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BBepeHuve

MexayHapogHbld ctaHgapT ISO 14971:2007 paspaboTtaH TexHudeckum komutetom MCO/TK 210 «Me-
HeMKMEHT KayecTBa W COOTBETCTBYHOLME oOLmne acnekTbl MegUUMHCKUX W3Zenuii» U NoAKOMUTETOM
MOK/TK 62A «O6LLme acneKTbl 3NEKTPUYECKUX U3OEeNWIA, MPUMEHAEMBIX B MeAULIMHCKOW NpakTukey». Mpunoxe-
HWe H «PykoBoaCTBO Mo MeHeXKMEHTY pUcka MeguLMHCKUX U3genuil 4nsa AnarHocTUKK in vitro» NogroToBNeHo
TexHu4ecknm komutetoM MCO/TK 212 «KnunHunyeckne nabopaTopHble UccrnegoBaHUs 1 gnarHoCTUMecKne TecT-
cucTeMsl in vitrox.

HacToswumii cTaHgapT pekoMmeHayeTcsi paccMaTpuyBaTh Kak OCHOBY A1 OCYLLECTBNEHWS U3rOTOBUTENAMMN
pe3ynbTaTMBHOTO MEHEKMEHTa BCEX PUCKOB, CBA3AHHbLIX C MPUMeEHeHeM MeauuMHCKUX n3genunii. Cogepxaluy-
ecsl B HacTosLLeM cTaHgapTe TpeboBaHWA ABNAKTCA 4151 M3roToBUTENe To 6a30i, B pamkax KOTOPOW NpakTu-
YeCKUIA OMbIT, UHTYUTUBHOE NOHWMaHWE Y YMEHWE NPUHATL NpaBuibHOE peLLleHe UCNONb3YHT NS MeHeMKMeHTa
BblLLEeyKa3aHHbIX PUCKOB.

HacToswuii ctaHgapT NpegHasHaueH HermocpeACTBEHHO ANs U3roToBUTENEN MeANLUHCKAX M3aenmnii n cuc-
TeM, NPUMEHSIFOLLUX YCTaHOBNEHHbIe B JaHHOM CTaHAapTe NPUHLIMMILI MEHEAXKMEHTa pucKa.

Bnabl AesATenbHOCTW, B KOTOPbIX yYaCTBYHOT OTAEbHbIE NLA, OpraH13aL/My U opraHbl rocyaapCcTBEHHOMO
ynpasneHWsi, MOryT cTaTb AN BbllleyKasdaHHbIX UK ApYriX YHaCTBYIOLMX CTOPOH UCTOUYHUKOM OMacHOCTEN,
CNOCOBHLIX MPUUMHKUTL Bpea niu HaHecTu yilep6. MeHemKMeEHT pyUCKoB NpeacTaBnsieT cobol CroXHbIA 4ns pac-
CMOTPEHWS NPedMeT, Tak Kak Kaxaas U3 y4acTBYOLLMX CTOPOH MOXET MO-pasHOMY OLEHBATb BEPOSATHOCTL Npu-
YMHEeHWS Bpeda M BO3MOXHOCTb HaHeceH st ylllepba B criyyae onacHOCTH.

KoHuenuus pucka BkItoyaeT 4Ba KOMMNOHeHTa:

a) BeposITHOCTL NPUYUHEHUS BpeAa;

b) nocnegcTeMA NpUYMHEHHOrO Bpeaa, T. €. ero TAXeCTb.

PaccmaTpreaemas koHLenums 0co6eHHO BaxkHa NPUMEHUTENBHO K MEAULIMHCKUM U30enuam ns-3a 6onbLuo-
ro Yucna y4acTBYOLLUX CTOPOH, BKIOYAs NPAKTUKYOLWLMX Bpadel, yUpexxaeHs 3apaBooxpaHeHus, ynonHoOMo-
YeHHble opraHbl, MPOMbILLEHHbIE NPeAnPUATAA, NAaLUEeHTOB U ApYrMX nosib3oBaTenen.

Mo cpaBHeHMIO € NpeaplayLLen pegakLumen OCHOBHas YacTb HACTOALLEro cTaHgapTa paclMpeHa, Ho rnaB-
HOe BHVWMaHWe yaeneHo npunoxeHusam. X yicno yBenmuunock 3a cdet npunoxeHus F, coaepxallero nnaH
MeHe)KMeHTa pucka, Npunoxenus |, NoceAWweHHoro 6UonorMyecknm onacHoCTAM, NpUnoXeHus no 6esonacHoc-
1 J 1 octatouHoMy pucky. CyLLeCTBEeHHO yBEeNUYMNOCh B 06beme NpunoxeHue, NocBsLLEHHOe MEHEAXKMEHTY
pucka MeaULIMHCKMX M3aenuin Ans QnarHoCcTUKK in vitro.
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M E XTTOoOCVYAOAPG CT BEHHUBbB # CTAHQAAPT

U3OENUA MEOULMHCKUE
anMeHEHMe MeHe)KMeHTa pUucka K MeQULIUHCKUM Uusgenusam

Medical devices
Application of risk management to medical devices

Aata BBegeHna — 2013—01—01

1 O6nacTb NnpuMeHeHunA

Hacroswwmii ctaHgapT ycTaHaBnvBaeT Arst U3roToBUTENS NPOLECC onpeaesieHns onacHOCTElN, CBA3aHHbLIX C
MeAVLIMHCKUMU U3AENUAMU, BKIOYan U3aenust 4ns AMarHocTukuy in vitro, v npouenypbl onpeaeneHust, oueHuBa-
HWS, ynpasneHns puckamm U MOHUTOPUHra pe3ynbTaTUBHOCTU JAaHHOMO YrpaBeHUs!.

TpeboBaHus HacTosILLero cTaHgapTa NPYMEeHUMbI KO BCeM CTaausiM XXM3HEHHOTO LIMKIa MeauLIMHCKUX n3ge-
NN,

HacTtoswunin ctangapt He MoXeT OblTb UCMONbL30BaH AN NPUHATUS KNMMHUYECKUX PELLEHWUIA.

HacToswuii ctaHgapT He ycTaHaBnuBaeT ypoBHM AOMYCTUMOTO pUcka.

HacToswwuia ctaHgapT He TpebyeT Hanuuns y sroToBUTENSI CUCTEMbI MeHePKMEHTAa Ka4yecTBa, OAHaKO Me-

HEeXXMEHT PUCKa MOXKET ObITb COCTABHOW YacTblo CUCTEMBI MeHePKMeHTa Ka4yecTBa.
2 TepMuHbI 1 onpeaeneHus

B HacTosLLeM cTaHAapTe NPUMEHSIIOT criefyloLLue TepMUHLI C COOTBETCTBYIOLLUMU onpeaeneHUaMU:

2.1 akcnnyaTauuoHHbIW AOKYMeHT (accompanying document): JlokyMeHT, npunaraembiii K MEAULIMHCKO-
MYy U3AENuUio U coepxalluii MHopMaLmIio ANs NnL, OTBETCTBEHHBIX 3a COOPKY, NPUMEHEHWe U TeXHUYecKoe
obcnyxunBaHue MenLMHCKOro U3aenusl, oneparopa unu nosb3osartens, 0co6eHHo B 0THOLWeHUW 6e3onacHoCTy.

MpwumeyaHue— [daHHoe onpegeneHue 3aumcTBoBaHo u3 [1], 3.4.

2.2 Bpep (harm): ®usuyeckas TpaBMa Unu yLuepb 30oposbio NH0AEN, NN UMYLLLECTBY, UMK OKpY)XaroLL e
cpege (cm. [2], 3.3).

2.3 onacHocTb (hazard): MoTeHuManbHbIN UCTOYHKK Bpeaa (cM. [2], 3.5).

2.4 onacHasa cutyauua (hazardous situation): OBcToaTenbCTBa, NPY KOTOPLIX NOAN, UMYLLIECTBO UMK
oKpyXatoLas cpefa noasepXeHbl 0AHOW U HECKOSBLKUM ONnacHOCTAM (cM. [2], 3.6).

M punmMe4YyaHNe— Cm. npunoxeHuwe E ona noHumanua B3anmoceasun Mexagy TepMuHaMmm «onacHoCTb» U
«onacHasi cutyaumusa».

2.5 npepgycmoTpeHHoe npuMeHeHue (intended use): MNMpuMeHeHVe n3genusa, npolecca Unu ycnyru no
Ha3Ha4YeHWI0 B COOTBETCTBUM C TEXHUYECKUMU TPEBOBaHUAMU, UHCTPYKLUAMU U MHGOpMaUMeid, NpeaocTaBNeHHbI-
MW U3roTOBUTENEM.

2.6 MmeguuMHCKOe usgenue Ans AUarHocTukm in vitro (IVD) (in vitro diagnostic medical device) (IVD
medical device): MeanuuHckoe usgenve, npegHasHayeHHOE U3roTOBUTENEM AN UccneaoBaHus Npob, B3sThIX U3
TenaYvenoseka, B Liensix nonyvyeHust iHcpopmMatum Anst AnarHoCTkM, MOHUTOPUHra 1 onpeaeneHusi CoBMecTUMo-
CTW.

M p u m e p— Takumu u3zdenusmu mo2ym 6bimb pea2eHmbl, Kanubpamopsbl, ycmpolicmea dnss oméopa u
XpaHeHus1 Npo6, KOHMPOJIbHLIE Mamepuasibl U COMymemeyruue UHCMPYMeHMbI, annapamsi unu cpedcmea.

U3paHmne opmumanbHoe
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MpumeyaHune— Moxer GbiTb UCMONB30BAHO OTAENBLHO UMM B KOMOMHALMW C NPUHAANEXHOCTAMN UKW
OPYTMMU MEANUNHCKUMU U3LAETUSIMU.

2.7 usHeHHbIn Lukn (life-cycle): Bce ctaguu cyllecTBoBaHUSI MEAMLMHCKOrO U3aenus, oT nepsoHavanb-
HOI KOHLIeNnumu Ao BbiBoAa U3 aKCryaTauum U yTUnm3auuu.

2.8 usrotoBuTtens (manufacturer): dusunyeckoe unu topuanyeckoe nnLLo, OTBETCTBEHHOE 3a NPOEKTUpOBa-
HWe, U3roToBneHue, ynakoBbiBaHUE WU MapKUPOBKY MEAVLIMHCKOrO U3Aenns, YCTaHOBKY/MOHTaX Unu moavdu-
Kauuio MeauUMHCKOro U3genus nepes BbiMyckoM ero B obpalleHne Unv BBOAOM B 3KCTlyaTaumio He3aBUCUMO OT
TOrO, BbIMOMHSAET 1M 3TU ofepaLum BbiLLeYNoMsIHYTOe NMULIO UMK TPEeTbsl CTOPOHA OT €ro UMeHMW.

MpumevaHusn

1 B onpegeneHun TepMuHa «U3rOTOBUTENb» CrefyeT YUYUTHIBATb MONOXEHWUsSI HALMOHASBbHLIX U PErMOHanNbHLIX
HOPMATMBHLIX JOKYMEHTOB.

2 Onpepenexlve TepMuHa «MapkupoBka» cm. [3], 3.6.

2.9 mepguuuHckoe uspenue (medical device): Iio6oi MHCTPYMEHT, annapart, Npubop, yCcTponcTBo, 06opy-
[OBaHWe, UMNNAaHTar, in vifro peareHT unu kanubparop, NporpammHoe obecneyeHue, MaTepuan Unn UHble Nogo6-
Hble UMW CBSI3aHHble C HUMUW U3aenusl, npefHasHayeHHbIe U3roToBUTENeM Ans NPUMEHEHUS K YeNoBeKY Mo
OTAENbHOCTU UK B codeTaHuM ApYr C APYroM B LieNnsix:

- ANarHoCTUKU, NPOUNaKTUKA, MOHUTOPUHIA, NevYeHus unu obneryeHns 3abonesaHui;

- QNarHOCTVKU, MOHUTOPWHIA, NeYeHusi, obrerdeHust Unu KoMneHcaLum NocneacTsUn TpaBMbI;

- uccnegoBaHWsl, 3aMelLeHUst WU U3MEHEHUs] aHaTOMUYECKOro CTPOEHUA unu hUsnosoriyeckmnx
MpoLeccoB;

- oAAepXXaHUS UM COXPaHEHUST JKU3HU;

- YNpaBeHusl 3a4aTuemM;

- Ae3nHd ek MeaULIMHCKUX U3AeNni;

- nony4eHrs nHgopMaLLMK AN MeAULIMHCKUX Lienel nocpeAcTBOM UccneaoBaHus in vitro npo6, B3ATbIX U3
Tena yesioBeka, Mpu ycroBum, YT UX (OYHKLMOHANbHOE BO3AENCTBUE Ha YENOBEYECKWI OpraHW3M He peanuayercs
3a cyeT hapMaKonornyecknx, UMMyHOIOrM4ecknx Unu MetTabonuuecknx CpeacTs, HO MOXET NoAAePXKUBaATLCA
TaKVMU cpeacTBamMu.

MpumevaHnunsa

1 JanHoe onpegenenve paspabotaHo Llenesol rpynnoi no rno6anbHou rapmonmnsaumm (Global Harmonization
Task Force — GHTF) (cm. [4]).

2 Cneaytoume nagenvst MoryT pacCMaTpUBaTLCS B HEKOTOPbIX CTPaHax Kak MEANLMHCKME, HO B UX OTHOLLEHWUM elle
He BblpaboTaH eauHbIN noaxoa:

- BCNomorarerbHble CpeAcTBa ANs NuL € OrpaHUYeHHBIMY BO3MOXHOCTAMU UNMU C OU3NYHECKMMU U YMCTBEHHBIMU
HegoCTaTKaMu;

- u3genusi Ansi neYeHns/anarHocTvkv 3aboneBaHni U TPaBM Y KMBOTHbIX;

- NPUHAANEXHOCTU MEAMLMHCKMX M3genui (CM. npumedanue 3);

- e3VHMULUMPYIOLLIME BELLEeCTBa;

- U3genusi, BKIYaloWwme TKaHU KMBOTHBIX UMK YeroBeka.

3 TpeboBaHua HacTosIWero cTaHgapTa NPVMEHSIIOT Takke K MPUHAANEXHOCTAM, KOTOpble MpegHasHaveHbl U3ro-
TOBUTENEM ANsl UCNONb3OBaHWA B KOMMNEKTE C KOHKPETHbIM MeaWLMHCKUM M3fenueM B Lensax obecrneyeHns ero npe-
OYCMOTPEHHOro NpUMeHeHVs.

2.10 06beKTMBHOE cBUAeTeNnbCTBO (objective evidence): [laHHble, noaTBEPXKAAOLLME HAMYME U UC-
TWHHOCTb vero-nubo.

MpumedyaHun e— OB6beKTMBHOE CBMAETENBCTBO MOXET GbITh NOMYyYeHO NMocpeacTBOM HabnogeHvs, namepe-
HWA, NCMbITaHUA UNu apyrmmun cnoco6amm (cm. [5], 3.8.1).

2.11 nocTnpousBoAacTBo (post-production): YacTb KM3HEHHOTO LKna n3genus nocne oKoHYaHus ero npo-
€KTUPOBAHWS U U3rOTOBIIEHMS.

I p ume p— K nocmnpouzeodcmey omHOCSIM: mpaHcnopmupogaHue, XpaHeHue, MOHMax, NpuMeHeHue
u3denus, mexHu4YeckKoe o6ceyusaHue, peMoHmM, Modudbukayuro, CHsIMuUe ¢ IKcnayamayuu u ymusnusayur.

2.12 npoueaypa (procedure): YcTaHOBMNEHHbIA cnocob ocylLlecTBNeHNUs AeaTenbHOCTU UNnu npouecca
(cm. [B], 3.4.5).

2.13 npouecc (process): COBOKYNMHOCTb B3aMMOCBSI3aHHbIX 1 B3aUMOJENCTBYOLLUX BUAOB AeATENIbHOCTH,
npeobpasytoLlasn Bxodbl B Bbixogsl (cMm. [5], 3.4.1).

2.14 3anucs (record): [JokyMeHT, cogepxallnii AOCTUTHYTbIE pe3ynbTaThl UM CBMAETENbCTRA OCYLLEeCTR-
neHHol gesitensHocTy (cMm. [5], 3.7.6).

2
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2.15 ocTtaTtouHbIi puck (residual risk): Puck, octarowuminca nocne BLIMOSIHEHUSA Mep Mo YyNpaBrieHuto
pycKoM.

MpumevaHwus

1 3aumcrBoBaHo u3 [2], 3.9.

2 B [2], 3.9, ncnonb3oBaH TEPMUH «3aLUUTHBLIE MEPbLI» BMECTO TEPMUHA KMEPbI NO YNPaBMNEeHUI0 puckom». OgHako
B KOHTEKCTE HaCTOALWEro CTaHAapTa «3alWwmuTHbIE MEPLI» ABMNAIOTCA TONBKO OAHOW M3 BO3MOXHOCTEN ynpaBneHnsa puc-
KOM, KaKk onucaHo B 6.2.

2.16 puck (risk): CouetaHue BepOATHOCTU NPUYMHEHWA Bpeaa U TAXXECTU aToro Bpeaa (cMm. [2], 3.2).
2.17 ananus pucka (risk analysis): CuctemaTtuyeckoe ucnonb3oBaHue UMerolleicsl uHpopmauum ans
BbISIBIIEHUSA OnacHocTen 1 onpeaeneHus pucka (cm. [2], 3.10).

MpwumeyaHwun e — AHanus pyucka BKIIOYAET U3yYeHUE NOCNEAOBATENbHOCTEN COOLITUI, KOTOPbIE MOTYT
NMPMBECTU K OMAacHbIM CUTYaLMsM M MPUYMHEHMIO Bpeaa (CM. npunoxexue E).

2.18 oueHka pucka (risk assessment): [NonHbIN Npouecc aHanu3a n oueHnBaHUA pucka (cMm. [2], 3.12).

2.19 ynpasneHue puckom (risk control): MNpoLecc NpUHATUA peLleHUn U BbINOAHEHUSA Mep MO YMeHbLue-
HUI0 PUCKOB 0 YCTAHOBIEHHLIX YPOBHEN UMW NoaaepXaHNsa PUCKOB Ha YCTaHOBNEHHbLIX YPOBHSIX.

2.20 onpepgeneHue pucka (risk estimation): Npouecc, npyumeHaembl 4N NPUCBOEHUA 3HAYEHUI BEPOAT-
HOCTW HACTYIMIEeHUs1 Bpeda U TSKeCTu 3TOro Bpeaa.

2.21 oueHuBaHue pucka (risk evaluation): MNMpouecc cpaBHeHUA pUcka, KOTOPbLIV yXke onpeaenex, ¢ ycTa-
HOBIEHHBLIMW KPUTEPUSIMU pUCKa ANS onpeaeneHns AonycTUMOCTU pucka.

2.22 meHeXMeHT pucka (risk management): Cucrematuyeckoe npyuMeHeH1e NOAUTUKK, Npoueayp U Npak-
TUYECKMX METO0B MEeHEePKMeHTa AN peLleHnUs 3agad aHanusa, oueHuBaHus, ynpasneHua n MOHUTOpUHra puc-
Ka.

2.23 cpaitn meHempKkMeHTa pucka (risk management file): CoBokynHOCTb 3anucen U Apyrnx JOKYMEHTOB,
co3flaBaeMbIX B Npouecce MeHepKMeHTa pucka.

2.24 6e3onacHocTb (safety): OTcyTcTBUE HegonycTUMOro pucka (cMm. [2], 3.1).

2.25 TakecTb (severity): Mepa BO3MOXHbIX MOCNEACTBUIA ONACHOCTU.

2.26 Bbiclee pykoBoAcTBO (top management): Jluuo unu rpynna nuu, ocyLLecTBNAILWMWX HanpasneHue
OesATenbHOCTU 1 yrpaBneHWe opraH13alneit-nsroToB1TeNnem Ha BbiCLLIEM YPOBHE.

MpumedaHune— 3aumcTBOBaHO U3 [5], 3.2.7.

2.27 owmbka npuMeHeHUA (Use error): BeINonHeHWe U HEBLIMONHEHWE AeACTBUS, NpuBoasLLEee K DyHK-
LI¥OHMPOBaHWIO MEeANLIMHCKOro U3Aenus, oTinyatoLLemMycs OT NpedyCcMOTPEHHOTC U3roTOBUTENEM UK OXXNAAeMo-
ro nonb3osaTenem (cM. [6], 2.12).

MpumedvaHunsa

1 K ownbkam NpMMEHEHWs1 OTHOCAT NpoMaxu, ynylieHusl u 3abnyxgeHus (cm. [6], 2.12).

2 Cwm. [6], a Takke npunoxenus B n D.1.3.

3 HeapeksaTHyo hM3NONOIMYECKYIO peakumio naumeHTa camy no cebe He OTHOCHT K OWMOKe NPUMEHEHWUSI.

2.28 Bepucdpukanus (verification): MoaTeepxkaeHne Ha ocHoBe NpeacTaBneHUst 06 bEKTUBHLIX CBUOETENLCTB
TOro, YTO yCTaHOBMNEHHble TpeboBaHWsA BbInn BINoNHeHLI (cM. [5], 3.8.4).

MpumedvaHus

1 TepMuH «BepUULMPOBAHO» UCNONB3YIOT ANsl 0603Ha4YEHNA COOTBETCTBYIOLLETO cTaTyca.

2 [leATenbHOCTb MO MOATBEPXKAEHMIO MOXET BKMOYATb:

- OCYLLECTBNEHNE anbTepHaTMBHbIX PACHETOB;

- CPaBHEHWE Hay4YHOW W TEXHUYECKOW JOKyMeHTauuu Nno HOBOMY MPOEKTY C aHanorM4Hon OQOKyMeHTauuern no
anpobupoBaHHOMY MPOEKTY;

- NMpoBedeHVe UCTbITaHUA U OeMOHCTPaLWiA;

- aHanu3 JOKYMEHTOB [0 WX BbIMycka.

3 O6Lwme Tpe6OBaAHUA K MEHEAKMEHTY pUcCKa

3.1 Mpouecc MeHeAXMeHTa pucka

MaroToBuUTENb AOMKEH YCTAHOBUTL, AOKYMEHTMPOBATbL M NOAAEPKBATL B paBoYeM COCTOSIHUN HernpepbIs-
Hbli NpoLece MAEHTUMMKALMM ONACHOCTE, CBA3AHHBLIX C MeAWULMHCKUM U3aeneM, orpeaeneHns U oLeHUBaHus

3
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COMYTCTBYHOLLUX PUCKOB, YIPABNEHWS AaHHLIMW PUCKAMU 1 MOHUTOPUHIa pe3ynbsTaTUBHOCTU TAKoro ynpasneHus
Ha NPOTSKEHUN BCEro XXN3HEHHOTOo LKNa MeanuLMHCKOro n3aenusi. 3ToT NpoLece OSMKEH BKoYaTh cregyolime
3MeMEHTbI:

- aHanus3 pucka;

- OLleHMBaHWNe pUckKa;

- yripaBneHne puckomM;

- MPOM3BOACTBEHHYIO M NMOCTMPON3BOACTBEHHYIO MHOPMALIMIO.

[okyMeHTUpOoBaHHbIE NPOLECCHI XU3HEHHOTO LKNa npodyKumnm (cM. pasgen 7 [3]) AomKHbI BKITHoYaTb COOT-
BETCTBYIOLLME aNeMeHTbl NpoLiecca MeHeKMeHTa pucka.

AHanus pucka

*[pegycmorpeHHoe
npuMeHeHue

¥ onpeaeneHue
XapaKTepUCTUK,
OTHOCALLUXCS

K 6esonacHocTH
MeaWULIMHCKOTO U3aenust
*UpeHTndmkaums >
onacHocrten
*OnpepneneHue pucka(os)
ANA KaXA0W onacHomn
cUTYyaLum

OueHka pucka

/

OueHnBaHue pucka

y

YnpaBrieHue puckom

A

*AHarnu3 BO3MOXHOCTEN \
ynpasneHns pUCKOM
*BbinonHeHne mep no
ynpagBneH1o pUCKoOM
*OLeH1BaHWe 0CTaTOMHOIO
pucka

*AHanu3 COOTHOLLUEHUSI
puck/nonb3a

*Pucku oT npuMeHeHus
Mep Mo ynpasneHuo
pUCKOM

*[lonHoTa ynpaeneHus
PUCKOM

MeHemKMEHT pucka

OueHuBaHue A0NyCTUMOCTU
i MONHOro 0CTaToMHOro pucka

OTyeT No MEeHeKMEHTY pucka

UHcpopmauus
Mo NPOu3BOACTBY
W NOCTNPOM3BOACTBY

PucyHok 1 — CxemaTuyHoe npeacTaeneHve npouecca MeHeaXxmeHTa pucka
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MpumevaHus

1 [JoKyMEHTMPOBaHHLINM NMPOLECC CUCTEMbI MEHEAXXMEHTA KadyecTBa MOXKeT BbiTb UCMONb30BaH Ana obecrneveHust
CUCTEMHOIO MoAxoAa K paccMoTpeHvio npobnem 6e3onacHoCTH, NO3BOMSIOWEro, B YacTHOCTM, MAEHTUMUUMPOBATb Ha
paHHKX CTaausix OMacHOCTM 1 OMacHble CUTyauuW, CBA3AHHbIE CO CIIOXHLIMU MEAVLMHCKAMMN U3OENUSIMU 1 CUCTEMaMMU.

2 MNpouecc MeHemMKMEHTa pucka cxemaTU4Yeckyu npeacTaBneH Ha pucyHke 1.

B 3aBMCUMOCTU OT KOHKPETHOWN CTaguu XU3HEHHOrO LMKNa MeauUMHCKOrO U3genus OTAenbHbIM 3reMeHTam Me-
HegXKMeHTa pucka MoxeT ObiTb yaeneHo ocoboe BHUMaHUE. [esiTenbHOCTb N0 MEHEKMEHTY pUCKa MOXET OCyLecTB-
NSATBCA umepamueHO UNu NO3TanHO B 3aBMCUMOCTM OT paccmaTtpyvBaemMoro mMeauumHckoro usgenus. MNpunoxenue B
copepxut Bornee nogpobHLI 0630p 3TanNoOB Npouecca MeHemKMEHTa puckKa.

CoortBeTcTBUE Tpe6OBaHVIFIM OaHHOro nogpasgenia npoBepAtoT MNyTeM 3KCNepTU3bl COOTBETCTBYIOLLIMX AOKY-
MEHTOB.

3.2 OTBeTCTBEHHOCTb BbICLUETNO PYKOBOACTBA

Beicliee pykoBOACTBO AOMKHO obecrneynBaTb CBUAETENLCTBA CBOEW NMPUBEPXKEHHOCTU npoLieccy Me-
He>KMeHTa pycka nocpeCTBOM:

- obecneveHns HeobxoanMbIMU pecypcami;

- HasHaYeHUs KsanuuLmMpoBaHHOro nepcoHana (cMm. 3.3) aAns uene MeHePKMeHTa pyucka.

Beicluee pykoBOACTBO OOSTKHO:

- paspabaTbiBaTh U JOKYMEHTUPOBATL MONUTUKY YCTAHOBEHUS KpUTEPUER AONYCTUMOCTU pUcka. [laHHas
NonuTHKa AoSMKHa rapaHTUPOBaTh, YTO YCTaHOBAEHHbIEe KpUTepUrM OCHOBaHbI HAa MPUMEHUMBbIX HALIMOHAMBHbLIX U
pernoHanbHbIX HOpMAaTUBHBIX JOKYMEHTaX U COOTBETCTBYHOLMX MeXAyHapOAHLIX CTaHAapTax, a Takke YU TbIBa-
0T JOCTYMNHYH MHpopMaLMIo, TaKylo, Kak COBPeMEHHbIN YPOBEHb HaYYHO-TEXHUYECKOrO pasBUTUSI U NOTpebHOCTU
3aKHTEPECOBaHHbLIX CTOPOH;

- NPOBOANTL aHanW3 NPUroAHOCTMU NpoLecca MeHePKMEHTa pUcka B 3ariaHMpoBaHHbIE NPOMEXYTKU BpeMe-
HW ANs obecneyeHns NOCTOSIHHON pesyneTaTUBHOCTU AAHHOMO npoLecca U JOKYMEeHTMPOBaTh BCe PeLUeHUs 1
npeanpuHATLIE AeNCcTBUA. ECnin U3roToBUTENb UMEeT AeNCTBYIOLLYI0 CUCTEMY MEHeKMEHTA KavecTBa, TO AaH-
HblIli aHaIM3 MOXeET BbITb YaCTbio aHanM3a ero CUCTeMbl MeHepKMeHTa KayecTsa.

MpumeyaHune — BblweykasaHHble JOKYMEHTbI MOTYT 6biTb BKNIOYEHbI B JOKYMEHTbI CUCTEMbI MEHEPKMEHTA
Ka4yecTBa U3roTOBUTENS, M HA HUX MOTYT BbiTb CChINKK B ¢haiinie MEHeIKMEHTa PUCKa.

CootBeTcTBME Tpe6OBaHI/IF|M AaHHOro nogpasgesia ripoBepdAT NyTEM 3KCNepTU3dbl COOTBETCTBYOLLIUX AOKY-
MEHTOB.

3.3 Ksanucdukauusa nepcoHana

MepcoHan, BIMOMHALWMIA 3a4a4u Mo MEHEMPKMEHTY pucka, AOMKEH UMEeTh 3HaHUS 1 onbIT, obecneymsalo-
LLMe BO3MOXHOCTb BbINOMHEHWUsI AaHHbIX 3agad. Ksanudgukauus nepcoHana gomkHa BKoYaTh 3HaHWe paccmar-
prBaeMmbIX (M NOAOGHbLIX) MEAWULMHCKMX M3AENUIA, ONbIT UX MPUMEHeHWs!, a Takke BnageHue npuMeHaeMbIMu
TEXHONOrUsIM1 1 MeToAaMn MeHeJ)KMEHTa pucka. 3anucu o Heo6xoauMoi Keanudukauum nepcoHana cregyeT
noaaepXueath B paboyveM COCTOSIHUMN.

MpumedyaHue— 3agaqn No MEHEKMEHTY pUcCKa MOTYT pellaTtbe NpeacTaBUTENy pasHblX PyHKLUMOHAMBHBIX
nogpasgeneHuii ¢ y4eToM UMEIOLLMXCS Y HUX CrieunarnbHbIX 3HAHUNA.

COOTBeTCTBVIe Tpe6OBaHI/IF|M AaHHOTro noapasaena npoBepsArnT I'IyTEM SKCNepTU3bl BbilLUeyKa3aHHbIX 3ann-
cen.

3.4 MnaH MeHeQXXMeHTa pucka

JesTensHOCTb N0 MEHEAXKMEHTY pucka HeobXxoanMo NnaHupoBaTh. Beuay 3Toro M3roToBUTENb AOMKEH
COCTaBUTb M AOKYMEHTUPOBATL MNfaH MeHeAKMeHTa prcka Ansi paccMaTpMBaeMoro MeauLMHCKOro 3aenus B
COOTBETCTBUW C NPOLLECCOM MeHepKMeHTa pucka. [NnaH meHekMeHTa pucka gormkeH bbITb YacTbio dhaiina me-
He)KMeHTa pucKa.

OaHHbIl NnaH AonXeH BKoYaTk Kak MUHUMYM:

a) o6beM NPUMeHeHWs 3anfaHMpoBaHHON AEATESIbHOCTM N0 MEHEeKMEHTY pUCKa, B TOM YKcne aeHTudu-
Kauuio 1 onucaHue MeguLUMHCKOro U3enusi U CTauii ero XXM3HEHHOrO LMKNa, K KOTOPbIM MPUMEHUM Kaxabll
3nNeMeHT NnaHa;
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b) pacnpegeneHue oTBETCTBEHHOCT 1 MOTHOMOUHIA,

¢) TpeBoBaHUs K aHaNU3y AesTeNbHOCTY MO MeHEeXKMEHTY pucka;

d) KpyTEepUK ONYCTUMOCTH PUCKA, OCHOBAHHbIE Ha NONMUTUKE U3rOTOBUTENS MO YCTAaHOBNEHWO AONYCTUMOro
pvcka, BKIoYas crnyyau, Koraa BeposiTHOCTE NPUYMHEHUS Bpeda He MOXeET BbITb onpeaeneHa;

e) AeilcTBKs No BepudmKkaumu;

f) aefcTBYA Mo cbopy 1 aHanNU3y MHDOPMaLUK, OTHOCALLEACS K MEHEOXXMEHTY pUCKa, Ha MPOU3BOACTBEH-
HOW 1 MOCTNPOU3BOACTBEHHON CTAQMSX.

MpumedvaHus

1 PykoBogsiume ykasaHusi no paspaboTke nrnaHa MeHegkMeHTa pucka cM. B npunoxenum F.

2 HeobsasaTenbHoO Bce anemMeHTbl MnaHa MeHeAXMeHTa pucka paspabaTbiBaTe OgHOBpPeMeHHo. [naH unu ero
3MeMeHTbl MOXHO paspabaTbiBaTb MO3TamMHO.

3 Kputepumn gonyctumocTu pucka nmetoT 6onblloe 3HavyeHue Anst onpeaeneHnsl KOHEYHOW pe3ynbTaTUBHOCTU
npouecca MeHeaXMeHTa pucka. [ina kaxgoro nnaHa MeHegKMeHTa pucka UrotToBuTenio criedyeTt Bulbuparbs Hagrexa-
LMe KpMTeprn AONyCTMMOCTM puUcka.

Cpeau npoumx MoxHo paccmaTpuBaTh Criedytole BapuaHThl:

- nocTpoeHve MaTpuLbl [prcyHku D.4 1 D.5 (npunoxexue D)), unnoctpupyroLein 4onycTuMbie U HegomnycTy-
Mble KOMBMHaLWU BEPOATHOCTM MPUUMHEHWS Bpeaa U TsSKeCTU Bpeaa;

- AanbHelillee nogpasgeneHne obnactu MaTpuubl («NpeHeBpeXnMo Manbiii PUCK», «A0MYCTUMBIA PUCK NpU
YCIOBUW €ro MUHUMU3aLMW» U T. A.) ¢ TpeBoBaHWeM K puckam, YTo6bl OHW cHavana 6biv yMeHbLUEHbI, HACKOIBKO
3TO NPaKTUYECKW OCYLLECTBUMO, NPexae Yem npuaHaTb ux gonyctumsiMu [cM. D.8 (npunoxexue D)].

NioGoit 13 BapnaHToB crieayeT BolIGUpaTh B COOTBETCTBUN C NOSIUTUKON U3rOTOBUTENSI B OTHOLLIEHUMW YCTaHOB-
NeHnst KpUTEPUEB JOMYCTUMOCTUN pUCKa U Ha OCHOBAHWUN NPUMEHUMBIX HALMOHANBbHBIX UMW perMoHaribHbIX HopMa-
TUBHbIX JOKYMEHTOB, a TakXKe COOTBETCTBYHOLLMX MeXAyHapoAHbIX CTaHAApTOB € y4eToM AOCTYNHOW uHdopma-
LMK, Takon, Kak coBpeMeHHbIN YPOBEHb HAYHHO-TEXHUYECKOro pa3BUTUSA U UHTEPECHl 3aUHTEepPecoBaHHbLIX CTOPOH
(cm. 3.2). PykoBOACTBO NO yCTaHOBMNEHUIO AaHHbIX KpuTepues cM. B D.4 (npunoxeHue D).

Mpy BHECEHWNW U3MEHEHWI B M1aH MeHe)KMEeHTa pUcka B TEHEHWUE XU3HEHHOTO LMKa MeauLIMHCKOro nsae-
nns HeobxoamMMo caenaThb 3anvchk 06 n3aMeHeHUsX B haine MeHepKMeHTa pucka.

CooTBeTcTBME TPEOOBAHUSIM AaHHOrO Nogpasaena npoBepsitoT NyTeM akcnepTusbl chaiina MeHegKMeHTa
puvcka.

3.5 dailn MeHeMKMeHTa pucka

[ns paccmaTprBaeMorc MeauLIMHCKOro 3enus UsroToBuTerb AOIMKEH co3aaTh U noaaepxusath B pabo-
yeM cocTosHUK thalin MeHedkMeHTa prcka. B gononHeHuve K TpeboBaHWsIM Apyrux pa3aernos HAcTOALWEro cTaH-
AapTa chaiin MeHeDKMeHTa pycka fomKeH obecrneuMBaTb BOSMOXHOCTb MPOCIEXUBAHWUS KaXKA0W naeHTUdpuumpo-
BaHHOW ONacHOCTU Npu:;

- aHanuae pucka;

- OLieHBaHWK pUcka;

- BbINONHEHUW U BepudMKaLMmn Mep Mo yNpaBrieHUIo PUCKOM;

- OLleH1BaHWUK JOMYyCTUMOCTU Ntoboro(bix) oOcTaTouHOro(bix) pucka(oB).

MpumedvaHus

1 3anvcu 1 gpyrne AoKyMEHThI, CocTaBnsiowme Oann MeEHeAXKMEHTa pucka, MOTYT ObITb YaCTbIO APYIMX AOKYMEH-
TOB U ¢paiinoB, TpebyembiX, HanpuMep, CUCTEMON MEeHeXKMEHTa KayecTBa usrotoButens. dain MeHempKMeHTa pucka
HeobsA3aTeNbHO AOMKEH HEMOCPeACTBEHHO BKIIOYATb BCE 3anuCy U OpyrMe AOKYMEHTbI, OTHOCSILLMECS] K HACTOsILLEeMy
ctaHaapty. OgHako OH JOIMKEH CoaepXarb, Mo MeHbLUei Mepe, CChINIKM UMM yKa3aHusi Ha Bce Tpebyemble JOKYMEHTbI.
MaroToButento cnegyer CBOEBpPEMeHHO cobpaTh CCbINOYHYI0 MHpopMaumio B caline MeHempKMEHTa prckKa.

2 dan MeHegKMEHTa pucka MoxeT ObiTb npeactaeneH B nmobon dopme wmnu Ha nwbom Hocutene
MHbopmauuu.

4 AHanus pucka

4.1 MNMpouecc aHanusa pucka

AHanus pucka paccMaTprBaemMoro MeauLIMHCKOro U3aenus HeobXoaMmo NpoBoAUThL B COOTBETCTBUN C
4.2—4.4. JesaTenbHOCTL NO 3aniaHNpoBaHHOMY aHaNU3y pUcka, a Takke peayrbTaTbl aHanM3a pucka AoMmkHb!
GbITb 3aperycTpupoBaHsl B dhaiine MeHeKMEHTa pucka.

6
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MpumevyaHnunsa

1 Ecnv gocTynHbl pesynbTaTtel aHanv3a pucka unu gpyrasi OTHOCSAWAsACA K pucky nHcpopmaums ans nogobHoro
MEONLNHCKOIO M3genus, TO MX MOXHO UCMONb30BaTb B KAYECTBE OTMPABHOW TOYKM Npu HOBOM aHanu3e. CTeneHb
COonocTtaBMMOCTHN 3aBUCUT OT paanmqmﬁ Mexay mnsgenusamm n oT Toro, MOryTt nvu gaHHble pasnnyus ctatb UCTOYHUKOM
HOBbIX OMaCHOCTEN UMW CYLWECTBEeHHbIX Pas3nuuuii B roTOBOW MPOAYKUMW, XapakTepucTukax, pyHKUMOHMPOBaHUM WUnu
pesynbtatax npyMeHeHus. Bo3amMOXHOCTb NpYMeHEHUs yxe MMEIOLWErocsl aHanun3a prucka OCHOBaHa Takke Ha cuctema-
TUYECKOM OLEHUBAHWM BITUAHUSA W3MEHEHWI Ha pasBWTUE OMNacHbIX CUTYyaLWN.

2 HekoTopble MeTOAbLl aHanu3a pucka onucaHsl B npunoxeHun G.

3 JononHuTeneHble pyKOBOAAWME YKa3aHUsi MO METO4aM aHanu3a pucka MeanuUMHCKUX U3denuii Anst AMarHocTu-
Kv in vitro npvBeaeHbl B NpUNoXeHun H.

4 NononHutenbHble PYKOBOAALME YKa3aHUs MO METOAAM aHanu3a pucka B OTHOLLEHWUM TOKCMKOIOTMYECKUX ornac-
HOCTEW npuBeAeHbl B NPUNOXeHun |.

B pononHenuwe k 3anucam, Tpebyembim B 4.2—4.4, QOKYMEHTbI, OTHOCSILLMECS K NPOBEAEHUIO U pesyrnbTatam
aHanu3a pvcka, AOMMKHbI BKIIOYaTh KaK MUHUMYM:

a) onucaHue M MOeHTUAMKALMIO paccMaTpyBaemMoro MeauLUMHCKOro U3genus;

b) ngeHTndmMKaumo nuua (nMuy) 1 opraHM3auum, BeIMONHUBLLMX aHANM3 pUCKa;

¢) obnacTb NpUMeHeHUs U AaTy NPoBeAeHMs aHanusa pucka.

5 O6nacTb NpUMEHeHWs1 aHanusa pucka MOXeT GblTb OYeHb WMPOKOW (Hanpumep, paspaboTka HOBOroO U3genus,
B OTHOLIEHWM NMPUMEHEHWS KOTOPOro Y U3roTOBUTENS Marno OnbiTa Unu AaHHbIA ONbIT BOOGLLE OTCYTCTBYET) UMK orpaHu-
YeHHOW (HanpumMep, aHanua BNUAHWS NPYBHOCUMBLIX U3MEHEHUIA Ha BbINyCKAeMoe uagenve, 0 KoTopoM B chainax uaro-
TOBUTENSA MMeeTcs obWwupHasa MHbopmaums).

CooTeeTcTBYE TpeBGoBaHVsSIM AaHHOrO Noapasaena NpoBepsItoT MyTeM SKCNepTU3sI haiina MeHepkKMeHTa
pucka.

4.2 NMpenycMoTpeHHOe NpUMeHeHUe U onpeaeneHue XxapakTepucTUK, OTHOCALLMUXCA K 6e3onacHo-
CTU MeAULIMHCKOro U3nenus

Ons paccmatpuBaemMoro MeguLUMHCKOro 3AennUs U3roTOBUTESb AOMKEH AOKYMEHTMPOBRATL BCe Clyyau npe-
AYCMOTPEHHOro NpuMeHeHnst 1 060CHOBaHHO NPOrHO3NPYEMOro HemnpaBWUbHOro NpuMeHeHus. Uarotosutens
[AOJSDKEH Takke UAEHTUDULMPOBATL U IOKYMEHT/POBATL BCE KAUECTBEHHbIE U KONNUYECTBEHHbIE XapakTEPUCTUKK,
KOTOpPbIE MOTYT NOBMUSTL HA 6€30MacHOCTb MeAVLMHCKOrO M3aenusi, U Npu Heo6XoAUMOCTM yKkasaTk UX Npeenb-
HO AOMyCTUMbIe 3HaYeHWs. JaHHble 4oKYMEHTbI HeoGX0auMo NoaaepXuBaTh B paGouyem cocTosiHUM B dhaiine
MeHeKMeHTa pucka.

MpumevuaHnsa

1 B kOHTEKCTE HaCTOALWEro craHgapTa HenpaBunbHOE NMPUMEHEHME O3HaYaeT HenpegyCMOTPeHHoe WK HeHag-
nexatiiee NpUMMeHeHne MegULMHCKOrO u3aenus.

2 lMpunoxenne C cogepxuT BONPOCHI, OTHOCAWMECA K NPUMEHEHNIO MEAWULMHCKOTO M3Aenus, KOTopble MOryT
cTaTb MOME3HLIM OPUMEHTUPOM NPU WAEHTUMUKALMK XapaKTEePUCTUK A4aHHOMO M3Qenusi, CnocobHbIX NOBNUATL HA ero
6e3onacHOCTb.

CooTBeTcTBUE TpeboBaHUAM 4AHHOMO Nogpa3saena NnpoBepsoT NyTeM aKCnepTuabl haiina MeHekMeHTa
pucka.

4.3 UgeHTudcbukauua onacHocTen

MsrotoButenb AOMKEeH COCTaBUTL NepeveHb U3BECTHLIX UK MPOrHO3MpyeMbIX ONACHOCTEN, CBA3AHHBIX C
paccMaTpuBaeMbIM MeQULIMHCKUM nsgenvem, kak Ans HopMasnbHbIX YCNOBWUIA, Tak U AN yCNOBWIA OTKasa.
[aHHbIi NnepeyeHb HeobxoaMMo NoaaepKMBaTh B paboyvem cocTossHUK B dhaline MeHeKMeHTa pucka.

MpumeyaHwne — MNpumepsl BO3MOXHBIX ONacHocTen, npuBedeHHble B E.2 (npunoxenne E) n H.2.4
(npunoxenune H), MoryT 6biTb MCNONB30OBaHbI KaK PyKOBOACTBO ANSI U3FOTOBUTENS], BbINONHAIOWErNO UaeHTMdONKaLNIO
ONacHOCTEN.

CooTBeTcTBUE TpeboBaHUAM 4AHHOMO Nogpa3saena NpoBepsIioT NyTeM aKCnepTU3bl haiina MeHeakMeHTa
pucka.

4.4 OnpeneneHue pucka(oB) AnNA KaXAoW oNacHOW cUuTyauum

HeobxoaumMo paccMmaTtpusaTte 060CHOBAHHO NPOrHO3UpPYeMble MOCNeAoBaTENBHOCTU UMW KOMOUHALMKM CO-
6bITWiA, NpUBOAsILLIYE K BOZHUKHOBEHWUIO ONACHON CUTyaLuK, U PerucTpupoBaTh BO3HUKaOLLYo(Me) onacHyto(ble)
cuUTyauumio(u).
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MpumevyaHuns

1 Ans ngeHTMdMKaLMK HE BLISBNEHHbLIX paHee ONACHbLIX CUTYaUUd MOXHO MCMONb30BaTb CUCTEMHbIE METOfbl,
NPVMEHNMbIE B KOHKPETHOW cuTyaummn (cMm. npunoxexue G).

2 MNpumepebl onacHbix cutyaumn npueeaeHsl B H.2.4.5 (npunoxenve H) n E.4 (npunoxenve E).

3 VcTouHMKOM OMacHbIX CMTYaUuiA MOTYT CTaTb NPOMaXxK, ynylieHus 1 3abnyxaeHusl.

Ans kaxgon naeHTUMLIMPOBaHHOR onacHo CMTyaumMmn Heobxoaumo onpeaensiTb CBA3aHHLIN(e) ¢ Heli puc-
K(1), ncnonb3ys AN aToro AoCTYNHY UHOPMaLnio UNu AaHHble. [ins onacHbIX CUTYauuiA, B OTHOLUEHWUN KOTO-
PbIX HE MOXeT BbITb onpedeneHa BepoATHOCTL NPUYUHEHUS Bpeaa, A0KeH GbiTb NOAroTOBNEH NepeYeHb BO3-
MOXHbIX NOCNEACTBUIA NPUMEHEHNA MEOULIMHCKOro U3AENNUA, UCNOMNb3YeMbIi MU OLeHUBAHUW W YNPaBNEHUN pUC-
koM. PesynstaThl 3TOM AeATENsHOCTU AOMKHBI BbITh 3aperncTpuposaHbl B daine MeHemKMeHTa pucka.

IMobas cuctema, ucnonbayemMas ans Ka4eCTBEHHON UNWU KONUYECTBEHHOM rpagaumnmn BepOATHOCTU NPUHHe-
HUS Bpeda U TAXEeCTU Bpeda, Tarke AormkHa 6bITk 3aperncTpuposaHa B cpaiine MmeHemxmeHTa pucka.

MpumevyaHuns

1 OnpegeneHune pucka MeauLUHCKOIo M3genus BKNOYaeT aHanu3 BEPOATHOCTU BO3HMKHOBEHUSI puUcKa U nocrnem-
CTBUI NPUMEHEHUS1 OAaHHOrO uagenvsi. B 3aBUCMMOCTM OT NPUMEHEHMA MEegUUMHCKOTO U3Oenusl, BO3MOXHO, A0CTaTou-
HO paccMoTpeTb NULWb HEKOTOpble 3NEeMeHThl npouecca onpeaeneHus pucka. Hanpumep, B oTAenbHLIX criydasix HeT
HeobXoQMMOCTW MATU Aanblue aHann3a UCXOAHOM ONacHOCTU W NOCNEeACTBUI NpUMeHeHus [cm. Takke D.3 (npunoxe-
Hue D)].

2 OnpepeneHune pucka MoXeT ObiTb KONMYECTBEHHbLIM UMK KavecTBeHHbIM. MeTofpl onpeaeneHnst pucka, B TOM
yucne SIBMsOWMWEcs CrecTBUEM CUCTEMATMYECKUX OTKA30B, onucaHbl B npunoxenun D. Mpunoxenune H cogepxut
MHMOPMAaLMIO, NOME3HYI0 NPU ONpeAeneHnn pUcKOB MEOULIMHCKMX M3AENUIA ANs ANarHocTukM in vitro.

3 WHpopmauuio unu gaHHble Ans onpegeneHns pUckoB MOXKHO MONYyYUTb U3:

a) ony6nukoBaHHbIX CTaHOAPTOB;

b) HayuHO-TexHWuYeckol MHdbopmauuw;

C) A@HHbIX O MPMMEHEeHMM NoJoOHBIX MeOUUMHCKUX UW3genui, BkNovas onyonukoBaHHble ceeAeHus 06
WHUMOEHTaX;

d) AaHHBIX MCMbITAHWI 3KCNyaTaUMOHHOW NMPUIOAHOCTU TUMUYHBIMW NOMNb30BATENAMY;

€) KNMHUYECKUX AaHHbIX;

f) pesyneTaToB COOTBETCTRYIOWMX UCCNEAOBAHWIA;

g) 9KCMEPTHbIX 3aKMKYeHUN;

h) cxem BHelHel OLEHKM KavecTBa.

CooTeeTcTee TpeboBaH/AM AaHHOro Noapasaena NpoBepsAoT NyTeM 3KCNepTUabl halina MeHekKMeHTa
pucka.

5 OueHuBaHMe pucka

Ans kaxxaoi naeHTMULMPOoBaHHOK ONacHOW CUTYaLIMN M3rOTOBUTENb A0SMKEH NPUHSTL pelleHue o Heobxo-
AWMOCTU YMEHbLLEHWS p1CKa € yUETOM KpUTEPUEB, YCTAHOBIEHHbIX B MilaHe MeHe)kMeHTa pucka. Ecnv B ymeHb-
LLUEeHWKN prcKa HeT HeobxoanMocTu, To TpebosaHWa 6.2—6.6 Anst faHHOW onacHoOW cUTyaLnn He NPUMEHSIIOT (T. €.
nepexodnT K 6.7). PeaynbraTtsl Takoro OLEHUBaHWA pUcka A0MKHbI BbITb 3aperucTprpoBaHb! B haiine MeHemkKMeH-
Ta pucka.

MpumevaHuns

1 PykoBoasLLMe ykasaHusi MO NPUHATUIO peeHnn o AOMyCTUMOCTM pucka npusegeHsl B D.4 (npunoxenue D).

2 lMpvMeHeHne COOTBETCTBYIOWMX CTAHAAPTOB KaK OAUH U3 KPUTEPUEB MPOEKTUPOBAHUA MEOUUMHCKUX M3Aenvn
MOXET SIBMATHCA 4YacTbio ASATENBHOCTM MO YNPABNEHUIO PUCKOM, YTO OTBevaeT TpeboBaHuam 6.3—6.6.

CootBeTcTBUe TpeboBaHWAM AaHHOTO pa3aena NpoBepsIoT NyTeM aKcnepTUsbl chaina MeHeKMeHTa pucka.
6 YnpaBneHune puckom

6.1 YMeHbLUueHue pUcka

Mpu HeO6X0AUMOCTU YMEHbBLLEHUS! pUCKa CneayeT OCyLeCTBNATL AeATENbHOCTL MO YPaBieHUo PUCKOM,
Kak onucaHo B 6.2—6.7.

6.2 AHanu3 Bo3MoXHOCTeNn ynpaBrieHUA pUCKOM

WaroToBuTenb AomkeH naeHTMdUUMpoBaTb Mepy(bl) NO yNpasneHUo puckom, Heobxoanmyto(ble) Ans ymeHb-
LWeHUs pucka(oB) 40 AOMYCTUMOTO YPOBHSI.

8
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MN3roToBMTENb AOMXKEH NPUMEHSTH OAWMH U HECKOSBKO COCOBOB yrpaBieHUs pPUCKOM, NEPEeUNCEeHHbIX
HWXKe B Nnopsiake NpUopuTeToB:

a) BHYTpeHHtoto 6e30mnacHOCTb, 0becrneyrnBaemyto NPOEKTOM U KOHCTPYKLME;

b) 3alLMTHbIE MEPbI, TPeAYCMOTPEHHbIE B CAMOM MEAVLMHCKOM U34ennn U B Mpouecce ero u3rotoene-
HUS;

¢) HdpopmaLuto o BesonacHoCTK.

MpumevaHunsa

1 Mpu npumeHeHW croco6oB, NPUBEAEHHbLIX B NepeyuncreHmnsix b) u c), n3rotToButernbs MoxeT paccmoTpetb 060-
CHOBaHHbIE U MPaKTU4YEeCKN OCYLECTBMMbIE Mepbl MO YNPaBleHUIO PUCKOM 1 BbIOpaTh cnocob, obecnevnBarowmin Heob-
XOAVMOE yMeHbLUeHWe pucka, npexae 1Yem OyaeT yCTaHOBIEHO, SIBMNSIETCA W PUCK AOMYCTUMBIM.

2 Mepebl N0 yNpaeneHuo pUckoOM MOTyT YMEHbLWNTL TSXKECTb Bpeda U BepOsiTHOCTb NMPUYMHEHNA BPeAa, UMu 1 TO
W Apyroe BmecTe.

3 MHorve ctaHaapThbl paccMaTpyBaloT BOMPOCH BHYTPeHHel 6e3onacHocTy, o6ecneqveaemoli NPOEKTOM W KOHCT-
pyKUMen, 3almTHbIe Mepbl M MHEPOPMaLMIo No 6e30MacHOCTU MeaULIMHCKUX n3genvin. Kpome Toro, apyrue ctaHaapTbl Ha
MeauLMHCKVE M3Jenus paccMaTpuBaloT Te SMeMeHTbl NpoLecca MeHemKMeHTa pUcka (SNeKTPOMarHUTHYI0 COBMECTU-
MOCTb, SKCMIyaTaUMOHHYIO NPUrogHOCT, BMOMNOMMYECKYI0 COBMECTUMOCTD), KOTOPbIE ABNAIOTCA O6WmMn ans MeauuvH-
CKvX nagenuii. MNMpu aHannae BO3MOXHOCTEN yrNpaBreHWsi pUCKOM criegyeT NMPUMEHsITb COOTBETCTBYIOWME CTaHAAPTHI.

4 B OTHOLEHMWN PUCKOB, OJ1s1 KOTOPbIX He MOXeT OblTb onpeaeneHa BeposiTHOCTE NPMYMHEHUn Bpeaa, cm. D.3.2.3
(npunoxexwve D).

5 PykoBogsilume ykasaHusl B OTHOWEHWUM nHdopmMaumm no 6€3onacHOCTU NpuBedeHs! B NPUNoXeHun J.

Bbi6paHHble Mepbl No yrpaeneHuo PUCKOM AOMKHbI BbITb 3aperncTpupoBaHsl B hainsie MeHe)KMeHTa pyc-
Ka.

Ecnv B npouecce aHanvs3a BO3MOXHOCTER YNpaBMNEHUs PUCKOM WM3roTOBUTENb YCTaHARMMUBAET, YTO
TpebyeMoe yMeHbLUEHMWE prcka NpakTUYeCKU HEOCYLLIECTBUMO, TO OH AOSKEH BbINOMHUTL aHaNU3 COOTHOLLEHMUS
pvck/nonb3a Ans octTaTouHoro pycka (nepexoak 6.5).

CooTeeTcTBME TPe6OBaHUAM AaHHOMC NoApasaena NpoBepsAT NyTeM 3KCcnepTusbl hanna MeHeKMeHTa
puvcka.

6.3 BbinonHeHWe Mep Mo yrnpaBreH o PUCKOM

MN3roToBMTENb AOMKEH BbIMOMHSATL MEPLI MO YrpaBneHWio pUCKOM, BbibpaHHble B COOTBETCTBUN C 6.2.

BLINONHeHWe Kaxaon Mepbl No yrpaseHUio pUCKOM A0MKHO BbITh BepudnumpoBaHo. laHHas Bepudnka-
L aomkHa BbITb 3aperMcTpupoBaHa B dhaiine MeHepKMeHTa pucka.

PesynsTaTUBHOCTL Mep Mo YNpaBNeHWio PUCKOM AomkHa 6bITb BepUdMUMpoBaHa, a peaynsTaTbl Bepudiuka-
LMW — 3apericTpupoBaHbl B dhainsie MeHeDKMeHTa pucka.

MpumedaHun e — Bepudukauma pesynstatTMBHOCTU MOXET BKINIOYATh ASWCTBUA NO Banupaaumn.

CooTBeTcTBME Tpe6GoBaHUAM AaHHOTO Noapasaena npoBepsaoT NyTeM aKkcrepTusbl haiina MeHeakKMeHTa
puvcka.

