Bbi3blBalOLLME HexenaTenbHble NocneacTBuA, Ha 6onee HU3KOM (byHKLMOHANBHOM YPOBHE CUCTe-
Mbl. Cneaylowan 3a aTuM noatanHas uaeHTUdUKauma HexenaTenbHOro (pyHKLUMOHUPOBaHWA CUCTEMbl C MocneaoBa-
TenbHbIM MOHWXEHWEM YpOBHEN NPUBOAUT K TOMY YPOBHIO CUCTEMbI, KOTOPLI 0ObIMHO 1 NpeacTaBnseT cob0on UCTOUHUK
HeucnpaBHOCTU. OTO NO3BONSAET YCTaHOBUTL MOCNEA0BaTENbHOCTU, Hanbonee YacTo ABNAIOLMECA NPUUMHAMK Hexena-
TenbHoro cobbiTnaA. MpumeHeHne Takoro MeToaa nonesHo npu cyaebHbIX pasbupaTenscTBax.

PesyneraTthl npeacTaBnsaT rpadguyecky B BUAe ApeBa HeumcnpaBHOCTeW. Ha kaxxaoM ypoBHe ApeBa komMOuMHaLmum
BMAOB HEUCNPaBHOCTEN onucaHbl normyeckumn onepatopamu (U, UNA 1 7.4.). Buabl HeucnpaBHoOCTeW, naeHTUNLMPO-
BaHHble Ha ApeBe, MOryT ABMATLCSA COObLITUAMW, CBA3AHHLIMU C OTKa3aMu annapaTHoro obecneveHns, YenoBe4YeckUM
dakTopoM nnn NS6IMU APYrMMKU MPOUCLLECTBUAMM, BEAYLUMMMU K HeXenaTenbHbIM NocneacTBuaM. Buabsl HemcnpasHo-
CTen He orpaHuyeHbl YCNoBUSMU €AUHUYHOrO OTKa3a.

AHanua gpesa HeUCNpaBHOCTEN NO3BONAET CUCTEMATUYECKU N B TO K& BPeMsa AOCTaTO4HO rubko paccmaTtpueaTh
pa3nuyHble hakTopbl, BKNOYas YenoBeveckuin. AHanM3 apeea HEUCNPaBHOCTEN UCMONb3YHOT, B NEpBY0 odepeab, Npu
aHanuse pucka B kadyeCTBe MHCTPYMEHTa onpeaeneHna BepoaTHOCTeN oTkasoe. Mpaduyeckoe npeactaeneHne obnerya-
€T NOHNMaHne NoBeaeHNA CUCTEMbI U BXOASALLMX B Hee (pakTOpOB, HO Koraa ApeBo cTaHoBUTCA Gonblunm, ero obpaboTtka
MOXeT noTpeGoBaTb NPUMEHEHUS KOMMBIOTEPHOW CUCTEMbI. 3Ta 0CODEHHOCTb 3aTpyaHSeT Bepumkauuio apeea Heuc-
nNpaBHOCTEN.

Bonee nonwas nHdopmauma o npoueaypax aHanusa apesa HeucnpaBHocTel npuesepeHa B [10].

F.4 U3yuyeHue onacHocTeM U 3KCNJTyaTauMOHHON NPUroaHOCTHN

MN3yyeHne onacHocTen 1 aKCnnyaTaLmMoHHOW NPUroaHOCTU NMPOBOAAT aHaNOrM4YHO aHanuay xapakrepa u nocnea-
CTBUIA OTKA30B Ha OCHOBaHUW TEOPeTMYECKON NPeAnOChINKK, YTO HexenaTenbHble cobbiTua 06ycnoBneHbl OTKNOHEHWS-
MW OT NPOEKTa UNW NpeayCMOTPEHHON JKCNnyaTauMm MeauUUHCKOro nagenus. MaydeHune onacHoCTen 1 akcnnyataum-
OHHOW NPUrOAHOCTN ABNAETCA cUcTeMaTUYeckMmM MeToaoM. STOT MeTod Obin NnepeoHavanbHO paspaboTaH Ana npume-
HEHNA B XMMMWYECKON MPOMbILUNEHHOCTU. OCKONbKY NpUMEHeHWe AaHHOrO MeToAa B XMMWYECKON MPOMBILLNEHHOCTU
COCPeAOTOMEHO Ha OTKMOHEHUSAX OT MpoekTa, CyLeCTBYIOT ero ansTepHaTUMBHble NpuMeHeHus B oBnactu pa3paboTtku
MeANLMHCKUX n3genui. Metoa nsy4yeHns onacHoCTen 1 3KCnnyaTauMoHHON NPUrOAHOCTU MOXHO MPUMEHATL K npoLiec-
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¢y (PYHKLMOHNPOBAHNS KOHKPETHOrO MeAMLMHCKOro n3aenus (HanpuMep cylecTeylowmMM Metoaam/npoueccaM anarHo-
CTVKW, NEYeHUs unu obnerdyeHns GonesHei, BLICTYNAKLIMM B Ka4ecTBE LieNW NpoekTa) Unv K npoueccam, UCronbaye-
MbIM NPU U3FOTOBNEHUN UNU TEXHUYECKOM OBCNYXMBaHUM MEAULMHCKOro n3aenvs (Hanpumep cTepunuaaumm), KoTo-
pble MOryT OKasblBaTb 3HAUUTENbHOE BMUAHWE Ha (PYHKLMOHMPOBAHWE MeAULMHCKOro usgenvs. [na gaHHoro metoaa
XapakTepHbl ABe OCHOBHble O0COBEHHOCTM:

1) Mcnonb3oBaHWe rpynnbl CeLUanmcToB, KOMNETEHTHLIX B 06NacTM NPOEKTUPOBaHNS U MPUMEHEHUS KOHKPETHO-
ro MeauLUMHCKOro M3aenus;

2) NpMMeHeHne COOTBETCTRYIOLLMX KNKOYEBLIX CNOB ANA UASHTUMKALMM OTKNOHEHUIA OT HOpManbHOW SKCrnyaTa-
umn.

Lensmu MeToaa ABNAKTCA:

- COCTaBneHue MoMHOro ONMCaHWA MeaULMHCKOTO U3Aenus 1 ero npeayCMOTPEHHOro NPUMEHEHNS;

- CMCTEeMaTUYEeCKWIn aHanM3 KaXaoi 4acTi NpeayCMOTPEHHOro NpUMEHeHWs/ NpeayCMOTPEHHOrO HasHa4YeHns ¢
Lenblo onpeaeneHnst MPUYNHLI OTKMOHEHWS OT HOpManbHbIX paBounx yCnoBuin 1 NpeayCMOTPEHHOrO NPOeKTa;

- onpeAeneHne NOCNEACTBUI TakUX OTKNOHEHWIA U MPUHATUE PeLLeHnst O TOM, MOTYT NN 3TW NOCNEACTBUA NPUBECTM
K BO3HWMKHOBEHMWIO OMNacHoCTel Unu co3gaTtb Npobnemsl ¢ akcnnyaTauunei.

