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[lpegucnoBue

Llenn n npuHumnel ctTangapTmnsauum B Poccnnckon degepaumn yctaHoBneHbl PegepanbHbiM 3aKOHOM OT
27 nexadps 2002 r. Ne 184-03 «O TeXHNYECKOM perynmposaHnny, a npasunna NpUMeHeHns HauMoHanbHbIX CTaH-
naptoB Poccunckon ®epnepaumm — FrOCT P 1.0—2004 «CtaHpapTmnzauma B Poccuinckon @eaepaummn. OCHOBHbIE
NONOXKEHUA»

CBeaeHuUA 0 cTaHpapTe

1 NMOAIMNOTOBJIEH 3akpbiThiM akumoHepHbiM 00LecTsoM «BHUAMIT-BUTA» Ha 0OCHOBE ayTEHTUYHOTO Ne-
peBoaa cTaHO4apTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHnyeckum komuteToM no ctaHgapTmsaunm TK 436 «YnpaBneHue Ka4eCTBOM U COOTBETCTBY-
loLwme acnekTbl Anga MeanuuHCKUX n3aenmumny»

3 YTBEP>XXAEH V1 BBEAEH B AEUCTBWE Mpukasom PeaepanbHOro areHTCTBa Mo TEXHUHECKOMY perynu-
POBAHWUIO U MeTponorun ot 26 anpena 2006 r. Ne 78-cT

4 HacToAawmm ctTangapT naeHTndeH mexxayHapogHomy ctanaapty MCO 14971:2000 «N3pgenua megmums-
ckue. NpumeHeHne MeHeaXMeHTa pucka K megmunHcknm nsgenunam» (ISO 14971:2000 «Medical devices —
Application of risk management to medical devices» ) nu uameHeHuto Ne 1 (1ISO 14971:2000/Amd. 1:2003, koTopoe
B TEKCTe CTaHgapTa BbigeneHo ABOVHOWU BEPTUKANLHOW NMUHUEN

[Ton NpMMeHeHnn HacToALLEro cTaHaAapTa PeKOMeHayeTCca UCNONb30BaTb BMECTO CChINOYHbIX MeXayHa-
DOAHbLIX CTAHAAPTOB COOTBETCTBYOLWME UM HALMOHAaNbHbIE cTaHAApPThl Poccunckon Peanepaunn, ceegeHud o
KOTOPbIX NpuBeAeHbl B AONOMNHUTENBHOM NPUMOXKeHUn J

5 BSBAMEHTOCT P NCO 14971-1-99

VHgbopmauust 06 USMEHEHUSIX K HacmosilemMy crmaHoapmy rnybnuxkyemcsi 8 eXXe200H0 U30a8aeMOM UHGOP-
MaUUOHHOM yKka3zamene «HauuoHasrbHbie cmaHdapmbi», @ MeKem U3MEHEHUU U NMoMnpasoK — 8 €XXeMeCSIYHO
usoagaemMbiX UHGhOpMaUUOHHbLIX YKazamensax «HayuoHanbHble crmaHdapmbl». B criyqdae nepecmompa (3aMeHbl)
Unu ommeHb! Hacmosiue2o cmaxoapma coomeemcmeyroujee yeeoomreHue byoem ornybuKko8aHO 8 eXXeMeCsiH-
HO u30asaeMoM UHGOpMaUUOHHOM yKazamerne «HauyuoHanbHbie crmaHoapmebil». Coomeemcemeyroulasi UHOoP-
Mauusi, yeeOoMeHUe U MeKCMbl Ppasmeularomces marKkke 8 UHhopMalyUuOHHOU cucmeme obue20 rnofb308aHUS —
Ha ogbuyuansHoM calime ®edeparibHO20 a2eHmemea ro MexXHUYeCKoMy peayriuposaHuro U Memporioauu 8 cemu
VIHmepHem

© CtanpaptuHdopm, 2006

HacToswmin ctanaapT He MoXeT ObiTb MOMHOCTBLIO UMM YACTUMHO BOCMPOU3BEAEH, TUPAXUPOBAH U pacnpo-
CTPaHeH B Ka4ecTBe ohmLmManbHOro n3naHusa 6e3 paspeluennsa PeaepanbHOro areHTCTBa No TEXHUYECKOMY pery-
NIMPOBAHNIO N METPONOMNN
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BBeaeHue

MexayHapoaHbin ctaHgapT MCO 14971 paspaboTtaH TexHudeckum kommtetoM MCO/TK 210 « MeHemKMeEHT
KayeCcTBa U COOTBETCTBYIOLLMNE ODLLIME acneKTbI MeaULIMHCKMX u3genun» n nogkommteToMm MOK/TTK 62A «Obimne
acneKTbl 3ANeKTPUYEeCKNX n3genun, NpuMeHseMbix B MEAULIMHCKOW NpakTuke». B obnactn MeHepkMeHTa pucka
NPUMEHUTENBHO K MEANLIMHCKUM n3aenuam TexHundecknn komutet NCO/TK 210 n MIK/TIK 62A obpazoBanu co-
BMeCTHYI0 padouyio rpynny CPI 1 «[MpuMeHeHne MeHeg)KMeHTa pucka K MeAULMHCKUM U3aennuamy.

TpeboBaHua, npeabsaBnAeMble K KOMNOHEHTY aHanus3a pucka Kak cCocTaBnsoLlen npouecca MeHeaXMeHTa
pucka, bbinu Bnepsble pa3padoTanbl B ctaHaapte NCO 14971-1:1998, npuyem Bb1no npeaycMoTPEHO, UTO Tpebo-
BAHWNS K OLLeHMBAHUIO PUCKA, YNPaBMEHUIO PUCKOM U K OLLEeHUBAHUIO NOCTNPON3BOACTBEHHON MHAOPMALIMN MOTYT
ObITb PACCMOTPEHBI B AONOMHNTENLHOWN YacTU (YacTax). OgHako Bce 3TU TpeboBaHUA BKAKOYEHbI B HACTOALLNM
CTaHOAPT.

HacTtosauwee nananme MCO 14971 otmeHseT n 3ameHsaeT MCO 14971-1:1998.

[ToakomuTteT MOK/TTK 62A npuHan pellerHune, 4To HacToawaa nyonukauua gencteyet oo 2004 roaa. o ucte-
4YeHnn 3Toro cpoka noakommtet MOK/TTK 62A nocne koHcynbTauum ¢ UCO/TK 210 pewunT, OyaeT nn HacToALWASNA
nyornvkauust:

- NOATBEPXAOEHA;

- OTO3BaHa;

- 3aMeHeHa NepPeCcMOTPEHHbLIM U3JaHNEM;

- AoNoNHeHa U3MeHEeHUAMMIN.

B oxxmpgannu nepecmoTtpa HacTodwero ctaHgapta CPIT 1 pa3paboTana usmeHeHne K HacTodLen nyonmkauumn,
B KOTOPOM AOKYMEHTUPpOBaHO 000CHOBaHMe TpeboBaHun, cogepxawmxca B ctaHgapte NMCO 14971:2000, n koTo-
pO€e BKMIOYEHO B HACTOALLMN CTaHAAPT B Ka4ecTBe NpunoxxeHua H.

[Tpunoxenna A — H HacTodLulero ctaHgapTa aBnalTCcA CNpaBOYHbIMN.

HacTtodawun ctTaHgapT pekoMeHayeTcs paccMaTpuBaTh Kak OCHOBY AN OCYLLECTBNAEMOro N3rotoButenem
Pe3ynbTaTUBHOIO MeHeQKMEHTAa BCEX PUCKOB, CBA3AHHbLIX C MPUMEHEHMEM MeaANLMHCKNX n3gennn. Coaepallm-
eCsl B HAaCTOsILLLEM CTaHaapTe TpeboBaHNA COCTABMAKT CUCTEMY, B PaMKaxX KOTOPOW NPAKTUYECKUM ONbIT, NHTYK-
LIMIO U pacHeT UCNOMb3YIOT ANA MEHEe)KMEHTA BbllleyKa3aHHbIX PUCKOB.

Buabl A4eATenbHOCTU, B KOTOPLIX yHACTBYIOT OTAENbHbIE NULA, OpraHnu3auun Unm opraHbl rocyaapCTBEHHOIO
yApaBneHusa, MOryT CcTaTb ANdA 3TUX UNWN APYrnx y4acTBYOLWMX CTOPOH NCTOYHUKOM ONACHOCTEN, CNOCODOHbIX
BbI3BATb MNOTEPIO UNU NPUHNHUTL YLLIEPD. MeHeKMEHT PUCKOB NpeacTaBnaeT cOOOU CROXHYIO ANs 0b6CyXAeHUS
TEMY, TaK KaK KaXkaas N3 y4acTBYHOLLNX CTOPOH MOXET NO-pa3HOMY OLeHUBaTbL BEPOATHOCTb NPUYMHEHUA Bpeaa u
BO3MOXXHOCTb HaHeceHus yuepba B crnydae onacHOCTH.

KoHuenuua pucka BkrnoyaeT B cedsa ABa KOMMNOHEHTA:

a) BEPOATHOCTb NPUYNHEHUNSA Bpeaa, TO €CTb BO3MOXKHYIO YHACTOTY €ro HAaHEeCEeHUS;

b) nocneacTBUsS NPUHMHEHHOrO Bpeaa, TO €CThb €ro TSKeCTb.

DTN KOMMNOHEHTLI ONpeaensalT AONYCTUMOCTbL PUCKa ANd y4acTBYHOLWEN CTOPOHDI.

PaccMoTpeHHas KoHUenunua 0cOBeHHO BaXKHA MPUMEHUTENBbHO K MEAULIMHCKUM N3aenuam n3-3a 60onbLloro
DA3HOOBPAa3nNa y4acTBYIOLLMX CTOPOH, BKAKOYaa Bpayven-npakTuKoB, MEANLIMHCKNE OpraHmM3aLunn, opraHbl rocy-
0APCTBEHHOrO ynpaBneHusa, NPOMbILLAEHHOCTb, NaLMEHTOB N OOLLLECTBEHHOCTD.

Bce yyacTByloLne CTOPOHbI AOMKHbI TOHUMATb, YTO NPUMeHeHne MeanLUMHCKUX U3aenun CBA3aHo C onpeae-
NeHHbIMU puckamun. PakTopbl, BAUAIOLLIME HA BOCNPUATUE PUCKOB KaXXA0W yHaCTBYIOLLEN CTOPOHOW, BKNOYAIOT B
ceba coumanbHO-3KOHOMUYECKNN U 0Bpa3oBaTeNbHLIN CTaTyC 3auHTEPEeCOBaHHOW HacTU ODLLLECTBA, a TaKkke 00BbeK-
TUBHO U CYOBLEKTUBHO OLIEHMBAEMOE COCTOSTHUE 300P0BbS NaUMeHTa. XapakTep BOCNPUATUS PUCKOB 3aBUCUT, Ha-
npuMep, OT TOro, paccMaTpPMBaOT NN PUCKU KaK:

- HENPOU3BOSbHbIE, HEN3DEXHbIE, 0BYCNOBMEHHbIE HeNOBE4YECKNM DaKTOPOM;

- CNeacTBUE HEDPEXKHOCTM;

- Bbl3BAHHbIE HEMOHATHOW NPUYMHOW MW HaNpaBNEHHbIE HA YA3BUMYIO rpynny nuu B 00LLECTBE.

IV
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PelLieHne o npoBegeHnn KNMHNYECKON npoLieaypbl C NPUMEHEHNEM MeANLMHCKOTO n3aenusa TpebyeT, YToObl
OCTaTO4HbIE PUCKM ObINM COOTHECEHDI C OXXNOAEMOMN MONb30W OT NPUMEHERNS 3Ton npouenypbl. MNpun BbiIHECEHUN
TAKNX peLLIEHNN PEKOMEHAYETCH YYUTbIBATb NPeayCMOTPEHHOE NPpUMMEHeHne/NpeayCMOTPEHHOE Ha3Ha4YeHMe, 3K-
CNyaTaLMOHHbIE CBOMNCTBA U PUCKN, CBA3AHHbIE C KOHKPETHBIM MEAMLIMHCKUM U3IENNEM, a TAKKE PUCKN U NONMb3Y,
CBSI3aHHbIE C KNMHUYECKOM Npoueaypon unm ooCToaTenbCTBaMKU ee NpUuMeHeHns. HekoTopble U3 3TUX peLLIeHNIA
MOTYT ObITb NPUHATBI TONBKO KBANMOULNPOBAHHBIM BPaYOM-NPaKTUKOM, 3HAOLLMM COCTOSAHUE 3[00POBbSA KOHKPET-
HOro NaLUneHTa Unu cybbekTMBHOE MHEHUE NaLmueHTa No 3TOMY BOMPOCY.

B kayecTBe OAHOM U3 Y4aCTBYIOLLIMX CTOPOH U3rOTOBUTENIO crneayeT AaTb 3aKnoYeHne o 6e30nacHOCTU Meau-
LINHCKOTO U3aenus, BKo4aloLlee AoNYyCTUMOCTb PUCKOB, C Y4€TOM OOLLIENPU3HAHHOIO YPOBHA TEXHUKM O1K Or-
neneneHns NPUrogHoOCTM MeANLIMHCKOTO U3aenus B LIeNsiX pasMeLLeHns ero Ha pbiHKe B COOTBETCTBUN C Npeayc-
MOTPEHHbIM NPUMEHEHNEM/NPeayCMOTPEHHBIM Ha3HaYeHMeM. HacTosaLwmin ctaHaapT ycTaHaBNUMBaET Npouenypy,
C MOMOLLIbIO KOTOPOW U3roTOBUTEND MEAUNLIMHCKOTO U3AENUS MOXET MAEHTUULIMPOBATL ONAaCHOCTU, CBA3aHHbIE C
MEOMNLMHCKUM N3AennemM 1 ero NpuHaaneXXHoCTAMN, onNpeaensTb U OUEHMBATb PUCKKU, CBA3AHHbIE C 3TUMM Onac-
HOCTSAIMW, YNPaBnaTb 3TUMWN PUCKAMUW N OCYLLECTBNATb MOHUTOPUHT PE3YNbTaTUBHOCTM TAKOTO YNpaBneHus.

2—1187 V
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HAUUWOHAINBHBIUN CTAHOAPT POCCUUCKOU SOEOEPALUUNMN

N3OENMNA MEOUUMNHCKUE
[MpuMeHeHne MeHeaKMEeHTa pUcka K MeAULIMHCKUM U3aenmam

Medical devices. Application of risk management to medical devices

[lata BBeaeHna — 2007—01—01

1 O6nacTb NnpUMeHeHuns

HacTosawmnn ctTaHgapT ycTaHaBNMBAaET Npoueaypy onpeaeneHnsa onacHOCTEN, CBA3AHHbLIX C MEAULIMHCKUMN
M3aenUaMmn n X NPUHaAANEXXHOCTAMU, BKNOYas u3aenua ang in vitro AnarHoCcTUKK, onpeaeneHna n oLleHMBaHUS
DUCKOB, YNpaBneHns pUuckaMmm n MOHUTOPUHra pe3ynbTaTUBHOCTU TAKOro YrpaBneHus.

TpeboBaHUA HaCToALWEro crtanHgapTta NpUMEeHWMbl KO BCEM 3Tanam XXU3HEHHOro Lmkna MmeguunHCKUX
n3genun.

HacToawmn cTangapT He NpeaHa3Ha4vYeH Ang BbIHECEHNSA KNMUHUYECKUX CYXKAEHUIN, CBA3AHHbIX C NPUMEHE-
HUEM MEeONLIMHCKNX N3aennn.

HacToslwwmn cTaHaapT HE YCTaHABNNBAET YPOBHU AONYCTUMOIO PUCKA.

HacToawmnm ctaHgapT He TpedbyeT Hanu4ma y n3arotosntena odomunanbHO 3aperucTpupoBaHHOU CUCTEMB!
KadecTBa. O4HAKO MEHEMKMEHT PUCKA MOXET ObiTb COCTAaBHON HaCTbIO CUCTEMbI KadecTBa (Tabnuua G.1).

2 TepMUHbI U onpeaeneHnn

B HacToALwWweM cTaHaapTe NPUMEHSAIOT creaylwme TepPMUHbI C COOTBETCTBYIOLLLMMU onpeaeneHnaMmm:

2.1 akcnnyaTauyuoHHbIM AOKYMEHT (accompanying document): JokyMeHT, npnnaraeMbin K MEANLIMHCKO-
MY M30eNu0 UK NPUHaAONEXKHOCTU, coaepXXaLlun BCIO BaXKHYIO MHGQOPpMaLMIO ANd NoNb3oBaTend, onepaTtopa,
nuua, nponsesoasiuero cOopky UnNm yCTaHOBKY N3genua Ha MecTe akcnnyaTtauum, B HaCTHOCTU OTHOCALLYIOCA K
De3onacHoCTI.

[TpnumMmeyaHwune— HaocHoBaHuu [1], noanyHkT 2.1.4.

2.2 BpeAa (harm): dusndeckas TpasMma unm yuepod 300poBbIo nogen unm UMyLLECTBY, UNK OKpyXatoLwen
cpene ([2], nyHKT 3.1).

2.3 onacHocTb (hazard): [NoTeHuManbHbIM UICTOUHUK Bpeaa ([2], NyHKT 3.5).

2.4 onacHaa cutyauua (hazardous situation): O6cToaTENLCTBA, NPU KOTOPLIX NIOAN, UMYLLLECTBO UMW OK-
pyKatoLlasa cpeaa noaBepXeHbl OAHON UM HECKOMbKUM ONAacHOCTAM ([2], NYHKT 3.6).

2.5 npeaycMoOTpPeHHOE NnpuMeHeHne/npeaycMoTpeHHoe Ha3HaveHue (intended use/intended purpose):
[IpuMeHeHune n3genuda, npouecca unu ycnyru B COOTBETCTBUU C TEXHUYECKUMN YCNOBUAMU, NHCTPYKLMAMN K
MHpopMaLuen, NnpeaocTaBNeHHbLIMN N3rOTOBUTENEM.

2.6 usroroButenb (manufacturer): Pnandeckoe Nnu LLpUaNYecKoe NULO, Hecyllee OTBETCTBEHHOCTb 3a
NPOEKTUPOBaHUE, U3rOoTOBNEHME, YNAaKoBbIBAHWE W/UNU MapKnpoBaHne MeanUnHCKOro nsaenus, COopKy CUCTeMbl
Mnn aganTMpoBaHne MeanUNHCKOro u3genua nepen ero sBeaeHneM B odpatlieHne u/mnm BBOAOM B 3KCMNyaTa-
LIMIO, HE3AaBUCMMO OT TOrO, BbIMOMHAET U 3TU onepaunm camo BblLLeyNnOMAHYTOE NULO UMK TPETbA CTOPOHA OT €ro
MMEHMW.

U3paHue ohpmunanbHoe

2* 1
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2.7 MeauumHckoe nuspenue (medical device): INpnbop, annapat, MUHCTPYMEHT, YCTPOUCTBO, KOMMMEKT, KOM-
NneKkc, cuctema ¢ nporpaMmMHbeIMU cpeacTeaMm, 00opyaoBaHme, npucnocobneHne, nepeBA3oHHOE U LLOBHOE Cpes-
CTBO, CTOMATOMNOrM4eckMn matepuan, Habop peareHTOB, KOHTPOMBHbLIN MaTepunan u cTaHgapTHbIM 0bpa3seLl, n3ae-
nve U3 NoNUMEPHbIX, PE3NHOBLIX N UHBLIX MATEPMANOB, NPUMEHSEMbIE B MEAULIMHCKUX Lensx No OTAENbHOCTN UNn
B COMeTaHun gpyr ¢ Apyrom n npegHasHa4YeHHble N3rotoBuTenemM ans:

- NpodOnNaKTUKN, AMarHOCTUKKU, neveHna 3abonesaHni, NpoBeaeHNa MeANLIMHCKUX Npoueanyp, uccnenosa-
HUN MeOULIMHCKOTO XapakTepa, 3aMeHbl LN Moauukaunm Hacteun Tena vYenoBeka, BOCCTaHOBNEHUSA UM KOMMEH-
cauun HapyLLEHHbIX UNKn yTpa4veHHbIX OU3N0NOrMYeCcKNX OYHKLUMW, KOHTPONA Hag, 3a4aTuemM;

- BO34EUCTBUSA HA OPraHn3M YenoBeka, Npu KOTOPOM UX OYHKLUMOHANbHOE Ha3HavYeHue He peanuiyeTca, HO
MOXET NoAAEPXKNBATLCA XMMUYECKNM, hapMaKonormdyeckum, UMMyHOMOrMYeCKUM N MeTabonM4yeCckum B3anMo-
NEeNCTBUEM C OpPraHn3amMom vyenoseka ([3], nyHkT 3.1).

2.8 06BEKTUBHOE CBUAETENbLCTBO (Objective evidence): MIHdhopmauma, npaBUnbHOCTL KOTOPOW MOXET OblITb
aoKasaHa Ha OCHOBaHUKU (PaKTOB, NONYYEHHLIX NyTeM HAbNIOAEHUS, U3MePEeHUA, UCMbITaHUA UNK APYTMMU CNOCO-
6amu ([4], nyHKT 2.19).

2.9 npoueaypa (procedure): YCTaHOBMAEHHLIN CNOCOD OCYLLECTBNEHNA KAKOro-NnMbo Bnaa AeATeNbHOCTH
nnn npouecca ([4], nognyHkT 3.4.5).

2.10 npouecc (process). COBOKYNHOCTb B3aUMOCBSA3aHHbIX BUAOB AeATENbHOCTU U PECYPCOB, Npeobpasy-
lowaa Bxoabl B Bbixogbl ([4], nognyHKT 3.4.1).

2.11 3anucb (record): JOKyMeHT, npeaocTaBnAoWNN 00 LEKTUBHOE CBUAETENLCTBO O BhIMNOMHEHHbLIX BUAAX
OeATenbHOCTU UNU NONyYeHHbIX pe3ynbtatax ([4], noanyHKT 3.7.6).

2.12 octaTouHbIU pUcK (residual risk): Puck, octaiowmmnca nocrne npeanpuUHATLIX 3alUTHBLIX Mep ([2],
NYHKT 3.9).

2.13 puck (risk): CoveTaHne BepOATHOCTN NPUYMHEHUA BPpeaa U TSXKeCTU 3TOoro Bpeaa ([2], NyHKT 3.2).

2.14 aHanu3 pucka (risk analysis). CuctemaTtmvyeckoe Mcnonb3oBaHUe uMmerenca nHgpopmMmaumn and
BbIABMEHNA ONacHOCTEN U onpeaeneHuns pucka ([2], nyHkT 3.10).

2.15 oueHka pucka (risk assessment): [NonHbIM Npouecc aHanusa u oueHmnBaHUa pucka ([2], nyHKT 3.12).

2.16 ynpaBneHue puckom (risk control): lNpouecc NpuHATUA peLleHU U OCYLLIECTBNEHUA 3aLUUTHBLIX Mep
N0 YMEHbLUEHUIO PUCKOB A0 YCTAHOBMNEHHLIX YPOBHEN UNU NOAAEPKAHNA PUCKOB HA YCTAHOBIMEHHbIX YPOBHSX.

2.17 oueHuBaHue pucka (risk evaluation): lNpuHaTHE pelleHna, 6a3npyOLLErocsa Ha CYLLLECTBYHOLLNX 00-
LLIeCTBEHHbIX LLEHHOCTAX, O A0NYCTUMOCTU PUCKA B KOHKPETHOWU CUTyauum Ha OCHOBaHUKM aHanu3a pucka.

[TpnmMmedaHune—HaocHoBaHUM [2], nyHKTBI 3.11 1 3.7.

2.18 MeHeXMEHT pUcka (risk management). Cuctematmieckoe npuMeHeHne NoANTUKK, Npoueayp 1 npak-
TUYECKMX METO0B MEeHe)KMEeHTa N4 peLleHns 3agady aHanusa, oueHUBaHNA 1 ynpaBneHnua PUCKOM.

2.19 chann MmeHeKXMeHTa pUcKa (risk management file): CoOBOKYNHOCTb 3annuceun n Apyrnx AOKYMEHTOB,
He 00A3aTeNbHO B3aUMMOCBA3aHHbIX, CO34aBaeMbIX B NpoLecce MeHeo)KMeHTa pUcka.

2.20 6e3onacHocTb (safety): OTcyTCcTBME HEAONYCTUMOrO prcka ([2], nyHKT 3.1).

2.21 TKeCTb (severity). CTeneHb BO3MOXHbIX NOCNeaCcTBUMA ONACHOCTM!.

2.22 Bepucpukauma (verification): lNoareepxaeHne Ha OCHOBE aHanNn3a U NpeacTaBneHNa 00 bLEKTUBHBIX
CBNAETENBLCTB TOr0, YTO YCTAHOBMEHHbIE TPEOOBAHNS BLINOMHEHBI.

[TpnmedaHune—IlpnnpoekTMpoBaHnn n paspabotke Bepndpunkauna o3HadaeT NpoLecc aHanmsa pes3ynsTatoB
NpeaAnpPUHATON AEATENLHOCTU C Lenblo onpeaeneHna COOTBETCTBMA YCTAHOBNEHHBIM K 3TOW AEATENbHOCTU TpeboBaHU-
am ([4], noanyHKT 3.8.4).

3 O6wume TpedboBaHNA K MEHEAXKMEHTY PUCKA

3.1 HauMoHanbHbIE UNU perMoHanbHbIE perynupyrowue TpedboBaHUA

Beunay 60nbLIoro pasHoodpasna MeguLMHCKUX U3AENnn, Ha KOTOpbIE pacnpoCTpaHAETCA AENCTBUE HACTOA-
LLIero cTaHgapTa, M Pasnnyna HaLMoOHanNbHbIX UNKU PerMoHanbHbLIX PerynupyoLux TpeboBaHn, NpeabaBAaeMbIX
K MEANLIMHCKUM n3genuam, TpedosaHus 3.3 1 3.4 npUMEHSKAIOT NPU HEODXOAUMOCTMW.