6.4 OueHUBaHUe OCTaTOYHOrO pUcka

NMo6or ocTaTOUHBIN pUCK, COXPaHSIFOLLMIACS NMOCTE BLIMOSTHEHWS Mep MO YrpaBneHNo pPUCKOM, HEo6XoaMMOo
OLEeHMBATL B COOTBETCTBUM C KPUTEPUSIMUA, YCTAHOBIEHHLIMU B NIaHe MeHeDKMeHTa pucka. PesynbTaTsl 4aHHOO
oLeHUBaHUA A0MKHbI 6bITh 3aperMcTpupoBaHbl B chaiine MeHepKMeHTa pycka.

Ecnu ocTtaTouHbliR(e) pyuck(1) cornacHo ycTaHOBMEHHbIM KpUTEPUSIM OLieHEeH(bl) Kak HeaonyCTUMbIA(e), To
Heob6X0AMMO NPUMEHUTL AOMONHUTENBHBIE Mepbl MO YNpaBneHuto puckom (cm. 6.2).

Ecnu ocTtaTouHble pUCKu OLieHeHbI Kak oMY CTUMbIe, TO U3rOTOBUTENb AOSHKEH NPUHATL pelleHne, o Kakux
OCTaTO4HBIX pUCKax HeobxoaAUMO UHPOPMUPOBATL U KaKyo UMEHHO MHdopMaLMIio He06X0ANMO BKITIOUYNTDL B 3KC-
nnyaTaunoHHbIe AOKYMEHTbI B LIeNsiX NPUBNeYeHUs BHUMAHUS K OCTATOUYHbLIM PUCKaM.

Mpwumeyanune— PykoBogswme ykasaHus nNo MHOOPMMPOBaHUIO 06 OCTaTOMHOM pUCKe(ax) NpuBedeHbl B
NpUNoXeHuu J.

CootBeTcTBUE TpeboBaHUSAM AaHHOMO NoAgpasaena npoBepsaoT NyTeM akcnepTusbl hanna MeHeKMeHTa
pucka 1 aKcnnyaTaunMoHHbIX JOKYMEHTOB.

6.5 AHanu3 cooTHoLweHus puck/nonb3a

Ecnu ocTaTouHbIN PUCK NO KpUTEPUSIM, yCTaHOBJ1€HHbIM B MJ1aHe MeHeMKMEHTa pucka, CouTEH HeaoNyCTU-
MbIM, a anbHenwee ynpaeneHne puckoMm — npakTu4eckn HeoCyLLeCTBUMbIM, TO U3rOTOBUTESTb MOXKET CO6paTb n

9
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npoaHannanpoBaTb UMeoLLMEecs AaHHble U NUTepaTypy, YTobbl yCTaHOBWUTDL, MPEBLILLAET N NoNb3a NPY Npeayc-
MOTPEHHOM MPUMEHEHUN MEANLIMHCKOro U3fenivs octaTouHbIi puck. Ecnv cobpaHHble gokasaTenscTea cBuae-
TENbCTBYOT O TOM, YTO MONb3a OT NPeAyCMOTPEHHOIO NPUMEHEHNSI MeQULMHCKOTO U3aenns He NpeBbilaeT ocTa-
TOUHBIV PUCK, TO PUCK CHUTAETCA HeaonyCcTUMbIM. Ecnv nonk3a oT npeaycMOTPEHHOro NPUMEHEHUS MEAWULMHCKO-
ro N3aenus NpeBbILAaeT OCTaTOMHbIA PUCK, TO MOXKHO NEPENTH K BbinosHeHUo TpeGoBaHuii 6.6.

B oTHOLLEHNM prcKa, rae Nosib3a OT NPUMEHEHWS MeaULMHCKOTO U34ennsl NpeBbIllaeT pUck, U3roToBUTeNb
OOIMKEH peLUunTb, Kakyto nHpopmaumio no 6esonacHocT Heobxoaumo NpegocTaBuTb AN MHopMUpoBaHs 06
OCTaTOUYHOM pUCKe.

Pesyneratsl oLeHWBaHWUA A0MXKHbLI BbITh 3aperMcTpupoBaHbI B chaiifie MeHemKMeHTa pucka.

MpumeyaHune— Cwm. take D.6 (npunoxenue D).

CooTBeTcTBME TpeGoBaHWUAM AaHHOTO NoApasaena NPoBepAoT NyTeM aKcnepTuabl dhaiina MeHeKMeHTa
pucka.

6.6 Pucku, BosHukaowme BcrneacTBue BbINOMHEHUA Mep no ynpaBfieHU0 pUCKOM

OdpeKTUBHOCTL BLINONHEHUS MEP MO YNPaBNEHNI0 PUCKOM HEOBX0AMMO aHaNU3MPOoBaTL C TOUKW 3PEHUS:

a) BO3HUKHOBEHMS HOBBLIX ONacHOCTEN U OMAaCHbLIX CUTYaLUiA;

b) BNMsIHWA BEINONHEHHBLIX Mep MO YpaBieHNIo PUCKOM Ha PUCKU, onpedeneHHble AN paHee UaeHTUULIK-
POBaHHbIX ONACHLIX CUTYaLUIA.

JT1o6bIMU HOBBIMW MW BO3POCLIMMU pUCKaMu HeobXoanMO yNpaBnsATe B COOTBETCTBUM C TpeGoBaHUAMY,
npuseaeHHbIMK B 4.4—86.5.

PesynetaThl aHanusa Mep no ynNpaeneHUI0 puUckom crnegyeT 3aperucTpupoBathb B dhaiiie MeHedxmeHTa
pucka.

CooTtBeTcTBMe TpeboBaHWAM AaHHOrO NoApa3sgena npoBepsAoT NyTeM aKcnepTu3bl chaiina MeHepKMeHTa
pucka.

6.7 MNonHoTa ynpaBrneHUsi pUCKOM

MaroToBuTenb AomxkeH obecnevnts paccMoTpeHue pucka(oB) Ans Bcex MaeHTUhULMPOBAHHBIX OMACHbIX
cuTyauuii. PeaynstaThl AaHHON AeATENIbHOCTU 4OMKHbI ObITh 3aperucTpupoBaHbl B chaiine MeHegkMeHTa pucka.

CootBeTcTBME TpeboBaHWsAM AaHHOro nogpasgena npoBepsT NyTeM aKkcnepTusbl haiina MeHegxMeHTa
pucka.

7 OueHuBaHue AONYyCTUMOCTU COBOKYNMHOINro oCTaTO4YHOro pucka

Mocne BbINONHEHWs U BepUdUKaL UK BCeX Mep no ynpaBJ1eHUIO PUCKOM N3roTOBUTE b AOJXKEeH NPUHATb
pelleHne o 4oNyCTUMOCTU COBOKYNHOIO OCTAaTOMHOMO pUCka, cosaaBaeMoro MeanLunHCKUM nsgennem, ¢ ToUKn1
3peHUA KpuTepmnes, yCTaHOBITIEHHbIX B MJ1aHe MeHeKMEeHTa pUcka.

MpwnmeyaHune— PykoBogswpe yka3aHus no oLeHWBaH1IO COBOKYMHOTO OCTATOYHOrO pucka npvsegeHs B D.7
(npunoxenue D).

Ecnn COBOKyI'IHbII7I OCTaTOYHbIA pUCK MO KPUTEpPUAM, yCTaHOBJIEHHBLIM B NilaHe MeHepKMeHTa pycKa, oueHeH
Kak HeﬂOI‘IyCTI/IMbIIZ, TO U3roTOBUTEIb MOXET COGpaTb ¥ npoaHannsnpoBaTb UMetoLUECA AaHHble 1 nuTepaTypy,
YTOObI YCTaHOBWTb, NpeBbILLAeT N1 NoJib3a Npy npegyCcMoTpeHHOM NpuMeHeHU MeaUuLMHCKOro n3aenins coBo-
KyI'IHbIIZ ocTaTouHbIV puck. Ecnu CO6paHHb|e AoKasaTtenbCTBa CBMAESTENLCTBYHOT O TOM, YTO MOJ1b3a OT NpeayCcMoT-
PEHHOro NpUMeHeHna MegULIMHCKOrc n3aenna npesbillaeTt COBOKyI'IHbIVI OCTaTOUHbIH PUCK, TO pUCK cHMTaeTCA
4A0nyCTUMbIM. B npoTuBHOM clyvyae COBOKyI'IHbIIZ OCTaTOMHbI PUCK CUUTaETCS HegonyCcTuMbIM.

B oTHOLIEHWK COBOKYIMHOMo 0CTaTOYHOIO pUCKa, KOTOprIﬁ OLeHeH Kak JJ,OI'IyCTMMbIIz, N3roToBUTENb A0ITKEH
PelnTb, KaKyto WHdopmMaLmio HeobxoaYMO BKIOUATL B 3KcnnyaTaunoHHble A0KYMEHTbI 41151 MHCDOPMUPOBAHNUS O
COBOKYNHOM OCTaTO4HOM pUCKe.

MpwnmeyaHune— PykoBogswwme ykasaHusi N0 MHMOPMUPOBaHUIO 06 OCTATOMHOM PUCKe(ax) nprBedeHb! B
npunoxexnun J.

Pe3ynbraThl OLeHWBaHUs COBOKYMHOMO OCTaTOMHOrO pucka A0SKHbI BbITh 3aperncTprpoBaHsl B daiine me-
HeKMeHTa pucka.

CooTBeTcTBUE TpebOBaHNAM aHHOrO pasdena NPOBEPSOT NyTEM 3KCNepTUsbl haiina MeHepKMEHTa pucka
W BKCyaTaUMOHHbIX AOKYMEHTOB.
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8 OTyeT N0 MEeHeAKMEHTY pUCKa

Mepen BBeAeHMEM MEAULMHCKOrO U3AenUsi B obpallieHne U3roToBUTENb AOMKEeH NPpOBECTW aHanua npoLec-
ca MeHeDKMeHTa pucka. [aHHbIn aHanns 4omnXkeH, no MeHbLUel Mepe, CBUAETENbLCTBOBATL O TOM, YTO:

- MEHEXKMEHT pUCKa OCYLLIECTBEH B COOTBETCTBUM C MI1aHOM,;

- COBOKYMHbI 0CTaTOUHbIA PUCK ABNAETCA A0NYCTUMbIM,;

- IPUMEHSIOT Hadnexaluue crocobbl NosyyeHNst HeoBXoAMMON NPON3BOACTBEHHOI U MOCTNPOU3BOACTBEH-
HOM MHdbOpMALIN.

PesynbTatel aHanusa npouecca MeHeXXMeHTa pyucKa AOMKHbI 6biTb 3aHeceHbl B OTHET MO MEHEKMEHTY
pricka 1 BKNoYeHbI B dpalin MeHepkMeHTa pucka.

B nnaHe meHepkMeHTa prcka A0SHKHbI BbITh YKasaHbl UL, UMetoLLMe HeobxoaumMble NONTHOMOYNSI U OTBET-
CTBeHHbIe 3a NpoBeeHVe aHanunsa npoLecca MeHepkMeHTa pucka [cM. 3.4, nepeuucnerue b)).

CooTBeTCcTBME AaHHOMY pasfeny NpoBepsItoT MyTEM SKCepTUsbl chaina MeHepKMeHTa pycka.

9 NpoussoacTBeHHasA U NOCTNPOU3IBOACTBEHHAA MHdOpMaLmnA

WNaroToBuTeNb A0MKEH pas3paboTaTb, AOKYMEHTUPOBATL U NoaAepXusaTh B paboyeM COCTOSIHUM CUCTeMY
cbopa 1 aHanvaa nHdopmaLmi 0 paccmaTprMBaeMOM MEAULIMHCKOM U3AENNW UNW NoAo6HbIX M3aenvsx Ha ctagu-
SIX NPOV3BOACTBA W MOCTPON3BOACTBA.

Mpw paspaboTke cucTeMbl c6opa 1 aHanu3a uHdopMaLMM 0 paccMaTpMBaeMOM MeANULMHCKOM U3aenuu
M3roTOBUTENb CPeAM MPOYEro AOIHKEH YUNTLIBATS!

a) MexaHu3Mmbl, C NOMOLLbIO KOTOPbIX MOXXHO cobupaTh n obpabaTtbiBaTb MHOPMaLWIO, MOCTYNAKLLYO OT
orepaTopos, Nofib3oBaTesei Uu Apyrix N, OTBETCTBEHHbIX 33 YCTAHOBKY/MOHTAX, MPUMEHEHMWE U noaaepka-
HWe B paboveM COCTOSIHNN MeaNLMHCKOrO N3Aesus;

b) HoBble VI NepecMOTPEHHbIe CTaHaapTLI.

B pamkax gaHHol cucTeMbl cnegyeT Takke cobupaTb U aHanuanposaTb o6LueocTynHyo Hgpopmaumio,
ony6nvkoBaHHyto 0 NoA0BHbLIX MEANLIMHCKUX N3AENWSX, HAXOASLMXCA Ha PbIHKE.

JaHHyto UHdbopMaLmio HeoBX0aMMO OLLeHNBATL C TOUKW 3pDEHUSI COOTBETCTBUSA TpeboBaHWAM k GeaonacHoc-
T, 0COBEHHO C y4ETOM TOrO:

- CYLLeCTBYIOT N HE BbISIB/IEHHbIE paHee OMacHOCTW UK onacHble cuTyauuu;

- He cTar i HedonycTUMbIM pUCK(1), onpedeneHHbIN(ble) paHee Ans Kakoin-NnMbo onacHou cuTyaumu.

Mpwn nonoxuTensHOM oTBETE Ha Nto00i N3 AaHHbLIX BONPOCOB HEOBX0AUMO:

- OLieHUTb BIIUSIHWE BbllLieyKasaHHbIX (hakToOpOB Ha paHee OCYLLECTBIIEHHYIO AEATENBHOCTb N0 MEHEPKMEH-
Ty pvicka 1 o peaynsTataM oLeHWBaHUs HavaTb NpoLecc MeHeMKMeHTa pucka 3aHOBO;

- NPOBECTM aHanus daitna MeHegXKMeHTa prcka Mo paccmaTprsaeMoMy MegULWHCKOMY M3AENUI0; NPy Ha-
TNINYMK NoTeHLManbHON BO3SMOXHOCTW UBMEHEHWS ocTaTO4HOro pyucka(oB) nim ero (MX) 4onycTMMOCTM criedyeT
OLieHUTb BO3AelCTBIE BblLLieyKasdaHHbIX (hakTopoB Ha paHee BbIMOMHEHHbIE Mepbl MO YNpaBNeHUo PUCKOM.

PesyniraThl oLeH1BaHUA A0MKHbI BbITb 3aperncTpupoBaHbl B haiine MeHemkMeHTa pucka.

MpumevyaHus

1 OtaenbHble acnekTbl MOCTNPON3BOACTBEHHOIO MOHUTOPUWHIA SIBMSIOTCA NPeaMeTOM HaUMOHamNbHbIX UMK Perno-
HanbHbIX pernamMeHToB. B Takmx cny4asx moryT 6biTb 3a4eCTBOBaHbI AONONHUTENbHbIE MEPbI (Hanpumep, NepcnekTms-
HOe MOCTMNPOU3BOACTBEHHOE OLEHUBAHUE).

2 Cwm. Takxe [3], 8.2.

CoortseTcTBME TPebOBaHWSM faHHOro pasgena NpoBepsitoT NMyTeM 3KCNepTUabl dpaiina MeHemKMeHTa prcka
1 Apyrovi COOTBETCTBYOLLEN AOKYMEHTaUMK.
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MpunoxeHne A
(cnpaBo4HoOE)

O6ocHoBaHue TpeGoBaHUA
A.1 O6wme nonoxeHnn

O6beguHeHHas pabovas rpynna 1 MCO/TK 210 — MOK/TIK 62A «[MpumeHeHne MeHemKMeHTa pUcka K MeamumH-
CKUM m3genusm» paspaboTana gaHHoe NpunoxeHue, Anst Toro 4YTobbl AOKyMeHTUpoBaTb 0O6OCHOBaHHOCTL TpeboBa-
HWIA, codepXKalmnxcs B NepBoii BEPCMU HaCTOsWero ctaHgapta. B xoge paspaboTku HacTosiwen Bepcun 060CHOBaHWe
TpeboeaHui Bbino 0BHOBNEHO C YYETOM M3MEHEHWI B HOPMAaTMBHbIX AoKymeHTax. MNpu AanbHelweM nepecmoTpe Hac-
TOSILLEro CTaHAapTa MOXHO UCMOMb3OBaTh AAHHOE NMPUNOXEHUe Hapsaay C OMnbITOM, NPpUoBpeTeHHbIM B X048 NpUMeHe-
HWA HACTOSILLEro CTaHgapTa, Ans Toro YTobbl caenath HAaCTOAWMI CTaHAapT ewe 6onee noneaHsIM 4na N3roToBUTENEN,
perynvpyoLmx opraHoB 1 NOCTaBLUYKOB MeAULMHCKNX YCIyT.

BaxxHocTb paspaboTku cTaHgapTa, paccMaTpuBaKWeEro MeHeAKMeHT pucka MeauLUHCKMX U3aenuin, Bospocna
6narogaps OCO3HaHWIO Perynupylowumm opraHamm HeobxoaMMoCTU NPMMEHEHUsI NMpoLecca MeHeMKMEHTa puUckKa M3ro-
TOBUTENAMU MEAULMHCKMX U3genuin. PaHee He CyL,eCcTBOBArO HU OAHOMO CTaHA4apTa no MeHeMKMEHTY pucka MeauunH-
CKUX U3envi, U HacToALWMI cTaHgapT Obin NpraBaH 3anonHuTe Npoben B gaHHon obnactu. [Ana paspaboTkn ctaHgapTa
6ena cchopmmupoBaHa pabouyas rpynna 4 MCO/TK 210. MpakTnyeckn ogHOBPEMEHHO ObINO 3anNnaHMPOBaHO BKIOYEHWE
B CTaHAapT 3NIEMEHTOB, KacalolMXCsl MeHegKMeHTa pucka. beina npusHaHa Heo6xoauMOCTb BblAENEHNUA AeATENbHOC-
W MO MEHeOXMEHTY pucka n cchopmupoBaHa paboyas rpynna 15 MIOK/MK 62A. OcosHae, 4To MHTEpeck! ABYX pabounx
rpynn nepecekatotest, MOK n NCO chopmmuposanu ob6veanHerHyto paboyyio rpynny 1 (JWG 1) no meHegaXMeHTy pucka.
CoBMecTHan paboTa npueena k uagaHuio ctangapra c aeyms norotunamm — NCO n M3K. O6e opranmnsaumm (kak UCO,
Tak 1 MOK) Takke npu3HaloT CTaHAapThl ApYr Apyra, OTHOCAWMECA K MEHeMKMEHTY puUcKa, HO ONybnuKoBaHHbLIE Mop,
KaKuM-TO OZHUM NOrOTUNOM, B Ka4eCTBe MeXAYyHapOAHbIX CTaHAApTOB. [BOMHOW NOroTMN NOAYEPKUBAET, YUTO CTaHaapT
pa3paboTaH ycunuamm gByx coobLecTtB — NOCpeacTBOM yuacTus rocygapcts — ynenoB MCO 1 HaumoHanbHbLIX KOMUTE-
ToB MOK.

Ha nepeoHavansHOM 3Tane o6CcyxaeHnsa cTaHgapTa Nno MEHEeAXMEHTY pUcka Heobxoaumo ObINo pewmTb Koye-
Bbl€ BOMPOCHI MEHEKMEHTA PUCKA, TAKME, KaK NpoLEece OLEHUBAHUA PUCKa, JOCTUXEHWe 6anaHca COOTHOWEeHWUs puck/
nonb3a Ans MeauuMHCKUX n3genuii. UsrotoBuTenu, perynupyrowme opraHbl U NOCTaBLMKN MEAULMHCKNX YCNYT NPULLINK
K 0CO3HaHWIo Toro ¢hakta, 4To «abconoTHasiy 6e30NacHOCTb B OTHOLIEHUU MEAULIMHCKMX u3genui Hegoctuxmma. Kpo-
Me TOro, PUCKM, BO3HMKAOLLME BCNEACTBUE YBENUYEHUs AMBepcrudmKaLmnm MeAULIMHCKMX M3genui n paclumpenuns obna-
CTU UX NPVMEHEHNsl, HeBO3MOXHO BCECTOPOHHE paccMOTpeTb B pamKax CTaHAapToB No 6e30macHOCTM NpoayKumu.
Oco3HaHue gaHHbIX haKTOB M BbiTeKalowasi M3 HUX NOTPebHOCTb B MEHEMMKMEHTE pUCKa MEeOULMHCKUX U3aenuin Ha
NPOTSHKEHNMN BCETO MX KM3HEHHOTO LMKIa crnoco6CTBOBANM NPUHSITUIO peLleHnst o pa3paboTke NepBoi Bepcumn cTaHaap-
Ta N0 MEHeAXXMEHTY puUcka.

MepBoHaYanbHO CTaHAApPT MiaHMpoOBanu pa3paboTaTb B HECKONBKMX YaCTsIX, Kaxaas U3 koTopbix 6bina 6bl noc-
BALLEHA KOHKPETHOMY 3NeMeHTY MeHepKMeHTa pucka. YacTb, NOCBsILEHHAsA aHanu3y pucka, AomkHa bbina ctatb nep-
BOW YacTbio obLero ctaHgapTa no MEHEMKMEHTY pucka. Moaxe Obino NPUHSTO pelleHne o paspaboTke eauHOro AoKy-
MEHTa, BKITIOHAIOLLEro BCe 3reMeHTbl MEHEPKMEHTA pUcKa. [TTaBHOWM NMPUUMHON CTana OYeBMAHOCTb TOro hakrta, uTo
BbIMOMHEHNE MEHeOXMEHTa pucka siBnsieTcsl 0bsi3aTenbHbIM BUAOM AEeATENbHOCTU CPa3y B HECKONMbKUX MexayHapoa-
HbIX perynupyowmx cuctemax. MNoatomy 6bino NpM3HaHO HeuenecoobpasHbiM MMETb OTAENbHBIM CTaHAAPT NO aHanu3y
pvucka ons Kaxgon u3 atux cuctem. Kpome Toro, paspabotka eauHOro craHgapta no MEeHeMKMEHTY pucka BMeCTO
HEeCKOMbKUX YacTel gomxHa bbina nyde NpoaeMOHCTPUPOBaTh CBSI3b MEXAY PasHbIMU 3NEMEHTaMN MEHEOXMEHTA
pucka.

Hactoswasn sepcus paspaboTaHa gns Toro, 4Tobbl BHECTW JOMONHUTENbHBIE PYKOBOAAWME YKa3aHUA No nNpume-
HEHWIo HacToAWero craHgapTa. HesHaunTenbHble M3MEHEHNUs1 BHECEHbI B OCHOBHYIO YacTb: gobaeneHo TpeboaHue
NNaHNPOBaHWA MOHWUTOPUHIA MOCTNPOU3BOACTBEHHON AEATENbHOCTU U U3 OTHeTa MO MEHeMKMEHTY pUcKa yaaneHo
TpeboBaHWe NPOCNEXMBAEMOCTH.

B npunoxenunn E (paHee — npunoxeHve D) npuBeaeHbl HOBblE PYKOBOASIWLME YKa3aHWsl B OTHOLWEHWN B3aUMO-
CBSI31 ONacHOCTEN U onacHbIX cUTyauui. Bee crnyydan ucnonb3oBaHusl 4aHHbIX TEPMUHOB B HACTOSLLEM CTaHAapTe npo-
aHanuanpoBaHbl B Lenax obecnevyeHnsi COrnacoBaHHOCTU C AaHHLIMU PYKOBOASALLMMU YKa3aHUSIMMU.

HanbHenwas nHhopMaLusi COAepPXKNUTCH B HUKENPUBEAEHHbIX pasfenax U nogpasgenax HacTosWero craHgapTa.

A.2 O6ocHoBaHMe TpeboBaHUN, coaePKaLLMXCH B KOHKPeTHbIX pa3genax u nogpasgenax HacToOALWero cTaH-
Aaprta

A.2.1 O6nacTtb npuMmeHeHUA

Bo BBegeHun Kk HacTosilemy ctaHgapTy coaepxuTcs obbscHeHne HeoGXxoaumocTu paspaboTkm cTaHgapTta no
MEHEMKMEHTY PUCKa, NMPUMEHMMOTO K NMPOEKTUPOBAHUIO W M3rOTOBMEHMIO BCEX MEAULMHCKUX uspenuii. MeamumHckue
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n3genus gnsa auarHoCcTUKM in vifro cneumansHO OroBOpeHbl B 06nacTu npuMmeHeHust Bo n3bexxaHuwe noboro HenoHuma-
HUA, KOTOPOE B CUNY Pas3nuyvMi B PErynypyowmMX JOKYMEHTaxX pasHbIX CTpaH Morno 6bl MCKNIOYUTL AaHHbIE M3aenusi u3
obnactn npuMeHeHUst HacTOSALLEero cTaHaapTa.

Puckn cywecTByioT Ha NPOTSPKEHUW BCErO XM3HEHHOIO LMKIA MEAUUMHCKOrO u3genus. Puckamm, BbiSIBNEHHbIMA
Ha OQHON CTaguW XU3HEHHOrO LMKIa MeAULIMHCKOTO U3AENusl, MOXHO YNPaenaTb C NOMOLWBIO AENCTBUIA, BbIMONHAEMbIX
Ha COBEPLWEHHO APYIoN CTaauM XMU3HEHHOTO Lmkna. o 3Toi NpuumMHe HacTOAWMI CTaHAAPT AOMKEH ObiTb NPUMEHUM KO
BCEM CTaAUAM XKW3HEHHOTO LMKIa MEAULMHCKOTO u3genus. 3TO 03Ha4aeT, |YTo CTaHgapT OPUEHTUPYET M3roTOBUTENS!
NPUMEHATL NPUHUNIMBI MEHEPKMEHTA PUCKA K MEAULIMHCKOMY M3AENWIO, HaunMHas OT NEepBOHaYanbHOro 3ambicna u o
BbIBOAA U3 3KCNNyaTauum v yTunm3aumm.

O6nactb NpMMEHeHUsI HACTOSILEro CTaHAapTa He BKIIOYaeT NPUHATUE pelueHWUsl OTHOCUTENbHO NPUMEHEHUS
MeauUmnHCKOro napenus. MNpuHATHE pewenns 0 NPOBEAEHNN KITMHUYECKOW npoueaypsl ¢ NPUMEHEHNEM MegULMHCKOTo
n3genusa TpebyeT AOCTUXKEHUSI ONTUMArBbHOIO COOTHOLIEHUSI MEXAY OCTaTOYHBIMU PUCKAMW U OXMAAEMOW MONb3ON OT
npoeeAeHNA AaHHOW NPOLEAYPbl UMK ankTepHATUBHLIX npoueayp. [Npy BeiIHECEHUM TakMX peweHnin HeOBXo0aNMO YHUTLI-
BaTb NPeAyCMOTPEHHOE NPUMEHEHNE, KITMHWUYECKYIO MOMNb3Y U PUCKKN, CBA3AHHBLIE C KOHKPETHBIM MEeOUUMHCKUM U3aenu-
€M, a TaKKe PUCKU U NOMb3y, CBA3AHHbIE C KITMHUYECKOW Npoueaypow unu ycrnoBuaMU NPUMEHEHUA MEANLIMHCKOTO
nagenusi. Hekotopble N3 3TUX pelueHunii MoryT ObiTb MPUHATHI TONBKO KBaNMGUUNPOBAHHBIM MEAUUNHCKUM paboTHU-
KOM, Bnafeowmm nHdopmMaumen 0 COCTOSHUM 300POBbS KOHKPETHOMO NauveHTa unu 3Halwmm cybbekTuBHOEe MHEHNe
caMoro nauueHTa no JaHHOMY BOIpPOCY.

HecmMoTpsa Ha cepbeaHylo NONEMUKY Mo NOBOAY YPOBHEN AONYCTUMOCTH PUCKA, HACTOAWMI CTaHAAPT HE yCTaHaB-
NVMBaeT JAHHbIE YPOBHW. YCTAHOBNEHUE €AUHOTO Al BCEX CIyYaes YPOBHS AONYyCTUMOTO pyucka 6bino 6b1 HEYyMECTHBIM MO
crneayowmMM npuyMHam:

- n3-3a 6onbLoro pasHoobpasusa u3genuin n cUTyauun, OXBaTbiBaemblX 06N1acTblo NPUMEHEHUs1 HAaCTOALWEro CTaH-
[apTa, YTo NUWaeT cMbicna BbipaboTKy eauHOro ypoBHA AONYCTUMOTO PUCKa;

- U3-32 HaNU4nsl MECTHLIX 3aKOHOB, 00bIMaEB, LEHHOCTEN U OCOBEHHOCTEN BOCNPUATUA pUCKa, Bonee noaxoaawmx
ANA onpepenexHns AonycTMMOIO PUCKa B KOHKPETHOWN KyNMbTYPHOW cpefe W KOHKPETHOM pervoHe.

Mockonbky He BO BCEX CTpaHax TpebyeTca Hanmume CUCTEMbI MEHEAXKMEHTA Ka4eCTBa Y U3roToBUTENen MeguuvH-
CKMX M3[eNnui, TO CUCTEMa MEHEPKMEHTA KaveCcTBa He aenseTca TpeboeaHnem HacToswero ctaHgaprta. OgHako Hanu-
YMe CUCTEMbI MEHEPKMEHTA Ka4eCTBa YPE3BbIMaNHO BAXHO AN HAANexXawero MeHegpkmeHTa puckoB. o aTon npuyu-
He, a TaloKe MOTOMY, YTO BONbLUMHCTBO U3rOTOBUTENEN UCMIONB3YIOT CUCTEMY MEHEMKMEHTA KaveCTBa, HaCTOALWMWIN CTaH-
JapT NocTpoeH Takum obpa3om, UTO OH NEFKO MOXET ObITb BKNIOYEH B NPUMEHSAEMYIO N3FrOTOBUTENEM CUCTEMY MEHEMK-
MEHTa Ka4ecTBa.

A.2.2 TepMuHbI M onpeaeneHun

Bo nabexaHne nsobpeTeHns MHOXECTBA HOBbIX U, BO3MOXHO, HEMPUBLIYHLIX TEPMUHOB HACTOSILLMIA CTaHAapT
HamepeHHO OCHOBaH Ha BOMbLOM KONMuYecTBe MHGOPMaLUK MO MEHEeMKMEHTY pUCKA, COAEpPXaLLENcs Kak B cTaHaap-
Tax, TaKk U B MPOYMX U3OAHUSX. Tam, r4e BO3MOXHO, UCMOMb30BaHbl YXXe UMEIOLLMECH TEPMUHBLI C COOTBETCTBYIOLLMMUN
onpegeneHmamMn. OCHOBHBIMM UCTOYHUKaMKM TEPMUHOB 1 onpegenenuii sensitotes [2], [3], [5].

OnpepeneHnsi HEKOTOPLIX TEPMMHOB B HACTOSILLLEM CTaHAapTe oTnuyaroTes oT 06lwenpuHsTeiX. Hanprumep, obbe-
AvHeHHas paboyas rpynna 1 (JWG 1) HamepeBanach BKIIOUMTb B ONpeaeneHne TepMmuHa «Bped» (2.2) ynomvHaHue o
Ype3MEpHOM MCUXONOrMYEeCKOM CTPECCe WIMM HexXernaTerbHON GepeMeHHOCTU Kak 4acTu «Bpeaa, HaHOCKMMOro 340po-
BblO M0Aen». bbino U3BecTHO, YTO BLINONHEHUE MEHEIXKMeHTa pucka OyaeTt obssatenbHbiM TPpeGOBaHUEM, BbIpaXeH-
HbIM B SIBHOW MIMM CKPLITON (hOpMeE, BO MHOTMX CTpaHax Unu permoHax. B aToii cBasm Gbina caenaHa norbiTka UCnonb3o-
BaTb OMNpegenieHns, WMPOKO PacnpoCcTpaHeHHble B PErynmpyrLlwmx AokyMmeHTax. Hanpumep, onpegeneHue TepMuHa
«unarotoBuTenby (2.8), cogepxaweecs B [10], COOTBETCTBYET ONpeAeneHnto Toro xe TepMuHa, ncrnonesdyemomy B CLLA.
TepMWH «MEQUUMHCKOE n3genuex» u ero onpegenexve (2.9) B3atel us [3], rae oHM 3aumcTBOBaHbI y [pynnbl no rnobanes-
Hol rapmonusauum (GHTF) [4].

OnpepeneHne TepMmMHa «NpeaycMOTPEHHOE MpumeHeHney (2.5) siBnsetca kombuHauMen m3 onpeaeneHvuin Tep-
MUWHOB «NpeaycMoTpeHHoe npumMeHeHuey» (CLUA) n «npegycmoTpeHHoe HasHadveHne» (EC). O3TU TepMUHbI MMEIOT Npak-
TUYECKM OJHO U TO Xe onpepgeneHne. CunTaeTcs, YTO NPU PACCMOTPEHWU NPEAYCMOTPEHHOTO MPUMEHEHUs] MeaNLIMHC-
KOO U3Jenusi N3roToBUTENb NPUHUMAET BO BHUMaHWe npegrornaraeMbix Nonb3oBaTenein AaHHOro usgenus.

Onpepenenust ceMu Apyrux TEPMUHOB, NMPUBEAEHHbIE B HACTOSILLEM CTaHAapTe, HE OCHOBaHbI HA ONpeaeneHunsx,
NpUBEAEHHbIX B APYIMX cTaHgapTax. OTo onpeAeneHusl Takux TEPMUHOB, KaK «KM3HEHHbIM LMKNy (2.7), «NOCTNpOW3BOA-
ctBO» (2.11), «ynpaBneHne puckom» (2.19), «oueHuBaHue pucka» (2.21), «onpegeneHune puckay (2.20), «<MEHeIXMEHT
pucka» (2.22) n «ain meHempkMmeHTa pucka» (2.23). OnpegeneHne TepMmMHa «©KU3HEHHbIA LUKM» Heobxogumo ans
pPa3bsICHEHUS] TOTO MOJIOXKEHWS!, YTO B KOHTEKCTE HAaCTOSILLEro CTaHAapTa AaHHbIN TEPMMH OTHOCMTCA KO BCEM CTaamsim
CYLLECTBOBaHMsA MeauLMHCkoro usgenusi. OnpegeneHme TepMuHa «MocTrnpon3BOACTBO» BBEAEHO, AN TOro YTo0bl Npu-
BlfeYb BHMMaHWE K BaXKHOCTM OXBaTa BCErO >XM3HEHHOro LMKNa MeauUUHCKOro M3genvsa gns uenen MeHegXKMeHTa
pucka. OnpegenexHve TepMrHa «ynpaereHne pUCKOM» COIMACOBaHO C ONMpeferieHMeM TePMUHA «aHanua puckay, npu-
BedeHHbIM B [2]. B nepBoHayanbHOW BEpPCMM HACTOSIWLEro CTaHgapTta B onpegeneHvuy TepMUHA «OUEHMBaHWe puckay
6bina ccblika Ha «CyLecTByoWwmMe obLeCcTBEHHbIE LEHHOCTMY. B AaHHON Bepcum 3T1a cobinka OTCYTCTBYET MO ABYM NPU4K-
HaM: 1) onpegeneHne TepMUHA He JOJKHO codepxaTb TpeboBaHue; 2) TEPMUH «CyLLECTBYOLWME OBLWECTBEHHbIE LeHHO-
CTU» He SIBMSIETCSl OCTATOYHO TOYHbIM. YaaneHue [AaHHOIo TepMuHa M3 onpeaeneHust KOMMNEHCUPYeTCsl ONUCaHneM
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KOHLIENLUMM pucka BO BBEAEHUM K HACTOsILLEMY CTaHAApTy, obecneveHnem JONONHUTENbHBIX HOPMATUBHEIX TpeboBaHwi
K NONUTUKE MEHEe)KMEHTa PUCKa, a Takke PYKOBOAALMMU YKA3aHUSIMU B OTHOLIEHWM AONYCTMMOCTM pucka. B onpege-
NEeHun TepMUHA KMEHEKMEHT pucKa» caenaH akueHT Ha UCMONb30BaHMM CUCTEMHOrO Moaxoaa u HeobxogumocTtu
KOHTPOMS1 CO CTOPOHbI BhICLEro pykoBoacTBa. KoHuenums «danna meHemkmeHTa pucka» enepeble 6bina onncaxa B [7],
HO B onpejerneHve OaHHOTO TePMMHA BHECEHbl U3MEHEHUs, NOCKONbKY onpeaeneHne u3 [7] oTHOCUTCA K 3anucam no
Ka4yecTBy.

OnpepgeneHne TepMuHa «BbiCLLEE PYKOBOACTBOY» (2.26) 3aumcTBoBaHo u3 [5]. OHO OTHOCUTCA K Nuuy unu rpynne
WL, HAaXOASALWMXCS HA BbICLIENW CTYNEHU opraHM3auum.

A.2.3 O6ume TpebOBaHNA K MEHEKMEHTY pUcKa

A.2.3.1 Mpouecc meHegKMEHTa pUCKa

TpeboBaHue K U3rOTOBUTETNIO YCTAHOBUTL NPOLECC MEHEMMKMEHTA PUCKA KaK 4acTb NPOEKTUPOBaHWA 1 paspaboT-
KA MeguUMHCKOro uagenus cogepxut 3.1. 31o Heobxoaumo, ans Toro 4Tobbl M3rOTOBMTENL MOT cUcTeMaTUHecKn obec-
neunBaTb Hanuume TpebyeMbIX 3MEMEHTOB B NpouUecce MeHegXKMeHTa pucka. AHanu3 pucka, oueHUBaHWe pucka u
ynpaBrieHUe PUCKOM SIBINSIOTCA OOLENPU3HAHHLIMW OCHOBHLIMM 3IEMEHTaMNU MeHeaKMeHTa pucka. OaHako B HAcToN-
LeM CTaHAapTe Aenaetcsl akUueHT Ha TOM, YTO NPOUEeCcC MEHEeMKMEHTa pUCKa HE 3aKaHYMBAETCSl Ha NPOEKTUPOBAHWN,
pa3paboTke U M3roToBrneHuM (BKIOYasi Npu HeOBXoAUMOCTU CTEpMNNU3aLUIo, YNakoBbIBaHWE U MapKUpoBaHWe) meau-
LMHCKOTO M3Zenusi, a NpoAorKaeTcsi Ha cTaguu NocTnponseoacTea. Mo 3Tol npuunMHe cHop NOCTNPOM3BOACTBEHHOM
mHdopmaumm 6bin NpUsHaH Heob6XoAMMbBIM 3NEMEHTOM Npouecca MeHemKMeHTa pucka. Kpome Toro, npu Hanumumm y
M3roTOBUTENSI CUCTEMbI MEHEDKMEHTA KayecTBa NPOUecC MeHeMKMEHTa pUCKa [OSMKEH ObiTb MONMHOCTBIO MHTErPUPO-
BaH B [JaHHYIO CUCTEMY Ka4yeCTBa.

HecmoTpsi Ha TO UTO AEATENBHOCTL NO MEHEMKMEHTY pUCKA BO MHOTOM 32BMCUT OT KOHKPETHOrO MEAULIMHCKOIO
n3genusi, CylLeCTBYIOT OCHOBHbIE 3MEMEHTbI, KOTOpble HeOOX0aMMO BKIOYaTh B NPOLECC MEHEMKMEHTA pUCKa U KOTO-
pble paccMoTpeHbl B fJaHHOM nogpasgene. B gaHHoM nogpasgene Takke oTpaxeHa BO3MOXHOCTb pasfimuuii B perynu-
pylowmx AOKyMeHTax Mo NPUMEHEHUI0 MEHeIKMEHTa pUcka K MEAULUMHCKMM WU3OENUSAM.

TpeboBaHusiM CTaHOAPTOB MO CUCTEME MEHEMKMEHTA KavecTBa cTporo cneayiot 3.2 n 3.3. B HEKOTOpbIX CTpaHax
Ons BBeAeHusi uagenusi B obpawieHme Heo6xoauMo Hanuume CUCTeMbl MEHEPKMEHTa KayecTBa (KpOMe TeX CIyuyaes,
KOTAa u3genue cneumanbHO UCKITIoYEHO 3 o6nactn NpMMEHEHns1 CUCTEMbI MEHEDKMEHTA KavecTBa). B apymx ctpaHax
NpYMeHeHUe CUCTEMbI MEHEKMEHTAa KavyecTBa siBNaeTcs A06poBOMbHbIM BLIGOPOM M3rotoBuTens. TeM He meHee
BbINonHeHne TpeboBanuii 3.2 n 3.3 Heobxoanmo ans obecneveHnst pe3ynbTaTMBHOCTU MEHeKMEeHTa pucka He3aBUCH-
MO OT TOro, UCnomnb3yeT M1 N3AroTOBUTEINDb BCE NPoYne 3NemMeHTbl CUCTEMbl MEHEPKMEHTA KavyecTBa.

A.2.3.2 OTBeTCTBEHHOCTb BbICLLEro pyKOBOACTBA

Ob6s3aTenbCTBa BbICLLIEro PyKOBOACTBA UIPAIOT PeLLaloWwyio ponb B JOCTUXKEHUN Pe3ynbTaTMBHOCTM Npouecca me-
HeDKMEeHTa pucka. Beiclwee pykoBOACTBO AOMKHO HECTU OTBETCTBEHHOCTb 3a NPOUECC MEHeKMEHTa pUcka B LENOM, U
B A@aHHOM nogpasgene yaeneHo ocoboe BHUMaHWe ponv BbICLLErO PYKOBOACTBA, OCOGEHHO CneaylowmMmMm MOMEHTaM:

a) npu OTCYTCTBUM HEOBXOOAMMBLIX PECYPCOB AEATENBHOCTE MO MEHEMKMEHTY pucka 6yaeT MeHee pes3ynbTaTUBHON,
Jaxe ecnv oHa oTBeYaeT BCeM ApYyrMM TpeboBaHMsAM HACTOSILLErO CTaHaapTa;

b) MeHemKMEHT pycka ABNAETCA cneunanuanpoBaHHOW AUCLMNNUHOM U TpebyeT BOBNeYeHMs B npouecc npodec-
CMoHanoB, cneunanbHO 06y4YeHHbIX MeTogaM MeHemMxMeHTa pucka (cm. A.2.3.3);

C) NOCKOINbKY HACTOALLMI CTAaHAAPT He yCTaHaBNWBaeT YPOBHM AOMYCTVMOrO pUcka, OT BbICLLEro PyKOBOACTBA Tpe-
ByeTcst paspaboTaTbe NONUTUKY YCTAHOBINEHUS AONYCTUMOCTU PUCKOB;

d) MeHeaXMeHT pucka npegcraensieT cobol 3BOJIOLMOHHbIN MPOLECC, M NOSTOMY HEOOX0AVMO NPOBOAUTL Nepu-
OQuYeckuii aHanua AesTenbHOCTU N0 MeHeQXKMEHTY pUCka, AnA TOro 4Tobbl yOoOCTOBEPUTLCA B €€ MPaBUIbHOCTU, UC-
npaenTb HEJOCTaTKN, BHEAPUTb YCOBEPLLEHCTBOBAHUA M afanTUPOBATLCH K U3MEHEHUSIM.

A.2.3.3 KBanudmkauma nepcoHana

[ns BbINONHEHUs 3a4ay N0 MEeHEeMKMEHTY puUCka BaXXHO MMETb KBanuMuUpOBaHHLIN nepcoHan. Mpouecc me-
HeKMeHTa pucka TpebyeT NpuBNeYeHns NepcoHana, MMEIOWEro NMpakTMYeCcKUin onbIT B TOM, Kak:

- YCTPOEHO MeaMUMHCKOe uagenve;

- (OYHKUMOHWMPYET MeanLMHCKOe usgenue;

- W3rOTOBIMEHO MEeAMUMHCKOe uU3genwve;

- NPYMEHATb MeanUMHCKOe usgenve;

- NPUMEHATE NPOLECC MEeHeMKMEHTa pucka.

K BbINONMHEHUI0 MeHedKMeHTa pucka Heobxoaumo NpUBNekaTb NpeacTaBUTenein pasHbiX MYHKUMOHANbBHBIX Nog-
pasgeneHuii U QUCUMNIMH — cneumanvcToB B ceoel obnactu. Mpu 3ToM cregyeT B3BELWEHHO MOAX0AMTb K BOMPOCY
B3aMMOOTHOLLEHUIA MexXay COTPYOHWKaMM, BbINOMHSAOWMMM 330a4M MEHEeIKMEHTa pucka.

Ans oBecneveHns 06bEKTMBHOCTYM CBUAETENBLCTB HEOBXOAMMO BECTU 3amncK O KBanmdukaumm nepcoHana. Hac-
TOSILLMIA CTaHOAPT He coaepXxuT TpeboBaHWs XPaHUTL 3TW 3anucu B (haiine MeHegKMeHTa pucka Bo usbexaHve gyonu-
poBaHusi U N3 coobpaxeHnin KOHMUAEHUMANBHOCTU U 3aWUTbl MHopMaLumK,

A.2.3.4 MnaH meHeaXXMeHTa puUcka

MNnaH MeHemKMEHTa pucka HeobxoauM Mo Creaylowmm coobpaXKeHUsim:

a) Ans Hagnexallero MeHeMKMEHTA PUCKA BAXXEH OPraHn30BaHHbIA MOAXO;

b) nnaH sBnseTca onepaTMBHON CXeMOW ANs MEeHeOXXMeHTa PUCKa;
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€) NnaH cnocobcTByeT 06 BLEKTMBHOCTU MEHEXXMEHTA PUCKA U NOMOraeT He 3abbiBaTh O ero OCHOBHBIX 3NeMEHTax.

Mepeuncnenuns a) — f) (cm. 3.4) oba3aTenbHbl NO CNEAYOWUM COOBpaKeHUsIM:

- obnacTb NpMmMeHeHusi NNaHa BKIYaeT gBe OTNUYHbIE APYr OT Apyra coctaensiowwe. lNepBasi u3 HUX aeHTUU-
LuMpyeT paccmaTpuBaemoe MeduUUHCKOe uagenve, BTopasi — CTagun XW3HEHHOTO LMKIa A4aHHOTO M3Aenusa U CooTBeT-
CTBYIOLWME UM 3nemMeHTbl NnaHa. Onpegenue ob6nacTb NPUMEHEHWUs NNaHa MEeHeIXKMEHTa pUCKa, U3roToBUTENb Co3aaeT
6a3y, Ha KOTOpOW CTPOUTCA BCS AEATENbHOCTb MO MEHEeOXMEHTY PUCKa;

- pacnpegeneHne OTBETCTBEHHOCTU W NOMHOMOUUI HEeOBX0AUMO ANSA rapaHTUK TOro, YTO HET YNyLWEeHHOW OTBeT-
CTBEHHOCTH;

- aHanu3 Takoro Buga AesiTENbHOCTU, KaK MEHEKMEHT pucka, ABnaeTcsl 0683aHHOCTBIO BbICWEro PYKOBOACTBA;

- KpUTEPUM JONYCTUMOCTU PUCKa SBNAIOTCA OCHOBOMONAralowmMn Ana MeHegpKMeHTa pucka, ux cneayet ycTaHaB-
nvBaThb 40 Havana aHanusa pucka. 3To NOMOXeT COXpaHWUTb OBBEKTUBHOCTL Mpouecca, ONUCaHHOMo B pasgene 5;

- Bepuukauma ABnsieTcs o4HUM M3 OCHOBHbLIX BUAOB AeATENbHOCTW, ee NpoBedeHue sensetcsa TpeboBaHuem
6.3. MnaHmpoBaHve gaHHOro BMAa AeATeNbHOCTU nomoraeT obecneumTb Hanuume HeobxoammbIx pecypcoB. Ecnu Bepu-
drKaumsa He 3annaHnpoBaHa, ee BaXHble COCTaRMsALWME MOTYT ObITb YNyLUEHb;

- Heobxoanmo paspaboTate cneuuanbHble MeToAbl NOMyYeHNs NPOU3BOACTBEHHON U NOCTNPOU3BOACTBEHHON
nHdopmauun o6 nsgenuu, ans Toro YTobbl cywecTeoBana oduumanbHan U Hagnexawmm obpasom opraHu3oBaHHas
obpaTtHas cBs3b, obecneunBaloLLas BKIIOUYEHWE NPOM3BOACTBEHHON U NOCTNPOM3BOACTBEHHON MHGOPMaUUM B Npouecc
MEHeKMEHTa pucka.

Ona obnervenus ayguta v aHanvsa npouecca MeHemXMeHTa pucka BKNoYeHo TpeboBaHWe XpaHuTb 3anucy o6
M3MEHEHWUSIX.

A.2.3.5 dann meHegXXMeHTa pUCKa

B HacTosiwem ctaHgapTe TepMuH «ain MeHedXMeHTa puckay NPUMEHAIT Ansa 0603Ha4YeHNA HaMepeHus U3ro-
TOBUTENS Pa3MeCTUTb B KOHKPETHOM MecTe MNu 0603HA4YNTE MECTONONOXEHNE BCEX 3aNUCEN, OTHOCALMXCA K MEHeX-
MeHTY pucka. OTo obneryaeT NpoLecc MEHeAKMEHTa pucka u cnocobcteyeT Gonee achekTMBHOMY NPOBEAEHUIO ayauTa
Ha cooTBeTCTBME TPebOoBaHMAM HACTOSILLEro cTaHgapTta. BoinonHeHne TpeGoBaHus 0 NpocnexneaemocTu Heobxoaumo
Ans1 AEMOHCTpaLUMKn TOro, YTO NPOLLECC MEHeMXMEHTa pucka NPUMEHEH K KaXaon MaeHTMUUMPOBaHHOW ONAaCHOCTM.

BaxHyo ponb B npouecce MeHegXMeHTa pucka urpaet ero 3aBepleHHOCTb. HesaBeplweHHas 3agaqa mMoxet
03HauaTb, YTO MAEHTUMULMPOBAHHOW ONACHOCTBIO HE YNPaBNsIoT, CNeACTBUEM Yero MOXET CTaTb NPUYMHEHWE Bpeaa.
Mpobnema moxeT ObiTb CreacTBUEM He3aBepLeHHOCTU AeUCTBUIA Ha Nntobol cTagum npouecca MeHemKMeHTa pucka.
OT0 HeMaeHTUMPUUNPOBaAHHbLIE ONaCHOCTU, HEOLEHEHHbIE PUCKW, HEYCTAaHOBNEHHbIE MePbl NO YNPaBNEHUIO PUCKOM,
HEBbINOMHEHHbIE MePbl MO YNPaBNEHWIO PUCKOM UNW MePbl NO YNPaBNEHUIO PUCKOM, NPU3HAHHBIE HEPE3YNBTATUBHLIMU.
Onsa obecneyeHnst yBepeHHOCTU B 3aBEPLLUEHHOCTU NMPOLIECCA MEeHePKMEHTa pucka HeEOBXOAMMO OCYLLECTBIEHME NPO-
CNnexnBaemMocTHm.

A.2.4 AHanun3 pucka

A.2.4.1 Mpouecc aHann3a pucka

B 4.1 onucaHo, Kak NPUMEHATb AOCTYMHYIO MONEe3Hy uHMOpMaUmMIo, UCMONb3ysi pe3ynbraTbl aHanuaa pucka
nopgobHoro MeauumHckoro usgenus. Mpumevanue 1 (cm. 4.1) nHdOpPMUPYET NMoNb3oBaTenei HaACTOSILLEro cTaHAapTa o
TOM, YTO NPU HaNW4MM Heobxoaumor nHcdopMmauum 0 NOAOGHOM U3OENNN €8 MOXKHO M HYXKHO MCMONb30BaTh AArsl 3KOHO-
MUK BPEMEHW, yeunuin n gpyrmx pecypcoB. OHaKo nonb30BaTersiM HacTosILWEero craHgapTa HeobxoanMo BHUMATENbHO
M CUCTEMATUHECKU OLEHUBATL OAHHYIO MHOPMALMIO C TOUKU 3PEHUsi ee NPUMEHUMOCTM K TEKYLLEMY aHanu3y pucka.

CnegyeT OoTMETUTBb, YTO nepeuncnenus a), b) u ¢) (cm. 4.1, npumeyanue 4) cogepxat TpebOBaHUsI K OCHOBHOMY
MUHUManNbHOMY Habopy AaHHbIX, HeobxoguMomy ans obecrneveHUsi NPOCIEXUBAEMOCTU U NPEACTABNSAIOWEMY BaX-
HOCTb ANA aHanu3a co CTOPOHbI BLICLLENO PYKOBOACTBA U NMocrenylowmx ayanToB. TpeboBaHus, coaepxalumecsi B nepe-
uncneHum c) (cm. 4.1, npumevanmne 4), NOMOraloT TaKke YTOUHUTL 00nacTb NpMMEHEHNUsI aHann3a pucka U Bepuduumpo-
BaTb €ro 3aBePWEHHOCTb M NOIHOTY.

A.2.4.2 NpepycmoTpeHHoe NnpuMeHeHne N naeHTUdHKaLWA XxapaKkTepucTUK, OTHOCALLMXCH K 6e3onacHoCcTh Me-
AULVHCKOTO N3genus

Ha ganHOM 3Tane npouecca MeHePKMEHTa pucKka U3roTOBUTENb [OIDKEH NMPOAHANU3MpoOBaTh XapakKTepuCTUKM,
BNmsaoWwme Ha 6e30NacHOCTL MeAULMHCKOTO uazenusi. A3rotoButens Takxke AOMKEH NPUHUMAaTb BO BHUMaHWE Npearno-
naraeMoro nonb3oBartens(en) MeguLMHCKOTO M3aenusl, T. €. yYMTbiBaTb, ByaeT N a1o HeoGy4YeHHbIl Nnonb3oBaTens unu
KBanuUUNpPOBaHHLIN MeauuuHckuii paboTHuk. MNpy npoBeaeHun aHanu3a pucka HEOBXOOUMO TakKXe YyYMTbIBaTb, YTO
MEeAULMHCKNE n3genus MoryT GbiTb NPUMEHEHBI B OTIMYHBIX OT NPEAYCMOTPEHHbLIX U3rOTOBUTENEM CUTYyaUusiX, a TakKe
B CUTyaumsx, He NPeayCMOTPEHHbIX Ha aTanax NpoeKTUPoOBaHUsi U pa3paboTkn MeguuUMHCKOro uapenusi. BaxHo, utobbl
M3roTOBUTENb MONBITANCA 3armsaHyTb B Oyayuiee u npegycMoTpeTb OMacHOCTU, BO3MOXHbIE MPU NMPUMEHEHUN MeaUNLWH-
CKOTO M3penus.

Mpunoxenne C npeaHasHaueHO Arisi OKa3aHWsl MOMOLLY B ONMUCAHUUN XapaKTEepUCTUK KOHKPETHOTO MeauLMHCKOro
M3aenua n ycnoBui ero npumeHeHusl. NMpuBeeHHbIN B HEM NepeYeHb BOMPOCOB, HA KOTOpble criefyeT faTh OTBETbl, He
ABNAETCA ncdepnsiBalowmnm. Kaxabii U3roToBUTENb [OMMKEH TBOPYECKUM OTHECTUCH K OMNpeferieHUIo XapakTepucTuK,
OTHOCAWMXCA K 6E30MacHOCTN KOHKPETHOro MeauuMHCKOro naaenust. Cnmcok, NnpuBedeHHbIW B NpunoxeHnn C, B3aT us
NnepBoHa4YanbHON BEpPCUM HACTOSILErO CTaHAapTa U MUMeeT AOMNOMNHEHWsl, MOSIBUBLLUMECS] B pe3ynbraTe U3y4eHUs KOM-
MEHTapuWeB K NpoekTam cTaHgaprta. Cnvcok JorkeH nobyxaaTh M3roToBUTErNsl K NPOBEAEHUIO aHarnm3a B OTHOWEHUU
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TOrO, «KOIAA M YTO MOXET MOWTU HenpaBunbHO». [punoxeHne H B OTHOWEHNN MEANLIMHCKUX U3aenun ans QUarHoCTUKK
in vitro paspa6otaHo NCO/TK 212 «KnuHndeckne nabopaTtopHble UCCNeAoBaHUsi U ANArHOCTUYECKUe TeCcT-CUCTEMBbI
in vitro» cneunanbHO ANA HACTOALWEro cTaHgapTa. TeKCT NPUNoXeHus | B OTHOLIEHMM TOKCUKOMOTMYECKUX ONACHOCTEN
3aMMCTBOBaH U3 NPUoXeHus B nepBoHaYanbHON BepCvMM HACTOAWEro CTaHA4apTa C HE3HAUUTENbHBIMU U3MEHEHUAMM.