MocneaHssA Lenb 0COGEHHO BaXHa MPUMEHUTENBHO K MpoLeccaM, UCNoNb3yeMbiM Npy U3roTOBNEHU MeanLMWH-
CKMX WU3AENWUI, KOTAA XapakTepUCTUKU KOHKPETHOrO MeAWLMHCKOrO U3Aenus 3aBUCAT OT MpoLecca W3roTOBNeHWs.
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Apyrue cTaHaapThl, cogepxalime MHpopMaLmio

Npunoxexune G
(cnpaBouHoe)

rocCTt P UCO 14971—2006

00 anemMeHTax MeHeMKMeHTa pUCKa, onUCaHHbIX B HACTOALLEeM CTaHAaapTe

Ta6nuuya G.1 — 3nemeHTbl MEHe)KMEHTa KaYeCcTBa, CBA3aHHbIE C ANeMeHTaMn MeHePKMEHTa pucka

n
0630p Npouecca MeHeMKMEHTa pUcka 41 (?:3 (%3_ 7
npume- npume-
vanue 1) | vaHue 2)
Obuwwue
Tpe6oBaHust
Onpepenexue oBnactu
npUMeHeHus
Ananus NaeHTudukaumns
pucka OnacHoOcTen
OnpepeneHue pyucka
OueHuBaHve
pucka
AHanua
YnpaeneHue BO3MOXHOCTEN
puckom MpuHaTue peweHns
BuinonHexune
Moct-
npomn3BoACT-
BEHHasi
nmHdopMalus

MpumeyaHus
1 MeHeDKMEHT pucka MOXeT BbiTh YacTbio CUCTEMbI MEHEIXKMEHTa Ka'
2 dann MeHemMKMeHTa pUCcka MOXET BKIIOYATb 3aMuMcu O KadecTse.
a) BbloeneHHble o6nactv 0603Ha4aloT 3NeMeHTbl NpoLecca MeHEeIKME

23



rOCTP UCO 14971—2006

Tatbnunua G2 — ,El,pyrme MeXxayHapoaHble CTaHAapThl, CBA3aHHbIE C dNeMeHTaMU MeHEeKMEHTa pUCKa

MpumeH:
0O630p npouecca MeHedKMeHTa
pucka nco nco M M M M
UCO 9001 10993.1 | 13485 |6030
OnpepeneHue
obnactn
npUMeHeHust
AHanu3s
pucka Naoentucpukaums
onacHocTei
OnpepeneHue
pucka
OueHnBaHue
pucka
AHanus
BO3MOXHOCTEN
YnpaeneHnue
MpuHsaTHE
puckom peLlueHus
BbinonHeHue
Moctnpous-
BOACTBEHHas
UHcopMaLus
* BoigeneHHble oBnacTu 0603HaualoT 3MeMeHTbI NPOLIECCa MEHEMKA
cTaHAapTOM.
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MNpunoxeHune H
(cnpaBou4HoE)

O6ocHoBaHue TpeGoBaHuUi

H.1 O6ocHoBaHue pasaena 1 O6nacTb npuMeHeHuUs

Bo BBEegeHuM Kk HacTosiLeMy cTaHAapTy o6bacHeHa HeOOXOAMMOCTb HanMuuA cTaHAapTa No MeHeMKMEHTY
pucka, NPUMEHNMOro KO BCEeM MEAULMHCKAM U3OennaM. PUCKN CyLLeCTBYIOT Ha NPOTAXEHUWU BCEro XU3HEHHOro
uukna nsgenus. Puckamn, BbISBNEHHBIMU HA OAHOM dTane XM3HEHHOro LMKna U3fenus, MoXHO ynpaensaTb ¢ NOMO-
Wb AEWCTBUNA, NPEAMNPUHATLIX Ha COBEPLUEHHO APYroM 3Tane »M3HeHHOro uukna. Mo 9Toi npuyvHe HaCTOALMIA
CTaHAapT npefHasHayeH Ans NPUMEHEHUA Ha MPOTSKEHWU BCEro XM3HEHHOro LMKNa U3aenvs. 3TO 3HAYUT, YTO OH
YYUT U3rOTOBUTENSA NPUMEHATH NPUHLMMBI MEHEMKMEHTa PUCKa K MEAMLIMHCKOMY M3AENUI0 C MOMEHTa 3apOXAeHUs
nepBoHaYyansHON KOHLENUMU 3fenvs 1 A0 ero OKOHYaTenbHOro AEMOHTaXa WUNK yTUnmnsauuw.

Hacroawwmin ctaHaapT He npegHasHavyeH ANA NPUHATUA KNMHUYECKUX pelueHuit. MpuHATUe pelueHns o npoee-
AeHUN KNUHUYECKOW npoueaypbl ¢ NpUMeHeHneM MeaULMHCKOro nagenusa TpebyeT AOCTWKEHUA ONTUMaNbHOro
COOTHOLLEHUA MeXAY OCTaTOYHLIMW PUCKAMM U OXMAAEMOI NoNb3ol OT NpoBeAeHUa npoueaypbl. Mpu BbIHECEHUM
TakuX peLueHuin cneayeT yunTbiBaTb NPeayCcMOTPEHHOe NpUMeHeHne/npeayCMOTPEHHOE Ha3HaYeHue, aKcnnyaTaum-
OHHble CBOWCTBa MEeAWULIMHCKOrO M3AENnus, CBA3aHHbIe C U3AENUEM PUCKW, @ TakKe PUCKA U NONb3y, CBA3AHHbIE C
KNUHUYECKUMW npoLieaypaMn UM yCnoBUAMK 9KCnnyaTaumn. HekoTopble u3 Takux peweHnit MoryT GbiTb NPUHATHI
TONbKO KBanUPpULMpOBaHHLIM MEAULMHCKUM paBoTHUKOM, 3HAIOLWMM COCTOSiHWE 3A0POBbS KOHKPETHOrO nauueHTa
M cyGbeKTMBHOE MHeHVe 06 3TOM caMoro nauueHTa.

HecmoTps Ha cepbe3HOCTb NONeMUKM MO NOBOAY AOMYCTUMbIX YPOBHEN pUcCka, HaCTOALLMIA CTaHAAPT He ycTa-
HaBNMBAaET YPOBHM AOMYCTUMOrO pucKka. YCTaHOBNEHWE eANHOTO ANRA BCeX CyyaeB YPOBHA AONYCTUMOro pucka 6bino
6bl HeyMeCTHbIM MO CneAyLMM NPUYNHaM:

- n3-3a GonbLuoro pasHoobpasna n3nenuin n CUTyaunn, oxeaTblBaeMbIX HacTOSLLUMM CTaHAAPTOM, UTO AenaeT
6eccMbICNeHHbIM CyLLLEeCTBOBAHNE €4MHOTO YPOBHA AONYCTUMOrO pUCKa;

- 13-3@ HanNM4YnA NokanbHbIX 3aKOHOB, OObl4aes n LeHHOCTel, Gonee noaxoaaALmMX AnNa onpeAeneHns AonycTu-
MOrO pucka B KOHKPETHOW KyNbTYPHON cpeAe U KOHKPETHOM pervoHe.

MockonbKy He BO BCeX cTpaHax TpebyeTca Hanuune CUCTEeMb Ka4eCcTBa Y U3roTOBUTENSA MEANLIMHCKUX M3AEeNWN,
TO ee Hanuuune TaKke He AaBnseTca obasatenbHbiM TpeboBaHnem HacToswero ctaHpapTa. OaHako Hanuuve cucte-
Mbl KayecTBa Ype3Bbl4aliHO BaXKHO HENOCPEACTBEHHO ANA MEHeMKMeHTa pucka. BcneacTeue aToro, a Takke Toro,
YTO GONBLUMHCTBO M3rOTOBUTENEW MEAULMHCKUX U3AENWIA UCMONB3YIOT CUCTEMY KauyecTBa, HacTOALMI CTaHAapT Mno-
CTPOEH TakK, 4ToObl ero MOXHO ObINo Nerko BKNIOYUTL B MPUMEHSAEMYIO U3rOTOBUTENEM CUCTeMY KavecTBa. Ceasb ¢ [3]
nokasaHa B Tabnuue G.1 (npunoxexue G).