3.2 lNpouecc MeHeaAXXMEHTa PUCKaA

M3roToBUTENDL AOMXEH YCTaHABNMBATL U NogAepKMBaTh B paboveM COCTOSTHUM NpoLIece naeHTMdnKaunm
OMNAaCHOCTEN, CBA3AHHbIX C MEONLIMHCKUM n3genuem, onpeaeneHna n oueHMBaHns ConyTCTBYIOLUX PUCKOB, VI-
DaBneHns STUMKN PUCKaMN N MOHUTOPUHIa Pe3yNbLTaTUBHOCTU TAKOro ynpaBneHuns. 3TOT NpoLEecC AOMKeEH ObITb
NOKYMEHTNPOBAH U BKNOYaTb B ceds cneaytolimne 3nemMeHThbI:

- aHaNM3 PUCKOB;
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- OLleHnBaHNe PUCKOB;

- yNpaBneHne puckamu;

- NOCTNPOU3BOACTBEHHYIO MHGOpMaLINIO.

[Tpn HANU4YNKM AOKYMEHTUPOBAHHOIO NpoLiecca NPOEKTUPOBAHNA/Pa3paboTKM U3nennsa B HEro A0MKHbI BXO-
OUTb COOTBETCTBYIOLLME YaCcTM NpoLecca MeHeKMeHTa pUcka.

[IpuMmevyaHuna

1 JJokyMeHTUpOBaHHbLIW NpoLEecC NpoeKkTUpoBaHnA/paspaboTkn MoxeT ObiTb ucnonb3oBaH Ana obecneyeHnn
cCUCTEeMaTUYECKOro Noaxoaa K paccMoTpeHnto npobnem 6e3onacHOCTU, NO3BONAKOLWEro, B YaCTHOCTU, BbIABNATL HA paH-
HUX CTaauax onacHOCTWU, CBA3aHHble CO CNOXHbLIMW CUCTEMaMWN U OKpYXXaloLen cpeaon.

2 Cxema npouecca MeHeQKMeHTa pucka npeacTtaBneHa Ha pucyHke 1.

3 Cm. budnuorpadgumtio.

CoOTBEeTCTBME HACTOSALLEMY MYHKTY NPOBEPSAIOT KOHTPONeM dpanna MeHe)KMeHTa pucka.

AHanus pucka

aeHTUdMKaUMA NnpenycMoTpPeHHOro
npUMeHeHus/NpeayCMOTPEeHHOIo HasHavYeHus.

NaeHTndnkauma onacHoOCTW.

OnpepeneHne pucka

OueHuBaHue pucka

PelueHus o AONyCTUMOCTWU PUCKa

YnpaBneHue pUCcKoM

AHanNn3 BO3MOXXHOCTEMN.

BoinonHeHue.
OueHuBaHMe OCTaTOMHOIO pUcKa.

donycTumMocTb NONHOMO pUcKa

PucyHok 1 — Cxema npouecca MeHeQKMeHTa pucka

3—1187 3
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3.3 OTBETCTBEHHOCTb BbICLLENO PYKOBOACTBA

BbicLlee pyKoBOACTBO OpraHM3aLnn-u3roToBUTENS AOMKHO:

a) paspabdartbiBaTb NONUTUKY OnNpeaeneHna AoONyCTUMOroO pUcka C y4eTOM COOTBETCTBYIOLLIMX MEXAYHAPO-
HbIX CTAHOAPTOB, a TAKKe HALIMOHAMNbBHbLIX U PErMMOHANbHbLIX PErMAaMEHTOB;

b) obecneynBaTb CHabXXeHne HeOBXoaUMbIMUN PecypcamMu;

c) obecnevnBaTb HazHa4YeHNe 0By4eHHOro nepcoHana (cM. 3.4) Ana ocyLwecTBNeHNA MEHEMKMEHTA, Bbl-
MNONMHEeHNa paboT n NONYyYEeHUS OLIEHKU NpeanpUHMMaeMbIX AEUCTBUN;

d) npoBoaUTb aHANN3 Pe3ynbLTaAToOB NPEANPUHUMAEMBbIX AENCTBUIN NO MEHEMKMEHTY PUCKA YEPES 3amnMaHun-
POBAHHbIE MHTEPBArbI BPEMEHM C LIENbIO 0becnevyeHnsa NOCTOAHHOW NPUrOAHOCTU W PE3YNLTATUBHOCTU NpoLecca
MEeHeIKMEHTa pUcka.

Bce nanoxeHHoe B HAaCTOALLLEM MYHKTE AOMKHO ObITb 3a0KYMEHTUPOBAHO B (hanne MeHeKMeHTa pucka.

COOTBETCTBUE HACTOSLLIEMY NMYHKTY NPOBEPSIIOT KOHTPONEM hanna MeHeMKMEHTA PUCKA.

3.4 KBanucpukauua nepcoHana

N3roToBuTtenb AomkeH obecneymBaTb BKNIOYEHNE B COCTAB NepCcoHana, BbINOMHAOLWEro 3a4a4n MEHEIK-
MEHTA PUCKA, ML, UMEIOLLINX 3HAHWNSA U OMNbIT, COOTBETCTBYIOLLME BbINOMHEHUIO NOCTABNEHHbIX 3aaau. [1pn HeOb-
XOOAUMOCTM 3Ta KBanndmnkauma A0MmKHa BKNo4YaTb B cebs1 3HaHNe MeANLIMHCKNX N30ennun N onbIT UX 3KcnnyaTa-
LIMK, a TaKke BnageHne MetTogamMm MeHepKMEHTa pucka. 3anmcm o COOTBETCTBYOLLIEN KBanuduKaLnum nepcoHana
HeobXxoauMO noaaepkmBaTb B paboyeM COCTOSTHUMN.

COOTBETCTBME HACTOALLLEMY NYHKTY NPOBEPAIOT KOHTPOMNEM BbiLLIEYKA3aHHbLIX 3anucen.

3.5 lNnaH MeHeaXXMeHTa pUCKa

M3roToBnTENDL AOMKEH COCTABMATL NMAaH MEHEMKMEHTA pUCKa B COOTBETCTBUM C NPOLIECCOM MEHEKMEHTA
pUcKa ANna KOHKPETHLIX MeOULIMHCKOTO U3aenna unm paccMaTpnuBaeMomn NpnHagneXXHocTu. NnaH MmeHegpxmeHTa
pUCKa OOMKeH ObITb YacTbio hanna MeHepKMeHTa pUcka.

OTOT NNaH AoMMKeH BKNoYaTh B ceda:

a) obnacTb NpUMMEHEHNS NnaHa, naeHTNdnKaLnIo U onucaHme MeanLUMHCKOro n3genusa, a TaKkke ctagun
YXM3HEHHOTO LIMKNAa N3aenusa, K KOTOPbIM 3TOT NAaH MPUMEHUM;

b) nnaH Bepnpurkaumm;

C) pacnpeaeneHne OTBETCTBEHHOCTMY;

d) TpeboBaHusa K aHanNu3y npegnpuHNMaeMbiX 4eUCTBUN MO MEHEMKMEHTY PUCKA;

e) KpuTepun aonyCcTMMOCTU PUCKA.

[TpunumMeyaHune—Kputepun aonyCTUMOCTMN pUCKa MetloT Bonbluoe 3HadYeHne Ana onpeaeneHnsa KOHEeYHOoN
pPe3ynNbTaTUBHOCTU Npouecca MeHeaKMeHTa pucka. PykoBoaACTBO MO onpeaeneHnd Taknx Kputepues NpuBeaeHo B npu-
noxeHun E.

[Tpn N3MEHEHNN NNAHA B TEYEHWNE )KN3HEHHOTO LUKNAa MeAULIMHCKOro naaenus B doann MeHeaxMeHTa pucka
HEODOXOANMO BHECTW 3anNnUCb 00 N3MEHEHNMN.

COOTBETCTBUE HACTOALLEMY NMYHKTY NPOBEPAIOT KOHTPpONeM dbanna MeHeoKMEHTa PUckKa.

3.6 ®aun MeHeaXMEHTa pPUCKA

[Na KOHKPETHLIX MEAULIMHCKOTO N3AENUS N paccMaTpmBaeMon NPUHAAMNEXKHOCTUN PE3YnbTaThl BCEN AES-
TENBLHOCTU MO MEHEKMEHTY PUCKA 3aMNCLIBAIOT N NOAAEPKNBAIOT B paboyeM COCTOSHUM B hanne MeEHEKMEHTA
DUCKA.

[IfpuMmevyaHuna

1 3annucm n apyrne AOKYMeHTbl, CoCTaBnAawme ann MeHemKmMeHTa pucka, MoryT ObiTb HYacTbio APYrnx AOKYMeEH-
TOB U (pannoB, HeoOXoaUMbIX, HanpuMep, B CUCTEME MeHeaAXXMeHTa KadecTBa U3roToOBUTENA.

2 ®ann meHeaKMeHTa pucka He o6a3aTenbHO AOMKEH (n3ndeckn BkNoYaTh B ceba BCe AOKYMEHTbI, OTHOCALLN-
ecsl K HacTosAwemMy ctaHaapTy. OaHako OH AoNXKeH coaepXaTb, MO MeHbleWn Mepe, CCbINKN UNN yKasaTenu Ha Bce
Tpebyemble AOKYMeHTbl. A3roToBUTENo pekoMeHayeTca CBOEBPeMeHHO cobpaTb CCbINOYHYIKD MHopMaunio B hanne
MeHeQXXMeHTa pucka.

4 AHann3 pucka (3Tanbl 1—3 Ha pUCyHKe 2)

4.1 lNpoueaypa aHanusa pucka
AHanns3 pucka cneayet NpoBOAUTb B COOTBETCTBUM C 4.2— 4.4, a nOpaAaOoK NpoBeaeHua u pesyneTaThl
aHanunaa pucka gofmkHbl ObiTb 3anucaHbl B panne MeHepKMeHTa pucka.

[ PUMEYHAHWNE — Ecnn AOCTVMNHbI pe3ynbTaTtbl dHann3a pUCka And aHanorm4Horo MeanumHCKoro U3aenna, 1o
Had HUX MOXHO CCblNaTtbCA MNpnU yCNnoBUMN BO3IMOXKHOCTU ASMOHCTPALUUN TOIrO, HTO paCCMatTpuBaemMble NpouecCbl aHano-

4
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"TMYHbl N BHECEHHbIE USMEHEHNA HE NPpUBEAYT K CYLUECTBEHHLIM PA3NMM4YNAM B pe3yibraTaxX. OcHOBaHMEM ANs 3TOro
NOMKHO ObITb CUCTEMaTUYECKOE OLleHUBaAHNE N3MEHEHNW N BO3MOXHOCTEN UX BO3AEUCTBUA Ha pa3nnyHble CYLLeCTBYIO-
e onaCHOCTN.

B AOnNONHEHKE K 3anncaM B COOTBETCTBUN C 4.2—4.4, NOKYMEHTbI O NOpaaKe NpoBEeAEHUS U PE3YNLTATOBR
aHanusa pucka AOMKHbI BKNYaTh B Ceb4, NO MEHbLLIEN MEpE:!

a) onncaHne n naeHTMdnKaL Mo aHanM3npyeMoro MegmLMHCKOro U3aenusa unm npuHagneKHOCTw;

b) naeHTUPMKaUuio nuua (Nuu) n opraHnsauunmn, BbIMOMNHAOLLMX aHaANM3 PUCKa;

C) ATy NPOBEAEHUA aHanNn3a pucka.

COOTBETCTBME HACTOALLLEMY NMYHKTY NPOBEPSIOT KOHTPONeEM dpanna MeHea)KMeHTa pUcka.

4.2 MNpeaycMoTpeHHOE NPpUMeHeHHe/npeayCcMOTPEHHOE Ha3HauYeHUe U onpeaeneHue Xxapakrepu-
CTUK, OTHOCALLUXCA K Oe30nacHOCTU MeaAULMHCKOro usgenua (atan 1)

[1Na KOHKPETHbLIX MEANLIMHCKOrO U3aenua nnu paccMmaTpmBaeMoun NpUHaaneXXHOCTN N3roToOBUTENb A0MKEH
COCTaBUTb ONMcaHue NpeayCcMOTPEHHOro NPUMEHEHNA/NPeayCMOTPEHHOrO HasHavYeHna N Nodoro 0OOCHOBAHHO
MPOrHO3MPYEMOrO HENPABUMBHOIO NPUMEHEHUS. M3roTOBUTENDL AOMKEH TaKKe COCTaBUTb NepeveHb BCEX Kaye-
CTBEHHbIX U KONMNYECTBEHHbIX XapaKkTePUCTUK, KOTOPbIE MOTYT NOBMNUATL HA BE€30MNaCHOCTb MEANLIMHCKOIO U3ae-
nus, U, eCNY BO3MOXHO, YKa3aTb UX NpeaenbHO A0ONYCTUMbIE 3HAa4YEHUA (CM. npuMedanune 1). OTn 3anmcm HeobXo-
OUMO noaaepkmeaTthb B paboyeM COCTOAHUM B hanne MeHeMKMEHTA PUCKA.

[IfpuMmevyaHuna

1 MNpunoxkeHne A HacToAWero ctaHaapTa CoaepXXUT BONPOCHI, KOTOPbIEe MOrYT CNy>XUTb NONE3HbIM PYKOBOACTBOM
NpU COCTaBNEHUN TaKOro nepeyHs.

2 MNpunnoxxeHne B HacToALwero ctaHaapTa coaepXXuT AononHUTenbHble pykoBoasawne ykasaHua no Metoaam aHa-
nn3a pucka B OTHOLUEHUN MeaANLUHCKUX usgenun gna in vitro AnarHoCTUKN.

3 MpunoxeHne C HacToAWeEro ctaHaapTa coaepXUT AONCNHUTENbHbIE pyKOBOAALWIME yKa3aHUA Mo MeToaam
aHannsa pucka B OTHOLUEHUN TOKCUKONOrMYeCcKUnX OonacHoCTEMN.

COoOTBETCTBME HACTOALLEMY MYHKTY NPOBEPAIOT KOHTPONEM dhanna MeHe)KMeHTa pucka.

4.3 WpeHTpUKauma U3BECTHLIX UMK NPOrHO3UpPYyEeMbIX OnacHOCTeM (3Tan 2)

N3roToBUTENb A0MKEH COCTaBUTL NepeYeHb U3BECTHbLIX UKW NPOrHO3NPYEMbIX ONACHOCTEWN, CBA3AHHbIX C
MeOMLMHCKUM n3genuem, Kak ans ycnosuMm HopMarnbHOW 3KkcnnyaTaunm, Tak u gnsa aBapunHbiX cuTyauuin. 3sec-
THbl€ ONAaCHOCTU AOMKHbI ObITb MAEHTUUNLMPOBAHLIL. ITOT NepeveHb HeoOXoaANMO NoAnepPXXMBaTb B paboyveM Co-
CTOAHUU B (panne MeHepKMEeHTa PUCKa.

Tarke O0MKHbI ObITb PACCMOTPEHDLI U 3aperncTPUpPOBaHbI NPOrHO3UpPYeMble NocneaoBaTenbHOCTU COOLITUN,
KOTOPbIE MOTYT NPUBECTU K CO34aHUI0 ONACHOW CUTyaLun.

[IfpuMmedaHna

1 B ka4yecTBE NAMATHOW 3anNUCKN MOryT ObiTb MCNONBL30BaHbI NPUMEPLI BO3MOXHbIX ONAaCHOCTEW, NepevYNCNeHHbIE
B npnnoxeHnn D n paspene B.2 ana nagenun ana in vitro AnarHoCTUKW.

2 [na naeHTupunkaumn Hen3BeCTHbIX paHee onacHOCTEU MOXXHO UCNONb30oBaTbh METoAbl cucTemaTtusalumn, npu-
MEHAeMble B KOHKPEeTHOW cutyaumm (CM. npunoxeHue F).

COOTBETCTBME HACTOALLIEMY MYHKTY NPOBEPSAIOT KOHTPONEM dparna MeHeMKMEHTa pUCKa.

4.4 OnpepeneHuve pucka (pUCKOB) ANA Kaxaou onacHocTtu (atan 3)

Puck(n) ansa Kaxxaon onacHOCTHU, Kak B YCNOBUSAX HOPManbHOW 3KCnnyaTaunmn, Tak U Ans asapmmHON CUTya-
LMK, HeODXOAMMO onpeaensaTb C NOMOLLLIO AOCTYNHOW MHAOPMAaL MM UK AaHHbIX. B cny4yae onacHocTeWn, And
KOTOPbIX HE MOXET ObITb OnpeaeneHa BEPOATHOCTb NPUHMHEHNS Bpeaa, AOMKeH ObITb COCTABMNEH NepeYeHb BO3-
MOXXHbIX NOCNeACTBMA Taknx onacHocTen. OnpegeneHune pucka(oB) AOMKHO ObITb 3aperncTpupoBaHo B hanne
MeHeKMeHTa pUcka.

IMiobas cuctema, ucrnonb3yemas ans Ka4eCTBEHHON UM KONMYECTBEHHOW rpaaaunm onpeaeneHns YpoBHEN
BEPOATHOCTU UMK TAXKECTU, A0MMKHA ObITb 3aperncTpupoBaHa B channe MeHeaKMeHTa pUcka.

[IpumMedyaHNs

1 OnpepeneHne pucka Bkn4YaeT B ceba aHanm3 BEPOATHOCTU ero BO3HUKHOBEHMA MU TAXECTU nocneacteun. B
3aBUCUMOCTU OT obnacTn NpUMEHeHNA, BO3MOXHO, AOCTAaTOMHO PacCMOTPETb NULLb HEKOTOPble 3NeMeHTbl npoLlecca
onpeaeneHna pucka. Hanpumep, B HEKOTOPbLIX KOHKPETHbLIX Crny4aax HeT HeobBXoaAMMOCTU NpoaonKaTb onpeaeneHune
puUcka nocne nepBUYHOro aHanmsa onacHoCcTU U ee NocneacTBUN.

2 OnpepeneHne pucka MoXeT OblTb KONMYeCTBEHHBLIM NN KadYeCcTBEHHbLIM. MeToabl onpeaeneHna pucka, BKNKO-
yaa MeToAbl, ABNAKLWMeca cneacTBUEM CUCTEMaTUYECKNX HEUCNPaBHOCTEW, NpeacTaBneHbl B nNpunoXxeHnn E HacTosA-
wero ctaHaapTa. Pasgen B.3 HacTosAwero ctaHgapTa coaepXnt nHpopMaLunio, NoNes3Hy nNpu onpeaeneHnn pucka ans
MeaAUUMHCKUX n3aennn ana in vitro AanarHoCTUKN.

3* 5
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Hauyano

MpegycMoTpeHHOE NpUMEHeHne/npeaycMon
HasHaueHWe. OnpegeneH1e XapakTepucTy

AHanu3
pUCKa

MoeHTuhuKkaL A MIBECTHLIX UMK
NPOrHO3UpyeMbiX onacHocTel (4.3)

OnepeneneHue pucka (PUCKOR) ANA Kax
onacHoCTM (4.4)

Heobxoanmo nu
yMeHblUeHWe
pucka? (5)

Hert
OueHuraHWe

pUCKa

UaeHTUdKKaUMa HeobxoanMEIX(oi) Mep (M
YIIpaBneHUD PHCKOM, perMcTpaumvA TpeboE
yripasneHuio puckom (6.2)

BO3MOMXHO N
YMeHELUeHWe
pucka? (6.2)

Ha
BbinonHeHwe, perucTpauna u BeprnKe
COOTBETCTBYIOLLMX Mep (6.3)

flanserca nu
OCTaTOMHLIA PUCK
AOMYCTUMbIM? (6.4)

YnpaaneHue
PUCKOM

Na BO3HMKAIOT NK

Apyrne
onacHocTu? (6.6)
H

T

i

R L

PHCYHOK 2 — Cxema a3Tanos npouecCa MeHeaQKMEHTa PUCKa B OTHOLLWEHN MEONLINMHCKNX n3anennuin
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3 HekoTopble BO3MOXHbIE METOAbl aHanu3a pucka NpeacTaBneHbl B NPUNOXeHun F HacToslwero ctaHaapTa.

4 UHdbopmaumio Unn gaHHble ANAa onpeaeneHns pUcka MOXHO NONYYUTb, HaNnpUMep, U3 cneayrLwmnx NUCTOYHUKOB:
- onybnukoBaHHbIe CTaHAAPTbI;

- Hay4yHO-TexXHUn4eckaa nHgpopmauma,

- JaHHble MO 3KCnnyaTauumn yxe npuMeHseMbiX aHaNOrnMYHbIX MeANLIMHCKUX N3aennin, BKkNYasa onyobnmkoBaHHbIE

cBeaeHna o6 nHUMaeHTax;
- AaHHble UCNbiTaHUMWU Ha 3KcnnyaTaunoHHYIO NPUroaHOCTb TUNMUYHBIMW NONb30OBaTENAMMN;
- KNUHNYECKMNe AaHHble;
- pe3yneTaTbhl nccneaoBaHuN,;
- 9KCNepTHble OLLEHKW;

- CXeMbl BHeLWWHEWN OLIeHKN KavyecTBa.
COOTBETCTBME HACTOALLEMY NYHKTY NPOBEPSAOT KOHTPONEM dbanna MeHea)KMeHTa pUcka.

5 OueHnBaHue pucka (3tan 4)

Ona kaxxaon naeHTUdhNLUMPOBaAHHON ONACHOCTW U3rOTOBUTENMb AOMKEH, MPUMEHSSA KPUTEPUUN NNAaHA MEHEMXK-
MEHTa pUcKa, peLlnTb, ABNAETCA NN OLEeHUBAEMbIN PUCK(N) HACTOMNBLKO HU3KNM(M), YTO HET CMbICna B ero (ux)
aanbHewuweM ymeHbLleHun. [Npu NoNoXXnTensHOM OTBETE Ha 9TOT BONPOC TpeboBaHUA 6.2—6.6 Ana KOHKPeTHOW
ONaCHOCTU He NPUMEHSIOT (T.€. Nocne BbiNONHeHUA TpedboBaHu 6.1 BbINOMHAT TpeboBaHUA 6.7). PesynbTaThl
OLIEHMBAHNA PUCKa(OB) PermcTPUpYIOT B hanne MeHeo KMeHTa pUcka.

[IpumMedyaHNs

1 PykoBOACTBO MO NPUHATUIO peLueHna 0 AonycTUMOCTU pucka npueeaeHo B E.3, npunoxeHune E.

2 MNMpnmeHeHne HeoOXoauUMbIX CTaHAaPTOB ANA pa3paboTkn KpuTepuee MNPOEKTUPOBAHMA MeOULMHCKUX u3ae-
NN MOXKET ABNATLCA YacTbl ASATENLHOCTU NO YNpPaBNeHUK PUCKOM, 4YTo obycnaBnuBaeT npumeHeHune TpeboBaHU

6.3—6.6.

COOTBETCTBME HACTOALLEMY Pa3aeny npoBepAaroT KOHTPONeM cbaﬁna MEeHEe P KMEHTA PUCKA.

6 YnpaBneHue puckom (3tanbl 5—10)

6.1 YMeHblueHue pUuckKa

[Tpn HEOBXOANMOCTU YMEHbLLIEHUSA PUCKA(OB) U3roTOBUTENL AOMKEH cNeaoBaTb ONMMCAHHOMY B 6.2—6.7
npoueccy ynpasneHusa pUckomM(amm) Tak, YToObl CBA3AHHbLIN C KaXKAOW ONACHOCTLIO OCTATOUYHbLIN PUCK(M) DbIn(K)
KBanMLUMpoBaH(bl) Kak AOMNYCTUMbIA(E).

6.2 AHanu3 BO3MOXXHOCTeHU (3Tan 5)

N3roToBuUTENb AOMKEH NOAEHTUPMUNPOBATL MEPbI MO YNpaBNEHNIO PUCKOM(aMK), HeoDXoanMble Ans YMEHb-
LLIeHNA pUcKka(oB) A0 NPUEMNEMOrO YPOBHS. YNpaBneHue puckoMm(ammn) A0MKHO NpeacTaBnaTb COOON UHTErPUPO-
BaHHbIW NOAX0A, NP KOTOPOM N3roTOBUTEMNb A0MKEH MNPUMEHSATEL B NOPAAKE NPUOpUTETA OQMH N3 HUXKenepeyunc-
NEHHbIX:

a) be3onacHOCTb, obecneyYmBaemas NPOEKTOM N KOHCTPYKUNEN MEONLIMHCKOro U3aenus;

b) cpencTaa 3aWwmTbl UNK 3aLlLUTHBLIE MepPbI, NPeayCMOTPEHHbIE B NpoLecce Nponu3BoacTea MeauLMHCKOro
M3nenus;

C) HdpopMauma no 6e3o0nacHOCTMW.

[IpuMmevyaHuna

1 Mepbl N0 ynpaBneHU pUCKOM MOTYT YMEHbLLUUTL TAXKECTb BO3MOXHOIMO Bpeaa Wnn BEPOATHOCTb MPUYNHEHNSA
Bpeaa, unnu n To U Apyroe BMecCTe.

2 CTaHpapTbl, ycTaHaBnueawLwme odbuwme TexHndeckme TpebosaHnA, paccMmaTpuBarT 6e3onacHoCTb, obecneun-
BaAeMYK MNPOEKTOM N KOHCTPYKLUMEN, 3alnTHble mepbl n 6e3onacHoCTb, obecneunBaemyrd COOTBETCTBYIOWEN NHGOpMa-
LUuen, AN MHOMX MeaAuUUHCKUX u3aenuin. 3To cneayeT yunTbiBaTb B NpoLecce MeHemKkMeHTa pucka. CM. Takke npuno-

XeHne G HacTosIWwero ctaHaapTa.

