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6 BBEJEH BMNEPBbIE

WHhopmauys 06 n3MeHeHrsAX K HacTosALWeMy cTaHaap Ty Nybimkye TCS B eXXerogHo n3gasaemMom nHgop-
MaLUMOHHOM yKa3aTene «HauuoHanbHble CTaHAapThi», @ TEKCT U3MEHEHUI U NONPaBOK — B €XXEMEeCAYHO
n3gasaeMoM MHPopMaLMOHHOM yKa3aTesie «HaunoHabHble cCTaHaapThi». B cnyyae nBpeloTpa (3aMeHbl)
WM OTMEHbI HACT OALLIEro CTaHjapTa cooTBe TCTBYOLLee yBeJoM/ieHne byieT onyb/IMKOBaHO B eXXemMecsy-
HO n3fasaemMoM UHOPMaLMOHHOM YKa3aTene «HaunoHasbHble cTadaapThi». CooTBeTCTBYLWas nHdop-
Mauys. yBefoMIeHVEe N TeKCTbl pa3MeLLaln T ca Takke B MHopMaLMOHHON cMcTeme 06LLero nosib3oBaHns —
Ha othmumnanbHoM caiiTe defepanbHOro areHcTBa N0 TEeXHNYECKOMY peryiMpoBaHuio U MeTPOIOrMn B ceTu
MHTepHeT
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BeeneHve

MexayHapoaHblii ctaHgapTt ISO 14971:2007 pa3paboTaH TexHuyeckum kommtetoM MCO/TK210 «Me-
HeXXMEHT kayecTBa M COOTBeTCTBYyWLWMNe obLline acnekTbl MeAULUHCKUX W3Aennit» u MnoAKOMUTEeTOM
M3K/MK 62A «O6Lime acnekTbl 3/IEKTPUYECKUX U3LENNIA, NPUMEHAEMbIX B MEAULIMHCKON npakTuke». Mpunoxe-
Hre H «PyKoBOACTBO N0 MEHEXMEHTY prcka MeULUHCKUX U34enuii 4151 AMarHoCTUKM in Vitro» NoAroToBNeHO
TexHunyeckum komutetom MCO/TK 212 «KnnHuyeckne nabopaTopHble UCCAeA0BaHUSA N AnarHocTuyeckne TecT-
CUCTEMBI in Vitro».

HacToswmii cTaHaapT pekoMeHgyeTcst paccmaTpuBaTb Kak OCHOBY /151 OCYLLLECTB/IEHUSA N3TOTOBUTEIAMM
pe3ynbTaTUBHOIO MeHeAXMeHTa BCeX PUCKOB, CBA3aHHbIX C MPYMEHEHNeM MeuLMHCKUX n3genunii. Cogepxalyu-
ecs B HacToslWeM cTaHAapTe TpeboBaHUA ABAAKOTCA 419 U3rotToButenei Toli 6a3oii, B pamkax KOTOpoi npakTu-
YeCKUi1 oNnbIT, UHTYUTUBHOE NOHMMAaHWE N yMeHNe NPUHATb NpaBU/IbHOE PeLleHne NCNO/b3YIT A8 MeHeKMeHTa
BbllleyKa3aHHbIX PUCKOB.

HacTtoawwmii ctaHgapt npegHa3HavyeH HeNOCPeACTBEHHO A1 U3roToBUTENER MeANLNHCKUX N3Aennii u cuc-
TEM. MPUMEHSAIOLLNX YCTAHOB/IEHHbIE B JlAHHOM CTaHAapTe NPUHLMUIMbI MEHEeMKMEHTa pucka.

Buabl [eATeNbHOCTU, B KOTOPbLIX YHACTBYIOT OTAE/bHbIE NNLA, OpraHu3aLnm v opraHbl rocyapcTseHHoro
ynpasaeHus, MOryT cTaTb A5 BblleYyKa3aHHbIX UAN APYTUX yYacTBYHOLWMNX CTOPOH MCTOYHUKOM ONacHOCTEN,
CNOCOGHbIX MPUUYNHUTL BPE NN HaHecTH ywep6. MeHe)KMEeHT pUCKOB NpeacTaBiseT Co60i CNOXHBINA ANs pac-
CMOTpPeHMUA NpeMeT, TaK Kak Kaxasa 13 y4acTBYHOLMNX CTOPOH MOXET No-pasHoOMY OLeHUBaTbL BEPOATHOCTb Npu-
YNHEHMNA Bpefa N BO3MOXHOCTb HaHeceHus yuepba B ciyyae onacHoCTU.

KoHuenuua pucka BKIoYaeT ABa KOMMNOHEHTA:

a) BEpOATHOCTb NPUUYNHEHNA Bpeaa;

b) NocneAcTBUSA NPUYNHEHHOTO Bpeaa, T. €. ero TAXecCTb.

PaccmaTtpusaemas KoHLUenuns oCoO6eHHO BaXHa NPUMEHUTE/TbHO K MeANLIMHCKAM U3AeNnsamM n3-3a 60/bLwo-
ro yncnayvyacTBYOLMNX CTOPOH, BKIOYAA NPAKTUKYIOLWUX Bpayeit, yupexaeHus 3qpaBooxpaHeHmns, ynosaHomo-
YeHHble opraHbl, NPOMbILLIEHHbIE NPeANPUATUSA, NaLMEHTOB U 4PYTUX NONb3oBaTeNe.

Mo cpaBHeHUIO C NpeAblAyLu el peAakymeil o0CHOBHAsA YacTb HACTOALLEro CTaHAapTa pacluMpeHa, Ho rnas-
HOEe BHMMaHue yenieHo NPUIoXKeHUAM. VX 4ACio yBENMUYNNOCh 3a CHeT NpunoxeHusa F. cogepxatiero nnaH
MeHe)KMeHTa puUcka, NPUNOXeHUS |. NOCBALWEHHOro 6M0I0rMYECKNM ONacHOCTAM, NPUIOXeHNA No 6e3onacHoc-
T J n ocTaTto4yHoMmy pucky. CylwecTBEHHO YyBENIMYNIOCH B 06 beMe NPUNoXeHne, NOCBALLEHHOE MEHELXMEHTY
pucka MeAULMHCKUX U34ennii 4Ns AuarHocTuky in vitro.
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M E X IO C Y g AP CTUBEWHHUbB ” C T AHOAPT

N3LENNA MEAVNLNHCKUE
I'IpmmeHeHme MeHeAXMeHTa pucka K Me JULUNHCKUM nsgenmam

Medical devices
Application of risk management to medical devices

[ara BBegeHns — 2013—01—01

1 O6nactb NPUMEHEHUSI

HacTtoawwmii ctaHgapT yctaHaBnAnBaeT A4N1S U3rOTOBUTENSA NpoLecc onpejesnieHns onacHoCTel, CBA3aHHbIX C
MeANLUUHCKUMU U3eNnaMUN, BKIOYAS U3AeNnsa AN ANarHoCTUKY in Vitro, n npoueaypbl onpeaeneHus, oueHnsa-
HUA. ynpaBieHnsa puckamu 1 MOHUTOPUHIA Pe3yIbTaTUBHOCTW AAHHOTO YNPaBEHNS.

TpeboBaHNs HacToALWEro cTaHAapTa NPMMEHNMbI KO BCEM CTAAUAM XU3HEHHOTO LuKNa MeaULNHCKNX n3ge-
i,

HacToswuii cTaHgapT He MOXET 6bITb UCNOIb30BaH A5 NPUHATUSA KTUHUYECKUX PELLEHNIA.

HacToswuii cTaHgapT He ycTaHaBnBaeT yPOBHM AOMNYCTUMOrO pucka.

HacTosiwmnii ctaHfapT He TpebyeT Hannuus y U3roToBUTENS CUCTEMbI MEHEA)KMEHTA KayecTBa, 04HaKo Me-
HE)XXMEHT pUcKa MOXET 6bITb COCTABHON YaCTbio CUCTEMbI MEHEAXMEHTA KayecTBa.

2 TepMuHbI 1 onpeaenieHns

B HacTosWem cTaHAapTe NPUMEHSAIOT CrieAylolme TePMUHBI C COOTBETCTBYIOL VMM ONpeeeHUsIMN:

2.1 skcnnyaTauuoHHbI fOKYyMeHT (accompanying document): [IokyMeHT, npuaaraemblii K Me ML MHCKO-
My M3Aenuio n cogepxalynii MHopMaLluo 415 N1, OTBETCTBEHHbIX 3@ CO60PKY, NPUMEHEHME U TeXHUYecKoe
ob6cnyxmBaHne MegULMHCKOTO U3fenus, onepaTopa uam nosib3osaTens, 0CO6EHHO B OTHOWEHNN 6e30MacHoCTy.

MpumeuyaHune — [laHHoe onpejesieHne 3auMcTBoBaHo 13 [1]. 3.4.

2.2 Bpepa (harm): dusnyeckas TpaBma unu yuiep6 3f4oposblo N04el, UM MMyLLeCcTBY, UK OKpyxXaloL el
cpege (cm. [2]. 3.3).

2.3 onacHocTb (hazard): MoTeHUManbHbIN NCTOYHKK Bpega (cMm. (2). 3.5).