A.2.4.3 UpeHTndrmkaums onacHocTen

Ha paHHOM 3Tane M3roToBUTEN HeobxoauMo cucTemaTudeckn MaeHTUULUMPOBaTb NPOrHO3UPYEMblE ONacHOC-
T, CBSI3@HHbIE C KOHKPETHBIM MEAWMLUMHCKMM M3OENnueM, Kak AN HOPManbHbIX YCITOBUM, Tak U ANSA yCnoBUM OTKasa.
WaeHtTudmkaumus gomkHa 6biTb OCHOBaHA Ha XapaKTepucTHKax, OTHOCALLMXCS K 6830nacHOCTU MeaULUMHCKOTO u3aenus,
MOEHTUOULNPOBAHHLIX B 4.2,

A.2.4.4 OnpepeneHne pucka(oB) ANA KaXA0M onacHoOn cUTyaLun

OueHnBaTh PUCK M OCYLLECTBIATD MEHEAKMEHT PUCKA MOXHO TONBbKO NMOCME TOro, KakK OnacHasa cuTyauust naeHTu-
cuumpoBaHa. Heobxoanmo cuctemaTMdecky AOKYMEHTMPoBaTh 0GOCHOBAHHO MPOrHO3UpyeMble MOCneaoBaTenbHOCTH
CcoObITUI, KOTOPble MOTYyT Npeobpa3oBaTh OMNACHOCTb B OMACHYIO CUTyaLMIO.

MpunoxeHne E BkmovaeT nepeyeHb TUMWYHBIX ONACHOCTEN U NPUMEPDLI, AEMOHCTPUPYIOWMNE B3aUMOCBA3b MEX-
Ay ONacHOCTAMU, NPOrHO3UPYEMbIMU MOCNEA0BATENbHOCTSIMW COOLITUI, ONACHBIMU CUTyaUUSIMW U BO3MOXHbLIM Bpe-
OOM, UTO MO3BOMSIET NOMOYb U3FOTOBUTEMIO B NOAEHTUMUKALUN ONACHOCTEN M ONACHbBIX CUTyaUUn. ITO OCOBEHHO BaXKHO
Nnpy HaNM4YUK NOCNeaoBaTENbHOCTU COBLITUI, KOTOPAsA MOXET NPUBECTU K ONACHOWN CUTyaLUWUu U B UTOre — K NPUHUHEHUIO
Bpeda. MarotoButenio cnegyeT pacnosHaBaTb U ugeHTMOUMUNPOBATL Takue NMocnegoBaTensHOCTU COObITUM, Ans TOro
4YTOOBLI AOMKHEIM 0OpasoM onpedenuTe BO3MOXHbIA(ble) puck(n) [cM. pucyHok E.1 (npunoxenune E).

MepeyeHb, NpuBeAEHHbIV B NpUNoxeHun E, He SIBNsieTCsl MCYeprnbIBaloLWLMM W HEe [IOIDKEH PacCMaTpuBaTbhCsl Kak
KOHTPOIbHbIV NepeYveHb; OH NMPU3BaH CTUMYMMPOBATb TBOPYECKOE MbILLIIEHWE U3rOTOBUTENS.

OT1o nocnegHui aTan aHanusa pvcka. [MaBHOM TPYAHOCTBIO HA AAHHOM 3Tane SIBMsIETCs TO, YTO AEATENbHOCTb Mo
onpegeneHuo pucka GyaeTt pasHoOW Anst KaxaoW UccrneyemMon OMNacHOW CUTyauuu U Anst KaX40ro paccmarpruBaeMoro
MeguumMHckoro uagenus. Moatomy OGbINO NPUHATO pelleHne M3NOXWUThL COAepXKaHWe AaHHOro noapasgena B o6wmx
yepTax. [Nockonbky onacHOCTM MOTyT BO3HUKHYTH Kak Mpy HOpPMarbHOM, Tak M MNpU HENPaBWUITLHOM NPUMEHEHUN U3fe-
nus, cregyet BHUMAaTeNbHO paccMoTpeTb 06e cutyauun. Ha npaktuke o6e cocraensiiolme pucka — BEPOSITHOCTb MNpu-
YMHEHWS U TSXKECTb Bpefa — PEKOMEHAYIT aHanMampoBaTb oTaenbHO. Ecnn n3rotoButens cucteMaTuyeckm NpuMeHsi-
eT cnocob pasgeneHns Ha KaTeropyMm B 3aBUCUMOCTU OT YPOBHEN TSDKECTU UITU BEPOSITHOCTU NPUYMHEHUsI BpeAa, TO eMy
cnepyeT paspaboTaTb CBOK CXeMy pasgernieHnsl Ha KaTeropum U 3aperMcTpupoBatb ee B chaiine MeHeI)KMeHTa pucka.
OTO NO3BONMUT M3rOTOBUTENIO MPaBUITBHO pearnpoBaTh Ha MOBTOPHOE MOSIBIIEHUE 3KBUBAINEHTHLIX PUCKOB W MOCIYXWUT
CBUOETeNnbCTBOM TOrO, Kak OH paHee nocTtynarn B nogo6HOM cryyae.

HekoTopele onacHble cuTyaumu SIBNAIOTCA CnegcTBUEM CUCTEMaTUHYECKMX OWwMnBOK Mnum nocneaoBaTenbHOCTEN
coOBbITUiA. [1o cMX Nop HET eANHOIO MHEHUSI B OTHOLLEHUM TOrO, KaK paccHnTaTb BEPOSITHOCTb CUCTEMATMHECKON OWNGKN.
B cnyuae, korga BeposATHOCTb NMPUYMHEHUs Bpega He MOXeT ObiTb paccHMTaHa, BO3MOXHbLIE ONACHOCTW BCE pPaBHO
Heobxo4uMO NPUHMMaTL BO BHUMaHWe, a COCTaBeHne NepeyHs CBA3aHHbIX C HUMU ONACHbIX CUTyauui NO3BONUT U3ro-
TOBUTENIO CKOHLEHTPVPOBATLCA Ha YMEHbLUEHUM PUCKOB BCNEACTBUE PA3BUTUSA 3TUX ONACHBIX CUTYaLUN.

YacTo Henerko nony4nTb AOCTATOYHbIE KONMYECTBEHHbIE AaHHbIe NPU onpeaeneHny pucka(os), NOo3Tomy npeano-
eHve OCyLecTBNATb onpeaenieHne pucka(oB) TONMbKO KONUYECTBEHHBIM CNOCcoboM BbiNo OTBEPrHYTO.

Mpunoxenne D cogepXuT NonesHble pykoBoAAWME yKa3aHusa no aHanu3y pucka. UHdopmauus B3ATa u3 He-
CKOMBKMX MCTOYHUKOB, BKoYas [8]. HacToAwwmii craHgapt npusHaeT npakTuyeckyto nonely [8], npu atom obnacte ero
NPYMEHEeHUs pacnpocTpaHeHa Ha BCe MeauUMHCKUE U3Aenus U BCe 3Tanbl npouecca MeHemKMeHTa pucka. Hecmotps
Ha LWMPOKOE MCMONb30BaHWE B Ka4eCTBe NpMMepoB B npunoxeHun D rpadmkoB n matpuy no pucky, HaCTOAWMIN CTaH-
AapT He TpebyeT 06513aTENbHOIO UX NPUMEHEHUSI.

A.2.5 OueHnBaHune pucka

MarotoBuTenb QOMKEH NPUHUMATBL PeLUeHWsl B OTHOWEHUN JONMYCTUMOCTW pucka. OH MOXET UCMONb3OBaTb WH-
hopmMaumIo 0 pUCKax, KOTOpbIe yKe onpedeneHsl, U OLEeHUTb 3TN PUCKU C NOMOLLBIO KPUTEPUER AONYCTUMOCTH, YCTaHOB-
NEeHHbIX B NNaHe MeHemKMeHTa pucka. OH MOXET Takke pacCMOTPeTb PUCKU B LUENAX ONPeaeneHns TeX u3 HUX, KoTopble
TpebyeTcsa ymeHbWwMTb. Pasgen 5 HanucaH Takum o6pa3oM, 4To6bl NOMOYb Nonb3oBaTento u3bexartb HEHYXHON pabo-
Thl.

A.2.6 YnpaBneHune puckom

A.2.6.1 YMeHbLUeHWe pUCKa

Otanel 6.2—6.7 06pasyloT NOMMYecKyro NocneaoBaTenbHOCTb. Takon cuctemaTudeckuii noxoq BaxxeH ansa obecne-
YeHus gocTyna K Heobxogumon uHdopmauun.

A.2.6.2 AHanns BO3MOXHOCTe!N yNpaBneHnsa pUckom

YacTo cywecTByeT HeCKONbKO CnocoboB ymeHblueHNs pucka. B HacToswem ctaHgapTe npyveegeHsl Tpu cnocoba:

a) BHyTpeHHsIA 6e3onacHocTb, obecnevnsaemas NPOEKTOM WU KOHCTPYKUMEN;

b) 3aWwmTHBIE Mepbl, NPeayCMOTPEHHbIE B CAMOM MEAVUMHCKOM M3Aenuu Unn B Npouecce ero U3roToBneHus;

c) nHdopmauusi no HGesonacHoOCTy.

Takoebl CTAaHAAPTHLIE MEPBI MO YMEHBLUEHUIO pUCKa, NPUBEAEHHbIE B [2] M nepevncneHHble B Nopsaake npuopute-
Ta. [JaHHbIn NPUHLMMN ONUCaH B HECKOMNBbKMX AOKYMEHTax, BKNOYas [9], B TOM yncne B MECTHBIX W PErMoHanbHbIX JOKYMEH-
Tax (Hanpumep, B [10]). Korga ato npaktmyeckn ocyuiecTBumo, 6e3onacHoCTb M3agenns pekoMeHayeTcs 3aknagblieatb B
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€ro KOHCTpykUMK. B npoTMBHOM cnyvae Heob6xoaMMO NpeaycMoTpeTb 3alUMTHbIE Mepbl, HanpuMep OrpakaeHust Uim
CUCTeMbI curHanusauun. HanmeHee NpeanoyYTUTENBbHOW 3alMTHON MEpON SIBMSIIOTCA MUCbMEHHbIE NpeaynpexaeHus
WU OTPaHNYEHNSA/NPOTUBONOKA3aHWSI.

O6.enpr3HaHo, YTO OAHMM K3 pPe3yrbTaToB aHanM3a BO3MOXHOCTEN YNpaBneHusl PUCKOM MOXET CTaTb OTCYT-
CTBUE MPakTU4eCKU BO3MOXHOIO crnocoba ymMeHblUeHWs1 pucka A0 AOMYCTMMOro YPOBHSI COMMacHO npeaBapuTerbHO
YCTaHOBINEHHbIM KPUTEPUSIM AOMNYCTUMOCTU pucka. Hanpumep, moxeT OblTb NPakTUHYECKU HEOCYLLECTBUMbLIM NMPOEKTU-
poBaHue n3genus Ans nogaepXaHust XU3HW ¢ OLEHEeHHBIM JOMNYCTMMbIM OCTaTO4HBIM puckoM. B atom cniyyae cnegyet
BbINONHWUTL aHanmM3 COOTHOLIEHUS PUCK/MONb3a, Kak 3To onucaHo B 6.5, 4Tobbl onpegennTb, NepeBewwnBaeT Ny Nonb3a
OT MPVMEHEHNA U3gennst OCTaToUHbBIN PUCK. Takasi BO3MOXHOCTb ONMcaHa B COOTBETCTBYIOWEM Moapasaene HacTosile-
ro ctaHgapTa u CnyxuT gns obecneveHnss yBepeHHOCTU B TOM, YTO NpednpuHsITel BCE YCUINWA ANs YMEHbLUEHUS] PUCKOB
40 NpeaBapyTeNibHO YCTAaHOBIEHHOMO AOMYCTUMOrO YPOBHSI.

A.2.6.3 BbinonHeHWe Mep No ynpaBrieHUKO PUCKOM

BbinonHeHve mep No ynpaeneHud puckOM BKITIOUAET NpoBegeHne OBYX pa3sHblx Beputmkauui. Mepeas sepugu-
Kauus Heobxogmma ans obecneveHus Toro, 4TO B OKOHYaTElIbHOM MPOEKTE NPUHSATHI COOTBETCTBYIOWME Mepbl MO ynpas-
TNEHUI0 PUCKOM, BTOpas Bepudukaums — YTO NPUHSTbIE Mepbl MO YNPaBNEHUI0 PUCKOM OEUCTBUTENBHO NPUBOOAT K €ro
YMEHbLUEeHWI0. B HekoTopbix cryyasx ans NoATBepXAeHWs pe3ynbTaTuBHOCTM MepP MO YNPaBNeHNo PUCKOM MOXHO Bbl-
NONMHUTL AEUCTBUSI NO Banuaauun.

A.2.6.4 OueHnBaHne OCTAaTOMHOro pUCKa

Ha panHom atanme onpepensiloT J4OCTAaTOYMHOCTb MPUHATBIX Mep, 4NA Toro 4tobbl puck ctan gonyctumsiM. Ecnm
OCTaTOYHBIN PUCK HE YAOBNETBOPSAET KPUTEPUAM, YCTAHOBITEHHBIM B MNaHe MEHEemXMEHTa pucka, TO U3roTOBUTENDb
AOMXKEH NMPUHATH AOMONHUTENBHLIE MEPbl MO YNPABMNEHNIO PUCKOM. [laHHbIi nTepaTtuBHbLIM NPOUECC pekoMeHayeTcs
OCYyLLEeCTBNATb A0 TeX NOp, NOKa OCTATOYHbIV PUCK He ByaeT yMeHbLUeH 40 A0NYCTUMOrO YPOBHS, yCTaHOBNEHHOIO B NNaHe
MEHeKMEHTa pucka.

Monb3oBatensa MeaUUMHCKOro napenvsa crnegyet obecneunte Heobxoaumon uHdpopmaumen 06 ocTaToqHbIX pUc-
Kax, gns Toro 4tobbl AaTb €My BO3MOXHOCTb MPUHUMAaTL UHMOPMUPOBaAHHOE pelweHne. OQHAKo W3roTOBUTENb cam
NPVHUMAET PEeLIeHne O TOM, KaKylo nHdopmaumio o6 0CTaToOMHOM pucke u B Kakom obbeme crnegyet npegocTaBuTh
nonb3oBaTento. 9To TpeboBaHWe oTpaxaeT Noaxoad, NPUHATLIN BO MHOTUX CTpaHax U perMoHax.

A.2.6.5 AHanun3 cooTHoLWeHWs puck/nonb3a

Bo3mMOXHbI criydam, korga pyvck NPYMEHEHUS MEeAUUMHCKOTO U3Aenus NPEBbLIWAET KpUTepun 4onyctuMOCTU puc-
Ka, yCTaHOBMNeHHble nsrotopntenem. B 6.5 npegycMoTpeHa BO3MOXHOCTL BBEgEHUA B 06paweHne MeauumHCKoro nsae-
A C BbICOKOW CTEMEHBI0 NMOTEHUMANbHOrO pUcka NPUMEHEHUS1 NPU YCNOBUK, UTO U3rOTOBUTENL NPOBEN B OTHOLLEHUU
3TOro M3genus TWwaTternbHoe OUEHUBAHWE M MOXET MPOAEMOHCTPUPOBATL, YTO MOMb3a OT NPUMEHEHUSI AAHHOTO Meau-
LUMHCKOro M3genusi npesbiaeT puck. BaxHo goBecTy [0 nornb3oBaTternsi CBeAEHUsI O 3HAUUMBIX OCTATOYHBbIX PUCKax U
KOHEYHOW nonbae, 4YTobbl OH MOT MPUHATL MHCOPMUPOBAHHOE peLleHne (CM. npunoxexnue J).

A.2.6.6 Pucku, Bo3HMKaKLWMe BCreACcTBME BbINOSIHEHWSI Mep MO YyNPaBIieHNI0 PUCKOM

B 6.6 cogepxutcs nHbopmaums 0 TOM, YTO Mepbl MO YNPaBNEHNIO PUCKOM, NMPEANPUHATLIE OTAENBHO UNU B
coYeTaHum gpyr ¢ Apyrom, MOryT CTaTb UCTOYHUKOM HOBOW OMACHOCTU, OTIIMYHON OT YK€ U3BECTHbIX, @ MEpbI, NpearnpuHs-
Tble ANA YMEHbLIEHUA OQHOTrO PUCKA, MOTYT NPUBECTU K YBEMNUYEHUIO IPYTOro pucka.

A.2.6.7 MonHoTa ynpaBneHns puckom

Ha panHoM 3Tane criegyer NPOBECTM OUEHWBaHUE PUCKOB BCEX U3BECTHBLIX ONacHOCTel. Takoe ougHUBaHWe Heo6-
xoamMmo ans obecrniedeHus yBEpPEHHOCTU B TOM, YTO HM OAHa M3 ONacHOCTEW He ocTanacb 3a npegenamu NonHoro
aHanusa pucka.

A.2.7 OueHnBaHMe 4ONYCTUMOCTV COBOKYNHOIO OCTaTOMHOrO pUCKa

Mpw ocylecTBNeHnn npoLuecca, oNMCaHHOro B pasgenax 4—~6, Narotoeutenb naeHTMUUMpyeT onacHoCTH, oue-
HWBaeT PUCKM U NPUHMMAaET HeobXoauMele Mepbl MO YNPaBNEHUIo PUCKOM B paMKax cBoero npoekrta. Ha gaHHom atane
M3roToBUTENb AOMXEH OCTAaHOBUTBLCH, PacCMOTPETb COBOKYMHOE BIUsIHWE OTAEMbHbIX OCTaTOYHbIX PUCKOB W NPUHATH
pelleHne 0 BO3MOXHOCTM danbHenwer paboTel Hag MeauuMHCKUM magenuem. COBOKYMHbIN OCTATOYHbIA PUCK MOXET
npeBbilaTh YCTAHOBMNEHHbIE N3roTOBMTENEM KPUTEPWM OONYCTUMOCTU pUCKa, AaXe eCnv COCTaBnsolmMe ero oTaenb-
Hble OCTaTOYHble pUCKM ByadyT AONYCTUMbI. JTO KacaeTCsl NPeXAe BCEro CroXHbIX CUCTEM U nagenuii ¢ 60MnbWUM YMCIIOM
BO3MOXHbIX PUCKOB. [laxe ecrnv COBOKYMHbIA OCTATOYHbIN PUCK HEe YAOBMNETBOPSAET KpUTEpWsIM NnaHa MeHeqkKMeHTa
pucka, U3roToBMUTENb UMEET BO3MOXHOCTb OCYLLECTBUTL BCECTOPOHHEE OLEHVMBaHWE COOTHOLLEHMS PUCK/MoNb3a, YTobbI
onpepenuTb, MOXHO N BBOAWTL B obpaleHne MeauUuMHCKOe U3denue C BbICOKOW CTeneHblo MOTEeHUMANbHOro pucka
NPUMEHeHWs, HO MpuHocsLee Npy S3ToM Bonblwyto nonk3y. OYeHb BaXHO NPOMHAOPMMPOBATL NONb3OBaTENs O 3HAUW-
MbIX COBOKYMHbIX OCTATOYHbIX PUCKaX, MOSTOMY U3rOTOBUTENSAM NpeanncaHo BKIIOYaTh COOTBETCTBYIOLLYIO MHEPOpMaLMIO
B 9KCMNyaTaunoHHble JOKYMEHTHI.

A.2.8 OT4yeT NO MeHeOXMEHTY pUCKa

OT4eT MO MEHeOXMEHTY pucKa sIBrsieTcs BaxkHelWwel YacTblo dhaiina MeHemxkMmeHTa pucka. [pegnonaraercs, 4to
OH JOMXeH NpeacTaBnaTb COGON CBOAHYIO MHCOPMAUMIC MO aHanuay OKOHYaTenbHbIX Pe3yribTaToR MEHeIKMeHTa puc-
ka. OT4eT ABNAETCA QOKYMEHTOM BbICLLErO YPOBHS U CNYXMT AoKasaTenbCcTBOM obecrneyeHusi M3roToBuTenemM yaoBnet-
BOPMTENbHOMO BbIMONHEHWS NNaHa MEHEAXKMEHTA pUCKa, a Takke TOro, YTO MoMyYeHHble UM pe3ynbTaTthl NOATBEPXKAAI0T
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JOCTWXEeHWe NocTaBneHHoW uenu. MNMepeBoHavanbHas Bepcus copgepxana TpeboBaHue, 4ToObl NPOCNEXMBAEMOCTb Obina
4YacTblo OTHeTa MO MEeHEMKMEeHTY pucka. 310 TpeboBaHue GblIO0 OTMEHEHO, TaK Kak aHanu3 NpPOoC/eXMBaeMoOCTH B
OTHOLLUEHWMN CNOXHbIX U3OENNI 3HAYUTENBHO YCNOXHAET (POPMY OTHETa NO MEHEIKMEHTY PUCKA MO CPABHEHWIO C NEPBO-
HavaneHO npegycMoTpeHHoN obbeauHeHHoW pabouer rpynnoi 1 (JWG 1). OpgHako BbINOMHEHWE MPOCNEXUBAEMOCTU
OCTaeTcs YacTblo haina MeHePKMeHTa pucka, u 3.5 Gbin U3MEeHeH C y4eTOM gaHHOro TpeboBaHwusl.

A.2.9 MponsBoacTBEeHHas N NOCTNPOU3BOACTBEeHHaA UHdopMauma

HeobxoamMmo nogyepkHyTb, YTO MEHEMKMEHT pPUCKa He 3aKaH4UMBAETCs BbIMYCKOM FOTOBOIO MeAULIMHCKOTO usge-
nvs. MeHeKMEHT pycka 4acTo HaUYMHAETCA elle Ha CTaaun uaew, Korga MeauUMHCKoe uagenve OTCyTCTBYET (OU3NYECKN.
OueHouYHble nokasatenu pucka moryT BbiTe YTOUHEHBI Ha CTaAUM NPOEKTUPOBAHUSA U pa3paboTkm, 0cobeHHO B criyyae
M3roToBNeHNst PYHKLMOHMPYIOLLEro OnbITHOrO obpasua. MHdbopmaums gna MeHemkKMeHTa pucka MOXeT MocTynaTtb M3
nNto6bIX UCTOYHWKOB, B TOM YWCIE M3 NPOM3BOACTBEHHLIX 3anMcel 1 3anucel no kavectsy. OOHAKO HUKAKOW OMbITHLIN
obpasel He MOXeT 3aMeHUTb peanbHOe MeaMLMHCKOE M3Jenue B Npouecce ero NPpUMeHeHust peasnbHbIMU MoNb30Ba-
Tenamu. MoaToMy N3roTOBMTENb JOMKEH OCYLLECTBMATE MOHUTOPUHT NMPOU3BOACTBEHHONM M NOCTNPOU3BOACTBEHHON WH-
copmaummn, KoTopasi MoOXeT NOBNUSTE Ha onpeaelieHne UM PUCKOB U, CredoBaTenbHO, HA MPUHATUE PELUEHUiA Mo
MEHEeMKMEHTY pucka. MarotoButento Tawke HeO6XoaMMO yunTeiBaTb COBPEMEHHBIM YPOBEHb HAYYHO-TEXHUYECKOTO pas-
BMTUA W NPaKTU4eCKylo NPUMEHWMOCTb MeaMUMHCKOro nagenuvs. JaHHyo nHdopMauuio cregyeT UCMoNb3oBaTh Ans
ynyyweHus npouecca MeHegkMeHTa pucka. [py Hanvumm NocTnpou3BOACTBEHHON MHGOPMALMU NMPOLECC MEHEeOX-
MEHTa pUCKa CTAHOBUTCSI AEWCTBUTENBHO UTEPATMBHBLIM NMPOLECCOM C 0OpaTHON CBA3bIO.

B HacToswen Bepcun cTaHgapTa HavMeHOBaHWe AaHHOro pasgena M3MeHeHo ¢ «[ocTnpou3BOACTBEHHAS WH-
thopmauma» Ha «[ponssoacTBEHHasT M MOCTNPOM3BOACTBEHHAA UHAOPMALUUA» MO TOW NPUUMHE, YTO BaxHas uHgopma-
LMSA M0 MEHeIXKMEeHTY pucka MOXeT ObiTb MoNyqeHa ele Ha CTaguu U3roTOBMEHWsI MeauumHekoro usgenus. Tpeboea-
HUA pasgena 9 Takxe Obinu NepecMoTpeHsl, A5l TOro YTobbl NOAYEPKHYTE 3HaYeHME NOCNEAOBaTENBHOCTM AEUCTBUI,
OXugaembIxX OT M3rOTOBUTErSL.
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MpunoxeHne B
(cnpaBo4HOE)

0630p npouecca MeHeKMEHTa pUcka MeAULIMHCKUX Usaenui

PucyHok B.1 npegHasHayeH ans Toro, 4tobbl AaTh Nonb3oBaTensiM HacTOAWero cTaHaapTa Kpatkoe npeagcraene-
HWEe O MpoLIecce MEHEMKMEHTA pUCKa MeauUMHCKMX nagenui. Kak nokasaHo Ha pucyHke B.1, AaHHbIN npouecc aBnseT-
Csl UTEPaTUBHbLIM, KaXAbIN PUCK paccMaTpUBAIOT NOCNeAoOBaTENbHO, BO3BpaLLasch Ha 6bonee paHHue cTaguu B cnydae,
€CNnn Mepbl MO YNPAaBIEHUIO PUCKOM NPUBOAAT K BO3HUKHOBEHWUIO HOBbIX OMAacHOCTEN MIM eCrniv CTAaHOBUTCA AOCTYNHOWM

He U3BeCTHasi paHee MHGopMauus.

19



roCTISO 14971—2011

MpousBogcTBEHHAA

1 noctnpoussoAcTBeHHasi OueHuBaHWe NONHOro

20

Axanu3 pucka

OueHuBaHue
pucka

YnpagneHve puckom

OCTaTOMHOIO pucka

uHcpopmaLus

N

Hauarno

1
y
MpeaycMoTpeHHOE NpUMeHeHne
OnpepeneHue xapakTepucTuk (4.2)

v

MpoeHTudmkaumus n3BeCTHbIX WM NPOrHO3UpyeMbiX onacHocTei (4.3)

L J
OnpeperieHye pucka(oB) 4ns Kaxaown onacHoi cutyauum(vid) (4.4)

Heobxoaumo nu ymeHbLLeHUe
mcka? (5
i i

UpeHTnpMkaumsa Heo6xoaUMLIX Mep MO YNpaBNeHUI0 PUCKOM,
pemcTpauus Tpe6oBaHUiA K ynpaeneHuio puckom (6.2)

BO3MOXHO nu YMEHblUeHne Her

pucka? (6.2)

BbinonHeHue, permcTpauus U BepudmkaLms COOTBETCTBYIOLLMUX Mep (6.3)

flensiercA Nu OCTaTOUHLIA
puck gonyctuMbim? (6.4) /
MpeBbiaeT nu
Aa MeauUMHCKast Nnonb3a

OCTaTOMHbIA pUcK? (6.5)

BO3HMKAIOT N HOBbIE
ONacHOCTY UMK onacHble CUTyaLun

W OKasbiBaKOT N OHU BNUAHWEe
Ha CylLecTByloLIMe pUcku? (6.6

Bce nu naeHTUULMPOBAHHbIE
OMNacHOCTU paccMOTpeHbI? (6.7

MpeBbiWaeT nn
MeauuMHCKas nonbaa
MOMHbIA OCTATO4YHbLIA
puck? (6.5)

HBnseTcsa Ny AONYCTUMbIM NOMHbLINA
OCTaTouYHbIA pUCK? (pasgen 7)

da ':

MoaroToBka oTyeTa No MeHeXKMEeHTY pucka (pasgen 8)

y
AHanua npon3BoACTBEHHOR U NOCTNPOU3BOACTBEHHOIA
nHcopmaumm (pasgen 9)

Y

Puck HegonycTUM

Heo6xoguma nv noBTOpHas

oLeHka pucka? (paagen 9)

PucyHok B.1 — O630p BUAOB AEATENBHOCTU MO MEHEMKMEHTY pUCKa MEAULMHCKUX M3aenuii
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Mpunoxenne C
(cnpaBoyHoe)

Bonpochl, Ha KOTopble He0GX0AUMO OTBETUTL 4NA onpeAeneHus
XapaKkTepUCTUK MeQULMHCKOro usgaenus, BNUsSIoWuX
Ha 6e30NacHOCTbL ero NpMMeHeHusn

C.1 O6wme nonoxeHna

TpeboBaHne Kk usrotoBuTento NAEHTUPUUNPOBATL XapakTEPUCTUKN MEAVLMHCKOIO n3genusi, Bnusiowmne Ha 6e3o-
NacHOCTb ero NpUMeHeHus, coaepxuTca B 4.2. PacCMOTpeHUe 3TUX XapaKTepUCTUK SIBMSIETCA OCHOBHbIM TpeGoBaHueM
B naeHTuduKaumm onacHocTen, CBA3aHHbIX C MeguuuHckum usgenuem (cMm. 4.3). OgHum u3 cnoco6oB BbINOMHEHUSA
AaHHoro TpeboBaHWA ABNAETCA COCTaBNEHUe NepeYHsi BOMPOCOB, OTHOCSILUMXCS K U3TOTOBMEHUIO, NPEAyCMOTPEHHOMY
npUmMeHeHuto, NpegnonaraeMsiM Nofb3oBartensaM, 060CHOBaHHO NPOrHO3UPYEMOMY HENPaBUIILHOMY NPUMEHEHUIO U
yTUNM3auMmn mMeguumnHCKoro nsgenua. Ecnu 3agaeatb 3T BONPOCHI OT UMEHU BCEX 3aMHTEePeCOBaHHbIX NUL (Hanpumep,
nonb3oBaTtenen, cNeunanucToB N0 TEXHMHECKOMY O6CnyXXMBaHUIO, MALMEHTOB U T. A.), TO MOXHO Mony4nuTb 6onee non-
HYIO KAPTUHY O BO3MOXHBIX ONacHOCTAX. MpuBeaeHHbIE HIDKE BOMPOCHI MOTYT NMOMOYb B MAEHTUMUKALMN XapaKTepucTrK
MEeaNUMHCKOro n3genusi, BMAWwmx Ha 6e3o0nacHoCTb ero NpumMeHeHust. Bonpockl, nomoratowme onpeaenuTb puck ans
nauyveHTa oT NPUMEHEeHNs MeaULMHCKUX U3AEeNui Ans avarHoctukm in vitro, copepxut H.2.5.4 (npunoxenune H).

[aHHbI NnepeveHb He ABNAETCA UCHEPNbIBAIOLLUM WUITM TUMUYHBLIM Arsl BCEX MEAULMHCKMX M3AENUN, B HEFO MOXHO
nob6aenATe BONPOCHI, OTHOCAWMECHA K KOHKPETHOMY MeAULIMHCKOMY M3aenuio, u usberatb paccMOTpeHUsi BONPOCOB, He
OTHOCALWMXCA K AaHHOMY usgenuio. Mpeanaraetca Taicke paccMaTpyBaTh KaXzblii BOMPOC HE TOMLKO NO OTAENbHOCTH,
HO W BO B3aMMOCBA3WN C APYrMMWU BONpOCamm.

C.2 Bonpocbl

C.2.1 KakoBO npegycMoOTpeHHOe NPUMeHeHMe U KakK crneayeT NpUMMeHATb MeaULMHCKoe nsaenve?

PaccmaTpuBaemble hakTopsbl:

- ponb MeauLMHCKOro usgenus:

- B AMarHocTuke, npodunakTmke, MOHUTOPUHIE, NeHeHUn unu obnerdeHnn 3aboneBaHus;
- B KOMMEHcauun TpaBM Unm pmanyecknx HegoCTaTKoB;
- B 3aMeLWeHnn nnm moamndmkaumm YacTten Tena unv ynpaeneHnm 3adatuem;

- nokKasaHusl K NPUMEHeHUIo (Hanpumep, npegnonaraeMble rpynnbl nonb3oBaTenew);

- NpegHasHa4YeHo N MeanuUMHCKOE n3genuve ans CoXpaHeHusl unv noagepXXaHus XXU3Hu;

- HeobxoQMMOCTb BMelLaTeNnbCTBa CNeumanucToB Npu 0TKase MeauuMHCKOro usgenus.

C.2.2 MpeaycmoTpeHa N1 UMNIIaHTaLMA MeANLIMHCKOTO nagenus?

PaccmaTprBaemble hakTopbl; MECTOHAXOXAEHNE MMMMAaHTaTa; XapakTepucTUKM npegnonaraeMbiX nonb3oBarte-
nen: Bo3pacT, BeC, hmanyeckasl akTMBHOCTb; BIUSIHNE CTAPeHUs Ha paboune xapakTepucTukM MMNnaHTara; npeanonara-
eMblli CPOK AeNCTBUA UMNNaHTata; BO3MOXHOCTb M3BMEYeHUs1 nMnnaHTaTa.

C.2.3NpenycmoTpeH Ny KOHTAKT MeAULIMHCKOTO M3A4enus ¢ NauMeHTOM Uin ApyruMm nuuamm?

PaccmatprBaemble hakTopbl: XapakTep npeanonaraeMmoro KoHTakTta (MOBEPXHOCTHbLINM KOHTaKT, MHBA3WBHbIA KOH-
TaKT UMW UMNMaHTaums) U B K&XAO0M Clyvyae — ANUTENbHOCTb U YacToTa KOHTaKTa.

C.2.4 Kakne matepuanbl UNM KOMMNOHEHTbl BXOAAT B COCTaB MeAWMLMHCKOro u3aenuvsi, UCnonb3ylTcA
COBMECTHO TG0 KOHTaKTUPYIOT C HUM?

PaccmatpuBaembie hakTopsbl:

- COBMECTUMOCTb C pacCcMaTpuBaembIMK BeLecTBamu;

- COBMECTMMOCTb C TKAHSIMWU MU BUOMNOrMYECKUMU XKUOKOCTAMMY;

- XapakTepucTuKW, OTHOCsILMecs Kk 6e3onacHoCcTy;

- HaNW4Me B COCTaBE MEAMUMHCKOro U3genust MaTepranoB XUBOTHOMO MPOUCXOXAEHUS.

Mpwumeyanune— Cwm npunoxenne |, a Take crangaptel cepum [11].

C.2.5 MoxeT n1 3Heprua 6bITb NepeaaHa NauMeHTy Unuv BbipaboTaHa naumeHTom?

PaccmaTprBaemble akTopbl:

- BUA NepegaBaeMoln 3Hepruu;

- yNpaerneHne 3Heprmen, Ka4ecTBo, KONMMYeCTBO, UHTEHCUBHOCTb U ANUTENbHOCTb BO3AENCTBUS;

- ABMNAIOTCA N YPOBHWU 3HEPIUM BbILLE, YEM B YXKE NPUMEHSIEMbIX NOAOBHbLIX N3aenusix.

C.2.6 BBogaT nn naumeHTy Nnu BbIBOAAT U3 HEro Kakne-nnbo BellecTBa?

PaccmaTpuBaemble akTopsbl:

- CBeeHNsi O BBEAEHMM UITM BbIBEAEHUN BELLECTB;

- CBE4EHMA O TOM, OAHO 3TO BELWECTBO UiV Fpynna BELLEeCTB;

- AQHHblE O MakCMManbHOW U MMWHUMAaIbHOW CKOPOCTW BBEAEHWSI/BbIBEAEHUS BELWECTBa U yrnpaBrneHun 3TUm
npoueccom.
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C.2.7 NpoBoasaT N1 B MEAULMHCKOM M3aennn obpaboTky 6Monormyecknx BewecTB ANA MX nocregyoLlero
MCNONb30BaHUA, TPAHCHY3INN UMK TPaHCNNaHTauMn?

PaccmatpuBaemble cdakTopbl: Bua 0b6pabotkm 1 obpabatbiBaemoe(ble) BewecTeo(a) (Hanpumep, ayToTpaHcdy-
3us, guanus, obpaboTka KOMMOHEHTOB KPOBM UMW KIETOYHas Tepanws).

C.2.8 CtepunbHO Ny NOCTaBNAeMoOe MeAULMUHCKOE n3aenve, UM OHO NMpeaHas3Ha4YeHo AnNA cTepunusauumn
nonb3oBaTenem, Unn Heo6xoanMbI Apyrve BMablI MMKpoGrnonornieckon o6 paboTtkn?

PaccmaTpuBaemble chakTopsl:

- NpegHasHa4YeHo N MegUUMHCKOe M3genve anst OAHOKPATHOrO MM MHOTOKPaTHOIO MpPUMEHEHUS;

- JaHHble 006 YCNOBUSIX XpaHeHWs!;

- OrpaHuYeHre Yncra NOBTOPHbIX MPUMEHEHUIA;

- cnocobbl cTepunmaaumm;

- BO3JeNCTBUE CNocoBOB CTepunuaaumm, He NpeaycMOTPEHHbIX U3roTOBUTENEM.

C.2.9 NpegHa3Ha4YeHO NN MeOULMHCKOE u3genve AnA PyTUHHOW OMUCTKN M Ae3MH(EeKLUNN, BbINOMHAEeMbIX
nonb3oBaTtenem?

PaccmaTtpuBaemMble dakTopbl: BUAblI NPUMEHSIEMbIX YMCTSALWMX U AE3MHDULUPYIOWMX CPEACTB, a Takke niobbie
OrpaHNYeHus Yncna LUMKINOB O4YNCTKU. KOHCTPYKUMA MeQULUMHCKOIO M3AENUsl MOXET BMUATE Ha pe3ynbTaTMBHOCTL PYTWH-
HON OuMCTKM K Ae3uHdekummn. Kpome Toro, cnegyeT yunTbiBaTe BNUSIHWE YMCTAWMX U AE3UHMUMPYIOWMX CPpeacTB Ha
6e30nNacHOCTb UMW XapaKTePUCTUKM MEAMLMHCKOTO M3aenusi.

C.2.10 BninsieT N1 MeAMLIMHCKOE U3aernune Ha cpeay, OKpYXalolyo naumeHTa?

PaccmartprBaembie hakTopsil:

- TeMneparypa;

- BMaXHOCTb,;

- cocTaB aTMOChEPHLIX ra30B;

- JaBIlIEHME,

- OCBELLEHHOCTbD.

C.2.11 NpegHasHa4YeHO NN MeAULMHCKOE n3genve ans npoBeaeHNA N3MepeHun?

PaccmatprBaemble akTopbl: U3MepsieMble NepeMeHHble, NPaBUIIbHOCTE U TOYHOCTb Pe3ynbTaToR U3MepeHui.

C.2.12 flBnseTca N1 MmeAMLIMHCKOE U3fenue MHTepnpeTupyrowmm?

PaccmaTprBaemble hakTopbl: CNOCOGHOCTE MEAMLMHCKOTO M3denusi AaBaTb 3aKnioYeHne Ha OCHOBE BXOAHbIX
UINW MONYYEHHbIX B NMPOoLecce NPUMEHEHUs AaHHbIX, UCMONb30BaHHbIX anropuTMOB U AOBEPUTENbHBIX MHTepBanoB. Oco-
6oe BHUMaHWe cnegyet ygenntb HenpegycCMOTPeHHOMY NMPUMEHEHUI0 JaHHbIX UKW anropuTtMoB.

C.2.13 MpenycmoTpeHO N1 NpUMEeHEeHNe MeANLMHCKOTO N3aenuns B COMeTaHNN C APYrMMN MEULIMHCKUMM N3-
OenvaMn, MeauKameHTaMm Unv Apyrmmm meauuuHCKMMK cpeacTeamn?

PaccmatpuBaemble akTopbl: uaeHtudmkaumsa nobbix gpyrmx NPUMEHAEMbIX MEQULUHCKUX WU3Aenvi, meauvka-
MEHTOB UM MEeOQUUMHCKMX CPeacTB M BO3MOXHbIE MPo6nembl, CBA3aHHbIE C UX B3aWMOAENCTBMEM; peakumsi naumeHTa
Ha nony4aemoe neveHue.

C.2.14 MpoucxoanT nu HeXxenatenbHoe BblgeneHne 3Hepruv unm selecTs?

Paccmatpreaembie hakTopbl, CBSA3aHHbIE C 3HEPIVEN: WYM 1 BUBpauus, Tenno, nany4eHue (B TOM YUCNe MOHU3U-
pylolee, HenoHusupyowee n ynsrpadmonetToBoe/BUaMmMoe/uHppakpacHoe n3ny4eHne), TemneparTypa Ha KOHTaKTHbIX
NOBEPXHOCTAX, TOKN YTEYKW, 3NEKTPUHECKNE UITM MArHUTHbIE NONS.

PaccmatpuBaembie ¢hakTopbl, CBSI3aHHbIE C BELLECTBAMUN: BELECTBA, UCTIONbL3YEMBIE NPU N3FOTOBNEHUN, OUUCTKE
M UCMBbITAHUAX U OKa3blBalWMNe HexernatenbHoe (U3Nonornvyeckoe Bo3aencTeue B Cnyvae, €Cnm OHM OCTalTCsl Ha
uagenuu.

Opyrne paccmatpueaembie hakTopbl, CBSAA3aHHLIE C BEWECTBAMUW: BbIBEAEHNE XMMUYECKUX BELECTB, NPOAYKTOB
KU3HEAEATENBHOCTU N BUONOrMHYECKNX XKUAKOCTEN.

C.2.15 YyBcTBUTENBHO NN MEANLIMHCKOE M3genve K BO3geNcTBUIO OKpyXalowen cpeabl?

PaccmatpuBaembie hakTopbl: NPOM3BOACTBEHHAsI cpeaa, TPaHCNOPTHLIE CPEACTBA U YCNoBUA XpaHeHusa. K Hum
OTHOCAT: OCBELWEHHOCTb, TeMNepatypy, BU6paumuu, yTeuku, YyBCTBUTENBHOCTL K U3MEHEHUSIM B 3HEProcHabxeHun n
oxnaxgeHun, aNeKTPOMarHUTHbIE NOMEXM.

C.2.16 BoapencreyeT nn meanumMHCKOe n3fenmne Ha oKpyXxarluyro cpegy ?

PaccmaTpueaemble chakTopbi:

- BO3QENCTBUE HA CPeacTBa 3HeprocHabXeHUs 1 oxXraXxgeHuss;

- BblAEIIEHNE TOKCUHHbIX BELECTB;

- reHepypoBaHne 3NEeKTPOMAarHUTHbIX MOMEeX.

C.2.17 UmetoTcA Nn pacxoaHble MaTepuanbl UM NPUHAANEXHOCTHU, CBA3aHHbIe ¢ MeAULIMHCKUM nagenuem?

PaccmatpuBaemble akTopbl: TeXHMUECKMe TpeboBaHMA K pacxofHbIM MaTepuanam unu NpUHaANeXxHOCTAM,
CBSI3aHHbIM C MEAULIMHCKUM u3genuem, u niobble orpaHuyeHns Ans nornb3oBaTernei B BbiGope AaHHbIX MaTepuanos
WM NpPUHaAANEXHOCTEN.

C.2.18 Heo6xoanmMbI NN TeXHUYeCKoe O6CNy)XXMBaHWe WK KannbpoBKa MeANLIMHCKOTO nsgenuns?

PaccmatpuBaembie hakTopbl BKIIIOYAOT CBEAEHUSI O TOM:

- AOIMXHBI NN TexHudeckoe obcnyXuBaHue Unu kanubpoBKa BLIMOMHATHCA ONepaTopoM, Norb3oBaTeneM WUnu
cneunanucTom;
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- Heob6XxoAUMBI NK CneunantbHele BelwecTBa Unu o6opyaoBaHue Anst HaaNeXalwero TeXHUYeckoro o6cnyxmeaHus
Wnu KanubpoBKN.

C.2.19 BxoguT nv B cOCTaB MEANLIMHCKOro U3genusi nporpamMmmMHoe o6ecneveHmne?

PaccmatpuBaemblie dakTopbl: CBegeHUs O TOM, AOMMKHO NU NporpammHoe o6ecrieveHne GbiTb YCTAHOBIEHO, Be-
pucunumpoBaHo, MOAMMULMPOBAHO MMM 3aMEHEHO OMNepaTopoM, MOSb30BaTENemM MNn CneunanucToMm.

C.2.20 UmeeT nn MmegnMUNHCKOe n3aenune orpaHN4eHHbIN CPOK XPaHeHUA?

PaccmatpuBaemble hakTopbl: COOTBETCTBYIOLWAA MApKMPOBKA MW UHAMKATOPLI, a Takke cBedeHus 06 yTunusa-
UMM MEeAULIMHCKOTO M3Aennsi NO UCTeYEHUN CPOKa rogHOCTHU.

C.2.21 CywiecTBY10T NN OTCPOYEHHbIE UNW ANNTENbLHbIE NOCNeACTBUA NPUMEHEHNA MeANLIMHCKOTo n3aenua?

PaccmatpuBaemeblie dakTopbl: aproHoMmuyeckue U KyMynsiTuBHble acddekTol. K HUM OTHOCAT: BO3AeNCTBME KOPPO-
3MM Ha Hacocbl AN HPU3MONOTMHECKOTO PacTBOpa, MEXaHMYECKYIO YCTanocTb, ocnabnexHne y3noB Unu KpenneHun, Bos-
JenicTBne BUBpauum, UCTUpaAHWE UK OTKIEUBAHUE MapKUPOBOK, YXyAWEHWe CBOMCTE MaTepuarioB Npu JONroCPOYHOM
NPYMEHEHUN MEOULMHCKOro M3genus.

C.2.22 Kakne mexaHn4yeckue cunbl MOryT BO34eCTBOBaTh Ha MeANLMHCKOe nsgenne?

PaccmatprBaemble hakTopbl: CBEAEHUS O TOM, YINPAaBISAET I MEXaHUYEeCKUMU CMNAaMM, OKa3biBaIoLMMKN BO3AeN-
CTBME Ha MEAMUMHCKOE n3genue, TONbKO MoNb30BaTernb UMK Nofnb3oBaTeNb COBMECTHO C APYIMMM NuLamu.

C.2.23 Yem onpeaenseTcs CPoK cAyX6bl MeAMLIMHCKOro n3genua?

PaccmaTtpuBaemble hakTopbl: CTapeHUe U3Oenust U UCTOLLEHNE 3NEMEHTOB NUTAHWUS.

C.2.24 MpepHa3Ha4YeHO NN MeAULMHCKOE n3genve Ans oQHOKPATHOrO NPUMEHEHNA?

PaccmaTtpreaembie hakTopbl: BO3MOXHOCTb CaMOMNUKBUAAUMN MEAUUMHCKOTO U3Aenusl nocrie npuMeHeHus;
Hanuyve ykasaHui Ha To, 4TO AaHHOe mu3genue yxe 6biNo NpUMEHeHo.

C.2.25 Heo6x0aMMbI N1 6e30MacCHbIN A@MOHTAX UM YTUNN3auna MeANLMHCKOro nsgenus?

PaccmatprBaemblie hakTophl: OTXOAbl, BO3HUKAIOWME MPU YTUNM3aUMn MeauumHckoro nagenus. Hanpumep, cne-
JyeT OTBETUTb Ha BOMPOC, COAEPXKNT NN AaHHOE M3aenme TOKCUYHbIe UMK ONnacHble BewecTBa Nu BELLLECTBa, NPUrogHble
ansi nepepaboTku.

C.2.26 Heo6xoguMmbl N1 cneynanbHoe 0GyYeHne UNu cneynanbHble HaBbIKW ANA MOHTAXa UMY NPUMEHeHUA
MeaMLUMHCKOro nagenna?

PaccmatprBaembie dhakTopbl: HOBM3HA MEOWLMHCKOTO M3AENus; HaBblkM U 3HaHWUSA, HeOOXOAMMbIE AN MOHTaXa
OAHHOTo n3genus.

C.2.27 Kakan nHdopmaumns no 6esonacHomy npvmeHeHnIo 6yaeT npeaocTaBneHa nonb3oBaTenio?

PaccmaTtpuBaembie hakTopsi:

- cBeAeHus o ToM, ByaeT nu uHgopmaums npegocTaBneHa KOHEYHOMY MOMb30BaTEerNio HEMOCPEACTBEHHO U3FOTO-
BuTenem wnu 6yayT 3aa4eCcCTBOBaHbI Apyrue nuua, HanprvmMep CneLuanuctbl Mo MOHTaXy/yCTaHOBKe, NOCTABLMKN Meau-
LIMHCKUX YCNyT, MeaMUWHCKNE paboTHUKM UK hapMaLeBThl, U Kak 310 NOBNUSET Ha obyueHue;

- VHOpMaLmMa 0 NyckoHanagoYHblx paboTax (BBoAe B 3KCMUTyaTaumio) U nepegave m3aernusa KOHEHHOMY Morib30-
BaTeso, a TaKkke O Lenecoobpa3HOCTU/BO3MOXHOCTY MOHTAXa NULIAMKM, HE MMEIOLLUMU CrieumanbHblX HABbLIKOB;

- cBefeHusl 0 HeoBxoaMmMocT NepeobyueHns Unu nNepeaTTecTaLum oNnepaTopoB UM 06CNYXUBAIOWENO NepcoHa-
na uexods w3 npeanonaraemMoro cpoka cnyxbbl nsgenus.

C.2.28 bBypyT nn Heob6xoanmbI pazpaboTka U BHeApeHMe HOBbIX NPOM3BOACTBEHHbIX Npoueccos?

PaccmaTtpuBaemble hakTopbl: HOBbIE TEXHONOMMU UMW HOBble MacluTabbl NPOU3BOACTBA.

C.2.29 3aBMCHUT NM ycnelwHoe NpUMeHeHne MeJNLMHCKOro U3aenus oT YenoBevyeckoro hbakropa, Takoro, Kak
nonb30BaTeNnbCKUA NHTepdenc?

C.2.29.1 MoryT n1 0co6eHHOCTHN KOHCTPYKLUN NOoNb3oBaTenbCcKoro nirepdeitca npmBecTy K owumbkam npume-
HeHnA?

PaccmatprBaemblie dhakTopbl: 0COGEHHOCTM KOHCTPYKLMM MOSNb30BaTENbCKOro UHTepdelica, KOTopble MOryT Nnpu-
BECTU kK ownbkaMm npumeHeHus. K HUM OTHOCST: 3MeMeHTbl YNpaBneHusl U UHAUKATOPbI, UCMONb3yeMble CUMBOILI,
SpProHOMMYEecKue CBONCTBA, AU3alH U3JENUs U CXeMy pPacrionoXeHusl 3NeMeHTOB YNpaBreHusi, Nepapxuio OeicTBuiA,
MEHIO 451 M3dernuii ¢ NPOrpaMMHbIM YNpaBneHneM, HarnsigHOCTb NPenynpexXaeHnin, XOpoLLYIO CrbIWMMOCTE CUTHaroB
TpeBoru, cTaHaapTHbIE UBETOBbIE KOAbl. [lononHUTENnsHOEe PYKOBOACTBO MO 3KCrUTyaTauMoOHHOM NPUrogHoOCcTuU cm. [12], no
cuctemam curHanusaumm — [13].

C.2.29.2 Ucnonb3yOT Nn MeguLMHCKOe u3genve B cpee, B KOTOPOW oTBreKalowme (pakTtopbl MOTyT NPpUBECTN
K OLUNOKaM NPUMEHeHnA?

PaccmartprBaemble hakTopsi:

- nocneacTeusi oWnBOK NpUMeHeHus;

- CB&AEHUs1 O TOM, AIBMSIOTCA N OTBrekaowme hakTopbl NPUBLIYHLIMW A1s1 NONb30BaTens;

- BEPOATHOCTb MOAIBIEHUs1 PeAKO Cyvalomxcsl oTBMekaowmx ¢hakropos.

C.2.29.3 UmeeT Nn MegULMHCKOE n3aenune CoeAMHUTENbHbIE YacTH UITN NPUHAANEeXHOCTU?

PaccmaTtpuBaembie hakTopbl: BO3MOXHOCTb HENPABUIbHBLIX COEOUHEHUIA, CXOACTBO C COEAVUHEHUSIMU B OPYrUx
n3genusix, NPOYHOCTE CoeauHeHusi, obpaTHas CBsI3b NPU NOBPEXAEHUN COEAMHEHUs], a TaKKEe CIIUWKOM NPOYHOE WUIK
HEeJoCTaTOUYHO NPOYHOE CoeaVHEHue.
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C.2.29.4 UmeeT N meguUNHCKOE U3aenne ynpasnsowmn nitepcgpenc?

PaccmatprBaemble hakTopbl: NPOCTPaHCTBEHHOE pacnpefeneHne 3NemMeHTOB YNpaBneHwus, ux KogupoBaHue,
rpynnupoBKa, CXeMa NMpoCTPaAHCTBEHHOTO pacnpepeneHus, pexumsl obpaTHon ceasm, rpyboie ownbkn, HeaHauMTerb-
Hble npomaxu, auddepeHumaumn ynpaBneHusi, KA4ecTBO M3o0paxeHui, HanpaBrneHne akTUBUPOBAHUS UMNU U3MEHe-
HUS, QUCKPETHOCTb MU HENPEepbIBHOCTL (PYHKLUMOHMPOBAHUSI 3NIEMEHTOB YNpaBreHnsa, obpaTMMOCTb HAaCTPOEK UMK
OEeNCTBUNA.

C.2.29.5 UmeeT nn megnumHckoe nsgenue byHKumio oTo6paxeHna nHcpopmaunn?

PaccmatpuBaemble (hakTopbl: Ka4ecTBO U306paxKeHUst B pasHbiX YCNOBUSIX; OpMeHTauus, 3puTenibHble CNoCoBHO-
CTW NMOMNb30BATENS; CTEMNEHb 3aNOMHEHUA 3KpaHa MOHMTOpA U NepcnekTUBHOE U306paxkeHne; 4eTKOCTb NpeacTaBneH-
HOW MHMOPMaLWY; eavHULbI 0TOBpaxeHna nHgopmaumm; LBETOBbIE KOAbl; AOCTYN K Hambonee BaXXHOW MHpopmaLmn.

C.2.29.6 UmeeT NN MeanLMHCKOE n3genve MeHI0 ynpaBreHus ?

PaccmatprBaemele hakTopbl: CNOXHOCTL M YUCITIO YPOBHEW MEHI, OCBEAOMITEHHOCTb NONb3oBaTenst 0 CocTosi-
HUW MEHIO, PacnonoOXeHne HACTpoekK, Cnocob nepemelleHust Mexay o6bekTamu, YUCMO WaroB B OAHOM AeNCTBuM,
npobnemMbl YETKoW NocnefoBaTenbHOCTU ASUCTBUIA U 3aMOMUHAHUS], COOTHOLLEHUE BaXKHOCTU W OOCTYNHOCTU hyHKUMK
YNpaBreHusi, a Takke BIIMAHWE, OKa3blBAEMOE OTKIMOHEHUSIMU OT YCTaHOBMEHHbIX ONnepaunoHHbIX Npoueayp.

C.2.29.7 BygeT nn meaNUMHCKOE n3aenue NPUMEHATLCA JIMLAMM C 0CO0LIMM NoTpebHOCTAMN?

PaccmaTpuBaemblie dakrTopsl: npeanonaraeMbliil Nonb3oBaTterib, €r0 YMCTBEHHbIE CMOCOOHOCTU U husndeckune
BO3MOXHOCTM, HaBblKW M NOAFOTOBKA, 3ProHOMMYECKME acrnekTbl, cpefa NpUMeHeHusi, TpeboBaHuA K ycTaHoBKe/
MOHTaxy, cnocoBHOCTb MaumeHTa ynpaenATe NPUMEHEHWEM MEAULMHCKOTO U3AENusl UM BO3AEeUCTBOBaTL HA AaHHOE
npumeHeHne. Ocoboe BHUMaHWe cneayet yAensTb Nonb3oBaTensaM co cneuuduyueckuMmn noTpebHOCTAMKN, TakMM, Kak
nvua ¢ OrpaHuYeHHbIMU BO3MOXHOCTSAMU, noxunble nioam v aetn. K cneuudunyeckum notpebHOCTAM MOXHO Takke
OTHECTW NoTpebHOCTb B AONONHWUTENBHOW MOMOLWM APYroro nuua B NpPoLecce NPUMEHEHUs MEAULMHCKOTO M3aenus.
CnepgyeT paccMmOTpeTb BO3MOXHOCTb NPUMEHEHUA MEeOULMHCKOrO U3AENUsl NMuamMm ¢ pasHbiM YPOBHEM MOATOTOBKW M
KyNbTYPHBIMU OCOBEHHOCTAMM.

C.2.29.8 MoxHo Ny ncnonb30BaThb NOAb30BaTeNbCKM MHTepdenc Ansa MHULMMPOBaHUA AeNCTBUA NONL30Ba-
Tena?

PaccmaTtpuBaembie ¢hakTopbl: BO3MOXHOCTb UHULMMPOBaAHUS HAMEPEHHbIX AEACTBUI NONb3oBaTens orsi BXxoga B
ynpaensiembivi pabouunii pexum, UTo yBenudiueaeT pUCcKM Ans NauMeHTa; OCBeAOMIEHHOCTb MOMb30BaTens B AaHHbLIX
obcToATENbCTBAX.

C.2.30 Ucnonb3yloT nn B MEANLIMHCKOM M38eNNN CUCTEMY CUIHanu3auun?

Paccmatpupaembie hakTopbl: pUCK Nogavn NOXHbLIX CUIHANOB TPEBOM, HecpabaTbiBaHWe CUCTEMbl CUrHanNu3a-
LMK, OTCOEANHEHNE CUCTEMBbI CUTHANU3auMM, HEHAAEXHOCTb YAANeHHbIX CUCTEM CUTHANU3ALUMK, a Takke BO3MOXHOCTb
NOHUMAHUA MEAMLMHCKMM NEPCOHANoOM MPUHUMNOB paboTbl cuCTeMbl curHanusauum. PykoBOACTBO NO cuctemam cur-
Hanu3auum npueegeHo B [13].