BbiGpaHHbIe MepbI N0 YNpaBNEHUIO PUCKOM HEOOXOANMO 3aperncTpupoBaTh B doanne MeHEeIXKMEHTA PUCKa.

Ecnu B npouecce aHan13a BO3MOXXHOCTEN U3rOTOBUTENb ONPEAEnseT, YTO AanbHellliee YMeHbLLIEHNE PUC-
Ka HE UMEET NPAKTUYECKOrO 3HAYEHUS, OH AOMKEH BbINOMNHUTL aHaNmn3 COOTHOLLEHWUS pUcK/Nonb3a Ans 0CTaTOYHO-
ro pucka (cMm. 6.5); B NpOTUBHOM Cny4ae U3rotToBuTenb A0MKEH NPOAOMKaTb BbiNOMHEHNE BbIOpaHHbIX MeP Mo
YNPaBNEHMIO PUCKOM.

COOTBETCTBME HACTOSALLIEMY MYHKTY NPOBEPSAIOT KOHTPONeM ainna MeHea>KMEeHTa PUCKa.

4—1187 !
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6.3 BbinonHeHue Mep nNo ynpaBneHUIO PUCKOM (aTan 6)

N3roToBUTENb AOMKEH BLINOMHATL MEPLI MO YNPaBAeHUo PUCKOM, BbiDpaHHbIe B 6.2. Mepbl N0 ynpaBneHUIo
PUCKOM OO0MKHbI ObITb 3apPerMcTpupoBaHbl B hanne MeHeg)KMeHTa pucka.

Pe3ynsTaTUBHOCTEL Mep NO yNpaBneHNIO PUCKOM A0MKHA ObITb BEpUOMUMPOBAHA, a pe3ynbTaTbl BepUduka-
LI 3aperMcTpmpoBaHbl B panne MeHe)KMeHTa pucka.

BbinonHeHWe Mep No ynpaBneHUo PUCKOM A0MMKHO ObITh BepUdONUMPOBaAHO. Pe3yneraThbl 3TOM Bepuipukaumn
TaKke AOMKHbI ObITh 3aperMcTpupoBaHbl B hanne MeHeoKMeHTa pucka.

COOTBETCTBME HACTOALLEMY NYHKTY NPOBEPAIOT KOHTPONEM hanna MeHemKMeHTa pUCKa.

6.4 OueHuBaHue ocTaToOvYHOro pucka (3tan 7)

JioBon oCcTaTOYHLIN PUCK, COXPAaHSIOLLNMUCA NOCNE BbIMOMHEHNS MeP NO YNpaBNEHU0 PUCKOM, HEODXOANMO
OLE€HNBATL NO KPUTEPUAM, YCTAHOBMEHHLIM B NNaHe MeHe)KMeHTa pucka. Pe3ynbTtaThl TAKOro OLEeHUBaHUA OOSK-
Hbl ObITb 3aPErncTpUpoBaHbl B panne MeHeoXMeHTa pUcka.

Ecnn ocTaTO4YHLIM PUCK HE YOOBAETBOPAET YCTAHOBMNEHHLIM KpUTEPUAM, crieayeT NPUMEHUTb A0NOMHUTEMb-
Hble MepPbl NO YNpaBAEHUIO PUCKOM (CM. 6.2).

Ecnn ocTaTouHbIN PUCK OLLEHUBAIOT KaK A0MYyCTUMbIN, BCA COOTBETCTBYIOLWAA MH(DOpMaLIMA NO OCTAaTOYHOMY
PUCKY AOMKHA ObITb BKMOYEHA B COOTBETCTBYIOLLME IKCNNyaTaUMOHHbIe AOKYMEHTLI, punaraemble N3rotToBuTe-
nem.

COOTBETCTBME HACTOSALLLEMY NMYHKTY NPOBEPAIOT KOHTPOMNEM dhanna MeHeoKMeHTa pucKka U akcniyaTaunuoH-
HbIX AOKYMEHTOB.

6.5 AHanu3 cooTHoLWweHUA puck/nonb3a (3Ttan 8)

Ecnu oCcTaTouHbIN PUCK NO KPUTEPUAM, YCTAHOBAEHHLIM B NNaHe MeHePKMEHTa pucka, 6bin ksanndonumpo-
BaH Kak HeAOoNyCTUMbIW, a AanbHeULIne Mepbl N0 ynpaBneHNIO PUCKOM COYTEHbLI MPaKTU4ECKN HellenecoobpasHbl-
MW, U3roTOBUTENb AOMKEH COBpaTb U NpoaHaNnU3npoBaTh AaHHbIE N NUTEPaTYPyY O MEANLIMHCKOWN NOMb3e C TOYKN
3peHns NpeayCMOTPEHHOrO NPUMeHeHNA/NpPeayCMOTPEHHOIO Ha3HavyeHusa, YTobbl onpeaenuTb, NPeBbLILLAeT N
OHa OCTaTOu4HbIN PUCK. Ecnn cobpaHHble AoKa3aTenbCTBa CBUAETENBLCTBYIOT O TOM, YTO MeAULIMHCKAs NOoNb3a He
NpPeBbILLAET OCTATOYHbIN PUCK, PUCK CHUTAETCA HeAONYCTUMBbIM. ECnn MeguumMHcKasa Nonb3a npeBbillaeT OcTaTou-
HbIW PUCK, MOXKHO NepenTun K BbINOMHEHUIO TpeboBaHumn 6.6. MHdopmauusa, Heobxoammasa ana 06 bACHEHNA pelLle-
HUS B OTHOLLEHNN OCTATOYHOIO pUCKa, A0MKHA ObITb BKMOYEHA B SKCNNyaTaUMOHHbIE AOKYMEHTLI, NpeaoCcTaBnMsi-
eMble U3roToBuUTeneM. Pe3yneTtaThbl TAKOro oLeHUBaAHUA O0MKHbI ObIThb 3aperncTpupoBaHbl B panne MeHepKMeHTa
pucka.

COOTBETCTBME HACTOSALLLEMY MYHKTY NPOBEPAIOT KOHTPOMNEM dhanna MeHeaKMeHTa pucKa U akcnnyaTaunuoH-
HbIX AOKYMEHTOB.

6.6 [1pyrue BO3MOXHble onacHocTH (3tan 9)

Mepbl No ynpaBAeHNIO PUCKOM HeODXOAUMO aHaNN3npoBaThb, YTOOLI MOEHTUONLUNPOBATL BO3MOXXHOCTbL CO-
30aHNUAa UMK Opyrnx onacHocten. Ecnu kakne-nndo Mmepbl NO yrnpaBAeHU0 PUCKOM MOTYT NopoXxaaTk Nodble
HOBblE ONACHOCTU, TO HEOOXOAMMO OLEHUBATL CBA3aHHbLIN C HUMW PUCK(W) (CM. 4.4). Pe3ynbTaTtbl TAKOro aHanm3a
OOMKHbI ObITh 3aperncTpupoBaHbl B dpanne MeHepKMeHTa pucka.

COOTBETCTBUE HACTOALLEMY NYHKTY NPOBEPAIOT KOHTPOMNeM dpanna MeHeoKMeHTa pucka.

6.7 MNonHoTa oueHuBaHUA pucka (atan 10)

M3roToBuUTENb AOMKEH ODecnevnBaTb OLIEHMBaHUE PUCKa(OB) BCEX MAEHTUPULMPOBAHHbLIX OnacHocTen. Pe-
3yNbTaTbl TAKOro OLleHMBAHUA A0MKHbI ObITb 3aPEerncTPUPOBaHLI B (hanne MeHeo)KMeHTa pucka.

COOTBETCTBUE HACTOALLEMY NYHKTY NPOBEPAIOT KOHTPOMNeM dpanna MeHeokKMeHTa pucka.

7 OueHnBaHUe NOMHOro octaToyHoro pucka (atan 11)

[locne BbINONHEHMSA 1 BepUdUKaL MK BCEX MEP NO YNPaBNeHUI0 PUCKOM N3rOTOBUTENDb AOMKEH NPUHATD
peLleHne 0 AONYCTUMOCTM NOMHOMO OCTATOYMHOIO pPMUcKa, CO3AaBaEMOro MEANLIMHCKAM M3AENUNEM, C TOUKUN 3PEHUS
KPUTEPUEB, YCTAHOBMNEHHLIX B MNaHe MEHEMKMEHTA pucka. ECnv nonHbIM 0cTaToOuHbIN pyck 6bin kBannduumposaH
KaK HeAONMYCTUMbIA C TOYKN 3PEHNS KpUTEPUEB, YCTAHOBMNEHHbIX B MNaHe MeHeA)KMEeHTa puUcka, N3roToBUTENb
normkeH cobpaTb N NPoaHaNM3npoBaTb AAHHbIE U NNTEPATYPY O MEANLIMHCKON NOMb3€e C TOYKX 3pEHUS NPEAYCMOT-
PDEHHOro NPUMEHEHNA/NPeayCMOTPEHHOIO Ha3HaYeHNAa n3genusi, YTobbl YyCTaHOBUTL, MPEBLILLAET NN MeAULINH-
CKas Nonb3a NOMHbIN OCTATOYHbIN pUCK. ECnn cobpaHHbie Aoka3aTenbCTBa CBUAETENLCTBYIOT O TOM, YTO MEaV-
LIMHCKas NoMNb3a He NPEeBbILLAET NOMHbIN OCTATOYHbIN PUCK, OH CYMTAETCA HeaonycTUMbIM. Pe3ynbTaThl oLEeHMBa-
HUSI MOMNMHOMO OCTATOYHOIO PUCKA A0 KHbI ObITh 3aperMcTpupoBaHbl B hanne MeHemkMeHTa pucka.

CooTBeTCTBME HACTOSALLEMY Pa3faeny NPoBepsOT KOHTPONeEM hanna MeHemKMeHTa pUckKa.
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8 OTyeT NO MeHeAXXMEeHTY pucka (3tan 12)

Pe3ynbTaThl npoLecca MeHEMKMEHTA PUCKa JOIMKHbI ObiTb 3aperncTpMpoBaHbl B OTYETE MO MEHEKMEHTY
pucka. OTYET N0 MEHEOXKMEHTY pMcka AomkeH obecneynBaTb BO3MOXKHOCTb OCYLLIECTBMEHUS NPOCNEXKNBAEMOCTY
NS KaXO0oM onacHOCTU NPY aHanu3e pyucka, oLleHMBaHUN pUCKa, BbIMONHEHUN U BepudmnkaLmm Mep no ynpasrne-
HUIO PUCKOM, a TalkKe coaepKaTb OLIEHKY AI0NYCTUMOCTM OCTATOMHOro pucka(os). OTYET N0 MEHEKMEHTY pUcKa
NOmKeH ObITb YacTbio dhaina MeHePKMEeHTa pUcka.

[TpumMmedyaHne— OT4eT MOXKET ObITb HA DYMaXKHOM MNKU 3NEKTPOHHOM HOCUTENE.

CooTBETCTBUE HACTOA LLUEMY pa3acerny npoBepAaArT KOHTPONemM OT4HeTa No MeHeJKMEeHTY PUCKA.
9 NocTnpousBoacTtBeHHaa nHgpopmauyuna (3tan 13)

N3roToBuUTENL AOMKEH YCTAHOBUTL U NoAAePKMBaTb B paboveM COCTOSSHUM CUCTEMATUYECKYIO Npoueaypy
aHanu3a nHdgopmaunmn, cobpaHHoOn 0 MEeANLIMHCKOM N3N UM aHANOMMYHbIX N30ENUAX HA NOCTNPON3BOACTBEH-
HOM 3Tane. JTa MHOoPMAaLMA A0MKHA ObITh OLEHEHA C TOUKU 3PEHNS AOCTWKEHUS Haanexallen 06e30nacHoOCTH, B
OCOOEHHOCTU B cneayownx Bonpocax:

a) CYLLLECTBYIOT NN HE OMNO3HAaHHbIE paHee ONACHOCTMW;

b) He cTan N HeAONYCTUMBIM PUCK(M), NponcTekarLLmMn(mne ) n3 Kakon-nMdo oNacHOCTY;

C) He cTana N1 nepBoHavanbHasa OLEHKAa HeAEeNCTBUTENBHOW MO APYrMM NpUYnHamM?

[Tpon NONOXNTENBLHOM OTBETE Ha NHOON U3 BhbiLLIEYKa3aHHbIX BOMPOCOB pe3ynbTaTbhl OLEHNBAHUS HEOBXOAU-
MO BEPHYTb Ha BXOA, NpoLecca MeHeoKMeHTa pucka (Cm. 4.4).

OT4eT 0 COOTBETCTBYIOLLMX 3TANax npoLecca MeHeaKMeHTa pucka ansa MeauLUuHCKoOro n3genmsa Heodbxoam-
MO paccMaTpuBaTb B CBETE NOMNy4eHHON MHopMaLmK no BesonacHocTw. Npn HaNMYNMU BO3MOXHOCTN U3MEHEHUS
OCTATOMHOIO pUcka(oB) UNK ero (Ux) AoONYCTUMOCTUN cneayeT OLUEHUTb BAUSIHUE TAKOTO U3MEHEHUS HA paHEE Bbl-
MNOMHEHHbLIE MepPbI MO YNPaBAEHNIO PUCKOM.

Pe3yneTaThbl Takoro oueHnBaHns A0MKHbI ObITb 3apermcTpUpoBaHbl B doanne MeHeQ)KMeHTa pucka.

[IpuMmevyaHuna

1 OThenbHble acnekTbl NOCTAPOM3BOACTBEHHOIC MOHUTOPUHIA paccMaTpUBaTCA B HAUMOHaNbHbLIX UNKU Perno-
HanNbHbIX pernameHTax. B HeKoTopbIX cny4Yaax MoryT ObiTb 3a4eNCTBOBaHblI ACMNONHUTENbHbLIE MepPbl, HanpuMep nepc-
NeKTUBHOE MNOCTNPOU3BOACTBEHHOE OLEeHUBAHUE.

2 CMm. Takxe 4.14 [3].

3 UHdbopmauma moxeT ObiTb NonydeHa Ha NWWOOM 3Tane >KM3HEHHOro Uukna mMeauuuHCKOro nsgenna — oT Ha-
YanbHOro A0 NOCTAPOM3BOACTBEHHOIO 3Tana BKNKYNTENLHO.

COOTBETCTBUE HACTOALLEMY pa3aeny NPoBepsOT KOHTPONEM AOKYMEHTaUMK Npouecca MeHeo)KMEeHTa PUC-
Ka n panna MeHepKMeHTa pucka.
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[TpunoxeHune A
(CcnpaBoYHOE)

Bonpockl, Ha KOTOpbIE crneayeT OTBETUTL NPU ONpeaerieHUU XapakTepUCTHUK,
BIIMAIOLUX HA 6e30NacHOCTbL MeAULIMHCKOIrO u3aenus

A.1 O6Limne nonoxeHun

[lepBbIM 3TanoM naeHTNMPUKaLMnM onacHoCTeENn ABNAETCA aHanns3 XapakTepucTuk MeanunMHCKOro nsaennsa, BnNus-
IOWKNX Ha 6e30nacHoCTb ero npumeHeHna. OanH n3 cnocoboB BbINONHEHUA AAHHOrC aTana — COCTaBNEHWE nepeyHs
BOMNPOCOB, KOTOPble MOTYyT BO3HUKHYTL MNPU U3rOTOBNEHUU, NPUMEHEHUN N KOHEYHOW yTUNU3auum mMeanuuHCKOro nsae-
nna. Ecnn 3apaBaTb 3TM BONPOCHI OT UMEHN BCEX 3aUHTEPEeCOBaHHbIX NuL, (HanpuMmep nonb3oBaTenen, cneynanucToB
no yxoay, NaumMeHToB U T.A4.), MOXHO NonNy4nTb Honee NONHYK KapTUHY O BO3MOXHbIX onacHocTAX. OTBETLI HA NpuBeAEH-
Hble HWKe BOMPOCbl MOryT NOMOYb B MAEHTUMPMKALMN BO3MOXKHbBIX ONAcHOCTEN Npn paboTe ¢ aHanM3npyemblM mMeaun-
LUHCKUM mn3nenuem.

OTOT nepeyeHb He ABNAETCA NcHepnbiBakOWUM, HO cneayeT ObiTb OCTOPOXHLIM Npn AcbaBNeHnn BONPOCOB, KOTO-
pble MOryT ObiTb OTHECEHLI K KOHKPETHOMY MeAULMHCKOMY U3aenui.

A.2 Bonpochl

A.2.1 KakoBO npeayCcMOTPEeHHOEe npuMeHeHne/npeayCcMoTpeHHOe Ha3HavYeHne 1 Kak cneayeTt NpUMeHATb Meau-
LUHCKOE nanenue?

PaccmaTpuBaloT:

- ApeanonaraemMoro nNonbL3oBaTens, erc YMCTBEHHbIE N (hn3ndeckne BO3MOXHOCTU, KBaNN@UKaLn 1N noaroToBKY;

- 3ProHoOMMYeCcKne acnekTbl, YCNOBMA 3aKCcnnyaTauun, KTo dyaeT ycTaHaBnmMBaTbh U3genne n CMoXeT NU NauueHT
caM ynpaBNATb 3KCnnyaTaumen mMeauumnHCKOro n3genma Uunn BnuATb Ha Hee.

Ocoboe BHUMaAHNE pekoMeHAyeTCAa yAenAaTb npeanonaraemMmblM NoONb3oBaTeNAM CO cneundgpmnyeckummn noTpedHo-
CTAMW, Hanpumep nuuam ¢ PU3n4eCKMMM HeaocTaTKkamMn, NOXKUNLIM NOAAM, AeTAM. STUM NULLAM MOXET NOHaaobUTLCA
NOMOLLUb APYroroc nuua B akcnnyataunm mMeanumnHCKore naaenus.

[lpeaycmMmoTpeHa nNu akcnnyatauna MeanuuHCKoro n3genva nuuamu ¢ pasnuyHbiM ypoBHEM MOArOTOBKU U pas-
nN4YHOW obLEen KyneTypon?

Kakyr ponb OTBOAAT MEAULMHCKOMY U3AENUI0 B ANaArHOCTUKe, NPpodMnNakTuke, MOHUTOpPUHre, nedeHnmn nnm obner-
YyeHUn HonesHn, KomneHcaumn Tpasm Unm Geusanyecknx HeaoCTaTKoB, 3aMellleHnn nnm moandgukaumm 4actem tTena unu
ynpasneHnn 3adatmem?

[TlpeaHa3Ha4YeHo N MeauLUMHCKoe usgenue Ansa XusHeobecnedyeHMa MnNu ANA noaaepXaHua XU3Hu?

Heobxoanmo nn BMellaTensCTBO CNeELuMannucToB NpyU OTKase MeauLMHCKOro nsaenma?

Heobxoanmo nn yaenatb ocoboe BHUMaHWe NPOEKTHLIM XapaKTepucTukam nHTepdenca, Kotopble MOryT npmee-
CTU K HENPOU3BONbHLIM oWMBKamM akcnnyaTaunm nagenna (cm. A.2.27)7

A.2.2 lNpeanonaraeTcsa NN KOHTAKT MeAULMHCKOro n3aenma ¢ NnauueHToM unn gpyrummn nuuammn?

PaccmaTpuBaloT. XapakTep npeanonaraeMoro KOHTakTa, T.e. NOBEPXHOCTHbIN KOHTAKT, UHBA3UBHbIN KOHTAKT WU/WUNu
MnMNNaHTauna U, B KaXKAoM cnydae, ANUTenbHOCTb U YaCTOTY KOHTaKTa.

A.2.3 Kakne matepuans! W/uUnm KOMANOHEHTbl BXOAAT B COCTaB MeANLMHCKOro n3aenna nnn nCNnonNb3oBaHbl COBME-
CTHO NUOO B KOHTaKTE C HUM?

PaccmaTpmBalrT XapakrepucTuky, Bnuawme Ha 6e3onacHoCTb n3aenus.

A.2.4 MoxeT nn aHeprna ObITb NepenaHa naymeHTy n/mnu ebipabotTaHa nauneHTom?

PaccmaTpusalT. BuA nepeaaBaemMon 3Heprun, ynpasneHne e, ee KavyecTBo, KONNMYeCcTBO U ANUTENbLHOCTb BO3-
NencTBUA.

A.2.5 BBoaaT nn naymeHTy n/unun BolIBOAAT U3 HEro Kakme-nnbo sellecTea’?

PaccmaTpusalT. BBOAUMbIE NALUEHTY UNN BbIBOAUMBIE U3 HEMO BELWECTBA; AaHHble O TOM, 0AHO 3TO BELLECTBO UNK
rpynna BewecTB; CBeAeHNUA 0 MakCUManbHON N MUHUMAanNbHOW CKOPOCTU BBeAEHNA (BblBEAEHNA) BELWLECTBA U yrnpaBne-
HUN 3TUM NPOLLECCOM.

A.2.6 lNpoeoaAaT N B MeaAULMHCKOM nagenmnn odpadoTky duonornyeckmnx BewecTs ANA UX NocneayrLwero NCnonb-
30BaHNA?

PaccmaTtpusatoT Tvn obpaboTkm n odpadaTbiBaemMmoe BelwecTso(a) (Hanpumep ayToTpaHcdy3ua, ananuns).

A.2.7 CTepunbHO N NoCTaBNAemMoe MeauLMHCKoe u3aenme Mnnu oHo NpeaHasHavyeHo Ana ctepunu3auumn nonb3o-
BaTenem, N1 NPUMEHAT Apyrme snabl MUKkpodunonorndeckon obpadboTkn?

PaccmaTpuBaloT: cBeaeHna o ToOM, nNpeaHasHayYeHo N MeauLnHCKoe nsgenne Ana oaHopa3oBOro N MHoropa-
30BOr0 NpUMeHeHnA; AaHHble 00 ynakoBKe, CpoKax XpaHeHus, NObLIX orpaHN4YeHnaxX Yncna NOBTOPHbLIX MNPUMEHEHUI
NN nNpeanonaraeMblX BUAax crepunusaynm.

A.2.8 lNpeaHasHa4yeHo N MmeanuLMHCKoe nsgenne Ana PYTUHHLIX OYUCTKN U Ae3nHdpekLuMn, BbINONHAEMbIX NONb30-
BaTenem?

PaccmatpmnBaloT BuAbl NPUMEHAEMbIX YUCTALWNX N Ae3NHDULNPYIOWNX CPeacTB N Nbble orpaHn4yeHna Ynucna
LMKNOB OMUCTKU. Kpome Toro, Ha apPpekTUBHOCTb PYTUHHON OYUCTKU N Ae3NHMEKLNN MOXET BNUATL KOHCTPYKLMNA Mean-
LMHCKOro M3nenus.

10
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A.2.9 lNpeaHasHavyeHo N MeauLUUHCKoe usaenve Ana N3MeHeHWA cpeabl, oKpyXawlwen naymeHTta?

PaccmaTpueatroT: TemnepaTypy, BNaKHOCTb, COCTaB rasoB Bo3ayxa, AaBneHne n oCBeLeHHOCTDb.

A.2.10 MoryT nn 6biTb NpoBEAEHbI N3MEPEHNAT

PaccMmaTpuBalT: namepaemMble nepemMeHHble, NpaBnnbHOCTb U TOMHOCTb Pe3ynbTaToB N3MepeHUus.

A.2.11 HAenaetca nn MeguUNHCKOE usaenue MHTePnpPeTUPYIOWNM?

PaccmaTtpuBaloT. cBeAeHNA O TOM, BblAaeT Nn MeanUUMHCKOe naaenue 3akntvyeHna Ha OCHOBE BXOAHbLIX MNN Ha-
KOMNEHHbIX AaHHbIX; MHOPMaLNID O NPUMEHAEMbIX anroputMax u AoBepuTenbHbIX Npeaenax.

A.2.12 lpepycMoTpeHo N NnpuMeHeHne MeanunHCKOro nsgenna B codetaHnm ¢ MmeaukameHtamu mnum apyrumn
MeAULMNHCKUMN cpeacTBamMmmn?

PaccmaTtpuBaloT: naeHTUMKaLmMio nodbiX NPUMEHAEMbIX MEANKAMEHTOB UNN APYrMX MeaAULIMHCKUX CPeacTB, BO3-
MOXHbIX npodnem, CBA3aHHbIX C NX B3aUMOAENCTBUEM; peaKkUun naumeHTa Ha nony4Yaemoe nedeHume.

A.2.13 MoryT nu npon3cnTN HexXenaTenbHble BblAENEHNUA 3HEPTUN UNN BELLLECTB?

PaccmaTpuBaloT B CBA3M C BO3MOXHbIM BblAENEeHUEM 3Heprun: WymMm u sudpauuto, TeNNOTY, any4YeHne (BKNKYan
MOHU3NPYIOLLEE, HENOHU3NpyOLWee n yneTpadunonetTosoe/BMaNMoe/MHppakpacHoe nanydeHusa), Temnepatypy Ha KoH-
TaKTHbIX NOBEPXHOCTAX, TOKN YTEYKN, INeKTpnudeckne n/unn marHuTHole nons.

PaccmaTpuealoT B CBA3M C BO3MOXHbIM BblAeNeHNeEM BeLECTB: BbiBEASHNE XMMNYECKUX BELLECTRB, MPOAYKTOB XKN3-
HeneATeNnbHOCTU U BOAbLI, coaepXawenca B opraHn3me.

A.2.14 YyBCTBUTENBHO NN MeAULIMHCKOE n3agenne K BO3AEUCTBUIO OKpyXKakLwen cpeabl?