2.4 onacHa#fa cutyauma (hazardous situation): O6cTOATENLCTBA, NPW KOTOPLIX NH0AM, UMYLLECTBO WX
oKpyXatruwasa cpega noaBepXeHbl 0AHOW UM HECKONTbKMM onacHocTaMm (cM. [2], 3.6).

MpumeyaHue — CM. npunoxenne E Ans NOHMMaHWS B3aMMOCBSA3WN MEXAY TEPMUHAMMN «OMNacHOCTb» U
«onacHas cuTyauus».

2.5 npegycmoTpeHHoe npuMmeHeHune (intended use): MpumeHeHne nsgenus, npouecca uam ycayru no
HasHa4YeHWI0 B COOTBETCTBUU C TEXHUYECKUMU TPEGOBAHUSMU, MHCTPYKUMUAMU N MHOpMaLMeit, npesocTaBneHHbI-
MW U3roTOBUTENEM.

2.6 MmeguLUmMHCcKOoe usgenue gna guarHoctuku in vitro (IVD) (in vitro diagnostic medical device) (IVD
medical device): MeguunHckoe nsgenve, npegHasHayeHHoe N3roToBuTeNIEM A8 UCCie40BaHMA Npoo, B3ATbIX U3
Tena 4yesioBeka, B LeNsxX NosyyeHnss nHopmaunm 4aa UarHoCTUKM, MOHUTOPWHTA 1 onpeAeneHns COBMeCTNMO-
cTu.

Mpumep — TakuMu n3genusamm MoryT 6blThb peareHThbl, KanM6paTopsbl, yCTPoiicTBa 4/ oT60opa un
XpaHeHus Npo6, KOHTPOJIbHbIE MaTepuasbl U CONyTCTBYOLIME UHCTPYMEHTbI, annapaTbl UW CPeAcTBa.

M3paHne ouumnansHoe
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MpunmeuyaHune — MoxeT 6biTb UCMOMNb30OBAHO OTAE/BHO WM B KOMOMHALMK C NPUHALNEXHOCTAMU UK
ApYrUMU MEAMLMHCKUMMW U3LENUsIMU.

2.7 Xn3HeHHbIN yukn (life-cyde): Bce cTagmm cyw,ecTBOBaHUA MeAULMHCKOTO U3AeNNsi, OT NnepBoHaYvasb-
HOIi KOHLLeNUMK 10 BbiBOAA W3 AKCNyaTalumn v yTunmsauuu.

2.8 nsrotosutens (manufacturer): dusmyeckoe um LLpuaNYeCcKoe UL, OTBETCTBEHHOE 3@ NPOEKTUPOBa-
HWe, N3roToB/IEHME, YNaKOBbIBaAHNE N/MNN MapKNPOBKY MeANLMHCKOro n3aenus, ycTaHoBKy/MOHTaX UM moaudu-
KaLuio MeULUHCKOro n3aenus nepes BbiNyCKOM ero B o6palieHne uav BBOAOM B 3KCM/yaTal o He3aBUCMMO oT
TOro, BbINOJIHAET /N 3TN OnepaLuun BblLLEeYNOMAHYTOe MU0 UK TPeTbA CTOPOHA OT €50 UMEHMU.

MpumeuvaHunsa

1 B onpefeneHnn TepMurHa «M3roToBUTENb» CMeayeT YUUTbiBaTb MOSMIOKEHUA HALMOHASIbHBLIX U PervoHaslbHbIX
HOPMAaTUBHbIX [JOKYMEHTOB.

2 OnpegfeneHve TepMyrHa «Mapkmposka» cMm. [3), 3.6.

2.9 meguyunHckoe nsgenne (medical device): /1t060i MHCTPYMEHT, annapar, Nnpuéop, ycTpoiicTBo, 060py-
[oBaHuWe, UMNAaHTar, in vitro peareHT nnv kanuépaTop, nporpaMMHoe o6ecneyeHme, Matepmasn uam nHble nofo6-
Hble WU CBfI3aHHblE C HUMW U3Aenus, npeAHa3HayeHHble N3roToBUTENEeM AN NPUMEHEHNA K Yesl0BEKY No
OTLAENBbHOCTW UM B COMETAHUM APYT C APYTOM B LeNsx:

- ANArHOCTUKM, NPOUIAKTUKA, MOHUTOPUHTA, NeYeHUs NN o6neryeHns 3aboneBaHuii;

-ANArHOCTUKN, MOHUTOPUHTA, eYeHUs, 061er4yeHna nam KoMneHcal M nocneacTBuii TpaBMbl:

- uccnepoBaHusa, 3amMelieHMs WAW U3MEHEHWS aHaTOMW4YecKOro CTPOEHUS MAN (HU3UONOTNYECKUX
npoLeccos;

- NoAAepXaHNUs NN COXPAHEHUS XN3HU;

- ynpaBfieHusi 3a4aTnem;

- fe3nHMEKL NN MeANLNHCKUX U3LeNUid;

- noflyyeHns MHpopmauum ANs MeANLUHCKUX Lieseil nocpeacTBOM UCCeoBaHuMs in Vitro npo6, B3sThbIX U3
Tenayenoseka, Npu yC/I0BWK, YTO UX (DYHKLMOHAIbHOE BO3eNCTBME Ha Yel0BeYeCKuii opraHu3M He peannsyeTcs
3a cyeT hapMakosIorMyecKknx, MUMMYHOJTIOTUYECKNX UM MeTaboMyecKnX CpeCcTB, HO MOXET NoALEePXKNBATLCS
TakuMu cpesicTBamm.

MpumeyvaHunsa

1 ,B,aHHoe onpeaeneHve paspaboTtaHo LleneBoli rpynnoii no rno6anbHoi rapmoHusaumm (Global Harmonization
Task Force — GHTF) (cm. [4)).

2 Cnepytowye n3fenms MoryT paccMaTpuBaTbCA B HEKOTOPbIX CTpaHax Kak MeANLMHCKME, HO B UX OTHOLLEHWN eLle
He BblpaboTaH eAuHbIi NoAXoA:

- BCNomoraTesibHble cpefcTBa 418 NNl C OrpaHUYeHHbIMU BO3MOXHOCTAMMW UK € (PU3NYECKUMU N YMCTBEHHBIMU
HegocTaTkamu:

- U3genusa ans NeYeHns/anarHocTkn 3aboneBaHuii 1 TPaBM Y XUBOTHbIX:

- NPVUHAANEXHOCTU MeAULMHCKUX 13aenunii (cM. npumedaHue 3);

-Ae3viHuumpyoLLe BelecTsa;

- U3genus, BKIKYaloLWMe TKaH! XMUBOTHBIX MW YenoBeka.

3 TpeboBaHWsA HACTOALLEro CTaHAapTa NPUMEHSIIOT Takke K NPUHAANEXHOCTAM, KOTopble npefHasHayveHbl WU3ro-
TOBUTENEM ANA UCMOMb30BaHUS B KOMM/IEKTE C KOHKPETHbIM MEAULMHCKUM U3[ennemM B Lensx obecneyeHus ero npe-
[YCMOTPEHHOT0 NPUMEHEHMS.

2.10 06bekTuBHOE cBuageTenbcTBO (Objective evidence): laHHble, NoATBEpPXAAOLME HANNYNE UTN UC-
TUHHOCTb Yero-mbo.

MpumeyaHune — OBLEKTUBHOE CBUAETE/ILCTBO MOXET ObITb MOJYYEHO MOCPEACTBOM HabnogeHus, nmepe-
HUS. UCMbITaHUA unn gpyrumm cnocobamm (cm. (5). 3.8.1).

2.11 nocTnpomn3BoaCcTBO (post-production): HacTb XU3HEHHOTO LMK/IA U3AE/NNs NOC/Ie OKOHYAHUS ero npo-
eKTUPOBAHUA U U3TOTOB/IEHNS.

Mpumep — KNocTNpou3BoACTBY OTHOCAT: TPAHCNOPTUPOBaHUE, XpaHEHUe, MOHT ax, NpuMeHeHue
U3Lenns, TEXHUYECKOE 06CyXNBaHNE, PEMOHT, MOAUMUKALNIO, CHATME C aKCNyaTauuy v y Tuansaumio.

2.12 npouegaypa (procedure): YcTaHOB/IEHHbI/i CNOCO6 OCYLLECTBNEHUSI AeSATeIbHOCTU UAKM npolecca
(cm. [5]. 3.4.5).

2.13 npouecc (process): COBOKYNHOCTb B3aMMOCBA3aHHbIX Y B3aUMOeiCTBYIOLNX BUAOB AeATeNbHOCTH,
npeo6pasywuiasa Bxoabl B BbIxogbl (CM. (5), 3.4.1).

2.14 3anucob (record): JOKyMeHT, cogepxalinii LOCTUTHYTble pe3ynbTaTbl UK CBUAETEeNbCTBA OCYLLeCTB-
NeHHON pestensHocTu (cMm. [5]. 3.7.6).

2
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2.15 ocTaTtouHblh puck (residual risk): Puck, ocTakwmiica nocne BbINOMHEHNUS Mep MO ynpaBieHuto
pyCKOM.

MpumevaHnsn

1 3anmcTBOoBaHoO U3 (2], 3.9.