H.2 O6ocHoBaHue pasaena 2 TepMuHbl M onpeaeneHus

YcTaHoBneHne TEPMUHOB He AABMAETCA LieNnblo HACTosLero ctaHaapTa, No3ToMy CTaHaapT coaepxut Gonbluoe
KONUYECTBO MH(POPMaLMKN NO MEHEMKMEHTY pucKa, umetoLlenca kak B [1] — [4], [7] — [10], [12], [13], Tak u [11]. Mo
Mepe BO3MOXHOCTU B HEM UCMONb30BaHbl YXKe CyLLeCTBYIOLMEe TepMUHbI U onpeaenelns. OCHOBHbIE UX UCTOYHU-
kM — [2] n [4].

MaBecTHO, uTto B EBpocotose (EC), CLUA n gpymx cTpaHax U permoHax mupa cHutaloT o6a3aTensHbIM Hanmume
MeHemKMeHTa pucka B ABHOW nNuGo ckpbiToi dopme. MO3ITOMY NpUMeHsieMble TEPMUHBI U OnNpeaeneHna AOIKHbI
6biTb 0OLIenpu3HaHbl B perynupytomx AokyMeHTax. Hanpumep, TepMuH «usrotoeutenb» (2.6), ynotpebnsembiii B
[11], He npoTuBOpeunT onpeaenexunio, npumeHsemomy B CLUA. KomMGMHUpOBaHHLIN TEPMUH «NpeayCMOTPEHHOe
npuMeHeHne/npeayCMOTPeHHOe HasHaveHue» (2.5) MCnonb3yioT, NOCKONbKY He GbiN0 AOCTUIHYTO KOHCEHCYCa O TOM,
KaKo UMEHHO TepMUH cnepyeT NnpuMeHaTb. B [11] npuMeHsioT TepMUH «nNpeaycMOTpeHHoe HasHavYeHue», Toraa Kak
8 perynupytowwmx aokymeHtax CLUA — «npeagycMoTpeHHoe npumeHeHue». O6a TepmMyuHa UMEKOT B OCHOBHOM OAHO U
TO Xe onpeaeneHue. Bbino pelleHo Mcnonb3oBaTb KOMBGUHMPOBAHHLIA TEPMUH C OnNpeaeneHneM, aHanorM4HLIM
TOMY, KOTOpoe npumeHsloT kak B EC, Tak n 8 CLLA.

Tonbko Tpn TepMMHa B HacTOALWEM CTaHaapTe He 6a3npyloTcs Ha onpeaeneHnax, B3AThIX U3 ApYMX CTaHaap-
ToB. OTO «ynpaBneHue puckom» (2.16), «<MeHemKMeHT pucka» (2.18) n «daiin meHepkmeHTa pucka» (2.19). Onpe-
AeneHve «ynpasrieHne puckoM» GbINO cornacoBaHO C onpeAeneHnsaMU «aHanu3 pucka» U «OLEHUBaHNE pUcKay,
npueseAeHHbIMU B [2]. B onpeaeneHnn «MeHemKMEeHT pUCKa» YCUNEHO 3HaueHue CUCTeMaTM4ecKoro noaxoaa n
Heo6XoauMOCTM aHanu3a co CTOPOHbI pykoBoacTea. KoHuenums daina meHemxmeHTa pucka 6bina nepeoHaYansbHo
sbiABUHYTa B [12], HO onpepeneHve 6bINO U3MeHeHOo, Tak Kak onpeaeneHue B [12] 6bIN0 OTHECEHO K NPOTOKONam
KayecTBa, KOTOpble He ABNAIOTCA HeobxoaumbIM TpeGoBaHMeM Ana COOTBETCTBUA HACTOALWEMY CTaHAapTy.

H.3 O6ocHoBaHue pasgena 3 O6wue Tpe6GoBaHNs K MEHEKMEHTY pUcka

HecmoTps Ha rnyboko uHAMBMAYanbHLIN NOAXO0A K AEATENLHOCTU MO MEHEMKMEHTY pyUcka AN Kaxaoro pac-
CcMaTpMBaeMOoro U3fenus CylecTBYIOT OCHOBHbIE 3neMeHThl, o6a3aTenbHble ANA BKMIOYEHWS B NPOLECC MEeHex-
MeHTa pucka. Pasaen 3 onpeaenseT Takne aneMeHTbl. [pyU HEKOTOPOM pasnuuum B TpeGoBaHuAX, 06ycnoBNeHHOM
NoKanbHLIMY PasnNUUUAMMN B PErynupyoWwnx AOKyMeHTax, pasaen 3 no3sonseT yAoBNeTBOpATb TpeGoBaHna HacTos-
wiero ctaHaapTa.
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H.3.1 HaunoHanbHbIe MK perMoHanbHbIe perynupyowme Tpe6osaHun

OueHb BaXHOW ABNSETCA MeXayHapoaHas NPUMEHUMOCTb HaCTOsLLIEero CTaHAapTa, HECMOTPSA Ha pa3nuuus B
HaLMOHaNbHbIX U perMoHanbHbIX perynupyowmx Tpebosanunax. Hannyaue 3.1 Heo6xoaumo ans Toro, 4toGel 8 EBpone,
CLUIA (a Taikke B ApYrMx CTpaHax U permoHax) HacTOsLWMIA CTaHAapT MOXHO 6bIN0 NPUMEHATL B perynupyowmx npo-
rpammax. B Eepone ana HaHeceHus Ha npoaykumio mapkupoekn CE nsrotoeutens, 4Tobbl COOTBETCTBOBATL Cylle-
CTBeHHbIM TpeboBaHnaM, He 06a3aH UMeTb COBCTBEHHYH CepTUULMPOBAHHYIO CUCTeMyY KadecTBa. B CLUA Hanuume
CUCTEMBI KavecTBa sABnsAeTca obs3aTenbHbIM yCrioBMEM ANA BBeAeHUA u3aenva B obpalleHne (Kpome cneumnansHo
ocBobOXAEHHBIX OT 3TOro nsaenui). B 3.3 n 3.4 HacToAwWwero cTaHaapTa NPeAnUCcaHo CTPoroe COOTBETCTBUE N3aenus
TpeboBaHuam k cucteme kadectea. B 3.1 usrotoButento no3eoneHo NpuMeHaTb Tpeboeanua 3.3 u 3.4 emecTe ¢
CUCTEMOMN Ka4yeCTBa, €CNK 3TOro TpebyloT MECTHbIE perynupyiowme opraHsbl.

H.3.2 Npouecc meHeaKMeHTa pucka

B 3.2 oT kaxporo uarotosutens TpebyeTca yCTaHOBUTL NPOLIECC MEHeMKMEHTa pucKa Kak 4acTb mpouecca
NPOEeKTUPOBaHWUA MeAULMHCKOTO m3aenus. 310 Heob6xoanmo, YToGbl M3roTOBUTENL MO cMCTEMaTuuyeckn obecneun-
BaTb HanNUuue B npoLiecce TpebyeMblixX aNeMeHTOB. AHaNU3 pUcKa, OLEeHMBaHWE pUcKa 1 ynpasrieHne pUCKOM ABNs-
10TCA1 O6bIYHO OCHOBHBIMW COCTaBNAIOLLMMM NpoLecca MeHemkMeHTa pucka. OaHako B AOMONHEHUE K 3TUM 3NeMeH-
Tam ocoboe BHUMaHWe cneayet yaensiTb TOMY, 4TO NPOLECC MEHeMKMEHTa pUcka He 3aKaHUMBaETCA NPOEKTUPOBa-
HUEM N U3FOTOBNEHWEM MEAULIMHCKOro U3fenus, a AomkeH 6biTb NPOAOMKEH HA NMOCTNPOUM3BOACTBEHHOM 3Tane.
CnepoBaTtenbHo, c60p NOCTNPOM3BOACTBEHHON MH(OPMaLMN paccMaTpUBalOT Kak HeoOXOAUMBIA aNeMeHT npouec-
ca MeHeKMeHTa pucka. Ecnu usrotoButens NpuUMeHAET CUCTEMY KavecTea, NPOLIECC MEeHeMKMEHTa pucka peko-
MeHAYIOT NONHOCTbIO UHTErpnpoBaTh B TaKyld CUCTEMY KadYecCTea.