PaccmaTpumBaloT: NPOU3BOACTBEHHYIO cpeay, TPaHCNOopPTHbIEe cpeacTBa, YCNoBMA XpaHeHna. K HUM OTHOCAT OCBe-
LLIeHHOCTb, TeMnepaTypy, Budpauun, yTeukn, YyBCTBUTENbHOCTb K UBMEHEHNAM IHEProcHabXeHna n oxnaxxaeHua, anek-
TPOMarHUTHblE MOMeEXM.

A.2.15 BozgencteyeT N MeanLMHCKOE N3aenne Ha OKpyKarLwyr cpeay?

PaccmaTpuBarroT: BO3AEUCTBUE CPeACTB IHeprocHabkeHna n oxnaxaeHus, BblaenNeHne TOKCUYHbIX BELECTB, reHe-
pupoBaHne 3NeKTPOMarHUTHbIX MOMEX.

A.2.16 NmeroTca nn HeoOXxoaumble pacxoaHble MaTepuanbl UNU NPUHAANEXHOCTU, CBA3aHHbIe ¢ MeAULUHCKUM
ninennem?

PaccmaTtpuBaloT cneyndpunkaumn Ha pacxoagHble matepuanbl nnu NpuHaaneXHoCcTun, cBAsaHHble ¢ MeaAULMNHCKUM
nsgenuem, n nodele orpaHnyeHna B nx Bbibope ANA Nonb3oBaTens.

A.2.17 Heobxoanmbl nn TexHndeckoe obcnyxueaHne n/mnn kanndpoeka’?

PaccMmaTpuBaloT: cBeAeHNA O TOM, ACMXKHbI NN TeXHn4eckoe obcnyxuneaHne n/mnn kannbpoeka ObiTb BbIMONHEHDI
onepaTopoM, nonb3oBaTenemMm UNM cneunanucToMm; HeobBxoaumbl NN cneymanbHble BewecTsa Mnn obopyaoBaHuUe ANS
Hagnexawero TexHn4eckoro obcnyxumeaHma n/nnn kannbpoBKu.

A.2.18 BxoauT nn B COCTaB MeauULIMHCKOro naaenna nporpaMmmHoe obecnedyeHune?

PaccMmaTpuBaloT cBeaeHua o0 TOM, AOMKHO Ny nporpaMmMmHoe obecnedeHmne ObiTb YCTAaHOBNEHO, BEPUPMLMNPOBAHO,
MOANPULUNPOBAHO MNN 3aMEHEHO NoNb3oBaTenemM U/unu onepaTopoM.

A.2.19 UmeeT nNn meanUUHCKoEe nsgenne orpaHNYeHHbIN CPOK XpaHeHUA?

PaccmaTpuBaloT COOTBETCTBYOLWMNE MAPKUPOBKY MNU UHAUKALWID, YTUNNU3aLUK MeanLUHCKOro nsaenus.

A.2.20 CywlecTBYIOT NN OTCPOYEHHbIE /NN ANUTENbHbIE NOCNEeACTBUA 3KCnnyaTaunumn?

PaccmaTpmBarT 3proHOMUYECcKne N KyMynaTueHble apeKkThbl.

A.2.21 Kakme mexaHn4eckme cunbl MOryT BO3AENCTBOBATbL HA MeauLUHCKoe nsgenue?

PaccmaTpuBaloT AaHHbIe O TOM, ynpaBnaeT N MexaHU4eCKUMN cunamm, KoTopble MoryT Bo3aeuCcTBOBaTb Ha Me-
ANLMHCKOE napgenne, ToNbKO NoNb3oBaTenb MNU NoNb3oBaTenb COBMECTHO C ApyrMMU nNULaMM.

A.2.22 YTo onpepenseT Cpok cnyxdbl MeaguUUHCKOro nsaenna’?

PaccmaTpuBarT cTapeHue usaenusa, UCToleHne anemMeHTOB NUTaHUA.

A.2.23 lMNpepHasHa4YeHO N MeauLUMHCKoe ndaenne Ana oAHOPa3oBOro NPUMeEHeHUA]?

A.2.24 Heobxoanmbl nn He3onacHbIn AEMOHTaX UMW YTUNM3aLUnMAa MeaAUuLMHCKOro n3aenua?

PaccmaTtpusatoT npobnemy 0TX0A0B, BO3HUKAKLWUX NpY YTUNM3aLUUMKM MeauLUMHCKOro nsagenua. Hanpumep, cneay-
eT OTBETUTb, COAEPXUT NN n3aenne TOKCUYHbIE N onacHble BellecTBa NNHO BewlecTBa, NpUrogHble ANAa nepepadboTKn.

A.2.25 Heobxognmo nn cneynanbHoe obydyeHne nonb3oBaTena ANna MOHTaXa Unu akcnnyataunm meauumHCKOro
n3pnenna?

PaccmaTpuBardT YCTAaHOBKY (MOHTaX) U nepenady n3genua nonb3oBaTenk), BePOATHOCTL/BO3MOXKHOCTb YCTAHOB-
KN (MOHTaXa) nuuamm 6e3 cneymnanbHON NOAroTOBKMW.

A.2.26 byayT nn Heobxoanmbl paspaboTka UnNn BHeAPEHWUE HOBLIX NPOU3BOACTBEHHbLIX NPOLECCOB?

BHeapeHne HOBbIX NPOU3BOACTBEHHbLIX NPOLECCOB Ha NpeanpuaTuaAX-u3roToBUTENAax cneayeT paccMaTpmuBaTh Kak
BO3MOXXHbI UCTOYHUK HOBbLIX ONACHOCTeN (ONacHOCTU) (Hanpumep BHeApEeHMe HOBOW TEXHONOMNKU, HOBOMO YPOBHA pas-
BUTUA NPOU3BOACTBA).

A.2.27 ¥lBnAaeTca nn ycnewHoe npuMeHeHne MeanumnHCKOro nusaenna KpuTndeckn 3aBUCUMbIM OT YEeNOBEeYEeCKOro
dpakTopa, Takoro Kak nHtepdenc nonb3oBaTena?

PaccmaTtpuBaloT 0CODEHHOCTU KOHCTPYKUMN UHTepdenca nonb3oBaTens, KoTopble MOryT NpUBECTU K oumnbkam
akcnnyaTtaunn. MeguunHCKoe nsaenne cneayeT NPoeKTUpoBaTh Tak, YToObl OHC He Morno 6biTb HeNPaBMNBbHO NPUMEHE-
HO NOoNb30BaTEeNeM B YCNOBUAX AEUCTBUA OTBREKaLWMX PakTopoB, Hanpumep, Npn ynpasneHnun nsgenvem, 4to obecne-
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4YMBaeTCA NpPpUMeHeHneM CUMBONOB, Pa3paboTKON 3ProHOMUYECKUX XapakKTePUCTUK, NPOeKTa KOHCTPYKLUUM U CXeMb
PACNONOXEHNA 3NEeMEHTOB, uepapxunm AencTenn, MeHK Ana n3genun ¢ MUKPONpoLeccopHbliM ynpasneHnem, Harnaa-
HOCTbIO NpeaynpexaeHnun, CNbILLMMOCTBIO CUTHANOB TPEeBOrn, CTaHAAPTHOMN LBETOBOW KoaupoBKkon. C 3TOW Lenbio cne-
ayeT TaKke OTBETUTb Ha NpuBeAeHHble HWKe BOMPOCHl, HO HE OrpaHn4YnBaTLCA UMWN.

A.2.27.1 UmeeT NN MeauLMHCKOE n3genne coeanHUTenbHble YacTn UNU NPUHaAANEXHOCTN?

PaccmaTtpuBalT: Hanndne BO3MOXHOCTU HeNpaBUNbHbIX coeanHeHnn, oTnndne OT coeanHeHnn B Apyrnx nsgenu-
AX N CXOACTBO C HUMW, yCUNNA, HeoOXoanMble ANA coeanHeHUA, oDpaTHYIO CBA3b MPU NOBPEXAEHUN COeaANHEHUA, a
TaKke YpesmMepHo NN HeaoCTaTOYHO TYro 3aTAHyToe coeaguHEeHUe.

A.2.27.2 AMmeeT nn meanuuHCKoe usaenue ynpaenaowmm nHtepdenc?

PaccmaTpuBaloT: NpOCTPaHCTBEHHOE pacnpeaeneHne, KoaupoesaHue, rpynnmpoBKy, cXxemy nNpoCTPaHCTBEHHOMo
pacnpeneneHns, pexxnMmel odpaTHoON CBA3N, rpydble ownbkn, HesHadynTenbHble Npomaxu, andpdepeHumauulo ynpasne-
HUA, BUAUMOCTb U30BpaxeHnn, HanpasneHWe akTUBUPOBAHMA UNNU U3MEHEHUA, ANCKPETHOCTb MNN HenpepbiBHOCTb
(PYHKLNOHUPOBAHNA 3NEMEHTOB ynpaBneHns, odpaTMMoCTb YCTaBOK NN AEUCTBUN.

A.2.27.3 NmeeT nn meagnumnHckoe nspgenne oyHKUMK oTodparkeHna nHdopmaunn?

PaccmaTtpuBaloT: BUAMMOCTb U30OpakeHna B pasnUYHbIX YCNOBUAX, OPUEHTaLUK, 3anonHeHne U nepcnekTmBbl,
4YeTKOCTb NpeacTaBneHns nHgpopmaumn, eanHnubl oTodpaxeHna nHgopmaunmn, LBeToBoe KoanpoBaHMe n ACCTYNHOCTb
KpUTU4eCckon nHdpopmaymnn.

A.2.27.4 NveeT nn MeanLUMHCKOE uU3penme MeHK ynpaBneHua?

PaccmaTtpmuBaloT: CROXKHOCTb U YNCNO YPOBHEN, OCBEAOMNEHHOCTL O COCTOSAHUWU, PacnonoXeHne yCcTaBoK, crnocod
nepeaBmxeHna mexay obbekTaMmu, YUMCno 3TanoB B 0AHOM AencTBUM, NpobnemMbl YeTKOW NocCneaoBaTenbHOCTU Aen-
CTBUA N 3aNOMUHAHNA, COOTHOLLEHNE BaXXHOCTU N AOCTYNHOCTU (DYHKLNN yNpaBReHnA.

A.2.28 HBnaeTca nn meauunHcKoe nspenme mModunbHbIM UNU NOPTATUBHLIM?

PaccmaTpuBarT: 3aXXUMbl, PYKOATKN, Koneca, TOpMo3a, MeXaHN4eckyry YCTOUYNBOCTb U MPOYHOCTD.
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[TpunoxeHue B
(cnpaBoOYHOE)

PykoBoACTBO NO aHanu3y puUcka
B OTHOLUEHUU U3aenuu AnA in vitro AMarHOCTUKKn

B.1 O6Lwune nonoxeHusn

HacTosilee nNpunoXeHne CoaepXXUT ACNONHUTENbHbIE PYKOBOASALWME yKa3aHUA NO aHanun3y pucka B OTHOLLEHUW
nsgenun ana in vitro AnarHoCcTUKKU ¢ y4eToMm ocodDeHHocTen U cneyndnyecknx acnekToB aTux nspenuin. NpmmeHeHume
n3gennun Ana in vitro AnarHoCcTMKM He co3aaeT NPAMOro pucka Ansa nauueHTta nnm odbcneayemoro nuua, Tak Kak nx He
MCNONL3YIOT BHYTPU UNN Ha Tene Yenoeeka. OaHako npu naeHTudukaumm onacHoOCTEW, CBA3aHHbLIX C U3aenMaMmm AnNs
in vitro AnarHoCTUKM, BO3MOXHbl KOCBEHHbIE PUCKWU, npuBoaawine K onMbOYHbIM pelleHnaM Unm cnocodbcTeyOWNE UX
ApUHATUID. KpoMe TOoro, pekoMmeHayeTcsa paccMaTpuBaTb OMAacHOCTU, CBA3aHHbIe C MPUMEHEeHWneM n3aennn, 1 BO3HUKa-
e nNpu 3TOM PUCKN.

B.2 UgeHThmkaumna onacHoCTen

B AononHeHne K oNacHOCTAM, M3NOXEHHbIM B npunoxeHnn D, npyn naeHTupukaumm BO3MOXHbLIX ANA NauUueHTa
nnn obcneayemorc nuua onacHoOCTeEN pPekoMeHAyeTCAa paccMaTpuBaThb:

- HeOAHOPOAHOCTb BHYTPU OAHOW MapTUKN, PacXoXAeHUA MeXxay pasHbiMU NapTUAMM,

- obLen3BecTHble NCTOMHUKN OMAaCHOCTEMN;

- 3 PeKTbl N3HOCA;

- NOrpeLwwHoCcT Npn naeHTUgpukauum nNpob;

- npobnembl CTabUNbHOCTU (NPU XpaHEeHUN, TPAHCNOPTUPOBAHUW, AKCNNyaTaLnn, Nocne NepBoHa4YanbLHOro BCKPbITUSA
KOHTenHepa);

- npobnemsbl, cBA3aHHble ¢ OTOOPOM, NPUroTOBNEHNEM U CTabUNbHOCTLIO NPOD;

- HeapekBaTHble cneundmnKkaunm NCXOAHLIX AaHHbIX;

- HeapeKkBaTHble XapakTepPUCTUKN UCMbITaHUN,

BO3MOXHYIO ONacHOCTb ANA NONb3oBaTeNA MOryT NpeAacTaBnNATb paauocakTUBHblE, NHAPEKLUWUOHHbIE, TOKCUYHbIE
NN Apyrne onacHble MHIPpeaAneHTbl PeakKTUBOB, a TakKke KOHCTPYKUMA ynakoBkU. NMpUMEeHUTENbHO K UHCTPYMEHTaMm
cneayeT paccMaTtpueaThb Npobnemy BO3MOXHOIO 3arpa3HeHnsa npu yxoae, padote ¢ HUMM N TeXHUYeCckoMm obcnyXxmBaHum
B AOMNONHeHne K Hecneundpunyeckum onacHOCTAM (Hanpumep 3HepreTM4eckum), CBA3aHHbIM C UCMNONb30BaAHUEM WUHCT-
PYMEHTOB.

B.3 OnpeaeneHune pucka

[Tpn onpepgeneHnn pucka AnNAa KaXXaon onacHOCTU pekomMeHayeTcAa y4UTbIBaTb:

- cTeneHb HaaeXHOCTN aHaNUTUYECKUX pe3ynbTaTtoB (MeaAuLMHCKoe 3aKniyeHne nNo pesynbrtataM aHanuTUYeCcKnx
nccneaoBaHun);

- pe3ynbTaThl NPOBEPKN AOCTOBEPHOCTM;

- HanNn4Yne N NpUMeHeHne 3NeMeHTOB yrnpaBneHus;

- cpeacTBa u3aMepeHus/meToankn obecneyeHns KkadecTBa, NpUMEHAEMblIe B MeAULIMHCKUX nabopaTopusax;

- BO3MOXXHOCTb BbliBNeHNA aedeKToB (NorpewHocTen);

- CUTYaUun npMMeHeHna (Hanpumep nNpu okasaHUM CKOPOW MOMOLLN);

- npodpeccnoHanbHoe /HenpodreccuoHanbHoe NMpUMeHeHne;

- cnocob npeactapneHnsa nHopmaLnu.
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NMpunoxeHue C
(cnpaBo4HOe)

PykoBoACTBO No npoueaype aHanusa pucka
B OTHOLUEHUU TOKCUKONOINM4YeCKUX ONacHoOCTEeNn

C.1 O6wwume nonoxeHun

HacToslee npunoXeHne CoaepXuUT pykoBoasLWne yKkazaHUa rno nNpUMMeHeHUD aHann3a pucka K TOKCUKONOrnyec-
KUM ONacHOCTAM. TOKCMKONOrM4eckne onacHoCTU ABNAKOTCA pe3ynbTaToM BO3AEUCTBUA XMMUYECKUX BellecTB, HAHOCSH-
KX duonorudeckun epen. B [5] ycTtaHoBNeHbl obLimMe npuHLUMNBLl OUONOrM4ecKkoro oLeHMBaHUA maTepmanos/meanLUHC-
KUX n3nenun.

Heobxoanmo npunaratb Bce ycunusa, 4todbl nsbexaTtb nposeaeHna HeobssaTenbHbIX UCMbITAHUA Ha KUBOTHbIX.
Cneayet obpaTuTb BHUMaHUe Ha [6], coaepxawmnn TpedboBaHMAa K 3alimuTe KUBOTHLIX, 1 HA COOTBETCTBYIOLWNE HALMNO-
HanbHble N perMoHanbHble pernamMmeHThbl, NpeanucbiBaloLLMe He MPOBOAUTb UCTIbITAHMUA Ha XXUBOTHbLIX NPU BO3MOXKHOCTN
Hay4YHOro o60OCHOBAHUA TAKOro peLleHus.

C.2 OnpepeneHune puMckoB, CBA3aHHbIX C TOKCUMKONOrM4eCKMMMU ONAaCHOCTAMMU

C.2.1 Heo6xoaumsble Ana paccMoTpeHunn pakTopbl

[Tpn aHanu3e pUCKOB, CBA3AHHbLIX C TOKCUKONOrMYECKUMM OMACHOCTAMMU, cneayeT yYUTbIBaTb:

- XMMUYeCKne CBOUCTBa MaTepnanos,;

- ONbIT NpeAablayLero NpUMeHeHna MaTepuanos;

- NaHHble UCNbITaHMWU Ha Buonornvyeckyry 6€30nNacHOCTb.

KonndectBo HeoOXoaMMbIX AaHHBIX U rNybnHa nccneaoBaHus MoryT OblTb UBMEHEHbI B 3aBUCUMOCTU OT npeayc-
MOTPEHHOro nNpuUMeHeHna/NpeayCcMoTPEeHHOro Ha3Ha4YeHUs U3aenus, a Takke OT XapakTepa U NPoAOCIIKUTENbHOCTH
KOHTaKTa ¢ nauneHToMm. TpeboBaHMA K AaHHbIM OObIMHO MeHee CTPOrn ANnA YNakoBOYHbIX MaTepumanoB, MeaULMHCKUX
N3nennun, KOHTaKTUPYIOLLUX C HEMOBPEXAEHHON KoXKen, 1 ANa NdbIX KOMMOHEHTOB MEAULIMHCKUX U3aennuin, He BCTyna-
IOLWKUX B HENoCcpeACTBEHHbIM KOHTAKT C TKAHAMW OpraHmama, CNU3ucTbiMu 000NOYKaMn NN NOBPEXAEHHOW KOXKEeW,
dun3mnonornyeckMMmn }XNAKOCTAMMN.

na onpepeneHnsa NoTpebHOCTN B AONONHUTENbHbLIX AaHHbIX chneayeT NpoaHanu3npoBaTb COBPEMEHHbIe 3HaHUS
B obnactn matepuanos/MeanLNHCKUX U3A0ennn, ONMUCaHHbie B HAY4YHOW nuUTepaType, NpeawecTBYHOLWYK KNUHUYECKYIO
NPpakTUKY, a Takxe Apyrue AaHHble. B HEKOTOpbIX cny4YasaX MOXeT BO3HUKHYTb HeOOXOAMMOCTb MONYYUTb AaHHble O
XMMUYECKOM COCTaBe, OCTATOYHbIX NPoAYKTax (Hanpumep npu npoueccax ctepunusaunmn), AaHHbIX SUONornyecknx nc-
NbITAHNWN.

C.2.2 Xumnuyeckme CBOMCTBA MaTepmuanos

MHdopMaLns, XapakTepm3ylLlaa XUMNYECKYI0 WAEHTUYHOCTL U BUONOrMYEeCcKyo peakLuio MmaTepnanos, nonesHa
NPy OLUEHKEe NPeaAyCMOTPEHHOro NpUMeHeHNAa/NpeayCcMOoTPEHHOro HasdHavyeHus meauumHckoro nsgenna. K dakropam,
CcnoCcobHbIM NOBNUATL Ha BMONOrNYECcKyd COBMECTUMOCTb MaTepuana, OTHOCAT:

- WAEHTUYHOCTb, KOHLEHTPpaLMIO, AOCTYNHOCTL U TOKCUMHOCTb BCEX COCTaBnAawLwWmX (Hanpumep AobaBoK, CpeacTs
0OpaboTKNn, MOHOMEPOB, KAaTaNN3aTOPOB, NMPOAYKTOB peakLuunn);

- BNUAHME OUONOrM4ecKoro pacnaga U Kopposmn Ha matepuansl.

Ecnn npun nponssoactee, obpadboTke, XxpaHeHUN unn aerpagaumm matepmana MoryT ObiTb NpUMeHeHbl unm odpa-
30BaHbl pearnpyrowme Unm onacHble UHrpeamneHTbl, PEKOMEHAYETCA PacCMOTPETL BO3MOXKHOE BO3AENCTBUE OCTATOM-
HbIX NPOAYKTOB. pn 3TOM MOXET BO3HUKHYTb HEOHX0AMMOCTb B MHPOPMaLIMM O KOHLEHTpaun UW/unm BblllenadymBaHum
OCTaATOMHbIX MPOAYKTOB. 3TC MOryT ObiTb 3KCNEepUMEHTaNbHbIEe AaHHbIE N NHOPMaLMA 0 XUMUYECKNX CBOUCTBAX MPU-
MeHsieMbIX MaTepuanoB. Ecnn Heobxoanmble AaHHble (HanpumMep AaHHble O MONMHOM XUMUYECKOM COCTaBe) HeaoCTyn-
Hbl U3rOTOBUTENIO MO NPUYMHE KOH(PUMAEHUMANBbHOCTU, pekoMeHayeTcs sBepudnunpoBaTh onpeaeneHne CooTBEeTCTBUS
NMPUMEHAEeMOro mMatepuana B npeanonaraemMon cutyauun.

C.2.3 MNMpeabiaywimmn onbIT NPUMEHEHUA

PekomeHayeTca NpoaHann3npoBaTb BCK UMEKLYIOCA MHpopMaLMio 0 NpeabiayLlemM onbiTe NPUMEHEHN KaxXao0-
ro Mmatepuwana unu npeanonaraemon Ao6aBkM N 0 BO3HMKLLMX NOOOYHBbIX peakunax. OaHako npeabiayLWMA OnbIT NpUMe-
HEHMUA UHrpeaneHTa UnNM matepuana He Bcerga MOXHO UCMONb3OBaTbh B aHANOMM4YHbIX cnyydasax. Cneayet yyYuTbiBaTb
npeaycMoTpeHHoe NpuUMeHeHne/npeayCMoTpeHHOEe Ha3HavYeHne, KOHLEHTPaLUUIO UHIPEAUEHTOB N TEKYLLYH TOKCUKOMNO-
MYeCcKyo MHpopmMauuio.

C.2.4 []laHHbIe UCcnbITaHMU HA BUONOrnYecKyro 5e30NacHOCTb

PykoBoasiLune ykasaHusi 0 TOM, Kakne UCNbITaHUA npeaHasHadYeHbl ANA KaXXAoro KOHKPeTHOro cny4vasi npuMeHe-
HUSA, copgepxaTtca B [5]. HeobxoauMOCTb UCMbITAHMA cneayeT paccMmaTpuBaTh ANS KaXXAoro cnydas OTAENnbHO B CBETe
NMEILLINXCA AaHHbIX, YTODObI n3dexaTtb nNporeaeHns HeobAa3aTeENbHbIX UCMNbITAHUN.