2 B [2]. 3.9. ncnonb3oBaH TEPMUH «3alUMTHbIE MEpbl» BMECTO TEPMUHA «Mepbl MO yNpaBfeHno puckom». OgHako
B KOHTEKCTE HACTOALWEro CTaHapTa «3alyTHbIE MepbI» SBAIOTCS TOIbKO OAHOW M3 BO3MOXHOCTEN ynpaBneHns puc-
KOM. Kak onucaHo B 6.2.

2.16 puck (risk): CoueTaHne BepoATHOCTU NPUYUHEHUA BpeAa U TAXECTU 3Toro Bpega (cm. (2). 3.2).
2.17 aHanus pucka (risk analysis): Cuctematnyeckoe Ucnonb3oBaHue umerouielica nHpopmaynumn gns
BbISIB/IEHWS ONACHOCTel U onpegenexHus pucka (cum. [2]. 3.10).

MpuMeyuaHune — AHanu3 pucka BKIOYaeT U3yyeHue ﬂOCﬂeAOBaTeﬂbHOCTeI}’I CO6bITWIA, KOTOpble MOryT
npmnBEeCTN K ONacHbIM CUTyauusam N NpUHYNHEHUo Bpeaa (CM. npunoxexHne E)

2.18 oueHka pucka (risk assessment): MonHbIA Npouecc aHannsa un oueHmBaHusa pucka (cm. [2]. 3.12).

2.19 ynpaBneHue puckom (risk control): Mpouecc NpUHATUA peleHnii N BbIMOTHEHUSA Mep NO YMeHbLUe-
HUI0 PUCKOB [0 YCTAHOBJ/IEHHbIX YPOBHEN NN NOoALEPXKAaHUA PUCKOB HA YCTAHOBIEHHbIX YPOBHSX.

2.20 onpegeneHune pucka (risk estimation): Mpouecc, NnpuMeHseMblii 4NA NPUCBOEHUS 3HAUYEHWNII BEPOSAT-
HOCTW HacTynneHus Bpefa u TAXeCTN 3Toro Bpeja.

2.21 oyeHuBaHue pucka (risk evaluation): Mpouecc cpaBHEHUA pUcka, KOTOPbLINA yXe onpeAeneH, ¢ ycta-
HOBJ/IEHHBIMW KPUTEPUAMUK pUCKa ANA onpegeneHuns 4onycTUMOCTM pucka.

2.22 MmeHeXMeHT pucka (risk management): Cuctematnyeckoe npuMeHeHue NoaUTUKK, Npoueayp v npak-
TUYECKNX METOAOB MEHEA)KMEHTA ANA PELleHNs 3afa4 aHanun3a, OLeHNBaHus, ynpasaeHnss U MOHUTOPUHTa puc-
Ka.

2.23 cbanin meHegxmeHTa pucka (risk managementfile): CoBOKynHOCTb 3anucei n 4pyrux LOKYMeHTOB,
co3flaBaeMblX B NpoLecce MeHe)XMeHTa pucka.

2.24 6e3onacHocTb (safety): OTcyTcTBME HefoNycTUMOro pucka (cm. [2]. 3.1).

2.25 TaxecTb (severity): Mepa BO3MOXHbIX NOCNeACTBUIA ONACHOCTK.

2.26 BbiclWee pykoBOACTBO (top management): /Inuo nnum rpynna nuy. ocyLecTBAAOWMX HanpasneHne
[eATeNbHOCTU U ynpaB/ieHne opraHn3aLlmein-n3roToenTesieM Ha BbiCLLEM YPOBHE.

MpumedyaHune — 3aumcTBOBaHO 13 [5]. 3.2.7.

2.27 own6Ka npuMeHeHus (Use error): BoINONIHEHWE UK HEBBINOSTHEHWE AeCTBUS, NpuBoAsLLEe K (DYHK-
LIMOHMPOBAHWIO MEAWNLMHCKOIO U3enus, oTanyatLeMycsi oT npesyCcMOTPEHHOro M3roTOBUTENEM UM OXUAAaeMOo-
ro nonb3osatenem (cm. (6]. 2.12).

MpumevaHnsn

1 K owmbKam npYMeHeHnsi OTHOCAT NpoMaxu, ynyweHus n 3abnyxgerus (cm. (6]. 2.12).

2 Cwm. [6]. a Takxe npunoxeHns B n D.1.3.

3 HeapiekBaTHyl0 (oM31OMIOTMHECKYIO peakLuio nauueHTa camy no cebe He OTHOCAT K OLIMOKe NPUMEHEHMA.

2.28 Bepudukaums (verification): MoaTBepxaeHNe Ha OCHOBE NpeACcTaBNeHUA 06 bEKTUBHbLIX CBUAETENLCTB
TOr0, YTO yCTaHOBJ/IEHHbIE TPeboBaHUA GblN BbINOAHEHDI (CM. [5]. 3.8.4).

MpumevaHnsn

1 TepMuH «BEPUULMPOBAHO» UCMOML3YIOT A1 0603HaYEeHNsi COOTBETCTBYIOLLErO CTaTyca.

2 [leaTenbHOCTb MO MOATBEPXAEHUIO MOXET BK/OYaTh:

- OCYyLLEeCTB/IEHNE a/IbTEPHATUBHBIX PacyeTOoB;

- CpaBHEHWE Hay4HON W TEeXHWYECKOW AOKyMeHTauuu no HOBOMY MPOEKTY C aHasIorMyHol AOKyMeHTauueli no
anpobupoBaHHOMY MPOEKTY:

- NpoBefeHNe UCNbITaHU U AEMOHCTpaLWii:

- aHa/IM3 [JOKYMEHTOB 10 UX BbinycKa.

3 O6wue Tpe6GoBaHWs K MEHEKMEHTY puUcka

3.1 Tlpouecc MeHeaXMeHTa pucka

M3roToBUTENb LO/MKEH YCTAHOBUTL, AOKYMEHTUPOBATL U NOAAEPXKNBATL B pa60UYeM COCTOAHUN HENPEPbIB-
HbIll Npouecc UAeHTUdUKaLMKU ONacHOCTEN, CBA3AHHbIX C MEAULMHCKAM U3AeNneM, onpeseneHns u oueHnBaHus
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CONYTCTBYIOLW X PUCKOB, YNPaBAeHNs fJaHHbIMU PUCKAMMW 1 MOHUTOPUHTA Pe3yNbTaTUBHOCTY TaKoro ynpaBieHus
Ha NPOTSHXEHUN BCETOXU3HEHHOTO LKA MEAVNLMHCKOTO 3aenns. AToT NPoLEecc A0/KEH BKKYaTb cnegyolime
3N1EMEHTbI:

- aHanu3 pucka:

*OoLeHuBaHue pucka:

- ynpaBfieHne pUcKoM;

- MPON3BOACTBEHHYIO U MOCTNPON3BOACTBEHHYIO UH(DOPMALMIO.

[.OKyMEeHTUpPOBaHHbIE NMPOLECChl XU3HEHHOT0 LuKa Npoaykummn (cMm. pasgen 7 [3]) 40o/MKHbI BKAOYaTh COOT-
BETCTBYIOLLME 3/IeMeHTbl NpoLecca MeHeL)XMeHTa pucka.

PucyHok 1 - CxemaTuyHoe npeAcTaB/ieHMe Npouecca MeHeKMeHTa prcka
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MpumeyaHunsa

1 lokyMeHTUPOBaHHbIA NPOLLECC CUCTEMbI MEHEMKMEHTA KayecTBa MOXeT OblTb UCMO/b30BaH A1 06ecneyeHns
CUCTEMHOTO MOAXOAa K PaccMOTPEHW0 Npobiem 6e30nacHOCTH, NO3BOMSWEro, B YaCTHOCTU, MAEHTU(ULMPOBATL Ha
PaHHUX CTaAMsAX ONACHOCTU U OMacHble CUTYaLuW, CBSI3AHHbIE CO CMIOKHBIMU MEAVLMHCKUMI U3LENAMU 1 CUCTEMaMMU.

2 lMpouecc MeHeMKMEHTa puUCKa cxemaTuyecky NpeacTaB/ieH Ha pucyHke 1.

B 3aBucumocTu oT KOHerTHOVI CTaann XMN3HEHHOro unkna MeguunHCKoro naaenmsa otaefibHbiIM afieMeHTam me-
HeKMEHTA puUCKa MOXET ObITb yAe/ieHo 0co60e BHUMaHWe. [esiTeNbHOCTb N0 MEeHeHKMEHTY pUCcKa MOXET OCyLLecTB-
NATbCA UTepaTWBHO WM NO3TAMHO B 3aBNCHMOCTM OT paccCMaTpMBaeMoro MeAULMHCKOro udgenus. MNpunoxeHve B
coaepxut 6onee NoApo6HLIN 0630p 3TanoB NpoLecca MeHeMKMeHTa pucka.

CooTBeTCTBME TPeGoBaHUAM JAaHHOTO NoApasaesna NnpoBepsoT NyTEM IKCNepTU3bl COOTBETCTBYIOLMX 4OKY-
MEHTOB.