H_3.3 OTBeTCTBEHHOCTL BLICLLErO PYKOBOACTBA

Obs3aTenbcTBa pyKOBOACTBA NPEANPUATUA-U3TOTOBUTENA OYEHb BaXKHbI AN Pe3ynbTaTUBHOCTM npouecca
MeHepKMeHTa pucka. Boicliuee pykoBOACTBO AOMKHO HECTN OTBETCTBEHHOCTL 3@ PYKOBOACTBO MPOLIECCOM MeHeaxX-
MeHTa pucka B LenoMm. CnegoBatenbHo, NyHKT 3.3 BKNOYEH ANA YCUMEHWUA 3TOM OTBETCTBEHHOCTW. B yYacTHOCTM,
caenaxbl cneayioLmne BolBOAbI:

a) NOCKONbKY HaCTOALMIA CTaHAAPT He onpeaenseT ypoBHU AONYCTUMOrO pycka, U3roTOBUTENb AOMKEH caM
peluaTb, Kakme KpUTepUM cneayet NPUMEHATb, YYUTHIBAA NPU 3TOM uMelowmecs GakTopsbl;

b) npun oTcyTCTBMM HEO6XOAUMBIX pECYpPCOB AEATENBHOCTL NO MEHEMKMEHTY pucka ByeT MeHee pesynbTaTue-
HOW Aaxke npy GykBanbHOM COOTBETCTBUM APYrMM TpebGoBaHUAM HaCcToAWEero CTaHAapTa;

C) MeHeaXMEeHT pucka — 3TO crneunanuanposaHHaa obnactb, Tpebyiolaa npuenedeHns nuu, 0GyHeHHbIX
MeToaaM MeHedkMeHTa pucka (cMm. H.3.4);

d) MeHeMKMEHT pucka — 3TO pPa3sBMBAIOLLMACA NPOLIECC, U HEOOXOAMMO NPOBOAUTL NEepUOANHECcKUid aHanns
AEATENbHOCTM N0 MEHeXXMEHTY pucka, YTobbl YAOCTOBEPUTLCA B TOM, UTO BCe AEVUCTBUA BbINONHEHLI NPaBUILHO, a
TaKKe UCNpaBnATb cnabble MecTa, BHeAPATH YCOBEPLUEHCTBOBAHWUA U afanTMPOBaTLCA K N3MEHEHUAM.

H.3.4 Ksanudukauma nepcoHana

Ons BbINONHEHMA 3aA4ay N0 MEHeOXXMEHTY pyUcka BaXHO UMeTb KBanuduUMpoBaHHLIX COTpyaHuKoB. Mpouec-
Cbl MEHeAXXMeHTa pucka TpebylT y4acTna nepcoHana, KOTOpbl 3HaeT:

- KaK CKOHCTPYMPOBaHO usgenue;

- KaK nspenve pabotaert;

- KaKoBO MpeaycMOTpPeHHOe HasHayeHne n3nenuvs;

- KaK NPUMEHATb NpoLecC MeHeXMeHTa pucka.

CnepyeT Takke NpuBReYb HECKOMbKO 3KCMEPTOB — CMELManucToB B cBoen obnacTtu 3HaHua. [lna obecneve-
HUA O0OBEKTUBHOCTN MX CBUAETENLCTB HEOOXO0AMMbI COOTBETCTBYIOLWME KBanudUuKaunoHHble 3anucu. U3 coobpaxe-
HWI KOH(MAGHLMANBbHOCTA B HACTOALWMIA CTaHAAPT He BKNOYeHO TpefoBaHMe xpaHeHna 3Tux 3anucen B haine
MeHeOXMeHTa pucka.

H.3.5 NnaH meHeAXXMeHTa pucka

MnaH MeHemKMeHTa puUcka HeoGXoaMM MO CneaylowWUM NPUYUHaM:

- ANA Hapnexawero MeHemKMeHTa pyUcka BaKeH OPraHU3OBaHHbIN MoAxoa;

- NNaH ABNAETCA CBOEro poAa «MapLUPYTHOW KapTol» ANA MEeHemKMeEHTa pucka;

- naH cnoco6cTByeT O6BbEKTUBHOCTA MEHeAXKMEHTa pUCKa M NOMoraeT He 3abblBaTb O €r0 OCHOBHLIX 3ne-
MeHTax.

MnaH noneseH Npu HEOQHOKPATHOM MPUMEHEHWUN MpoLecca MeHeMXKMEHTa puUcKa B paMkax OCYLIEeCTBNeHUA
nocneayrLmx NporpaMM MeHeaKMeHTa pucka; Hanuyve B NnaHe MyHKTOB a) — ) ofsAsaTenbHO No cneayowmnm
npuynHam:

a) obnacTtb NpUMeHeHNUA NnaHa oxBaThIBAET ABE OTNUYHBLIX APYr OT Apyra cocTaensawwmx. Mepeas uaeHTMK-
LMpyeT paccMaTpuBaemMoe MeauLMHCKOe n3fenve unum npuHaanexHocTb, a BTopas — 3Tanbl XUM3HEHHOrO UuKna
n3pgenus, oxeatbiBaemble nnaHom. MNpu onpeaeneHnn obnact NpUMEHEHWA MOXEeT CTaTb OYeBMAHLIM HEBKNIoYe-
HWe B NNaH Kakon-nnbo YacTu nagenus, a Takke HeoGXOAUMOCTb OXBaTa APYrM NNaHOM KakMx-nubo JYacTemn Xus-
HEeHHOro uMkna nsgenus;

b) Bepudukauma ABNAETCA CyLeCTBEHHBIM BUAOM AEATENbHOCTU, ee NnpoeeAeHue ABNseTca TpeGosaHuem
6.3. MnaHnpoBaHne AaHHOrO BMAa AeATENbHOCTU noMoraeT ofecneynTb Hanuune Heo6xoAUMBIX pecypcoB. Ecnm
BepuduKaLma He 3annaHNpoBaHa, ee BaxHble COCTaBNALWMNE MOrYT BbiTh YMyLIEHbI;
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C) pacnpepeneHne OTBETCTBEHHOCTU HeoOxoauMo Ans ofecneveHUs BLINONHEHUA BCEX 3anNaHMpPOBaHHbIX
nencTenm;

d) 3TOT NYHKT BKINOYEH KaK NPU3HaHWe OTBETCTBEHHOCTU BbLICLLErO PYKOBOACTBA;

€) KpuTepun AOMyCTUMOCTU pUCKa ABNAKOTCA OCHOBOMONArawlmMn Ans MeHeMKMeHTa pucka, Ux cnegyet
onpenenATb A0 Havyana aHanusa pucka. OToO NOMOXeT COXpaHWTb OOBLEKTUBHOCTL MPOLECCa, OMNUCAHHOIo B
paspene 5.

TpeboeaHne xpaHnUTb 3anuck 06 U3MEHEeHUsIX BKNMIOYEHO C Lienbio obneryeHna ayauta M aHanusa npouecca
MeHeMKMeHTa pucka.

H.3.6 ®ann MeHeMKMeHTa pucka

B HacToswWweM cTaHgapTe TepMuH «ann MeHeMKMEHTa pucka» NPUMEHAIOT ANnsa 0b6o3HaYeHns HamepeHus
M3roTOBUTENA Pa3MeCTUTb B KOHKPETHOM MeCTe UMK HaUTU MeCTOMNONOXeHUe BCeX 3anucem, OTHOCALLIMXCS K MeHen-
XMEHTY pucka. JTo obnerdyaer MeHeMKMEHT pucka u no3sonseT Gonee ahPekTUBHO NPOBECTU ayaUT MO HaCTosLLe-
MY CTaHaapTy.