14



FTOCTP UNCO 14971—2006

[MpunoxeHue D
(cnpaBoOYHOE)

[MpuMepbl BO3MOXHbIX ONAacHOCTEN U CONYTCTBYOLWUX (hakTOpoOB,
CBA3aHHbIX C MEAULIMHCKUMU U3aeNUAMM

D.1 O6wme nonoXxxeHun

HacToswee npunoxXeHne coacpXUT neped4eHb BO3IMOXKHbIX ONacHOCTEeN U CONyTCTBYHOLNX QIJE:II{TODOB, CBA3adHHbIX
C MeANLMHCKUMU n3aennamn. 3ToT nepeyHeHb HE ABNACTCA UCHepnbliBakWM, OAHAKO MOXET NMOMOYb I/I,El,eHTI/ICbI/ILI,I/IpO-

BaTb ONACHOCTN, CBA3aHHblE C KOHKPETHbIM MeAULMHCKUM U3aenmem.
D.2 3HepreTnyeckue onacHOCTU U CONYTCTBYKOLME (haKTOpPbI
K sHepreTu4eckum onacHOCTAM U COMYTCTBYOLWNUM (PakTopamM OTHOCAT!
- ANEeKTPNYECTBO;
- TENNOTY;
- MEXaHNYECKYIO cuny;
- MOHU3UPYIOLWYIO paanauuio;
- HENOHU3UPYIOLLYIO paanauui;
- ABWXYLUMECHA YaCTu;
- HenpeayCcMOTpPEeHHOe ABUXEHUE;
- B3BeLlUeHHble BEeLEeCTBa;
- 0TKa3 nsgenua, noaaepKMBarLWero XX1M3Hb NauneHTa;
- JaBneHune (HanpuMep nNpu paspbiBe COCYAOB);
- aKYCTUYEeCKOE NaBneHue;
- BUBpaumnio;
- MarHUTHble Nonsa (Hanpumep AaepPHO-MarHUTHLIN PEe30HAaHC).
D.3 Buonormyeckune onacHOCTU U CONYTCTBYHOLLME (PaKTOPDLI
K 6uonormyecknm onacHOCTAM U CONYTCTBYOLWMM (pakTopamM OTHOCAT:
- Buonornyeckoe 3arpasHeHue;
- dBuonornyeckyrwy HeCOBMECTUMOCTb;
- HeaaekBaTHbIN XUMWYECKUNA COCTAaB;
- TOKCUYHOCTb;
- annepreHHoCTb;
- MyTareHHOCTb;
- OHKOreHHOCTb;
- TepaToreHHOCTb;
- KaHUEpPOreHHOCTb;
- NOBTOPHYID NW/WUNKN NepeKkpecTHYIO NH(PEKLNIO;
- MNPOreHHOCTb;
- HECNOCOOHOCTL NoaaepKMBaTh rMrneHn4Yeckyro 6e3onacHoOCTb;
- BblpOXAEHUe.
D.4 OnacHOCTKU, CBA3aHHbIe C OKPYXaKoLLeNn Cpeaon, U CONYTCTRYIOLWME (paKTopbI
K onacHOCTAM, CBA3aHHbIM C OKpYXXakoLen cpeaon, 1 cConyTCcTBYIOWUM (hbakTopamM OTHOCAT:
- 3NeKTpOMarHUTHble MNONS;
- BOCNPUMMYUBOCTL K SNEKTPOMArHUTHOU UHTEpdepeHunn;
- SMUCCUID INEKTPOMArHUTHON UHTepdepeHLnN;
- HeaAeKBaTHOE INEKTPONUTaHue;
- HeaaeKBaTHY Noaady xnanareHToB,;
- XpaHeHne unn padoTy B HeNpPeAYyCMOTPEHHbLIX MPON3BOACTBEHHbLIX YCNOBUAX;
- HECOBMECTUMOCTb C APYrMMnN N3nennammn, ¢ KOToOpbiIMU NpeaycMoTpPeHO npuMeHeHue;
- cnydYanHoe MexaHundeckoe noBpeXxaeHue;
- 3arpasHeHne noHoYHbIMKU APOAYKTaMWN NPUMEHEHMA UW/KNNU yTUNU3aUuMn MeaULNMHCKOro n3aenus.
D.5 OnacHocTu, BO3HUKaKOLWMe BCNeACcTBME HeaZleKBaTHOro BbiXoAa 3Heprum U BblaeneHuns BewecTB
K onacHOCTAM, BO3HMKaAKLWMM BCNeACTBME HeaaeKBaTHOro BbiXo4a 3Heprun 1 BolaeneHnsa BewecTB, OTHOCAT:
- ANEKTPUYECTBO;
- pagnauuio;
- 0bbem;
- AaBNeHne;
- nocaady MeanLUUHCKNX rasos;
- NogavYy aHeCTETUKOB.
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D.6 OnacHOCTK, CBA3aHHbIe C NPUMEeHEeHueM MeAULMHCKOro nusaenua, u ConyTcrayrowme (hakTophbl

K onacHoCcTaAM, CBA3aHHLIM C NPUMEHEHNEM MeAULMHCKOro usaenua, n ConyTeTBYKLWUM dpakTopam OTHOCAT:

- HeaAeKBaTHYKD MapPKNPOBKY;

- HeagekBaTHble UHCTPYKUMK N0 3KcnnyaTauum, HanpuMmep:

1) HeapekBaTHyYK cheunduKkaunie NpUHagNEXHOCTeN, NPUMEHAEMbIX C MeOULUHCKUM n3nennem,

2) HeapekBaTHOEe onuUcCaHMe npeaBapuUTenbHbIX MNPOBEPOK,

3) Ype3MepHYK CNOXHOCTb UMHCTPYKLUMA NO 3KCnnyaTauuu,

4) HeapnekBaTHOE ONUCaHMEe OKa3sbiBaeMblX YCRYr U TEXHUYECKOro oOCNYXUBaHUS;

- 3aKcnnyaTauuw umsgenna HekBanupuumpoBaHHbIM/HEODYYEHHbIM MePCOHaNOM,;

- 000CHOBaAHHO NPOrHO3Npyemoe HenpaBunbHoE NpPUMEHEHKNe;

- HeAOCTaTo4HOE NpeaynpexaeHne o NodoYHbLIX 3 dekTax;

- HeapekBaTHOE npeaynpexaeHne o6 oNacHOCTAX NOBTOPHOMO NPUMEHeHUAa 0AHOPa3oBOro MeauUUHCKOro naae-
nus;

- HEKOPPEKTHOE U3MEPEHMNEe N Apyrue MeTponorndeckne acnekTbl (Hanpumep UCNonbL3oBaHWe HecTaHaapTU3O-
BaHHbLIX eAuUHUL, U3MEPEHNA, HeaTTeCTOBaHHbIX NpUdopoB);

- HECOBMECTUMOCTb C pacXoaHbIMKU MaTepuanamMu/npuHaaneXXHocTaMu/apyrumm MeanuuHCKUMN U3AenUaMK;

- OCTpble Kpas UnNn HaKOHEYHUKMN.

D.7 HecooTBeTCTBYIOWMN, HeaAleKBAaTHbIN UNU YPEe3MepPHO CNOXHbLIN UHTepdenc nonb3oBartena (06MeH UH-
dopmaumen mexay 4enoBeKOM U MaLLUHOWN)

K HeCcoOTBETCTBYOLLEMY, HeaAeKBaTHOMY UNKU Ype3MepHO CNOXHOMY UHTepdency Nonb3oBaTensa OTHOCAT:

- owmnbKkn n 3abnyxxaeHns;

- YAYLWEHNA U OWMOKN NPU KOTHUTUBHOM BOCMPOU3BEAEHUN;

- ApoMaxu n npocyeTbl (YMCTBEHHbIE N (DN3NYECKne);

- HapyLeHne nnn cokpawleHne NHCTPYKUUKU, npouenyp;

- CNOXHYIO NN 3anNyTaHHYK CUCTEMY YNpPaBnNeHus;

- HEOAHO3HAYHOE UNU HEACHOE COCTOSHUE U3aenus;

- HeOAQHO3Ha4YHOEe UNN HEeACHOE npeAacTaBneHue ycTaBOoK, naMmepeHnn nnn apyron nHdgpopmaumum;

- HenpaeunbHOEe NpeacTaBNeHne pe3ynbTaToB.;

- HeaoCcTaTouYHble BUOAUMMOCTbL, CNLILLMMOCTb UNN TakTUNbHOCTD;

- HeHaanexallee pacnonoXXeHne 3aNeMeHTOB ynpaBneHna AenCcTBUAMU UNKU NpeacTaBneHne nHgpopmaumum o pe-
anbHOM COCTOSHWUW;

- peXuMbl UNN pacnonoXXeHne aNeMeHTOB, NPoTUBOpeYaLlme nMmerLemMyca obopyaoBaHunIo.

D.8 OnacHocCcTH, BO3HUKaKOLWME NPU (PYHKLMOHANBHOM OTKa3e, B Npouecce TEXHUYECKOro o6cnyxmBaHusa, npu
cTapeHnn, 1 CONyTCTBYIOLLMNE (PAKTOPDLI

K onacHoCTAM, BO3HMKaKOWMM AP PYHKUMOHANBLHOM OTKase, B nNpouecce TexHun4yeckoro obcnyxmeaHua, npu
CTapeHunn, n CONyTCTBYHOLMM (PakTopaMm OTHOCAT:

- OWMBKN NpU Nepeaade AaHHbIX;

- OTCYTCTBME NN HEAAEKBATHOCTb UHCTPYKLMA N0 TEXHUYECKOMY ODCNYXUBAHUIKD, BKNKOYAA HeaaekBaTHOE Onuca-
HUe (OYHKUMOHanNbHLIX NPOBEPOK NOCNe TeXHUYeCcKoro obcnyxmeaHus,;

- HeaaeKkBaTHOE TexXHMn4Yeckoe oBCnyKMBaAHUE;

- OTCYTCTBUE aAeKBaTHOMC onpeaeneHna OKOHYaHUA CpoKa 3kcnnyataumm mMeauunHCKoro usaenus;

- NOTEPKD ANINEKTPUYECKOW/MexXaHNYeCKON LenOCTHOCTMU;

- HeaAeKBaTHYI YNAaKOBKY (3arpasHeHne n/unum nopyvy MeanuuHCKoOro nsgenus);

- MHOFOKpaTHoOEe NpuUMeHeHne n/nnu HenpaBoOMEpPHOoEe NOBTOPHOE NPUMEHEHUE;

- yxyaleHne byHKUNOHanNbHbLIX CBOUCTB (HanpuMep nocTeneHHoe CyXKeHune MarncTpanen Ana XXnakoctu/rasa nnn
N3MeHeHne COonpOoTUBNEHUA MOTOKY, 3NEKTPUYEeCKoN NPOBOANMOCTU) B pe3ynbTaTe MHOMOKpaTHOro npumMeHeHus.
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[MpunoxeHue E
(cnpaBoOYHOE)

KoHuenuuu pucka, npUuMeHUMbIe K MeAULIMHCKUM U3aenmam

E.1 OnpeneneHune pucka

na onpepeneHna pucka MOXHO UCNONL30BaTL pPasnuyHble metoabl. HacToawmm ctaHpaapT He TpedbyeT npume-
HEeHMUA Kakoro-nnbo KOHKpeTHoro metoaa, Ho TpebyeT onpeaeneHna pucka (cm. 4.4). KonundyecTBeHHOe onpeaeneHue
PUCKa BO3MOXHO NPU HaNM4YMn HeoOXoauMbIX AaHHbIX. MeToabl KONUYECTBEHHOrO OnpeaeneHna pucka MoryT nNpocTo
3aKNK4YaTbCA B aganTauum Ka4eCTBEHHOrC Metoaa UNu NpUMeHeHUn Kakoro-nnbo ansTepHaTUBHOMC noaxoaa.

[Tpymep cxemaTU4ecKoro npeactaBNeHUa pucka, NokasaHHbI Ha pucyHke E.1, moxeT ObiTb UCNONb30BaH Kak
4YaCcTb Ka4eCTBEHHOro MeToaa onpeaeneHna pucka. PucyHok E.1 BknoyeH B cCTaHAapT TONbKO B Ka4eCcTBE UNNKCTpaunun
MEeToAa. JTO He 0O3Ha4aeT, YTO TakKoe cxemaTudyeckoe npeactaBneHne NpUMEHaT Ana MeauLUNHCKUX n3aenun noeceme-
CTHO. ECcnn anAa onpeaeneHna pucka ncnonb3yiT MeTon cxemMaTUdecKoro npeactaBneHna pucka, To pekomMeHayeTcA
obocHOBaTbL NMPUMEHEHNE CXeMaTUYEeCKOoro NpeacTaBnNeHUA KOHKPETHOro pucka n nNpuBeCcTU ero UHTepnpeTaumto.

KoHuenuna pucka saenaeTca KombuHaumen AByx cneayrwmx KOMNOHEHTOB!

- BEPOATHOCTU NPUYNHEHNA Bpeaa, TO €CTb BO3MOXHOW YaCTOTbl €ro NPUYNHEHUS;

- nocnNeacTBUN NPUHIMHEHHOMO Bpeaa, TO €CTb €ro TAXEeCTM.

[Tpn onpeageneHnn pmucka pekoMeHayeTca paccMaTpuBaTbh UHULMUPYIOLWKWE NPOUCLLECTBUA UNU ODCTOATENLCTBA,
nocneaoBaTenbHOCTb HexXenaTenbHbIX CobbITUW, Nobble cMArdarLwme pakTopbl, a TakKke XapakTep n 4acToTy BO3MOX-
HbIX BpeAHbIX NOCNeACTBUN NAEHTUMPULNPOBAHHLIX onacHOCTeEN. PUCK cneayeT onpeaenaTh B TepMUHaxX, obnerdyarowmx
APUHATUE pelleHUN No ynpaBneHu puckom. Npn aHannse pucka pekomeHayeTca ero KOMMNOHEHTbI, T.€. BEPOATHOCTb U
TAXECTb, paccMmaTpuBaTb pasnenbHo.

yBenuieHue BepoATHOCTU pUCKa

ObnacTtb HeaoONyCTUMOro pucka

Obnactb MMHUMANBLHOIO NPakTU4EeCKA
AOCTWKUMOIO pUCKa

ObnacTb LUMPOKO AONYCTUMOrO
pucka

YBernveHne TAaHXeCcTu B

PucyHok E.1 —CxemaTnyeckoe npeacrtaBneHne Tpex obnacren pucka

E.2 BepoATHOCTb PUCKa

E.2.1 YpoBHU BEePOATHOCTU PUCKA

B KOHKpeTHbIX 06CcTOATENLCTBAX, NPU HANNYNN AOCTAaTOMHOMO KONMYecTBa AaHHbIX NpeanoYTUTENbHLIM ABNAETCH
pasgeneHne ypoBHen BEPOATHOCTU pUCKa MO KONUYECTBEHHLIM XapakTepucTukam. Ecnn 3TO HEBO3MOXHO, U3rOTOBU-
Tenb AOMKeH NpuBeCcTU onucaHue no KadecTBeHHbIM npuaHakam. [Npn pasgeneHnn ypoBHEN BEPOATHOCTU puUCKa Mo
KayeCTBEHHbIM MpuU3Hakam M3roToBUTENb MOXXET UCMNONb30oBaTb AECKPUNTOPLI, NpeaHasHadYyeHHble ANA KOHKPEeTHOro
MeanUNHCKOro nsgenua. PakTndeckn 3To NoOHATUE npeacTaBnaeT cobon KOHTUHYYM, OQHaKO Ha MpakTUKe MOXHO Npu-
MEHATb KOHKpPEeTHOEe 4YMCNo ypoBHeW. B 3TOM cny4vyae u3rotoButenb yCcTaHaBnueBaeT Heobxoanmoe YNCNO YPOBHEW U
cnocofb nx onpeaeneHnAa. YpoBHU BEPOATHOCTU puUcKa MOryT ObiTb BblpaXkeHbl onucaTenbHbIMWU onpeaeneHnAaMn (Ha-
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npuMep «HEeBEPOATHas», «ManoBEepPOATHaA», «HEe3HAYUTENbHaA», «CNy4YanHasa», «BePOATHaA», «4acTasa») UnNn CUMBO-
namn (P1, P2 n 1.a.).

[Tpn onpepeneHnn ypoBHEW BEPOATHOCTU paccMaTpuBaldT NHMLMUMpyLWme cobbliTna n 06CTOATENbCTBA, a TakKXke
nocneaoBaTenbHOCTL HeXenaTenbHbIX CobbiTUA. Npn 3TOM OTBEYalT Ha BONPOC, BO3HUKAET NU ONACHOCTD!

- PU OTCYTCTBUM OTKa3a U3aenus;

- B CNy4ae 0TKa3a;

- TONLKO NPU YCNOBUN MHOMOKPAaTHbLIX OTKa30B.

YpoBeHb BEPOATHOCTU KaXXAoro npoucxoasallero HexxenatenbHoro codbitna onpeaensaT Ha cTaaun naeHTudgun-
Kaunn onacHoCcTU. [na onpeaeneHna ypoBHA BEPOATHOCTU pucka oBbIMHO NPUMEHAT cneayiouwme cnocodbi:

- LICNONb30BaHWE COOTBETCTBYIOLWNX AaHHLIX Npeablaywerc onbita NPUMeHeHUs;

- NPOrHO3NpoBaHNE BEPOATHOCTMN pUCKa C NOMOLLBbID aHanNNTUYECKUX U MOAENNPYIOLWNX MeTOAOB;

- UICMONb30BaHNE IKCMNEPTHBLIX OLLEHOK.

Bce 3T cnocobbl MOXHO NMPUMEHATL Kak No OTAENbHOCTU, Tak U COBMeCTHO. lNepBble ABa cnocoba ACNONHAKT
apyr apyra. Tam, rae BO3MOXHO, pekoMeHayeTca NpumMeHaTb oba cnocoba. B aToM cnyvyae nx MOXXHO MCNoNb3oBaTb ANA
HE3aBUCUMbIX MepPEeKPECTHLIX MNPOBEPOK, YTO MNO3BONUT MNOBLICUTL AOCTOBEPHOCTL pe3ynbrtaTtoB. Ecnn 3tTm cnocodbl He
MOryT OblTb MCNONBb30BaHbI UNN ABNAKTCA HEAOCTATOUYHbIMU, MOXET BO3HUKHYTb HEOOXOAUMOCTb B SKCMEPTHbLIX OLEH-
Kax.

HekoTopble ONAaCHOCTU BO3HMKAKT BCNEACTBUE CKopee CUCTeMaTUYeCKUX, YeM CnyvyanHbiX OTKasoB (Hanpumep
OMNAaCHOCTW, Bbl3BaHHblE OTKaszamMm nNporpammHoro obecnedyeHmnsn, ceAsaHbl C cUCTeMaTUYeCKMMK oTkaszammn). Cuctema-
TUYeCKne 0TKasbl paccMoTpeHbl B E.4.3.

E.2.2 YPOBHMU TSHKECTU PUCKA

[lpn paszgeneHnn ypoBHEN TAXKECTU pUcKa Mo KavyeCTBEHHbLIM MPU3Hakam M3roToBuTENnb MOXeT UCMNONb30BaTb
AeCKpUNTOopbl, NpeaHasHavyeHHble AN KOHKPEeTHOro MeauuunHCKoro nsgenusa. Gaktndeckn 3To NOHATUE npeacTaBnsaeT
coOON KOHTUHYYM, OAQHAKO Ha MPaKTUKE MOXHO MPUMEHATb KOHKpeTHOe 4YUCNno ypoBHeW. B 3TOM cny4dae mn3rotoBuTenb
yCTaHaBNUBaeT HeoHXoanmMoe YNCNOo YPOBHEN N CNOCoD UX onpeaeneHns. YpoOBHN TAXECTU pUcka MoryT ObiTb BblpaXkeHbl
onucaTenbHbIMU onpeaeneHnamMn (Hanpumep «npeHebpexmnumo Mmanasa», «He3HauYnTenbHaa», «KPUTUYECKaa», «Cepb-
e3Has», «katacTpodudeckas») unm cumeonamm (S1, S2 n T.a.).

N3roToButenb AONXeH NPUMEHATb pa3aeneHne Ha YPOBHU TAXECTU pUCKa K KOHKPETHOMY MeaAUUUHCKOMY mnape-
NUIO C Y4ETOM KaK KPaTKOCPOUHbIX, TakK U ACNTOCPOMHbLIX 3 eKTOoB.

E.3 JonyCcTUMbIN PUCK

E.3.1 O6wwiune nonoxeHun

HacToawmnn ctaHaapT He yCcTaHaBnNMBaeT YPOBHU A0NYyCTUMOro pucka. MeTtoabl onpeaeneHna AonyCTUMOro pucka
BKNOYaKT B cebA:

- IPUMEHEHNE CTaHAapToOB, yCTaHaBNuUBaLWnx TpeboBaHnA, COOTBETCTBUE KOTOPLIM ACMKHO CBUAETENLCTBOBATL
O AOCTMXEHUM AONYCTUMOro pPUCKa ANA MeAUUMHCKUX U3AennUn KOHKPETHBLIX BUAOB N KOHKPETHLIX PUCKOB;

- UICNONHEHME COOTBETCTBYOLLMX PYKOBOAALWMNX YKA3aHUN, HANpUMep TexX, KOTopble NPUMEHAT B KOHLEeNUUn eamn-
HUYHOro oTkKasa (nogpobHee cm. [7], 9.10);

- CpaBHEHMWE ypPOBHEW AOMYCTUMOrO PUCKa, M3BECTHLIX MO yXe NPpUMEeHSAeMbIM MeaULUNHCKUM N3aennuam.

PUCK pekomeHAayeTCA cunTaTbh AONYCTUMbIM, TONBLKO €CNU OH Man Mo CpaBHEHUIKD C OXXnaaemMou MONb3OoW.

Nobon puck MoOXXHO OTHECTU K 0AHOW N3 Tpex obnacrten:

1) WMpoKo ACNYCTUMOrO PUCKa;

2) MUHUMaNbHOrO NpPakTU4eCKn AOCTUXKUMOro PUCKa;

3) HeaoNnyCTUMOro pPUCKa.

[Tpumep cxemaTndeckoro n3ocdpaxeHmna Tpex obnacrem pucka npeacrtaeneH Ha pucyHke E.1. MNMoHAaTne Tpex obna-
CTEN pUCKaA AOMKHO ObiTb NPUMEHEHO K KOHKPETHOMY MeAULMHCKOMY U3Aenuio.

[TpMepbl KONUMYECTBEHHOIO onpeaeneHna BEPOATHOCTU U TAXKECTU PUCKa MOXHO HaWTU B HEKOTOPbLIX CTaHAaap-
Tax, ykasaHHblX B [/] — [9], [12]. [Tonb3oBaTenamMm HacToAWeEro ctaHaapTa pekoMmeHayeTca onpeaenaTh YPOBHU BEPOATHO-
CTU 1N TAXECTU pUCKa B OTHOLEHUN CODCTBEHHbLIX CNy4YaeB NPUMEHEHUS.

E.3.2 O6nacTb WMPOKO AONYCTUMOro PUCKa

B HeKoTOpbIX cny4YasaX oueHUBaeMbl PUCK HACTONBKO Man No CpaBHEHUIO C APYrMMN PUCKaAMMN U C TOYKN 3pEeHNA
NoNb3bl OT NPUMEHEHNA MEANLIMHCKOrO N3aenua, 4To UM MOXKHO npeHebpedsb. B Taknx cny4yasax puck ABNAETCA AONYCTU-
MbIM U HET HEOOXOAMMOCTU B MPUHATUN aKTUBHbLIX MepP MO erc ynpasneHuk.

E.3.3 O6nacTb MUHUMaNbHOrO NPaAKTUYECKN AOCTUMXXUMOIO PUCKA

MOXHO nNpeanonoXuTb, YTO NKOOON PUCK, CBA3AHHLIN C MEANLUMHCKUM U3aenuem, ABNAeTCA AONYyCTUMbIM Mpn
HanM4Ynn ynydlieHna NporHo3oB Ansa nauneHTa. Ho Takon noaxoa CNyXuT onpasaaHnem Ana NpPUHATUA HeOOOCHOBAHHO-
ro pucka. Jiiobon puck cneayet ymeHblaTb A0 MUHUMANbHONC NpakTU4eCckKn AOCTUXKMMOro YPOBHSA C y4eTOM NONb3bl OT
APUHATUA PUCKa, a Takke BO3MOXHOCTU U Lenecoobpa3HOCTN ero aanbHenwero yMmeHbLeHUs.

K uenecoo®pasHoCTU OTHOCAT CNOCOOHOCTL U3roTOBUTENA YMEHbLUNTL pUcK. Llenecoobpa3HocTb MMeeT aBe Co-
CTaBnAaKLMeE:

a) TeXHUYECKVYIO;

b) 3KOHOMWNYECKYIO.
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K TexHn4yeckon uenecoobpasHOCTU OTHOCAT CNOCOOHOCTbL WM3rOTOBUTENA YMEHbLbLUTL PUCK De3 y4yeTa 3aTpar.
K 3KkOHOMWYeCKOW LenecoodbpasHOCTU OTHOCAT CNOCOOHOCTL M3roTOBUTENA YMEHbLbLUUTL PUCK Be3 npeBpalleHnsa maTe-
puanbHoro obecnevyeHma NpPoM3BoACTBa MEAULMHCKOrC n3aenma B 3KOHOMMYECKU HeOOOCHOBAHHLIN NPOeKT. PakTophl
CTOMMOCTM U AOCTYMHOCTU pacCMaTPMBaKOT NMpu peLlleHnn Bonpoca ¢ TOM, Kakme mMepbl LenecoodbpasHbl B TOW CTENEHM,
B KAKOW OHW BNUAKOT Ha COXpaHeHue, noaaepXaHne unn ynydlweHme 3aopoBbAa YenoBekKa.

OObIMHO OCHOBHbLIE PUCKU cneayeT yMeHbluaTb Aa)Xe NMpu 3HadYuTenbHbIX MaTepuanbHbiX 3aTpaTtax. Ecnu pedb
naet o6 obnacTn WMPOKo ACNYCTUMOro PUCKa, MOXKHO CHUTATb AOCTATOYHbIM AOCTUXEHWE ONTUManbHOrNO COOTHOLLEHUS
puck/nonbaa.

E.3.4 O6nacTb HeAONYCTUMOro pUCKa

HekoTopble PUCKU NPU OTCYTCTBUU BO3MOXXHOCTU UX YMEHbLUEHUA MOXHO paccMaTpumBaTb Kak HeaonyCcTUMble B
nobom cnyyae.

E.3.5 PewweHna o oonycTMMOCTU PUCKA

HeobxoanmMo 4eTKo pasrpaHudmMBaTh PUCKW, KOTOPbIE Tak Manbl, YTO HET HEOOXOAMMOCTU B UX PACCMOTPEHUN, U
PUCKN, KOTOpble Donblie NepBbiX, HO AONYCTUMbl BBUAY OXUAAEeMOW NONb3bl U HeLenecoodpasHOCTU NUX YMEHbLLIEHUS.
[locne naeHTM@EUKaLUM ONacHOCTU U onpeaeneHns pucka HeodxoaMMo peLlunTb rMaBHbIN BONPOC — ABNAETCA NN PUCK
HaCTONbKO HU3KUM, YTO €ro MOXHO He paccmaTpuBaTb U, CNeAoBaTENbHO, HE YMeHbLUaTb., JTO pelwleHne A0MKHO ObiTh
APUHATO ANA KaXaou OnacCHOCTM.

Ecnn Ha nepBoM 3Tane NPUHMMAKT pelleHne, YTO PUCK He ABNAeTCA npeHebpeXumo manbiM, TO cneayioLmm
atanom Oypet paboTta NO YyMeHbLUEHUKD PUCKa. YMEeHbLUeHMne pucka MoXeT ObiTb LenecoodbpasHbiM Unn Heuenecoon-
Pa3HbIM, HO 3TOT BOMPOC CneayeT paccMmaTpueaTb. Ha BTOpOM 3Tane BO3MOXHbI cneaytowne BbIBOADI:

- NIPUHATUE oAHON N Bonee Mep Mo YMEHbLUEHUKD PUCKaA MOXET YMEHbLLUUTb PUCK A0 YPOBHA, NPU KOTOPOM He
OyaeT HeoOXoAMMOCTU B €ro AanbHeULeM pacCMOTPEHUM;

- HE3aBUCUMO OT TOro, BO3MOXHO UMW HET HEKOTOopoe YMeHbLUeHWe pUCKa, ero ymeHblleHne AC YPOBHSA, Npwu
KOTOPOM HeT HeoOXOAUMOCTU B €ro pacCcMoTpeHunn, dyaeTt HelenecoobpasHbIM.