C.2.31 KakoBbI cnoco0bL1 HeNPaBUILHOTO NMPUMEHEHUSI MeQULIMHCKOro usgenuna?

PaccmaTtpuBaemble akTopbl: HEMPABUITBHOE NPUMEHEHUe MnepekriovaTenei; Boixod U3 CTPOsl CUCTEMbI CUIHa-
nusaumm unu anemeHToB, obecrneunBalowWwmx 6e30MacHOCTb NPUMEHEHWsI; NpeHebpexxeHne peKoMeHZAUUAMU N3roTo-
BUTENS B OTHOLWEHWN TEXHUYECKOTO 0OCNyXMBaHUS.

C.2.32 O6ecneunBaeT N MeAVMLIMHCKOE U3aeNnne XpaHeHne AaHHbIX, BRXHLIX ANA BeAeHNA NauneHTa?

PaccmatpuBaemble akTopbl: NOCNEACTBUS UBMEHEHUS] UM UCKAXKEHUS OaHHbIX.

C.2.33 fiBnsAeTca nn MegULIMHCKOE M3Aernne MOOUINbLHbLIM UITU NOPTaTUBHLIM?

PaccmatprBaemblie hakTopbl: HEO6XOAUMbIE 3aXMMbI, PYKOSITKW, KOMneca, TopMo3a, MeXaHU4Yeckasi yCTOWYUBOCTb
W MPOYHOCTb MEeOULMHCKOTO U3aernusl.

C.2.34 3aBncuT N1 NpUMeHeHne MeaMLIMHCKOTrO U34eNnus OT ero BaXHeNLNX 3KCNNyaTalMoHHbIX XapakTepuc-
THK?

PaccmaTtpuBaemble hakTophbl: BLIXOAHLIE XapaKTepPUCTUKN U3genui, obecneumBalolumx xusHeobecneyueHme opra-
HU3Ma; cpabaTtbiBaHWe CMCTEMbl CUrHANM3aLun.

B [1] paccmoTpeHbl BaXXHENIIME IKCMIyaTaUMOHHbIE XapaKTepUCTUKN MEOULMHCKUX 3NEKTPUUECKUX U3AErNvin u
MEONLMHCKMX 3IEKTPUYECKUX CUCTEM.
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MpunoxeHne D
(cnpaBo4Hoe)

KoHuenuuu pucka, npuMeHUMble K MeAULIMHCKUM U34eNUAM

D.1 O6wme nonoxeHunn

[aHHoe npunoxeHne COOEpPXUT PYKOBOASLWME yKasaHWs NMPUMEHUTENbHO K CreaytowmM KOHLEenumsam pucka,
BaXXHbIM A5l MEHeQKMEHTA pUCKa MEAMUMHCKMX U3OENWN;

- OMacHOCTM W OnacHble CUTYaLuK;

- ornpegeneHne pucka;

- AOMYCTUMOCTb pUCKa;

- yNpaeneHue puckom;

- aHanua COOTHOLLEHUS PUCK/MONbL3a;

- BCECTOPOHHEE OLEeHMBaHUE puckKa.

TepMuH «puCK» onpeaerneH B 2.16 kak «codeTaHne BEpOSATHOCTU MPUYMHEHUsI Bpeda W TAXKeCcTU aToro Bpeday. Ho
3TO HE 3Ha4WT, YTO Ans onpederneHnsl BENMUUMHbLI pucka daHHble hakTopbl criedyeT NpPocTo nepemMHoXuTb. OgHum K3
cnocoBoB onucaHWs pucka M BU3yaribHOrO BOCINPOM3BEAEHWsT CMbICIa, 3anoXeHHOro B ero onpegeneHuu, siensetcs
NnocTpoeHne OBYMEpPHON Auarpammbl pycka.

Ounarpamma pucka, kak nokasaHo Ha pucyHke D.1, obecneumBaeT BU3yanbHOe npeacTaBneHue TAXeCcTU Bpeaa no
ocu X 1 BEPOATHOCTM HACTYNNeHust Bpeaa no ocu Y. [ina kaxgon onacHoCcT Uy ONacHoM CUTyaunmn YUCNOBOE 3HAYEeHNne,
paccunTaHHOE UCXOAA U3 TSKECTU Bpeda M BepOSITHOCTM NPUYMHEHNS Bpeda, HAaHOCAT rpacduyeckn Ha guarpammy pucka
B BUAE OTAenbHOW ToYku. B aToM npumepe Ha gmarpamMMy HaHeCeHbl PUCKW, BENUYMHA KOTOPLIX yxe onpeaeneHa (Ry,
Rz, R3, )

Yi

Xy

YcnoBHble 0603HAYEHUN:
- X — yBenuyeHue TsKeCTn Bpeaa; - Y — yBenuueHue BepPosiTHOCTU NMPUUIMHEHNA Bpeaa

Pucynok D.1 — lNpumep anarpammbl pyucka

D.2 OnacHocTh u onacHble cUTyauum

D.2.1 O6wmre nonoxeHna

MeguunHckoe nsgenue npuyvHNAeT Bpes TONMbKO B TOM Cryudae, Korga BO3HWKAeT NocrnegoBatenbHOCTb cobbITuUn,
NPVBOASALLAA K ONacHOW CUTyaummn 1 BNocneAcTBUM K NpuurMHeHuio Bpeaa. MocnegoBatenbHOCTb COGBITUI MOXET BKIIO-
YaTb kak oTaenbHoe cobbiThe, Tak U kKoMOMHaumMIo cobbITuin. OnacHas cuTyaums cknagbiBaeTcs, Koraa noau, UMYLECTBO
UNW OKpyKarLasl cpeja NogBEpratTcsi OnacHOCTH.

MpunoxeHne C cogepXuT pykoBOAsLLME YKa3aHUs B BUAE BOMNPOCOB, Ha KOTOpble Heo6xoauMo OTBETUTL NS
onpegeneHnst XxapakTepucTUK MegULMHCKUX U3Genuii, BNnsiiowmx Ha 6e30nacHoOCTb UX NPUMEHEHUs, 4YTo ByaeT cnocob-
CTBOBaTb MAEHTU(MKALUN BO3MOXHBIX onacHocTen. [Mpunoxenne E cogepxuT pykoBogsawme ykasaHus OTHOCUTENbHO
naeHTUdKKaLMm onacHOCTeN N nocnegoBaTenbHoCTeN CoBbITUI, KOTOPbIE MOMYT NPUBECTU K ONacHOM cuTyaumu. MNpuno-
xeHve H cogepxut pykoBodslLME ykasaHus MO MASHTUMMKALUKM ONacHOCTEN U nNocneaoBaTenbHOCTEN COObITUN, KOTO-
pble MOryT NPUBECTU K ONACHBIM CUTYaUMSAM U NPUHMHEHUIO Bpeda B OTHOWEHUM MeAMLMHCKMX U3aenui ans QUWarHocTu-
Ku in vitro.
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Heobxognmo nog4epkHyThb, YTO OMNacHble CUTyaLMn MOryT BO3HWUKATb AaXe B OTCYTCTBUE OTKA30B, T. €. B YCITOBUSIX
HOPManbLHOrO NPUMEHEHUs MeQULMHCKOrO U3genus.

D.2.2 OnacHble cuTyaumm, ABNAIOWMECA CrieACTBUEM OTKa30B MeANLIMHCKOTO n3genus

D.2.2.1 O6wume nonoxeHus

B cnydae, korga onacHas cuTyauusi BO3HUKaEeT BCNEACTBME OTkasa MeAMUMHCKOIO U3Aenusi, crieayeT pasnuyarb
BEPOATHOCTb OTKa3a W BEPOATHOCTb NpuynHeHus epeda. OTkas MeanuMHCKOro u3genusi He Bcerga NpUBOAUT K BO3HWK-
HOBEHMIO ONaCcHOW CUTYaLUK, TaK XXe KaK U onacHas CUTyauusi He Bcerga NpuBoAUT K NMPUYMHEHUIO Bpeaa.

Ocoboe BHMMaHWE criegyeT yaensaTb ONacHbIM CUTyauusM, SIBNSIOWMMCS CreAcTBUEM OTKA30B MeAULIMHCKOrO
n3genusi. BaxHo noHMmathk, YTO, kak NpaBwuno, ObIBaloT ABa BUAa OTKA30B, KOTOPbLIE MOTYT MNPUMBECTU K BO3HUKHOBEHWIO
ONacHON CUTyaLuMu: CryYamHble U cucCTeMaTu4eckne oTkasbl.

D.2.2.2 OnacHble cuTyauum, ABNAIOLLMECA CreaCcTBMEM CrlyYalHbIX OTKa30B

B oTHoweHun MHOrMX COBbITUI BEPOSITHOCTM BO3HWKHOBEHWUSI OTKA30B MOXHO MPUCBOMTL YMUCIIOBOE 3HAUEHME.
HekoTopble npyvMepbl Cly4anHbIX OTKa30B:

- OTKa3 4acTu U3genusl, HanpuMep UHTErpanbHOW CXeMbl B aMeKTPOHHOM Oroke;

- Nony4YeHne HeBEPHbIX PE3ynbTaToB U3-3a 3arpsAsHeHus nagenus BcneacTeue crapenus [VD-pearenTa (peareHta
AN QUarHocTukwy in vitro);

- OTKa3 U3-3a Hanuuus Bo3byauTenen MHGEKUMIN UNM TOKCUYHbIX BELWEeCTB B/Ha MeauUMHCKOM uagenun. Konuue-
CTBEHHOE onpeaeneHne BUONOrMYECKNX PUCKOB BO3MOXHO TOMbKO B TOM Criy4ae, Korga MMeeTcsi gocTaTouHast MHdop-
mMaums 06 onacHoCTU U OBCTOATENbCTBAX, BNUAIOLWMX HA BEPOSITHOCTb BO3HUKHOBEHWSI OMAcHOW CUTyaLuM, Hanpumep,
npw obecneyeHnn CTEPUNBHOCTU. DTy CUTYaLMIO MOXHO TPaKTOBaTb Tak XKe, kak CriydaiHbIi 0TKa3 annapaTHoro obecre-
YeHusi. Bo MHOTMX gpyrvx crnyyasix Hannyine Bo3byauteneit MHMEKUMI NN TOKCUYHBIX BELLECTB CrieayeT paccMaTpuBaTth
Kak cuctematuueckuii otkas (cm. D.2.2.3). Puck, BOZHMKAOWMIA U3-32 HANMUMsl TOKCUYHOIO BelecTBa B MaTepuane
n3genus, cnegyet onpeaensiTb B COOTBETCTBUM C [14]. BTO MOXeT rapaHTUpOBaTh, YTO OXMZaemas cTeneHb NPUYMHEHUA
Bpeda OT NPUMEHEHUsI MeAULMHCKOTO U3Aenns HMKe TOIN, koTopasl cnocobHa NMpUYMHUTL Bped 340POBbIO MONb3oBaTe-
ns.

D.2.2.3 OnacHble cuTyauum, sBRsoLWnecs cneacTrBueM CUCTeMaTNYeCKMX OTKa3oB

CucrtemaTnyecknii 0TKkaz MOXET ObITb pe3yrnsTaToM OWMOKU NpW OCYLLECTBNEHMN NMoboro Buaa AesiTenbHOCTMU.
OnpegeneHHoe codeTaHWe BXOOHbIX AAHHbIX UMM YCIOBMI OKpyXatolweln cpedbl OygeT cucTtemMartmyeckun NpuBoauTb K
OTKa3y MeguLMHCKOTO M3genus, Torga Kak B ApYrux criydasix oTkas He npov3onger.

Ownbkn, NnpuBogsLLME K CUCTEMATUYECKMM OTKa3aM, MOryT ObiTb Kak B annapaTHOM, Tak U B NporpaMMHOM obec-
nevyeHnn 1 Ha Nbol cTagun paspaboTkW, U3FOTOBIEHNA U TEXHUYECKOro 00CMyXUBaHNa MeauumMHckoro nagenvs. He-
KOTOpbIE NPUMEpPbl CUCTEMATUYECKMX OTKA30B:

- HEBEPHO pacCUMTaHHbIN NaBKWA NPeaoXpaHnTenb He NO3BONseT NPeaoTBpaTUTb ONACHY CUTyauuio: napameT-
pbl NNABKOrO NpeaoxpaHuTens Mornv 6T HEBEPHO onpeadeneHsl UM HENPAaBUNBHO YCTAHOBNEHBI NPU U3FOTOBNEHUN,
WUINN HEMNpPaBWUibHO 3aMeHEeHbl MPU PEMOHTE;

- B 6a3e gaHHbIX NporpaMMHoOro o6ecneyeHnst He NpedyCMOTPEHO COCTOsIHWE 3anoNHEHHOCTK: ecnu 6asa gaHHbIX
3aMoNiHeHa, TO HEesICHO, YTO AenaTtb NPOorpamMmMHOMY O0BecneveHuo; BOSMOXHbBIM CreACTBUEM MOXET CTaTb yaaneHue
UMEIOLLMXCA 3anncen B Lensx BbICBODOXKAEHUs1 MecTa ANs HOBbIX 3anucen;

- XXMOKOCTb, UCMOMb30BaHHAS NPU M3FOTOBNEHUU MEAULMHCKOTO U3AeNus, UMeeT TOUKY KUMEHWUS HUXe Temnepa-
TYpbl Tena 4YenoBeKka: OCTaTKM XMAKOCTU MOTYT Mpu onpeaeneHHbix ob6cToAaTenscrBax nonacte B KPOBb U, BO3MOXHO,
npuBecTn K ambonuu;

- aHTMTena B npobe Ha renatuT He Pacrno3HaloT HEKOTOpLIe (HOBbIE) BUALI BUPYCOB;

- HeagekBaTHOE ynpaBlieHne OKpyXxalwen cpegon unu cbon B cuctemax ynpaBreHuUsl OKpyxarowen cpeaon npu-
BOAUT K 3arpsi3HEHUIO AaHHOW cpefibl TOKCMHYHBIMU BelecTBamMu unu Bo3byautensamm nHdekumn.

TouyHoe onpegeneHne 4actoTbl CUCTEMATUYECKUX OTKA30B 3aTpyAHUTENbHO B MEPBYIO O4epeab No crneaylowmm
npuynHam:

- U3MepeHUe YacToTbl CUCTEMATUYECKUX OTKa30B TpebyeT 6onbwnx 3aTpar YernoBeuYeckmX n AEHEXHbIX PeCypCoB.
HocTrxeHne npuemnemon 4OCTOBEPHOCTU pe3yNnbraTtoB HEBO3MOXHO 6e3 Hanm4uusi NogpobHbIX AaHHBIX O YacToTe OTKa-
30B Unu 6e3 3HaHUs1 NapamMeTPOB, OTHOCSILLMXCS K YNPABMNEHUIO PUCKOM;

- He AOCTUIHYTO cornacmsi nNo MeToAy KOnmMuecTBEHHOrO onpeaereHnst YacToTbl CUCTEMATUYECKMX OTKA30B.

MockonbKy KONMYECTBEHHOE ONpeaerieHne pucka B faHHbIX 0OCTOsATENbCTBAX 3aTPyAHEHO, TO ANA NpegoTBpaLLe-
HUS1 ONAacHbLIX CUTyauui NPeanoYTUTENbHO NPUMEHEHUE poBaCTHBLIX CUCTEM.

D.3 OnpegeneHve pucka

D.3.1 O6wme nonoxeHusn

[ns onpeaeneHus pucka MOXHO MCMNONb30BaTb pa3Hble meToabl. HacTosiwmii ctaHgapT He TpebyeT npumeHeHust
KOHKPETHOro MeToda onpefderneHusi pucka, Ho oH TpebyeT NpoBeAeHUs1 nNpouecca onpegeneHns pucka (cm. 4.4). MNpu
HanU4YUMM HeobXOAUMBIX JAHHBIX NpeAnoUTUTENBHEE OCYLLECTBIATH KONMYECTBEHHOE onpegeneHne pucka, 0OgHako gaxe
B OTCYTCTBME 3TUX AAHHbIX Ans OnpefeneHusi pucka AoCTaToqyHO NPUMEHEHUSI KaYeCTBEHHBIX METOA0B.

KoHuenuus pucka siBrnsieTcsi KomouHaumen crieqytolmx AByX COCTaBMNSIOWMX;

- BEPOSITHOCTU MPUYMHEHWS BPeAa;

26



roCT ISO 14971—2011

- MOCneACcTBMIA NPUYMHEHHOTO BPEAaA, T. €. €r0 TSKECTH.

Mpu onpepgenenun pucka crnefyeT paccMmaTpuBaTh:

- HMUMMpylowee cobbiTue nnu obetosTenbcTBo [cM. E.3 (npunoxenve E)I;

- MocnepoBaTenbHOCTL COBLITUIA, KOTOPas MOXET NMPUBECTU K BO3HMKHOBEHUIO OMacHoW cuTyauuu;

- BEPOSITHOCTb BO3HUKHOBEHWSI TAKON CUTYyaLW;

- BEPOATHOCTb TOrO, YTO ONacHas cuTyauus NpuUBeAeT K NPUYMHEHNIO Bpega.

B 3aBucumocTn ot obnactm npMMeHeHUs1 BO3MOXHO PacCMOTPEHME TONbKO HEKOTOPLIX 3MIEMEHTOB Mnpouecca
onpeaenenus pucka. Hanpumep, B Tex cnyyasx, korga Bped, MMHUMAanNeH unu BepOSATHOCTb NMPUUMHEHUA Bpeaa He
MoxeT ObITb onpegeneHa, HeT HeobXoAMMOCTU UATU Jarnblie NEPBUYHONO aHannW3a onacHOCTU M ee NocneacTBUNA.

Puck cnepyet onpepensiTb B BblpaXeHusix, obneryaowmx npuHATUE pelleHnii NO yNpaBreHuto pUckoM, HanpuMep
MCNONb3ys LWKanbl U egUHULLI U3MEPEHUS BPEAA M BEPOSITHOCTM NPUYMHEHUA Bpega, oTpaxawme dakTmiyeckoe npu-
MEHEHue npouecca onpegenenns pucka. lNpn aHanmse pucka ero CocTaenawme, a UMEHHO BEPOSAAITHOCTb U TSPKECTD,
cneflyeT aHanMaupoBaTb OTAErbHO.

Hnarpamma pucKoB, kak noka3aHo Ha pucyHke D.1, oTobpaxaeTt pucku, KOTopble onpeaeneHsbl, YTO UMEeT 3Have-
HUe Ans AanbHEeNWero NPpUHATUA pelieHnin. PUckn HaHOCAT Ha guarpammy no mepe ux onpegenenns. Marpuubl pucka,
CO34aHHbIe Ha OCHoBe pucyHka D.1, ncnonb3oBaHbl B npuMepax, NPUBEAEHHbIX B HACTOALLEM MPUNOXKEHUN. ITO He
03HAYaeT, YTO AaHHbIN MeToA NPUMEHNUM KO BCEM MEAULUMHCKUM U3AENUAM, OQHAKO OH MOXET ObiTb NMONe3eH BO MHOMMX
cnyyasx. Ecnu gnarpammy pyuckoB unm mMaTpuLly puckoB MCNOMb3yIOT ANs rpagaummn puckoB, TO NMPUMEHEHNE Anarpammbl
MINN MaTpULLbl KOHKPETHOTO pycka ANsi KOHKPETHOTO cny4as (C COOTBETCTBYIOWMMU Pa3bACHEHUSIMU) AOIDKHO ObiTh
060CcHOBaHo.

D.3.2 BeposiTHOCTb pUCKa

D.3.2.1 O6wme nonoxeHun

B kOHKpeTHbIX 0BCTOSAITENBCTBAX NPU HANWMYMKN HEOBXOAUMBIX AAHHBIX NPEANOYTUTENBHBIM ABNAETCA pasgeneHne
YPOBHEWN BEPOATHOCTU PUCKA MO KONTMHECTBEHHBIM XapakTepUCTUKam. ECnm 310 HEBO3MOXHO, TO USrOTOBUTENL AOIMDKEH
NpefocTaBuTb ONUCAHME NO KA4YeCTBEHHbIM NpU3Hakam. Xopowee onucaHue no Ka4eCTBEHHbIM MPU3HAKaM nydwe
HETOYHOIO OMMCaHWSA MO KONMMYECTBEHHBLIM XapakTepuctukam. Mpu pasgeneHnn ypoeHen BEPOATHOCTW PUCKA MO Kaqe-
CTBEHHbIM MPU3HAKaM M3rOTOBUTENb MOXET MCNONb3OBaTb AECKPUNTOPLI, NPeAHa3HaYeHHbIe ANA KOHKPETHOrO Meau-
LUMHCKOTO U3Jernusi.

D.3.2.2 OnpegeneHne BepOATHOCTU PUCKa

HecmoTpst Ha TO, 4TO haKTUHECKN BEPOATHOCTb NpeacTaBnseT cobol HenpepbiBHOE MHOXECTBO, HA NPakTuke
MOXHO WCMOMb30BaTh OQUCKPETHOE YMCIo YpOBHEN. B 3TOM cnyuae M3rotoBUTENb HA OCHOBE MpeanonaraeMon gocTo-
BEPHOCTN OMNpeaeneHnsi BEpOATHOCTM pUCKa peluaeT, CKOMbKO YPOBHEW BEPOATHOCTU Heobxoaumo. Yem Gonblue npea-
nonaraemasi JOCTOBEPHOCTb, TeM Bornblue YpoBHel BeposITHOCTU Heobxoaumo ucnonb3oBatb. [nsa obnerdenus npuHs-
TUA PeLueHWin cnedyeT MCMnonb3oBaTh, KAK MUHUMYM, TPU YPOBHSI BEPOATHOCTU. YPOBHU MOryT ObiTb onucatenbHbIMK
(pyck ManoBeposTEH Ha MPOTAXEHUN XM3HEHHOrO LMKINa MEAULMHCKOrO U3denusi, BepOsiTHOCTbL BO3HUMKHOBEHNUA pUCKa
— HECKOMbKO pa3 Ha MPOTSKEHUWN KW3HEHHOrO LMKNa u3genusi, BepPosiTHO YacToe BO3HUKHOBEHWE puUcKa U T. A.) UK
MOryT BbITb BblpaxxeHbl cumBonamu (P1, P2 n 7. g.). UsrotoBuTtenio criefyeT 4eTko onpedenuTs YPOBHU BEPOATHOCTM, ANs
TOro YTO6bI HE BO3HUKANO NyTaHuubl. OCOBEHHO Pe3ynETaTUBHBLIM CNOCOGOM SIBNAETCA ONpeaeneHne YMCnoBbIX 3Haude-
HWUWA AN QUCKPETHBIX YPOBHEN.

OnpepeneHve BepOSITHOCTM pucka BKIOYaeT BCe OOCTOSATENbCTBA UM BCKO MOCIEA0BaTENbHOCTb COOLITUIA, Haum-
Hasl OT BO3HUKHOBEHMS NEPBOHAYanbHOW MPUYMHBI W 3aKaH4YMBasa NpuYMHEeHWem Bpega. PaccMoTpeHue BeposATHOCTU
NPUYNHEHUS] Bpeda CBA3AHO C BO3MOXHOCTbIO BO3HWMKHOBEHWSI ONAacHOCTU. Ecnn HeT onacHoCcTH, TO He MOXeT ObiTb U
Bpeda. Takum obpas3om, Npu onpegeneHnn BepOsiTHOCTU MPUYMHEHWS Bpeda HeoOXoaMMO y4UTbIBaTb BO3MOXHOCTb
BO3HVKHOBEHWSI ONACHOCTW, YTO NOAPa3yMeBaeT OTBETHI HA CNeaylowme BOnpocChI:

- BO3HMKAET MM OnacHas cutyauusl B OTCYTCTBUE OTKa3a MeAMLMHCKOrO n3genwvs;

- BO3HMKAET N1 onacHasl cuTyauusi B YCIOBUSIX OTKa3a;

- BO3HMKAET M OnacHasi cuTyauns TOMNbKO B YCIMOBKAX MHOXECTBEHHbIX OTKA30B;

- HACKONbKO BEPOSITHO, YTO OMacHasa cuTyauvs NpyUBEAET K NPUHMHEHWIO Bpeaa.

Ha BepoATHOCTb TOro, 4TO onacHas cuTyaums NpuBeAeT K NPUYMHEHUIO Bpeaa, BIUSIOT XXU3HEHHbIA LUK meau-
LMHCKOIo M34Eenusl U YNCMO Takux M3Jernuii Ha pbiHKe.

Onsa onpegenexHns BepOATHOCTW pycka oBblMHO MPUMEHSIIOT CEMb NOAXOOOB:

MCMNONb30BaHWE COOTBETCTBYIOLLMX AAHHbBIX, OTHOCALMXCHA K MCTOPUU MEANLIMHCKOTO U3aenwsi;
NPOrHO3NPOBaHNE BEPOSATHOCTU PUCKA C UCMONb3OBAHWEM aHANUTUYECKUX METOOOB MU MOAENUpPOBaHUS;
MCMONb30BaHNE 3KCMEPUMEHTANbHbIX JAHHbIX;

MCMNOMNb30BaHWe rnokasaTenen HagexHoOCTH;

MCNOMNb30BaHNE AaHHbIX, MOMYYEeHHbIX B NPOLIECcCe U3roTORMNEHWS;

MCMONb30BaHME MOCTNPOU3BOACTBEHHON MHMOPMaLUK;

MCMOMNb30BaHUE 3KCMEPTHbLIX 3aKMIOYEHUN.
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Bce 371 noaxoabl MOXHO UCMONB3OBATL KaK MO OTAENbHOCTK, Tak M B KOMOuHaumu. MepBbie Tpy nogxoaa sIBMsIOT-
€A1 B3aUMOZOMNONHAIOWMMMN: KKABIN U3 HUX UMEET CBOW CUSbHble W crabble CTOPOHbl. TaM, rge BO3MOXHO, crieayet
MCMNoNb30BaTb HECKONbKO NoaxoaoB. Takum ob6pa3oMm MOXHO obecneunTb HE3aBMCUMYIO MPOBEPKY OAHOMO mnoaxoaa C
MOMOLWLBIO APYIWX, YTO CrnocobCTBYET NOBLILLEHMIO 4OCTOBEPHOCTW pe3ynbraToB. B cnyvae, ecnu a1m nogxopbl Henb3s
MCNonNb3oBaTh UNN UX NPUMEHEHWE ABNAETCSl HeAOCTATO4HbBIM, CneayeT NONOXMTLCSl Ha 3aKioYeHne 3KCNepTOoB.

D.3.2.3 Puckn, BepOATHOCTb KOTOPLIX HE MOXeT ObITb onpegeneHa

HocTtoeepHOCTL onpeaeneHns BeposTHOCTU pUCKa MOBLILWAETCS, KOIdAa HA OCHOBE TOYHbIX U HAAEXHBIX AAHHbIX
MOXeT OblTb NPOBEAEHO KONMWYECTBEHHOE onpeaeneHne BEPOATHOCTUM pUCKa UMK Korga BO3MOXHO 060CHOBaHHOE
onpeaeneHne BEpOATHOCTW pUCKa NO KavyecTBEeHHbIM Npu3Hakam. OgHako 31O He Bcerga ocywecTteumo. Hanpumep,
BEPOATHOCTL CUCTEMATUHECKUX OTKA30B, TAKMX Kak onucaHHble B D.2.2.3, onpegennTs ype3BblvaliHO TpyaHo. Ecnn
TOYHOCTb ONpeAeneHns BepPOATHOCTM pUCKA CTaBUTCA NOA COMHEHMe, TO YacTo ObiBaeT HeobXOAUMO YCTaHOBWTL
LWMPOKUIA AManas3oH BEPOATHOCTU pUCKa WITM YCTAHOBUTb, YUTO TOYMHOCTb OMnpeferneHnsi BEeposTHOCTU pUcKa He Xyxe
HEKOTOPOW KOHKPETHON BENU4MHbI. MOXHO NPMBECTM NPUMEpbl ONAacHOCTEN, KOrAa oYeHb TPYAHO ONpenenuTb BeposiT-
HOCTb pucKa:

- 0TKa3 nporpaMmmHoro obecneqeHus;

- caboTax UnNn HeCaHKUMOHWPOBaHHOE BMELLATENLCTBO B KOHCTPYKLUMIO MEAWLIMHCKOTO U3Aenus;

- HOBblE ONACHOCTU, NPMPOAA KOTOPLIX ELe MNOX0 U3y4eHa (Hanpumep, HeAOCTaTOYHOE 3HaHUe MHMULMPYIOLLEN
cnocobHocTn Bo3GyanTens Takoro 3aboneBaHus, kak ryéuatas sHuedanonaTms KpyrnHoro poratoro ckota, MelaeT Ko-
NMYeCTBEHHOMY onpeaeneHuio pucka nepegaqym gaHHoro sabonesanmsn);

- HEKOTOPblE TOKCMKOMOrMYeCckne ONacHOCTU, TakMe Kak Hanu4ne reHOTOKCUYHbBIX KaHLIePOreHHbIX BELECTB U CeH-
cMbnnnaaTopos, korga bGbiBaeT HEBO3MOXHO YCTAHOBUTL NOPOrOBYIO BENUYMHY BO3AEWCTBUSI, HUXKE KOTOPOWM He HacTyna-
eT 9hHeKT TOKCUHHOCTU.

B oTcyTCcTBME AAHHbLIX O BEPOATHOCTU MPUUMHEHWA BpeAa HEBO3MOXHO OnpeAenuTb BENnUUMHY pyucka U obbluHO
HeobxoOQMMO OLEHMBAaTE PUCK TONBKO Ha OCHOBaHWM xapakTepa Bpeaa. Ecnu MoxHo caenath BbIBO4 O TOM, YTO onac-
HOCTb MMEeT He3HauuTenbHble NpakTUYeckue NocneacTBusl, T0O pUCK MOXET BbiTb COYTEH AONYCTUMBIM U B Mepax Mo
ynpaBneHulo puckoM HeT HeobxoammocTu. OgHaKo ANA 3HaYMTENbHbIX ONACHOCTEN, TakMX Kak npuBedeHHble B D.3.2.3,
KoTOpble MOrny Bbl NPUYMHWUTE Bped BbLICOKOW CTENEHU TSHKECTU, HEe MOXET OblTb YCTaHOBMEH ypOBEHb BO3AEWCTBMUS,
COOTBETCTBYIOLMI HACTONBKO HU3KOMY PUCKY, KOTOPBIM MOXHO 6bino 6bl NpeHebpeyb. B Taknx cnyyasnx BenuumHy pucka
cnegyet onpegensaTb UCXOAA U3 BEPOSITHOCTU BO3HUKHOBEHUA Hanbonee HeGNaronpusiTHONO MPOrHO3MPYEMOIO BapuaH-
Ta. B HeKkoTOpbIX cny4asix yaobHO No yMONYaHUIo YCTaHOBUTL 3HaYeHWE BEPOATHOCTU OTKa30B paBHbIM €AWHULE U MepbI
no ynpaBneHuio PUCKOM OCHOBLIBATH HA UCKITIOYEHMM ONACHOCTU, YMEHbLLASA BEPOATHOCTL Bpeaa 40 AONYCTUMOIO ypOB-
HS UK yMeHbLLas TshkecTb Bpega (cm. D.4).

O6bI4HO cuMTaETCSA, YTO CyLLecTBYeT 0OpaTHash 3aBUCUMOCTb MEXAY OTIIaXKEHHOCTBIO MPOLECCOB, UCMONb3YyEeMbIX
npu NPOEKTUPOBAHUU 1 pa3pabOTKe CINOXHbIX CUCTEM, U BEPOSITHOCTBIO BbISIBIIEHUS UMW HEBLISBNEHUSA cCucTemMaTtuyec-
KMX OTKa3oB. YacTo uenecoobpasHo onpeaenutb HeOGXOOUMYI0 CTerNeHb OTMNAKEHHOCTW Npouecca NPOEKTUPOBAHNA U
pa3paboTkn C y4eTOM TSAXKECTU MOCreACTBUM CUCTEMATUYECKMX OTKA30B U Pe3ynbTaToB Mep MO yNpPaBneHuIo PUCKOM,
BHELHMX MO OTHOLIEHUIO K MeaULMHCKOMY usgenuio. Yem Tsixenee nocrneqcTBusi OTKA30B U HE3HAYUTENbHEE pesynbra-
TMBHOCTb BHELUHWX MEP MO YNpaeneHuo pUuckom, TeM Gornee OTNaXeHHbIM A0IkeH ObiTb MPoUEeCcC NPOEKTUPOBAHUA N
pa3paboTku.

D.3.3 TaxecTb Bpeaa

Ons pasgeneHns TAXeCTN BO3MOXHOIO Bpeda Ha YPOBHW M3rOTOBUTESNIO crneayeTt UCNOoMb30BaTbh AECKPUNTOPLI,
noaxogswme ans MeguumnHCKoro uagenusi. MNoHATve TsxkecT Bpeda akTnyecku npeactaensetr cobon HenpepbiBHOE
MHOXECTBO, OOHaKO Ha MpakKTuke Ans obrnerdeHnst aHanusa MOXHO UCMONb30BaTh AUCKPETHOE HYUCMO YPOBHEW TAXKEC-
M. B Takux cny4asx naroToBUTENb Cam yCTaHaBNMBaeT HEOHBXOAMMOE YMCIIO YPOBHEN TAXECTU u cnocob ux onpeaene-
HUA. YPOBHU MOryT BbITb onucatenbHeIMU (HE TpebyeTcs MEaUULMHCKOE BMeLLaTenbCTBO, TpebyeTca MeamunHckoe BMe-
wartenbcTBo, TpebyeTcs rocnvTanmaauusi, BO3MOXEH neTanbHblidi ucxog u 1. A.). OHK Takke MOryT ObiTh BblpaXeHbl
cumeonamm (S1, S2 1 T. 4.), HO B TAKOM Clnyvae Kaxabli CUMBON AOMKEH OblTh YeTKO onpeaeneH. B nio6om cnydae
onpegeneHne ypoBHEN TSKECTW He JOMKHO BKIIOYaTh KAKOW-NMGO arnemeHT BEpOATHOCTU (CM. npumepsl B D.3.4).

MaroToBuTenio Heobxoaumo BeibpaTb M 060CHOBATb YPOBHW TSHKECTU ANsl KOHKPETHOrO MeAUUMHCKOrO U3genus
npu 4YeTKO YCTAHOBMNEHHBIX YCIIOBUSIX €10 NPUMEHEHWS.

D.3.4 Mpumepbl

D.3.4.1 AHanun3 p1cKa Nno Ka4eCTBEeHHbIM MPU3HaKaMm

Ans aHanu3a pvcka no Ka4ecTBEHHbIM MPU3HaKaM MOXHO MCMOSIb30BaTh HECKOMbKO MOAXOoAoB. TUMUYHBIM Nog-
XOO0M SBMSAETCA NpUMeHeHne matpuubl NXM gns onucaHus BEPOSTHOCTM U TSDKECTU pUCKa ONA KaXKOoW OnacHow
cutyauun. OnpegensioT N ypoBHeln BeposiTHOCTM M M ypoBHen TsbkecTu. Kaxabiii anemeHT maTtpuubl npeacrasnset
cob6oli noarpynny nonHoro Habopa BO3MOXHbLIX PUCKOB. ONEMEHTbl MaTpuubl 06pa3oBaHbl NepeceyeHMeM avanasoHa
BO3MOXHbIX BEPOSTHOCTEN W AMana3oHa BO3MOXHOW TSHXKECTM (BO3MOXHBLIX MOCNeACTBUM). [TpOCTbIM NpUMEPOM SBNS-
erca matpuua 3X3, 0OCHOBaHHas Ha onpedenenusix, B3siTbiX 13 Tabnuy D.1 n D.2. NarotoButento cnegyet gaeatk onpe-
JeneHusi B COOTBETCTBUM CO CMeuncUKON KOHKPETHOTO M3Aenusi; onpeaeneHns AomkHbl OblTb HACTOMNBKO TOYHbLIMY,
uTOGbl MOXHO ObINO 06ecneqnTs BOCNPOU3BOAMMOCTb MX MPUMEHEHUS.
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Tabnuuya D.1— YpoBHM TAKECTU NO KAHECTBEHHLIM NPU3HAKaM

OnpeneneHue TsHKECTU Onucanue
3HauuTenbHas CwmepTb, unu ytpaTta yHKUMA OpraHM3Ma, unu U3MEHEeHne aHaTOMUYECKOro CTpoe-
HUs Tena
YMepeHHas O6paTnmas unu HesHaunTemnbHas TpaBMa (NopaxeHue)
MpeHebpexumo manas OT1cyTCTBME TpaBMbl (MOPaXEHUs1) MW OYeHb He3HauMTeNbHas TpaBma (nopaxeHue)

Tab6nwuuya D.2 — YpoBHW BEPOSITHOCTU MO Ka4ECTBEHHbIM NPU3HAKaM

OnpepeneHne BEpoOATHOCTU Onucanue
Beicokas OueHb BEpOATHLIN, YACTO BCTPEYAOWNACA PUCK
CpeaHsis Bo3MOXHbIN, HO HE YacTbif PUCK
Hwu3kasn O6bIMHO HEBO3MOXHbIW, pefKui, OTAANeHHbIW PUCK

Mpu ucnonb3oBaHMM B CTpoKax maTpuubl 0603HaYEeHWUIt BEPOATHOCTKH, a B cTonbuax — 0003HAYEHUIN TSKECTH
MOXHO co3faTb maTpuuy pucka 3 x 3. Pucku, kotoprie onpegenetsl (R4, Ry, Rs, ...), He06x0a1MO 3aHECTM B COOTBETCTBY-
IoWmMe anemMeHTbl MaTpuubl. [onyyYeHHbin pesynetat n3obpaxeH Ha pucyHke D.2.

YpOBHU TSIXECTU
No Ka4yeCTBEHHbIM NPU3HaKam

YPOBHU BEPOSITHOCTU MO MpeHebpexnmo YMepeHHas 3naunTensHas
Ka4eCTBEHHbIM MPU3HAKaMm manas
Beicokas R4 R>
CpeaHss R, Rs, Rg
Hwnakas R3

PucyHok D.2 — lMpumep matpuubl pucka 3X3 no kavyeCTBEHHbIM MPU3HAKam

D.3.4.2 Monykonu4yecTBeHHbIN aHaN13

B gaHHOM nyHKTe npvBedeH npuvmep NOonyKonM4ecTBEeHHOro aHanmaa. Lkana sBnsieTcss nonykonnyecTBEHHON,
TaK KaK 3Ha4eHWsl BePOSITHOCTU onpeaeneHbl HETOYHO, HO M3BECTHO, UTO OHM HAXOASATCH B rpaHMLax KOHKPETHOro guana-
30Ha (T. e. onpegeneH NOpsACK BENUUMHbI). PelleHns NpUHUMaIOT, COOTHOCS 3HAYEHUs1 BEPOSITHOCTU C YPOBHSIMM TShKe-
CTW, @ He C YMCMOBOW WKanow. Ha npakTuke ypoBeHb TSKECTU peako onpedensieTcst KONMYECTBEHHO, T. K. 3TO HEBO3MOMX-
HO MO OTHOLWIEHUIO K TaKUM CODBLITMAM, Kak NeTanbHbIf CXOA, CTOWMKOe HapyLLEeHWE COCTOSIHUA 300POBbSA UMW nopae-
Hue, yrpoxatowee XuU3Hu.

B paHHOM npumepe Menonb3yoT MaTtpuuy pucka 5x5. YpoBHM BEPOATHOCTU U TSKECTU YCTAaHOBIEHbI B Tabnuuax
D.3 n D.4 cooTBETCTBEHHO.

Tab6nuua D.3 — lNaTb ypoBHEN TSHKECTU MO KAYECTBEHHBIM NPpU3HaKam

OnpepeneHue TAXeCTU OnucaHue
KaTacTtpothnueckas BegeT Kk cmepTn naumeHTa
KpuTtnueckas BegeT k CTOMKMM HapyLUEHUsIM COCTOSIHWUSI 300POBbSI UIU K MOPAKEHWSIM, YrpoXato-
MM KU3HU
3HaunTenbHas BeaeT K NopaKeHWsM Unn HapyLweHWAM COCTOSIHUSA 340pOBbsA, TPebylowmm npodec-

CUoHanbHOro MeauUuMHCKOro BMmellatenbciea

HesHaunTtenbHasn BeaeT K BpeMEHHbIM HapyWeHNAM YHKUMI OpraHM3Ma uinm K HapyLweHUsIM COCTOS-
HWA 300POBbLA, He TPebyloWUM NPOMECCUOHANBHOIO MEANLMHCKOTO BMELLATENbCTBa

MpeHebpexumo manas BeipaxaeTtca B Heygao6cTBe Mnm BpemeHHoMm avckomdopTe
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Tabnwuua D.4 — YpoBHU BEPOATHOCTM NMPpW NOMYKONMYECTBEHHOM aHanuse

OnpegeneHue BeposSiITHOCTH MpuMepbl AnanasoHa 3Ha4YeHU BEPOATHOCTH
Yacrasn > 1073
BoamoxHas <103 210"
Anuaoaunyeckas <104 un>10"°
OTpanenHas <10°un>10"%
HesosmoxHas <1076

Onpepenexunsi BEPOATHOCTM MOTYT ObiTb pasHbIMM AN pasHbiX BUAOB Npodykumn. Hanpumep, nsrotoButens mo-
XeT BbIOpaTh oauH Habop onpegeneHuii 4ns PeHTreHOBCKMX annapaToB W ApYro — Ansi CTEPUITbHON ofexabl ogHopa-
30BOro NpUMeHeHusl. B 3aBucnmocTu ot obnactv npumMeHeHust MoryT GbiTb MCNOMb30BaHbl pasHble MokasaTenu BeposT-
HocTh. Lkana BepoOATHOCTU MOXET BKIIOYATh «BEPOSATHOCTb MPUUYMHEHUS Bpeda npy OQHOKPATHOM MPUMEHEHUUNY,
«BEPOATHOCTb NMPUYMHEHMS Bpeda npu NpUMEHeHMn OJHOro U3gdenusy, «BeposTHOCTb MPUUMHEHWsI Bpeda 3a oaAuH Yac
NPYMEHEeHUs n3genusy» u T. a.

PaannualoT HeCKONBKO CTaTUCTUYECKMX (PaKTOPOB, BAXKHbLIX AM1s1 aHanM3a BEPOSITHOCTU NPUYMHEHUS Bpeda. OTu
cTatucTudeckne PakTopbl BKIOYAT NOMUMO NPOYEro OTBEThl HA Cneaylwme BONpochI:

- Kak yacto npumeHsiloT paccmaTpvBaemMoe MeguuuHCKOe msgenuve?

- KakoB cpok XWM3HM MeaMLMHCKOro m3genua?

- KakoB coctas nonynsAumnii nonb3osarenen U naumeHTos?

- Ckonbko nonb3oBatenei/naunmeHToB NogBepranmcb BO3AEUCTBUIO MEAVULIMHCKOIO usgenus?

- Kak gonro v npu kakux obcTosTenbCcTBax nornb3oBaTenu/naymeHTsl NogBeprancb BO3AeNCTBUIO MEANLIMHCKOTO
nagenus?

Pwcku, koTopble onpegeneHsl (Rq, Ry, Rz, ...), 3aHOCAT B COOTBETCTBYIOLME 3rieMeHTbl maTpuubl. [pumep 3anon-
HEeHHON maTpuubl 5X5 npueeaeH Ha pucyHke D.3.

YPOBHVI TSHKECTU No KavyeCTBEHHbIM NPpU3HaKkam

YpOBHU BEPOATHOCTU MNpK Mpene6pe-
HesHnauu- Kputnuec- KaTactpo-
NoONyKoONU4eCTBEHHOM XUMO CepbesHas
TenbHas Kas chuveckasn
aHanuae manas
YacTas
BoamoxHas R, R,
Onnaoandeckas Ry Rs Rg
OTtpaneHHasn
HeBoamoxHas R3

PucyHok D.3 — lMpumep matpuubl pucka nNpy nonykonu4eCcTBEHHOM aHanuse

Momumo matpuy 3xX3 1 5X5 MOXHO NPUMEHATbL Apyrue MaTpuubl, 0OAgHAKO ANA matpuy ¢ 6onee Yem NATbIO
YPOBHAMW MOXET NoTpeboBaThea 3HauUMTENbHO Bonblue gaHHbIX, 4NA Toro YTobbl AaHHbIE YPOBHU CYLWECTBEHHO OTNNYa-
nuce gpyr ot apyra. Heobxogumo gokymeHTaneHO o60CHOBaTH BLIGOP MaTpuu U 3HAYEHUA nokasaTenen Ha BbIXoge.
CnegyeT Takxe y4ecTb, UTO TPEXYPOBHEBbIE MATpULbl He BCEraa ABNSAIOTCA AOCTATOMHO TOYHBIMU ANA NPUHATUA Npa-
BUMBHOMO pelueHns. HecmoTps Ha To, YTO B Ka4ecTBe NPUMepoB NpueegeHsl matpuubl 3xX3 n 5x5, HeT HeobxoguMocTK
BbIGMpaTh MCKMIOUYUTENBHO Mexady HuMKU. Hanpumep, matpuua 4 x5 Taike MoxeT BblTb YMECTHa B AaHHOM crhydae.

D.4 OueHnBaHWe p1cka 1 AONYCTUMOCTb pUCKa

HacTtosiwmi cTaHgapT He ycTaHaBMMBAeT YPOBHU JONYCTUMOCTW pUcka. ITO pelueHne 0CTaeTca 3a U3roTOBUTENEM.
MeTogpl onpegenexHns JONyCTUMOCTM pUCKa BKIMIOYAOT NOMUMO NPOUMNX:

- UCMONb30BaHME NPYMEHUMBIX CTaHAAPTOB, yCTaHaBNUBaoWmx TpeboBaHns, COOTBETCTBME KOTOPbIM yKa3biBaeT
Ha OOCTWXEHUe AONYCTUMOro prcka B OTHOLIEHUM KOHKPETHBIX BUAOB MEAWLMHCKMX U3AEeNUi NN OTAENbHbLIX PUCKOB;

- CpaBHEHWe YPOBHEI pMCKa, OUYEBUAHLIX AMsl Y)Ke NPUMEHSAEMbIX MeAULUMHCKUX U3aenuii;

- OLleHMBaHWe JaHHbIX KINMHUYECKUX UCcreqoBaHuin, 0COBEHHO NpY NOMCKE HOBbLIX TEXHONOMMI UMM HOBLIX Npeayc-
MOTPEHHbIX NPUMEHEHWI, C YHETOM COBPEMEHHOIO YPOBHSI HAaY4HO-TEXHUYECKOTO pasBUTUA U uMetowwelcst nHpopmaumm
Mo HOBbIM TEXHOMOMMAM W NPaKTUYECKOMY MPUMEHEHNIO NOAOBHBIX N3AeNui Ha MOMEHT MPOEeKTUPOBAaHUSI paccMaTpm-
BaeMOro MeauuMHCKOro uagenus.
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TepMUH «COBPEMEHHbI YPOBEHb HAy4YHO-TEXHWYECKOTO Pa3BUTUS» WUCMOMb3YIOT 3[lecb A5 0603HaYeHus Toro,
UTO B HACTOALWUI MOMEHT ABNsieTCs 06Llenpu3HaHHOi Haanexalllei NpakTukoii. Ana onpegeneHnst COOTBETCTBUA KOH-
KPeTHOro MeAWMLMHCKOro M3fefNnsi COBPEMEHHOMY YPOBHIO HayuHO-TEXHMUYECKOTO Pas3BUTUS MOXHO WCMO/Mb30BaTb pas-
Hble MeTofpl:

- CTaHAapTbl, NPUMeHsieMble A1 aHaNOTUYHbIX WX NOA0GHBLIX U3aenuii;

- CBeleHNs1 0 Hauyylem NpPakTMYECKOM MPUMEHEHUN aHANOMMUHbIX WK NOAOGHbLIX M3Aenuii;

- pe3ynbTathl 06LENPU3HAHHBIX HAyUYHbIX UCCNeA0BaHUiA.

CoBpeMeHHbIl ypoBeHb Hay4HO-TEXHWYECKOro PasBUTUA Heobsa3aTeslbHO 03HAYaeT UCMO/b30BaHWe caMoro npo-
TPECCMBHOTO TEXHUYECKOTO pelleHus.

X0opowo M3BECTHO, YTO BOCMPUATME pUCKA YACTO OT/IMYAETCA OT KO/IMYECTBEHHOIO OnpeaesieHust pucka, nosyyeH-
HOrO OMbITHLIM NyTeM. 0 3TOW NPUYMHE NPYU NPUHATUN PeLLEHUs O AOMYCTUMOCTU puUcKa CrefyeT yunTbiBaTb BOCNpUATME
pvcka BO3MOXHO 60/bLIVM YUC/IOM 3aMHTEPECOBaHHbLIX CTOPOH. MpuHUMasi BO BHMMaHMe 06LLECTBEHHOE MHeHue,
6blBaeT HE06X0AMMO YAeNUTb 0C060e BHUMaHWe HEeKOTOpbIM puckam. Mpy 3TOM MHOTAA €AWHCTBEHHO BO3MOXHbLIM
BapMaHTOM MOXET GblTb CMeAyIOLMii: CUMTaTb, YTO MHTEPECHI UAEHTUMULMPOBAHHBIX 3aHTEPeCoBaHHbIX CTOPOH SIB/IS-
I0TCA 06LECTBEHHO 3HAUYUMBIMU 1 YUYTEHbI M3rOTOBUTENEM MPW UCMO/b30BAHUM METOA0B, NpUBEAeHHbIX B D.4.

OfiHMM U3 cNoco60B NPUMEHEHNS] KPUTEPUEB [0MNYCTUMOCTM pUCKa ABNSIETCS AEMOHCTpaLMs Ha npuMepe maTpu-
Ubl AONYCTUMbIX U HEAONYCTUMbIX KOMGUHALMI BEpPOSTHOCTM Bpea U TSHXECTW Bpeaa, Kak nokasaHo Ha pucyHkax D.4 u
D.5. Takoro poga MaTpulbl 06bIYHO (HO He BCeraa) co3fatoT AN KOHKPETHOTO MEeAMLMHCKOTO U3eNnst 1 ero npeaycmMor-
PEHHOTo NPUMEHEHUS.

YPOBHU TAXECTU MO KayeCTBEHHbIM MpPU3HaKam

YpPOBHU BEPOATHOCTU MO MpeHebpexnmo YMepeHHas 3HaunTeNnbHas
KayeCTBEHHbIM MNpuU3HaKam Manas

Bbicokas RN r2

CpefHas r4

Hwuskasa R,

YcnoBHble 0603HAYEHMS:
- Cepblin UBET — HeAonyCTUMbIA puUcK; - Genblii UBET — A0MNYCTUMbIA pUCK

PucyHok D.4 — Tlpumep maTtpuubl OLEHUBAHUA pUcka 3X3 N0 KayeCTBEHHbIM MpuU3Hakam

YPOBHU TSXECTU MO KAaYeCTBEHHbIM MNpu3HaKam

YpOBHN BEPOATHOCTU NpU MpeHebpexu- He3Haun- Kputnuec- KatacTpo-
NoYKONYECTBEHHOM MO manas TenbHas CepbesHas Kas dnyeckas
aHanuse
YacTasn
Bo3moxHas RA r2
anusoanyeckas rd Rs Re
OTpaneHHas
HeBo3mMoXxHas R,

YCnoBHblE 0603HAYEHUS:
- Cepblii UBET — HeAoNyCTUMbIA pUCK; - Gefblii LBET — AOMNYCTUMbIA puUcK

PucyHok D.5 — TMpumep MaTpulbl OLEHUBAHUA PUCKA NPW MNOJYKO/IMYECTBEHHOM aHanu3se

CnepyeT y4yecTb, YTO U3TOTOBUTE/Ib MOXET U Aasiblie nogpasfensatb 06nactb MaTpuLbl, 0603HaYatoLWy A0oNyCTH-
MbIi pUcK (Hanpumep, Ha «He3HauuTenbHblli» U T. 4.), uccnefys ganbHeiwee ymeHblueHue pucka (cMm. D.8.5).

D.5¥YnpaBneHune puckom

D.5.1 AHa/IM3 BO3MOXHOCTEN ynpaB/eHUS] PUCKOM

Pa3nnyaloT Heckosbko NOAXOA0B K YMEHbLUEHUI pUCKa, KOTOPble MOXHO MPUMEHATb NO OTAENbHOCTWM UNn B
KOMOUHaumm apyr ¢ apyrom. CoOTBETCTBEHHO pa3paboTunk/MHXeHep AO/KEH pacCMOTPeTb BO3MOXHOCTM O060CHOBaH-
HOro MpaKTMYecKoro ymeHblleHus pucka(oB) A0 AONYCTUMOro YpoOBHS. [lanee npvBefeH HEMoMHbI nepeveHb o6Lie-
NPU3HaHHbIX CNOCO60B ynpaBfeHUss PUCKOM:
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a) KOHCTPYKUMSA MEAULMHCKOro maaenusi, o6ecnevmnBaiowas ero BHyTPEeHHIoW 6e30nacHoCTb NOCPEACTBOM:

- YCTPaHeHUs1 KOHKPETHOW OnacHOCTW;

- YMeHbLUEeHWs1 BEPOSITHOCTU MPUUMHEHUS] Bpeda unm

- YMEeHbLUEHWS TSKECTU Bpeaa;

b) po6aeneHne cpedcTs 3aWmTHI NOCPEACTBOM:

- NPUMEHEHNs aBTOMaTUYeCKMX NpedoxpaHuTenein Unu kKnanaHoB 6e30nacHoCTy;

- NIPUMEHEHNA BU3yarbHbIX U 3BYKOBbIX CUrHANOB TPEBOIW AN NpeaynpexaeHns onepartopa 06 onacHbIX COCTOS-
HUAX;

¢) obecrneveHne vHpopmaumen nNo 6e3onacHOCTU MOCPeacTBOM:

- pasmelleHns npedynpexgeHuii Ha MapKUpoBKe MEeaVLMHCKOTO U3Aenus;
- orpaHuyeHusi NpumMeHeHust Unu obnacTu NpPUMeHeHUs MEAULIMHCKOTO M3penus;
- obmeHa nHdopmaLmelt 0 HenpPaeMIIbHOM MPUMEHEHUN, BO3MOXHBIX OMacCHOCTSX MIv APYrow nHgopmMauune,

CnocobCTBYIOLLEN YMEHBLLEHUIO PUCKA;

- bonee IMPOKOTO NMPUMEHEHWUA CPEACTB MHAMBMAYAIbHOW 3alUMTbl, HaNpUMEp Nep4aToK WIM OYKOB, MPW
paboTe C TOKCMYHBIMKM UMW ONacHeIMKM MaTepuanamu;

- NpegocTaBneHus MHpopMaumMm 0 Mepax Nno YMeHbLEHUIO Bpeaa;

- 0By4eHns1 onepaTopoB B LEnsX yny4weHusi Ux paboTbl Unu cnocoBHOCTU K 0BHapYKeHNIo OWnBOK;

- ONMCaHWA Hagnexawero TeXHUYeckoro oBCnyXMBaHWA W ero NepuoauYHOCTM, MaKCMMarbHOMO CpoKa
cnyx6bl MEAULMHCKOrO M34enust UNn ero NpaBuMbHOW YyTUMM3aLUnn.

Cnocobbl, onMcaHHbIe B NepeyncrnenHnsx a) — ), NpMBeAeHsl B nopsiake yGsiBaHust UX obLienpuaHaHHOW peayrib-
TaTVBHOCTW B YMEHbLUEHUM PUCKOB. PaspaboTunkam/vHxeHepam crnefyeT yYUThIBaTh 3TW (DakTopbl, NMpexae 4em npu-
HSITb pelueHWe O NPUMEHEHUN KOHKPETHOW KOMOMHaLUM Mep Mo YNpaBrieHWIo PUCKOM.

D.5.2 KomnoHeHTbI M n3genuns, cnpoekTUpoBaHHble 6e3 yvyeTa Tpe6oBaHMM HACTOSALLEro cTaHaapTa

M3BecTHO, YTO M3rOTOBUTENb He BCerga MMeeT BO3MOXHOCTb CrnedoBaTh BCEM Mpoueccam, YCTaHOBMEHHbIM B
HacTosAWEM CTaHA4apTe AN KaxAoro KOMMOHEHTa paccMaTpyBaemMoro MeauUMHCKOro U3AENUsl, @ UMEHHO Arsl COCTaB-
HbIX YacTen JaHHOro M3genusl, HeMeaULMHCKUX MNOACUCTEM, a Takke Ans MeAWUMHCKMX W3Aenui, koTopble Bbinu cnpo-
©eKTUpOoBaHbl 40 onybnMKOBaHMA HaCTOSILWLEro cTaHaapTa. B aTom cnyyae usrotoButento cneagyet obpatmtb 0ocoboe BHK-
MaHvue Ha HeobXxoaMMOCTb AOMONHUTENBHBIX Mep MO YNPaBNEeHUIO PUCKOM.