H.4 O6ocHoBaHKe paszaena 4 AHanu3 pucka

B ocHoBy pa3pena 4 nonoxeH [13], paccMaTpuBaloLLMin aHanM3 pyucka MeaAULMHCKUX U3aenvii n yctaHaBnuBea-
ownin TpeboBaHUA K HeMy.

B pasgene 4 u nocneayowmx pasaenax HacTosLWero ctaHaapTa Bce TpeboBaHMA HenocpeaCTBEHHO COOTHOCAT
CO CXeMOW 3TarnoB npoLecca MeHeaXMEeHTa pucka, NPeACTaBNEeHHON Ha pUCYHke 2. YcnoBHble 0603HaYeHna Ha
cxeMe (HOMepa 9TanoB) ABNATCA CBA3YIOWNMN 3BEHBAMU MEXAY PUCYHKOM 2 U TpeBGOoBaHMAMM HacTOALEro cTaH-
papta. 9To paclumpeHue npouecca MeHeaXMeHTa pucka, paspabotaHHoro B [13]. Kak nokasaHo Ha pucyHke 2,
npouecc AomkeH OblTb UTEpaTMBHLIM, C PACCMOTPEHUEM MO OYepean BCEX PUCKOB WU BO3BpaTOM Ha Gonee paHHue
3Tanbl, €CNn Mepkl MO YNPaBNeHNIO PUCKOM NPUBOAAT K BO3HUKHOBEHMUIO HOBbIX ONACHOCTEN N CTaHOBUTCA AOCTYM-
HON HoBas MHdopMaums.

H.4.1 NMpoueaypa aHanu3a pucka

Mpoueaypa aHanusa pucka onucaHa B cootTseTcTeumn ¢ 4.2 — 4.4,

HofaeneHo npUMevaHue O TOM, kak NOCTYNaTh MpU HaNMYMKU aHanW3a pucka ANA aHaNOMYHOro MeaULIMHCKO-
ro 3aenus, 1 0 TOM, YTO HYXHO NHPOPMUPOBATL NONb3OBaTENeN HaCTOALLEro cTaHaapTa O HanuyMmn Takoro aHanusa
pucka, NOCKoNbKy NOoAOGHYI UHMOPMALUNIO MOXHO U PeKOMeHAYeTCA UCMONb30BaTh ANA 3KOHOMUW BPEMEHW, YCU-
nuin n T.4. OgHako Nonb3osatenyn HaCToAWEro CTaHAapTa AOMKHbLI GbiTh O4eHb BHUMATENbHbI NPY CUCTEMATUYECKOM
NPUMEHeHUN pesynsTaTos CBOUX Npeabiaywmx paboT Ana Tekyluero aHanusa pucka.

TpeboBaHusa, nsnoxexHole B8 4.1, nepeyncneHna a) — c¢), o6pasyloT OCHOBHON MUHUMAaNbHLIN HAGOP AaHHbIX,
obecneyvBaloLWnin NPOCNEXUBAEMOCTb; OHN BaXHbI ANA aHanu3a MeHePKMEHTa pucka U Nocneayiowmx ayauToB.
TpeboBaHune 4.1, nepeuncneHne a), NOMOraeT Takke BHECTN ACHOCTb B 00NacTb MPMMEHeHNA aHanusa pucka u
BepndnLMpoBaTh ero MonHOTY.

H.4.2 NMpeaycmoTpeHHoe NpuMeHeHne/npelyCMOTpeHHOe Ha3HaueHue M onpefieneHue XapakTepucTuk, or-
HOCALLUXCA K 6e3onacHocTH MeAULIMHCKOro usgenua

[aHHbIi 3Tan npolecca MeHeKMeHTa pucka 3acTaBnaeT M3roToBUTENs NpoaHanu3nMpoBaThb XapakTepuctu-
KW, BNUsOLWMe Ha 6e30nacHOCTb MeAMLMHCKOro uagemnus. B Takon aHanus pekomeHayeTcs BknoYaTb «060CHOBaH-
HO MPOrHo3nMpyemMoe HenpasunbHoe NpuMeHeHue». N3aenna 4acTo NPUMEHAIOT B CUTYaLIMAX, He NPEAYCMOTPEHHbIX
naroToeutTenemMm Unn OTNUYHbLIX OT TEX, KOTOpble Obinn CNPOrHo3npoBaHbl Ha cTagun nepBOHaqaanoﬁ KoHuenuun.
BaxHo, 4TOObI N3roToBUTENb NOMLITANCA 3arnNsHYTL B Oyayulee U pa3rnageTb ONacHOCTU, BO3MOXHbIE NPU NOTEHUM-
anbHbIX NPUMEHEHUAX ero nsaenvs.

MpunoxexHne A npeaHasHavyeHo ANS ofnpefeneHnn xapakTepucTUK MeAULIMHCKOrO M3Aenua u yCnoeun ero
akcnnyatauuun. MpreeaeHHbIN B HeM NepeyeHb BOMPOCOB, HA KOTOpbIE cneayeT AaThb OTBETHI, HE ABNAETCA Uc4epnbl-
BaloLWnM. Kaxabiin n3rotosutens AOMKEH TBOPYECKN OTHECTUCH K ONpeAeneHUuto COOTBETCTBYIOWNX XapakTepUCTMUK
6e3onacHoOCTN ccneayeMoro MeavmumnHckoro nagenuvs. MNepeyeHb BONPOCOB NpuBeaAeH B COOTBETCTBUM ¢ [13] ¢ Heko-
TOPbIMW AOMNONHEHUAMU, MOABUBLUMMUCA B pe3ynbTate KOMMEHTapueB K MpoekTaMm ctaHaapta. Bonpockl AaHHoro
nepeyHa MoMoraloT U3roTOBUTENIO NOHATb, «KOFAA M YTO MOXET MONTM HenpasunbHO». MNMpunoxexHve B, npeaHasHa-
YeHHOe AnA u3genuin Ans in vitro AnarHocTukun, n npunoxeHne C 0 TOKCUKONOrMYECKUX OMACHOCTAX OCHOBaHLI COOT-
BETCTBEHHO Ha npunoxeHnax A u B [13] ¢ HebonbwMMN U3MEHEHUAMM.

H.4.3 UaeHTudmkaumnna u3seCTHbIX UNU NPOrHO3MPYEMbIX ONaCHOCTEN

Ha paHHOM aTane npouecca MeHeaXMeHTa pucka 0T U3roToBUTens TpebyloT cuctemaTudeckon naeHTudnka-
L BO3MOXHbIX onacHocTer. U3roToButento pekoMeHAaYT COCTaBUTL MepeyeHb U3BECTHLIX UNKU MPOrHO3NpyeMbIxX
ONacHOCTeN Ha OCHOBAHWUW XapaKTepUCTUK, OTHOCALLUMXCA K §e30MacHOCTN N NpUBEAEHHbIX B 4.2 HACTOSALLEro CTaH-
papTa. MonyyeHne oueHKM U MeHeaXXMEHT pucka BO3MOXHbI TONbKO mocne maeHTudmkaumm onacHocTen. CocTas-
NeHne nepeyHs onacHoCTel NO3BONSAET AenaTb 3TO CUCTEMAaTUYECKU.

B npunoxeHun D HacTosLero ctaHaapTa NpMBOAAT NPUMEPbI BO3MOXHBIX ONacHOCTEN 1 CONYTCTBYOLMX hak-
TOpOB. Takne TePMUHbI UCMONb3YIOT, MOCKONbKY He BCeraa AACHO, YTO ABNAETCA ONACHOCTLIO, @ YTO — CONYTCTBYHOLLMM
chakTopoM. 3To 0coBEeHHO BEPHO ANA NOCNEA0BaTENbHOCTU COObITUIM, KOTOPaA B UTOre MOXET NPUBECTU K CO3AaHIO
onacHon cutyaumun. MNpu 3TOM HEBaXKHO, Ha3BaH N KOHKPETHbIM 3NeMEeHT Takow NocneaoBaTenbHOCTU «OMacHOC-
ThHO» UMK «COMYTCTBYIOLLMM (DaKTOPOMY.