B nocneaHem cny4ae puUCK pekoMeHAYeTCs YMEHbLNTb AC MUHUMAaNbHOrC NpakTUYeCcKn ACCTUXKUMOro YPOBHS, a
3aTeM CPaBHUTb BO3MOXHbIA PUCK U OXMAaeMyo Nonb3y. ECNn nonb3a npeBbilaeT PUCK, TO PUCK MOXHO CYUTATb
aonycTMMbIM. ECNn nonb3a He npeBbIlaeT PUCK, TO PUCK CHUTAKT HEAONYCTUMBIM U OT NPOEKTa cneayeT oTKas3aTbCs.

HakoHel, koraa BCe PUCKU MPU3HaHbI ACMYCTUMbIMU, OLEHUBAKT NONHbIM OCTATOYHBLIW PUCK ANA TOro, YToObLI
yvOeanuTbLCA B COXpaHeHUNn ONTUMAaNbHOrC COOTHOLWLEHUA MeXAay BO3MOXHLIM PUCKOM U OXKMAAEMOWN MNONb30WN.

Taknum odpasom, ecTb Tpu npodnemsbl, TpedyLlme NPUHATUA pPEeLLIeHNs, Koraa BO3HUKAKT cneayiowmne Bonpochl o
AONYCTUMOCTU PUCKOB:

1) ABNAETCA NN PUCK HACTONBKO HU3KUM, YTO HET HeOOXOAUMOCTU B ero pacCMOTPEHNN?

2) eCTb NN elwe NpPUYnHbl ANA PacCMOTPEHUA pUCKa UNKU Ke PUCK HACTONLKC Man, HACKONbKO 3TO NpakTUYeCKW
ACCTWXKMMO, U OXXMaaemasa nonb3a ero nepeselinBaeT?

3) AOCTUrHYTO NN obllee onNnTUManNbHOE COOTHOLIEHNE MeXay BCEMU PUCKaMU U BCEW OXMAAEMOW NONb30OU?

E.4 [NpUunHBbI OTKa30B

E.4.1 Buabl oTKa3oB

OnacHble cutyauumn moryT 6biTb CNeaACTBUEM OTKasa cuctembl. CyLEeCcTBYIOT ABA BO3MOXHbBIX BMAA OTKA30B:

1) cny4yanHble;

2) cuctemaTmndeckue.

E.4.2 CnyyanHbIN OTKa3

CTaTUCTNYeCKaa BEpPOATHOCTb OTKa3a MOXeT ObiTb onpeaeneHa Ans MHOrMx codbiTun (Hanpumep, BEPOATHOCTb
OTKasa y3na 4acTo onpeaensarnT UCXOAA U3 BEPOATHOCTEN OTKa3a ero KOMNoHeHTOoB). B 3ToM cny4yae BepOATHOCTU OTKa3a
MOXeT ObiTb NPUCBOEHO UnppoBoe 3HadYeHne. OCHOBHBIM NPpeanonoXeHnemM SABNAETCA CNyYauHbIW XapakTep OTKa30B.
[TPUHATO cunTaTbh, YTO OTKa3bl annapaTHoroe obecnevyeHns MoryT HOCUTb CNyYanHbIM MK CUCTEMAaTUYECKUN XapaKTep, a
OTKa3bl NporpamMmHoro odecrneyeHns — CUCTeEMaTUYECKU XapakTep.

E.4.3 Cucremarnyeckmm oTkas

CuctemaTmyeckne oTkasbl BO3HUKAKT NPU OCcyLlecTBNEeHUN NdOro Buaa AeATENbLHOCTU N ABNAIOTCA Pe3ynbLTaToM
onBOoK (BKNKOYaA OWNOKU BbIMONHEHMA MNW HEBLINONHEHWUA), Koraa onpeaeneHHble CoYeTaHUA BXOAHbIX AaHHbIX UMK
OKPY>XaoLWKNUX YCNOBUA MOTYT MPUBECTU K OTKa3Yy.

Owndkn, npueoaaLLMeE K CUCTEMATUYECKMM OTKaszam, MOryT BO3HUKHYTb KaK B annapaTHOM, Tak 1 B NporpaMmMHOM
obecneyeHnn B ntobon MOMEHT B npoLecce pa3padboTkn, U3roToOBNEHUA NN TEXHUYECKOro oHCnyXMBaHUA MeaANLMHCKO-
ro nzgennsa. Npnmepammn cuctemMaTyeCcKmnx OTKas3oB ABNAKTCA cnydau, Koraa:

a) HEBEPHO pacCYMTaHHbLIN NNAaBKUW NpeacXpaHUTenNb He NO3BONAET NPeaAcTBpaTUTb ONAacCHYK cuTyauuto. MNapa-
METPb! MNaBKOro npeaoxpaHmntena mornu ObiTb HEBEPHO onpeaeneHbl, HeENPaBUNbHO YCTAaHOBNEHLI NPU U3rOTOBNEHNA
NNN HENPaBUNbHO 3aMeHEeHblI NPU PEMOHTE;

b) npuMeHeHne HeCOOTBETCTBYHOLLEro MaTepmana npu 3ameleHnn tasobeapeHHoro cyctaBsa NpUBOAUT K Ypes-
MEPHO BbICTPOMY M3HOCY U NpexXaeBpeMeHHOMY OTKa3y UMnnaHTaTta Ta3obeapeHHoro cyctaea. NpumMeHeHHbIN MaTepu-
an mor 6biTb HEBEPHO cneunnunpoBaH UNU HEBEPHO UCNONL30BaH MPU U3roTOBNEHUN UMNNAaHTaTa (Hanpumep 3akas
HEeCOOTBETCTBYHLLEro MaTepmana y NnocTaBLNKa );
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C) B 6a3e AaHHbIX NporpaMmMHoOro obecnevyeHna He NpeayCcMOTPEHO COCToAHWE 3anonNHeHHoW ©a3bl AaHHbIX. Ecnu
0a3a AaHHbIX 3anNONHEeHa, HEACHO, YTO AenaTb nporpaMmmMHomMy obecnevyeHno. BoaMoXHbIM NoCNeaACTBUEM MOXKET CTaTb
vAaneHne CywecTBYLWMX 3anucen n3 Hasbl AaHHbIX C Lenbk ocBODOXKAEHNA MecTa ANA HOBbLIX 3anncen.

ToyHOe onpepeneHne 4acToTbl CUCTEMATUYECKMX OTKA30B 3aTPYAHUTENBHO. JTO CBA3aHO, B NEPBYID ovepeanb, Co
cheayowmmMmn Nnpu4nNHaMn,

a) n3MepeHne 4acToTbl cUcTeMaTU4eCKNX 0TKkas3oB TpebyeT BonbLlUKMX 3aTpaT TpyAa U AeHeXHbIX cpeAacTB. ocTu-
XEeHMe NPUeMnemoro ypoBHA AOCTOBEPHOCTU pe3ynbTaTOB HEBO3MOXHO De3 namepeHmns 4acToTbl OTKA30B B TeYeHue
ANNTENBHOIO BPEMEHMN;

b) He AOCTUrHYTO cornacme No KoONM4YeCTBEHHOMY MeToay onpeaeneHnsa 4YacTtoTbl CUCTEMATUYECKMUX OTKa30B.

B Tex cny4yasax, koraa ansa onpeaeneHnsa cUcteMaTudecknx oTKasoB He MOXeET OblTb YCTaHOBNEH COOTBETCTBYIOLLNIA
VPOBEHb AOCTOBEPHOCTU, MEHEMKMEHT PUCKA pPeKOMeHAYeTCA OCYLWEeCTBNATb, UCX0AA U3 TAXKECTU Bpeaa, NpU4INHAEeMo-
0 KOHKPETHON onacHOCTLK. [lepBoHavYanbHOe onpeaeneHne pucka BO3HMKHOBEHUA CUCTEMaTUYeCKMX OTKa30oB cneay-
eT OCHOBbIBaTb Ha NPeaAnoNoXeHUN, YTO CUcTeMaTU4ECKUN OTKa3 NponcxoanT ¢ HenpuemnemMon 4acToTOM.

CyllecTByeT B3aMMOCBA3b MeXAay Ka4eCTBOM NMPUMEHAEMbIX NPOLLECCOB pa3paboTku N BO3MOXHOCTbIO BO3HUKHO-
BEHUS UNWN HEBbLIABNEHNA CUCTEMATUYECKOro oTKasa. Yacto yenecoobpasHo onpeaennTb Heobxoammoe KayecTBO Mpo-
Lecca paspaboTkn ¢ y4eToM TAXKECTU NOCNeACTBUA CUCTEMAaTUYECKUX OTKA30B U Pe3yNbTaTUBHOCTU BHELUHUX Mep no
yApaBNeHno pUCKoM. Yem Takenee NOcnNeaAcTBUA U MeHblLUe Pe3yNbTaTUBHOCTb BHELWHUX Mep MO yApaBneHU PUCKOM,
TeM BbllLe ACMKHO BbITb Ka4eCcTBO npouecca paspadoTKn.
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[MpunoxeHue F
(cnpaBoOYHOE)

UHdpopmaumua o MeToaax aHanu3a pUcKa

F.1 O6Lwwune nonoxeHunn

HacToswee npunoXeHne coaepXXnT pykoeoaawne ykasaHna OTHOCUTENbHO HEKOTOPbLIX CYLLECTBYOLWNX MEeTOAOB
BEPOATHOCTHOrO aHann3a 6e30nacHOCTU MeAUUMHCKOro n3aenua, KoTopble MOXHO NPUMEHATL CornacHo 4.3. 3Tn Mme-
TOAbl ABNAKTCA AONONHUTENBbHBIMU, U MOXKET BO3HUKHYTb HEOOXOANMOCTb B UCMONb30BaHUN HEKOTOPLIX U3 HUX. OCHOB-
HOMW NPUHUMNA 3aKNK4YaeTcA B NO3TanHOM aHanu3e BO3MOXHbLIX MOCNeAcTBUM npeanonaraemoro coboiTna. bonee pe-
TanbHble pas3bACHeHUA npueeaeHbl B [8].

F.2 AHanu3 xapakrepa u nocneaAcTBUM OTKAa30B

AHann3 xapaktepa u nocneacTBUN OTKA30B ABNAETCA, B NepBy ovepeab, Ka4yeCTBEHHbIM MeTOAOM, C NOMOLLbIO
KOTOPOro cuctemMatndeckn onpenenarT U OUueHMBaKT NocneacTBUA OTKasa OTAeNbHOro KOMMOHeHTa MeauUUMHCKOro
n3genna. 3To MHAYKTUBHBIM MeToA, NCNONb3YILWNMA BONPOC «4YTO CNy4nTCA Ha Bbixoae, ecnun ...7». KOMNOHEHTb! Meaun-
LMHCKOro U3genua aHann3anpyroT nocneaoBaTenbHO, 0OWH 3a ApyrnMm, YTO B OCHOBHOM COOTBETCTBYET YCNOBUKD e ANHNY-
HOro oTKasa. AHann3 NPOBOAAT B PeXNUME «CHU3Y-BBEPX», T.€. NOCPEACTBOM Nepexoaa K cneayiolemy, Honee BbICOKOMY,
PYHKLNOHANBHOMY YPOBHIO CUCTEMBI.

AHann3 xapakTepa U NoCcneaAcTBUN OTKa30B MOXeT ObiTb pacllMpeH 3a cHeT UCCNeaAOoBaHUA CTEMNEHN TAXECTW
nocneacTBUU, BEPOATHOCTU UX BOSHUKHOBEHNA U ODHapy>XeHNa COOTBETCTBEHHO, N MOXET CTaTb aHanM3oM XapakTepa,
nocneacTBUN N KPUTUMHOCTU OTKa30B. [NA BbINONHEHNA TAaKOro aHannsa KOHCTPYKUMA MeaQuLMHCKOro nsgenns AomnmkHa
ObiTb N3BECTHA BO BCEX NOAPOOHOCTAX.

AHanNn3 xapaktepa n nNocneacTBUN OTKA30B MOXeT OblTb NONE3HbIM METOACOM PAacCMOTPEHUA onboK YenoBeka.
Takon aHann3 TakXe MOXHO NPUMEHATb ANA MAEHTUPMKayMM onacHoOCTeN, NpeaocTaBnaAa Takum obpasom LeHHble
BXOAHblIE AaHHble ANA aHanu3a «apesa HeucnpaBHocTen» (CM. F.3).

HepoctaTkn 3Toro meTtoAaa CBA3aHbl ¢ TPYAHOCTAMMWU, BO3SHUKAKLWUMWN NPU HaNNYMn n3dbbiTOYHOW MHpOPpMaLNnK,
PACCMOTPEHUN U BbINONHEHUN AEUCTBUN MO PEMOHTY N NPEBEHTUBHOMY TEXHWUYECKOMY ODCNYKMBAHUIO, a TaKXe C orpa-
HUYEHHBbIMW BO3MOXHOCTAMMW MeTOoAa B YCNOBUAX €AUHUYHOTO OTKa3sa.

bonee noapobHaa nHgopmayuma No MeToaam aHanumsa xXapakrtepa n nocneacTsun OTKaA30B npueeaeHa B [9].

F.3 AHanu3 ApeBa HEUCNPaABHOCTEMN

AHanuns apeBa HencnpaBHOCTEN ABNAETCA, B NEPBYIO ovepeab, CpeaAcTBOM aHanusa onacHoCcTen, naeHTUnUnpo-
BaHHbIX C MOMOLUbLID APYrMX MeTOOO0B,; ero Ha4nHalT C MONOXEeHNA O HexXenaTenbHOM NocneaACTBUN, Ha3biBaeMOM TakKe
«rnaBHbIM cobbiTnemM». MeToaoM AeAyKUUWN, Ha4YMHAA C TNaBHOMC CoOLITUA, NAEHTUPULNPYIOT BO3MOXKHbIE NPUYUHBI NN
XapakTepbl 0TKA30B, Bbi3blBalOLMe HeXXenaTenbHble NnocneacTeBua, Ha Bbonee HM3KOM (PYHKLUMOHANBHOM YPOBHE CUCTE-
Mbl. Cneaywwana 3a 3TUM nNo3TanHaa uaeHTUdUKauma HexenatenbHoOro PyHKUMOHUPOBaAHUA CUCTEMBI C NoOcNneaoBa-
TeNbHbLIM MOHMWXKXEHNEM YPOBHEN NPUBOANT K TOMY YPOBHKO CUCTEMBI, KOTOPLIM OOLIMHO N NpeacTaBnaeT coboN NCTOYHUK
HENCNPaBHOCTN. OTO NO3BONAET YCTAHOBUTL NOCNeAoBaTeNbHOCTN, Hanbonee 4YacTo ABNAKLWMECA NPUYMHAMKN HeXena-
TenbHoro codbiTna. NpumeHeHWe Takoro Metoaa nonesHo nNpu cyaedbHbixX pasdbupaTenbcTBax.

Pe3ynbtathl NpeacTaBnalT rpadpuyeckn B BUAE ApeBa HencnpaBHoCcTen. Ha kaxaom ypoBHe apeBa KoMbBMHaumn
BWAOB HEUCMPABHOCTEW onncaHbl norndeckumn onepatopamu (U, AN v 1.4.). Buabl HencnpaBHOCTEN, MASHTUDOULNPO-
BaHHble Ha ApeBe, MOryT ABNATLCA COOLITUAMWU, CBA3AHHLIMM C OTKaszamMu annapaTtHoro obecneyeHmns, YenoBe4YeCKUMm
bakTopoM nnn NKOLIMKU APYrMMMU NPOUCLLECTBMAMWN, BEAYLWMMU K HEXenaTenbHbIM nocneacTesnam. Buabl HencnpaBHoO-
CTeWn He orpaHnyeHbl YCRoBUAMKW eaNHUYHOro OTKa3sa.

AHanun3 gpeBa HeUCNPaBHOCTEN NO3BONAET CUCTEMATUYECKN U B TO XKe BPeMA A0CTaTOMHO rMbKo paccMaTpuBaTh
pasnuyHble pakTopbl, BKNOYaA YenoBeyeckMn. AHanmn3a apeBa HencnpaBHOCTEU UCMONb3YIOT, B NepBYKD odYepenb, Npw
aHanuse pucka B KadeCTBe MHCTPYMEHTa onpeaeneHna BepoATHOCTEN 0TKa3oB. paduyeckoe npeactaBneHmne obnerya-
eT NoHUMaHne NoBeAeHNA CUCTEMBbI N BXOAALWMNX B Hee (DakTOpOB, HO KOraa ApeBo CTaHOBUTCA HonblunM, ero odpaboTka
MOXeT noTpeboBaTb NPUMEHEHNA KOMMbIOTEPHOW CUCTEMBbI. ITa 0CODEHHOCTb 3aTPYAHAET BepUdMKaLn apesa HeEUC-
NpaBHOCTEMN.

bonee nonHaa nHpopmMmauna o npoueaypax aHanu3a apesa HeucnpasHocTen npuseneHa B [10].

F.4 U3yueHue onacHOCTEN U 3KCNNyaTauMOHHOU NPUroaHOCTM

N3yyeHne onacHOCTEN 1 aKcnnyaTauMoHHOU NPUroaHOCT NPOBOAAT aHanorM4Ho aHanuay xapakrepa u nocnea-
CTBUWN OTKa30B Ha OCHOBaHUN TeopeTU4eCKon NPeanocChinkn, YTo HexenatenbHble cobbiTna odycnoBneHbl OTKNOHEHUA-
MW OT NPoeKTa UnNn NpeaycMoTpeHHON 3kcnnyataumm MeauuunHCcKoro nagenna. MsydyeHme onacHocten U akcnnyataym-
OHHOW MPUroaHOCTN ABNAETCA CUCTEMaTUYECKUM MeToAoM. ITOT meToa Obin nepBOoHa4YanbHO pa3paboTaH Ana npume-
HEHNA B XUMWNYECKON NPOMbILLNEHHOCTU. [1oCKONbKY npuMmeHeHne AaHHOro MeToaa B XMMUYECKON MPOMbILLNEHHOCTU
COCpeaoTOMEeHO Ha OTKNOHEHMAX OT NPOoeKTa, CYLWeCTBYIT ero ansrepHaTuBHble NpUMeHeHnAa B obnactn paspadboTku
MeauUnMHCKUX nsagenun. Metoa nsydeHna onacHOCTEN U 3KkcnnyaTauuoHHOW NPUroaHOCTM MOXHO NPUMEHATb K NpoLec-
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Ccy (PYHKUMOHUPOBaAHNA KOHKPETHOro MeauuMHCKOro nsgenusa (HanpuMep cylecTeywmMm MetoaamM/npoueccam anarHo-
CTUKN, NnedeHna unm odnerdeHna SonesHen, BbICTYNAKLWNMM B Ka4ecCcTBe Lenn NpoekTa) unn K npoueccam, UCnonbaye-
MbIM MPU U3rOTOBNEHUU UNN TEXHUYECKOM OBCNYXMBaAHUN MeAULMHCKOro u3aenua (Hanpumep ctepmnusaumm), KoTo-
pbleé MOryT OKasblBaTb 3HaYUTENbHOE BNUAHWE Ha (DYHKUMOHUPOBaHWE MeauuunHCKoro nagenua. [ina paHHoro metopa
XapakTepHbl ABe OCHOBHbIE OCODEHHOCTMU:

1) ncnonb3oBaHWe rpynnbl CNEUUannUCToB, KOMMNETEHTHLIX B 06NacTn NPOEKTUPOBaAHNA U NPUMEHEHNA KOHKPETHO-
ro MeauunHCKOro n3agenua;

2) NpUMeHeHNe COOTBETCTBYIOLLIMX KNKYEBLIX CNOB ANA MAEHTUMUKaALMN OTKNOHEHMA OT HOPManbHOW 3KCnnyaTa-
1.

Llenamn meToaa ABNAKOTCA:

- COCTaBneHue nonHOro onucaHna MeauuLMUHCKOro nsaenna 1 ero nNpeaycMoOTpPeHHOro NpUMeHeHUs;

- CUCTEMaTUYECKUN aHann3 KaXkaou 4YacTu NpeayCMOTPEHHOro npuMeHeHusa/ npeayCcMoTPEeHHOro HasHavyeHusa C
Lenblo onpeaeneHna NPpUYnHbl OTKNOHEHNA OT HOPManbHbIX padodunx yCNoBMUA U NPeayCMOTPEHHOIC NPOEKTa;

- onNpeaeneHne NocneacTBUN Taknx OTKNOHEHUU N NPUHATUE peLlleHna O TOM, MOryT N 3TU NOCNeACTBUA MPUBECTU
K BO3HMKHOBEHWUID ONacHOCTEN NN co3aaTtb Npobnembl ¢ 3KCANyaTaunen.

[locneaHAAa Uenb 0COoBEHHO BaXkHa NPUMEHUTENbLHO K npoueccaM, UCNoNb3yeMblM ApU N3roToBNEHUN MeaULINH-
CKUX U3aenun, Korga xapakTepucTUKN KOHKPETHOro MeauuUHCKOro nigenma 3aBmcaT OT npouecca U3roToBNeHuA.
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NpunoxeHue G
(cnpaBo4YHoOe)

Apyrue ctaHaapTbl, cogepxawue uHpopmMauuio
00 3neMeHTax MeHeAKMEHTa PUCKa, ONUCaHHbLIX B HACTOALLEM cTaHaapTe

Tadnunuya G.1 — 3neMeHTbl MEHEAXXMEHTA KA4YeCTBa, CBA3aHHbIE C 3aNeMEeHTaAMN MeHea)KMEHTa PUCKA

=
7 7 7
TR - --..

Obwme
TpeboBaHuA
OnpepeneHue obnacTtu
Rl R R R R
AHanus
pUCKA

NaeHTuduKauma
ONacHOCTEN
owenenomepioa | | | | | | |
OueHuBaHue
pUcKa
BO3MOXXHOCTEN
YnpaeneHue

[locT-
NPON3BOACT-
BeHHas!
nHdopMauua

[TpumeyaHuna

1 MeHeKMEHT pUcKa MOXET ObiTb YaCcTbl0 CUCTEMbI MEHEMXMEHTA Ka'
2 Pavn MeHemKMeHTa pucKa MOXET BKJTIOYAaTh 3anucu O Ka4yecTBe.

a) BbiaeneHHsle obnactn 0603Ha4aloT SN1eMeHTbl Npouecca MeHemMKME
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Tadnunuya G.2 — [Opyrve mexayHapoaHble CTaHAapThl, CBA3aHHble C 3NeMeHTaMn MeHea)XKMeHTa pUcKa

O630p npouecca MeHeo)KMeHTa
pUcKa

[MpumeH

nco | uco | M M

OnpegeneHne
obnacTtu
NMPUMEHEeHUs
AHanus
pucka NaoeHTudpukauus
OnacHoCTeu
OnpegeneHue
puUcKa
OueHuBaHue
pucka

AHanus
BO3MOXHOCTEN

YnpasneHue
pM CKOM [1TpUHATHE
P pelLleHuUs
BbinonHeHue

[TocTNpOUs-
BOACTBEHHas
UHOpMaL A

CTaHOAPTOM.

* BblgeneHHble obnacTt 0603HaualoT 3f1eMeHTbI NpoLecca MEHEMKA
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[MpunoxeHue H
(cnpaBo4HOE)

ObocHoBaHue TpeboOBaHUMN

H.1 O6ocHoBaHue pasaena 1 O6nactb npumeHeHUnA

Bo BBeaeHMN K HacTosAwemy cTaHaapTy obbAcHeHa HeoOHXoaMMOCTb HanuuuAa cTaHaapTa MO MEHEeMKMEHTY
puUcKa, NPUMEHNMOro Ko BcemM MeanuuHCKUM nsgenmam. PUCKN CyLWEeCTBYIOT Ha MPOTAXKEHUN BCEro *XU3HEeHHOro
uukna nspgenna. Puckamun, BbiaBNEHHbIMWU Ha OAHOM 3Tane XUM3HEHHOro LuKna niaenua, MoOXXHO ynpaenaTb ¢ MOMO-
Wb AEUCTBUU, NPeANPUHATBIX HA COBEPLUEHHO APYroM 3atane XusHeHHoro uukna. Mo 3Tom npudnHe HactToAawun
cTaHaapT npeaHasHadyeH AnAa NpUMeHeHUA Ha NPOTAXEHUN BCEro >XUM3HEHHOro uMkna usgenusa. O9TO 3HaYUT, YTO OH
YYUT N3FOTOBUTENA MPUMEHATL NPUHLUUNLI MeHeaXXMeHTa pucka K MeauuMHCKOMY U3aenni ¢ MOMeHTa 3apoXaeHunsa
nepBoHavYanbHOWN KOHUEeNUUn n3aenma nu A0 ero OKoH4aTenbHOro AeMOoHTaXa unu yTunu3auun.