3.20TBeTCTBEHHOCTb BbICLWIET0 pPyKOBOACTBA

Bbicliee pykoBOACTBO [OJ/IXHO o6ecneuymBaTb CBUAETENbCTBA CBOE MPUBEPXEHHOCTU NpoLeccy Me-
HeXXMEHTa pucka nocpescTBoM:

- o6ecneyeHnss He06X04UMbIMU pecypcamu:

- Ha3HaueHus KBanugrLMpoBaHHOro nepcoHana (cm. 3.3) ANs Lenei MeHeAXXMeHTa pucxa.

Bbicliee pyKOBOCTBO A0/IKHO:

- paspabaTbiBaTh U 4OKYMEHTUPOBATL MOIMTUKY YCTAHOB/IEHNUSA KPMTEPUEB AONYCTUMOCTU pucka. laHHas
NONIMTHKA [O/IXHA rapaHTUPOBATh, YTO YCTAHOB/IEHHbIE KPUTEPUW OCHOBAHbI HA NPUMEHVUMbIX HALMOHA/bHbIX 1
pervoHasibHbIX HOPMATUBHbIX OKYMEHTaX U COOTBETCTBYIOLLUX MEXAYHAPOAHBIX CTaHAapTax, a Takke yunTbiBa-
0T OCTYNHYI0 MH(DOPMALMIO, TaKyto, Kak COBPEMEHHbI YPOBEHb HAyYHO-TEXHUYECKOro pasBuTUsi N NoTpeGHOCTN
3aMHTEPECOBAaHHbIX CTOPOH,

- NPOBOAUTL aHANN3 NPUTOAHOCTY NpoLEecca MeHeXXMeHTa pucka B 3an/1aHMpoBaHHbIE MPOMEXYTKU BpeMe-
HV ANsi 06ecneyeHmnss MOCTOSIHHOW pe3ynbTaTUBHOCTU AAHHOTO Npouecca U AOKYMEHTUPOBAThL BCE PELIEHUS U
npeAnpuHaTbie AelicTBUA. ECnu n3rotoButenb MMeeT feACTBYIOLLYI0 CUCTEMY MEHEAXKMEHTA KayecTBa, TO fjaH-
HbIli aHaNN3 MOXET GbITh YACTbI0 aHA/IN3a Er0 CUCTEMbI MEHEAXMEHTa KauecTBa.

MpnmeyvyaHne — BblleyKasaHHble JOKYMEHTbI MOTYT 6bITb BK/IHOYEHDI B JOKYMEHTbI CUCTEMbI MEHEPKMEHTa
KayecTBa U3rotoBuUTeNsA, N HA HUX MOTYyT 6bITb CCbIIKN B q)a|7|r|e MeHepKMEeHTa pucka.

CooTBeTCTBME TPeGoBaHUAM JaHHOTO Noapasaesna npoBepsoT NyTEM 9KCNepTU3bl COOTBETCTBYIOLWMX AOKY-
MEHTOB.

3.3 KBanudunkayumnsa nepcoHana

MepcoHar, BbIMOMHAOLW NI 3a4a41M N0 MEHEAXMEHTY pUCXa. A0/KEH UMETb 3HAHMS 1 OMbIT, 06ecneynsa-
LiMe BO3MOXHOCTb BbINO/IHEHUS flaHHbIX 3afa4. KBanuukauns nepcoHana Ao/xHa BKIoUYaTk 3HaHWe paccmar-
pvBaeMbIX (MUY NOAOGHbLIX) MEAULUHCKUX U3AEMNIA, ONbIT X MPUMEHEHUS, a TaKXe BNajeHne NpuMeHseMbiMu
TEXHOJIOTUSIMW U METOAAMU MEHE)KMEHTA pUcKa. 3anvcu o Heo6Xo4MMOIi KBanudukaluum nepcoHana cnegyet
noaAepXuBaTth B paboyeM COCTOSIHUM,

MpumMeyaHune — 3a4aq4m No MEHEMKMEHTY PUCKA MOTYT pellaTb NPeACTaBUTeNIN PasHbIX (PYHKLMOHATbHBIX
noapasaeneHunii ¢ yUeToM UMEIOLLMXCS Y HUX CrieluasibHbIX 3HaHWIA.

CooTBeTcTBME TpeboBaHNSAM AAHHOTO NoApasaesia NPpoBepsaloT NyTeM 3KCNepTU3bl BbllleyKa3aHHbIX 3anu-

3.4 MnaH MeHepXMeHTa pucka

[leaTenbHOCTb N0 MEHEAXMEHTY pUcka Heo6xo4MMo naaHnposaTb. BBuay aToro nsrotoBuTenb J0OKeH
COCTaBUTb ¥ JOKYMEHTMPOBATL MJ1aH MEHEAKMEHTA prUCKa A4/1 paccmMaTpMBaeMoro MeguLMHCKOro n3genus B
COOTBETCTBUM C NPOLLECCOM MeHeMKMeHTa pucka. MnaH MeHegXMeHTa pucka fo/mkeH 6biTb YacTbio halina me-
He)KMeHTa pucka.

[aHHbIl NnaH fO0/KEH BKIOYaTh Kak MUHUMYM:

a) 06beM NPUMEHEHUS 3an1aHUPOBAHHON AEATE/IbHOCTY MO MEHeAXKMEHTY pUCKa, B TOM Yncne nAeHTUdm-
KaLuio 1 onucaHve MeANLMHCKOTO U3fennsa n cTafuii ero XN3HeHHOro Lukna, K KoTopbiM NPUMEHUM Kaxablii
3/1eMeHT Nnnaxa,;
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b) pacnpegeneHne 0OTBETCTBEHHOCTU 1 MOSTHOMOUMWIA;

c) Tpe6oBaHuA Kk aHannM3y AesiTe/IbHOCTU N0 MEHEeJ)KMEHTY pUCKa;

d) KpuTEpPMU ONYCTUMOCTY pPUCKa, OCHOBAaHHbIE Ha NOJINTUKE N3TOTOBUTEISA MO YCTAaHOBIEHMIO ,0NYCTUMOro
pucka, BKtovas cnydau, Korga BeposiTHOCTb MPUYMHEHUS BpeAa He MOXET ObiTb onpesesneHa;

e) geiicTBus no Bepudpmkauum;

0 pelicTBns No c60py M aHann3y nHoOpMaLMmn, OTHOCALLENCA K MEHEAXMEHTY pyUcKa, Ha NPON3BOACTBEH-
HOW 1 NOCTNPOU3BOACTBEHHON CTafMAX.

MpumevaHunsa

1 PykoBogsLLMe yKa3aHWs No paspaboTke njaHa MeHe[KMeHTa pucka CM. B Npuioxenun F.

2 Heobs3aTeNlbHO BCe 3/1EMEHTHI NJlaHa MEHeKMeHTa pucka paspabaTbiBaTb OAHOBPEMEHHO. lMnaH nam ero
3/1eMEHTbl MOXHO paspabaTbiBaTb NO3TamMHO.

3 Kputepun fonycTUMOCTV pucka MMeT 60sbLIoe 3HauYeHue AN1A OnpefefieHnst KOHEUYHOW pe3ynbTaTUBHOCTU
npoLecca MeHe[pKMeHTa pucka. [11a Kaxkaoro nnaHa MeHe[pkKMeHTa pucka M3roToBUTESTIO CriedyeT BbloupaTb Hajnexa-
Lme Kputepun AonycTMmMoCTH pucka.

Cpepan npoynx MOXHO paccmaTtpuBaTth C/ieflyloline BapuaHThl,

- nocTpoeHne matpuubl (pucyHkun D.4 n D.5 (npunoxeHue D)]. nanocTpupyioLei 4onycTuMble U HeAoMyCcTu-
Mble KOM6UHaL MU BEPOATHOCTU NPUUNHEHUS Bpeda 1 TAXeCTN Bpeaa,;

-AanbHeiiwee nogpasgeneHve o6nactu Matpuubl («NpeHe6pexumo Manblit pUCK», «40MyCTUMBIVA pUCK Npu
YC/IOBUM €r0 MUHUMU3aLMU» UT. [.) C TpeboBaHNeM K pUckam, 4ToObl OHU cHavana 6b1In YMeHbLUEHbI, HACKOJIbKO
3TO NpaKTUYeCcKM OCyLLeCTBUMO, Npex/e YeM NpusHaTh ux AonyctumbiMu (cM. D.8 (npunoxeHune D)].

Mo6oii n3 BapnaHToB credyeT Bbl6GUpaTh B COOTBETCTBUM C NO/IMTUKOI N3TOTOBUTESIA B OTHOLLEHNN YCTaHOB-
NeHua KpuTepmnes AONYCTUMOCTU pyUcKa 1 Ha OCHOBaHUW NMPUMEHUMbBIX HaLVMOHATbHbIX NN PEroHaIbHbIX HopMma-
TUBHbIX JOKYMEHTOB, & TaKXe COOTBETCTBYIOLLUX MEXAYHapOAHbIX CTaHAAaPTOB C y4eTOM AOCTYNHOM UHopMa-
LK. TaKo!, Kak COBPEMEHHbI YpOBEHb HAyYHO-TEXHNYECKOTO PasBUTUA U UHTEPECHI 3aNHTEPECOBaHHbIX CTOPOH
(cm. 3.2). PykoBOACTBO NO YCTAHOB/IEHUIO flaHHbIX KpuTepues cM. B D.4 (npunoxexuve D).