D.5.3 Mpumepbl ynpaBneHus pUuckom

B tabnuue D.5 npeactaeneHsl HEKOTOPbIE LUMPOKO MPUMEHsIEMble Mepbl MO YNPaBMNeHWo puckoM. PeweHne o
NPUMEHEHUN OQHOWM M3 AaHHbIX Mep 3aBUCMT OT cneuuduky nNpoaykra (MeaMUMHCKOrO U3AEnusl) u npouecca.

Tab6nwuua D.5— HekoTopble Mepbl NO yNpaBrneHuio pUCKOM

Mpogaykt/ MeguuuH- Onac- BesonacHocTb, 3auwuTtHan Wndopmauua no
npouecc cKkoe HOCTb 3anoxeHHas Mepal/cpencTso 6esonacHocTn
nanenue B KOHCTPYKLUU

Meau- KaTteTtep buonoru- CamopaspyweHnue YeTkaa vHagvkauums MpepoctepexeHne
LUMHCKOE n3- yeckoe (ne- | nocrne npumMeHeHusi nocne NepBoro nNpume- | NPOTUB  HEraTUBHbLIX
Jenvie ogHo- pekpecTHoe) HEeHUs nocrnegcTtBur NOBTOP-
KpaHoro 3apaxeHue HOro MpPUMEHEHUA
npvMmeHe-
HUA

AKTVBHbIV Boautens OnekTpu- [MpumeHeHune He- MpumeHeHne gnd- MpeaynpexgeHne o
UMnnaHTaTt | putma Yeckue nons | anekTpu4eckmx NpuBo- | hepeHuranbHbIX YCU- | HacTO BO3HUKAIKLLNX

OOB U 3MeMeHTOB yn- | nuTener u AOMOMNHU- | OMACHbBIX CUTYaUMAX
paBneHus TenbHbIX  OUNBTPYIO-
LLMX anropuTMoB

MeavumH-| AHanusa- Henpa- [MpumeHeHne npoc- MpumeHeHue npo- WHdopmupoBaHue
ckoe un3ge-| Top KpOBM BUIbHBIN pe- | nexvBaembiX kanubpa- | cnexusaembix  ane- | notpebuteneii o Hego-
nve gnsa gu- synesrart TOpOB MEHTOB yNpaBrieHna nycTUMOM  OTKITOHEe-
arHoCTuk1 BCneacTeve HUW OT 330aHHbIX 3Ha-
in vitro meTogudec- yeHum

KX norpeL-
HoCTewn
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Mpoaykt/ Meouumn- Onac- BesonacHocTh, 3awuTHan WHbopmauumsa no
npouecc ckoe HOCTb 3anoXxeHHas Mepa/cpecTBO BesonacHocTH
nagenve B KOHCTPYKUWU
Mporpam-| MeHegx- HeeepHble MporpammHoe obGec- MpumMeHeHUe KOHT- MosiBneHne Ha 3k-
MHOe o0ec-| MEHT [JaH- | AaHHble neyeHne ¢ BbICOKMM | POMNBHOIO CYMMWPOBa- | paHe npegynpexge-
neyeHuve HbIX nNauu- YPOBHEM MWHTErpauum HUSA HUIA Ans nonb3oBa-
€HTOB Tens
Crepunu- WHeTpy- Breicokas MpumeHeHne maTte- MoHuTopuWHr 1 peru- WHcTpykumm no yna-
3auusa na-| MeHT ans Temneparty-| pvanoBs, YCTOMYMBBIX K | CTpaunsa OaBNEHUA U | KOBBIBAHUIO U 3arpys-
pom 6uoncum, pa (pe3ynb-| BbICOKMM TemnepaTty- | TemnepaTypbl Ke
xupypruyec- | Tat— crape-| pam
KVe Wunupl | HUe maTtepu-
ana)

D.5.4 Mpouecc N3roToBneHUs v ynpasrneHne puckom

HeHa,qnex(au.l,ee yrnpaeneHne npoueccom M3rotoBrneHna MOXXeT NOoCTaBUTb Nog yrposy 6e30nacHoOCTb MeaunumnHe-
KOro n3genusa BcneactBue:

- Hann4nsa oTxogoB Npon3BoacTBa UM HexXenaTternbHbIX 3arpAa3HAlWNX YacTull;

- BOS,D,GVICTBVIH Ha CyWeCTBEHHbIE d)msmquKme 1N XMMUWYEeCKne CBONCTBA Marepuana, Takme Kak nokpbITne nopBepx-
HOCTU, NPOYHOCTb Ha pPaspbiB, COMPOTUBIAEMOCTb CTAPEHUIO, OOHOPOAHOCTL U T. A.;

- NpeBbIWEeHNA KPUTUYHBLIX O0MNYCTUMbIX OTKITOHEHUN 1Inn

- HapyweHua UenoCTHOCTU NasdAHbIX, KneeBbliX Unu gpyrmnx COG,D,VIHGHVIVI KOMMOHEHTOB U3agenus.

D,J'Iﬂ ynpaeneHnsa gaHHbIMU PUCKaMWN BaXXHO VI,D,eHTVId)VILI,VIDOBaTb 3NeMeHTbl npouecca U3rotoBrieHus.

YnpaBrneHwe HeEKOTOpbIMU puckamu Hanbornee pe3ynsTaTMBHO NpU TWaTtensHOM cobniogeHun npouecca narotTos-
NeHnst C NOMOLLBIO TaKMX METOAOB, KakK, Hanpumep, aHanu3 OMacHOCTENW B KPMTUYECKUX KOHTPOnbHbIX Toukax (Hazard
Analysis on Critical Control Points — HACCP) [cMm. G.6 (npunoxeHue G)).

D.5.5 CtaHpapTbl M ynpaBneHne puckom

[MpumeHAs COOTBETCTBYIOWME CTAHAAPTHI, U3rOTOBUTENb MOXET YNPOCTUTL 3aAadvy aHanmu3a OCTaToHMHOIO puUcka,
ogHaKo crnepyeT NOAYEpKHYTb, UTO 06MacTn NPUMEHEHWA UCMONb3YEMbIX CTaHOAPTOB HE MOTYT OXBaTWUTL BCE PUCKM,
CBSI3aHHbIE C PaCCMATPUBAEMbIM MEAULMHCKUM M3AEeNuem.

MHorve crangapTel paccmaTpuBaloT 6€30NacHOCTb, 3anoKEHHYIO B KOHCTPYKUWMM U3Oenus, 3alnTHeIE Mepbl/cpes-
CTBa 1 uHchopmaumio nNo 6eszonacHoCTV AnA MeAUUMHCKMX n3genuin. B cootBeTCcTBYIOWMX CTaHAapTax no 6esonacHocTu
MOryT ObITb PACCMOTPEHBI HEKOTOPbLIE NN BCE PUCKW, NPUMEHUMbIE B OTHOLWIEHUWU KOHKPETHOTO MeAUUMHCKOTO usje-
nus. Cuntaercs, YTo B OTCYTCTBUE OBBEKTUBHBIX A0Ka3aTensCcTB 06paTHOro achdekra BbinonHeHne Tpe6oBaHWn COOTBET-
CTBYIOLWMX CTAHAAPTOB NPUBOAUT K YMEHBLUEHNIO KOHKPETHBIX PUCKOB 40 AONYCTUMOIO YPOBHS, OAHAKO OTBETCTBEHHOCTb
3a AOCTOBEPHOCTb TAKOW aprymeHTauum Anst KOHKPETHOTO MEAULIMHCKOrO M3AENUA HEeCeT M3roTOBUTESb.

D.6 AHann3 cooTHOLWeHnA puck/nonb3a

D.6.1 O6wune nonoxeHunn

Hacroswwin ctangapt He TpebyeT aHanusa COOTHOWEHUS pUCK/Nonb3a AnNsA Kaxgoro pucka. AHanuM3 CooTHoLe-
HUA puck/nonb3a NpuUMeHsieTcst sl 060CHOBaHUA OCTATOUHOIO pyUcKa MNOCNEe BbINOMHEHNSA BCEX NMPAKTUHMECKU OCyLle-
CTBMMbIX MEP NO YMEHbLUEHMIO pucka. Ecnn nocne BLINONHEHWS JaHHBIX MEP PUCK BCE eLe CYMTAeTCa HeaoNnyCTUMBIM,
TO HeoOX0AMM aHanNU3 COOTHOLLEHUsI PUCK/MONb3a, AN TOro YTo6bI YCTAHOBUTL, AEUCTBUTENBHO NY NONb3a OT NPUMEHE-
HUSA MEQUUMHCKOTO U3AENUs MPeBbLIAaeT NPUHUHAEMBIN UM Bpea.

Kak npaBuno, ecnu Bcex NpakTtuieckn OCyLeCcTBUMBIX MEp M0 YNPaBneHUo pUCKOM HEAOCTATOHHO ANs YAOBINETBO-
PEHUA YCTAHOBNEHHBIX B MNaHe MeHeKMeHTa pUcka KpuTepueB AonycTUMOCTH pUcCka, TO paspaboTka usgenust 4oImkHa
6biTb NpekpaweHa. OQHAKO B HEKOTOPLIX CIyHasX gaxe 3HauuTerbHble PUCKU MOryT ObiTb ONpaBgaHbl, €Crv OHU MEHb-
Wwe OXuaaeMon NMonb3bl OT NMPUMEHEHUS MEAUUMHCKOro magenusi. Hactoawmi crangapt npegoctaBnsaeT MaroToBUTe-
NAM BO3MOXHOCTb MPOBECTU aHanmM3 COOTHOLWEHUS PUCK/MOnb3a, Anst Toro 4Tobbl onpegenuTte, ABNAETCA MU OCTaTOY-
HbIN PUCK AONYCTUMBIM C YUETOM UMEIOLLEICA NOMb3bl OT NPUMEHEHNUSI MEAULIMHCKOrO M3Aenus.

PeweHne OTHOCUTENBHO COOTHOLLEHUS PUCK/MONb3a NPUHUMALOT MAaBHBIM O06PA30M Ha OCHOBAHUM 3KCMEPTU3LI,
NPOBOAVMMON ONBLITHBIMU M KOMMETEHTHBIMM CneumManucTamn. BaxHbim coobpaxkeHnem B nonb3y AonycTMMOCTM OCTa-
TOHHOTO pUCKa ABMSETCS BO3MOXHOCTb JAOCTWMXKEHUS OXUAAEMON KIMHUYECKON 3PDEKTUBHOCTU C NOMOLLBIO arnbTepHa-
TUBHBIX NPOEKTHBIX PELIEHUA UM BO3MOXHbLIX METOZOB JEYEHUs!, UCKIMIOHAIOWNX KOHKPETHBIN OCTaTOYHbIN PUCK UNK
YMEHbBLUAIOWMX COBOKYNMHbINA OCTaTO4HBIN puck. Mpu paccmoTpeHnn oxuagaemon nonb3asbl (cm. D.8.4) cneayeT yunTbiBaTth
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NPaKTUYECKYI0 OCYLLECTBMMOCTb AarnbHEeNnlero yMeHbWweHns pucka. B HactoAwem crangapte onucaHo, Kak MOXHO
naeHTMULMPOBATL PUCKK, ANA TOrO YTO6LI NONy4YNTL AOCTOBEPHOE KONMYECTBEHHOE onpeaeneHune pucka. K coxane-
HUIO, HE CYLEeCTBYeT CTaHOAPTU30BAHHOIO METOAa KONMUYECTBEHHOTO onpedeneHnst OXngaemon Nonb3bl OT NPUMEHe-
HUS1 MEAWULIMHCKOTO M3aenusi.

D.6.2 OnpeaneneHne Nonb3bl

Monb3a OT NPUMEHEHN MEOULIMHCKOrO U30ENUA 3aBUCUT OT OXMAAEMON BEPOATHOCTU U CTENEHU YNyYWeHns
300poBbs NauueHTa. Nonb3y MOXHO onpeaenuTb, 3HaN:

- npegnonaraemoe (PyHKUMOHUPOBAHUE MEAUUMHCKOTO M3AeNusa NpU ero KINHUYECKOM NPUMEHEHWM;

- peAnonaraemyio KIMHU4Yeckyto 3peKTMBHOCTL NPY BhIlWEYKa3aHHOM DYHKLUMOHUPOBAHUM;

- (hakTOpbI, OTHOCALMECH K PUCKAM U NONb3e NPU UCMONBL3OBaHUW APYrMX cnocoboB neveHus.

HocToBepHOCTb onpeaeneHns nonb3bl CyWECTBEHHO 3aBUCUT OT TOYHOTO 3HAHWUSA BblleNepevncneHHbIX hakro-
POB 1 BKIMIOYAET NPU3HAHME CYLLECTBOBAHUA CNeaylowmx BO3MOXHBIX NOcNneacTeui n (hakTtopos, KOTopelie Heobxoaumo
YUYUTBIBATH:

- CMOXHOCTN CPaBHEHMSA Pa3HbIX NO XapakTepy NocneacTeui (Hanpumep, YTo xyxe: 60nb unu noteps NOABUXHO-
ctn?). Pa3Hble nocnepcTBust MOryT 6biTb 06ycnoBneHbl pasHbiMy NOGOYHBIMK 3dbdekTamMmn Npu peeHn OQHON 1 TOW Xe
npo6nemeil;

- TPYAHOCTU yyeTa HecTabunbHbIX pe3ynbTaTo, KOTOPLIE MOMYT BO3HWKATL Kak B NEPUOA BbI34OPOBNEHUSI NaLUeH-
Ta, TaK W Npy ANUTENbHOM BO3OENCTBUM HA HEro.

M3-3a TpyaHOCTEN, BO3HMKAIOWMX BBMAY OTCYTCTBUA TOYMHOIO Noaxoaa, B 60nNbWMHCTBE CnyvaeB Heo6xoaumo nc-
nonb30BaTh YNpoLleHHble gonywenus. Moatomy vacTto 6eiBaeT uenecoobpasHo cocpeaoToumnTebCa Ha Hanbonee Bepo-
SITHBIX NOCNEACTBUSIX KAXKAOIO BapMaHTa — Kak camblX 6naronpuaTHbIX, Tak U CaMbiX HEBNAronpuATHBIX.

Onpepenenne KNMHUYECKON NOMb3bl MOXET 3aMETHO OTNMYATBLCA HA PasHbIX CTaAUAX NPOEKTUPOBAHUS Meau-
umHckoro nagenus. MNpu HanuuMm HapgexXHbIX KNUHUYECKMX AaHHBIX, AEMOHCTPUPYIOWMX Hagnexalwme (OyHKLMOHUPOBa-
HUE 1 KITMHUYECKYIO 3(PDEKTUBHOCTE MEANLIMHCKOTO U3AENUS, MOXHO AOCTOBEPHO ONpeaenuTb KNMWHUYECKYHO Nornb3y OT
NPUMEHEHUs1 AAHHOIO n3genus. Ecnu KMMHWYeCcknx AaHHbIX HEQOCTATOMHO WIM UX KAYeCTBO He BHYWAET [OBEepusl, TO
KMVHUYECKYIO NOMb3y ONPeAensioT ¢ MEHbLIEN AOCTOBEPHOCTBHIO HA OCHOBE NIOOGON AOCTYMHOW COOTBETCTBYIOLLEN WH-
copmauumn. Hanpumep, nHorga HeobxogumMo onpeaennTb OXUAAEMYIO CTENEHb YNYULWEHUA COCTOSAHWUA 340POBbs Naum-
€HTa Ha PaHHMX CTaAusX Npouecca NPOEKTUPOBAHUA MeAULUMHCKOro nagenusa. OgHako B OTCYTCTBUE AOCTOBEPHbIX KIU-
HUYECKMX OaHHbIX BEPOATHOCTL AOCTWKEHWUA npeanonaraemoro PyHKUMOHMPOBAHUA U OXUOAEMOW KIMHUYECKOW adh-
(HEKTVBHOCTU MEANLMHCKOrO n3genus criegyert NPorHo3MpoBaTh UCX04A U3 Mep No obecneveHnio KavecTea, a Takke Ha
OCHOBe cBeAeHul 0 OYHKUMOHMPOBAHUN MEAMLIMHCKOrO uaaenwus in vivo vnm in vitro.

Mpu HaNU4YUKM 3HAYUTENBHBIX PUCKOB U BLICOKOW CTENEHN HEAOCTOBEPHOCTU B ONpPeAesieHMN KITMHUYECKOW Nosb3bl
HeobXoauMO kak MoXHO GbicTpee BepucuUMpoBaTh npeanonaraeMoe hyHKUMOHUPOBAHUE UIMKU KITMHWUYECKYIO 3thdek-
TUBHOCTb MEANLMHCKOrO M3AENUs C NOMOLLbIO UCCIEeA0BaHWI HA MOAENW UIN KITMHUYECKUX UCTIbITAHWIA. 3TO BaXHO ANs
NoaTBEPXKAEHMS TOro, UTO COOTHOLLIEHWE PUCK/NONb3a COOTBETCTBYET OXMOAEMOMY pe3yrnbraTy, a Takke Ans npegoTepa-
LEHWA HEeXenatenbHOro BO3OenCTBMS CYLLECTBEHHOTO OCTaTOYHOIO pucka Ha nauweHToB. B [15] n [16] ycTaHoBneHb!
npoueaypbl OpraHu3aumMm 1 NpoBeAeHNs KNMHUYECKMX UCTILITAHWA MEAULMHCKUX W3AErnuii.

D.6.3 Kpntepnn oueHnBaHusA cOOTHOLWEHUA puck/nonb3a

Jlnua, npoBogswye oLeHKy COOTHOLWEHUS] PUCK/MONb3a, HECYT OTBETCTBEHHOCTb 3a MOHMMAaHWUE U YYeT TEXHUYEC-
KWX, MEOULMHCKMX, PErynmpylowmnx, 3KOHOMWYECKNX, COLMAnbHbIX U MONIMTUYECKMX COCTABIAIOLMX NMPUHUMAEMbIX UMK
peLweHuii No MeHeMKMEHTY prcka. K TAaKMM pelleHnsiIM MOXHO OTHECTU MHTEpNpeTaumMio OcHOBoronaralowmx Tpebosa-
HWUW, YCTAHOBMEHHbLIX B COOTBETCTBYIOLLUX HOPMATUBHbBIX JOKYMEHTAX UM CTaHAapTax U NPMMEHNUMbIX K paccmaTpuBae-
MOV MpogyKuuu B npeanonaraeMbix YCroBUAX NpuMeHeHusl. [TocKkonbKy JaHHbIA BU aHanuM3a CUIbHO 3aBUCUT OT cre-
LUMMKM NMPOAYKUMKM, TO AarnbHenwne pykoBoasiume ykasaHusi obLero CBomcTBa HeBO3MOXHbI. BmecTe ¢ Tem Tpebosa-
Hus 6e30nacHOCTW, YCTAHOBMEHHbIE B CTaHZApTax Ha KOHKPETHbIE M3dernnst unu ctaHgapTax, obnacTblo NPUMEHeHus!
KOTOPbIX ABIAOTCH KOHKPETHbLIE PUCKU, MOXHO CHMTaTb COBMECTUMbBIMMK C AOMYCTUMbIM YPOBHEM pUCKa, OCODEHHO ecrnu
NPUMEHEeHNEe JaHHbIX CTaHAAPTOB CaHKLMOHUPOBAHO ASNCTBYIOLLMMU PErynupyowmmm opraHamm. Heo6xoaumo nomMmHuThb,
YTO ANA BepudMKaLMKN JOMYCTUMOCTU COOTHOLIEHUS] MeXay MeAVWLMHCKOW MOoNb30W W OCTaTOYHbIM PUCKOM MOXET ro-
TpeboBaTbCsl MPoBeAeHUE KIMHUYECKUX UCTBITAHUA B COOTBETCTBUM C IOPUAMYECKM MPU3HAHHONW Npoueaypon.

D.6.4 ConocTaBneHune p1ucka v Nnonb3bl

MNpsimoe conocTaBneHne pucka u Nonb3bl BO3MOXHO TOMBKO MPW MCNONb30BaHUM e4MHON WKansl. B aTom cnyyae
PUCK 1 MONb3Yy MOXHO COMOCTaBIATH NOCPEACTBOM MX KONMYECTBEHHOrO onpeaenenus. Mpu HENPSIMOM COMOCTaBMEHNUI
pucKa 1 Nonb3bl eAuHasl WKana HenprvMeHWMa, U JaHHble NokasaTenu onpeaensitoT Mo KAaYecTBeHHbIM NpusHakam. B
oBoux cnydasx npu cpaBHEHWM pyUcka U NOMb3bl cleayeT:

- U3yunTb NUTepaTypHble UCTOYHWKM O BO3MOXHbIX OMACHOCTAX AMA paccMaTpuBaeMoro knacca npoaykuun ¢
TOYKU 3pEHUsI COOTHOLLIEHUSI PUCK/MONb3a;

- paccMoTpeTb MeOULMHCKME U3ENUsi ¢ BbICOKON CTENeHbIO MOTEHUMANBHOMO pucka NpYMeHEHWUs/BbICOKOW KIu-
HUYeCKoW 3hHEeKTUBHOCTBIO, OObIMHO OCHOBaHHbIE HA UCMONB30OBAHUK NyYlUeln TexHonorvu, obecnevmBaloLen Makcy-
ManbHY0 MeAMLUMHCKYIO MOMb3y, HO He YCTPaHAIWEeN NONHOCTBIO PUCK TPaBMbl UK nopaxeHus. Mostomy ans gocTo-
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BEPHOro aHanusa COOTHOLIEHUs1 puck/nonb3a HeobxoaNMO NOHMMAaHWE UCNONb3YEMON TEXHOMOTMU U 0COBEHHOCTEN ee
NPUMEHEHUs1 B MEOULIMHCKOW MpakTuke. [N conocTaBneHnsl pucka U nonb3bl MOTyT 6biTb NCNONb30BaHbl BLIPAXKEHUS,
NPUMeHsIeMble B aHaNOIM4YHbIX Cy4asix Ans Apyron BbiNyweHHON B obpalwieHne npoaykumm;

- Ans Banuaaumm TOoro, YTo MeAULIMHCKOe U3aenue yaoBNeTBOPAET KpUTEPUAM 4ONYCTUMOCTH COOTHOLLIEHUS pUck/
nonb3a, 4acTo HeoBXoAUMO NPOBECTU KIIMHUYECKWE UCNbITaHWA. KnuHuyeckne ncnbiTaHua NO3BOMSIOT KONUYECTBEHHO
onpefenuTb OXMAAEMYIO NMOMb3y U PUCKM OT MPUMEHEHUS MeOULIMHCKOro usgenus. B xode KNMHWYECKUX WUCMbITaHWUMA
MOXHO YCTaHOBUTb AONYCTUMOCTb COOTHOLLEHUsI PpUCK/NONb3a Arsl NauneHToB, Nonb3oBaTenen u MeauuMHCKMX pabot-
HWKOB;

- B OTHOLIEHUN MEOULMHCKMX M3OEeNnni BbICOKOrO PUCKa NPUMEHEHUA/BLICOKOW KNMHUYECKOW 3¢hdeKTUBHOCTH
cneayeT UCMONb30BaTb MapPKUPOBKY, NPEAOCTaBNSIOWY0 COOTBETCTBYIOWMM NONb30BATENAM, T. €. NAUWeHTaM UMn Mme-
AvumMHCKMM paboTHUKaM, nHdopmaumio, Heobxoaumyto A4na NPUHATUA UMW PELUEHWIA B OTHOLWEHUU COOTHOLLEHUS puck/
nomnb3a A0 NPUMEHEHUs1 AaHHbIX U3genun;

- KaK NpaBuro, MeavuUMHCKUE u3genusi BbICOKOro pucka NpUMEHEHUS/BbICOKOW KIIMHUYECKOW 3¢hheKTUBHOCTH
BOIMKHbI YAOBMNETBOPSITh AOMOMHUTENBHLIM perynupytowmum TpeboBaHnsam o BeeaeHus ux B obpalieHve.

o Bbinycka HOBbIX UM YCOBEPLUEHCTBOBAHHbIX MEAULIMHCKUX U3aenui, Tpebylowmx NpoBeaeHns aHanusa coot-
HOLIEHWA PUCK/MONBb3a, N3rOTOBUTENb AOIKEH CYMMUPOBATL [OCTYNHYI0O MHDOPMaUMIO, OTHOCALLYIOCA K onpeaerneHnto
COOTHOLLEHWA pUCK/NONb3a, U AOKYMEHTUPOBAaTh CBOM 3aKMOHYEHUs NO NOBOAY AAHHOIO COOTHOWeEHUs (C 06ocHOBaHMEM
npu Heob6xogumocTun). PykoBogsiwme ykazaHusi B OTHOWEHUM aHanm3a nutepaTtypHbIX UCTOHHUKOB, coAepXalymx Heobxo-
OVMbIe KIIMHWYECKME AaHHble, MOXHO HaWTK B npunoxexnun A, [15].

D.6.5 NMpumephbI pelueHni C y4eTOM COOTHOLWEHUA puck/nonb3a

Mpumepsl

1 HenpaeunbHoe pa3meujeHue HelimpanbHo20 351ekmpoda npubopa 05151 8bICOKOYacMOMHOU Xupypauu Ha
mesie nayueHma Moxem npusecmu K oxozay. CobnodeHue mpeboearuii coomeemcmeyroujezo cmaHdapma Ha
u3denue ceoduImM K MUHUMYMY, HO HE UCKITIOHaem eeposiMHOCMbL 0)X0208. TeM He MeHee, 110/1b3a OM NPUMEeHeHUs
makozo npubopa 07151 8LICOKO4YacCMOMHOU XUPYpauU 8 CPagHEeHUU ¢ Opy2uMU XUpypau4eckumMu Memodamu npeebi-
waem ocmamoyHbIl PUCK OM 0)K0208.

2 N3gecmHO, YMoO MPUMEHEHUE PEHM2eHO8CKO020 U3NTyveHuUs NpuvduHaem eped nayueHmam, HO KIuHuYec-
Kas1 aghpekmugHocmMb cmaHdapmHoU yugpoeol peHmaeHozpaguu noymu ecezda onpaedbisaem ee NPUMeEHe-
Hue. O0HakKo HexXenamenbHoe go3delicmaue U3JTyvYeHUsT Ha NayueHmose Hesb3s uzHopuposams. Cyujecmeyrom
cmaHdapmbl, cob61rodeHue mpebosaHuli KOMOPbIX NOMO2aenm ceecmu K MUHUMYMY HexXernamesibHoe 8030eli-
cmeue u3sy4eHusi Ha NayueHmos U NMNpuHsimb peweHue no Nogody COOMHOWeHUs! puck/nons3a. Ecniu paccmampu-
8aemcsi 803MOXHOCMb HOB020 MPUMEHEHUST UOHU3UPYIOWEe20 U3jTy4YeHus O71s1 NofyYeHust dua2HOCIMUYeCKUX U306-
PaxeHull, a umeroujuecsi cmaHdapmbl HENPUMEHUMbI, MO U32omosumertio csiedyem eepughuyuposams mom ghakm,
Ymo pes3ynbmambl aHaslu3a COOMHOWEHUST PUCK/NONb3a, KaK MUHUMYM, MakK xe 6/1a2onpusimHbl, KaK o5 ab-
mepHamueHbix uszfenuil u anbmMepHamMueHbIX Memoadoe sie4yeHus.

3 Hexomopbie KOMNOHEHMbI KOXJIeapHO20 UMMJIaHmMama, Harnpumep UMNJIaHMUPO8aHHbIU CMUMYIsSImop
npueMmHuka ¢ Mampuuell anekmpodoe, mpydHO 3aMeHUMb nocJs1e ux ummniaHmayuu. OHU GO/MKHBI OcmagambsCs
UMNIIaHMUPOBaHHbLIMU Ha MPOMSIXeHUU ecell XXU3HU nayueHma, u om Hux mpebyemcs HadexxHoe (PYHKUUOHUPO-
8aHue 8 meYyeHuUe MHo2ux jiem u 8axe 8ecamusiemut, 4mMo ocob6eHHO 8aXHO OJ151 MOJ100020 Yes108€Ka Usu pebeH-
Ka. MoXxxHO npoeodumb yCKOPEHHbIE UCTbIMaHUsI HaGeXHOCcmMU OaHHbLIX KOMITOHEHMO8 OJ151 KOHKPEMHbIX MeXaHU3-
moe omka3sa. OOHako Heuesrecoobpa3Ho nposodume 8anudayuro Ha8eXXHOCMU KOMITOHEHNMO08, KOMOopPbIe GO/IKHbI
¢hyHKYUOHUPOBamMb Ha npomsixeHuu 0ecamunemutl. [Toamomy co8oKynHbIl 0cMamoYHbIl PUCK, 8KJTFOYasT PUCK
omxka3sa u3denusi, cpagHUBarom ¢ MPUHOCUMOU UM NOJb30U, M. €. TOMeHUyUanbLHOU 803MOXHOCMLIO YITyYWEHUS
cnyxa. CogoKynHbilli ocmamoyHbili puck 6ydem 3agucemb OM KOJIUYECMBEHHO20 onpedenieHust HadexHocmu
KOMMOHeHmMos u docmoeepHocmu onpedesieHus1 HaBeXXHOCMU MexX KOMIIOHeHMOo8, Komopble He Mo2ym 6bimb
eanudupoeaHbl. B HekomopbIx ciy4asix ocmamoyHbil puck 6ydem 6onbwie nonb3bl, 8 Opya2ux ciayvasix nonb3a
6ydem 6os1bUIe OCMamMOYHO20 PUCKaA.

D.7 OueHnBaHMe COBOKYMNHOIO OCTAaTOMHOIO pPUCKa

D.7.1 O6wme nonoxeHnsa

OueHVBaHVe COBOKYMHOIO OCTaTOMHOIO pMCcKa 03Ha4aeT, YTO OCTaTOYHbIA PUCK paccMaTpuBaloT BO BCEM €10 MHO-
roobpasun. arotoButenb JOMxeH pewnTb, Kak OLeHWBaTb UMEIOLWMIACA OCTATOYHbIA PUCK C YHETOM KPUTEPUEB AOMYyC-
TUMOCTW.

OueHVBaHVe COBOKYMHOIO OCTATOYHOIO puUcKa AOMXHbI MPOBOAWTL Nuua, obrnagalowme HeoBX0AUMbIMU 3HAHUS-
MW, OMbITOM W MOMHOMOYMAMM ANA BbINOMHEHUS] TakUX 3agad. YacTo xenatenbHO NPUBNEKaTb Y3KUX CNeunanucToB,
UMEILWYMX 3HAHWS U ONbIT PaboThl C KOHKPETHBIM MeaAUUMHCKUM u3genuem (cm. 3.3).

He cyliecTByeT npeanoYTUTENnbHOrO MeToAa OLEHMBaHUS] COBOKYMHOTO OCTATOYMHOIO pUCKa, U U3rOTOBUTENb HECET
OTBETCTBEHHOCTb 32 BbIOOP COOTBETCTBYIOWErO MeTOAA. B HacTosiLemM NpUnoXeHUn onncaHbl HEKOTOPblE BO3MOXHbIE
MeToAbl U AaHbl peKOMeHZgaumMmn no ux BuiGopy.
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D.7.2 AHanus gepeBa coObITUIA

OnpepgeneHHas nocnegoBaTenbHOCTb COBBLITUI MOXET NPUBECTW K BO3HUKHOBEHMIO HECKONMBKUX OTIIMYHBIX APYT
OT Apyra pUCKOB, KaXX[bli N3 KOTOpbIX ByAeT YacTblo COBOKYNHOIO OCTATO4HOro pucka. Hanpumep, noeropHoe npumene-
HUE U3genust OQHOKPAaTHOIO NPUMEHEHUSI MOXET MPUBECTU K 3apaXKEHMIO NAaLUEHTA, BbAENEHNIO TOKCUYHBIX BELWECTB U
6uonorMyecku HEeCOBMECTUMBIX OCTATKOB [Ae3WHMUUMPYIOWUX BELWECTB, MEXaHWYEeCKOMY OTKa3y M3-3a CTapeHust
mMaTepuanoB. [lepeBo cobbITUI MOXET cTaTb NoAXOAAWMM MEeTOA0M aHanmaa nepeyvncrieHHbix puckoB. [ns onpeaene-
HUS1 JOMYCTUMOCTU COBOKYMHOMO OCTATOYHOIO pyUcka Heo6XxoaumMo paccMOTpeTb OTAENbHbIE OCTATOYHbIE PUCKU B COBO-
KYMHOCTM.

D.7.3 AHanu3 npoTUBOpPEYNBLIX TPpeOOBaHNN

Mepbl Mo ynpaBneHnio OTAENbHLIMU PUCKaMM MOTYT MOpoxaaTh KoHMNuKTylowme (NnpoTueBopeymesie) Tpebosa-
Hus. Hanpumep, npeaynpexaeHne MmeguumMHCKoMy paboTHMKY B OTHOLLIEHUM NAaUMeHTa, Haxoasawerocs B 6eccosHaTens-
HOM COCTOSIHUM, BO U3bexaHne pucka najeHusi 4aHHOIO nauveHTa ¢ kyweTtku «Hukorga He ocTaensiite 6e3 npucmotpa
nauueHTa, Haxogsiwerocs B 6ecco3HaTenbHOM COCTOSIHUMY» MOXKET NMPOTUBOPEUNTh NpeaynpexaeHnto «Haxoguteck Ha
npeaycMOTPEHHOM PacCTOAHMKN OT NaUMEHTa, NOABEPIaloLErocs BO3AENCTBUIO PEHTTEHOBCKOTO M3MyYeHnsa», npeaHas-
HaYeHHOMY Arisl 3aWMThLl ONepaTopa OT BO3AENCTBUS PEHTIEHOBCKOIO U3ITy4YeHUs.

D.7.4 Avanu3 gepeBa HencnpaBHOCTEN

MNpvynHeHne Bpeaa NauMeHTy UNu Monb3oBaTento MOXeT CTaTb CNeAcTBMEM OMACHBLIX CUTyauui (CM. NpUnoxe-
Hve E). B Takmx cny4asix BeposiTHOCTb NPUUMHEHUsT Bpeda, NPUMEHsAEMas Ansi onpeaeneHns COBOKYNHOTO OCTAaTOUHOrO
pvcka, oCcHOBaHa Ha kOMOBMHaUMKM OTAenbHbIX BEpOSATHOCTEW. AHanM3 gepeBa HeuMcnpaBHOCTEN MOXeT GbiTb noaxoas-
WMM METOOOM YCTAHOBMNEHUS1 COBOKYNHOW BEPOSITHOCTU MPUYMHEHUS Bpepa.

D.7.5 AHanus npegynpexaeHui

Kaxpgoe npegynpexaeHue, paccmaTtpuBaeMoe no oTAenbHOCTHU, MoxeT obecneunTs Tpebyemoe ymeHbweHne
pucka, 0gHaKo CrUWKOM Gonbluoe Yncno NpeaynpexaeHuili MOXeT CHU3UTL 3hheKTMBHOCTL BO3QEeNCTBUSA KaXaoro
oTAensHoro npegynpexgexuns. MoxeT aaxe BO3HWKHYTb HEOOXOOMMOCTb B aHanu3e Ype3mMepHOro AOBEpUsl, UCNbITbI-
BaeMoro norb3oBaTtensMn B OTHOLWEHUW NPeaynpPexXaeHni, a Takke BIUSHUSA, OKasbiBaeMoro nogobHeiM goBepuem,
Ha yMeHbLUeHNEe pUCKa U COBOKYMHbIA OCTATOYHBIN PUCK.

D.7.6 AHann3 pabo4ynx MHCTPYKLUMUIA

AHanua pabounx MHCTPYKUMIA, NpUnaraemMbix K U3genwio, No3ponsieT 0GHaPYXUTb NPOTUBOPEHUBOCTL U Hpe3mep-
HYIO CNOXHOCTb CoAepXallelncsl B HUX nHdopmMaumu.

D.7.7 CpaBHeHMe pUCKOB

HanHen MeToa 3aKknioYaeTcs B COMOCTABNEHUN OTAENbHbIX OCTATOYHbLIX PUCKOB, BO3MOXHbBIX NMPU NPUMEHEHUU
paccmaTpuBaemoro MeAULMHCKOTO M3genvs, ¢ puckaMmu, BOSHUKAOWMMU NPpY NPYMEHEHUM NMOAOGHbIX usagenwii (noc-
nefgoBaTenbHOE COMOCTABNEHNe PUCKOB C YY4ETOM PasHbiX BAPUAHTOB MpumeHeHusl nagenwvs). lNpu npoBegeHWN Takmx
CpaBHEHUI criedyeT MCNONb3oBaTk aKTyanbHYH UMHMOPMAULUIO O HeXenaTterbHbIX COObITUSX, CBA3aHHLIX C NMPUMEHsie-
MbIMWU M3OeNusaAMMU.

D.7.8 AHanun3 c npuBnevYeHneM 3KCnepToB

Ansa pemoHcTpaumy 4onycTUMOCTU PUCKOB MOXET NoTpeboBaThCs OLEHKa Mosb3bl Ans nauveHTa oT NpumeHe-
HUS MegnuUUHCKOro napgenva. OguH u3 NOAXOA0B 3aKMYaeTCsl B CBEXEM B3IIsiAe HA COBOKYMHbIW OCTATOYHLIA PUCK
NPaKTUKYIOLWKX CMeunanucToB, KOTOPbIE HENOCPEACTBEHHO He y4acTBOBany B pa3paboTke gaHHoro usgenust. MNMpakruky-
IoWmMe cneumanucTbl MOryT NPOBECTU OLEHMBAaHWE JOMYCTUMOCTM COBOKYIMHOIO OCTAaTOMHOIO pUcka, paccMaTpyBast Takomn
hakTop, Kak kcnnyaTaunoHHas NPUrogHOCTb MPU NPUMEHEHUU U3JEnns B Haanexalmx KIMHWYEeCKUX ycroBusx. B
nogo6HOM cnyyae oLeHVBaHUe u3genusl B Hagnexawmx KNMMHUYECKUX YCIOBUSIX MOXET CTaTb NOATBEPKAEHUEM AOMYC-
TUMOCTM PUCKOB, CBA3AHHbLIX C €ro NPYMeHeHUeM.

D.8 MNoaxon «HacTonbKo Manbif, HACKONbKO NPaKTU4eCKU OCYLLEeCTBUMO»

D.8.1 O6wue nonoxeHunn

Mpy paspaboTke NONUTUKM B OTHOLLEHWM OONYCTUMOCTU PUCKOB M3rOTOBUTENb MOXET NMPUMEHsITb noaxod «Ha-
CTONBKO Manbii, HACKONbKO MpakTudeckn ocyecteumo» (ALARP-nogxopn).

Mocne NpMMeHEeHUs1 KOHKPETHON Mepbl MO YMNPaBreHWo PUCKOM BO3MOXHbLI TPU pesynbraTta:

a) OCTaTOYHbIV PUCK NPEBLIWAET KPUTEPUU, YCTaHOBMEHHLIE U3TOTOBUTENEM B OTHOLLIEHUM JOMYCTUMOCTM PUCKA;

b) ocTaTouHbIl pUCK AONYCTUM, T. K. OH HACTOMNBKO Marsl, YTO UM MOXHO NpeHebpeYb;

C) BeNnnyMHa OCTaTOYHOro PUCKa 3aHMMAaeT NMPOMEXYTOUHOE MOMOXEHUE MeXAy BEenMYMHaMU, YKasaHHbIMU B
nepeyncnennsx a) u b); B Takom crydae oCTaTOuYHbIN PUCK JOMYCTUM MPU YCIOBUM NMPUMEHEHUSI MEpP, YMEHBbLIAIOWMX
PWCK [0 NPaKTUYECKN OCYLWECTBUMOrO YPOBHS, € YY4ETOM MNorb3bl AN NauMeHTa 1 3aTpaT Ha JanbHellee YMeHbLlUeHne
OaHHOIo pucka.

Moaxon «HacTtonbko Manbif, HACKONBKO NpakTudecku ocyuectBUMo» (ALARP-noaxod) MOXHO MCNONb3oBaTh
KaK 4acTb aHanusa BO3MOXHOCTeN ynpasneHus puckom (cm. 6.2). ALARP-nogxog o6blMHO NPUMEHSIIOT B OTHOLIEHWU
PVCKOB, BEPOSITHOCTb KOTOPbLIX HE MOXeT OblTb onpeadeneHa.
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D.8.2 YpoBHuM pncka

OcTaTouHBIA PUCK, HAXOOAWMICS HMKE KOHKPETHOIrO YPOBHS, MOXHO OLEHWBATb Kak HACTOMNbKO He3HauuTelb-
HbIW, YTO OH CTaHET CPaBHUMbIM C K&XAOAHEBHBLIMW PUCKAMW, KOTOPbIE Mbl BCE WCMbITbIBAEM. TaKOW PUCK MOXHO
Ha3BaTb NpeHebpeXxnmo marnbim.

MmeeTcs cyllecTBeHHAs pa3HMLUa Mexay OCTaTOUHbIM PUCKOM, SIBISIIOLLMMCS] HACTOMNBKO HU3KUM, YTO HeT Heobxo-
AVMOCTW ero paccmaTtpveaTb, U 6onee BbICOKMM OCTaTOYHLIM PUCKOM, KOTOPLIN ABNSAETCS AONYCTUMbIM BCreacTBue
NPVHOCUMON M3OEeNMeM MOSb3bl U NPaAKTUYECKOW HEBO3MOXHOCTU YMEHbLUEHWUSI AaHHOIO pucKa.

Korga puck onpepgeneH, TO BO3HUKAET IMaBHbI BONPOC: «SBMAETCA NU AaHHBIA PUCK HACTONBKO MarbiM, YTO HeT
HeoBXOAUMOCTN aHanManpoBaTb BO3MOXHOCTWM YMEHbLUEHWUA pUcka?». Takoe pelleHue MPUHMMAIOT ANA Kaxgoro
pucka B O0TAENBHOCTM.

D.8.3 AHannz3 BO3MOXHOCTe! ynpaBrneHus pUCKOM

Ans kaxgoro ocTaTovHOro pUcka, KOTOPbIM Hemnb3asi NpeHebpeYb, JOMKHbI ObiTh NpoaHanNManpoBaHbl BO3MOXHO-
CTW YMEHbLUEHWS! pUCKa. YMeHbLLeHne pucka MoxeT BbiTb Mnv He ObiTb NpakTUYecky OCYLLEeCTBUMbIM, HO ero cregyet
paccmoTpeTb. [py 3TOM MOXHO NONYy4YWUTb Creayowme BoIBOAbI:

- 0Ha MM HECKONbKO Mep NO YMNpaBleHNIo PUCKOM YMEHbLUAKT PUCK 40 NpeHebpeXnMo Manoro ypoeHs, U HeT
Heo6XxoaMMOCTH B €ro AanbHelWeM pacCMOTPEHUN;

- YMeHbLUEHNE pUcka A0 NPEeHeOPEXXMMO Marnoro ypoBHs NpakTUYecky HeuenecoobpasHo He3aBUCUMO OT UMelo-
LLMXCA BO3MOXHOCTEN €ro YMEHbLUEHWS.

Kaxapi 0CTaTOYHbIA PUCK, COXPaHWBLUMIACA MOCHE BbIMOMHEHUS MEP NO YNPaBMNEeHUI0 PUCKOM, cneayeT OueHu-
BaTb MO KPUTEPUSM, YCTAHOBINEHHbIM B MNNaHe MeHeKMEHTa pucka. ECnv ocTaTouHbIli PUCK OTBEYaeT KpUTepusm,
YCTaHOBINEHHbIM U3rOTOBUTENEM B OTHOLLEHMM AONYCTUMOCTU pucka, n 6ein npumeHeH ALARP-noaxoa, 10 B aanbHen-
LEeM YMEHbLUEHUN PUCKa HET HEOOXOOUMOCTH.

D.8.4 MNpakTnyeckasn ocyLeCTBUMOCTb YMEHbLUEHNA PUCKa

MoxeT cnoxutecsl BneyatneHne, YTo NoboN puck, CBA3aHHLIA C MEAUUMHCKUM u3genuem, sBnseTca Aonyciu-
MbIM, €CIK nocregyeT yrydleHre nporHo3a CoCTOsIHUA 340POBbs NauueHTa. Ho Takon nockin Henb3s UCNonNb3oBaTh
Kak obocHOBaHMe JOMYCTUMMOCTW HEHYXXHOFO pucka. Bce pucku crnefyeT ymeHblwaTe A0 CamMOro HWU3KOFO NPaKTUYECKM
JOCTMKUMOTO YPOBHS, YUUTHIBAs COBPEMEHHBIV YPOBEHb HAyYHO-TEXHUYECKOTO PasBuTHs, NOMb3y OT AONYCTUMOIO pUcka
M NPaKTUYECKY OCYLECTBUMOCTb €ro AanbHenLero yMeHblUeHus!.

MpakTnyeckas oCcywWwecTBUMOCTb OTPaXKaeT CrnocobHOCTb U3FOTOBUTENA YMEHBLUMTL PUCK U UMEET ABE COCTaBNsA-
rowme:

- TEeXHUYECKYIO OCYLLECTBUMOCTb;

- BKOHOMMYECKYIO OCYLLECTBUMOCTb.

TexHn4eckas OCyWweCcTBUMOCTb OTpaKaeT CroCoBHOCTb U3rOTOBUTENSI YMEHBLLMTL pUCK 6e3 yuyeTa MatepuarbHbIX
3atpar. Huxe nepeqncneHsl criydyam, Korga TeXHUYeCckasa OCyLEeCTBUMOCTD SIBISIETCSI CTIOPHOM:

- 6onbwoe YMCNO MapKMPOBOK C NMpeaynpexXxaeHusimu/npeaocTepexXxeHUs MU, 3aTpyaHsIioWUMY NpUMeHeHne
nonb3oBaTenem MeauuUMHCKOro U3Aenus;

- 6onbWwoe YMCNo cUrHanoB TPEBOMM, NPUBOASILLMX MONb30BaTeNsi B 3aMeLLaTernbCTBO;

- coobweHne o0 Takom BOrbLIOM YMCIIEe OCTATOUHBIX PUCKOB, YTO ONEPAaTOPY CIOXHO MNOHATbL, KAKWE U3 HUX SIBISAIOT-
CA AENCTBUTENBHO 3HAYUMBIMM;

- CNIUWKOM CNOXHbI€ Npoueaypbl NPUMEHEHUST MEAWULMHCKOTO U3Jenusi, NpoTMBOpeYalume ero npeycMoTpeHHo-
MY MPUMEHEHWNIO;

- BbIMONHEHME Mep MO YNPaBIeHUI0 PUCKOM, NMPOTUBOpEeYaLLMX NPeayCMOTPEHHOMY NPUMEHEHMIO (HanpuMep,
YMEHbLUEHNE MOLLHOCTU 3NEKTPOXUPYPIrUHYECKOro YCTPOWUCTBA OO YPOBHSI HUXe 3dhheKTUBHOIO).

OKOHOMUYECKas OCYLWECTBMMOCTb OTPaXaeT CroCOBHOCTb M3roTOBUTENSA YMEHBLUUTL PUCK, HE Aernas pa3paboTky
W WU3rOTOBNEHWE MEAULMHCKOrO U3OENUs IKOHOMUYECKM HEBBLIFOAHLIM MPoekToM. MpuHATbIE pelweHnst 06s3aTenbHO
DOMkHbI 6a3nMpoBaTbCA Ha ONTUMArbHOM COOTHOLLEHUW MEXY AONYCTUMOCTBIO PUCKOB U NPUFOQHOCTLIO MEAULIMHCKO-
ro n3genusa Ans nedYeHnsa u guarHoctukn. MarepuanbHbie 3aTpathl M NPUIOAHOCTL MEANLMHCKOTO M3Oenusi paccmartpu-
BalOT NPY NPUHATUN PELLUEHNSI O NPAKTUYECKON OCYLLECTBUMOCTU YMEHBLLEHUSI PUCKOB, KOTAA Peyb MOET O COXPAHEHUM
WNKN YNYYWEHNN COCTOSIHUA 340POBbs NauneHTa. OHAKO 3KOHOMUYECKYIO OCYLLECTBMMOCTb HE CriefyeT UCTONb30BaTh
KaKk 060cHOBaHMEe AOMYCTUMOCTM HEHYXXHOro pucka. Hanpumep, akoHOMMYeckasi oCcylLeCTBUMOCTb SIBMSIETCSA CMOPHOMN
npy paccMoTpeHnn HeobxoaMMocTU AyGrnMpoBaHWs KaXXOOro KPUTUYHOTO KOMIMOHeHTa aedubpunnsitopa.

O6b1MHO CnegyeT yMeHbluaTh PUCKW, HE3HAYMTENBHO MPEBLILAIOWNE KPUTEPUN, YCTAHOBNEHHbIE U3FOTOBUTENEM
B OTHOLWEHUW AONYCTUMOCTM pUCKA, JaXe NpPU YCroBUM CYLLECTBEHHbIX 3aTpar. Ecnn yposeHb pucka npubnvkaetcst K
«HE3HaYNTENBHOMY», TO AarnbHelllee YMEHbLIEHE PUCKA MOXET HEe NoHaA00bMTbCA, ecnu TOMBbKO OHO HE MOXeT ObITb
Nerko A4O0CTUTHYTO.

B HekoTOpbIX cnyyasx (Hanpumep, Ons 3awmTbl OT paguaummn) npumensitor ALARP-nogxoa. MNpu atom BMecTo
NpaKTM4eCKON OCYLWECTBUMOCTU MPUHUMAIOT BO BHUMaHWE AOCTMXKMMOCTb, YUTO B AENCTBUTENBLHOCTA O3HAYaeT MpUHS-
TME BO BHUMAHWE TONBKO TEXHUYECKOW OCYLLECTBUMOCTU U UTHOPUPOBAaHUE 3KOHOMUUECKOW OCYLECTBUMOCTM.
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D.8.5 Npumep

Ha pucyHke D.6 npuBeaeH npumMmep Matpulbl pUCKa, rae 06nacTb 40nyCTMMOro puUcka mMarpuipl nMeet ,qaaneVl-
Lee nogpasgeneHne. PUCKK, KOMMYECTBEHHOE 3HaYEHMEe KOTOPbIX onpeaeneHo (R, R2, R3, ...), 3aHECEeHbl B COOTBET-
CTBYIOLLME 3N1IEMEHTLI MaTpPULIbI.

YPOBHU TAKECTU MO KAYECTBEHHLIM Mpr3HaKam

YpOBHU BEpPOATHOCTM Mpn MpeHebpexu- HesHauu- KpuTnuec- KatacTpo-
NoJyKONM4eCTBEHHOM MO Masiast TeNbHas CepbesHan Kast thnyeckas
aHanmse
YacTasn
BeposTHasn Ri 2
Pepnkan r4 Rs R6

OueHb pepkas
HeBo3MO)kHas Rs
YCnoBHble 0603HaYeHus:

- TEMHO-CepbIii LBET — HeAonyCTUMbIA PUCK;

- CBET/I0-Cepblii LUBET — HE06X0AMMO MCC/efoBaTb BO3MOXHOCTW AasibHEWLIEro YMeHbLIEHUS PUCKA;
- 6enblii UBET — He3HauuTesibHbIA PUCK

PucyHok D.6 — lMpumep MaTpuubl OLEHUBAHWA pyUCKa MO TPeM KpUTEpPUsM
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Mpwunoxenne E
(cnpaBo4Hoe)

Mpumepbl onacHocTel, NPOrHO3MpyeMbIX NocnegoBaTenbHOCTeN COObITUN
U onacHbIX cUTyaLui

E.1 O6wue nonoxeHnsa

TpeboBaHue K M3roTOBUTENIO COCTaBUTb NepeYeHb M3BECTHLIX U NMPOFHO3MPYEMbIX OMACHOCTEN, CBA3AHHbIX C Me-
OVUVHCKUM M3denveM, Kak Ansi HopManbHbIX YCNOBUM, Tak 1 Ansl yCnoBui oTkasa cogepxutcs B 4.3. TpeboBaHnue K
M3roTOBUTEMIO PacCMOTPeTb NPOrHo3Mpyemble NOCNeaoBaTeNbHOCTU COOLITUNA, CNEACTBMEM KOTOPbIX MOXET CTaTb BO3-
HUKHOBEHWE OnacHou cuTyaummn n Npu4mHeHne spega, cogepxutca B 4.4. CornacHo onpeaeneHnsMm AaHHbIX TEPMUHOB
ONacHOCTb He MOXEeT MPUBECTU K MPUYMHEHUIO Bpeda A0 Tex nop, Noka nocnegoBaTenbHOCTb COOLITUIA Unu apyrue
obcTosATEeNnbCTBA (B TOM YKCne YCNOBUSI HOPMarbHOMO NPUMEHEHNUs) He NPUBEAYT K BO3HUKHOBEHMIO ONMacHOW CUTyauun.
Ha paHHOM aTane puck MoxeT OblTb OLEHEH MyTeM onpeaeneHus TXKECT U BePOSITHOCTU NPUYMHEHUS Bpeaa, B KOTO-
pbii Morna 6bl pa3BUTLCSl onacHas cutyaumst (CM. pucyHok E.1).
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YcnosHble 0603Ha4eHUA:
- P, — BepoATHOCTb BO3HUKHOBEHUSI OMACHOW cuTyauuu,
- P, — BEpOATHOCTb BOBHWKHOBEHWS OMACHOW CuUTyauuun, Bedylel K NpuYnHeHno Bpena

g
o
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PucyHok E.1 — Cxema B3avMOCBSI3V MexXdy OnacHOCTbIO, MOCNeAoBaTelbHOCTBIO CODbITUN,
OMacHoOn cuTyauuen n Bpeaom

XopoLwuel oTNpaBHOW TOYKOW ANA COCTABMNEHWSI NepeyHsi ONacHOCTeW SIBMSIETCSl aHanua onbiTa paboTkl ¢ TakMMK
Xe nnum nogobHeimMu BuAamu magenui. MNMpu aHanuse crnegyeT yunTbiBaTb COBCTBEHHBIN ONbIT U3rOTOBUTENSA, a Takke
OMbIT APYIVX U3rOTOBUTENEN, HallegWwuii oTpaxeHue B 6a3e gaHHbIX HexenaTenbHbIX coObITUIA, NyOnvkaumsax u apyrmx
AOCTYMHbIX CTOYHMKAX. [JaHHbI BMA aHann3a o4eHb noneseH Ans ngeHtudmkaumm n coctaBneHnsl NepeYHsi TMNUYHbIX
ONacHbIX CUTyaLMIN M CBA3aHHBIX C HUMMW BO3MOXHBIX PUCKOB AN paccMmarpuBaemoro usgenvs. flanee nepeyeHs onac-
HbIX CUTyaUMil U Takme BCNIOMOraTenbHble CPeACTBa, Kak nepeveHb npumepoB u3 tabnuubl E.1, MOXHO MCMoNb30BaTh
ANa cocTaeneHusi NepBoOHa4YanbHOro NEpPeYHst OnacHOCTEn.

Cnegylowym WIarom siBNAETCA MAeHTUUKALUS HEKOTOPLIX NOCNefoBaTeNbHOCTENW COBbITUI, KOTOPLIE BMECTE C
ONacHOCTAMU MOTYT NPUBECTU K BOSHUKHOBEHUIO OMAaCHbIX CUTYauWin U NPpUYMHEHMIO Bpeaa. T. K. MHOTMe OnacHOCTU MOryT
HUKOTAA HEe NPUHMUHUTL Bpea U NO3TOMY MX MOXKHO Jaree He paccMaTtpuBarb, TO MOMNE3HO NPOBOAUTL aHANU3, Ha4YMHasA
€ Bpeaa, KOTopbli MeaUUMHCKOe u3aenue AeiCTBUTENbHO MOXET NPUYUHUTB, U Aanee cnefoBatb B 06paTHOM Hanpas-
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nexHnn. OgHako HECMOTPSI Ha MONEe3HOCTb TAkoro Noaxopa, cneagyet NpU3HaTh, YTO NoAobHbIN aHanu3 He aABnAeTcA
COBepLUeHHbIM. MHOMe nocnegoBaTenbHOCTU COOLITUIA BO3MOXHO MAEHTU(UUMPOBATL TONBKO NPU CUCTEMATUHECKOM
NpYMEHEeHUN MEeTO0B aHanu3a pucka, OoNnMcaHHbIX B NpurioxkeHnn G. AHanma v naeHTuukaumsi B JanbHENWeM yCnox-
HSIIOTCS U3-3a HEOBXOOUMOCTM yyeTa MHOMMX coBbLITUI U 06CTOATENLCTB, NOAOOHLIX NPpUBeAeHHbLIM B Tabnuue E.2. Takum
obpasom, Ans 3aBeplUeHUs1 BCECTOPOHHEro aHanmM3a Heobxogumo ucnonb3oBath bonee Yem oauH METOA aHanusa
pucka, a MHOIAa U AononHuTenbHble meToabl. Tabnuua E.3 cogepxut npumepbl B3aMMOCBS3U MEXY OMacHOCTAMM,
nocrneaoBaTenbHOCTAMU COOLITUIA, ONACHLIMKU CUTyaUUsIMU U BPEaoM.