HacTtoawmn cTaHaapT He npeaHasHadeH Ansa NPpUHATUA KNMHUYECKNX peweHnn. INpuHaTtne pelleHna o npoBe-
AEHUN KNUHUYECKOW npoueaypbl ¢ NPUMEHeHneM MeaULUMHCKOro nsgenna TpebyeT AOCTMXKEHNA ONTUMAanbHOro
COOTHOLUEHNA MeXay OCTaTOYHbIMWU pUCKaMn N OXnaaemMon Nonb3on OT npoeeaeHua npoueaypsl. [1pn BbiHECEHUN
TaknX pelleHnn cneayeT ydnTbiBaTb NPeayCMOTPEHHOE NpUMeHeHne/npeayCMOTPEHHOE Ha3HadYeHne, akcnnyaTaum-
OHHble CBOUCTBaA MeOULMHCKOro n3nenua, ceAasaHHble ¢ U3aennemMm PUCKWU, a TakXKe PUCKM U NoNb3y, CBA3aHHbIe C
KNMMHUYECKMMN npoueaypaMmn nnm ycnoBMaMn akcnnyaTaunn. HekoTopble U3 Takux peleHrun MoryT ObiTb NPUHATLI
TONbKO KBanUMUUUpOBaHHbIM MeaULUNHCKUM paboTHUKOM, 3HAKLWWUM COCTOAHWE 3O0POBbA KOHKPETHOro nauneHTa
N cybbekTMBHOE MHEeHne o6 3TOM CaMoro naumeHTa.

HeCcMOTpA Ha cepbe3HOCTb NoONeMUKN MO NOBOAY ACNYCTUMbIX YPOBHEN pPUCKa, HACTOAWMN CTaHOapT He yCcTa-
HaBNMBaeT YPOBHN AONYCTUMOIO puUcKka. YCTaHOBNeHne eanHOro Ansa BCex cnyyYaeB ypoBHA AONYCTUMOro prucka 6eino
Obl HEeyMECTHbLIM MO CneayWwmMM NPUIUHAM:

- n3-3a onbLloro pasHoobpasna nspgennun n cuTyaumn, oxeaTbiBaeMblX HACTOALUMM CTaHAApPTOM, YTO AenaeT
6ecCcMbICNeHHbIM CyLLleCTBOBaHWE eANHOro YPOBHA AONYCTUMOrO PUCKa;

- U3-3a HAaNU4YNA NOKaNbHbIX 3aKOHOB, 0OblYaeB U LleHHOCTen, bonee noaxoaawWnx Ana onpeaeneHUa AonycTur-
MOro puUcka B KOHKPETHOW KYNbTYPHOWU cpeae N KOHKPETHOM pPernoHe.

[TOCKONbKY He BO BCeX CTpaHax TpebyeTca Hanndune CUCTeMbl Ka4ecTBa Y U3roToBnUTEeNAa MeauLUMHCKUX n3aenun,
TO ee Hannyue TakKke He aBnaeTcAa obAsaTenbHbIM TpeboBaHWeM HacToAwero ctaHaapta. OaHako Hanndne cucTe-
Mbl Ka4deCTBa 4Ype3BblManHO BaXXHO HENOCpeaACTBEHHO ANA MeHemMKMeHTa pucka. BcneacTtemne 3aToro, a takke Toro,
4YTO HONLLUMHCTBO M3roTOBUTENEN MEeOAULMHCKUX U3aennuin UCNONb3YIT CUCTEMY KadecTBa, HaCTOAWNA CTaHAapT No-
CTPOEH TaK, YToObl erc MOXXHO ObIN0 NErko BKNYUTb B MPUMEHAEMYIO N3rOTOBUTENEM CUCTEMY KadecTBa. CBA3b C [3]
nokasaHa B Tabnuue G.1 (npunoxeHne G).

H.2 O6ocHoOBaHue pa3znena 2 TepMUHbI U onpeaeneHnn

YCTaHOBNEHNEe TEPMUHOB He ABNAETCA LieNnblo HACTosALWero ctaHaapTa, No3ToOMy CTaHAapT coaepXut donbLluoe
KONMYeCTBO UHOpMaUUN N0 MeHeMKMEHTY pucka, umerowenca kak B [1] — [4], [7] — [10], [12], [13], Tak n [11]. T1o
Mepe BO3MOKHOCTU B HEM NCMONb30BaHb! yXKe CYLEeCTBYILWME TepMUHbI U onpeaeneHna. OCHOBHbIE UX WUCTOYHMU-
Kkn — [2] n [4].

N3BeCTHO, 4TO B EBpocotose (EC), CLUA un apyrux cTpaHax n permoHax mmpa cumtarT obaszaTenbHbIM Hann4ue
MEeHeIKMeHTa pucka B ABHOM NNOO ckpbiTon popme. MNoaToMy npuMeHAaemMble TEPMUHBI U onpeaeneHna A0ONXKHb
ObITb OoOLWeEenpU3HaHbl B perynupyowmnx AokymeHTax. Hanpumep, TepMuH «marotoButenb» (2.6), ynotpebnaemoin B
[11], He npoTuBCopeYnT onpeaeneHno, npumeHsemomy B CLUA. KoMOUHMpPOBaAHHLIN TEPMUH «NPEeaAYCMOTPEHHOE
npuMeHeHne/NpeaycMoTpeHHOe HasdHadeHmne» (2.5) NCnonb3yT, NOCKONbKY He BbINC AOCTUMHYTO KOHCEHCYCa O TOM,
Kakon UMeHHO TepMUH cneayeT npumeHAaTb. B [11] npuMeHAnT TepMUH «NpeaycMoTpeHHoe Ha3HadeHne», Toraa Kak
B perynupyrowmnx aokymeHTtax CLUA — «npeaycmoTpeHHoe npuMmeHeHne». Oba TepMnHa UMeroT B OCHOBHOM OQHO W
TO XKe onpeaeneHune. bbiNo pewweHo NCNONb30BaTb KOMOMHUPOBAHHLIM TEPMUH C onpeaeneHneM, aHanormyYHbIM
TOMY, KOTOpoe npumeHAtoT kKak B EC, Tak n 8 CLUA.

ToNbKO TpU TEpMUHA B HACTOoALWLEM CTaHaapTe He 6asnpyroTca Ha onpeaeneHnax, B3ATbIX U3 Apyrnx ctaHaap-
TOB. OTO «ynpaBneHne puckom» (2.16), «meHeaXMeHT puckar» (2.18) n «dann meHegxmeHTa pucka» (2.19). Onpe-
aeneHne «ynpasneHne puckom» OblNo COrNacoBaHO C onpeaeneHnAMU «aHanm3a pucka» U «oLeHUBaHUe puckay,
npueeaeHHbIMU B [2]. B onpepeneHnn «MeHegXMeHT pucka» YCUNEeHO 3HadeHune cuctemMaTUdecKoro noaxopna wu
HeoOXoaAUMOCTN aHanu3a Co CTOPOHbI pykoBoacTea. KoHuenuuna danna meHeaxmeHTa pucka dbina nepesoHavyanbHO
BblABMHYTA B [12], HO onpeaeneHne 66INO M3MEHEHO, Tak Kak onpeaeneHne B [12] ObINO OTHECEHO K NPOTOKoNam
Ka4yeCTBa, KOTopble He ABnATCA HeoOxoanmbiM TpeboBaHMeM ANA COOTBETCTBUA HACTOSALWEMY CTaHAapTy.

H.3 O6ocHoBaHue pazaena 3 O6wue TpeboBaHNA K MEHEDKMEHTY PUCKa

HecmoTpa Ha rnydoko nHameuayanbHbIN NoAXoA K AeATEeNbHOCTU MO MEeHEeAXKMEHTY pUcKa ANA KaXaoro pac-
CMaTpuUBaeMoroc Usgennua CyluecTBYKT OCHOBHbIE 3NneMeHTbl, 00a3aTenbHble ANA BKNKYEHUA B NPOLECC MeHeX-
MeHTa pucka. Pasgen 3 onpeaenseT Takne anemeHTbl. [pn HekoTopoMm pasnuydnmn B TpeboBaHuAax, obycnoBNeHHOM
NoKanbHbIMU PasnMYNAMN B Perynnupylownx AoKyMeHTax, pasgen 3 no3eonaeT yaoBneTBopATb TpeboBaHNA HACToA-
Lero ctaHpapTa.
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H.3.1 HauoHanbHble NN perMoHanbHble Perynupyrowme TpebosaHuA

OyeHb BaXXHOW ABNAETCA MeXayHapoaHasa NPpUMEHMMOCTb HaACcToAWero ctaHaapTa, HECMOTPA Ha pasnuynsa B
HaLUMOHaNbHbIX U PperMoHanbHbIX perynupyrowmnx TpeboeaHmnax. Hannuume 3.1 Heobxoammo ansa Toro, 4todbwl B EBpone,
CLUA (a Taicke B apyrnx cTpaHax n permoHax) HacToALWMA cTaHaapT MOXHO ObINC NPUMEHATL B Perynmpyowwmnx npo-
rpammax. B EBpone Ana HaHeceHna Ha nNpoayKuukw mapkmpoekn CE n3rotosutens, YToObl COOTBETCTBOBATL CyLLe-
CTBEHHbLIM TpeboBaHUAM, He 06A3aH UMeTb CODCTBEHHYIO CepTUPNLNPOBaHHYIO cuctemy Kadectea. B CLUA Hann4yune
CUCTEMBI KadYecTBa aBnaeTca obaszaTtenbHbIM yCNoBUEM ANA BBeAESHUA nsgenua B obpalleHne (Kpome cneynanbHo
0CBOOOXKAEHHBIX OT 3TOro nu3genun). B 3.3 1 3.4 HacToALero cTaHaapTa NpeanucaHo CTporoe CoOOTBETCTBME N3QenNua
TpeboBaHMAM K cucteme Kadectea. B 3.1 nsrotoButend No3BoneHo npumMeHaTb TpebosaHna 3.3 U 3.4 BMecTe C
CUCTEMOWN KayeCcTBa, €CNK 3TOro TpebyroT MeCTHble perynupyrLlune opraHsbl.

H.3.2 Npouecc MeHeAXXKMeHTa pUCKa

B 3.2 OT Kaxaoro narotoeutena TpedyeTca yCTaHOBUTL NpoLecc MeHeQKMEeHTa pucka Kak YyacTb npouecca
NPOEKTUPOBaAHNA MeaULIMHCKOro nagenmsa. 31o Heobxoammo, YToObl M3roTOBUTENL MOr CUCTeMaTU4ecKkn obecneyn-
BaTb Hanuune B npouecce TpedbyemMblX 3NnemMeHToB. AHanNM3 pucka, oLeHUBaHME pPUCKa 1 ynpaBneHne pUckom ABnNs-
IOTCA OObIYHO OCHOBHLIMM COCTABNAKLWMMU NpoLecca MeHepKMeHTa pucka. OaHako B AONONHEHUE K 3TUM 3NeMEH-
Tam ocoboe BHUMaHWe cneayeT yaenATb TOMY, YTO NPoLecc MeHeQKMeHTa pUcka He 3akaH4YMBaeTCAa NPOoeKTUpPoBa-
HUEM N U3roTOBNEHMEM MeAULMHCKOro nsgenuna, a AcnxeH ObiTb NPOACIKEH Ha NOCTANPOU3BOACTBEHHOM 3Tane.
ChnepoBaTenbHO, cOOP NOCTAPOU3BOACTBEHHON MHPOPMALUN pacCMaTPUBAaOT Kak HeoOBXoAUMBIN 3NeMeHT npoLec-
ca MeHemIKMeHTa pucka. Ecnn narotoeutens NpuMeHaeT CUCTEMY KadecTBa, Npouecc MeHeQKMeHTa pucka peko-
MEeHAYIOT NONHOCTLIO UHTErpnpoBaTh B TaKyK) CUCTEMY KayeCcTBa.

H.3.3 OTBeTCTBEHHOCTb BbICLIEro PyKOBOACTBA

ObasaTensCcTBa PyKOBOACTBA NPeANPUATUA-U3FOTOBUTENA OYEeHb BaXXHbl ANA pPe3ynbTaTUBHOCTU npouecca
MeHeQKMeHTa pucka. Bbicllee pykoBOACTBO AOMKHO HECTU OTBETCTBEHHOCTb 3a PYKOBOACTBO MPOLECCOM MeHedX-
MeHTa pucka B LenoM. CneaoBaTeNbHO, NYHKT 3.3 BKNWOYEH ANS YCUNEHWUs 3TON OTBETCTBEHHOCTU. B 4acTHOCTMW,
cAenaHbl cneayrLwmne BbiBOAbI:

a) NOCKONbKY HACTOAWMW CTaHAAPT He onpeaenseT ypoBHU AONYCTUMOrC pPUCKa, N3roTOBUTENb ACIXKEH cam
pellaTb, Kakue Kputepun cneayeT NPUMeHATb, YYUTbIBaa NPy 3TOM nMmerwmneca oakTopb;

b) Npu OTCYTCTBUMN HEOHXOQNMBIX PECYPCOB AEATENbHOCTL N0 MEeHEeKMEHTY pucka dyneT MeHee pesynbraTue-
HOM Aaxke npu SykBanbHOM COOTBETCTBUMU APYruM TpedoBaHUAM HACTOALWEro CTaHaapTa;

C) MEHeQXXMEeHT puUcKka — 3TO cneunanuanpoeaHHaa obnactb, Tpebywwaa npuenedeHna nul, obydYeHHbIX
MeToaaM MeHeaKMeHTa pucka (cMm. H.3.4);

d) MeHeaKMEeHT pUcka — 3TO pasBuMBaKWIUNCA Npolecc, 1 HeobxoauMMo NPOBOAUTL Nepuoanvyeckun aHanms
AeATEeNnbHOCTU NO MEHEMKMEHTY PUCKAE, YTOObI yAOCTOBEPUTLCA B TOM, YTO BCE AENCTBUA BbINONHEHb! NPaBUNbLHO, a
Talkke UCnpaenATb cnadble MecTa, BHeAPATb YCOBEPLUEHCTBOBAHMA U aAanTUPOBaTLCA K U3MEHEHUSM.

H.3.4 KBanudpoukauma nepcoHana

[na BbinonNHeHNA 3agad No MeHeQXMEHTY pUcka BaXHO UMeTb KBannpuumpoBaHHbIX COTPYAHMKOB. [poLuec-
Cbl MEHEKMEHTA pucka TPebylT y4yacTua nepcoHana, KoTopbln 3HaEeT:

- K&K CKOHCTPYUPOBaHO n3aenue;

- Kak usgenue paboTaer;

- KaKOBO NpeaycMoTpeHHoe Ha3HadeHue uspenuvs;

- KaKk NpUMeHATb Npouecc MeHemMKMeHTa pUckKa.

ChneayeT Takke npuBneYb HECKONbLKO 3KCMNEPTOB — CMeuunannucToB B CBoeN obnactu 3HaHuA. [na obecnede-
HUA OO BEKTUBHOCTUN UX CBUAETENLCTB HEOOXOAUMBLI COOTBETCTBYKOLWMNE KBAaNUPUKaALMOHHbIE 3anncn. N3 coobpaxe-
HUA KOH(PMAEHUMaNbHOCTU B HACTOALWMW CTaHAAPT He BKNKYEHO TpeboBaHWE XpaHeHnAa 3TuX 3anucen B channe
MeHeOXXMeHTa pUucka.

H.3.5 NnaH meHeXXMeHTa pUCKa

[TnaH mMeHeaKMeHTa pucka Heobxoanmm nNo cneayrlwmMm NpUYnNHaM:

- ANA Haanexawero MeHempkKMeHTa pucka BaXkeH opraHuM3oBaHHbIM NOAXOA,;

- NNaH ABNAETCA CBOEro poaa «MapLlpyTHOW KapTou» ANA MeHemMKMeHTa PUCKa;

- NNaH cnocobCTBYET OOBLEKTUBHOCTU MEHEeaXXMEeHTa puUcka U noMmoraeT He 3abbiBaTb O €r0 OCHOBHbIX 3ne-
MeHTaXx.

[lnaH none3eH Npu HEOAHOKPATHOM MPUMEHEHUN NpoLecca MeHeOKMeHTa pucka B paMkax oCyLlecTBNeHUs
nocneaywwmnx nporpaMm MeHeaKMeHTa puUcKa; Hanudne B nnaHe NyHKTOB a) — e€) obAazaTenbHO No cneayowmnm
ApUYNHAM:

a) obnacTe NpUMeHeHUA NNaHa OXBaTbIBAET ABE OTNUYHLIX APYr OT Apyra coctasnawumx. MNepeaa naeHTudun-
LMpyeT paccMaTpuBaemoe MeauumHCcKoe nsaenue nnu NpuHaaneXXHoCTb, a BTopaa — 3Tanbl KU3HEHHOro uukna
n3pgenuna, oxeaTtbiBaemble nnaHoMm. lNpn onpeaeneHnn obnactn NpUMeHeHNA MOXET CTaTb OYeBUAHLIM HEBKNKYe-
HUe B NNaH Kakon-nnbdo 4acTn nagenusa, a Takke HeodOXoauMMOCTb OXBaTa APYrMM MNaHOM Kaknx-nnbo YacTen >Kns-
HEHHOro UMKNna u3aenus;

b) Bepudpmkaumna AaBNAETCA CYLIECTBEHHBIM BMAOM ASATENLHOCTU, ee npoeeaeHne aApnseTca TpedoBaHWeEM
6.3. [NnaHnpoBaHne AaHHOro BMAa AeATENbHOCTU NoMoraeT obecnedynTb Hanuune HeobXxoauMblX pecypcoB. Ecnu
Bepudmnkayma He 3annNaHUpoBaHa, ee BaXHble COCTaBNAKLWNE MOTryT ObiTh YNYLLEHbI;
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C) pacnpeaeneHne oTBETCTBEHHOCTU Heobxoanmo Ana obecneyeHnsa BbINONHEHUA BCEX 3anNaHUPOBAHHbLIX
NencTBUN;

d) 3TOT NYHKT BKNKYEH KaK NpU3HaHMe OTBETCTBEHHOCTU BbICLLEro PYKOBOACTBA;

e) Kputepmn AcNyCTUMOCTU PUCKaA ABNAKTCA OCHOBOMONAarawwWwMMmn ANAa MeHeQKMeHTa pucka, ux cneayer
onpeaenAaTb AC HadYana aHanus3a pucka. IJTO NOMOXeT COoXpaHUTb OOBbEKTUBHOCTL Npouecca, ONMUCaHHOMo B
pasnene 5.

TpeboBaHWe XpaHUTb 3annucb 00 M3MeHeHUAX BKNKYEHO C LUenbky obneryeHna ayauTta M aHanui3a npouecca
MEeHeIKMEeHTa pUcka.

H.3.6 ®ann meHeKMeHTa pUCKa

B HacToswem cTtaHpapte TepMuH «dann MeHeaXMeHTa pUcKa» NPUMEHAT Ana 0003Ha4YeHNA HamepeHUs
N3roTOBUTENA Pa3MeCcTUTb B KOHKPETHOM MecCTe UNn HanuTu MecTononoXkKeHue Bcex 3annucen, OTHOCALLMXCA K MeHe-
XMEHTY pucka. 310 obneryaet MeHeaKMEHT pucka u no3sonset donee adpdpekTUBHO NPOBECTUN ayaUT NO HacTosALLe-
MYy CTaHaapTy.

H.4 O6ocHoBaHue pasaena 4 AHanU3 pucka

B ocHOBY pasgena 4 nonoxeH [13], paccmaTpuBarowinm aHanns pucka meauunHCKnX nsgennm n yctaHaenmBa-
WU TPeOOBaAHUA K HEMY.

B pa3znene 4 n nocneayownx pasaenax HacToALWero ctaHaapTa Bce TpeboBaHMA HenocpeACTBEHHO COOTHOCAT
CO CXeMOW 3TanoB npouecca MeHemaXMeHTa pucKa, NpeactaBneHHOW Ha PUCYHKe 2. YcnoBHble 0003Ha4YeHUA Ha
cXxeme (HoMepa 3TanoB) ABNAKTCA CBA3YIOWMMU 3BEHBAMU MEXAY PUCYHKOM 2 U TpeboBaHUAMN HACTOALWLEro CTaH-
nAapTa. 9To paclumpeHue npouecca MmeHeaKMeHTa pucka, paspaboTtaHHoro B [13]. Kak noka3zaHo Ha PUCYHKe 2,
npouecc AomkeH ObiTb nTepaTUMBHbLIM, C PAaCCMOTPEHUEM NO o4vepean BCeX PUCKOB M BO3BPaTOM Ha Honee paHHWe
3Tanbl, €eCN Mepbl MO ynpaBneHnto PUCKOM NMPUBOAAT K BO3HUKHOBEHUID HOBbLIX ONMAacHOCTEN NN CTAaHOBUTCA AOCTYM-
HOW HOBaAa UHQopMaLUNnA.

H.4.1 llpoueaypa aHanusa pucka

[lpouenypa aHanm3a pucka onncaHa B COOTBeTCTBUN C 4.2 — 4.4,

HobaeneHo npumedaHne o TOM, Kak NoCcTynaTh NPy HanUM4YnMm aHanmsa pucka Ana aHanorm4Horo MeanLmHCKo-
ro n3genua, n 0 ToM, YTO HY>XHO MHPOPMNPOBaTL NONb30oBaTENEN HACTOALLEro cTaHaapTa 0 Hanu4Yun Takoro aHanunsaa
pPUCKa, NOCKONbKY NoAOOHYD MHPOPMaLMID MOXHO U peKoMeHayeTCcA UCNONb30BaTh ANA 3KOHOMUWU BPEMEHWU, YCU-
nmn m 1.4. OaHaKo Nonb3oBaTenn HaACTOAWEro CTaHaapTa AOMKHbl ObiTb OMEHb BHMUMATENBLHbI NPU CUCTEMAaTUYECKOM
NPpUMEHEHNN pe3ynbTaToB CBOUX Npeablaywmx paboT Ana Tekywero aHanmsa pucka.

TpeboBaHUA, n3noxeHHble B 4.1, nepeuyncneHna a) — ¢), ob6pasyT OCHOBHON MUHUMaNbHLIN HAOOP AaHHbIX,
obecnevymBarOLLnN NPOCNEXNBAEMOCTb; OHMN Ba)XXHbl ANA aHanMu3a MeHemKMeHTa pPUCKa U nocneayrwmnx ayauTos.
TpeboBaHne 4.1, nepedyncneHne a), NOMOraeT TakXe BHECTU ACHOCTb B 0ONacTb NpUMEHeHna aHanusa pucka wm
BepndnLmnpoBaTb €ro NonHoTY.

H.4.2 NpeaycmoTpeHHOEe NpuMeHeHue/npeayCcMOTpPeHHOe Ha3zHavYeHue u onpeaeneHue XapakTepucTuk, oT-
HoCcALWMXCA K 6e30nacHOCTU MeAULIMHCKOro nsaenus

[laHHbIN 3Tan npouecca MeHeQKMeHTa pucKka 3acTaBnaeT M3roToBUTENA NpoaHann3npoBaTb XapaKTepucTu-
KW, BNUAKLWNe Ha ©6e30nacHoOCTb MeaAuLUMHCKOro nsaenna. B Takon aHanu3 pekoMmeHayeTca BKNYaTbh «0OOCHOBaH-
HO NPOrHo3npyemMmoe HenpasunbHoe NpuMeHeHne». 3penna 4acTo NPUMEHAT B CUTYaUNAX, HE NpeayCMOTPEHHbIX
N3roTOBUTENEM MNW OTNUYHBLIX OT TeX, KoTopble OblNN CNPOrHO3NMPOBaHbl HA CTaaun NepBOHaYanbLHOW KoHLenuun.
BaxHo, 4TOObI N3roToBUTENDL NONLITANCA 3arnNAaHyTh B dyayulee 1 pasrnaaeTb ONaCcHOCTU, BO3MOXHbIE NPU NOTEHLN-
anbHbIX MPUMEHEHNAX ero n3aenus.

[TpunoXxeHne A npeaHasHa4dyeHo ANA onpeaeneHna XapakTepucTuk MeauulMHCKOro nu3aenna n ycnoBunM ero
akcnnyaTtauun. lNpmneeaeHHbIN B HEM NepeYeHb BOMPOCOB, HA KOTOpble cneayeT AaTh OTBETHI, HE ABNAETCA NcHepnb-
BaroWnM. Kaxxabi n3aroToBUTENb AOMKEH TBOPYECKN OTHECTUCH K onpeaeneHnto COOTBETCTBYOLWNX XapakTepUCcTuUK
6e3onacHoOCTU nccneayemoro MeanumHckoro nsgenua. NMepedeHb BONPoOCcoOB NpuBeaeH B COOTBETCTBUM C [13] € HEKO-
TOPbIMM OONONHEHUAMU, NOABUBLLULUMUCA B pe3ynbTaTe KOMMEeHTapueB K NpoekTaMm cTaHaapTa. Bonpocbl AaHHOro
nepevyHa NoMOorarT M3roTOBUTENHD MNOHATL, «KOraa M YTO MOXET NMOUTU HenpaBunbHO». [punoxeHne B, npeaHasHa-
YeHHOoe ANAa usaenun Ans in vitro AnarHoCTUKN, U NpunoXKeHne C 0 TOKCUKONOrMYeCcKnX OnacHOCTAX OCHOBAHbI COOT-
BETCTBEHHO Ha npunoxeHunax A n B [13] ¢ HebonbWNMNU N3MEHEHNAMMN.

H.4.3 UaeHTndukauma naBeCTHbIX MU NPOrHO3UPYEMbIX ONAaCHOCTEN

Ha paHHOM 3Tane npouecca MeHeaXMEHTa pucka OT U3rotoBUTena TpebyT cuctemMaTndeckon naeHTUUuKa-
LUN BO3MOXHbIX OonacHocTen. N3roToBUTEND PeKOMEeHAYT COCTaBUTb nepedeHb U3BECTHLIX NN NPOrHO3NpyeMbIX
OMaCHOCTEN Ha OCHOBaHUWN XapaKTePUCTUK, OTHOCALLMXCA K He30nacHOCTU N npuBeaeHHbIX B 4.2 HACTOALWEro CTaH-
napta. MNonydyeHne oUEHKN U MeHeAXKMEHT pPUCKa BO3MOXKHbLI TONbLKO nocne naeHtTudukauum onacHocten. Coctas-
neHne nepedvyHa onacHoCTen NO3BONAET AenaTb 3TO CUCTEMATUYECKMN.