Mpu BHECEHNN N3MEHEHUIi B NN1aH MeHe)KMeHTa pUcka B TeUeHMNEe XU3HEHHOTO Luk1a MeULMHCKOro nsge-
A He06XO0ANMO cAenaTh 3anucb 06 M3MeHeHNAX B paiiie MeHeKMEHTa pucka.

CooTBeTcTBMe TpeboBaHUSAM AAaHHOTO Nogpa3sgena NpoBepsaloT NyTeM aKkCnepTusbl haina MeHegKMeHTa
pucka.

3.5 ®ailn meHegXMeHTa pucka

Lna paccmaTpyBaemMoro MeuLMHCKOTo U3aenns N3roToBUTE b A0/MKEH CO34aTb M NoAAepXuBaTh B pabo-
YeM COCTOoAHMUM haiin MeHeg)KMeHTa pucka. B sononHeHve K Tpeb6oBaHUAM APYTMX pa3fenoB HACTOALLEro CTaH-
fapTa daitn meHegKMeHTa pucka Ao/HkeH obecneynBaTb BO3MOXHOCTb NPOC/EXMBaHNA KaxX 4ol ngeHTndunumpo-
BaHHOIA onacHocTW npu;

- aHanm3e pucka;

- OLleHNBaHNN pUCKa;

- BbINOJIHEHWUW 1 BepudpmkaLuum Mep no ynpasreHUo pUCKOM.

-OLueHMBaHuM gonyctTuMocTn Noboro(bix) octaTounoro(bix) pucka(os).

MpumeuvaHunsa

1 3anvcy v gpyrue AOKYMEHTbI, cocTasnstowme aiil MeHepKMeHTa prcka, MOTyT 6bITb YACTbIO APYTUX JOKYMEH-
ToB U chaiinos, Tpebyemblx, HanpuMep, cMcTeMoli MeHeMKMeHTa KayecTBa M3rotoBuTens. ®aiin MeHeKMeHTa pucka
Heobs3aTe/IbHO A0/KEH HEeMoCpeACTBEHHO BK/IOYaTb BCE 3anucy U Apyrie AOKYMEHTbl, OTHOCALUMECS K HacToALeMy
cTaHfapTy. OfiHako OH JO/MKeH cofepxarb, N0 MeHblleli Mepe, CCbINIKU UK yKka3aHus Ha Bce Tpebyemble JOKYMEHTbI.
W3roToBuTentio cnefyeT CBOEBPEMEHHO COBPaTh CCbI/IOYHYO MHChOpMaLmio B haiina MeHepkMeHTa pricka.

2 daiin MeHefKMeHTa pucka MOXeT 6blTb npefcTasneH B wboit copMe wmm Ha /60M HocuTene
MHopmaLmn.

4 AHanus pucka

4.1 Tpouecc aHanm3a pucka

AHanu3 pucka paccmaTpuBaemoro MeauLMHCKOro M3genns Heo6xoaMMo NPOBOAUTL B COOTBETCTBUM C
4.2—4.4, leATeNbHOCTb N0 3anflaHUPOBAHHOMY aHann3y puUcka, a Takxe pesy/bTaTbl aHan3a pucka goMKHbI
6bITb 3aPErncTpUPoBaHbI B (haiine MeHemXMeHTa pucka.
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MpumeyaHunsa

1 Ec/m gOCTyNHbI pesynbTaTbl aHa/M3a pucka uam gpyras OTHOCALLAsACH K pUCKy MHopmauus Ans nogobHoro
MEULMHCKOTO U3Aenuns, To UX MOXHO UCMoNb30BaTb B KauYeCTBe OTMPABHON TOUKW NpU HOBOM aHanuse. CTeneHb
COMOCTaBMMOCTN 3aBUCUT OT pPas/nyunii Mexgy U3genmamMu u oT TOro, MOTyT /I AaHHble pas/nuua ctaTb WCTOYHWMKOM
HOBbIX OMAaCHOCTeW WM CyLECTBEHHbIX Pa3/IMynii B rOTOBOI MPOAYKLMW, XapakTepucTmukax, yHKLMOHMPOBaHUA Un
pesynbTarax npUMeHeHus. BO3MOXHOCTb NMPUMEHEHUA YXXe VMEIOLLIEroCs aHaim3a pucka OCHOBaHa Takke Ha cuctema-
TUYECKOM OLIEHMBaHWUN BAUSIHWSA W3MEHEHWUI Ha pas3BUTWE ONacHbIX CUTyaLWii.

2 HekoTopble MeTOAbI aHaM3a pUcka onucaHbl B NpunoxeHun G.

3 [lononHuTenbHbie PyKOBOASLLME YKasaH/sA N0 METOAaM aHamsa pyucka MeauLMHCKUX U3Aenvii Ana fuarHoctu-
Ku in vitro npueeeHbl B NpuaoxeHun H.

4 [ononHutenibHble PYKOBOASALLME YKa3aHWs N0 MeTofam aHa/m3a pucka B OTHOLLEHUM TOKCUKOMOMMYECKUX onac-
HOCTel npuBefeHbl B NPUIOXEHNN .

B fonosiHeHve K 3anucsam, TpebyembiM B 4.2—4.4. [OKYMEHTbI, OTHOCALMECS K NPOBEAEHUI0 1 pesy/ibTaram
aHasiM3a pucKa, JO/MKHbI BKOYATb KakK MUHUMYM:

a) onucaHne 1 MAEHTUUKALMIO paccMaTpuBaemMoro MeAuLIMHCKOTO M3aenus;

b) UaeHTUdUKaLMo Nuua (1L) 1 opraHnsauumn, BbINMOMHUBLLMX aHasIn3 PUCKa;

C) 06/1aCTb NPUMEHEHUA 1 JaTy NPOBeAeHUs aHasm3a prcka.

5 O6nacTb NpYMEHeHUs aHa/n3a pucka MOXeT GbiTb OYEHb LUMPOKO (Hanpumep, pa3paboTka HOBOTO M3denus,
B OTHOLLEHWUW NPUMEHEHNS KOTOPOrO Y U3rOTOBUTE/ISA MaUs1O0 OfbITa WM AaHHbIl OMbIT BOOOLLE OTCYTCTBYET) U/IN OrpaHu-
YEHHOIi (HanpumMep, aHann3 BINSHUA MPUBHOCUMbIX U3MEHEHWIA Ha BbiMycKkaeMoe 13fene, 0 KOTOpoM B chaiifax nsro-
TOBUTENSA MMeeTCs obLIMpHasa vHopmaLms).

CooTBeTcTBME TPpE6OBAHUSAM AAHHOTO NoApasaesna NnpoBepsoT NyTem aKcnepTusbl daiina MeHegKkmMeHTa
puvcka.

4.2 MpeaycMoTpeHHOe NPpUMeHeHne v onpegenieHne xapakTepucTuk, OTHOCAWUXCSA K 6e30nacHo-
CTU MEAULMHCKOTO n3genus

Ana paccmatpMBaemMoro MeanuMHCKOro n3aennsa N3roToBuTeNb A0/KEH JOKYMEHTUpOBaTb BCe cny4vaun npe-
AYCMOTPEHHOIo npuMeHeHna un 060CHOBaHHO NPOTrHO3MPYEMOro HenpaBuIbHOTO NPUMeHeHNsA. N3rotoBuTesns
AO0J/DKEH TakKxXe I/I,D,eHTVICtJI/ILWIpOBaTb N LOKYMEHTUPOBaTb BCE KAYeCTBEHHbIE U KOJIMYECTBEHHbIE XapakKTepuUcTukn,
KOTOpPbI€ MOTyT NOB/INATbL Ha 6e3onacHoCTb MeanynHCKoro nsgenna, nnpun HeO6XO,CI,I/IMOCTVI yKazaTtb ux npegenb-
HO AONyCTUMble 3HavyeHus. [laHHble JOKYMEHThI HeOﬁXO,ﬂ'VIMO nogaepXxumneatb B paﬁoqu COCTOSAHUN B cpaﬁne
MeHe)KMeHTa pucka.

MpumeyvaHunsa

1 B KOHTEKCTe HaCTOoALEero craHgapTa Hemnpasu/bHeEe NPUMEHeHWe o3HavaeT HenpeaycMOTPEHHOe WU HeHag-
nexatiee npUMeHeHne MeAWLMHCKOTo usgenus.

2 MpunoxeHne C cOAepXWUT BOMPOChl, OTHOCALUMECA K MPUMEHEHUID MeAMLMHCKOTO U3Aenns, KoTopble MoryT
cTaTb NOMIE3HLIM OPUEHTUPOM MPU UAEHTUUKALMN XapaKTEPUCTUK AAHHOTO U3AeNns, CNOCOOHbLIX MOBANATL Ha ero
6€e30MacHoCTb.

CooTBeTCcTBME TPe6GOBAHNUAM aHHOTO NoApasgesia NpoBepsioT NyTeM 3KCNepTu3bl haiiia MeHeLKMeHTa
puvcka.