MepeyeHb, NpvBeAeHHbIA B NpunoxeHun D, He ABNAETCA UCYEPMNbIBAKOLWMM, OH NpeaHa3HavyeH He CTONbKO
ANA KOHTPONA, CKONbKO AN CTUMYNALMKW TBOPYECKOrO MbILLUNEHUA.
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MpunoxeHune F HacTosLero cTaHaapTa npeactasnseT cobon pykoBOACTBO Mo ofLMM MeToaam aHanuaa puc-
Ka, KOTopble MOryT GbiTb NONE3Hb! NPU UAEHTUMDMKALMWN ONACHOCTEN.

H.4.4 OnpeneneHune pucka(oB) AN KaXxaou onacHOCTH

3To nocneaHwit aTan aHanusa pucka. MaeHOW TPYAHOCTLID HA AaHHOM 3Tane ABMAETCA TO, YTO ASATENbHOCTL
no onpepeneHunio pucka GyaeT pasHoi ANSA KaXAoW uccneayemMoil onacHOCTH, a TakkKe ANS Kaxaoro uiaenusa.
MoaToMy 6bINO NPUHATO pelleHne U3NOXWTb coaepaHne 4.4 HacTosALero cTaHaapTa B o6wmx yeptax. Mockonbky
OMacHOCTU MOTYT BO3HUKHYTb Kak Npu HOpManbHOM (bYHKLMOHUPOBAHUMN U3AENUA, Tak U NpU HENPaBUIILHOM ero
cpabaTbiBaHuK, cneayeT BHUMaTeNnbHO paccMoTpeTb obe cutyauuun. Ha npaktuke o6e coctaBnsowme pucka —
BEPOATHOCTb U TAXECTb pUCKa — PeKOMEeHAYIT aHanM3vpoBaTb OTAenbHO. Ecnn nsrotoBuTenb cucteMatnyecku
npuMeHsieT cnocob pazaeneHus Ha ypoBHW TAXECTM UMW BEPOATHOCTU pUcKa, eMy cneayeT paspabotatb cxemy
TaKoro pasfeneHvs U 3aperucTpupoBaTh ee B daine MeHeMKMeHTa pucka. 3To NO3BONUT M3rOTOBUTENIO NPaBUNb-
HO pearnpoBaTb Ha MNOBTOPHOE MOSABNEHNE SKBUBANEHTHBLIX PUCKOB U NOCNYXUT CBMAETENLCTBOM TOrO, Kak OH NOCTY-
nan B nogo6HOM cny4yae paHee.

Mpy onpeaeneHnn pucka 3a4acTylo HENerko Nony4nTbL AOCTaTOMHOE KONUYECTBO AaHHLIX. Mo3TOMy pekomeH-
Aauumio NpoBeCcTU onpeaeneHne pucka KONMMYeCTBEHHLIM METOAOM BLINONHUTL YAAETCA He Bceraa.

Mpunoxenne E (nyHkTbl E.1 1 E.2) npeactaBnset coboi pykoBoACTBO NO aHanu3y pucka. MHdopmauma ana
Hero 6bina nonyyeHa U3 pasHbiX MICTOYHUKOB, BKNtouas [8]. 3Ta nHdpopmauuma B HacToALeM CTaHAapTe aganTUpoBaHa
Tak, 4ToGbl caenaTb ee None3HoW Ana Bcex meavuMHckux usgenuin. Mpunoxenune E He copepxuT TpeGosaHna
NOCTPOUTb «AnarpaMMy puckar, AEMOHCTPUPYIOLLYIO B3aUMOCBA3b MEXAY BEPOATHOCTBIO, TXKECTBLIO U AONYCTUMOC-
TblO pucka. Ecnun gna yctaHoBNeHWA AONYCTUMOCTM KOHKPETHOrO pucka MCMONb3yT gnarpaMMbl pucka, ux npume-
HEHNe U MHTepnpeTaLmnio pekoMeHayeTCsl O6BbACHATb B KaXAOM KOHKPETHOM Chnydae OTAEenbHO.

H.5 O6ocHoBaHue pasgena 5 OueHnsaHue pucka

Mo sonpocy 0 AOMYCTUMOCTU pUCKa AOMKHBI BbITb NPUHATHI KOHKPETHBIE pelleHNA. Peub 0 MPUHATAN peLLeHWIn
naeT UMeHHO B pasgene 5, Tak kak Ha AaHHOM 3Tane BnepBble CTAHOBUTCA AOCTYNHOW BCA Heobxoaumasa nHdopma-
LmA. N3roToBuTENb MOXET MCMONL30BaTb UHGPOPMAaLMIO O pUCKax, KOTopble onpeaeneHbl, U OLUEHUTb 3TN PUCKU C
NOMOLLbIO KPUTEPUEB AOMYCTUMOCTH, YCTAHOBMNEHHLIX B NNaHe MeHemkMeHTa pucka. OH MOXeT Takke paccMOoTpeTb
p1CKM ANA onpeaeneHns Tex U3 HUX, kotopble Tpedyerca yMeHbwNTL. Paszaen 5 nsanoxeH Tak, 4tobbl nonb3osarens
Mor n3bexxaTb HEHYXHoON paboThl.

H.6 O6ocHoBaHue pazaena 6 YnpaBneHue puckom

H.6.1 YMeHblueHne pucka

OTanbl ynpaeneHusa puckom 6.2 — 6.7 o6pa3sytoT normyeckyio nocneaoBaTenbHOCTb. Takon cucTemaTuyeckni
noaxoA BaxeH Ana obecneyeHna AOCTyNa K COOTBETCTRYIOLWEN UHdopMaLmn.

H.6.2 AHanus Bo3MOXHOCTEN

YacTo cyluecTByeT HeCcKonbko cnocoboB yMeHbLMTL puck. B HacTosweM cTaHaapTe nepeuncneHbl cnepyto-
LMe BO3MOXKHOCTH:

- 6e3onacHocTb, ofecneyvBaeMas NPOEKTOM U KOHCTPYKUMEN MEAULIMHCKOrO U3aenus;

- CpeAcTBa 3aLlnTbl UNK 3aLUMTHLIE Mepbl, MPEAYCMOTPEHHbIE B NpoLiecce NPOM3BOACTBA MEANLIMHCKOIO naae-
nus;

- UHdopmaums no GesonacHocTy.

CraHpapTHble Mepbl MO YMEHbLUEHWIO pyucka uanoxeHsl B [2]. Mpy ymeHbLUeHMM pucka BaxHa nocrnenosa-
TENbHOCTb NpeAnpPUHUMaeMbIX Mep. 3TU e Mepbl U3NoXeHbl B HECKONMbKUX AOKYMEHTax, BkMwuas [7], a Takke B
nokanbHbIX NN permoHanbHbIX pPerynupyowmx gokymentax (Hanpumep [11]). Ecnm BoamoxHo, 6e3onacHocTb uane-
nma pekomeHayetca obecneynBaTtb NpU ero NpoekTMpoBaHunM. Ecnu 3To HEBO3MOXHO, cneayeT npeaycMoTpeTh
cpeAcTBa 3almMTbl MEAMLIMHCKOro U3aenus, Hanpumep 6apbepbl UNK 3BYKOBYHD TPEBOXHYIO cUrHanu3auuio. Havme-
Hee AEWCTBEHHOWN 3alUWUTHOW Mepoil ABNAIOTCA MUCbMEHHbIe NpeaynpexaeHus WU orpaHu4eHns/NpoTMBONOKa3a-
HUA.