B npunoxeHnn D HacToAwero ctaHaapTa NpmBoaaT NPpUMepPbl BO3MOXKHbIX OMacHOCTEN N CONYTCTBYIOLWWMNX (hak-
TOPOB. Takne TepMnHbl NCNONb3YIOT, MOCKONbKY HE BCeraa ACHO, YTO ABNAETCA ONaCcHOCTbID, @ YTO — CONYTCTBYOLLNM
dakTopom. IT0 0cobeHHO BEpPHO ANA NOCNeAoBaTENbHOCTU COOLITUN, KOTOPAaA B UTOME MOXET MPUBECTU K CO3AaHUIO
onacHon cutyauun. Npn 3ToOM HeBaXXHO, Ha3BaH NN KOHKPEeTHbIN 3NeMeHT Takou nocneaoBaTenbHOCTU «OMacHOC-
TbH» UNN «COMYTCTBYHOLWNM DaKTOPOMY.

[lepedyeHb, NpuBeaeHHbIN B nNpunoxeHnn D, He ABNAeTCA ucyepnbiBawWMM, OH npeagHasHayYeH He CTONbKO
ANS KOHTPONA, CKONbKO ANA CTUMYNAUUN TBOPYECKOro MbILLNEHUS.
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[TpunoxeHne F HacToAwero ctaHaapTa npeactaesnaeT cobon pykoBoacTeo No odwmmMm metToaam aHannsa puc-
Ka, KOTopble MOryT ObiTb NONE3HbI NPU nAeHTUPUKaLMN ONacHOCTEMN.

H.4.4 OnpeaeneHue pucka(oB) ANA KaXXA0U ONAaCHOCTH

OTO nocneaHMn 3tan aHanusa pucka. FnaBHOW TPYAHOCTLIO HA AaHHOM 3Tane ABNAETCA TO, YTO ASATENbHOCTb
no onpepeneHUd pucka dyaeT pasHOM ANA KaXXAou nccneayemMon onacHoCTU, a Takke ANa KaXaoro nagenuvs.
[ToaTOMY ObINO NPUHATO pelleHne N3NoXUTb coaepxaHne 4.4 HacToAwero ctaHaapTa B obwnx YepTtax. [MockonbKy
OMNaCHOCTU MOTYT BO3HUKHYTb KaK NPpWU HOpPManbHOM (PYHKUMOHUPOBAHUM U3Aenna, Tak U Npu HenpaBUNbHOM ero
cpabaTbiBaHnN, cneayeT BHUMATENbHO paccMoTpeTb 0be cutyauun. Ha npaktuke obe cocTaBnawwme pucka —
BEPOATHOCTb N TAXECTb PUCKa — PeKOMeHAayT aHann3anpoBaTb O0TAeNbHO. ECNU M3roToOBUTENL CUCTEMaTUYECKN
npuMeHsaeT cnocod pasneneHna Ha YPOBHU TAXECTU UNU BEPOATHOCTU pUCKa, eMy cneayeT paspaboTaTb cxemy
TaKkoro pasgeneHna n 3aperncTpupoBaTb ee B panne MeHeQKMEeHTa pucka. OTO NO3BONUT U3rOTOBUTENKD NpaBuUnb-
HO pearnpoBaTb Ha NOBTOPHOE NOABNEHNE 3KBUBANEHTHbLIX PUCKOB U MOCNYXUT CBMAETENLCTBOM TOMO, Kak OH NOCTY-
nan B NoaoBHOM cny4ae paHee.

[1pn onpepeneHnn pucka 3avacTyio Henerko NonyyYmTb AOCTaTOYHOEe KONMYeCTBO AaHHbIX. [103TOMY pekomMeH-
Aaunio NpoBeCTU onpeaeneHne pucka KonnvyecTBeHHbIM METOAOM BbIMNONHUTL yAaeTcA He Bceraa.

[MpunoxeHne E (nyHkTbl E.1 n E.2) npeacTaBnaeT cobon pykoBoACTBO NO aHanu3y pucka. MHgopmauma ana
Hero 6bina nonyyYyeHa 13 pasHbliX UICTOMHUKOB, BKNKOYaA [8]. 3Ta nHpopmayma B HacToAWEM CTaHaapTe aaganTUpoBaHa
Tak, YToObl caenaTbh ee NONe3HoOM AnA BceX MeaunuuHcKux napenun. MNMpunoxeHne E He copepxut TpeboBaHUA
NOCTPOUTL «anarpammy puckar», 0eMOHCTPUPYIOLLYIO B3aMMOCBA3b MeXay BEPOATHOCTbLIO, TAXXKECTbO U A0NYCTUMOC-
TblO pucka. Ecnn gna yctaHoBNEHMA AONYCTUMOCTU KOHKPETHOro pucka UCnonb3ayiT anarpaMmmbl pucka, nx npuMe-
HEHWE N MHTepnpeTauui pekoMmeHayeTca ODBACHATL B KaXXAOM KOHKPETHOM chny4dae OTAENbHO.

H.5 O6ocHOBaHue paszaena 5 OueHMBaHue pucka

[1o BONpPOCY 0 ACNYCTUMOCTU pPUCKa ACMKHb! ObiTb NPUHATLI KOHKPETHbIE pelueHnsa. Pedb 0 NPUHATUK peLleHni
naeT UMEHHO B pasgene 5, Tak Kak Ha JaHHOM 3Tane BnepBble CTAHOBUTCA AOCTYNHOW BCA Heobxoanmaa nHgpopma-
una. Asrotoentens MOXeT UCNONb3oBaTb MHMPOPMaLUUKD O pUcKax, KOTopble onpeaeneHbl, N OUEeHUTb 3TN PUCKN C
MOMOLLLIO KpUTEpnee AONYCTUMOCTN, YCTAHOBNEHHbLIX B NNaHe MeHeaXXMeHTa pucka. OH MOXeT TakKke paccMoTpeTb
PUCKN ANa onpeaeneHna Tex U3 HUX, KoTopble TpebyeTca ymeHblnTb. Pasaen 5 nanoxeH Ttak, Yytobbl NnoNb3oBaTensb
MOr nsdexaTb HEHYXHOW paboThbl.

H.6 O6ocHoBaHue pasaena 6 YnpaBneHue puckom

H.6.1 YMeHbLUeHne pucka

JTanbl ynpaBneHna puckom 6.2 — 6.7 obpasyroT NOrnyeckyrw NnocneaoBaTenbHOCTb. Takon CUCTeMaTUYeCKnia
noaxon BaXkeH Ana obecneyeHmna AoCTyna K COOTBETCTBYHOLWEN NHPOpMaLUN.

H.6.2 AHann3 BO3IMOXHOCTEMN

YacTo cylecTByeT HECKONbLKO CNocoO0B yMeHbLNTb PUCK. B HacToAweM cTaHaapTe nepevyncneHbl cneayio-
lne BO3MOXHOCTM:

- HbesonacHoCTb, obecneunBaeman NPOEKTOM U KOHCTPYKUMEN MeAULWNHCKOre usaenus;

- cpeacTBa 3alunThl N 3alWUTHbIe Mepbl, NPeayCMOTPEeHHbIe B NpoLecce Nponu3BoaACcTBa MEAULMHCKOro nsae-
nns;

- ntHpopmaumna no He3onacHoOCTM.

CTaHaapTHble Mepbl N0 YMEeHbLUEHUKD pUcka U3noXeHol B [2]. MNpn yMeHbWEHNN pucka BaXKHa NocneaoBa-
TEeNbHOCTb NPeAnpPUHMMaEMbIX Mep. ITU Ke Mepbl U3NOXKEHbI B HECKONLKUX AOKYMEHTaxX, BKN4Yaa [7/], a Takke B
NOKanbHbIX UNW PerMoHanbHbIX perynupyrwmx aokymeHTtax (Hanpumep [11]). Ecnn Bo3amMoxHO, 6€30nacHOCTb naae-
nna pekomeHayeTca obecneunBaTtb NPWU ero NPoekTUpoBaHMU. ECnNn 3TO HEBO3MOXHO, cneayeT nNpeaycMoTpeTh
cpeacTBa 3aWuTbl MEANLIMHCKOrO nsgenua, Hanpumep tapbepbl NN 3BYKOBYID TPEBOXKHYIO CUrHanmnsaunw. Hanme-
Hee AeNCTBEHHOW 3allUTHON Mepon ABNAKTCA NUCbMEHHble NpeaynpeXaeHna nnn orpaHnYeHnsa/NpoTUBOMNOKa3a-
HUSA.

O6Lwenpn3HaHHO, YTO OQHMM U3 Pe3ynbTaTOB aHanu3a BO3MOXHOCTEW YMeEHbLUEeHNA KOHKPEeTHOro pucka mo-
XXeT CcTaTb OTCYTCTBME peanbHoro cnocoba ymMeHblNUTb AaHHbIW PUCK A0 ACNYCTUMOrO YPOBHA COrMacHo npeasapu-
TeNbHO YCTAHOBNEHHLIM KpUTEPUAM AONYCTUMOCTU pucka. Hanpumep, MoXeT OblTb HEBO3MOXHO CMPOEKTUPOBaTb
nspenne ana nogaepXaHma XXU3HWM ¢ AoNYCTUMbIM OCTaTOYHbLIM PUCKOM, YCTAaHOBNEHHLIM COrnacHo Kputepuam
AONYyCTUMOCTU puUcka. B aToM cnyyYae cneayeT BbINONHUTL aHannu3 COOTHOLLEHNS PUCK/NONb3a, Kak 3TO onnucaHo B 6.5
HaCTOALWEero cTaHaapTa, YTobbl onpeaenuTb, NepeseLlunBaeT N1 NoNb3a OT NPUMEHEHNA U3aenna OCTaTOYHbIM PUCK.
Takaa BO3MOXKHOCTb BKNKOYEHA B 6.5 HacTosALwero ctaHaapta ana obecnedeHUa yBepeHHOCTU B TOM, YTO npeanpuHsA-
Tbl BC€ BO3MOXHbIEe YCUNUA ANA YMEHbLUEHUA PUCKOB A0 NpeaBapuUTenbHO YCTAaHOBNEHHbLIX A0NYCTUMbIX YPOBHEWN.

H.6.3 NpuHATME Mep No ynpaBneHUO PUCKOM

[TpnHATME Mep NO ynNpaBneHUK PUCKOM BKNOYaeT B ceba ABe pasnuyHbixX Bepudpukaumn. lNepeaa sBepudunka-
Luma Heobxoanma ana obecneyeHna yBepeHHOCTU B TOM, YTO NPUHATUE KOHKPETHOW Mepbl NPUBEAET K YMEHbLLUEHUIO
KOHKPETHOro pucka, BTopas sepudpukayma — ana obecneyeHna Toro, YTo B OKOHYaTenbHOM NPOeKTe COOTBETCTBYIHO-
laa 3awmTHan Mepa dyaeTt npuHAaTa.

H.6.4 OueHnBaHne 0CTaTOUHOro pucKa

Ha aaHHOM 3Tane ynpaBneHna pUCKOM MPOBOAAT MPOBEPKY B LENAX onpeaeneHna Toro, A0CTaTouYHbl N Npu-
HATble Mepbl ANA Toro, YToObl caenaTb KOHKPETHbIM PUCK AONYCTUMbIM. ECNN AaHHLIN PUCK HE YAOBNETBOPAET KPpU-
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TEepnAM, YCTaHOBNEHHbIM B MNaHe MeHeQKMeHTa pucka, U3roToBUTenn AOCMXHblI NPUHATL AOMNONHUTENbHblIE Mepbl
No ynpaBneHND pUCKOM. ITOT UTepPaTUBHLIN NPOLLECC PEeKOMeHAYeTCA OCYLWECTBNATL A0 TeX NOop, NoKa AaHHbIW PUCK
He OyaeT yMeHbLIEH AC ACNYCTUMOrO YPOBHS, YCTAHOBNEHHOMO B NNaHe MeHeaXMeEHTa pucka.

B HacToAwmnn cTaHpapT BkNoYeHo TpeboBaHne 06 obecnevyeHnn nonb3oBaTena COOTBETCTBYHOLWEN NHpOPMa-
LMen No oCTaToMHbIM PUCKaM Ansa TOro, 4Todbl OH MOr NPUHUMAaTL PeLleHUA Ha OCHOBeE NONyYeHHON MHopMaLnn.
970 TpeboBaHWe COOTBETCTBYET Noaxoay, NPUHATOMY BO MHOMMX CTpaHax u permoHax, skntodas CLUA n EC.

H.6.5 AHanu3 cooTHOLWeHnA puckK/nonb3a

MHoraa KOHKpPETHbIW PUCK, CBA3AHHLIN C NPUMEHEeHUEM MeaULMHCKOro nsaennsa, npesbliaeT odwenpuHATLIN.
B HacToAWMW CTaHAaPT BKNOYEH NYHKT 6.5 B NOMOLb U3roTOBUTENID, BbiNyCKalweMy n3aenne ¢ BbiICOKOU CTENEHbID
pUCKa, KOTOpOEe OH AO0/KEH BHUMATENbHO OLUEHUTb U NPOAEMOHCTPUPOBAaTb, YTO NONb3a OT NPUMEHEHUA AaHHOro
n3aenna nepeselunBaeT BO3MOXHbLIN PUCK.

H.6.6 [lpyrue BO3HMKaIOWNE ONACHOCTIA

[TyHKT 6.6 BKNOYEH B HACTOAWMN CTaHAAPT, TaK Kak obwenpusHaHHO, YTO Mepbl NO YNPaBNEHNK PUCKOM,
Kakaaa B 0TAENbHOCTU UNU B COMETaHUM ApYr ¢ APYrom, MOryT CTaTb UICTOYHUKOM HOBbIX ONACHOCTEN, OTNNYaKLWNXCA
OT YK€ N3BECTHbIX.

H.6.7 NonHoTa oueHUBaHUA pUCKa

Ha paHHOM 3Tane ynpaBneHns PUCKOM PEeKOMeHAayeTCAa OLueHMBaTb PUCKM BCeX onacHocTen Ana obecneYveHuns
YBEPEHHOCTU B TOM, YTO HN 0aHa U3 OnacHOCTEN He ocTanach 3a npegenammn NONHOro aHanmaa pucka.

H.7 O6ocHoBaHue pasaena 7 OueHuBaHUe NONMHONro OCTaTOYHOrO pUcKa

[1pn ocyLwecTBNEHUN NpoLecca, cNUCaHHOro B pasgenax 4 — 6 HacToAwero ctaHaapTa, M3aroToBUTENb MAEHTU-
dmunpyeT onacHOCTU, OLeHNBaeT BCE PUCKN N NPUHUMaET Heobxoanmble Mepbl MO YNpaBneHU pUCcKkammn B pamMkax
CBOEro npoekta. Ha paHHOM 3Tane U3roToBUTENb AOMKEH PacCMOTpPEeTb COBOKYNHOE BNUAHWUE OTAENbHbLIX OCTaTOu-
HbIX PUCKOB U NPUHATL pelleHne O BO3MOXHOCTU AanbHewuwen padoTbl Haa nsgennem. MNonHbIn OCTaTOYHbLIN PUCK
MOXET npeBbillaTbh YCTAaHOBNEHHbIE U3roTOBUTENEM KpUTepun A0oNYyCTUMOCTU pUCKa, Aa)e eCcnu oTAeNnbHble OCcTa-
TOYHblE pUCKM DyayT AONYCTUMbI. OTO 0CODEHHO CnpaBeaAnMBO ANA CNOXHbLIX CUCTEM N n3gennn ¢ HONLLWMM YUCNOM
BO3MOXHbIX puckoB. [daxe ecnn NONHbIU OCTATOYHbLIA PUCK HE YOOBNETBOPAET KpUTepUAaAM nnaHa MeHegpkMeHTa
pUCKa, N3roToBUTENb MMeeT NOCNEAHIOK BO3MOXKHOCTb OCYLLUECTBUTL NONHOE OLEHUBaHWE COOTHOLLEHNSA PUCK/NONb3a
ANA TOro, UTodLl onpeaennTb, MOXKHO N NOCTaBNATbL Ha PbIHOK N3aenne ¢ BbICOKON CTeNeHb pucka, NpuHocsLlee
npn 3ToM SONbLUYKD NONb3Y.

H.8 O6ocHoBaHue pa3zaena 8 OTyeT N0 MeHeAXKMEeHTY PUCKa

OT4eT NO MEHEQKMEHTY pucka — 3TO pellarwasn 4YacTb hamna MeHemKMeHTa pucka. B Hem AomkHO OblTb
KpaTKO M3NOXeHOo, YTo ObiNo caenaHo B npouecce MeHeakKMeHTa pucka. B oT4eT N0 MeHePKMEHTY pucka pekomeH-
AyeTCA BKNKYaTb YKaszaTenum K BaXXHbIM YacTam panna MeHeaxmMeHTa prucka. OTyeT ABNaeTca AOKYMEHTOM BbICOKOro
VPOBHA MApU pelueHnn ecex Npobnem, OTHOCALUUXCA K PpUCKaM, CBA3AHHbIM C U3aenuem.

ona mMeHempkMeHTa puUcka o4eHb BaXkHa MONHOTa ero npoBedeHnA. He NONHOCTLIO pelleHHaa 3agada MoxeT
O3HayaTb, YTO KOHKpPETHbIN PUCK Kakon-NnMbo onacHOCTU ABNAETCA HEKOHTPONMPpyemMbiM, CNeacTBUEM Yero MoXeT
CTaTb NpUYMHEHMe Bpeaa. HenonHoTa npouecca (Hanpumep HenaeHTUPULMPOBaHHbIE ONAaCHOCTU, HEOLEHEHHbIE
PUCKN, HeYCTaHOBNEHHblE NNU HEMNPUHATbLIE MePbl NO yApaBNEHUIO PUCKOM) MOXET CTaTb NPUYNHON BO3HUKHOBEHUS
npobnem Ha NOOM 3Tane MeHemKMeHTa pucka. OT4eT NO MEHeMKMEHTY pUCKa ABNAETCA UHCTPYMEHTOM, C NOMO-
b KOTOPOro MOXHO CyAuUTb O NONHOTE Npouecca B LLeNoM. JTOro AoCTUraroT ycTaHoBneHnem TpeboBaHnA npocne-
XXKMBAEMOCTU ANA AeMOHCTpauun BbINONHEHNA BCEX MeEP MO YyNpaBneHU PUCKOM, HEOBXoAUMBbIX ANA AOCTUXKEHUA
AONYCTUMOro OCTaTOMHOrNO puUcka AnAa KaXxaowu OonacHOCTW.

H.9 O6ocHoBaHue pasaena 9 MNocrnpoussoacTeeHHan UHdopmauma

ChneayeT NoaYepKHYTb, YTO MEHEKMEHT pUcka He AOMKeH ObiTh 3aBeplueH ¢ BHeapeHneM n3genmsa B Npoms-
BOACTBO. MeHepKMeHT prucka He MoxXeT ObiTb 3aBepLUeHHbIM NPOLEeCCOM, TaK Kak OH OCHOBbLIBAETCA He Ha NpUMeHe-
HUM peanbHOro n3genua, a Ha NpeanonoXeHNn O BO3MOXKHbLIX ONACHOCTAX ero npuMmeHeHna. OueHuBaTb PUCKN
MOXHO Ha MPOTSKEHUM BCErc npouecca NpoekTUpoBaHNA U3Aennua U YTOMHATL UX yXe Ha paboTarwwen moaenwu.
OaHako Moaenb He MOXeT 3aMeHUTb peanbHOro u3aenua B npouecce akcnnyatauun peanbHbiM NONb3oBaTENEM.
Tonbko B 3TOM cnyyae ovYeBUAHbI BCE BO3MOXHble ONacHOCTU. BOT nodYemMy N3roToBUTENO PeKoMeHAyeTCA OTCNeXU-
BaTb MOCTAPOU3BOACTBEHHYIO MHPOPMALUIO B OTHOLWEHUN TOrQ, YTO MOXET MOBNUATbL Ha onpeaeneHne PUCKoB W,
chepoBaTenbHO, Ha NPUHATUE peLlueHnn No npoueccy MeHemkmeHTa pucka. [pn Hanndum Takon NOCTNPOU3BOA-
CTBEHHOW MHOpMaLnn NpoLecCc MeHeMKMeHTa pucka AeUCTBUTENbHO MOXET CTaTb MOBTOPAKLWMMCA NPOLECCOM B
3aMKHYTOM LMKNe.

29



FTOCTP UCO 14971—2006

T a

[TpunoxeHune J
(0o6Aa3aTenbHoOE)

CBeaeHUA 0 COOTBETCTBMU HAaLMOHArNbHbIX CTAaHAAPTOB
Poccunckon ®eaepauum cCbiNMoYHbIM MEXAYHAPOAHLIM CTaHAApTaM

onunya J.1

QO0603Ha4YeHne CCbINOYHOro
MEXAYHAPOOHOro ctaHgapTa

O0603Ha4YeHne 1 HAMMEHOBAHUE COOTBETCTBYHOLLEIO
HaUMOHAaNbLHOro cTaHgapTa

M3K 60601-1:1988

[OCT 30324.0—95 (MOK 601-1—88)/TOCT P 50267.09—92 (M3K 601-1—88)
M3pnenna meanumHckne anektpudeckue. Yactb 1. Odwme TpedboBaHua Hesonac-
HOCTU

NCO 13485:2003

[OCT P UCO 13485—2004 N3nenuna meauunHckme. CUCTEMbl MEHEeIKMEHTa
kadyecTBa. CuctemHbole TpeboBaHUA ANA LUenen perynupoBaHus

MCO 9000:2000

[OCT P ACO 9000—2001 Cuctembl MeHeakmeHTa KadectBa. OCHOBHbIE MO-
NOXEHUA N CNoBapb

NCO 10993-1:2003

[OCT P ACO 10993-1—99 anenna meanumHckme. OueHka dnonorndeckoro
nencTena MeanumHckux nanenun. Yacte 1. OueHka n nccnenoBaHus

NMCO 14971-1:1998

[OCT P UCO 14971-1—99 MeaununHckmne wnsgenusa.  YnpaBneHne pPUCKOM.
YacTtb 1. lNpumeHeHne aHanu3a pucka K MeauuMHCKUM nsaenmam

30




[1] M3K 60601-1:1988

(IEC 60601-1:1988)
2] ISO/IEC Guide 51:1999
[3] UICO 13485:2003

(1ISO 13485:2003)

[4] UCO 9000:2000
(1ISO 9000:2000)
5] UICO 10993-1:2003

(1ISO 10993-1:2003)
6] 1SO 10993-2:1992
(7] IEC/TR 60513:1994
18] IEC 60300-3-9:1995

9] IEC 60812:1985

[10] IEC 61025:1990

[11] Oupektnea 93/42/EDC
oT 14 noHa 1993 .
(Council Directive

93/42/EEC of 14 June 1993)

[12] IEC 60601-1-4:2000
[13] UICO 14971-1:1998

(1ISO 14971-1:1998)

FTOCTP UNCO 14971—2006

budnuorpachun

N3penna meauunHckue anektpudeckmne. Yactb 1. Obwmne TpedboBaHma Oesonac-
HOCTI

(Medical electrical equipment — Part 1: General requirements for safety)

Safety aspects — Guidelines for the inclusion in standards

N3nenna meanumHckne. CuUCTeEMbl MeHeaXKMeHTa kadecTBa. CuctemHble Tpebo-
BaHWA ANA Lenen perynmpoBaHnA

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

CuctemMbl MeHeakXMeHTa KadecTBa. OCHOBHbIE MONOXXEHUA U CNOBapb

(Quality management systems — Fundamentals and vocabulary)

OueHka Buonorndyeckoro AencTena MeanumHcknx nanennmn. Yacto 1. OueHka n nc-
cheaoBaHuA

(Biological evaluation of medical devices — Part 1: Evaluation and testing)
Biological evaluation of medical devices — Part 2: Animal welfare requirements
Fundamental aspects of safety standards for medical electrical equipment
Dependability management — Part 3: Application guide — Section 9: Risk analysis
of technological systems

Analysis technigues for system reliability — Procedures for failure mode and
effects analysis (FMEA)

Fault tree analysis (FTA)

O MeaAUUUHCKUNX U3nenuax

(On medical devices)

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

MeguunHckne wnspgenna. MeHemkmeHT pucka. “actb 1. lNpumeHeHmne aHanusa
pUcKa

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

31



FTOCTP UCO 14971—2006

YK 617.7-08.001.33:006.354 OKC 11.040.01 P20 OKTI1 94 4000

KnioueBble crnoBa: MeaMLUUHCKOe n3genue, puck, MeHeXKMEHT puUcka, aHann3 pucka, onpeaeneHune pucka, oLe-
HUBaHWEe pUcKa, OMACHOCTb, Bpen,

32



Penaktop B. H. Konkicos
TexHudeckun pepaktop H. C. puwaHosa
Koppektop C. B. CmupHosa
KomnbroTepHaa sBepctka 1. @. KyaHeuosol

CgaHo B Habop 17.05.2006. [llognucaHo B nevatk 26.06.2006. dopmar 60~841/8. bymara odceTHaa. [apHuTypa Apuan.
[MevaTb ohceTHaa. Yon. ned. n. 4,65. Yu.-nuag. n. 3,80. Tupax 137 ak3. 3ak. 1187. C 2996.

OI YT «CrangaptuHdopm», 123995 Mockea, 'paHaTHbIN nep., 4.
www.gostinfo.ru info@gostinfo.ru
HabpaHo u oTne4vataHo B Kanyxckon tunorpacdumn ctaHgaptos, 248021 Kanyra, yn. MockoBckas, 256.