4.3 NpeHTudnkaumsa onacHocTel

MN3roToBUTESb AO/IKEH COCTABUTL NepeyeHb M3BECTHbIX MU NPOrHO3MPYEMbIX OMACHOCTEN, CBSA3aHHbIX C
paccmaTtpuBaemMbiM MEANLUHCKUM U3AEe/IMEM, KaK A1 HOPMaslbHbIX YCOBUM, Tak 1 A1 YCNOBWiA 0TKasa.
[aHHbIl nepeyeHb HE06X04MMO NOAAEPXUBATL B paboyeM COCTOSIHUM B haiifie MeHeaXXMeHTa prcka.

MpumeuaHune — MNpumepbl BO3MOXHbIX ONacHocTel, npuBedeHHble B E.2 (npunoxeHve E) n H.2.4
(npunoxexune H), MoOryT 6bITb UCMO/L30BaHbI Kak PYKOBOACTBO /151 U3TOTOBUTESISA, BbIMNOJHAIOWEr0 UAEHTUdUKALNIO
onacHocTel.

CooTBeTCcTBME TPeGOBaAHNAM JaHHOTO NoApasgesia NpoBepsioT NyTeM aKCNepTu3bl daiina MeHeLXMeHTa
puvcka.

4.4 OnpepeneHHo pucka(oB) 4NS KaXAO0l onacHOW cuTyauumn

Heob6xoaumo paccmaTpmBaTb 060CHOBAHHO NPOrHO3MpyeMble NocefoBaTeIbHOCTU UK KOMBUHaL MK co-
6bITWIA, NPMBOASALLMNE K BOSHUKHOBEHUWIO ONACHOW CUTyaLun, 1 perucTpupoBaTth BO3HUKalLWyo(1e) onacHyto(ble)
cutyauno(m).
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MpumeuvaHunsa

1 Ana naeHTMMKaLMN He BbISIB/IEHHLIX paHee OMacHbIX CUTyaluii MOXHO MCMO/b30BaTb CUCTEMHbIE METOAbI,
NpPUMeEHNMbIE B KOHKPETHOW cuTyaumn (CMm. npunoxenue G).

2 lMprmepbl onacHbIX cuTyauuini npusegeHsl B H.2.4.5 (npunoxexue H) n E.4 (npunoxenne E).

3 VICTOYHMKOM OMacHbIX CUTyauuii MOTyT CTaTb NpoMaxu, YNyLeHns 1 3abyxaeHns.

[ANnsA Kaxaon naeHTUULMPOBaHHON ONacHoi cuTyaumm Heo6xoAMMOo onpeaensaTh CBA3aHHbI(e) C Hel puc-
K(1), nCNonb3yAa 4719 3TOT0 AOCTYNHY NHOPMaLMIo UK faHHble. 1158 onacHbIX cuTyaluii, B OTHOWEHUN KOTO-
pbIX HEe MOXeT ObITb onpejenieHa BEPOATHOCTb NPUYNHEHUSA Bpeaa, A0/HKEH O6biTb NOATOTOBMEH NepeyYeHb BO3-
MOXHbIX MOCNeACTBUI NPUMEHEHNA MeULNHCKOTO U3AE/NS, UCNO/b3YEeMblii NPU OLEeHNBAHWUW 1 yNpaBIeHUN puc-
KOM. Pe3ynbTaTbl 370l A€STEeNbHOCTU AO/IKHbI ObITh 3aperncTpmpoBaHbl B thaiiaie MeHegXMeHTa pucka.

Niobas cuctema, ncnonb3lyemas Ana Ka4ecTBEHHOM UK KONMYECTBEHHON rpajaLlmm BepoOATHOCTU NPpUUYNHe-
HVA Bpeaa Uan TAXecTu Bpeaa, Takke fo/mMKHa 6biTh 3aperncTpupoBaHa B haiinie MeHeJ)KMeHTa pucka.

MpumevaHnsa

1 Onpepgenexne pucka MeAULMHCKOIO U3AENNS BKIOYAET aHaIn3 BEPOATHOCTM BO3HUKHOBEHUS pucka v nocnes-
CTBUI NPUMEHEHNA AaHHOTo M3genus. B 3aBUCHMOCTV OT NPUMEHEHUS MeAULMHCKOro U3f4enns, BO3MOXHO, AOCTaTou-
HO paccMOTPETb JIMLLbL HEKOTOPblE 3/1EMEHTLI Mpouecca onpefeneHnsa pucka. Hanpumep, B OTAE/bHLIX CryvasX HeT
HeobXxo0AMMOCTY MATW Aaniblle aHann3a UCXOAHOW OnacHOCTU U NOCNeACTBUI NpUMeHeHns [car Takke D.3 (npunoxe-
Hue D)).

2 OnpefeneHve pucka MOXeT BbiTb KONMYECTBEHHLIM UM KauyeCTBEHHbIM. MeToAbl onpeAeneHns pucka, B TOM
yucne SABMSAOWMECA CNeACTBMEM CUCTEMATUYECKMX OTKA3O0B, OMMCaHbl B NpunoxeHun D. Mpunoxexnne H cogepxut
MHopMaLMio, NoNe3Hy0 NpU OnNpeAeneHnyt PUCKOB MeAULMHCKUX U3henuii NS AWarHoCTUKK in vitro.

3 VHcbopmauyio nam AaHHble g5 onpefeneHnsl PUCKOB (JIOXHO NOMYYUTb U3:

a) ony6MKOBaHHbIX CTaHAApPTOB;

b) Hay4YHO-TEXHUYECKON UHopMaL;

C) AaHHbIX O MpYMEHEeHWM NOAOOHbIX MEOULMHCKMX W3AeNuin, BkIOYas Oony6/nKoBaHHble cBefeHus 06
VHUMAEHTAX;

d) AaHHbIX WUCMbITAHWUI 3KCMyaTauMOHHON NPUrOAHOCTU TUMWYHBIMK NOSIb30BATENAMM;

€) KIMHNYECKNX [JaHHbIX;

f) pe3ynbTaTtoB COOTBETCTBYHOLLUX UCCNeA0BaHWIA;

[1) 3KCMEPTHbIX 3aKMHUEHWIA:

h) cxem BHeLUHel OLeHKN KavecTsa.

CooTBeTcTBME Tpe6OBAHMSAM AAHHOTO Nogpasaena npoBepstoT NyTem aKCnepTusbl aiina MeHepkMeHTa
pucka.

5 OueHuBaHve pucka

Ona Kaxoi naeHTU(ULMPOBAHHO ONaCHOR CUTyaLUnm U3TOTOBUTESb LO/KEH NPUHATL PeLleHne 0 Heo6Xo-
AVMMOCTY YMEHbLUEHWUS PUCKA C YYETOM KPUTEPUEB, YCTAHOB/IEHHbIX B NJ1aHe MEHEI)KMeHTa pucka. Ecnn B yMeHb-
LIEHUN pUCKa HET HEOBX0ANMOCTH, TO Tpe6oBaHusA 6.2—6.6 A1 4aHHOM ONacHO CUTyauun He NPUMEHSIOT (T. e.
nepexoanT K 6.7). Pe3ynbTarhl TAKOr0 OLEHUBAHUS PUCKA AO/KHbI 6bITb 3apErMcTPMpPOBaHbl B (haiiie MeHeKMeH-
Ta puvcka.

MpumeyvaHunsa

1 PykoBoAsLIME yKa3aHWUsa NO MPUHATUIO pPeLLeHns 0 JOMyCTUMOCTU pucka npuseeHbl B D.4 (npunoxexue D).

2 MNpuMeHeHne COOTBETCTBYIOLMX CTAHAAPTOB KakK OAWH U3 KpUTEPMEB MPOEKTUPOBaHWUA MeAULMHCKWX n3genuii
MOXET ABNATLCA YaCTbi0 AEATENLHOCTY N0 YNpaBfeHWI0 PUCKOM, YTO OTBeYaeT TpeboBaHusM 6.3—6.6.

CooTBeTcTBME TPE60OBAHUAM [aHHOTO pa3jesia NpPoBepsoT NyTeM 3KCNepTu3bl paiina MeHejpkMeHTa pucka.

6 YnpaBneHve puckom

6.1 YMeHblUeHne pucka

Mpy He06X0AUMOCTM YMEHbLUEHUS pucKa cneayeT OCyLecTBASAThb 4eATe/IbHOCTb N0 YNPaB/IEHUIO PUCKOM,
Kak onmcaHo B 6.2—6.7.

6.2 AHaNIM3 BO3MOXHOCTEW ynpaB/ieHNss puckom

M13roToBUTE b 4OMKEH UAEHTUMULMPOBATL Mepy(bl) N0 yNpaBAeHM0 PUCKOM, HE06X0ANMYIO(bIE) A1 YMEHb-
WeHMs pucka(oB) 40 4ONYCTUMOTO YPOBHS.

8
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N3roToBUTENb [OMKEH NPUMEHSATb OAMH UM HECKOJTbKO CNOCOGO0B yNpaB/ieHNsl PUCKOM, NEPEUNCTIEHHbIX
HUXe B Nopsigke NpUopuTeToB:

a) BHYTPEHHI0 6e30nacHoCTb, 06ecneynBaemMyro NPOEKTOM U KOHCTPYKLUe;

b) 3aWUTHbIE MEpbI, NPEAYCMOTPEHHbIE B CAMOM MeAULVHCKOM U34enun UIn B NPOL,ecce ero U3rotosne-
HUS;

¢) nHdpopmaumio no 6e3onacHoCcTU.