HecMOTpsi Ha TO YTO COCTaBIIEHUE NMepeYHs1 ONacHOCTeln, ONACHBIX CUTYaUMiA K nocreoBaTenbHOCTel cobbITUI
KenatenbHO 3aBepLUMTb HA paHHUX CTaaMsiX npouecca NpoekTUpoBaHusi U pa3paboTku, Anst Toro 4To6bl obnerunTb
ynpaBrieHMe pUCKOM, Ha NMpakTuke naeHTuUKaumsi  cCocTaBneHne nepeYHst — 3To HenpepbIBHAs AeSITENbHOCTb, KOTO-
pasi npoaorpkaeTcs, BKIoYasi MOCTNPOU3BOACTBO.

Hactosiwee npunoxeHne cogepXXuT HEMOmMHbIA NepevyeHb BO3MOXHbLIX OMACHOCTEN, CBSA3AHHLIX C Pa3NUYHbLIMM
MeauuMHCKMMKU uagenusimm (Tabnuua E.1), a Taicke nepeydeHb MHWUMMpYOWMX cobuiTuit u obcTonTenscT (Tabnuua E.2),
KOTOpble MOryT NPMBECTM K BO3HMKHOBEHMWIO ONAacHbIX CUTyauul, a Te, B CBOIO o4yepedb, — K NPUYMHEHMIO Bpeaa.
Tabnuua E.3 cogepuT normyeckyto nocnegoBarTernbHOCTL MPUMEPOB TOro, Kak OMacHOCTb MOXET PasBUTHLCSI B ONMACHYIO
cuUTyauuto, a onacHasi cuTyaumst — B NPUYMHEHWE Bpea 1Yepes NocneaoBaTernbHOCTb COObITUI MNu 06CTOATENBLCTB.

MoHMMaHne BO3MOXHOCTU pasBUTUS ONACHOCTU B OMACHYIO CUTYyaLMIO SIBMSIETCA BaXHbIM AN onpeAeneHus Be-
POSAAITHOCTU NMpUYMHEHUsT U TsXecTn Bpega. Llenbio npouecca siBnaeTca cocTaBneHne Kak MOXHO 6ornee ncyeprbiBaioLLe-
ro nepeyvHsi onacHbix cuTyauun. MaeHtndumkaumsi onacHocTel U nocnegoBaTernbHOCTEN CoObITMI sIBNSIETCSl CPeaCcTBOM
JOCTMKEHUs1 AaHHOW uenu. MNepevnn, copepxalmecs B Tabnuuax HACTOSILLErO NMPUITOXKEHUs, MOTYT NMPUMEHSITLCST [Tis]
cofencTBMsA B MAeHTUUKALUKM OnacHbiX cutyauui. [nsi npoBeaeHust Hagnexalero aHanm3a uaroToBuTenb [OIDKEH
cam onpeaennTb, YTO CUUTaTb ONacHOCTLIO.

E.2 Mpumepbl onacHocTen

MepeyeHb, npuBeaeHHbIN B Tabnvue E.1, MOXHO MCMONb3oBaTh Kak NMOMOLWb B MAEHTUMUKALMKN CBA3AHHBLIX C
MEAULUMHCKUM M3denuem onacHoCTel, KOTopble B UTOre MOTYT MPUBECTU K MPUYMHEHUIO Bpeada NaumeHTy unu apyrmm

nvuam.

Tabnuua E.1—MNpumepsl onacHocTen

Mpumepbl 3HEpPreTU4EcKUX
onacHocTeln

Mpumepsl Guonornieckux m
XUMUYECKUX OMACHOCTEWN

Mpumepsbl skcnnyaTaunoH-
HbIX OMAaCHOCTEWN

MNpumepb! nHpopmaunoH-
HbIX ONACHOCTEW

OnacHocTHn, cBA3aH-
Hbl€ C NIeKTPOMAarHUTHOMN
3Hepruen:

- CETEBOE HarpsbKEHUE;

- TOKW YTEUKM:

- TOK YTEYKWN HaA KOpIYC;

- TOK YTEYKM Ha 3eMIIo;

- TOK YTEYKM Ha NauneH-
Ta;

- anekTpuyeckue Mornsi;

- MarHuTHbIe Norst

OnacHocTHh, CBA3aH-
Hble C 3Hepruen nanyye-
HUA:

- UIOHU3MpYIOLLEE U3ITY-
YeHune;

- HEMOHU3UpYIoLLIEe U3-
nyuyeHue

OnacHocTKn, cBA3aH-
Hble C TENnroOBOW 2JHep-
rmen:

- BbICOKME TemrepaTy-
pbl;

- HU3KMe Temneparypbl

Buonornveckune onac-
HOCTH:

- BakTepuu;

- BUpPYChI;

- npoyve BO3GyguTenn
3aboneBaHui  (Hanpumep,
MPWOHBI);

- MOBTOPHAasA unu nepe-
KpecTHast MHdeKkunn

Xumunyeckue onacHoOCTH:

- BO3J1eNCTBUE Ha Abixa-
TenbHbIE MyTW, TKAHW, OKPY-
XKaloLLylo cpeay unu umylue-
CTBO, Hanpumep, Ha WHO-
poaHble cybcTaHumm:

- KUCINOTaMWN UNN OCHOBA-
HUAMM;

- oTXo4amm;

- 3arpA3HALLWNMU Bele-
cTBamu;

- po6aBkamMn unu BCNO-
MoraTternbHbIMW BellecTBa-
MU;

- YACTALMMMN U ae3UHDN-
LUMpYIOLLMMK  CPEeACTBaMM,
TECTUPYIOLLMMMN BELLECTBAMY;

- MpoAyKTamMn pacnaaa;

- MEAULIMHCKMMU Fa3amu;

- aHecTeTUKamm

OnacHocTi, cBA3aHHbIe
¢ byHKUMOHNpPOBaHMeEM:

- HENPaBWUNbHbIE  UIK
HeHagnexawwe pesynbra-
Tbl UK BYHKUMOHUPOBAHWE;

- HEKOPPEKTHbIE U3Me-
peHus;

- owmnbkn Npu nepenave
DaHHbIX;

- yTpaTa unu yxyaweHue
yHKUMN

OnacHocTi, CBA3aHHbIe
€ oWNGKaMHN NPUMEHEeHNA:

- HeAOCTaTOK BHUMaHWs;

- 3a0bIBUNBOCTD;

- He3HaHWe NpaBwIT;

- HeAOCTaTOYHOCTb 3Ha-
HUW;

- HapyweHWe ycTaHOB-
NEHHOro nopsaka

OnacHocTHn, cBA3aH-
Hble C MAPKUPOBKON:

- HEeAOCTaATO4YHO nNoIn-
Hble WHCTPYKUUHN no
aKcnnyatauuu;

- HeHagnexawee onu-
CcaHue 3KCMnyaTaunoHHbIX
XapaKTepucTHK;

- HeHagnexawee onu-
caHue npeaycMOTPEHHOTO
NPUMEHEHNUS;

- HeHagnexawasn WH-
cdopmauua o6 orpaHude-
HUAX

OnacHocTh, cBA3aH-
Hble C pabounMmn NHCTPYK-
LUMAMN:

- HeHagnexawas cne-
undukauma Ha npuvHaa-
NEeXHOCTH, npuMeHse-
Mble COBMECTHO C Meau-
LMHCKUM U3aenuem;

- HeHagnexawue cne-
undrkaumm Ha npoBepou-
Hble WCMbITaHUA  nepep,
npUMeHeHWem MeauuMHC-
KOTO u3aenws;

- CMUWKOM CIIOXHblE
paboune WHCTpyKLUK
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Mpumepsbl 3HEpreTMyYeckux

Mpumepbl Buonornyecknx u

Mpumepbl skcnnyaTaunMoH-

Mpumepsb! MHDOPMALIMOH-

- HakonneHHas aHep-
rvs;

- Hann4Kne OBUXYLLMXCS
vacren;

-cuMna  CKpy4MBaHwus,
ycwnve caewra v cuna pac-
TSXKEHUS;

- nepemMeLleHne nauu-
eHTa U NpuaaHue emy Tpe-
ByemMoro nonoxeHus;

- aKkycTu4eckas aHep-
rvs:

- YNbTpa3BykoBasi SHep-
rvs;

- UHPA3BYKOBas SHEpP-
ms;

- 3BYK;

- BIMBaHME XWOKOCTU
nog BbICOKMM OAaBMNeHneM

onacHocTel XUMUYECKUX OMacHOCTEN HbIX OMACHOCTEN HbIX OMacHoOCTeln
OnacHocTH, cCBs3aH- OnacHocTw, cBA3aHHbIe OnacHocTH, CBA3aH-
Hble C MexXaHMW4YecKon | ¢ BUOCOBMECTUMOCTLIO: Hble C npeaynpexpe-
3Hepruen: - TOKCUYHOCTb XUMU4EC- HUAMM:
- cuna TAXecTu: KX COCTaBMALMX, Hanpu- - 0 NobouHbIX addek-
- Npu Nagexuu; Mep: Tax;
-B MOOBELWEHHOM - annepreHHocTb/pas- - 06 onacHoCTAX, CBSI-
COCTOSAHUY; Jpaxaroliee OencTBUE; 3aHHBIX C  MOBTOPHbIM
- BUbpauus; - MUPOreHHOCTb npYMEeHeHneMm MeauumH-

CKMX W3Jenuii ogHoKpaT-
HOIO NMPVMEHEHUA
OnacHoOCTH, CBA3aH-
Hble ¢ TpeGOBaHNAMN K
TexHn4yeckomy  obceny-
XNBaHUID N TeKywemy

pemoHTy

E.3 MpuMepbl MHULMMPYHOLNX COBLITHIA U OBCTOATENLCTB

Ona vaeHTMhMKaLMKM NPOrHO3NPYEMbIX NMoCNeaoBaTenbHOCTel COBbITUI YacTo NONe3HO NPOaHaNManpoBaTb WX
NPUYMHBI, 8 UMEHHO MHMLMMPYIOLWMe cobbiTuA 1 06CToATeNnbCTBa. B Tabnvue E.2 npueeaeHbl NpUMeEpbl MHULIMNMPYIOWNX
cobbITUI N OBCTOATENBCTB, Pa3AerneHHbIX Ha kaTteropun. HecMoTpsi Ha TO YTO gaHHbIN NepeqeHb He ABNAETCA NcHepnbl-
BaIOLLMM, OH COAEPXKMT MHOTO PasHbiX BUAOB MHULUMPYIOWMX COGBITUI 1 06CTOATENLCTB, KOTOPLIE HEOGXOANMMO YHUTbI-
BaTb MNPV MAESHTWMMKALMM NMPOrHO3MPYEMbIX NOCIeaoBaTeNlbHOCTEN COBLITUI Ans paccMaTpUBAEMOro MegULMHCKOTO
nagenus.

Ta6nwuuya E.2 — MNpumepsbl MHULMMPYIOLWLMX COBLITUIA M 0BCTOATENBCTB

Kateropus Mpumepkl MHULMUPYOLWMX cOBBLITUIR N 06CTOATENLCTB

HepocTtaTtoyHo noppo6- Henapgnexawas cneundukauusa Ha:
Hble TpeboBaHus - napameTpbl KOHCTPYKLWK;
- aKcnnyaTtauMoHHble napameTpbl;
- 3KCMnyaTaunoHHble TpeboBaHus;
- TpeboBaHus K 0BCNyXMBaHMIO (HanpUMep, K TeKyLeMy PEeMOHTY, nepepaboTke),
- yTUnM3aumio

MpounaBoacTBEHHbIE MPO-
Lecchl

HepgocratouHoe ynpaBrneHue U3MEHEeHMsIMM NponsBOACTBEHHbIX MPOLECCOB.

Hepgocratouroe ynpasneHue MHopMaunen o Marepuanax/CoBMecTuMOCTU Ma-
Tepuarnos.

HepgocrtatouHoe ynpaeneHve NPOU3BOACTBEHHLIMU MPOLECCaMMU.

HepgocrtatouHoe ynpaenenne cybnogpsigHnkamu

TpaHcnopTupoBaHve MU
XpaHeHue

Henapgnexawee ynakoBbiBaHWe.
3arpsiaHeHne unv m3Hawwveanve (nopua).
HeHagnexalume ycrnoBusi OKpyxalolen cpegsl.

41



roCTISO 14971—2011

OkonyaHue mabnuypst E.2

Kateropus

Mpumepsl MHUUMUPYOWIKMX cOBLITUI U OBCTOATENLCTB

dakTopbl
cpeabl

OKpyXatoLLen

dusnyeckne (Tenno, gaBneHve, Bpemsl).

Xumunyeckne (KOpPpo3usi, CTapeHWe maTepuanos, 3arpsi3HeHue).

OneKkTpOMarHuTHole Nonsa (Hanpumep, YyBCTBUTENbHOCTb K 3MEeKTPOMAarHUTHbIM
nomexam).

HepoctatouHoe aHeprocHabxeHue.

HepoctaTounas nogada xnagareHTa

Ouucrka, aesnHdekumsa n
cTepunusauus

OTcyTCTBUE UMM HEROCTATOYHO NoApobHbIe TPeboBaHUA K BaNnMANPOBaHHbLIM NPO-
ueaypam OYUCTKM, Ae3MHMEKUUN U CTepunu3aumn.
HeHagnexalee npoBeaeHWe OYUCTKM, A€3UHMEKUMN U CTEPUNN3aLUM

BeiBOoA M3 akcnnyaTauum
M yTUnu3aums

OTtcyTcTBMEe nHdOpMaUMn UNu HegocTaTovHas UHdopMaumns.
Owwnbka npuMeHeHus

XvMUyeckuin cocTaB

Buonornyeckuin pacnag,.

Buonornyeckasi COBMECTUMOCTb.

OtcyTcTBUEe MHOPMaUMn Nu HegOCTaToOuHO NOAPOBHLIE TexHUueckme TpeboBa-
HUA.

Henagnexawee npegynpexaeHne o6 onacHOCTAX, CBA3AHHbLIX C HENPaBUIIbHLIM
XUMUHECKMM COCTABOM.

Owunbkn npuMmeHeHun

Yenoevecknii hakTop

Bo3MOXHblEe OWMGKM NpUMEHeHUs, 0OycnoBneHHble aedekTaMn KOHCTPYKLUM,
Hanpumep:

- HEQOCTATOYHO YETKUE MHCTPYKLMM NO NPUMEHEHUIO UMM UX OTCYTCTBUE;

- CNOXHAs UMM HEQOCTAaTOYHO YETKasA CUCTEMA YNPAaBNEHUS;

- HEOOQHO3HAYHOE MNWN HEACHOE COCTOAHWE U3genus;

- HEMPaBUNbHAA UITM HEYEeTKas BU3yanusaums yCTaHOBOYHbLIX NApamMeTpoB, pesyrb-
TATOB M3MEPEHUN Unn apyron nHdopmaumm;

- HenpaewumbHOE NMpeacTaBneHne PesynbraTos,;

- HeagoCTaToOuHble BUAVMMOCTD, CINbILULUMMOCTL U TAKTUITbHOCTD,

- HeHaagnexaulee pacnonoXXeHue 3NeMeHTOB yhnpaBleHus ﬂeﬁCTBMﬂMM nnn He-
Hagnexaiwee npeacraBneHne MHpopmaumm o HakTMH4eCKOM COCTOSIHUM;

- pexumbl paboTbl UM PaCMONOXKEHUE 3MIEMEHTOB YNpaBIieHusl, NPpOoTMBOpeYalume
umetoLLLeMycst 060pyaOBaHNIo;

- NpUMEHeHNe MeAWNUMHCKOro MU3genvsi HekBanuuuupoBaHHbIM/HEO6YYEHHBIM
nepcoHanom;

- HeZocTaTovHOEe npeaynpexaeHne o NoGoYHbIX adhdekTax;

- HeZoCTaTouHOe MpeaynpexaeHne 06 OnacHOCTAX MOBTOPHOIO MPUMEHEHUs1 Me-
OWUMHCKMX M34enuni OgHOKPATHOIO MPUMEHEHUS;

- HETOYHbIE U3MEPEHNA U apyrne MeTpOornorm4eckne acnektbl;

- HECOBMECTMMOCTb C PacxogHbIMU MaTepuanamMmu/npyHagnexHocTaMu/gpyrumm
MEONLNHCKUMN U3OENNAMMU;

- Npomaxu, ynyLeHust u 3abnyxxaeHust

Pexunm oTkasa

BHesanHas noTeps anekTpuyYeckon MU MexaHW4eckon LenoCTHOCTM.

YxyaweHnue hyHKLMOHANBHBIX CBOMCTB (HanpyuMep, NocTeneHHas OKKII3Us maru-
cTpanen anst KWaKocTW 1 rasa, U3MeHeHue rMapaBIMyeckoro ConpoTUBMNEHNS], 3MeKT-
pONpOBOAHOCTM) Kak pe3ynbTaT CTapeHusl, M3HOCa U MHOTOKPaTHOro NMpUMEHeHUs
nagenvs.

OTkas BcnegcTBume ycTanoctu

E.4 Npumepbi B3anmocBsA3en Mexay onacHOCTAMM, MPOrHO3MPYeMbIMU NOCIeA0BaTeNLHOCTSIMU COOLITUIA, onac-

HbIMU CUTYyauunsaMn 1 Bpegom

Tabnuua E.3 geMOHCTPUPYET B3aMMOCBSI3b MexXdy OMacCHOCTAMM, MPOrHO3MPYEMBIMU MOC/IEA0BATENBHOCTAMM
€OObITUI, ONacHbLIMU CUTYaUMUAMU M BPEOM B yrnpoleHHom Buae. Opyroi 0606LWeHHbIN NpuMep nocregosaTerisHOCTH
COBbITMI, BKMOYAlOWEN KOCBEHHblE PUCKW, MPEAcTaBneH AN MeOULMHCKUX U3Oenvii Ans AMarHoCTUKKM in vitro Ha

pucyHke H.1 (npunoxenune H).
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CnepayeT NOMHWTb, YTO OfHA OMACHOCTb MOXET MPUUMHUTL HECKOIIBKO BMOOB Bpeaa, a 6onee yem ogHa nocnepgo-
BaTeNbHOCTb COBLITUIA MOTYT CnocobCTBOBATL BO3HUKHOBEHWUIO OMACHON CUTyaLmK.

[ns NpoBeAeHUs Hadnexawero aHannaa HeobXoaMMOo YCTaHOBWUThL, B YEM 3aKI04aeTesl onacHasa cuTyaums. B
HEKOTOpPbIX 06CTOATENBCTBAX NPUMEPOM OMacHOW CUTYaumn MOXeT BbiTb CHATUE KOXYyXa C YCTPOWCTBA, HaXoasLWerocs
Nnoa BbICOKUM HampsiKeHWeMm, Torga Kak npw gpyrux obctoaTenbCTBax NpUMepom OMacHOM CUTyauum MOXHO CHUTAaTb
HEeMOCPEACTBEHHbIM KOHTAKT YernoBeka ¢ yCTPOWCTBOM, HAXOAAWMMCS MO BbICOKMM HAMPSHKEHNEM.

Tabnwnuya E.3— B3anMmocesadb Mexay onacHOCTSIMU, MPOrHO3MPYEMbIMU NMOCINEA0BaTENBHOCTAMM COOLITUIA, ONACHbI-

MW CUTYaLMSIMU 1 BpeaoM

putens)

NEeHNN N3aenusi.
Mepexod octatka pacTBOPUTENS B

BO BpeMs gunanuia

OnacHocTb [MporHosupyemas nocnenoBaTteneHOCTL OnacHast cuTyaLus Bpen
cobbITUn
AnekTpomarHuTHas OnekTpodHbIn  kabenb crnyvanHo Ha  snektpogax CepbesHoe BO3-
3Heprus (ceTeBoe Hanps- | BKMNIOYEH B CETEBYIO PO3ETKY NOsSIBUITIOCb  CETEeBOE | ropaHue.
XKeHue) HanpsbkeHne dnbpunnsauma
cepgua.
NletanbHbl  nc-
xon
XumMmnyeckana onac- HenonHas ouncTka neTyuero pacteo- Ob6pasoBaHune ny- lasoeas ambo-
HOCTb (NMeTyuuii pacTBO- | PUTENS, NCNONB30BAHHOIO NPW N3FOTOB- | 3LIPLKOB ra3a B KPOBM | NuS.

MoepexaeHwe ro-
NIOBHOIO Mo3ra.

pocTaTuiecknin 3apsia)

ro Hacoca.
Hanvune ESD npuBoauT K oTkKasy
Hacoca U CUCTEMbI CUTHANM3aLMKU HaCo-

YpOBHEM caxapa B
KpPOBM O npekpaiie-
HAM NOJAYN MHCYNN-

rasoBoe COCTOsIHME MNpu Temnepartype INeTanbHblll  WC-
Tena xopn,

Buonornyeckasn onac- Henagnexawwue uHCTpyKUMM no BuicBOoGOXAEHME BakTepnanbHas
HocTb (BakTepuanbHoe | 06e33apaxmnBaHNio HAPKO3HbIX TPYOOK | GakTepwuii n nonaga- | uHgekuus.
3apaxeHue) MHOrOKpaTHOro NpUMeEHEHNS1. HVWe X B AblxaTelb- JNletanbHbil  nc-

McnonbaoBaHne 3arpsasHeHHbIX HAP- | Hble NyTW naumeHTaso | xon
KO3HbIX TPyGOK BpemMsl aHecTe3nu

OnekTpomarHmTHas MauneHT, UMeIoWMin anekTpocTaTm- HesHanue na- HeanauntenbHoe

aHeprua (ESD — oanekr- | YeCKUI 3apsa, kacaeTcss MH(Y3NOHHO- | umeHTa €  BbLICOKMM | NoOBpexaeHue opra-

HOB.
MomyTHeHune cos-
HaHus.

BbIX0Ja 3NEKTPO3HEPIUN)

punnaTopa.
Cnuwkom 60sbLLIOK MHTEpPBaN MeX-
Ay KNMHWYeckumu obcrnegoBaHUSIMU

He nocnegoBaTh pas-
psa aedmbpunnstopa

ca. Ha Koma, netanb-
OTcyTCcTBYET nogava MHCynuHa na- HbIA ucxon
UMEHTY
Henagnexauwee Ucteuvenne cpoka cnyxObl anemeH- Mpy BO3HMKHOBE- JletanbHbil  nc-
hyHKUMOHMpOBaHMe (HeT | Ta NMTaHMa umnnaHTupyemoro aedmb- | num aputmun moxet | xon

43




rOCTISO 14971—2011

Mpunoxenve F
(cnpaBouHoe)

MnaH MeHeaXXMeHTa pPUCKa

F.1 O6wme nonoxenus

Mnan mMeHeAXMeHTa pyucka MOXeT NpeAcTaBnsATb COBOM camoCToATENbHBIN AOKYMEHT UnKn BbiTh CBSI3aH C ApYru-
MM AOKYMEHTaMW, HaNnpumep ¢ JOKYMEHTaMn CMCTeMbl MeHeKMeHTa kadecTBa. OH MOXeT Takke cogepaTb CCbISKU
Ha apyrue QOKYMEeHTbI, UTO COOTBETCTBYET TpeGoBaHWsIM, YCTaHOBMNEHHbIM B 3.4.

CTpyKTypa v cTeneHb getanuaaumm nnaHa 4omkHbl 66T CONOCTABUMBI C YPOBHEM PUCKA, CBA3AHHBIM C paccmar-
puBaeMbiM MeauUMHCKMM mapenuvem. TpeboBaHusl, YCTaHOBIEHHbIE B 3.4, ABNAIOTCA MUHUManbHbIM Habopom Tpebo-
BaHWA K NNaHy MeHemKkMmeHTa pucka. A3rotoButenyu MoryT BKIOYaTh B NNaH MEeHeAKMEHTa pucka Apyrue 3neMeHThl,
Takne, kak KaneHAapHbIl NnaH, cpeacTea aHanusa pucka unu ob6ocHOBaHME YCTaHOBMNEHHbIX KpUTepUeB 4onyCTUMOCTH
pucka.

F.2 O6nactb npuMmeHeHns NnaHa

B obnactn npumeHeHMs naeHTMULMPYIOT U ONUCHLIBAIOT MEAULUMHCKOE U3AENUe U CTaaun ero XU3HEHHOTO LWK-
na, 4na KOTOpbIX NPUMEHUM Kax/blii 3NeMeHT nnaHa.

Bce anemeHTHl Npouecca MeHeAKMeEHTa pUCKa CBSI3aHbl C KM3HEHHBIM LMKIOM MeAUUMHCKOrO u3genus, ycra-
HOBMEHHbIM M3roToBuTenem. HekoTopele aneMeHTbl Npouecca MeHempkMeHTa pucka 6yayT NpUMCYTCTBOBaTL HA Pa3HbIX
CcTagusx NPOoLECCOB XU3HEHHOTO LKA U3enus, yCTAHOBMNEHHBIX n3rotoeutenem (cm. [3]), Hanpumep, npu ynpaeneHun
npoeKTupoBaHneM u paspabotkor. OcTanbHble 3NeMeHTbI NPOSIBATCA Ha APYrUX CTaauaX XW3HEHHOTO UMKna, BNNoTb A0
BbIBOAA U3genus u3 akcnnyatauym. B nnaHe meHemKmeHTa pucka 3Ta CBA3b ANA paccMaTpUBaAeMOro MeauuMHCKOTO
n3genvsa ycTaHoBMeHa HenocpeACTBEHHO MU NOCPEACTBOM CChINOK Ha Apyrue AOKYMEHTbI.

HecmoTps Ha Heo6xoaAMMOCTb NMAHMPOBaHUSI BCEX BUAOB AEATENbHOCTU NO MEHEKMEHTY pUcka, U3roToBUTEND
MOXET UMETb HECKOJIbKO MIaHOB Arsl pasHbIX CTafMi XKM3HEHHOTO UMKNa MeauuuHckoro muagenus. [aeasi nosicHeHus
OTHOCUTENBHO 0OnacT NPUMEHEHUsT KAXKAO0I0 MNfaHa, MOXHO NoATBepaAuTb, |YTO MMaHOM MeHeKMeHTa pucka oxBaqeH
BECb XW3HEHHbI LUMKN MEeAULMHCKOrO WU3aenwus.

F.3 PacnpeneneHne oTBETCTBEHHOCTH U MOJTHOMOYMIA

B nnaHe meHegxmeHTa pucka Heobxoaumo uaeHTMOULMPOBaTL COTPYAHMKOB, OTBETCTBEHHBIX 32 BbINONHEHUE
KOHKPETHbIX BUAOB AEATENbHOCTU MO MEHEMKMEHTY PUCKa, HanpuMep: NPOBEPSIIOLEro(MX), IKCnepTa(oB), HE3aBUCMMO-
ro(blx) cneumanvcta(oB) No BepudmMKauum, nNMUo, UMeloLee NpaeBo yTeepxaeHus (cMm. 3.2). PacnpegeneHve nonHomo-
Y MOXKeT ObITb BKMIOYEHO B MaTpuLy pacnpegeneHns pecypcos, pa3paboTaHHylo Ans cTagum NpPOeKTMPOBaHUS U
paspaboTku.

F.4 Tpe6oBaHMA K aHANN3y OeATEeNbHOCTN NO MEHEeA)KMEHTY p1cka

B nnane meHemxmeHTa pucka cnegyet nogpobHo onucaTtb, kak U korga byaeT npoBoaWTLCS aHanua AesiternbHO-
CTW NO MEHEIXXMEHTY PUCKa NPUMEHMTENbBHO K KOHKPETHOMY MeauuMHCKOMY usgenuio. TpeboBaHus K JaHHOMY aHarnu-
3y MOryT ObITb YacTblo TpeGOBaHUI kK aHaNM3y CUCTEMbI MeHeMKMeHTa kadecTea (cM. [3], 7.3.4).

F.5 KpuTepun gonyctumocTu pucka, B TOM YMCIe B TeX Cry4YasX, Koraa BeposiTHOCTb NPUYMHEHNs Bpeaa He
MOXeT ObITb onpeaeneHa

Kpvtepumn gonyctumocTu pucka paspabarsiBaloT Mcxoast U3 norvTUKA U3rOTOBUTENSI B OTHOLLEHUW onpeaerneHns
gonyctumoro pucka [cm. D.4 (npunoxenne D)]. Kputepun gonyctmmocTn pucka moryT ObiTb YacTbio pasdpaboTaHHON
M3roTOBUTENIEM CUCTEMbI MEHEMKMEHTA Ka4eCTBa, HA KOTOPYIO MOTYT ObiTb CChINKM B MiaHe MeHeAKMeHTa pucka (CMm.
[3], 7.1).

F.6 JeAaTtenbHOCTb NO Bepudmkaumn

Mnan meHegXXMeHTa pUcka ycTaHaBnuBaeT npoueaypbl NpoBefeHus! ABYX pasHbix Bepudukaumii cornacHo tpebo-
BaHWAIM HacToswWero ctaHgapTa [cm. Takke A.2.6.3 (npunoxenue A)]. Bepudmkauus pesynsratuBHOCTH Mep Mo yripaene-
HUIO PUCKOM MOXeT notpebosaTtb cb6opa KIMHUHECKNX AaHHbIX, AaHHbIX MO 3KCMNyaTauuoHHOW NPUIOZHOCTY U T. N. (CM.
Take 2.28). NnaH meHeaxXMeHTa pucka MOXET BKMYaTbh noapobHoe onucaHue AaHHOrO BMAA AesiTENbHOCTU No
BepumrKkaumm unu Ceuinky Ha NNadbl No Apyrmm BUAaM AeATernbHOCTU No BepudmKaumm.

F.7 MeToa(b1) nony4eHna nocTnpon3BoaACcTBEeHHON nHdopMaummn

MeToa(bl) nony4eHns NocTnpom3BoaCcTBEHHON MHOpMaunMn MoxeT BbiTb 4acTblo YCTAaHOBINEHHBLIX Npoueayp cuc-
TEMbl MeHemKMeHTa kadectsa (cm. [3], 8.2). NsrotoButenam cnegyeT yCcTaHOBWUTL YHUMBepcanbHble npoueaypbl cbopa
MHOpMaLUM N3 TaKMX UCTOMHUKOB, KaK nonb3oBatenu, obcnyxueaiowmii nepcoHarn, obyvaiowmii nepcoHarn, coobue-
HUs1 06 nHUMAEeHTax n obpaTHas cBA3b C nonb3osaTtensamu. B 6onblMHCTBE Cny4aeB AOCTATOYHO CCLINKM Ha Npoueaypsbl
CUCTEMBI MEHeKMEHTA KavecTBa, ogHako niobbie cneunansHble TpeboBaHWA K MeAULIMHCKOMY U3AENUI0 cneayeT BHe-
CTW HENOCPEeACTBEHHO B NNaH MeHeKMeHTa pucka.

Mnan meHemKMeEHTa pucka AOIDKEH BKNIOYATh NPUHATBIE HA OCHOBE aHanu3a pucka JOKYMEHTUPOBaHHbIE pelue-
HUA no cnocoby HabnaeHns, npurogHomy ansa cbopa NOCTNPOU3BOACTBEHHON MHOPMaLMN O MEAULMHCKOM M3aenuu,
Hanpumep, Heobxogumo nu HabniogeHne Ha ocHoBe oBpaTHON CBA3W UNK xe TpebyeTcs akTueHoe HabniogeHuwe. Mnax
MEHEKMEHTA pUCKa AOIDKEH Takke BKIoYaTh NogpobHoe onucaHve npeaycmMoTPEeHHbIX KIMHUYECKUX UccrneaoBaHun.
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Mpunoxexnne G
(cnpaBouHoe)

UucdopmMaLma o MeToax aHanu3a pucka

G.1 06wme nonoxeHunn

HacTosiwee npunoxeHne cogepXxXuT pyKOBOASLWME YKa3aHWsl B OTHOLLUEHUM HEKOTOPbIX AOCTYMNHbLIX METOAOB aHa-
nu3a pucka, NpuMeHsiemblx cornacHo 4.3. [laHHble meToabl JOMOMHSIOT APYr Apyra, U MOXeT BO3HUKHYTb Heobxoau-
MOCTb B MUCMONb30BaHWN HECKONBKUX M3 HUX. OCHOBHOM MPUHLMN aHanu3a pucka 3aknio4aeTcs B No3TarnHoMm aHanwie
nocneaoBaTenbHOCTU COBLITUN.

MpeagapuTenbHbiil aHanu3 onacHoctel (Preliminary Hazard Analysis — PHA) — 310 meTtod, npumeHsiemMbivi Ha
paHHUX cTagusax npouecca paspaboTkn Ansa uaeHTMdUKaUMM onacHOCTEN, ONacHbIX cuTyauuii U cobbITUIA, KOTOpPbIE
MOTYT NPUBECTU K NPUHMHEHWIO Bpeaa, KOrga KOHCTPYKUUA MEeAULMHCKOTO M3AEenust M3BeCcTHa Nuwb B obwem Buge.

AHanus auarHocTudeckoro gepesa HeucnpaeHoctel (Fault Tree Analysis — FTA) — 370 mMeTOf, KOTOPbI MOXET
6bITb 0co0BeHHO noneseH ans obecneveHnst 6e30NacHOCTM Ha paHHUX CTaausIX pPa3paboTk MEeAVLMHCKOro u3aenuvs B
uenax naeHTMUKaUMM 1 yCTaHOBNEHWS NPUopUTETa ONacHOCTEN W ONAacHbIX CMTYaLUWi, a Takke Ansl aHanm3a Hexena-
TenbHbIX COOLITUN.

AHanu3s xapaktepa u nocneacteui otkasos (Failure Mode and Effect Analysis — FMEA) n aHanu3 xapaktepa,
nocneacTeuii n kpuTn4HOCTH oTkasos (Failure Mode, Effects and Criticality Analysis — FMECA) siBnsiiotca metogamu,
NPUrogHLIMK ANSA CUCTEMATUYECKOW MAEHTUUKAUMN BNUAHWA W NOCNEACTBUMIA OTKA30B OTAENbHbIX KOMMOHEHTOB; 3TH
meToapl 6onbwe NoaAxoanT ANA NPAKTUHECKN 3aBEPLIEHHbIX KOHCTPYKLWNA.

UccnegoBaHue onacHocTel n akcnnyaTtauuonHol npurogHocty (Hazard and Operability Study — HAZOP) u aHa-
13 ONacHOCTEN B KPUTUYECKUX KOHTPONbHbIX Toukax (Hazard Analysis on Critical Control Points — HACCP) — aTo
mMeToAbl, 06bIYHO NpUMeHAEMbIe Ha Gonee No3gHnx cTaguax paspaboTkm MeauUMHCKOro nagenus ans Bepudukaumm, a
3aTeM Ans ONTUMU3AUMKM KOHLENUUIA NPOEKTa UNu BHECEHNSA U3MEHEHWUN.

G.2 MpepBaputenbHbIn aHanu3 onacHocten (PHA)

MpegBapuTeneHbIi aHanu3 onacHocten (PHA) — 370 MHAYKTUBHLIA METOA, aHanu3aa, Liernbio KOTOPOro sIBIsieTcs
ngeHTUUKaLMa ONacHOCTEN, OMACHBIX CUTYaLUi U COBBITUIN, KOTOPLIE MOTYT MPUBECTU K NPUHYMHEHUIO Bpeaa onpeae-
NeHHOMY BUAy OeATenbHOCTM, YCTPOWCTBY Mnu cucTeme. Yawe BCero gaHHbI MeTof NPUMEHSIIOT Ha paHHel cTagun
pa3paboTkn NpoekTa, Korga MMeeTcsl HeJocTaTovYHO MHGOPMaLMK O AeTansax KOHCTPYKUMU UNU NPOU3BOACTBEHHBLIX
npoueccax; 3adactyio PHA onpegensiet HanpaeneHvne gansHelwmx uccnegoanui. OH MoxeT ObiTb NoneseH npu aHa-
nn3e AeNCTBYIOWMX CUCTEM UINN YCTAHOBIEHWUU MPUOPUTETA ONAcHOCTEN B YCNOBUAX, KOrga 06cToaTensCcTBa NPEnATCTBY-
0T NPUMEHEHUIO OpYyroro metoaa.

Mpu ncnonb3oBaHnm PHA cocTaBnsoT nepeveHb ONacHOCTEN U CBA3AHHBIX C HUMM ONACHBIX CUTYaUUN C yHETOM
cnegyoLmx QakTopoB:

a) NnpUMeHsieMble NN U3roTaBnMBaemMble Mmatepuarbl U UX peakTUBHOCTb;

b) npumensiemoe obopyaoBaHuE;

C) NpoM3BOACTBEHHAs cpeaa;

d) npoekTHas cxema;

€) B3auMOAeNCTBNE KOMMOHEHTOB MEeAMLMHCKOIO M3genust unm cuctemel.

B 3aBepleHne onpenensitoT BEPOATHOCTb HECYACTHOIO Crly4asl, BbIMOMHAIOT OLUEHWBAHWE BO3MOXHON TPaBMbI
UM BO3MOXHOrO ywep6a 340poBblo MO KaYeCTBEHHbIM NMPU3HaKam 1 MAeHTUOULMPYIOT NPUMEHNMbBIE BOCCTaHOBUTENb-
Hble Mepbl. [ony4YeHHbIe pe3ynbTaTel MOXHO HarMsAHO NpeacTaBuTb B BuAe Tabnuy unv gpeBoBUAHbLIX CXeM.

Bornee nogpo6Has nHdopmaumsi o npoueaypax PHA npueegena B [8], A.5.

G.3 AHanus guarHocTnyeckoro aepeBa HencnpaBHocTen (FTA)

Metog FTA siBnsieTcs B Nepeylo ouepeab CPpeACcTBOM aHanvM3a onacHOCTeN, MOEHTUULUMPOBAHHBLIX C MOMOLLLIO
APYIMX METOAOB; €ro HaYMHaKT C NOCTynaTa o HexenarenbHOM NoCneAcTBUM, Ha3blBAEMOM TaloKe «IMaBHOEe cobbITHeY.
MeTogoM AeayKumm, HauMHas ¢ rMaBHOro cobbITHS, MAEHTUULMPYIOT BO3MOXHbIE NPUYUHBI UMW XapaKTep HencnpasHo-
CTel, Bbi3blBAOLWME HexenaTenbHble nocneacTeus (oTkasbl cuctembl). Kaxabili pas naeHTMUKALMIO BbIMOMHSIIOT Ha
Bce 6onee HM3KOM byHKLMOHaNBLHOM ypoBHe cucTembl. Cnegylowas 3a aTum noatanHas naeHTudrkauus HexenaTenb-
HOro (hYHKUMOHWMPOBAHWS CUCTEMBI C MOCIEeA0BaTENbHBIM MOHUXEHWEM YPOBHEN NPVUBOAWUT K NCKOMOMY YPOBHIO CUCTE-
Mbl, KOTOPbIV OOBIYHO COAEPXKMT UCTOUHUK HEWMCNPaBHOCTU UNW SIBNSETCS CambiM HU3KMM YPOBHEM, HA KOTOPOM MOryT
NPUMEHSITE Mepbl MO YMPAaBMNEHUIO PUCKOM. OTO MO3BONSIET YCTAHOBWTL LEnoYkn cobbiTui, ¢ HambonbLwel BeposiT-
HOCTBIO MPUBOASILLME K 3AsIBIIEHHOMY HeXenaTernbHOMY MOocreacTBuio (0Tkasy). PesynbtaTtel NpeacTaBnsioTcs rpadu-
Yeckn — B BuAe gepeBa HewcrnpaBHocTel. Ha kaxaom ypoBHe cxeMbl kKOMOMHALMKW BUOAOB HEMCNPABHOCTEN OMNMCaHBbI
norudecknmmn onepatopamu (U, UM n 1. a.). Buabl HencnpaBHocTel, naeHTMMLUMPOBaHHbIE Ha AepeBe HeNCnpaBHOC-
TeW, MoryT 6biTe CBA3aHbI C HEMCMPaBHOCTbLIO annapaTHoro obecneyeHwnsl, ¢ YenoBe4eCkMM HakTopom Unm ¢ nobbimm
ApYrMMK coBbITUSIMKM, BEAYLUMMM K HeXenaTtenbHbIM nocneacTensiM (oTkasam). OHM He OrpaHuYeHbl YCroBUsIMU eau-
HUYHOTO OTKa3a.
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Metoa FTA no3sonsieT cuctematnyecky 1 B TO e BpeMsl 4OCTaTOMHO MTMBKO aHanmanpoBaTh pasHble hakTopbl, B
TOM YKcne venoeedeckun aktop. [laHHbIi MeTOA UCMOMNB3YIOT NPY aHanNn3e pucka B Ka4ecTBe MHCTPYMEHTA onpeaene-
HUS1 BEPOATHOCTEN OTKa30B MITM ANA NASHTUOMKALMN €QNHUYHBIX UM MHOXECTBEHHbIX OTKA30B OAHOIO BMAa, NPUBOAS-
LWKMX K pa3BUTUIO OMNacHbIX cuTyaumi. [padudeckoe npeacTaBneHne B BUAE AepeBa HEMCnpaBHOCTEN MO3BOMSIET NErko
NOHATb NOBEAEHMEe CUCTEMbI N BXOAAWMX B Hee haKTOPOB, HO €CNu AepeBo HeNCNPaBHOCTEN CTAHOBUTCA BONbLUMM, TO
ero obpaboTka MoxeT NoTpeboBaTh NPUMEHEHNA KOMMBIOTEPHBIX CUCTEM, YTO, BMPOYEM, He MPEACTABNAET CIIOXHOCTU.

bonee nonHasa nHdopmaums o npoueaypax FTA npveeaeHa B [17].

G.4 Ananuns xapakTepa n nocneactsmmn otkaszos (FMEA)

AHanna xapakTtepa u nocneacteui otkazoe (FMEA) siBnsieTcs MeToAoM, C NOMOLLBIO KOTOPOrO CUCTEMATUYECKM
MASHTUMULMPYIOT N OLEHMBAIOT MOCNEACTBUA OTAENbHON HENCNPaBHOCTUN (€AMHUYHOIO OTKa3a). OTO MHAYKTUBHbIA Me-
TOA, NPV UCMOMNb30BaHMKN KOTOPOro OTBEYaloT Ha BOMpoc: «MTo npousongert, ecnu...?». KOMNOHEHTHI aHANU3npyrT Noc-
nepoBaTtenbHO, OOMH 32 APYIUM, YTO B OCHOBHOM COOTBETCTBYET YCIOBMIO €OMHUYHOIO OTkasa. AHanv3 BbIMOMHAKT B
pexvmMe «CHW3y BBEpX», T. €. credys npoueaype nepexoga k odyepegHomy, 6ornee BbICOKOMY (hyHKLMOHANIBHOMY YPOBHIO
MEeOULMHCKOrO U3Aenust Uin CUCTEMBI.

MeTog FMEA He cBoanTCs K aHanm3y OTKa30B, ABMSIOWUXCA CneacTBMeM OWnBKN NPOeKTUPOBaHNS KOMIMOHEHTOB
MeaMLIMHCKOro M3genusi, HO MOXEeT TakKe BKIIOYaTh aHanu3 OTKA30B B NPoLEecce M3rOTOBMEHUSI U MOHTaXa KOMIMOHEH-
TOB M34enus Unu Npu NPYMEHeHWn unu ownMBOYHOM NPUMEHEHUW M3Aenusa KOHeYHbIM nornb3oBaTenem (MpPUMeHeHne
metoga FMEA). Metog FMEA moxeT GbITh pacluMpeH 3a cHeT UCCrneaoBaHnst OTKA30B OTAEIbHbIX KOMMOHEHTOB, BEPOAT-
HOCTM X BO3HUKHOBEHMS 1 BO3MOXXOCTW BbISIBNIEHUA (40 TOr0 YPOBHSA, KOI4a BbISIBIIEHWE MO3BONSIET NPUMEHATL Npeayn-
pexgaiolwye OencTBuA), a Takke CTENeHn TAXEeCTU NocneacTBMN OTKa3oB. AHanM3 Xxapaktepa U nocneacTBMin OTKa3oB
(FMEA) moxeT cTaTb aHanM3oMm xapakrepa, nocrneacTteuii n kputndHocTu otkasoe (FMECA). Onsa soinonHenns FMECA
KOHCTPYKUMA MEeAULMHCKOTO M3Aenus JomkHa ObiTb N3BeCTHa BO BCEX NMOAPOOHOCTSX.

MeTtog FMEA mMoxeT ObiTb Takke Mones3eH npu paccMoTpeHumn owmnbok npumeHenus. Hepgoctatkamu aaHHoOro
MeToAa ABMSIOTCS TPYAHOCTW €ro NpMMeHEeHUs Mpu Hanu4um nabbiTOYHOW MHGOPMaLWUW, NP BKITIOYEHWM B aHanma
AelCTBUIA MO PEMOHTY U NPohunakTuHeckoMy TEXHUYECKOMY OBCMYXMBaHWUIO MEAULIMHCKOTO U3Aenusl, a Talke OrpaHu-
YeHne JaHHOro MeToda YCrnoBMAMM eOMHWMYHOrO OTKasa.

Bonee nogpo6Has nHcopmauumsa o npouegypax FMEA npusegeHa B [18].

G.5 UccnepoBaHne onacHoCcTeNn U aKcnnyaTaumoHHon npurogsoctn (HAZOP)

MeTop vccnegoBaHus onacHoOCTeN M akennyataumonHon npurogHoctn (HAZOP) ananomyen metogy FMEA. Uc-
cnegoBaHMe OnacHOCTEeN M 3KCNnyaTaunmoHHOW NPUrogHOCTU OCHOBAHO Ha TEOPETUYECKON NPEeanoCLINKe, YTO MHUMAEH-
Tbl 06YCNoBNeHbl OTKNOHEHVAMI OT NPOEKTa UNN NPEAYCMOTPEHHOIO NPUMEHEHUs. ITO CUCTEMATUHECKUIA MeTOof, MAEH-
TMMKaLMM onacHocTen u npobnem akcrnyataumoHHOWU npurogHocTu. OH Obin nepBoHavanbHO paspabotaH gna npu-
MEHEHUS B XMMWYECKOW NMPOMBbILWNEeHHOCTU. MMockonbky npuMeHeHne metofa B XMMUYECKON NPOMbBIWNEHHOCTU ChoKy-
CUPOBAHO HA OTKIMOHEHUsIX OT NPOEKTa, TO CYLECTBYIOT BO3MOXHOCTU €ro arnsTepHaTUBHOIO MUCMONb3oBaHUA B o6nacTtu
paspabotkn meguumHckux usgenwin. Metogq HAZOP moxHO ucnonb3oBaTb B OTHOLIEHUW NPUMEHEHUS/PYHKLNMOHNPOBa-
HUS MEAULUMHCKUX U3OENWI (HanpUMeEpP, NPUMEHUTENBHO K CYLLECTBYIOWMM criocobaM guMarHoCTUKM, nedeHns unu ob-
nerv4eHusa 3aboneBaHui, BLICTYNAOWMM B Ka4eCTBe LEenu NpoeKkra) Uin B OTHOLLEHUM MPOLECCOB, NMPUMEHAEMbIX NpU
W3roTOBNEHUU UIM NPOUNaKTUHECKOM yxoae/TEXHUYECKOM OBCNyXMBaHUN MeAULMHCKMX u3genui (Hanpumep, cTepu-
nu3aums), KOTopble MOTYT OKa3biBaTb 3HAUUTENBbHOE BIUsIHWE HA uX yHKUMOHUPOoBaHUe. [Ins AaHHOro metoaa Xapak-
TEepHO:

a) ncnosrnb3oBaHue rpynnbsl cneynanucrtoB, KOMMETEHTHLIX B obnacTtu NPOEKTUpoBaHNA U NMPpUMEHeHNA paccmart-
pMBaeMoro MeMLMHCKOTO U3Jenusi;

b) npumeneHne cootBeTcTBYIOWMX KrtoveBbiX crioB (NONE — Huuto, HukTO, HUckonbko; PART OF — vacTte vero-
nbo u 1. 4.) Ana naeHTMUKALUMKN OTKNOHEHUIA OT HOPMAIbHOIO NMPUMEHEHWS.

Lenamu gaHHoro metoga sIBNSIIOTCA:

- COCTaBrieHUE MOJTHOrO OMNMMUCaHUS MEAULIMHCKOIO U3ZENusl U ero npeaycMoOTPEeHHOro NPUMEHEHUST;

- cucTemMaTMYeCKUii aHanm3a Kaxgoro acrnekra npegycMOTPEHHOIO NPUMEHEHNUST MEAULMHCKOTO M34enus B Lensax
onpegeneHusl NPUYKUHbI OTKIIOHEHUsI OT HOPMAribHbLIX Pabounx YCNoBUI U YTBEPXKAEHHOTO MPOEeKTa;

- onpeaerieHne NoCcneAcTBUA TakuX OTKITOHEHWW WU MPUHSITUE PELleHUsl O TOM, MOTYT NM AaHHble NMocneacTeus
NPUBECTU K BO3HWKHOBEHMIO OMACHOCTEN UM co3gatb npobrnembl ¢ HyHKUMOHUPOBAHUEM MEAMULIMHCKOIO M3aenus.

HoctmwxeHne nocnegHent Lenn ocobeHHO BaXXHO MPUMEHUTENBHO K MPOLieccaM, UCMOoSb3yeMbIM MPU U3roTOBMe-
HUN MEAMUMHCKMX U3OEnui, Korga XapakTepucTMKu MeauLUMHCKOIO M3fenust 3aBUCAT OT MpoLuecca U3roTOBIEHUS.

Bbonee nogpobHas uidopmauus o npoueaypax HAZOP npusegena B [19].

G.6 AHanu3 onacHOCTeN B KPUTNYECKNX KOHTPONbHbIX Toukax (HACCP)

AHanmu3 onacHocTel B KpUTUYECKUX KOHTponbHbIX Toukax (HACCP) — ato cuctematuueckuin metop, uaeHtngmka-
UMM, OLEeHUBaHUSI U ynpaBrieHust onacHocTsIMU. NMepBoHaYanbHO OH Obin pa3pabotaH HaunoHanbHbIM areHTCTBOM No
a3pOHABTUKE U UCCIEeA0BaHUIO kocMmyeckoro npoctpaHcTea (NASA) ansi npeaynpexxaeHust NULLEBOrO OTPaBNeHus ac-
TPOHABTOB. MeTop, OCHOBaH Ha MCMOMb30BaHUM YCTAHOBIIEHHONO Habopa NPUHUMNOB M TEPMUHOB C ONpeaeneHusMn.
MpumennTensHo K meguumHckum nagenusim metog HACCP vcnonb3yloT anst MOHUTOPUMHIA M YNPaBrieHus1 NpUHMHamMm
ONacHOCTEN, CBSI3aHHbLIX C MEAULMHCKUM M3AENMEM Y MHULMMPOBAHHBLIX CONYTCTBYIOWMMU NpoLeccaMmm, 0CoOBEHHO Npo-
ueccamMmn M3roTOBMEHUSI.
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Metog HACCP ocHoBaH Ha cemy nNpuHUMNax:

1) NnpoBedeHWe aHanm3a onacHOCTer cormacHo 4.3 u uaeHTUdMKauma npeaynpexgalwmx OelcTBui cor-
nacHo 6.2;

2) onpepeneHne KpUTUYECKUX KOHTPOmbHLIX Touek (CCPs) cornacho 6.2;

3) ycTaHoBneHne npegenbHO AOMNYCTUMbIX 3HAYeHWi cornacHo 4.2 v pasgeny 5;

4) MOHUTOPVIHT K2XXO0W KPUTUYECKON KOHTporbHOWM Toukn (CCP) cornacHo 6.3 u pasgeny 9;

5) pa3paboTka KOppeKkTUPYIOLWMX AeCTBUIA cornacHo pasgeny 9;

6) paspaboTka npoueayp Bepudukaummn cornacHo 6.3 u pasgeny 9;

7) pa3paboTka npouedyp BeASHUsI N XpaHEHWUA 3anucei U apyrMx OKYMEHTOB cornacHo 3.5 u pasgeny 8.

Kaxxgoe meguumHckoe mM3genve rnoasepraeTcsl ONacHOCTSM, CBSA3AHHbLIM C €ro npegycMOTPEHHBIM MPUMEHEHN-
em. OnacHble cUTyaummn mMoryT BbiTe Bbl3BaHbl COBLITUSIMU (MPUHYMHAMMW UMW COMYTCTBYIOLLMMK (DakTopamu), NPoncxoas-
WMMM Ha pasHbIX CTaaUsIX XXU3HEHHOTO LUMKMa U3Zenus, Takux, Kak NpoeKTUpoBaHWe, U3roToBNeHNe, obCnyxmBaHme,
NpUMEeHeHWe, yTUNIn3auus u T. 4. [pumepbl HEKOTOPLIX BUOOB ONacHOCTEN MPUBEAEHbI B NpuUnoxeHmm E.

3anorom pesyneratmeHoctv HACCP cnyxat HenpepbIBHbIV MOHUTOPUHT U yNpaeneHne naeHTMdnLpoBaHHbIMY
onacHocTsimu (npuHumnsl HACCP 2, 3 u 4). A3rotoBuTens eMOHCTPUPYET Pe3yrnbTaTMBHOCTL YCTAHOBIIEHHbLIX Mep Mo
ynpaeneHuio onacHoctsimu (npuHumnsl HACCP 5 n 6) nocpeacteom pa3paboTku JOKYMEHTUPOBaHHOW CXeMbl NMpouec-
ca, aHanM3a onacHoCTelN W NnaHa KOHTPOns KpuTudeckux todek (npuHumn HACCP 7).

B cucteme HACCP B kavecTBe AOKyMEHTaNbHOrO NOATBEPXKOEHVSI MCNONb3YIOT criegyowmne cpeacTea BeaeHus
3anvcen:

a) bnok-cxema npouecca.

Llenbto Grniok-cxembl SIBMSIETCS MPOCTOE U YeTKoe rpaduyveckoe BOCNPOM3BEAEHUE MOCIef0oBaTeNbHOCTU CTaani
npouecca. bnok-cxema Heobxognma ans nocnegdyuen pabotsl no metogy HACCP. OHa moxeT cTaTb B Byayluem pyko-
BOACTBOM Ansl TexX, KoMy Heobxoaumo 6yaert pasobpatbesi B mpouecce B Lensx ero eepudunkaumm. Obnacts pacnpocrpa-
HeHns Bnok-cxembl JOMKHa OXBaTblBaTb BCE CTaauW npouecca, HeMoCpeaCTBEHHO yNpaBnsaeMble U3roTOBUTENEM;

b) pabouas kapTa ansi aHanusa onacHOCTeN.

AHanun3 onacHocTen BKNIOYaeT AEHTUMUKALUIO OMACHOCTEN U BLI3BIBAIOWMX UX NPUYMH. 3anucu no aHanuay
OnacHOCTEW AOMKHbI coaepXaTh:

- MAEHTUDUKALMIO N NepeYeHb TeX CTagui NpoLecca, Ha KOTOPbIX BO3HMKAIOT 3HAYMTENbHbIE ONAcHOCTH;

- MepeYeHb BCeX MAEHTUMNLMPOBAHHBLIX ONACHOCTEN C YKA3aHWEM WX 3HAYMMOCTM Ha KaxXZon ctagum npouecca;

- MepeYveHb BCex Npeaynpexjallwmx AgencTeun, Heobxoaumelx ANA ynpaBneHus Kaxaon onacHoOCTHIO;

- MAEHTUMDUKALMIO BCEX KPUTUHECKUX KOHTPONbHbIX ToYek (CCPs), cpeaACcTB MX MOHUTOPUHIA U YNPaBMNEeHNA MK,

¢) nnaH HACCP.

Mnan HACCP npeacTaenseT coboi 4OKyMeHT B MMCbMEHHON hOpMe, OCHOBaHHbIN Ha cemu npuHuunax HACCP n
ONUCLIBAKOLWMIA MpoLeaypbl, KOTOpbIM HeobxoaMMo criefioBaTh ansa obecrneyeHust ynpaBneHusi NPOeKTOM, U3gernuem,
npoueccoM unu npouegypon. MNnaH BkrovaeT:

- NOEGHTMMKALMIO KPUTUHECKUX KOHTPOIBHBIX TOYEK U NpeaenbHO AONYyCTUMbIX 3HAYEHUN;

- BMAbl O€ATENbHOCTU NO MOHUTOPUHIY M HENPEPLIBHOMY YNpaBneHuto;

- UAEHTUDUKALMIC U MOHUTOPUHI KOPPEKTUPYIOLLMX AENCTBUWA, BUOOB AEATENBHOCTU MO BepuduKkaumm U BeAeHUIO
3anucen.

~ N —
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MpwunoxeHne H
(cnpaBo4HoOE)

PykoBoAcCTBO N0 MeHE)KMEHTY pUcka MeAULIMHCKUX U3genumn
ANA AUarHocTuKMU in vitro

H.1 O6wme nonoxeHmn

HacToswee npunoxeHne COAepXWUT AONOMHUTENbHbIE PYKOBOAAWME YKA3AHWUA MO NMPUMEHEHUID MEHEIKMEHTA
pycka K MEAMUMHCKUM M3genusam ans guarHoctuku in vitro (IVD). OCHOBHOE BHUMaHWe yaeneHo MeHeIKMEHTY puUCKa B
OTHOLEHMN NALMEHTOB HA OCHOBaHWM NPUMEHEHUs] PE3ynbTaTOBR MCCNEefoBaHWN MEAVMUMHCKUX M34enuin Anst guarHoc-
TWKM in vitro. NpvBegeHHbIe NPUMEpPLI He SIBNSAIOTCA NCHEPNbIBAOLUMK, OHW NpedHasHaYeHbl ANs pasbscHeHns o6LWwmnx
NMPVHLUMWMNOB U CNYXaT OTNPABHON TOYKOW NPV MEHEMHKMEHTE pucKa.