OfLwenpusHaHHo, YTO OAHWUM W3 PEe3ynbTaToB aHanM3a BO3MOXHOCTEN YMEHbLUEHUS KOHKPETHOrO pucka Mo-
XKET CTaTb OTCYTCTBUE peanbHOro cnocoba yMeHbLUMTL AaHHLIN PUCK A0 AOMYCTUMOrO YPOBHA COFNAacHo npeasapu-
TENbHO YCTAHOBMNEHHbLIM KPUTEPUAM AOMYCTUMOCTU pucka. Hanpumep, MoxeT ObiTb HEBO3MOXHO CMPOEKTUPOBaTL
nsgenne AnNs NOAAEPKaHWUA KWU3HU C AOMYCTUMbIM OCTaTOYHBIM PUCKOM, YCTAHOBMNEHHBIM COTMAcHO KPUTEPUSAM
AONYCTUMOCTM pucka. B aToMm cnyyae cneayeT BbINONHUTL @aHanM3 COOTHOLLEHUA pUck/nonb3a, kak 3To onucaHo B 6.5
HacTosALero ctaHaapTa, 4tobbl onpeAenuTb, NepeBellBaeT N NoNb3a OT NPUMEHEHNUSA U3AENUA OCTaTOUHbIN PUCK.
Takas BO3MOXHOCTb BKNioYeHa B 6.5 HacTosiwero cTaHgapTa Ans obecneyeHns yBepeHHOCTU B TOM, YTO NpeanpuHs-
Thl BCE BO3MOXHbIE YCUNUA ANSA YMEHbLUEHNS PUCKOB A0 NpeaBapuTenbHO YCTAHOBNEHHBbIX AONYCTUMbIX YPOBHEN.

H.6.3 NpuHATHME Mep NO ynpaBneHUIo PUCKOM

MpuHATME Mep no ynpaBneHWto pUckom BkntoyaeT B ceba ABe pa3nuyHbix Bepudukaummn. Mepeasa sepudmka-
ums HeobxoanMma ana obecrneyeHns yBepeHHOCTU B TOM, YTO NPUHATME KOHKPETHON Mepbl NpUBEAET K YMEHbLUEHWIO
KOHKPeTHOro pucka, BTopas Bepudukaums — ana obecneyeHns Toro, YTo B OKOHYaTeNbHOM NPOeKTe COOTBETCTBYH-
Wan 3awmTHas mepa GypeT npuHATa.

H.6.4 OueHMBaHUe OCTAaTOYHOrO pUCKa

Ha paHHOM 3Tane ynpaBneHns pUckom MpOBOAAT NPOBEPKY B LEeNnax onpeaeneHna Toro, A0CTaToOYHb! NK Npu-
HATbIe Mepbl ANA Toro, YTobbl cAenaTh KOHKPETHBIN PUCK ACMYCTUMBIM. ECnn AaHHbIA pUCK He YAOBNETBOPSAET KpU-
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TEepUAM, YCTaHOBMNEHHbIM B NNaHe MeHeMKMeHTa pucka, U3roTOBUTENU ACIIKHbI NPUHATL ACMONHUTENbHbIE Mephbl
no ynpaBneHnto puckoM. ATOT UTepaTUBHbIN NPOLLECC PEKOMEHAYETCS OCYLLECTBNATL A0 TEX NOP, NOKa AaHHbIN PUCK
He 6y,qu yYMeHbLEH A0 ACNYCTUMOIO YPOBHA, YCTAaHOBNEHHOrNO B NNaHe MeHeKMeHTa pucka.

B HacToawmi cTaHpapT BknoyeHo TpeboBaHne o6 obecneyeHnn nonb3oBaTens COOTBETCTBYKWLEN nHdopma-
umeﬁ no OCTaTO4YHbIM pUCKaM Ana TOoro, YyToObl OH MOr npuHUMaTh peleHna Ha OCHOBe nonyquHon VIHCbOpMaLLVIVI.
3To TpeboBaHMe COOTBETCTBYET MOAXOAY, MPUHATOMY BO MHOMUX CTpaHax U permoHax, ekniovas CLUA n EC.

H.6.5 AHanu3 cooTHoLLeHuA puck/nonb3a

NHoraa KOHKPETHBIN PUCK, CBA3aHHBIN C MPUMEHEHNEM MEAULIMHCKOTO U3aenusi, npesbiaeT obLenpuHATLIN.
B HacToAwwmi cTaHAapT BKMNOYEH NYHKT 6.5 B NOMOLLb M3rOTOBUTENIO, BbIMyCKaOLLEMY U3AENNE C BbICOKON CTEMNeHbI
pvcka, KOTOpoe OH AOIKEH BHUMAaTenbHO OLEHWUTb W MPOAEMOHCTPUPOBATb, YTO MONb3a OT MPUMEHEHUS AAHHOrO
n3genna nepeselunBaeT BO3MOXHbIN PUCK.

H.6.6 [ipyrue Bo3HUKatoLLMEe ONACHOCTHN

MyHKT 6.6 BKNIOYEH B HACTOALMI CTaHAapT, Tak kak obLenpu3HaHHO, YTO Mepbl MO YMPaBNEeHU PUCKOM,
Kaxaaa B 0OTA4eNbHOCTU N B CoOHeTaHUn apyr ¢ Apyrom, MoryT CtaTb MICTOYHUKOM HOBbIX OﬂaCHOCTef/'I, oTNU4arLWmnxca
OT yKe U3BECTHbIX.

H.6.7 NonHoTa oueHMBaHUA pUcKa

Ha paHHOM 3aTane ynpaBneHust pUCKOM PEKOMEHAyeTCs OLleHMBaTb PUCKM BCEX OnacHocTel Ansa ofecneyeHuns
YBEPEHHOCTN B TOM, YTO HU OAHAa M3 OMacHOCTel He ocTanack 3a NpeaenaMu NMonHoro aHanvaa pucka.

H.7 O6ocHoBaHue pasgena 7 OLeHMBaHUe MNOMHOrO OCTaTOYHOrO PUCKa

Mpw ocyLwecTBNEHUM NpoLecca, ONUCaHHOTO B pasaenax 4 — 6 HacToALero cTaHaapTa, M3roToBUTENb MOEHTU-
mumpyeT onacHoCTH, OLeHNBaeT BCe PUCKU U NPUHUMaeT HeobxoavMble Mepbl N0 YNPaBNEHUIO PUCKaMK B pamKaXx
CBOEro npoekTa. Ha AaHHOM 3Tane U3roToBuTeNb A0IMKEH PacCMOTPETb COBOKYMNHOE BNUAHME OTAENbHbIX OCTATO4-
HbIX PUCKOB W NPUHATb pelleHre O BO3MOXHOCTU AanbHenllei paboTbl Haa usgenviem. MonHbl oCTaToUHbIN PUCK
MOXeT npeBblllaTh YCTaHOBNEHHbIe U3roTtoButenemMm Kputepun aonyctTuMoCTU pUCKa, Aaxe eCcnu oTaenbHble oCTa-
TOYHblE pycky ByayT AonyCcTUMbL. ATO 0COBEHHO CNpaBeANUBO ANSA CNOXHBIX CUCTEM U U3AENUIA ¢ GONbLIMM YUCNOM
BO3MOXHbIX PUCKOB. [laxke eCnu MOMHbIA OCTaTOYHBbIN PUCK HE YAOBNETBOPSAET KPUTEPUAM NNaHa MeHeakMeHTa
pucka, n3aroTtoButenb MeeT NoCneaH BO3MOXXHOCTb OCYLLECTBUTb NONHOE OLeHnBaHue COOTHOWEHUA pncx/nonbsa
Ansa Toro, 4tofbl onpeaenuTb, MOXHO N NOCTaBNATb HA PLIHOK U3AENVe C BbICOKON CTENeHbIo pucka, NpUHocaLlee
npu 3TOM 60J'IbLLIyIO nonba3y.