MpumevaHunsa

1 Mpw NnpuMeHeHnn cnocoboB, NPUBEAEHHBIX B NepeuncneHnsx b) u c), N3rotoBuTeNlb MOXET paccMoTpeTb 060-
CHOBaHHbIE U NPaKTUYECKN OCYLLECTBMMbIE MEPbI MO YNPaB/eHNo PUCKOM 1 BbibpaTb cnocob, obecneuvBatolwmii Heo6-
XO[MMO€e YMEHbLLUEHNE puUCKa, Npexae Yem ByaeT YCTaHOBEeHO, ABNAETCS /N PUCK JOMNYCTUMbBIM.

2 Mepbl N0 ynpas/ieHN0 PUCKOM MOTYT YMEHbLUWTb TSXECTb Bpeda Ui BEPOATHOCTb MPUYUHEHUS Bpeaa, Uav 1 To
1 apyroe BmecTe.

3 MHorvie cTaHfapThl paccMaTpyBatoT BOMPOChI BHYTPeHHel 6e30nacHoCTM, 0becneynBaemMoli MPOEKTOM 1 KOHCT-
pYKUMeN. 3alumTHble Mepbl U MHChopMaLMio No 6e30NacHOCTV MeaULMHCKMX n3genuii. Kpome Toro, gpyrue ctaHgapTbl Ha
MeULIMHCKME U34ensi paccMaTpuBaloT Te 3/1eMeHTbI Mpouecca MeHepKMEHTa pucKa (3/1eKTPOMarHUTHY0 COBMeCTH-
MOCTb. 3KCN/yaTaunOHHY0 NPUroAHOCTb, BUONOrMYECKY0 COBMECTUMOCTb), KOTOPbIe SBMSIOTCA O6WMMUN ANA MeAULMH-
CKMX nsgenvid. Mpy aHann3e BO3MOXHOCTEW ynpaB/eHnsi pUCKOM crieflyeT NpyMeHsTb COOTBETCTBYIOLLME CTaHAaPThI.

4 B OTHOLLUEHWM PUCKOB, AJ/181 KOTOPbLIX HE MOXET ObITb ONpeAeneHa BEPOSATHOCTL NPpUUNHEHUs Bpeda, cM. D.3.2.3
(npunoxexune O).

5 PykoBogslme yka3aHus B OTHOLUEHUM MHcopMauuy No 6e30nacHOCTU NpUBEAEHbI B MPUIOXEHUN J.

Bbi6paHHble Mepbl N0 yNnpaB/eHUI0 PUCKOM A0/IXHbI ObITb 3aperncTpupoBaHsl B paiifie MeHegXMeHTa puc-
Ka.

Ecnu B npouecce aHanus3a BO3MOXHOCTEW YynpaBneHUsi pUCKOM M3roTOBUTESNb yCTaHaBAMBAET, UTo
Tpebyemoe yMeHbLUEeHNe pucka NPakTUYeCckn HeOCYLLLECTBUMO, TO OH AO/IKEH BbINO/THUTb aHa/IN3 COOTHOLLEHNS
puck/nonb3a Ans 0OCTaTOYHOro pucka (nepexos k 6.5).

CooTBeTcTBME TpeboBaHUSIM JAHHOTO Nogpa3gena NpoBepsaloT NyTeM aKCnepTusbl haina MeHepKMeHTa
pucka.

6.3 BbINno/IHEHWEe MOpP NO ynpaB/eHU0 PUCKOM

M3roToBUTENb JO/KEH BbIMOMHATL MEPbI MO0 YNPAaB/EHNIO PUCKOM, BbiGpaHHbIE B COOTBETCTBUM C 6.2.

BbINO/IHEHME KX 40/ Mepbl N0 yNpaB/eHUio PUCKOM J0/IXKHO 6bITh BEPUGMLMPOBAHO. laHHasn Bepudmka-
umMs fo/kHa 6bITb 3aperncTpupoBaHa B dpaiifie MeHe)XMeHTa pucka.

Pe3ynbTaTMBHOCTL Mep M0 YNPaB/EHNI0 PUCKOM AO/MKHA GbITh BEPUMULMPOBaHA, a pe3ybTaTbl BEpUduka-
LMN — 3aperucTprpoBaHbl B haiine MeHeaxXMeHTa pucka.

NMpumeyaHune — Bepudukaums pe3ynbTaTMBHOCTM MOXET BK/OUATb AEWCTBUA MO BaU4aLUN.

CooTBeTcTBMEe Tpe6OBaHUSAM 4aHHOIO NojApasaesia npoBepsioT NyTEM 3KCNepPTHU3bl paitna MeHeaXMeHTa
pucka.

6.4 OueHnBaHNe OCTaTOYHOTO pucka

06011 OCTaTOUHbIN PUCK, COXPAHAOLWMIACA NOCNe BbINOJIHEHUA MeP NO YNpaB/eHNio pUCKOM, Heo6xoaUMo
OLeHMBaTb B COOTBETCTBUM C KPUTEPUAMMU, YCTAHOBAEHHbLIMY B N1aHe MeHeKMeHTa pucka. Pe3ynbtartbl faHHOro
OLEeHMBaHNS A0/MKHbI 6bITb 3aperncTpMpoBaHbl B dhaiifie MeHeJ)KMeHTa pucka.

Ecnv ocTaTouHblii(e) pucx(1) cOrnacHo yCTaHOB/IEHHBIM KPUTEPUSAM OLEHEH(bl) KaK HEAONYCTUMBII(€), TO
Heo6X0ANMO NPUMEHUTb AOMOJTHUTE IbHbIE MePbI M0 yNPaB/eHUI0 PUCKoM (CM. 6.2).

Ecnv ocTaTouHble PUCKM OL,EeHEHbI KakK oNyCTUMble, TO U3roTOBUTENb A0/KEH NPUHATL PeLleHne, 0 Kakux
0CTaTOYHbIX pUCKax Heo6xoANUMO NHDOPMUPOBATL U KakKytd MMEHHO UHopMaL Mo HEO6XOANMO BKIHOUYNUTL B IKC-
nayaTayMoHHbIe JOKYMEHTbI B Lie/1IAX MPUB/IeYEHNS BHUMAHNA K OCTATOUYHbIM pyUcKkam.

MpumeuaHune — PykoBogawwe ykasaHuss No MHGOPMMPOBaHUIO 06 OCTATOYHOM pucke(ax) NpuBefeHb! B
npunoxexHnn J.

CooTBeTcTBME Tpe6OBAHUSAM AAHHOTO NoApasaesna NnpoBepsoT NyTem aKcnepTusbl daiina MeHegxMmeHTa
pvicka v aKCnayaTaunoHHbIX 4OKYMEHTOB.

6.5 AHannM3 CoOOTHOWeHNs puck/nonb3a

Ecnu ocTaTouHbIN PUCK NO KpUTEPUAM, YCTAHOB/TIEHHbBIM B NJ1aHe MeHeA)XXMeHTa PUCKa, COYTEeH HeaonyCcTun-
MbIM. a flaibHelee ynpaBieHne puckoMm — npakTu4yeckn HeocyLecTBMMbIM, TO U3rOTOBUTE/Tb MOXET cobpaTth U

9



FOCTISO 14971—2011

npoaHanu3npoBaTh UMelLmnecs AaHHble n IMTepaTypy, YTo6bl YyCTAaHOBUTL, NPEBbILWAET /N NoJib3a Npu npeayc-
MOTPEHHOM NPUMeHeHN MeANLMHCKOTO N34eIns OCTaTOUYHbIN puck. Ecim co6paHHble fokasaTenbcTBa cauae-
TENIbCTBYIOT O TOM, Y4TO NO/b3a OT NPEAYCMOTPEHHOTO NPUMEHEHNS MEeANLUHCKOrO U3AeNns He NPeBbIWAaeT ocTa-
TOUHbIA PUCK, TO PUCK CUMTAETCA HeAO0NYCTUMbIM. EC/IM N0/1b3a OT NPeAyCMOTPEHHOTO MPUMEHEHUA Me4ULMHCKO-
o N34€e/1s NPeBblWaeT 0OCTATOUYHbIN PUCK, TO MOXHO NEPeiTH K BbINOSIHEHWIO Tpe60oBaHui 6.6.

B OTHOLIEHUN puUckKa, r4e nosib3a oT NPUMEHeHUss MeANLUHCKOTO U3Aens NpeBbIllaeT pUcK, U3roTOBUTE b
[O/KEH pewwnTb, Kakylo HopmMaLuio no 6€30nacHoCTM He06X04MMO NPeAoCTaBUTL 418 MHOPMUPOBaHUS 06
0CTaTOYHOM pUCKe.

Pe3ynbTaTbl OLEHNBaHMSA [O/KHbI GbITb 3aPErMCTPUPOBaHbI B (haiine MeHeXMeHTa pucka.

MpumeyaHune — Cwm. Takke D.6 (npunoxeHve D).