MeauumHckue uagenus Ansi AMarHocTuky in vitro npegHasHadeHbl gns oT6opa, NOAroTOBKM U UCCMeAoBaHus
npo6, B3ATLIX U3 Tena venoBeka. K gaHHbIM M3genusim OTHOCAT peareHTbl, NpuGopsbl, NporpammHoe obecnedeHue,
nagenvs ans ot6opa nNpob 1 emKoCcTW Ans UX XpaHeHUs, kKannmbpaTopbl, KOHTPOIbHbIE MaTepuanbl U COOTBETCTBYIOLLME
NpUHagnexHocTU. MNepeyncreHHbie U3genusi MOXHO NPUMEHSITb KakK OTAENbHO, Tak U KOMBUHUPYSl MX B CUCTEMY.

PeayneTarhl, NONy4YeHHbIE C MOMOLBIO MEAUUMHCKUX M3denuin ans guarHocTuku in vifro, MOXHO MCMNONb30BaThb
ONsl QUarHocTukK 3aboneBaHnin Unu gpyrux COCTOsIHUIA, B TOM YMCIE COCTOSIHUA 300POBbS NaUWeHTa, Arsl BOCCTaHOBMe-
HUA 300pOBbA U OBnerdYeHnsi COCTOSHWUS NauneHTa, NevYeHust unu npeaynpexaeHus 3abonesanus, a Takke Ans MOHU-
TOPWHra fnekapCcTBEHHOW Tepanuu U onpegerneHust 6e30nNacHOCTM AOHOPCKOW KPOBW MMM OOHOPCKMX OpraHoB. JaHHblie
n3genvst MoryT UCMoNb3oBaTh Mua C pasHbiM YpOBHEM 0Opa3oBaHuWs, NOArOTOBKM M Pa3HbiM NPakTUYECKUM OMbITOM, a
TaKke B Pa3HON OKPYXawLWen cpede v Npu pasHON CTEMeHn ynpaeneHus OoKpyxawwen cpegon. Hanpumep, ogHm
MeOULMHCKMEe u3genus ons aunarHoCTUKW in vitro npegHasHadeHbl Ansi NPMMEHeHUs cneunanucTtamm B MeanumMHCKUX
nabopaTtopusix, Apyrme — MeauLMHCKUMK paboTHUKaMM Ha MecTax, TPeTbM — HenpodecCHoHanbHbIMK NoNb3oBaTensi-
MW B JOMALLHUX YCIOBUSAX.

C opHoM CTOpOHbI, pesynbTaThl NPpoBeAeHHbIX B nabopaTtopum IVD-nccnenosanuii nepegatoT Bpady, KOTOpbIA WH-
TeprnpeTupyeT AaHHble U CTaBUT AnarHo3s, NpoBoauT nedeHre unn HabnogaeT naumeHTa; ¢ Apyron ctoponsbl, IVD-nccne-
OOBaHUA MOXET BbINOMHATL Cam NauMeHT, Korga NCnonb3yeT pesynbrarbl uccnegoBaHnin Ansa HabnogeHns 3a CoCTOAHU-
€M CBOero 340pOBbsl M MOCNeayoWwero ne4eHms.

Beuay MHOrooGpasusa MeaumumMHCKUX U3penui ana AguarHoCTUKM in vifro n ux npeaycMOTPEHHOTO NMPUMEHEHUSA
HaCTosILLME PYKOBOASILLME YKA3aHUS MOXHO NPUMEHSITb HE BO BCEX Criydyasix. B oTHOWeEHUM MeauUMHCKMX u3genvii ansi
OWarHoCTUKM in vitro, npegHa3HaYeHHbIX Ansi CAaMOTECTUPOBAHUS, TEPMUHbI «MAUUEHT» U «HenpodeCcCnOoHarbHbIA NONb30-
BaTenb» OyayT B3aMmo3aMeHsieMbIMK, XOTsSl MOTyT 0603HauyaTh M pa3HbiX Nonb3oBaTenen (Hanpumep, onpeaenexHve
YPOBHSI caxapa B KpoBMu y pebeHka, cTpagaowero anabetoMm, MOXeT NMPOBECTU €ro poAacTBEeHHUK). Ecnu ucnonbayior
TEPMUH «Bpa4», TO crieyeT NoHUMaThb, YTo NGO MeguUMHCKUIA paboTHUK Takke MOXEeT 3anpawwuBaTb, Mony4yatb,
VHTEPNPETUPOBaTbL pe3ynkrarthl in vitro-uccnenoBaHwWi, NpoBeAeHHbIX B naboparopum, n AeNcTBOBaTh HA UX OCHOBaHUMW.

MeavuuHckMe w3genust Ansi AMarHocTUKW in vitro noTeHUManbHO MOTyT CnocobCTBOBAaTH NPUHMMHEHUIO Bpeaa
naumeHTy. OwmboyHble MnNu 3ano3gansie pe3ynsrarbl MOTYT NPUBECTU K OWWGOYHBIM MNK 3ano3gansim MeauUMHCKUM
peLeHnsIM 1 OENCTBUSIM, KOTOPbIE MOTYT HAaBpeaAUTb naumneHTy. OnboYHbIE pe3ynbTaThl, MONYYEHHbIE NPU NPUMEHEHNK
MEANLMHCKNX U3OENUIA 4Nsl QUarHOCTUKK in vitro, NnpegHasHaueHHbIX AN CKPUHUHIA NepenvuBaHnsa KPOBU U TPaHCNNaH-
TauuyM OpraHoB, NOTEHUMANbHO MOTYT MPUYMHUTL Bper, PeuMnMeHTamMm KPoBu unmn opraHoB. OwnbodHbIe pesynbTarThl,
NnosyyYeHHbIe NpY NMPUMEHEHUN MEVLMHCKMX M3Oenuii Anst AMarHoCTukW in vitro, npegHasHavYeHHbIX AN BbiABNEHNUA
MHEKUMOHHBIX 3a6oneBaHuii, MOryT NMPeACTaBrsTh NOTEHUMAanNbHYI0 ONAcHOCTb ANA OBWECTBEHHOrO 340POBLA.

Ha pucyHke H.1 npegcraBneHa ogHa M3 Mofgenei puckoB NPUMEHEHUss MEAVULIMHCKNX U3AENWi ansa ANarHOCTUKK
in vitro B nabopaTopHbIX ycnoBusix. B aTom npumepe otka3 cuctembl meHegxmeHTa kavectea (CMK) usrotosutens
(Hanpumep, Ha cTaguu NPOEKTUPOBaHUsA, pa3paboTKu, U3rOTOBMNEHNA, YNAKOBLIBAHUA, MAPKMPOBaHUA, peanusaumm
unu o6cnyXMBaHuUsl) UHULIMMPYET NMOCNeAoBaTeNnbHOCTb COObLITUIA, KOTOPAs HAYMHAETCA C HEUCNPABHOCTU UNWU HeHaane-
xawero hyHKUMOHUPOBAHUS MEAULIMHCKOTO M3Aenust Anst AMarHoCTUKK in vitro. Ecnn 0Tkas MeguuuHCKOro usgenus
npovcxoanT B MeguLMHCKON naboparopun, TO 370 NpUBOAUT K ownbBOYHBIM pedynsTataMm uccnegoeanni. Ecnu pesyne-
TaT He npeHTMdUUMpoBaH B naboparopum kak oWMOOYHbLIN, TO OH NONAAaeT K MeauunMHCKoMy paboTHuky. Ecnn megu-
UMHCKMIA paboTHUK Takke He naeHTMdMUMpyeT pe3ynbrar Kak OWWGOYHBIN, TO 3TO MOXET NPUBECTU K HEMPABUIIbHOMY
ANarHo3y 1 co3aarb ONnacHylo CUTYauMIo Ansi naunueHTa.

Bpau npumensiet pesyneratel IVD-uccnegoBaHnii COBMECTHO C APYrow AOCTYNHOW MEOULIMHCKOW uHopmauven,
AnNs1 TOro YTobbl OLUEHUTbL COCTOSIHME 3A0POBbS NaUMeHTa, NOCTAaBUTL ANArHO3 UM Ha3HA4YUTb neyeHne. B HeKoTopbIX
cnyJasix pe3ynbrarbl in vifro-ucenenoBaHui MoryT GbiTb IMaBHBIM MU AaXe eAUHCTBEHHBIM OCHOBaHUEM s NPUHATUSA
KIIMHWYECKOro pelleHusl. BeposiTHOCTb NpuuMHeHUsl Bpeaa NauveHTy CKnagbiBaeTcsl U3 BEPOATHOCTENW HACTynneHust
Kaxgoro cobblTus, NokazaHHOro Ha pucyHke H.1. Kaxpgas otaenbHas BepOATHOCTb HACTYNNEHUsl COBbITUS YacTUUHO
KOMIMEHCUPYETCA BEPOATHOCTLIO OBHApYXXeHUsl ONacHOCTM UMK ONacHoON CUTyauuu u3roToBuTenem, nabopatopuei unm
Bpa4yoM, 4TO MO3BOMNsieT BMEeLLaTbCA W NpeAoTBpaTUTb NPUUYMHEHWe Bpeaa naumweHTty. dakrtudeckas nocnegoBaternb-
HOCTb CcOObITUIA ByfeT 3aBUceTb OT KOHKPETHOIO MEAMLMHCKOTO U3aenvs ans AUarHoCTUKM in Vitro n ero npumeHeHus.
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WarotoBuTens OTtkas CMK HenpaeunbHoe
(MHMUMKMpYyLLIee cobbITUE) YHKLUOHUPOBaHWE
IVD-u3genus
TNaGoparopus OwubouHoe OwnboHbIN
IVD-uccnepoeaHue WUNU 3ano3aanblii
pesynsTaT uccnepoBaHus
(onacHocTb)
Bpau OwunboyHLIn anarHo3 HenpasunoHoe
UNn HeCBOEBpPEeMeHHoe
MeauLMHCKoe neveHue
(onacHas cutyauus)
MauveHt MopaxeHue
MNN NeTanbHbBIA UCXop,

PucyHok H.1 — Mogenb puCKOB NPMMEHEHUA MEQUUMHCKOro usgenvs gns
AWarHocTuku in vifro B nabopaTtopHbIX yCnoBusx

Ha pucynke H.1 BugHo, uto owmboqHble nnu 3anospaneie pedynsrartel MOryT 6biTb nony4eHsl B naboparopuu,
Hanpumep, BCNeACcTBUe HecobniogeHus npoueayp, rpaukoB TEXHUYECKOro 06CnyXMBaHUA UK KanMBpOBKM, UTHOPUPO-
BaHWA npegynpexgeHuin u npegoctepexeHuit. CobbITUs, KOTOpble MOTYT NPUBECTU K NPUHMHEHUIO Bpeda NauueHTy,
Takke MoryT 6blTb MHMLMMPOBaHLI B NabopaTopuu. [MoaToMy npusHaHa HEO6X0AUMOCTb YMEHbBLIEHUS YMcna OWKnBoK ¢
NOMOLLLIO MPYMEHEHUA MpoLecta MEeHeMKMEHTa pucKa K meauumHckon nabopartopum, a nHgopmaums no 6esonacHo-
CTH, NONny4Yaemas Ha BbIXO4e Mpouecca MEeHeMKMEHTa pucKa M3roTOBUTENS, MOXET CTaTb BXOAOM MpoLLecca MeHeK-
MeHTa pucka NPUMEHUTENBHO K nadopaTtopuu.

H.2 AHanu3s pucka

H.2.1 UpeHTndmkaumsa npegycMoOTPEeHHOTo NPpMMeHeH ns

H.2.1.1 O6wue nonoxeHuns

MeguumnHckue magenusi gna AuarHoCTUKKM in vitro, NpegHasHaveHHble Ansl NabopaTopHbIX UCCNeaoBaHUA UMK
nccneaoBaHuii Ha MecTe NPOBeAEHWA NeYeHns, MMELoT OBYX MNoNb3oBaTernen: MeamuMHCKOro paboTHMKa, NPOBOASALLETO
nccrnegoBaHve, U MeguUUHCKOro paboTHMKa, Nony4aloLWwero peaynsraThl, MHTEPNPETUPYIOLLETO MX U AeWCTBYIOWETO Ha UX
ocHoBaHuu. B cnyyae IVD-nsgenua gna camoTeCcTUPOBaHMST NauMeHT MOXeT OblTb €AUHCTBEHHLIM NOMNb30BaTENeM.

Mpun naeHTndMKauMn NpegycMOTPEHHOrO NPMMEHEHNUs criefyeT paccMaTpyBaTh 3asiBIIEHHbIE LENW M3roToBUTE-
ns B OTHOWeEHMN o6ouxX BapnaHTOB NpUMeHeHust: 1) npumeHeHwe 1VD-u3genust 4na nonyvyeHust pesynsraToB Uccnego-
BaHWsi; 2) NpMMeHeHWe pesynbTaToB UCCNEeAOoBaHWsA AN AMArHOCTUKU, NeYeHnst unn HabniogeHns 3a naumeHToMm.

B HacToswWwemM NpuNoxeHnn NpuMeHeHsl crneayowme TepMUHbI C COOTBETCTBYIOWUMU ONpeaeneHusiMm:

- oneparop — nvuo, NpoBoAsLLee in vifro-nccneaoBaHusi; JaHHOE MU0 MOXET OblTb Kak coTpyAHMKOM nadoparo-
pun, Tak U MeAMUMHCKUM pabOTHUKOM UMW HenpogheccuoHanbHbIM NONb30BaTENeM C MUHMMATbHOW NOArOTOBKOW WIK
€e OTCYTCTBUEM;

- MeguuMHCKMIA paboTHVMK — NULO, 3anpalunBatolee, nonyyarowee pesynsraTbl MCCNea0BaHNn UMW AECTBYIOLLEE
Ha OCHOBE JaHHbIX PE3ynbTaToB OT MMEHWU MauMeHTa; MeanuuHCKMM paboTHUKOM SIBNSieTcst Bpad, meacectpa, denbi-
lwep «CKOPOW MoMoLm» unu noboe apyroe Nuuo, NpUHUMaloWwee KMHUYeckoe pelleHne Ha ocHoBe pesynbratoB IVD-
nccneaoBaHung,

H.2.1.2 MpenycMmoTpeHHOe NpUMeHeHne

MpegycmMoTpeHHOe NpUMEHEHE MeOULMHCKOTO N3aenust Anst AMarHoCTUKK in vifro MOXeT BKNioYaTtb TpeboBaHus
K U3amepuTenbHOW cucrteme, aHanuavmpyembiM npobam (o6pasuam), nabopatopHoMmy o6opyaoBaHuio, MaTpuue npob,
npoueaype nccneaosaHna (aHanus no KaveCTBEHHbIM, MOJTYKONMYECTBEHHBIM UMW KONTMYECTBEHHBLIM NPU3Hakam), ore-
paTopy U MecTy NPpUMEHEHUS.

Hanpumep, MOXeT BO3HUKHYTb HEOGXOOMMOCTbE B MCCNEA0BaHUUN COAEPXaHUS XOpuoHudeckoro GeTa-roHagoT-
ponuHa venoseka (f-hCG) B o6pa3uax ceIBOPOTKU, NNa3Mbl KPOBK MM Moun. He kaxpgas npouegypa wccnegoBaHusi
B-hCG nmeeT Te xapakTepucTukmn, KOTOPbIE COOTBETCTBYIOT BCEM TPEM BMAAM MaTpuLbl Npob.
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H.2.1.3 NokasaHunA K NpUMeHeHuIo

MokasaHWsa K NPUMEHEHUIO BKIIOYAIOT MeQULMHCKOE MpUMEHeHWe W onpeaeneHve nonynsiuMi nonb3oBatenen,
ONs KOTOpbIX NpeAHa3Ha4YeHO MeOULMHCKOe u3fenue Arst AMarHoCTuku in vitro.

Hanpumep, pesynetatel nccrnegoBanus cogepxamnusa B-hCG mMoxHO ncnonb3oBath gnsl noareepxaeHun Gepe-
MEHHOCTM, CKPMHMHIa 6epeMeHHbIX XXEHLIUH Ha Hanuvure y rnoga cuigpoma flayHa, a Takke ans MOHUTOPUHIA HEKOTO-
pbiX hOpM paka. Kaxgoe MeguuUHCKOEe NMPUMEHEHUE MOXET BblABUratb pasHble TpeboBaHWuA K HyBCTBUTENbBHOCTH,
CNeundUYHOCTU, TOYHOCTU W NOTPELLIHOCTA U3MEPEHUIA.

H.2.2 UpeHTUPUKALNA BO3MOXHLIX OLUMOOK NPUMEHEHUA

H.2.2.1 OwnbKkK NnpuMeHeHns

OWwubKM NpUMEHEHUS] BKIIOYAIOT AEWUCTBUA, HE NpPeAyCMOTPEHHble U3roTOBUTENEM, Takue, Kak yCKopeHue
npoueayp, NonbITKA ONTUMU3auuU 1 MMMNPOBU3ALUK, A TaKKe HEBLINONHEHNE ASNCTBUNA, NPEAyCMOTPEHHbIX N3rOTOBU-
TeNneM U ONMCaHHbIX B MHCTPYKLMSX MO NMPUMEHEHMUIO.

H.2.2.2 Mpumepbl BO3MOXHbIX OLUMGOK NPUMEeHEeHUs CO CTOPOHbI COTPYAHUKOB nadopatopun

Hwxe npuBegeHbl NpyMepbl BO3MOXHBIX OWMOGOK NpuMeHeHus1 B nabopaTtopHbix ycnoeusx. [laHHbie npumepsl
ABMNSAIOTCA MOKa3aTernbHbIMU, HO HEUCUEPIbIBAIOLLMMMU:

- NPUMEHEHNEe MeaVLMHCKOro M3genus Orisi AMarHoCTUKM in vifro ¢ HeHaanexawmm kanubpatopom, peareHTom,
nNpuBopoM unu aHanmManpyemeim 06pasLoM;

- MOMbITKA ONTUMU3aLMK NPOLEAYPbl UCCIeAOBaHUA Arsl YIYYLLIEHNS SKCIITyaTaUuMOHHbIX XapaKTepUCTHK;

- COKpalleHue npoleaypbl uccrneaoBaHus (yckopeHue npoueaypbl);

- HeBbINOMNHeHWe TexHu4eckoro obcnyxmeaHusa npubopa;

- HecrnocobHOCTb UMM HEBO3MOXXHOCTb OCYLLECTBIEHUS Mep no obecnevennio 6e3onacHoCTy;

- (OYHKUMOHMPOBaHWE B HEONaronpusiTHbIX YCIOBUSIX OKPY»KaloLLein cpeabl.

H.2.2.3 Mpumepbl BO3MOXHbLIX OLUMOOK NPMMEHEHNs CO CTOPOHbI MeAMLIMHCKOrO NepcoHana

Huxxe npuBepeHbl NpUMepbl BO3MOXHbIX OLIMGOK NPUMEHEHUSI CO CTOPOHbI MEAULIMHCKOIo nepcoHana. [laHHbie
npyvMepsbl SIBNSIOTCA NOKa3aTerbHbIMU, HO HEVCYEPTbIBAIOWMMMU:

- NPUMeEHeHWe pe3ynbLTaToB in vifro-uccneaoBaHus Anst CKPUHWMHIA HaceneHusi Ha Hanuuue 3aboneeBaHus, B TO
BpeMsl Kak npoueaypa uccrefoBaHusl npeAHasHaveHa Ansi AMarHocTMkM AaHHoro 3aboneBaHust (3KCrnyaTtauuoHHble
xapaktepuctukun 1VD-usgenust MoryT He COOTBETCTBOBATb 3a/jaye CKPUHWHIA HaceneHust);

- npuMeHeHne pesyneratoB |VD-uccnegoBaHus ansi AMarHOCTUMKKM 3aboneBaHunsi, B TO BpEMS1 Kak npoueaypa
uccreaoBaHust npegHasHadeHa [Anst HabniogeHust 3a  COCTOSIHMEM 340POBbsi (IKCIITyaTaLMOHHbIE XapaKTepUCTUKN
IVD-n3genmsa MoryT He COOTBETCTBOBaTh 3aZiauaM OUarHoCTUKW);

- npuMeHeHune peayneratoB |VD-uccnegosanna ans HOBOro cnocoba MeguuUUHCKOrO NPUMEHEHUs, He 3asBMeH-
HOIO M3roTOBUTENEM (3KCMNyaTaumoHHble xapaktepuctukn 1VD-usgenna moryt okasatbCa HENpUrogHsIMW Ansi HOBOFO
cnocoba KNMHUYECKOro NpUMeHeHUst).

H.2.2.4 Mpumepbl BO3MOXHbIX OLUMGOK NPUMEHEHUs NaLUeHTaMM NP CaMoTeCTUPOBaHUN

Hwxe npveegeHsl NpUMepbl BO3MOXHBLIX OWKNOOK NPUMEHEHUA NauueHTamMmyM nNpu CamoTecTMpoBaHUU. 3TU Npu-
Mepbl ABMAOTCA NOKa3aTenbHBIMU, HO HENCYEPNbIBAIOWMMMU:

- MCMOnb3oBaHWe HegocTaTovHOro obvema obpasua;

- HecnocoBHOCTb NMPaBUIbHO BCTaBUTL MOAYMb C pEareHToMm;

- pasgerieHve peareHTHbIX CTPUIMOB (ANA YMeHbLUEHUsI MaTepuarbHbiX 3aTpar);

- HeCnocoBHOCTE UMM HEBO3MOXHOCTL OCYLLECTENEeHUs1 Mep No obecneyeHuto Ge3onacHoCTy;

- XpaHeHue peareHTa B HeHaexalmx yCnoBusix.

H.2.3 UgeHTndMKaumna XxapakTepmucTHK, OTHOCSLLMXCA K 6e30nacHOCTH

H.2.3.1 O6wme nonoxeHns

MOMUMO XMMUYECKMX, MEXaHUYECKNX, ANEKTPUYECKUX U BUONOrMyeckMx xapakTepucTuK U Hapsily ¢ ApYrMMy meau-
UMHCKUMWU U3JenvaMy MeguuvHCKue U3penus ansi AMarHoCTUKK in vifro MeloT 3KCIlyaTauMoHHbIE XapaKTepUCTUKK,
onpegenspwmue TOYHOCTb Pe3yneTatoB uccnegoBanmsi. HecnocobHOCTb AaHHBIX MEOUUMHCKUX M3aeriui COOTBETCTBO-
BaTh 3KCMNyaTaALMOHHBLIM XapakTepuCcTUKaMm, HeO6XoAMMbIM st KOHKPETHOTO MEOULMHCKOTO NMPUMEHEHUsl, MOXeT Mpu-
BECTU K CO34aHMIO ONaCHOW CUTyauum U COOTBETCTBEHHO pUCKa Arisl NaLNeHTOB.

H.2.3.2 XapakTepncTukv npoueayp uccneaoBaHuA Mo KONMYeCTBEeHHbIM NPU3HaKam

Mpouenypbl MCCNeaoBaHUA MO KONWUYECTBEHHLIM MPU3HAKaMm npeAHasHaueHbl A4risi onpegeneHns Konu4vecTsa
UMW KOHLUEHTpauMy aHanM3upyemoro Belectea (aHanurta). Peaynbrarbl OTMeYaloT Ha MHTepBanbHOW wkane. OCHOBHbI-
MU aHaNUTUYECKMMU XapakTepuUCTUKaMu Npouenyp WCCrneaoBaHusl N0 KONMYECTBEHHbIM NMPU3Hakam SIBNATCA TOY-
HOCTb {HETOYHOCTB), NOFPELWHOCTL (CMcTeMaTnyeckas owmnbka oueHku, obycnoBneHHasa cyGbeKTUBHBIM hakTOPOM UnK
HeTo4YHOCTbIO Npubopa), cneundnyHOCTL aHanM3a U AManas3oH KONUYECTBEHHOro onpeaeneHus. JkcnnyataunoHHble
TpeboBaHus 3aBUCAT OT BUAA MeAWLMHCKOrO NpuMeHeHusl. OWMBOYHO BLICOKMI MNN OWKMBOYHO HU3KWMI pesynbTaTt Mo-
eT NPUBECTU K HEMPAaBUNbHOMY AMAarHo3y MNv 3ano3garnomMy NeyYeHuto, a Nnocneayowmnin Bpea, NPUHNHAEMbIN NALNEHTY,
MOKET 3aBUCETb OT KOHUEHTPaLMN aHanMaupyemMoro BeLLeCcTBa U 3HAYEHUS CUCTEMATUYECKOW NOrpeLHOCTH.

H.2.3.3 XapakrepucTuku npoueayp nccnefoBaHWA Mo Ka4eCTBeHHbIM NPU3HaKam

Mpoueaypbl CCNEAOBaHWA NO KAYECTBEHHBLIM MPU3HaKaMm NpeAHasHa4YeHbl TONbKO ANA BbISBNEHWA NPUCYTCTBUSA
MNu OTCYTCTBUSL aHanuTa. Peaynbratbl npoueayp knaccuduumpyloT Kak NonoXuTenbHble, oTpuuaTenbHble Unm
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HeonpegeneHHoie. K xapakrepucimkam npoueayp UCCNEAoBaHUA No KAa4YeCTBEHHbIM MPU3HaKkam 0BbIYHO OTHOCAT auar-
HOCTUYECKYIO YYBCTBUTENbHOCTb U CreumndnyHOCTb. [MonoxuTensHbIn pesynsrat npyU OTCYTCTBUW aHanuTa unu otpuua-
TENbHbIA Pe3ynbrar Npu HanMYuM aHanuTa MOXET MPUBECTN K NOCTaHOBKE HEMNPaBUIBHOMO AMarHo3a unu 3ano3ganomy
JIe4YEHUIO U NMPUYMHEHUIO Bpeaa NauueHTY.

H.2.3.4 XapakTepuctukmn byHKLIMOHANLHOW HAQEeXHOCTHN

Ecnv nevawemy Bpady HeobxoavMmbl pesynerathl in vitro-uccnegoBaHus Anst NPUHATUA CPOUHOTO KNUMHUYECKOTO
peLleHns, Hanpumep, O HanpaeBnNeHun nauMeHTa B OTAeNeHne WHTEHCMBHON Tepanuu, TO CBOEBPEMEHHOCTb pesynbTa-
TOB MOXeT OblTb TaK € Ba)KHa, KaK M MX TOYHOCTb. HeBO3MOXHOCTb MOrNyyYeHust pesynetarta, korga oH Heobxoaum,
MOXET NPUBECTN K CO3AAHUIO0 ONAacHOW CUTyauun.

H.2.3.5 QononHuuTtenbHasa MHOpMaLUA O NauneHTe

B HekoTOpbIX criy4asx ansi NPaBUMbHON MHTEPNpeTaunmn pesyrnsraTtoB UCCreaoBaHusa MOryT notpeGoBatbes ge-
mMorpacdu4eckue gaHHble NauneHTa, a Takke AaHHble 0 npobe unu ee uccrniegoBaHuun. MNpumMepaMu TakuxX AaHHbIX,
BBOAUMbBIX BPYYHY0 NabopaHTOM-aHanMTMKOM UMM aBTOMATUHECKU C MOMOLLbLIO NabopaTopHOW KOMMBIOTEPHOW CUCTe-
Mbl, ABMAIOTCA MOEHTUMDUKALNA naumeHTa, naeHTndmkaums npobbl, Bug nNpobbl, onMcaHne npobbl, eguHULLI U3Mepe-
HWsA, 0Opa3sLoBbIf MHTEpBan, BO3pacT, MON W reHeTudeckue daktopbl. Ecnn meguumHckoe uspenue anst ANarHOCTUKK
in vitro cNpoeKTUPOBaHO Tak, YTOObLI BMeCTe C pe3ynesTataMu UCCrneaoBaHusi cooblaTb AONONMHUTENBHYI0 MHDOPMaLNIO
(T. e. ABNsIeTCA MHTEPNPETUPYIOWMM), TO HECMOCOBHOCTL M3AEenus BblgaTb NPaBMIIbHYI0 MHGOPMALMIO COBMECTHO C
pesyneTataMmy MCCreaoBaHUsl MOXET HapyLWWUTb NPaBUMNbHOCTb MHTEPNPETALMN AaHHbIX Pe3yrnbTaTtoB U MPUBECTU K CO-
302HVI0 OMacHON CUTyaLuw.

H.2.4 UaeHTndmKaunsa n3BecTHbIX U NPOTHO3UPYeMbIX ONacHOCTeN

H.2.4.1 OnacHocTn ANA nauneHToB

C To4kmM 3peHus nauneHTa, pesynetat |VD-uccnenosanusi npeactaenset coboi ONacHOCTb, €CNU OH MOXET Mpu-
BECTU K HECOOTBETCTBYIOLEMY MEANLMHCKOMY BMELLATENbCTRY, CrEACTBUEM KOTOPOIro MOXET CTaTb NMPpUYUHEHUE Bpena
3[40POBbLI0 UMW CMEPTh, UMK K HEBO3MOXHOCTU OKasaTb MeAWLMHCKYI0 MOMOLb, kKoTopas morna Obl npefoTBpaTtuTb
npuYvHEeHne Bpeaa 340pOBbI0 Mnu cmepTb. OwnboYHbIN unu 3anosgansivi pesynetat |VD-uccnegosaHmnst MoxeT ObiTb
0o6ycnoBeneH HeHagnexalwmm yHKLUMOHMPOBaHWEM MEAMUMHCKOTO U3QEnusa Anst AMarHoCTUKK in vitro, YTo siBNseTcst
VMHULMUPYIOLWEN OMNacHOCTLIO B MPOrHO3MPYEMON MOCNeAoBaTeNbHOCTU COBLITUIA, NPUMBOASILLEN K CO30AHUIO ONMacHOM
cutyauun. peHtndurkaums onacHoOCTel M nocregoBaTernibHOCTEN COObITUIA NOMOraeT U3roTOBUTENIO B COCTaBNEHUN
nogpo6HOro nepeyHsi onacHbIX cUTyaumin. B npouecce aHanm3a pucka M3roToBUTESNb YCTAHABMMWBAET, YTO UMEHHO He0O-
XOOMMO paccMmaTpuBaTh Kak ONacHOCTb.

Kak nokasaHo Ha pucyHke H.1, onacHasi cuTyaumnst MOXeT BO3HUKHYTb, €CNu MEeAULMHCKMIA paboTHUK noryyaeT
OWKNBOYHLIN pesynbTaT UCCNEeAoBaHNA U NPUHMMAET pelleHnsl Ha ero ocHoBaHuKU. OnacHas cuTyauus MOXeT Takxke
BO3HWKHYTb B OTCYTCTBME pesynbrarta, korga oH Heobxogum. B cnyvae ¢ usgenvamm gna camoTecTUpPOBaHWA onacHas
CMTyauUmst MOXeT BO3HUKHYTb MNPV NOMy4YeHny ownbo4HOro pesynerata NauMeHToM Unn OTCYTCTBUM pe3ynbraTta, Korga OH
Heob6xoaumMm.

Mpu npoBedeHun nccnegoBaHna NO KONMUYECTBEHHBIM MPU3HAKaM pes3yrnbTaT MOXHO paccMaTpuBaTh Kak OLWU-
BOuHbIN, ecny pasHnLa MO CPABHEHUIO C NPaBUIIBHBIM 3HAYEHWEM NPEBbIWAET NPeAenbHOE 3HAYEeHWe, OCHOBaHHOE Ha
KITMHWYECKOW MONb3e OT NPUMEHEHUA MEeaUUUHCKOTO uagenus. KnuHuyeckasi 3Ha4MMOCTb HENPaBUNBHOIO pesynbrara
MOXET 3aBUCETb OT BENUYUHBLI Pa3HULbI MEXAY U3MEPEHHBIM U NPABUNbHLIM 3HAYEHUSAMK, a Takke OT duanonornyec-
KOTO COCTOSAHWA MauueHTa (Hanpumep, HanuuYusl y Hero rMrnoriikeMun Ui rmneprivkemMmm).

Mpn npoBeaeHUM McCNEAOBaHMA NO KAYeCTBEHHBLIM MPU3HaKaMm, Korga MOoXeT ObiTb MOnyYeH TONbKO NOMNOXKW-
TENbHLIW UNW OTpULATENBbHLIA PesynsTaT (Hanpumep, uccrieaoBaHnsa Ha BUY unn Ha 6epemeHHOCTb), AaHHbIW pesynb-
TaT ABNAETCA TaKke M0 BepHbiM, MO0 OWMGOUHBIM.

Cnegyolme onacHocT MOTYT 06yCrioBUTb HEMPABUITbHYIO UArHOCTUKY U BO3MOXHOCTb NPUYUHEHUA Bpega unm
3arnosganoe MeauuMHCKOe BMELLaTErnbCTBO:

- owwmbouHble pesynbrathl (cM. H.2.3.2 u H.2.3.3);

- 3ano3parbie pesynerarbl (cm. H.2.3.4);

- owmboyHas uHdopmaums, coobwaemas npubopomM B JONOMNHEHWe K pesynetarty uccnegosanun (cm. H.2.3.5).

H.2.4.2 BaanMmocCBA3b € 3KCNNyaTalMOHHbLIMM XapaKTepUCTUKaAMK

Heo6xoanmo oLeHMBaTh HECOOTBETCTBUE IGO0 M3 IKCIUTyaTaUMOHHBIX XapaKTepUCTUK, OTHOCALWMXCA K Besonac-
HocTu (cm. H.2.3), npeabsBrsieMbiM U3roToBuTernem TpeboBaHusM, s TOro YTobbl onpeaennTe BO3MOXHOCTL CO3aa-
HUS1 OMACHOW CUTyauuM.

MeToabl aHanusa onacHoOCTel, Takue, Kak npeaBapuTenbHblii aHanua onacHocten (Preliminary Hazard Analysis
— PHA), ananus guarHoctuueckoro gepesa HeucripasHocten (Fault Tree Analysis — FTA), aHanu3s xapakrepa n nocneg-
cTBui oTka3os (Failure Mode and Effect Analysis — FMEA) n aHanus onacHocTei B KPUTUHECKUX KOHTPOSbHbIX TOYKaX
(Hazard Analysis on Critical Control Points — HACCP), onucaHbl B npunoxerun G.

H.2.4.3 UpeHTnpmkaunna onacHocTen B yCrNOBUAX OTKa3a

Mpwn npentndukaumm IVD-onacHocTen B yCnoBUSX OTKasa cnegyeTt paccmaTpuBaTb PeXWMbl OTKA30B, KOTOPble
MOIYT MPUBECTW K HECOOTBETCTBMIO 3KCMMNyaTaUMOHHbBIX XapakTepucTuk, TpebyemelX Ans NPUMEHEHUs MeanLUUHCKOro
nagenus (Hanpumep, NOrpeLHOCTb, TOYHOCTb, CNEeLMUYHOCTL U T. 4.), @ UMEHHO:

- HEOAHOPOAHOCTb BHYTPU OAHOW CEepun MeaVLUHCKUX U3Oenvn;
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HECOBMECTMMOCTb Pa3HbIX Cepui MegUUMHCKUX M3Aenui;
HENpOoCIexXNBaeMOCTb 3Ha4YeHuin kanubpaTopa;

HEBO3MOXHOCTb 3aM€Hbl Kanu6paTopa;

HecrneunnyiHOCTL (Hanpumep, akTopbl, co3galolme Nnomexm);
MCIONb30BaHWe OCTATKOB Npob unu peareHToB Anst HOBOTO UCCIEA0BaHUS;
HETOYHOCTb U3MEPEHUI (CBSA3aHHas ¢ npubopom);

HapylweHne cTabunbHOCTU (NMPU XpaHeHUW, TPaHCNOPTUPOBAHUM, NPUMEHEHUN).

Mpu naentudukaummn 1VD-onacHOCTEN B YCNOBUAX OTKa3a MEAMLIMHCKOrO u3genusa cnegyeT paccmatpueBaTth Te
peXMMbl OTKA30B, KOTOPbIE MOTYT NPUBECTU K 3ano3aansiM pedynsratam npy HeobxoauMoCTU OKasaHusl CPOYHON Meau-
LWHCKOW MOMOLLW, Hampumep:

- HecTabunbHOCTb peareHToB;

- 0TKa3 annapaTHOro My NporpamMmmHoOro obecneveHus;

- HeHagnexauwiee ynakoBblBaHUeE.

Mpu ngeHtndukaumm |VD-onacHoCTen B yCnoBUSAX OTKa3a MeAMLIMHCKOrO usgenusa cnegyeT paccmatpueaTth Te
PEeXUMbl OTKa30B, KOTOPbIE MOFYT NPUBECTU K Bbigave OWNBoYHON nHdopmMauum o0 naumeHTe, Hanpumep:

- owmnbo4Hble ©.M.0. nnn naeHTMdMKaLMOHHbIA HOMEP NauMeHTa;

- ownboYHanA aaTta poXAeHWsA UMK BO3pacT;

- HenpaBwUmbHO YKa3aHHbIN Nor.

H.2.4.4 UpeHTndmkaLma onacHocTen B yCNOBUAX HOPMalibHOTO MPUMEHEHUA

OwwnboYHbIe pesynkTaThl MOTYT NOSIBUTLCA TaKKe B YCMOBUSIX HOPManbHOMO NPUMEHEHWS, AaXe eCnu aKcnnyaTa-
LMOHHbIE XapakTepUCTUKN MeQULMHCKOTO U3genvsa ons QUarHocTvkm in vitro oTeevalot TpeboBanuam nsrotoeutensi. 31o
MoxeT GbiTe CrieACTBMEM HEAOCTOBEPHOCTW Pe3ynbTaToB uccreaoBaHusl, buonornyeckon BapnabensHocTn Npob nauw-
€HTOB, BbIGOpa rpaHuUbl oTcekaHus unv gpymx aktopos. OWMBOYHBIN pe3ynbTaTt B YCNOBUAX HOPMaNbHOMO NPUMEHE-
HUSI MOXET MPMBECTM K CO34aHMIO OMaCHON CUTYyauun B OTHOLEHMM OTOENbHOro NaumeHTa, Hanpumep:

- HEOOCTATOYHO YeTKOe pasnuyvMe Mexay NONOXMUTENbHBIMU U OTpUUAaTeNbHBIMU pesynbratamu: npoueaypbl uc-
CnegoBaHns Mo KAYeCTBEHHbIM MPU3HAKAM OEMOHCTPUPYIOT TUMWYHbLIE NOXHO NONOXWUTENbHLIE U NOXHO oTpuuaTens-
Hble OLEHKW, YaCTUYHO OBYCIOBMEHHbIE MOrPeWHOCTAMY U3MEPEHUSI, CBSI3aHHBIMU C onpeaeneHnem nogxoaswen rpa-
HULbl OTCEKaHWS;

- MOTPELHOCTb U3MEPEHUA: COBPEMEHHBIN YPOBEHb HAY4YHO-TEXHUYECKOTrO PA3sBUTUSA MOXET OrpaHUYMBaTL TOM-
HOCTb OMpeAeneHns 3Ha4YeHus napameTpa MegUMUUHCKUMU M3OEnVsaMU Ans AWarHOCTUKK in vitro (rmoKoMeTpbl, onu-
caHHble B [20]); ecnu kpuTepum OYHKLUMOHMPOBAHUS TPebyIoT, YTOBbI He MeHee 95 % pe3ynbTaTtoB HaxoAUnNUChL B FpaHu-
Lax yCTaHOBMNEHHOrO Auana3oHa 3Ha4yeHWl, OCHOBAHHOIO Ha MOHATMM KIMHUMYECKOW MOonb3bl, TO A0 5 % pesynbraToB
MOIryT BbIXOOAUTb 32 paMKN JaHHOro gnanasoHa;

- HenpeaBUAeHHOE BMNWSIHWE OPYIMX 3NEMEHTOB ((HakTOPOB, CO34al0WMX MOMEXWU) B OCHOBHOM aHanmM3vpyeMoMm
obpasLe: HOBble NeKapCTBEHHbIE CpeAcTBa, Guoxummnyeckme metabonutel, retepodunbHbie aHTUTENA W BELLLECTBA Anst
noaroToBku Npo6 moryT Bo3gelcTBOBaTb Ha PYHKUMOHAaNbHbIE XapakTepucTukn npouedypsl IVD-uccnepoBaHus;

- eCTEeCTBEHHas reTeporeHHOCTb aHanmMTa: aHTuTena u gpyrve 6enku B o6pasuax KpoBu SIBISIIOTCS CMECSIMU pa3-
HblX M30(hopM; M3BECTHbIE hyHKLMOHANBHBIE XapakTepncTky npoueaypsl IVD-uccnegoBaHms MoryT 6biTb HENPUMEHU-
Mbl KO BCEM COCTaBHbIM 4acTsIM TaKOW CMecH.

H.2.4.5 UpeHTnprKauma onacHbIX CUTyauumn

K onacHblM cuTyauusiM, cosgaBaemblM MeaMLUHCKMMU U3Zenusamu ans AMarHoCTUKW in vitro, oTHOCAT:

- NOXHO OTpULaTernbHbIi pesynbrat aHanusa Ha BUY (HIV) unm Ha noBepxHOCTHLIN aHTUreH renatuta B (HbsAg)
npu CKPUHUHIE NepenuBaemMol KPpOBW, Moryvaemblil GaHKOM KPOBW;

- AMarHOCTUPOBaHWE fevawmm BpadoM 3aboneBaHUs MEYE€HN Ha OCHOBE pe3ynbTaTtoB UCCneqoBaHust yHKUMN
neyeHy, KOTopble BbiNM UCKaXeHbl Nog BIvsiHMEM OunmpyobuHa;

- ownboYHoe uamepeHue NpubopoM Ansi CamMOTECTMPOBAHUA KOHLEHTPaLMK caxapa B KPOBU (3aBblleHHOe 3Ha-
YeHue) y 6onbHOro MNornuKeMmen.

H.2.5 OnpegeneHne pucka AnNA NauneHTa

H.2.5.1 O6wue nonoxeHns

OnpepgeneHne pucka OCHOBAHO Ha OnpefenieHun TsDKeCTM U BEPOSITHOCTU NPUHYMHEHUS Bpeaa KaXaon uaeHTU-
VUMPOBAHHON ONAacHOWM cuMTyauueit, CBSI3aHHOW C MEAULMHCKUM M3genvem ans AMarHoCTUKW in vitro, kak B HopManb-
HbIX YCIOBUSIX, TAK U B YCITOBUSIX OTKa3a.

Onsa nonyyenusi owmbouHoro peaynetarta IVD-nccnegosaHus KoveBsiMU onpeaensiowmmn akropamm sIBNSIOT-
Csl: @) BEPOAITHOCTb TOO, HYTO peaynbtar ByaeT npuaHaH owmnboYHBIM, 1 b) BEPOSITHOCTL TOTO, YTO pe3ynsTar NnpuBedeT K
HexenaTenbHOMY MeAWUMHCKOMY BO3AENCTBUMIO.

Mpy nonyyeHun peaynesTaTor, OWKNBOYHO NOKa3bIiBaOLWMX, YTO B MEAMLMHCKOM BMeLlLaTenbCcTeBe HET Heobxoaumo-
CTU (Hanpumep, MOXHO oTpuLUaTeNbHbIe pe3ynesTaTbl UK NOXKHO «HOPMarbHble» pe3ynbTarbl), B Npouecce OLeHMBaHUsI
pricka criegyet yumnTtbiBate: 1) NPOrHO3 Ansl HeBbiNeYeHHOro 3aboneBaHust; 2) BO3MOXHOCTb AUArHOCTUPOBAHUS JAHHOIO
3aboneeanua gpyrumm cpedcteamu; 3) NocneacTBus AnNs Nvu, He ABNSAIOWMXCA NaumeHTammn (nepeHoc Bo3bygutensi
WHMEKLMM UMK HAcneaCcTBeHHOro 3aboneBaHns, BO3AENCTBME HA Mo OMNacHbIX BELWECTB).
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Mpw nony4ernn peaynsraTos, OWMBOYHO NOKa3bIBAOWMX, YTO TPebyeTca MeanUMHCKOe BMeLlaTenbCTBO (Hanpu-
Mep, NOXHO MOMOXWUTENbHbLIE Pe3ynbTarbl UMK NTIOXHO «aHOpManbHbIe» Pe3ynbTaThl), B NpoLecce OLEeHWBaHWUS pucka
cnegyeT yunTbiBaTh: 1) BO3MOXHbINA Bped OT HEHaANeXallero neveHuns; 2) BO3MOXHOCTb NeYeHns ApyrMMun cpeicTBa-
Mu; 3) nocneacTBuA anst Apyryx nuu (UCcneaoBaHue Wi rieYeHne B CBA3W C ONacHOCTbIO MHAULMPOBAHUS, ANArHOCTU-
poBaHWe UNu neYeHune HacrneacTBeHHOro 3abonesaHus).

H.2.5.2 OnpepeneHne TAXeCcTH Bpeaa

MeguuuHckoe npumeHeHue pesyneratoB IVD-uccnegoBaHua no3BonseT onpeaenvuTb BO3MOXHbBIA Bped, KOTO-
pbii MOXeT 6bITb NPUUMHEH NAUMEHTY BCrieacTBue nonydyenHns ownbouHoro pesynetata. Cnegyer paccmarpusarh npe-
OyCMOTPEHHOe NPUMEHEHUE U BO3MOXHOE HEeNpaBuibHOE MpUMeHeHne, onucaHnHble B H.2.1 u H.2.2.

Ins onpegeneHnsl TskecTy Bpeaa HeobXoAMMO MOHUMaHue MeaVUMHCKUMX NOCNeACTBUIA NPUMEHEHUS pe3yribTa-
ToB IVD-uccnegoBaHus, aHaNMTMYECKMX 3KCIMITyaTauuoHHbLIX TpeboBaHui gnsa Kaxaoro crny4vasi NpUMEHeHusl U Toro, B
KaKoW CTeneHu KIMMHUYECKME pelleHusi OCHOBaHbl Ha peaynbratax IVD-uccnegosanus. Mo ator npuuvHe pelwawowee
3HaYeHWe UMEIOT Hazrexalme KIMHMYECKUe BXOAHbIE JaHHble Arisl npouecca onpeaeneHusl pycka.

H.2.5.3 OnpeneneHne BeposATHOCTU NPUYMHEHUA Bpeaa

Kak nokasaHo B npunoxeHun E, BeposiTHOCTb NPpUYMHEHUsT BpeAa Npu NPUMEHEeHUN MeOULIMHCKOTO M3aenust sl
ANarHoCTUKK in vifro 3aBUCUT OT CyMMbl BEPOSITHOCTEH, CBA3AHHbLIX C MOCrnefoBaTenbHOCTbIO COBLITUIA.

Mpy NpMMeHeHnn MeauUMHCKOro u3aenust Ans QMarHoCTuKKM in vitro B nabopaTopHbIX YCNOBUSIX, KaK NMOKA3aHO Ha
pucyHke H.1, gaHHbIE BEPOATHOCTU BKITIOYAIOT:

- BEPOAITHOCTb TOr0, YTO MEAMLMHCKOE U3denuve Ars QUarHocTukuy in vitro Bbigact owmnboYHbINi pesynbrar;

- BEPOSITHOCTb TOrO, 4TO naboparopus He naeHTMMUUMPYET NMONYYEHHbIN Pe3ynbTaT Kak oWMBoYHBIA U nepeaacT
JaHHbIN OLWKMBOUHBINA pe3ynkrar Bpady;

- BEPOSITHOCTb TOFO, YTO Nevalmii Bpay He aeHTMUUMPYeT NONyYeHHbI pe3ynbTaT Kak olmnboUHbLIN U Npeanpu-
MeT (Mnn He NpeanpuMeT) Haanexawme AeNCTBUS;

- BEPOSITHOCTb TOIO, YTO MaumeHTy Gyaer npuunHeH Bpen B pesyrnbrate AevWcTBua unu 6e3gencTBusl nedailero
Bpava.

Jlabopatopusi MOXeT naeHTMUUMPOBaTL pe3yrnbTar Kak OWMBOYHbLIA B CNeaylowmx Cny4anx:

- cucTema ynpaeneHust Ka4ecTBOM maeHTudnumpoBana n3mMeHeHue B npouegype uccnegoBaHus;

- 3Ha4YeHUe U3MEPEHHOro napaMmeTpa HECOBMECTUMO C XW3HbIO;

- pe3ynbTar NpeBbICUIT KPUTUYECKOe 3HadveHue, YTo TpebyeT npoBeaeHuss Bepudukaumm;

- pasHuua No CpaBHEHWIO C MpeabiayluM pe3ynsTaTtoM Ans JAaHHOIMO NauueHTa NPeBbiCUNa OXUOAEMyIo UMnu
BO3MOXHYIO BEMUHYUHY.

Mpu onpegeneHnn BEpOATHOCTU NPUHMHEHUS Bpega cneayeT y4uThIBaTh, YTO He Bce nabopatopum MMeIoT pesynb-
TaATUBHbIE CUCTEMbI OBHapyxeHus1 ownboK, KOTOpbIE B COCTOAHUWN NPeaoTBpaTUTh COOBLWEHNEe HEMPABUNbHLIX pe3ynb-
TaToB.

Bpay MoxeT ngeHTnnUmMpoBaTh pe3ynbrart kak oOWwnboYHbIM B Cneayowmx cnyJasx:

- OAHHbIA pe3ynsTaT hr3nonorMyecku HEBO3MOXEH;

- OaHHbIA pesyneraT He COormacyeTcs C COCTOSHUEM 3A0POBbA NAUWEHTA;

- JaHHbIW pesynbTaT BCTyNaeT B NPOTUBOPEYNE C Apyrow uHdopmaumen.

Ecnn meanumHckoe nsgenve anst AMarHOCTUKK in vitro npUMEHAIT 3a Nnpegenammu nabopatopun, TO Hagnexalwme
WU pe3ynbTaTMBHbIE CUCTEMBbI OOHApPYXeHUA OWnBOK Npu 3TOM 3a4acTylo OTCYTCTBYIOT. HenpodeccmoHarnbHble nornb3o-
BaTenu MOryT He 3HaTb, Kakue pe3yrnbsrathl ABNAITCA HenpaesgonogobHeimu. [Ansa nogobHbIX MeaULMHCKUX n3aenvii anst
OVarHoCTuKK in vitro NnpuMepsl, NpPUBEAeHHbIE B AAHHOM NyHKTE, cnegyet BUAOW3MEHUTb, UCKITIOYMB HENpUMeHUMble
coObITUSI U BEPOSITHOCTU.

Ons Toro 4To6bl ONpeaenuTb KONIMYECTBEHHbIE 3HAYEHUA BEPOATHOCTEN NPUYMHEHUS Bpeda, pedko UMeloTcsl
JocTaTouHble gaHHble. Bonpochkl, npuBegeHHbie B H.2.5.4, moryT 66T NONE3HBIMM [risl NMOMYyYEHUsSI KAYECTBEHHbIX U
NoONyKONIMYECTBEHHBIX OLEHOK BeposiTHOCTEN. B nepeylo ovepeab AaHHbIE BONPOCH OTHOCSTCSI K MEAULMHCKUM U3[e-
NUSIM ANt QUArHoCTUKKM in vifro, npumeHsiembim B NabopaTopHbIX yCnoBusix, HO Nogo6Hble BONpockl MoryT 6biTb CcOCTaB-
TNeHbl U Ans OpyrMx BUA0B MEAULMHCKMX U3AENUIA aNs ANarHoCTWKK in vitro.

H.2.5.4 MNpo6nembl, KOTOpbIe HEOGXOANMO PacCMOTPETb NPU ONpeaeNeHNN PUCKa ANA NauueHTa

H.2.5.4.1 BeposATHOCTb nony4yeHusi olwmnBOYHOro pesynerarta nNpu NPUMEHEHUN MeAULIMHCKOTO U3Aenus Ornst guar-
HOCTWKM in vitro:

- B peanonaraeMbix YCroBusIX 0TKa3a;

- B HOPMarbHbIX YCITOBUSIX;

- Npy 0O0CHOBAHHO MPOTrHO3UPYEMOM HENPaBUNBHOM MPUMEHEHUMN.

H.2.5.4.2 BeposTHoCTb uaeHTudumkaumm ownbodHoro pesynerata IVD-uccnegosanus nonbs3oearenem/naboparo-
puen:

- BO3MOXXHOCTb NOCTABKM KOHTPOIbHLIX MaTepuanoe BMECTE C MEQUUMHCKUM U3genueM anst AMarHocTukK in vitro;

- HanUuue B COCTaBE MEAMLIMHCKOTO U3ZIENUA MEMEHTOB yNpaBneHnsa Ans BoiABIIEHUS HEUCNPABHOCTH;

- pe3ynbraTMBHOCTb 3MEMEHTOB YNPaBMEHUA NPU BbIBNEHUM HENCNPABHOCTY;

- Hanu4me Apyrux cpeacTs obecrnievyeHns Ka4eCTBa, CNOCOOHLIX BLIABUTL OWWGOUHLIN pe3ynbrar (Hanpumep, npe-
OeNbHO AONYCTUMBIX 3HAYEHWN, MPOBEPKU JOCTOBEPHOCTU pesynbrara);
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- BO3MOXHOCTb ANs MONb3oBaTens OTKoppekTMpoBaTh npobnemy Ha ocHoBaHuM cooblieHus o6 owmnbke u nony-
YUTb AOCTOBEPHbIN pesynbTar uccrnegoBaHvsl Npy NOBTOPHOM uccnegoeanun. Hanpumep, cooblieHne «HepoctatouHoe
KONUYECTBO KPOBWU» Ha aucnnee npubopa 4ns camoTecTUpoBaHUSl AaeT Nonb3oBaTento Nodckasky o HeobxoammocTu
NOBTOPHOIO MCCreoBaHus;

- Hanuuve B nabopaTopwu PesynbTaTMBHOW CUCTEMbl OBHapYXeHNs OWMBOYHBIX Pe3ynbTaToBR, eCnu MeauunHeKoe
usgenuve npeaHasHavYeHo Ans npuMeHeHus B NabopaTopHbIX YCIOBUSIX.

H.2.5.4.3 BeposATHOCTb TOro, 4TO OWMBOYHEIN pesynetaT IVD-nccnegosanmsi 6yaeT BoisIBNEH BpaqoMm:

- TpebyloT N gencTByIOWME CTaHAaPTE MeQMLUMHCKON NPakTMKM NOATBEPXKAaIWEro nccneaoBaHusa aHanuTa;

- NpoeoguT Nu nabopatopus NOATBEpXJaloLlee NCCrnedoBaHNe NONOXUTENBHOMO pesynbTata CKPUHMHIOBOTO UC-
CcrnefioBaHUsi aBTOMaTUYECKHK;

- MOXHO W pacno3Hatb OWUBOUHbLIN pe3ynbTaT Ucxoas M3 Apyrux pesynsiatoB, NPU3HAKOB, CUMNTOMOB U Meau-
LUMHCKOIO aHamMHe3a MauueHTa;

- noAgTBepxdaeT nn 0bbIYHO BpaY pesynbTrartbl, NoNy4YeHHbIe 4NA aHanuTa, C NOMOLWBIO APYrMX CPEACTE U CTAaBUT NN
nog Bonpoc pesyneratbl, He COOTBETCTBYIOLLME KITMHUYECKOW KapTuHe 3aboneBaHus;

- CYLLECTBYIOT W Apyrve crnocobbl NPOBEPKN HAAEXHOCTU Pe3ynbTaToe, NONYyYEHHbIX ANa aHanuTa, nomoralowme
npegoTBpaTuTh BpauebHyto owmnbky;

- SIBNSIeTCA NU uccnejoBaHe egUHCTBEHHbIM OCHOBAHWEM ANA NPUHATUA BAXHbLIX KNWHUYECKUX peleHui u B
Kakol Mepe AuarHo3 OCHOBaH Ha pesynbraTe uccnegoBaHusl (1. €. Kak uccnefaoBaHvne BNUAET Ha NPUHATUE KIMHUYECKO-
ro peweHus);

- TpebyeT Nn cnTyauust NPUHATUA CPOYHOTO pEeLUEHNsI B OTCYTCTBUE BO3MOXHOCTU MONyYeHUA NOATBEPXAAIOWMX
AaHHbIX NNWU MHopMaLWK; NPUBOAUT NN pPe3ynbsTaT UCCNeqoBaHNA HENOCPEACTBEHHO K MPUHATUIO KITMHUYECKOTO pelle-
HUSI UMW K HA3HAYEHUIO NeYeHuns;

- OOCTYMHbI N anbTepHaTUBHbIE UCCNEOBaHusl, HaNPUMeEp, B LEHTpanbHon nabopatopum B cny4ae oTkasa meau-
LUMHCKOTO M3Jernusi Ha MecTe OKa3aHWs MeaULMHCKOWN MoMOLW.