H.8 O6ocHoBaHue paszaena 8 OT4YET N0 MEHEMKMEHTY PUCKaA

OTueT NO MeHeMKMEHTY pucka — 3TO pelualolias yacTb dana MeHemKMeHTa pucka. B Hem pomkHo 6biTb
KpaTKO M3NOXeHO, YTO GblNO cAenaHo B NpoLecce MeHeMKMeEHTa pyucka. B oTueT no MeHeKMEHTY pucka peKoMeH-
AyeTcs BKNOYaTb yKasaTenu K BaxkHbiM YacTam daina MeHeakMeHTa pucka. OTueT ABnseTcs AOKYMEHTOM BbICOKOTO
YPOBHS MpW pelleHnn BceX Npobnem, OTHOCALLMXCA K pUCKaM, CBA3aHHbLIM C U3aenveM.

,D,nﬂ MeHeKMeHTa pucka o4YeHb BaXkHa NONHOoTa ero npoBeaeHus. He nonHocTtbio pelweHHan 3agadya MoXeT
0O3Ha4yaTb, 4YTO KOHerTHbIVI PUCK Kakon-nmbo onacHOCTU sBNAeTcs HEKOHTpONUpyemMbiM, cneactBuemM 4ero Moxer
cTaTb MpyvYMHeHve Bpeaa. HenonHoTa npouecca (HanpuMep HemaeHTUULIMPOBaHHbIE ONACHOCTWU, HEOLEHEHHbIe
PUCKN, HeyCTaHOBNEHHbIe NN HENPUHATbIe Mepbl N0 yNpasneHuo pVICKOM) MOXeT CTaTb an‘-IVIHOVI BO3HUKHOBEHUA
npofnem Ha noGom 3Tane MeHemKMeHTa pucka. OTYET NO MEHeAKMEHTY puUcKa ABMSAETCA UHCTPYMEHTOM, C NOMO-
LLUbK KOTOPOro MOXHO CyAUTb O MOMHOTE npoLiecca B Lenom. OToro AoCTUraloT yCcTaHoBneHnem TpetoBaHus npocne-
KMBAEMOCTU ANA AeMOHCTPaLUMK BbINONHEHUS BCEX Mep NO YNPaBNeHUI0 PUCKOM, HEOOXOAMMBIX ANs AOCTWKEHUA
AOMYCTUMOrO OCTaTOMHOTO pycKa ANs KaXKAoW OnacHOCTW.

H.9 O6ocHoBaHKe pasaena 9 MNocTrnponsBoacTBeHHan MHdopmaLma

Cne/qyeT noA4YepPKHyTh, YTO MeHePKMEHT pucka He A0NKeH ObITb 3aBeplieH ¢ BHeagpeHuemM nigenusa B Nnpous-
BOACTBO. MeHeDKMEHT pyUcka He MoXeT ObiTb 3aBepLUEHHBIM NPOLLECCOM, Tak Kak OH OCHOBLIBAETCS HE Ha NpUMEHe-
HUM peanbHOro M3Aenus, a Ha MPeanonoXeHUM O BO3MOXHbIX ONACHOCTAX ero npumMeHeHus. OLueHuBaTb PUCKK
MOXXHO Ha NpoTAXEeHUU BCEro npouecca npoektTupoBaHUAa nagenua U yTodHATb UX yXe Ha pa601'a|ou4el7| Moaenn.
OpHako Moaenb He MOXeT 3aMeHWUTb peanbHOro U3JenuA B NpoLiecce 3KCMyaTauuy pearnbHbiM Nonb3oBaTeneMm.
TonbKo B 3TOM cnyyae odeBUAHbI BCE BO3MOXHbIE ONAaCHOCTU. Bot noyemMy M3rotoBUTENIO peKoMeHAyeTCAa OTCNneXu-
BaTb MOCTNPOU3BOACTBEHHYI MH(POPMaLMIO B OTHOLLEHWM TOFO, YTO MOXET MOBNUATH Ha onpedeneHne puUcKoB W,
cnenoBaTenbHO, Ha NPUHATUE peu.leHwh no npoueccy MeHemMKMeHTa pucka. an Hanuuun Takomn nocrnpon3esoa-
CTBEHHON MHGOPMaLIMM NPOLECC MEHEMKMEHTA pUCKa AEUCTBUTENBHO MOXET CTaTb NOBTOPSOLLMMCA NPOLECCOM B
3aMKHYTOM LUKne.
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Mpunoxexue J
(o6n3aTenbHOe)

CBeAeHNA 0 COOTBETCTBUU HauMOHarbHbIX CTaHAapTOB
Poccuiickoit Peaepaumnm cCbiSIOMHLIM MEXAYHAPOAHbLIM CTaHAApTaM

Tabnuua J.1

O603Ha4YeHne CCbINOYHOro
MexAyHapogHOro ctaHgapTa

O603Ha4YeHne U HaMMEHOBaHUEe COOTBETCTBYIOLLEro
HauMoHanbHOro cTaHgapTa

M3K 60601-1:1988

rOCT 30324.0—95 (M3K 601-1—88)/TOCT P 50267.09—92 (M3K 601-1—88)
WNapnenus meanumHckne anektpudeckme. Yacte 1. O6wme TpeBosaHua Geaonac-
HOCTU

MCO 13485:2003

FOCT P UCO 13485—2004 Uspenua meauuuHckue. CUCTeMbl MeHeaKMeHTa
kadyectBa. CUCTeMHble TpebGoBaHMSa AN Uenei perynmpoeaHus

MCO 9000:2000

FOCT P NCO 9000—2001 Cuctembl meHeaxmeHTa kadyectBa. OCHOBHbIe MO-
nNoXXeHna U CnoBapb

MCO 10993-1:2003

rOCT P UCO 10993-1—99 Usnenua meamuuHckue. OueHka 6Monornyeckoro
NencTena MeauumHcknx nagenuin. Yactb 1. OueHka n nccneposaHua

NCO 14971-1:1998

FOCT P UCO 14971-1—99 MeauumHckne wu3penua.  YnpaeneHue puckoM.
YacTb 1. MNpumMeHeHne aHanu3a pucka K MEAULIMHCKUM W3aenvsmM
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(Medical electrical equipment — Part 1: General requirements for safety)

Safety aspects — Guidelines for the inclusion in standards

Napenna mepnumHckne. Cuctembl MeHemkMeHTa kadecTBa. CuctemHble Tpebo-
BaHUS ANA Uenei perynmpoBaHns

(Medical devices — Quality management systems — System requirements for
regulatory purposes)

Cuctembl MeHepkMeHTa KavecTBa. OCHOBHbIE MONOXeHWA U CnoBapb

(Quality management systems — Fundamentals and vocabulary)

OueHka Buonormyeckoro AeNCTBUA MeauUMHCKMX nsaennii. Yactb 1. OueHka u uc-
cnepoBaHns

(Biological evaluation of medical devices — Part 1: Evaluation and testing)
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Dependability management — Part 3: Application guide — Section 9: Risk analysis
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Analysis techniques for system reliability — Procedures for failure mode and
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Fault tree analysis (FTA)

O MeanuUMHCKMX n3penuax

(On medical devices)

Medical electrical equipment — Part 1: General requirements for safety — 4: Collateral
standard: Programmable electrical medical systems

MenuunHckne unspenma. MeHepkmeHT pucka. YacTb 1. MpumeHeHne aHanusa
pucka

(Medical devices — Risk management — Part 1: Application of risk analysis)
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