H.2.5.4.4 BepoaTHOCTb TOrO, 4TO Bpay 6yaeT AeNCTBOBATL (MNN HE CMOXET AENCTBOBATL) B COOTBETCTBUU C PE3yIb-
TATOM WCCreoBaHus:

- AIBMSIETCS MM MeAMLMHCKOe U3genue ans amarHocTuku in vitro onpegensiowmm ¢hakTopom B Tepanumn TsKenbix
COCTOSIHUI, HaNpPVYMep 3M0Ka4YeCTBEHHbIX ONYXOMNen UNKN OnacHbIX ANS XWU3HWU UHMDEKUWI;

- NpeAgHasHa4YeHo N MeAuUMHCKOE u3genue Ana guarHocTuku in vitro ana TpaHcdy3um, TpaHCcnnaHTauvm unu
APpYroro MeauuMHCKOro NpYMeEHEHWs, Npu KOTOPOM BO3MOXHO 3apaXeHue peumnnueHTa;

- MpegHasHa4YeHo N MeAULMHCKOEe usaenue Ansl AMaArHOCTUKKM in vitro AN MOHUTOPUHIA XXWU3HEHHO BAaXKHbIX
OyHKUMIA OpraHn3Ma, Korga owmbka unv npomearieHme MoryT npUBECTU K CMEPTU UIK TSXKENIOMY NOpaXkeHUIo 300pOBbS
naumeHTa.

H.2.5.4.5 BepoATHOCTL TOro, YTO AeicTBue unu 6esaeiicTeue Bpada npueeget unu 6yaet cnocob6CcTBOBaTL Npyym-
HEHUIO Bpeaa NauueHTy:

- SIBNsieTCA Nu gencterne HeobpaTUMbIM, Kak, HAaNpUMep, XMpyprudeckasi pe3ekumsi unu npepoiBaHue 6epeMeHHo-
cTyY;

- B Kako Mepe geucteue siBnsAeTcs obpaTtMMbIM;

- B KaKOW mMepe OelCcTBUE MOXeT NPUYUHUTL Bpep, NauneHTy;

- B Kakol mepe 6e3nelficTBMe BeAET K netanbHOMY UCXOAY UMK YXYALEHUIO COCTOSIHUS 3[10POBbSI;

- Kakue hU3nonornyeckue ycrnoBsusi cnocobCTBYIOT NPUYMHEHUIO Bpeaa.

H.2.5.4.6 TsxeCTb NPUUMHEHHOTO Bpepa:

- NeTanbHbIN UCXon;
nopaxeHue, onacHoe Ans XWU3Hu;

COKpaLleHne OXuaaeMon NPOAOITKUTENBHOCTU JKU3HM;

HeobpaTuMoe yxyalieHne COCTOSIHUS 310POBbS;

CTOWNKOE HapyLleHue COCTOSIHWUSI 3[0POBbS;

NOCTOSIHHO® HapylweHne OYHKLUKM OpraHM3Ma UM aHaTOMUYECKOro CTPOEHUs! Tena;

nopaxeHue, Tpebyowee MeAMLUHCKOTO BMellaTenbcTBa Ansl NpeaynpexaeHus MNpUYMHEHUs CepPbEe3HOTo

Bpeaa;

- 06paTMoe yxyaweHne COCTOSIHWS 300POBbS;
He3Ha4uTenbHasa TpaBma (NopaxKeHue);
BpEMEHHOE OrpaHnyeHne hranYeckux BO3MOXHOCTEH, He Tpebyloliee MeaNLMHCKOrO BMeLLATeNbCTBa;

- BPEMEHHbIN gUCKOMGOPT.

H.2.5.5 UHpopmauma o pucke Ans MeAMLUMHCKUX U3aenui Ana AMarHocTUKM in vitro

H.2.5.5.1 ba3bl 4aHHbIX O HEOMAroNPUATHLIX COObLITUSX

Mporpammbl KOHTPONS MEANLMHCKMX U34ernuin cobnparoT 0T U3roTOBUTENEN U KOHEYHBIX NorNb3oBaTenein gaHHble,
BKITIOYalOLWMe NPUMEPbl HexXenaTernbHbIX MNOCNeAcTBMI OWKNBOYHBIX UK 3ano3ganstx pesynsraroB IVD-uccnegosanus.
M3roToBUTEND MOXET aHanuanpoBaTb COOBOWEHUs 0 NOAOOHLIX MEAULMHCKUX U3AENUsiX ans auarHocTukv in vitro, ana
TOro 4To6bl ONpeAennTb NX BO3MOXHOE COOTBETCTBME CBOMM U3OENUSM U MaeHTUMLUMPOBaTL paHee He OBHapyXeH-
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Hble OnacHoOCTW unu TeHaeHuun. OaHako, aenasi BeIBOAbl HA OCHOBaAHUM OTAeNbHbIX CoobLeHun, Heobxoaumo cobrio-
AaTtb OCTOPOXHOCTE. MHopMaLums B 6a3ax AaHHbIX O HebrnaronpusaTHbIX coObITUAX He BepuduuMpoBaHa, a oTaernbHble
coobLueHnsa MOryT cogdepaTb HernormHble, ownboyHble Mny BBOAsILME B 3abnyxaeHne gaHHble.

H.2.5.5.2 N3y4eHne cornacoBaHHOIO 3aKIOYEHWSA 3KCNepToB

CornacoBaHHOe 3aknoveHne 3KCnepToB Gbino BnepBbie U3yHeHo Npw Knaccudukaumm Bo3aericTBUsl oLMB0YHOro
onpegeneHns ypoBHs caxapa B KPOBMW y NauueHToB, Npmberatomx K CaMmoKOHTPOmK caxapHoro gvabeta. B [21] onucaH
MeTOZ, CUCTeMaTUHEeCKOro MCCeaoBaHNns Ans NONyYeHust KMMHUYECKUX BXOAHbIX 4aHHbIX O pUCKe Ansl naumeHToB. ABTO-
pbl MeTogda paspaboTanu knaccudukaumio NOrpellHoOCTel ¢ UCMONb30BAHWEM KaTeropui pasHoi KIMHUYECKOW J40CTO-
BEPHOCTU, CMOAENVPOBaHHYIO HA OCHOBaHUW rpadhmnyeckoro noaxona, NPUMeHeHHoro B [22]. MeTog udyueHus cornaco-
BAHHOIO 3aKIOYEHNS 3KCNEPTOB, ONVUCaHHBIN B [21], MOXHO NPUMEHSITb U ANA APYTUX M3MEpAEMbIX BENUYUH.

H.2.5.5.3 beceabl ¢ Bpayamm

TpaanuMoHHBIM cnocoboM NMonyYeHnst KITMHUYECKMX BXOAHbIX AaHHbLIX O PUCKe Ansi nauneHTa sensoTtces 6eceapl ¢
NPakTUKYIOLWLMMKU Bpadamu ans onpegenexHusi Toro: 1) kak oHu npumensitioT pesynetatsl IVD-uccneaoBanus; 2) MoryT nu
OHW BbISIBUTb OWWBOYHbIE pe3ynbraThl; 3) Kakue OeNCTBUS OHWM MOTYT NPeanpuHATb MPU NONYyYeHUM HeHagnexawmx
pe3ynsTaToB; 4) Kakue nocrneacTBUsl MOXET UMETb HeHagnexalwee MeauumHcKkoe aelicTBue. XoTs AaHHbIN cnocob
saBnsAeTca 6onee cyGbeKTUBHBIM MO CPABHEHMWIO C METOAOM U3y4YeHWs1 COrNacoBaHHOIO 3aKMIYEHUs1 SKCNEPTOB, HO MOX-
HO pa3paboTaTtb cTpaTernio NnpoeegeHusi 6eceapbl, MOMOraloLWYH onpeaenuTe BENUYUHY CUCTEMaTUHECKON NOrPELHOCTH
WU HETOYHOCTU, NPEACTABISIOLLYI0 PUCK AN NaUUeHTOB.

H.3 OueHnBaHmne pucka

My6uHa oueHWBaHUA pycka AOMKHA ObITb MPOMNOPLMOHANbHA TSXXECTU BO3MOXHOrO Bpega. OueHuBaHue pucka
Npy NONyYeHUN Kaxaoro owmMBoYHOro pesynerara, MaeHTMMULMPOBaAHHOIO Kak ONacHbIN, cnedyeTt NpoBOAUTL B COOTBET-
ctBuM ¢ Tpeboeanusamm D.3 n D.4 (npunoxenue D).

H.4 YnpaBneHue puckom

H.4.1 O6wmre nonoxeHna

TaxecTb Bpega, NPUYMHAEMOro NauMeHTy, onpeaensieTcss MeavuuHCKM BMeLLaTenbCTBOM (UNN ero OTCYTCTBU-
em), obycrnoeneHHelm pesyneratom IVD-uccnepgoBanusi. CnocoBHOCTE M3rOTOBUTENA OKa3biBaTb BMMSIHWE HA TAXECTb
Bpeda 3aBuCUT OT KoHkpeTHoro IVD-uccnegoeaHus.

Ecnu meguumHckoe BMeLlaTenbCTBO 3aBUCUT OT 3HA4EHWUsI KOHKPETHOro (hn3nqeckoro napametpa, Hanpumep ot
cofepkaHus B KPOBU caxapa, 3/1eKTpONnToB, TepaneBTUHMECKUX NeKapCTBEHHbLIX CPeACTB UM KOHKPETHBLIX (DEPMEHTOB,
TO TSDKECTb Bpeda MoXeT OblTb yMeHbLUeHa C NOMOLLBIO Mep MO YNPaBeHWIo PUCKOM, NpeaHa3HauYeHHbIX ANsl yMEeHbLue-
HWUS NOrpeLHOCTeN, HETOYHOCTEN M Nomex. OgHako ecrn peaynbTaT SBMAETCA NONOXUTENbHLIM MNWU OTPULIATENBHbLIM,
TO TAXECTb Bpeaa, NPUYMHAEMOro NauueHTy, He MOXET ObiTb YMeHbLLEHA U3IOTOBUTENEM.

Pucku ans nauMeHTOB BCreacTBME NONyYeHus ownbouHbIX pesynsraroB IVD-uccnegoBaHust 0GbIMHO MOXHO YMEHb-
LINTb MNOCPEACTBOM CHUKEHUS] BEPOATHOCTU UX BOZHUKHOBEHUS. Buabl AeATENBHOCTY MO YMEHBLUEHUIO PUCKOB, ABNSAIO-
LMXCSl CNEeACcTBUEM OWMBOYHBIX pesynbTaToB, AOMXHbl ObiTh pacrnpegeneHbl B nopsiake NpUopuTeTa CornacHo uepap-
XUK, NpvBeaeHHon B 6.2. B 0THOWEHMM MeANUMHCKUX W3genuin anst AMarHoCTUKM in vitro 310 o3HavaerT:

a) NomMbITKY YMEHbLUMTb BEPOATHOCTE NOnyveHna ownbouHoro peaynerata 6rnarogapsi BHyTpeHHel 6e30nacHoCTu
nagenus, o6ycnoBrneHHON ero KOHCTPYKLMEN, YNYHLWEHWNIO COOTBETCTBYIOLLMX IKCTITyaTaLMOHHBIX XapakTepuCTrK (Hanpu-
Mep, aHaNUTU4eCKON N AMarHOCTUYECKOW CneunuyHOCTN, NOANMHHOCTU I TOYHOCTU), YTO MOXET GbiTb Heo6Xx0aMMO
ans obecrneveHns COOTBETCTBUSI Pe3ynbTaToB MeAUUMHCKUM TpeGoBaHusIM;

b) ecnu BHyTpeHHsn GesonacHocTb nsgenusa, obecneumBaemasi NPOEKTOM U KOHCTPYKUMEN, NPaAKTUHECKU HEOCY-
LWecTBMMa, TO CrieayeT NPeanpuHATL 3aWMTHbIE MEePbl ANA CHDKEHUsI BEPOSITHOCTU nepeAayun owmnBo4HOro pesynerata
Bpayy WM naumMeHTy NPenMmyLLEeCTBEHHO NYTEM BLIABMEHUS TAKMX Pe3yrnbraToB CamMM U3OENWUEM UMW C NMOMOLWBLIO NPO-
uedyp ynpaeneHusl KA4eCTBOM, NPEAOCTABNAEMbIX BMECTE C U3AENneM;

C) ecnv 3alWmuTHble Mepbl NPaKTUHECKW HEOCYLLECTBUMbI, TO criedyeT NpeaocTaBuTh MoNb3oBaTensaM WHGopma-
umio o 6e3onacHOCTU, HaNPUMEpP MHCTPYKLUK, NpeaynpexaeHust U Apyryro uHcdopmaumio, HeoGxoanumyto, 4Tobbl n3be-
XKaTb OMACHbIX CUTYaLUN.

MpumeuaHnsa

1 MNpenycMoTpeHHble ANA NPUMEHEHns OTAENbHO OT Npubopa meToabl OBHAPYXKEHUS BO3MOXHbLIX PUCKOB, Ha-
NpUMep PEeKOMEHAOBAHHOE yNpaBneHne KadeCcTBOM, OCyLLeCTBrsiemoe rnabopatopuen, UM pekoMeHAOBaHHble Moj-
TBEPXKAAIOLIME UcCneaoBaHus, 3atpebosaHHble BpadoMm, cnegyeT paccMmarpuBaTth kak uHdopmaumio no 6esonacHocTm,
a He Kak 3alWTHbIe Mepbl.

2 MuyHumanbHasa nHdopMauus, KOTOPYIO AOMKEH NPeAOCTaBrsATb UrOTOBUTENb C MeAUUMHCKUM M3envem ans
AVarHocTuim in vitro, onpefeneHa B HOPMaTUBHBIX AOKYMEHTaX U MeXAyHapoaHbIx cTaHgapTax (cm. H.4.2.4).

H.4.2 AHann3 BO3MOXHOCTEeN ynpaBrieHNA PUCKOM

H.4.2.1 BHyTpeHHsas 6e30nacHoOCTb, 06ecneunBaeMan NpoeKToOM U KOHCTPYKUMen

Ecnu mepguumHckoe nagenue gna guarHoCTuKK in vitro He NOCTOSIHHO COOTBETCTBYET NPeabsABNSeMbIM MEANLNH-
ckuM TpeboBaHMsIM, TO, BO3MOXHO, €ro KOHCTPYKUUA MOXET ObiTb M3MeHeHa BO u3bexaHue Nony4YeHns OwmnBoYHbIX
pesynberatos, Hanpumep, NOCPeACTBOM yNnyHwWweHUs Npu HeobBXoAuMOCTM OJHOW WUINN HECKONBbKUX HUXECNEeayloWwmx xa-
PaKTepUCTHK:
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- TOYHOCTW M3MEepMUTENbHON CUCTEMBI;

- COOTBETCTBMA 3HAYeHWI KanubpaTopa HopMaTMBHbIM TpeboBaHUAM;

- aHanutudeckol cneundmnyHocTu IVD-peareHTOB (Hanpumep, MCMONb30BaHUsl Gonee KauyeCTBEHHbLIX aHTUTEN);

- AnanasoHa obHapy)XeHWust UM AuanasoHa npegenbHO AOMNYCTUMbIX KOMMYECTBEHHbIX 3HAYEHWI;

- HapgexHocTn npubopa (HampyMep, BO3MOXHOCTW MpeaynpexaeHust owmnBoYHbIX pe3ynsTaToB);

- pasrpaHvyeHns Mexay MONOXWUTENbHbIMK U oTpuuaTterbHbiMK Npobamu;

- aBTOMaTM3auUMKM NPOoUeaypPHbIX 3TaroB, MMEILWUX BbICOKYIO NpeapacnonoXeHHOCTb K ownbkam;

- MAeHTMAVKALUKM NONOXUTENBHBIX NPo6 (HanpyMep, C NOMOLLBIO WTPUX-KOAOB);

- NMPOCTOThI NMPUMEHEHUs1 (HanpvMep, NocpeacTBOM M3Y4YEeHUs1 YernoBeYeckoro dakropa).

MoaoBHbIM 06pa3om MpPoLEece M3rOTOBMEHNS MOXHO YCOBEPLLEHCTBOBATh, Anst TOro 4Tobbl M3bexaTb BbiMycka
MEAMLMHCKUX U3genvin Ana AMarHocTuky in vitro, o6ecnevmnBaroLLmx nonyveHne oWmnBOoYHbIX pesynbraToB (T. €. He COOoT-
BETCTBYIOLLMX MEAULMHCKUM TpeboBaHusIM). AHann3 onacHOCTEN B KPUTUYECKMX KOHTPOMbHLIX Toukax [Hazard Analysis
on Critical Control Points — HACCP, cm. G.6 (npunoxeHue G)] MOXeT NomMoub MaeHTUMLMPOBaTL 3reMeHThl npouecca
M3rOTOBINEHUS, BNUSIIOWME HA NPeaoTBpaLLeHe N3rOTOBNEHUS HECOOTBETCTBYIOLLEN NPOAYKLUN, 8 UMEHHO:

- peareHTbl C O4eHb BonblUOW pasHUUel pe3ynbTaToB ANl pasHbIX Cepui usgenui;

- KOMMOHEHTbI NPMBOPOB, BNUSIOLLME Ha NOMyYeHUe HEBEPHbIX Pe3ynbTaTo.;

- kanubpaTopbl CO 3HAYEHUSIMU, NPEBLILAKLLUMY TEXHUYeckne TpeboBaHMsA B OTHOLIEHNW CUCTEMATUYECKON Mo-
rPeLHoCTY;

- KOHTPOIbHbIE Martepuarnbl, kanubpaTopbl UMW peareHTbl, He YAOBMNEeTBOPSALLME 3asBNIEHHbIM TpeboBaHUsIM K
CPOKY XpaHeHwusl.

H.4.2.2 3awmTHbIE MepbI

Ecnv ynydweHne KOHCTPYKUMKM MeaVLUMHCKOrO N3aenust Ans QUarHoCTuku in vifro ABNseTCsA NpakTU4Yeckn HeocyLue-
CTBMMBIM, TO ANs BbISIBNEHWS YCIOBUIA, NPUBOAAWMX K OLUMBOYHBIM pesynbTatam, MOXHO BCTPOUTE B M3genve AononHu-
TenbHbIE 3MeMEeHTbI, Hanpumep:

- CpefcTBa KOHTPOMNA COXPaHHOCTU Ans BbISIBNEHWUs HernpuemnemMblx npob (Hanpymep, reMornmanpoBaHHbIX);

- ycTpoiicTBa Ans yaaneHus ¢ npobbl NeHbl (ecny ycTponcTBO Ansi oT6opa npob cHabXeHO AaTYMKOM YPOBHS
XKWOKOCTM) UNK CrycTkoB bnbpuHa;

- BCTPOEHHbIe JaTyMKu U CpeacTBa KOHTPONs nporpammHoro obecneqeHust gns BbisiBNEHUA HebnaronpusiTHbIX
COCTOSIHUI CUCTEMbI (HAaNPUMep, HeHaanexawen TeMnepaTypsl, OTKIIOHEHNS CNEKTPOMOTOMETPa, BCTPOEHHOIO A03U-
pyloLLEero ycTpolicTea);

- BCTPOEHHbIE 3reMeHThbl ynpaBneHusl Ans BbisIBNEHWs OTkasa kanubpartopa, peareHta unu npubopa;

- cUcTeMbl curHanusauum, coobueHusi 06 owmbkax unu anropuTMbl Ans NOAABNEHUsI HeHaAreXawmx pesyrnbsra-
TOB;

- anropuTMbl SOCTOBEPHOCTY AN OAEHTUDUKALUM HEOOCTOBEPHbIX PE3YSLTATOB.

Ecnu coBeplleHCTBOBaHME NpoLecca U3roTOBMNEHNUs NPaKTUYeCKN HEOCYLLECTBUMO, TO AArsl NpefoTBpaLLeHUsl Bbl-
nycka HeCOOTBETCTBYIOWEN NMPOAyKUMU MOTYT NOHAZ4oOUTLCA JOMNONHUTENbHbIE CPEACTBA YNpaBleHusl MPOLECCOM UMK
Bonee xecTkne TexHudeckue TpeboBaHus, Hanpyumep:

- NpOBepKa BXOAHbIX MaTepnarnoB Ha COOTBETCTBUE TEXHUYECKUM TPeOOBaHUSAM K KA4YeCTBY;

- 9KCnNyaTaunoHHbIe UCMbITaHMs B Xo4e npoLuecca U3roTOBMEHWs1 Ansl BbISIBNIEHUS] HECOOTBETCTBYIOLWMX KOMIO-
HEHTOB;

- NMPUMEHeHNe KOHTPOmNbHbIX MaTepuanoB Ans obecneveHnsi METPONOMMYECKON MNPOCNeXnBaemMocT kanmbparo-
poe (cMm. [23] n [24]);

- 9KCniyaTauMoOHHbIe XapaKTepucTuKY, yaoBneTeopsiowme TpeboBaHnam nonb3oBartenen;

- OKOHYaTelbHble UCMbITaHUsSI Nepes BbiMyCKOM NPOAYKLWM.

H.4.2.3 UHdopmauma no 6e3onacHOCTH

H.4.2.3.1 3kcnnyatauuoHHbIe XapakTepucTuku

PykoBogutensm naGopatopuii U meamuMHCKMm paboTHMKaM HeobXxoaMMOo 3HaTb IKCMNyaTauUoHHbIE XapaKTepu-
CTMKM MEOMLUMHCKOro M3aenusl Ansi AMarHoCTUKK in vitro, ans Toro utobbl onpegennTb UX COOTBETCTBUE paccMmaTpuBae-
MOMY MeauUMHCKOMY m3genuio. [JaHHyo nHepopmaumio npegocTaenseT marotoButenb. HagexHble YncrnoBbie 3Ha4YeHus!
3KCMyaTaLMOHHBIX XapakTepUCTUK MO3BOMSIOT BbISIBUTb OCTATOYHbIE PUCKU B OCHOBHbIE MOMEHTEI MPUHATUS KNUHWUYEC-
KOTO PeLUeHusl U Hagnexawum ob6pa3om MHTepNpeTUpoBaTh pesynbiartbl UCCNeaoBaHusl. ITo creaylolme XapakTepuc-
TUKU:

- aHanmTKM4eckasl cneunduYHOCTb (Hanpumep, UHTepPMhEPUPYIOLLUX NN NEPEKPECTHO pearMpyiowmx BeWeCTB);

- MOTPELLHOCTDL (T. €. AOMNYCTUMAasA CUCTEMAaTUHECKasa NOrPELLHOCTD);

- TOYHOCTE;

- AnanasoH oBHapyXeHvsl Unu NpegensHo AONYCTUMbIE KONMYECTBEHHbIE 3HAYEHUs:;

- NPaBUMBHOCTb (COYMeTaHNe TOYHOCTU W MOTrPELHOCTH);

- AvarHoctTuyeckasl YyBCTBUTENBHOCTL (QOMNS NPaBUMbHbLIX NOMOXMTENbHBIX pe3ynbTatoB MCCNEAoBaHUA y nauu-
eHTOB C 3aboneBaHusaMM);

- AWarHoctuyeckas cneunguYHOCTb (40NA NPaBWUNbHBIX OTPUUATENbHBIX Pe3ynsTaToB UCCNeAoBaHUs Y NauueHToB
6e3 3aboneBaHuii).
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H.4.2.3.2 Nndopmauus, Heobxoguman ana NpegoTBpaLLeHns NonyYeHns ownbouHbIX pPe3ynbTaTos

MHCTpyKumMn 1Mo NpuMeHeHuIo, npoueaypHble orpaHnyeHnst u TpeboBaHNA K OKpyXalowen cpege NoMoratroT Nosb30-
BaTenio NpeaoTBpaTUTL NofyyYeHne oWNBOYHBIX (ONacHbIX) pe3ynsTaToB, a UMEHHO:

- TpeboBaHus K OTGOPY, XpaHeHUIo U NogroToeke Npoo;

- BELWECTBA, U3BECTHbIE Kak obGecnevnBatowme noMexm;

- BanMupOBaHHbLIA M3MepUTENbHbLIN UHTepBan;

- NpeaynpexaeHnsi B OTHOWEHWN HENPaBUNBHOIO MPUMEHEHUS, CNOCOBCTBYIOWErO NONYYEHUIO OLWMNOOYHBIX pe-
3yNLTaToB;

- OrPaHNYeHns B OTHOLLIEHUN HEKOTOPbIX KAaTeropui NaumeHTos;

- NpeaynpeXaeHnst O HeHaANeXalWmMX KIMHUYEeCKUX YCIOBUSIX UKW HeHaanexawmx euaax npoo;

- Hagnexaiume mMeTofbl OHUCTKY;

- npouenypbl NPOhUNAKTUHECKOTO TEXHUHECKOro 06CNyXMBaHUA U UX NEPUOANHHOCTD;

- Tpe6oBaHNsl K XPaHEHUIO peareHToB U AaTta UCTeYeHNsl CPOKa X rOgHOCTH.

H.4.2.3.3 Undopmaums, cnocobeTeyOWan BeISBNEHMIO OLIMOOYHBIX PE3YNbTaTOR

Cnepyowme JONONHUTENBbHBIE UHCTPYKUMWU M PEKOMEHAALMU NOMOTaloT YMEeHbWNTL BEPOATHOCTL COOBLLEHUS
Bpavy OWKNBOYHBIX (ONACHLIX) pe3yneTaToB:

- 110 MpoLieAypam KOHTPONA ANA BbIABNEHUS YCNOBUIA, CNOCOOCTBYIOWMX NMONYYEHUIO OWNBOYHBIX pe3yNnbTaToB (CM.
[25]);

- M0 npoueaype MoHTaxa, Heobxogumoro ana eepudurkaumm Hagnexawero dgpyHkumoHmpoBauuna IVD-usgenus;

- PYKOBOASLLME YKa3aHWUsA NO NPUrogHocTu cuctemsl Ansa naentndumkaumm otkasa HPLC- nnu GC-konoHok (koro-
HOYHas XMAKOCTHasl XxpomaTtorpacusa BbICOKOrO AABMNEHWA M KOMOHOYHAsA rasoBas xpomartorpadmsn);

- Mo NoATBepXAalowWen Npoueaype uccneqoBaHus, OCHOBAHHON Ha NPUHUMNE W3MEPEHUs!, OTNIUHHOM OT WUCTOSb-
30BaHHOrO.

H.4.2.3.4 MNogrotoeka n kBanucbukaumsa nonb3oBatens

Bo n3bexanne owmBOK NPUMEHEHWUA U3rOTOBUTENL MOXET NPEANOXWTE NONb30OBaTENO NPOWTU HeobxoauMYyIo
noaroToBKY.

Monb3oBaTenio MeauUMHCKMX M3aenvun ana guarHoCcTukuy in vitro moryT 6Tk NpegocTaBneHsl y4ebHole maTepua-
Nbl A4Nsi NPOrpamMmm HenpepbIBHOTO 06y4YeHnsi. B OTHOWEHUW HEKOTOPLIX KPUTUYHBIX MEAULMHCKUX U3QENUIA Ansl AMarHo-
CTUKKM in vitro (Hanpumep, CUCTEM MOHWTOPUWHIA NEPOPanNbHOIO NPUEMa aHTUKOArynsaHTOB, NPUIrogHbIX Anst JOMALIHErO
NPUMEHEHNS) MOXHO MPEeANoOXUTE odrumanbHble NPporpammel NOBLIWEHUA KBanudukaumnm nonb3oeatenein, huHaHCK-
pyemble usrotosutenem (cm. [26]).

H.4.2.4 O6asaTtensHas Hpopmaumns No 6e30NacHOCTU

Bo mHOrMx cTpaHax ycTaHOBreHbl perynvpylowue TpeboBannst K uHgopmaumm, npeaocTaBnsiemMon M3roToeute-
nem. K HUM MOXHO OTHEcCTU Tpe6OBaHVIF| K ynpasleHuio pnckamu, CBA3aHHbIMU C BO3MOXXHbIMU owmnbkamun npumeHe-
HUA U OpyrvMMK ONAacHOCTAMM, TUNWYHBIMK AN MEAMLUMHCKUX M3genun Ans agnarHocTuku in vitro. CooteeTcTBre NpuMe-
HUMbIM PEerynmpyrowmnm goKkymeHTam n ctaHgapTam MOXET CNy>XUTb CBUAETENBCTBOM yrnpaBlieHUAa puckamn, BO3HUKalo-
WMMM NPY KOHKPETHBIX OLIMBKax NpUMeHeHWsl, Npu yCrnoBuW Bepudukaumy pesynsTaTMBHOCTUA TaKoro ynpaBneHus (Cwm.
H.4.3).

Tabnuua H.1 cogepxunT NpuMepbl BO3MOXHbIX OLLUMOOK NPUMEHEHMs1 U COOTBETCTBYIOLWYIO UHGOPMaumio, 06bIYHO
nocrTaBnAeMyo N3roToBuTenem, ansa 1oro 4yTOObI MOMOYb MNONb30BaTENAM M3bexaTb AaHHbIX ownbok.

Tabnuuya H.1— lMNpymepbl BO3MOXHbIX OLUMBOK NPUMEHEHUSI U MAEHTUULNPOBAHHBIX MEP MO YNPaBNEHUIO PUCKOM

Owwrbka npumMeHeHus Mepa no ynpaesneHuio puckom
HekannbpoBaHHbIl Npnbop YcTaHoBneHne MexXKkanubpoBOYHOIO MHTEepBana
PeareHTbl, NoTepsiBLULME PeaKUUOHHYIO Cnocob- Ykasanne cpoka rogHoCcTW Ha yNakoBKe peareHTa

HOCTb
HeHagnexalee TexHudeckoe obcnyxunBaHue Hapnexawwme VHCTPYKUUKM MO TEXHWYECKOMY O6Cnyxu-
npubopa BaHWIO
CMeLliMBaHne HECOBMECTHMbIX CEPUI peareHToB MapkvpoBanue cepui U Hagnexawme MHCTPYKUUM Nno
NPUMEHEHNIO
WcenepoBaHve HeB3anMo3ameHsieMblx Buonoru- TexHuuyeckne TpeboBaHWs K COOTBETCTBYIOLWMM BUAAM
YECKMX KMAKoCTEMN npob
HenpaeunbHoe npuroToBneHne npob WHCTpykuMM Mo NpUroToBneHunto npob
HenpaeunbHOe XpaHeHue peareHToB TpeboBaHWs K XpaHEHUIO, BKIIOYAIOLWME KPUTUUECKUE
hakTopsl (TEMNepaTtypy, OCBELEeHNe, BNaXHOCTb U T. A.)
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OkoHyaHue mabnuys! H.1

Owwbka npuMeHeHus Mepa no ynpaeneHuio puckom
MyTaHuua B eguHMLax uamepeHus (Hanpumep, Busyanusaums wnm pacnedartka egavHUL U3MEPEHUs Nno
MMOIb/N UnKn Mr/gn) KaXXOoMy pesynbrarty

HeHapnexalwasa yctaHoBka npubopa MHCTPYKUMW NO yCTaHOBKE; KBanNuMUKaALWOHHbIE UCMbI-
TaHusA

Henagnexawee yHKUMOHMPOBaHUE npubopa MHCTPYKUMM MO NMPUMEHEHUI0 ¢ naeHTudmKaumen oc-
HOBHbIX 3Tarnos

HeHaanexalee passegeHune npob TpeboBaHusA K pasBeaeHuUio, BKoYarowme npuemnemMbie
paabaButenu

H.4.2.5 MpeaynpexaeHuns, NpegocTepexeHUsa v orpaHMYeHus

UeTkne npegynpexgeHusi, NHCTPYKUMKU M NPOTMBOMOKA3aHNs MOTYT CIYXUTb Pe3ynbTaTMBHBIMU MepaMu no yn-
pPaBneHnIo pUCKOM Npu NpoeccnoHanbHOM NPUMEHEHUN MeaQULMHCKUX U3aenuin ans QUarHoCTukW in vitro, MOCKOIbKY
nocneacTBUsSl HEBLIMOIHEHMS JAHHBIX Mep onyOnvKoBaHbl U SIBNAOTCS O4eBUAHbIMK. WHGopMauus, He oTpaxarollas
onacHbIX NOCNeACTBUN HECOBNIOAEHNS MHCTPYKLUWIA MO NMPUMEHEHMIO, HE MOXET BblTb pe3ynbTaTMBHOW MEPON No ynpae-
TNIEHUIO PUCKOM.

Hanpumep, meguumHckoe nagenuve aons AMarHoCTUKK in vitro moxeT OblTe NpeAHasHauyeHo Ans UccnegoBaHusA
06pasuoB Nnasmbl UMK CbIBOPOTKU KPOBM, HO HE MOYU. ECnM B MHCTPYKLUMAX NO NPYMEHEHUID He CoaepKUTCa uHdopma-
UMsi OTHOCUTENBHO NPUMEHEHNST MEOULIMHCKOIO U3AeNusa AN uccreaoBaHus 06pa3suoB MoumM, TO HekoTopble nabopa-
TOPWM MOTYT MPUMEHSITL JaHHOe n3aenve Anst NogobHbIX UccrnegoBaHuii, 0COBEHHO ecrnu MeauuuHCKue uagenust ans
OWarHoCTUKK in vitro, OTBevarLlLmMe COBPEMEHHOMY YPOBHIO TEXHUHECKOTO pa3BuTUsl, CNOCOOHbI NPOBOAUTL MCCheQoBa-
Hue obpa3uoB mouu. Mpu OTCYTCTBUM YKa3aHUI Ha HEBO3MOXHOCTb YAOBNETBOPUTENBHOINO UccrnegoBaHus obpa3uos
MO4M uUccrnegoBaHne nogobHbIX 0b6pasuLoB OyaeT ABMATHCA MNPOrHO3MPYEMON OLMOKOW NMPUMEHEHUS.

MopobHbIM e 0b6pa3om pesynbraTtel UCCrnedoBaHust MOryT GbiTb MCMONb30BaHbI ANA HE NPEAYCMOTPEHHOIO U3ro-
TOBUTENEM MEOULMHCKOTO MPUMEHEHWS, HE NPUIOAHOTO ANS AaHHOIMO MEAULMHCKOTO M3aenus ans auarHocTuku in vitro.
M3roToBuTenb OOMMKEH OLUEHWUTb PUCKM OT TAKOrO NMPUMEHEHUsI ¢ y4eTOM onbiTa paboTbl ¢ NogoGHBIMKU U3genuamm,
noAo6HbIX YCIOBWMIA NPUMEHEHUS OPYIMX M3Oenuin U BO3MOXHOCTM [aHHbLIX YCIIOBUIA NMpUMeHeHus. Marotoeutens aon-
XeH MpefocTaBuTb MONb3oBaTeNsAM NpeaynpeXaeHusl, NPeAoCTePEXeHNsl U OrPaHUYEHUs] B LUENAX YMEHbLIEHUS BO3-
MOXHbIX PUCKOB.

H.4.2.6 CtaHaapTbl N0 MeAULIMHCKUM U3AEeNNAM ANs AMarHOCTUKM in vitro

Mo HekoTOpbLIM BMAAM MEOMLMHCKMX M3AENUIA AN AWarHOCTUKW in Vilro MMEIoTCa MexAyHapoaHble CTaHaapThl,
HaUMOHAarbHbIe CTAHAAPThI, HOPMATUBHbLIE U perynupylowme aokyMmeHTol. CobnioaeHne obluenpuaHaHHbIX CTaHQAPTOB
Ha n3genusi, perynupyiowmx TpeboBaHuii n pykoBOASILLMX YKa3aHWK, paccMaTpUBAIOWMX BHYTPEHHIO 6e30nacHoCTb,
obecneuvBaemylo NPOEKTOM U KOHCTPYKUMEN, 3almTHble Mepbl U MHopMaumio no He3onacHocTn, cnocobeTByeT ycTa-
HOBMNeHuio TpeboBaHWIi K NPOEKTUPOBAHMIO U NPOBEAEHUIO UCTIBITAHUA, COOTBETCTBME KOTOPbLIM CNYXWT CBUAETENb-
CTBOM ynpagrieHusi puckom (Hanpumep, [20], [26], [27]).

H.4.3 Bepundwmkauna pe3ynsTaTMBHOCTYA Mep MO YNPaBneHUIo PUCKOM

OcylwecTBneHe 1 pesyrnbLTaTMBHOCTbL Mep MO YNPaBIEHUIO PUCKOM, BKrovasi mHcdopmaumio no 6esonacHocTy,
Heobxoaumo BepudmnumpoBatb. CteneHb Bepuukaumm 3aBUCUT OT CTENEHU YNPaBIIEHUs1 PUCKOM.

[ns pyUCKOB C HWM3KOWM TSDKECTBIO MMM BEPOSITHOCTBIO NMPUYMHEHUS BPpeda AOCTAaTOuHON Bepudukaumen moxer
cnyxuTb aHanu3a xanob norpeburtenen. Ecnn uenecoobpasHo, T0 gaHHaa BepudUKaLMA MOXET BKMOYATb aHanus
umetowencs nHdopMauum No MeaULMHCKUM U3BENUsIM Ansi AMarHoCTUKM /n vitro ¢ NnogobHbIMK 3neMeHTaMu ynpaene-
HUS1 pUCKOM. [1nsi PUCKOB C BbICOKOW TSDKECTBIO UM BEPOSITHOCTBLIO MPUYMHEHWA Bpeaa MoxeT notpeGoBaTbCca nepcnek-
TUBHOE UCCNefoBaHue B Lensix Bepudukaumm pe3ynsraTuBHOCTM ynpaBneHus puckom. Hanpumep, nocpeacteom nsyde-
HUS YernoBeYyeckoro haktopa MOXHO OLEHWTb CTeneHb OCO3HaHWsI Nonb3oBaTenemM u cobnioaeHusa M npeaynpexae-
HUIA M MHCTPYKLUMIA, a Takke BepudMLMPOBaTb pe3ynbraTMBHOCTL UHopmaummn no 6esonacHocTn. Yenosedeckuin ak-
TOp BKMioYaeT dopmar neyvaty, ypoBeHb UMTaemMoCTU npeaynpexxaeHuit U NpeaocTepexxeHnii, BolaeneHne npeaynpex-
Jaowen nHdopmaumm Hagnexawmm obpasom 1 1. 4.

HonyuieHnsi B OTHOWEHUW Pe3yrnbTaTMBHOCTU MHApopmauum no 6e3onacHOCTM HeobxoanMO aenaTtb C OCTOPOXHO-
cTbto. [py onpegeneHMn BO3MOXHOCTU YMEHbLUEHUsSI pUCKa B pesynbrate NpeAoCTaBreHHON M3roToButenem mHdopma-
UMM crnielyeT NpMHUMaTh BO BHUMaHue criegytolee:

- TpeboBaHus Kk akkpeguTaumm nabopaTopuii, HOpMaTUBHbIE [JOKYMEHTEI U Mepbl Mo 0BecneYvYeHnIo X BbinonHe-
HUS He SIBMSIIOTCS YHUBEPCAIIbHLIMY; MPAKTUKa YNpaBreHnsl Ka4ecTBOM U obecneveHunst kKayecTBa CUNbHO OTNMYaeTCs B
pasHbIX CTpaHax;
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- MHCTPYKUMM MO NPYMEHEHUIo, Npunaraemble K MEAULIMHCKUM U3AENUAM ans ANarHocTukw in vifro gnsa npodec-
CUOHaNBHOTO NMPUMEHEHUs1, NpegHas3HauYeHbl ANs MeauunHCcknx nabopartopun; MHoOpMauma 0 NPOTUBOMNOKA3aHUAX,
HECOBMECTMMbIX MEAMLUMHCKMX CpeacTBax, a Takke Apyras wHgopmauus, OTHOCAWANACA K NPUMEHEHWIO pe3ynbTaToB
IVD-nccnegoBaHusi, MoxeT OblTb HEM3BECTHA NevallMm Bpadam, HasHavaloWwmMm UccrnegoBaHma.

H.5 MOHUTOPWUHI NPON3BOACTBEHHOW U NOCTNPOU3BOACTBEHHOW MHAOPMALIMK

H.5.1 MoHWTOPWHT ¢hyHKLNOHNPOBAHNA MEANLIMHCKOro N3aenua oA ANarHoCTUKM in vitro Ha OCHOBaHWN AaH-
HbIX U3 BHELLHUX UCTOMHUKOB

N3roToBnTEnM MEgUUMHCKMX M3Zenuin ans AMarHoCTWKW in vitro oOblMHO MMEKT AOCTYN K AaHHBIM M3 BHELHWX
NCTOYHMKOB, KOTOPbIE MOXHO MCMONb30BaTh ANA MOHUTOPUHIA HEKOTOPLIX aCNeKTOB (PYHKLUMOHUPOBAHUA MEeOULMHCKO-
ro nagenus. K nogo6HeIM UCTOYHMKAM MOXHO OTHECTM:

- OT4YeTbl O HEBNAroNPUATHBIX COBLITUSX;

- xanobbl B OTHOLIEHWN OLWMBOYHBIX Pe3ynbTaToB, HenpaBunbHO MAEHTUMULMPOBaHHBIX NPo6, yHKLMOHANBHON
HagexHoCcTU NpUbopoB U T. A4.;

- faHHble NO YNPaBNeHNIo Ka4eCTBOM B npegenax nadopartopuu;

- CXeMbl OLLEHKM Ka4eCTBa Ha OCHOBaHMM AaHHbIX U3 BHELWHNX MCTOYHMKOB (External Quality Assessment Schemes
— EQAS), Ha3biBaeMble Takke 063opamMy NpodheccMoHanbHON NPUrogHoCTH;

- oueHVBaHve OYHKLUMOHUPOBaHWA MEeOULIMHCKOrO U3genusi He3aBUCUMbIMU NabopaTopusiMu (pesynesraTel H4acTo
ny6nvkyioT B Hay4HOW NuTepaTtype).

H.5.2 BHyTpeHHN MOHUTOPWHT 3KCNNyaTalMOHHbIX XapaKTeprUCTHUK

HanHble, perynapHo nonyyaemble OT U3roTOBUTENEN, MOXHO MPUMEHATb 411 MOHUTOPUHIa HEKOTOPbLIX 3KCnnya-
TaLMOHHbIX XapakTepnCcTUK MeAULIMHCKOrO M3Aenust ans GUarHoCTUKW in vitro B perynupyembiX yCroBUsX, a UMEHHO:

- MOHUTOPWHra npoLecca;

- MOHUTOPUHIa CTabUNbHOCTY;

- NpUNUCbIBaHWs 3HaYeHui kanubpatopaw;

- UCMbITAHWS HaZAEXHOCTN 0OopPyAOBaHWUS;

- BUAOB AeATENbHOCTU NO BanvaMpoBaHuio,
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Mpunoxenue |
(cnpaBouHoe)

PykoBoasiwme ykasaHUA No Npoueccy aHanu3a pucka
B OTHOLLeHUM Buonornieckux onacHocTen

1.1 O6wKe nonoxeHus

HacTrosiwee npunoXxeHWe COAEPXUT PYKOBOASILLME yKa3aHWUsi MO NPUMEHEHWUIO aHanu3a pucka k buonormyeckum
onacHocTsIM. [luanasoH BO3AeNCTBUSA BO3MOXHBLIX BMONOMMUYEcKUX OMacHOCTEN BENWK U MOXET BKNIOYaTb KakK KPaTKOB-
pemMeHHble BO3AeNCTBUA (OCTpasi TOKCUYMHOCTb, pasfipaXeHue KOXW, a3 U cnmauctoix obonodek, remonnus n Tpom6o-
reHHOCTb), TaK M AONTOBPEMEHHBIE UNUN CreLmdnIEcKne TOKCUHECKMe BO3AEUCTBUSA (MOAOCTPLIE U XPOHUYECKNE TOKCK-
Yeckue BO3AEUCTBUS, CEHCMBMNM3aLMsl, reHOTOKCUYHOCTb, KAHLEPOreHHOCTb UITM OHKOTEHHOCTb M BO3AEWCTBUE Ha pen-
POAYKTUBHYIO CMOCOBHOCTL, B TOM YMCE TEPaTOreHHOCTb).

Crangapt [28] ycraHaBnmBaeT o6wme NpuHLMIBLI OLLEHKM BGMONormyeckoro AericTBUS MaTtepruanoB/MmeauLUMHCKMX
nagenvn.

1.2 OnpeneneHne 6MONOrM4eCKNX PUCKOB

1.2.1 ®akTOpbI, KOTOPbIe HEO6XOAUMO paccMaTpMBaTh

Mpu npoBeeHUM aHanM3a GUONOMIMYECKUX PUCKOB CrieflyeT YyUUTbIBATb:

- (hmanueckne U XMMHYECKME CBOWCTBA pacCcMaTpUMBaeMbiX MaTepuaros;

- UCTOPUIO KITMHUYECKOTO NMPUMEHEHUSI UMW AaHHble O BO3AEWCTBUM Ha YenoBeKa;

- UMeroLmMecst AaHHble Mo GUOMNOrMYeckon N TOKCUKONOrMYeckon 6e3onacHoCT B OTHOLUEHMU MaTepuaros, UC-
Monb3yeMbiX B MEAULMHCKOM U3AENUU U €r0 KOMMOHEHTAX;

- METOAMNKY WUCMbITAHWMA.

KonunuecTBo HeobxoauMbIX AaHHBIX U INyOuHa nccnegoBaHusa 6yayT oTNUHaTLCA B 3aBUCMMOCTU OT NPeayCMOTPEH-
HOMO MPUMEHEHNUS], a TalcKe OT XapakTepa v NPOAOMKUTENBHOCTU KOHTAKTa ¢ nauneHTom. TpeboBaHuA K gaHHbIM O6blY-
HO SIBNAIOTCA MEHee CTPOrMMW ANsl YNAKOBOYHbIX MATEPUanoB; MEAUUNHCKUX M3AEeNUN, HAXOOAWMNXCA B KOHTAKTe C
HENOBPEXAEHHON KOXeW; NMobbIX KOMMOHEHTOR MEAWLUMHCKMX U3AENUN, HE BCTYNAIOWMX B HENOCPEACTBEHHLIN KOHTaKT
C TKaHAMMW Tena, pacTBopamMu Ans BHYTPMBEHHOTO BNMBAHUA, CM3UCTLIMK 060rovkamm nnu NOBPEXAEHHON KOXeM.

Ins onpepenennsa NOTPeBbHOCTN B AONOMHUTENBHBIX 4aHHBLIX cnegyeT NpoaHanuanpoBaTh UMEIOLLYIOCA B HAY4HOW
nuTepaTtype nHopmMaLumio o NPUMEHSIEMbIX MaTepuanax/MeaMLMHCKUX N3aenuax, NpeawecTBYOWMIA KINTMHUYECKUIA OnbIT
UX NPUMEHEHUA U APyrMe COOTBETCTBYIOWME AaHHbIe. B HeKoTopbIX cnyyasx Heo6XxoaMMo NONy4YnTb A4aHHbIE O XUMUYEC-
KOM COCTaBe, 0CTaTOYHbIX NPOAYKTax (0TxoAax) (Hanpumep, MOHOMepax, oTxogax Npy cTepunuaaummn), AaHHbIX Guonoru-
YeCKUX UCMbITAHWIA U T. 4.

1.2.2 Xumun4eckan npupona matepmanos

MHdpopmaums, xapakreprayLwasa XMMMYECKY UOEHTUHHOCTL U Buonormyeckoe Bo3gencTene matepuanos, rno-
nes3Ha npy OLEHUBAHWKM NPeaycMOTPEHHOIO NpUMeHeHMs meguumHckoro usgenus. K cdaktopam, cnocoGHbIM NOBNUATHL
Ha BMonorn4ecKyto COBMECTMMOCTb MaTepuarnoB, OTHOCAT:

- WOEHTUYHOCTb, KOHLEHTPaLUMio, JOCTYNHOCTb U TOKCUYHOCTE BCEX MHIPeaneHToB (Ao6aBok, cpeacTs o6paboTku,
MOHOMEpPOB, KaTtanv3aTopoB, NPOAYKTOB peakuuu);

- BNusHMe Buogerpagaunmn n KOppo3uyn Ha martepuans.

Ecnu npm nponasoacTee, 06paboTke, XpaHEeHUM UNW aerpagaunn MaTepuanos Gbinv NpUMeHeHbl UM Mormm GbiTb
noryYeHbl pearnpylowye nnym onacHble MHIPeaueHTl, TO criegyeT paccMoTPeTb BO3MOXHOE BO3OEWCTBUE OCTATOYHbIX
npoayktoe. MoxeT noHagobuTbes MHQOpMaLUA O KOHLEHTPaLMKU UM BbiWENayvvBaHUM OCTATOYHbIX NPOAYKTOB. 3TO
MOryT BbITb 3KCNEpPMMEHTAIbHbIE AaHHbIE UMW MHGOPMALMSA O XMMNYECKMX CBOMCTBAX NMPUMEHSIEMbIX MaTepUaros.

Ecnu Heobxogumble gaHHble (Hanpumep, O NOMHOM XMMUWYECKOM COCTaBe) HedoCTYMHbI M3rOTOBMTENIO MO NpuYm-
He KOH(UAeHUManbHOCTH, TO credyeT BepuduUMpoBaTh OLEeHMBaAHWE COOTBETCTBUA Martepuana Ha npegnonaraemoe
npUMeHeHue.

1.2.3 MpeabiaywWwni onbIT NpUMeHeHnA

HeobxoanMmo aHanuaupoBaTb JOCTYMHYKO MHMOPMALMIO O NpeablayWweM OnbiTe MPUMEHEHUsI KaXaoro marepua-
na, npeaycMoTpeHHbIX gobaBkax 1 0 NiobbIX HexenaTenbHbIX peakuusix. OgHako NpeabiayWwmii onbIT NPUMEHEHNS! UHT-
peauMeHTa nnu maTtepuana Heobs3aTenbHO rapaHTUpyeT ero NPUrogHOCTb AN aHaNOrMYHbIX npuMeHeHun. Cnegyet
yunTbiBaTh NMPEAyCMOTPEHHOE MPUMEHEeHNE, KOHLUEHTPaLUMI0 MHIPEOMEHTOB U TEKYLLYH TOKCMKONMOMMYECKYI0 MHOpMa-
Lmio.

1.2.4 faHHbIe ncnbITaHn Ha 6UonorMyeckyo 6e3onacHocTL

Cepusa MexxayHapoaHbiX CTaHAapToB [28] cogepXmT pykOBOASALLME YKa3aHust O TOM, Kakne UCTbITaHua Heobxoaw-
MO MPOBECTU B KaXAOM KOHKPETHOM crny4ae npumeHeHusi. HeobxogumocTb UCMbITAaHWI crliegyeT paccMatpuBaTth B
CBETE UMEIOLLMXCA AAHHBIX ANA KaKAOro Crydas oTaenbHo, Ans Toro 4Tobbl nabexaTs npoBeaeHnst Heobs3aTenbHbIX
MCMbITaHUNA.
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MpunoxeHwne J
(cnpaBo4Hoe)

MHdopmaLmsa no 6e3onacHOCTUA U OCTAaTOYHOMY PUCKY

J.1 O6wme nonoxeHus

B HacTosWweM NpunoxeHnn cogepaTtcs pyKOBOASALLME YKa3aHUsl B OTHOLIEHUW TOFO, Kak:

- MHbopmaums no 6esonacHocTn [eM. 6.2, nepeuncnenue c), u D.5.1, nepeuuncnenue c) (npunoxenne D)] moxet
66T MEPOIN MO YNPaBMEHUIO PUCKOM;

- nHdopmupoBatk 06 octaTouHOM(bIX) pucke(ax) (cMm. 6. 4 n pasgen 7) B LensiX ynpaBleHnss n 0CO3HAHUS
pucka(oB).

WHdbopmaumusa no 6GesonacHOCTM SBMsSieTCS MOCNeOHUM MO CTENeHW NpeanoyvTeHwss cnoco6oM ynpasneHus
puckom{amu); ee cregyeT UCMONb30BaTh TOMBKO B TOM Crydvae, Korga ucyepnaHbl Apyrve mMepbl no yrnpasneHuio puc-
kom(amu). MHbopmaums no 6e30MacHOCTU CIYXUT PYKOBOACTBOM K BbIMOMHEHUIO (HEBbLINOMHEHWIO) AeNCTBUSA (Oen-
CTBWIA) B Lenax nabexaHust pucka(os).

WHdopMUpoBaHne 0 KaxaoM OTAeNbHOM M COBOKYNMHOM OCTAaTOMHOM PUCKE CIYXUT OCHOBOW W AaeT Heobxoam-
Mble cBeAeHUA AnsA 06bsACHeHUs 0CTaTOUHOrO(bIX) PMCKa(OB) NONb3oBaTensiM, YTOOLI OHU MOFMNK 3apaHee NPeanpuUHATL
Hagnexawue JencTeuA B LENsX MUHUMM3aLmMn BO3OENCTBUS OCTaTOUHOIO(bIX) pUcKa(oB).

Mo BO3MOXHOCTM HEOOXOAMMO YUMTHIBATH Kak CTPYKTYPY W coaepxXaHvwe uHopMaumm no 6e30nacHoCTH, Tak u
cnocobbl ee NpPUMEHEHNSI.

WHbopmaumio no 6e3onacHOCTU MOXHO coobuiaTh pa3HbiMU cnocoGaMn B 3aBUCMMOCTM OT TOFO, Ha KaKOW cTa-
AVIV KUSHEHHOTO LMKITa MeOQUUMHCKOrO mM3genvs gaHHasl HopMaumst JomkHa 6biTh AoBeAeHa 40 CBeAeHUst Nonb3o-
BaTens, Hanpumep B BUAE NpegynpexgeHnin B CONPOBOAMTENbHON AOKYMEHTALUUM MY B BUAE NpUMEHaHUs unu vepes
Nnonb30BaTENbCKMI UHTEPMENC M3Oenus, ynpaBniseMoro ¢ NOMOLbIO MEHHO.

J.2 UHdopmauma no 6eaonacHocTyn

Mpu noagrotoeke MHopMaumm nNo 6e3o0NacHOCTN BAXKHO YCTAHOBUTbL, KOMY MNpeAHa3HaueHa AaHHast nHgopmaums
U KaK ee crnegyeTt coobwaTtb. M3roToBUTEN0 HEOBXOAUMO NPEAOCTABUTL ONMCaHWE PUCKa, ero NOCNEACTBUIA U AEWCTBUIA,
Heob6xoaMMbIX ANA NpegoTBpalLeHns NpUYMHEHNs Bpeaa.

Mpy noaroToBke MHMOPMALMKM U3FOTOBUTENIO CredyeT pacCMOTPETh:

- cTeneHb NpuopuTeTa, HeobxoauMyto AnsA knaccudmkauum AencTBUi (OnacHoCTb, NpeaynpexaeHue, npegocTe-
pexeHue, NpUMedaHue u T. 4.);

- cTeneHb getanuaauny HeoOXoaMMoW MHGopMaLWK;

- MecTononoxeHve nHgopmauum no 6esonacHocTn (HampuMep, Npeaynpexaarwas MapkUpoBKa);

- CNoOBeCHble hOPMYNUPOBKM UNKN U300paxeHns, npumeHsemMble ans o6ecneyeHus ICHOCTU U AOXO4UUBOCTH
MHOpMaLNK;

- HenocpeacTBEHHbIX Nony4aTtenei uHdopMaummn (Nonb3oBaTeny, o6CnyXMBaloLWmMik NEPCOHas, MOHTaXHUKK, Na-
LMeHTbI);

- COOTBETCTBYIOWME cpeacTea obecneveHuss MHbopmauum (MIHCTPYKUMK MO SKCMnyaTaumum, MapkMpoBKW, CUrHarbl
TpeBorv, npedynpexaeHns B NOMb30BaTENbCKOM UHTepderice);

- perynupyiowime TpeboBaHmA U T. 4.

J.3 UHdopmunpoBaHmne 06 ocTaTouHOM(bIX) pucke(ax)

Mpu paspaboTtke crnocoba MHMDOPMUPOBAHNS O KAXAOM OTAENBHOM MM COBOKYMHOM OCTATOYHOM PUCKE BaXKHO
YCTAHOBWUTb, YTO MMEHHO HEOBX0AUMO COOBWNTL M KOMY MpeaHasHaveHa AaHHasi MHopmauus, Ansa Toro 4YTobbl goBec-
TV ee [0 CBeAeHusl nonb3oBaTens, o6bsACHUTE M MOMOYb Monb3oBaTento 6e3onacHo M pe3yrnbTaTMBHO MPUMEHSITb
MeauuuHckoe nagenue. A3roToBuTento criegyeT paccMOTpeTb OCTaToYHbIN(bIe) pUck(n), MAEHTUMDULMPOBAHHbIA(bIE)
cornacHo 6.4 u pasgeny 7, v onpegenutb, 0 4em cregyeT MHPOPMUPOBaTL NONb3oBaTensl.

M3roToBuTenb Takke AOMKEH pacCMOTPeThb:

- HeoBXxoauMyto CTeneHb AeTanusaunn HopMauuu;

- (hOPMYIIMPOBKM, NpUMeHsieMble Ans o6ecneveHns ACHOCTU U [OXOOYMBOCTU MHDOPpMaLMK;

- HenocpeacTBEHHbIX nonyvyartenen uHgopmauun (nonb3osatenei, o6CnyXMBalLLMIA NEPCOHAN, MOHTaXHUKOB,
naymeHToB);

- Ucnonb3yemble cpeacTBa COOBLEHUS/MCTOYHMKN MHGOpMaLnK.
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