CooTseTcTBME Tpe6OBAHMAM AAHHOTO Nogpasaena npoBepstoT NyTem aKCnepTusbl aiina MeHepkMeHTa
pucka.

6.6 Pucku, Bo3Hukawuwmne scaecTeme BoINOSIHEHUA Mep MO ynpaB/ieHU0 pUCKOM

O eKTUBHOCTb BbINOSIHEHNUS MEP MO yNpaB/ieHN0 PUCKOM HEO06X04MMO aHaIM3nPoBaTh C TOUKM 3pEHUN:

a) BO3HVKHOBEHWSA HOBbIX ONACHOCTENM 1M ONacHbIX CUTyaLuii;

b) BIMAHUSA BbINO/THEHHLIX MEpP N0 yNpasB/ieHN0 PUCKOM Ha PUCKK, ONpeAeneHHble AN paHee ngeHtuduuym-
POBaHHbIX OMACHbLIX CUTYaLNiA.

No6bIMM HOBLIMW NN BO3POCLUIMMW pUCKamMn He06XO0AMMO ynpaBisaTh B COOTBETCTBUY C TPe6OBaHUAMMK,
npusefeHHbiMy B 4.4—6.5.

Pe3ynbTaTbl aHannsa mep Mo ynpaB/ieHWI0 PUCKOM cnefyeT 3aperncrpupoBaTth B dhaiifie MeHegxMeHTa
pucka.

CooTBeTcTBME TPEOOBAHUAM [AaHHOTO NoApasjesia NPoBePST NyTeM 3KCNepTU3bl haitna MeHegkMeHTa
pucka.

6.7 MonHoTa ynpaBneHNss pUCKOM

MN3roToBuTeNb JOMKEH 06eCcneyYnTb paccCMOTpeHne pucka(oB) 4/151 BCeX MAEHTUPULNPOBAHHbIX OMaCHbIX
cuTyauuii. PesynbTaTbl faHHON eATeNbHOCTM J0/MKHbI ObITb 3aperncTpupoBaHsbl B dhaiifie MeHepKMeHTa pucka.

CooTBeTcTB/Ee Tpe6OBaHNAM AaHHOro NnojApasjesia NpoBepalT MyTeM aKCnepTu3bl paina MeHeaXMeHTa
pucka.

7 OueHvBaHWe A0MNYyCTUMOCTU COBOKYMNMHOrO OCTaTOYHOIoO pucka

Mocne BbINOMIHEHNS N BepumkaLymm Bcex Mep Nno ynpasneHWNio PUCKOM U3rOTOBUTESb LOSIKEH NPUHATH
pelueHne 0 AONYCTUMOCTH COBOKYNHOro OCTATOYHOIO prcKa, CO34aBaemMoro MeuLNHCKUM U3gennem, ¢ TOUKN
3peHns KpMTepres, YCTAHOB/IEHHbIX B N1aHe MeHeXMeHTa pucka.

MprMeyaHue — PykoBogsLme ykasaHusi MO OLEHWBAHWIO COBOKYMHOrO OCTATOYHOTO pucka npuseseHs! B D.7
(npunoxexwve D).

Ecnv coOBOKYNHbI/i OCTATOUHbIA PUCK NO KPUTEPUAM, YCTAHOB/IEHHbLIM B N1laHEe MEHeA)XMeHTa pUcka, OLeHeH
KaK HeonyCTUMbINA, TO M3rOTOBUTE/Nb MOXET cO6paTh U NpoaHaM3npoBaTb UMEKLLMECS AaHHbIE U TUTepaTypy,
4YTO6bl YCTAHOBUTL, NPEBbILWAET /1N NO/b3a NPU NPefyCMOTPEHHOM NPUMEHEHUN MEAULMHCKOTO U3aenns coBo-
KYMHbI OCTaTOUHbI puck. Ecnm cobpaHHble foka3aTelbCTBa CBUAETE/IbCTBYIOT O TOM. YTO N0OJ/Ib3a OT NpeAyCcMoT-
PEHHOro NPUMEHEHNS MEAULMHCKOTO N3eNuns npeBbillaeT COBOKYMHbIV OCTATOYHbI PUCK, TO PUCK CYUMTaETCS
[OMYyCTUMbIM. B NPOTUBHOM C/ly4ae COBOKYMHbIN OCTATOUYHbIA pUC* cHMTAETCA HEAOMYCTUMbIM.

B OTHOLWEHNN COBOKYMHOTO OCTATOYHOI0 pUcKa, KOTOPbI/ OLLeHEH KaK 40NYCTUMbIA, N3rOTOBUTENb AO/IKEH
pewnTb, Kaky nHopmaLuio Heo6X04MMO BKIOUYNTb B AKCMyaTaLMOHHble AOKYMEHTbI ANA HhopmrpoBaHus o
COBOKYMHOM OCTaTO4YHOM pUCKe.

MpumeuyaHune — PykoBogsALme yKkasaH1ss No MHhoOpMMpOBaHMi0 06 OCTaTOYHOM pucke(ax) npusBedeHbl B
npunoxexHnu J.

Pe3ynbTaTbl OLEeHMBAHUA COBOKYNHOIO OCTATOYHOIO pUCKa J0/KHbI 6bITh 3aperucTprpoBaHbl B dpaiiie me-
He)XMeHTa pucka.

CooTBeTcTBME TPe60BAHMAM [aHHOrO pa3gena npoBepsatoT NyTeM aKCNepTUssbl paiina MeHeLKMeHTa pucka
1 9KCMyaTaUMOHHbIX 4OKYMEHTOB.
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8 OTUeT No MeHeKMEHTY puCKa

Mepepa BBeAEHNEM MeAULIMHCKOrO n3aenus B obpatleHve n3rotoBmuTe b A0/KEH MPOBECTH aHaNN3 npoLec-
ca MeHe[XMeHTa pucka. [laHHblli aHann3 o/KeH, No MeHbluel Mepe, CBuAeTeNbCTBOBATb O TOM. YTO:

- MEHeJ)XMEHT pucka oCyLLecTB/IEH B COOTBETCTBMM C MJIAHOM;

- COBOKYTMHbI OCTATOUYHbI pUCK IBASIETCA AOMYCTUMbIM.

- NPUMEHSAIT Hagnexalme cnocobbl NoNyYeHUs Heo6XxoAUMOI NPOM3BOACTBEHHON U NOCTNPON3BOACTBEH-
HOW UHbopMaLun.

PesynbTatbl aHanm3a npouecca MeHeAXMeHTa pucka f0/DKHbl 6bITb 3aHeCeHbl B 0TYeT N0 MEHEeJ)KMEHTY
pucka 1 BKlOYeHbl B haiin MeHe)KMeHTa pucka.

B nnaHe MeHeAXXMeHTa pucka JO/KHbI 6bITb YKasaHbl 11La, UMetL e Heo6XxoAMble NOTHOMOYNSA Y OTBET-
CTBEHHbIE 3a MPOBeAeHNe aHanM3a npolecca MeHeg)XMeHTa pucka [cMm. 3.4, nepeuuncneHue b)].

CooTBeTCTBME AAHHOMY pa3fesly NPOBEpPSA0T NyTeM aKCNepTusbl aiina MmeHegKMeHTa pucka.

9 Mpoun3BOACTBEHHAsS M NOCTNPOM3BOACTBEHHASA MHGOPMaLUs

MN3roToBuTesnb foMKeH paspaboTaTb, JOKYMEHTUPOBaTL U NOAAEPXMBaTb B paboyem COCTOSAHUN cuctTemy
c6opa 1 aHanm3a uHopmMaL M o0 paccMaTpuBaeMom MeULMHCKOM U3ennm unv nogo6HbIX M3Qennsax Ha ctaau-
AX NPOV3BOACTBA M MOCTNPOM3BOACTBA.

Mpu paspaboTke cucTembl cbopa n aHanu3a nHopmaLum o paccmaTpupaeMom MeuLMHCKOM U3gennu
N3roTOBUTENb CPEAN NPOYETO AO/KEH YUUTbIBATD!

a) MexaHu3Mbl, C MOMOLL b0 KOTOPbLIX MOXHO co6upaTth 1 obpabaTbiBaTh MHGOPMAaLMIO, NOCTYNAOL YO OT
onepaTopoB, Nosb3oBaTeneli nAn 4pyrux AnL,. 0TBETCTBEHHbIX 3a YCTAHOBKY/MOHTaX. NPUMEHeHue 1 nogaepxa-
Hue B paboyeM COCTOSIHUN MeANLMHCKOTO N3aenus;

b) HOBbl€ NN NEPEeCMOTPEHHbIE CTaHAAPTbI.

B pamkax faHHOM cuctembl cnegyeT Takxe cobupaTb U aHaNn3nMpoBaTh 06LeA0CTYNHY0 MHhopMaLuio,
0ny6/IMKOBAHHYH0 O NOAOGHbBIX MEAULUHCKUX U3LENUSAX, HAXOAALLNXCS HA PbIHKE.

[laHHyto HopmaLmio Heo6Xo04MMO OLLeHMBATb C TOYKM 3pEHUSi COOTBETCTBUSA Tpe6oBaHUsM K 6e30nacHocC-
TW. 0COBEHHO C y4eTOM TOro:

- CYLLECTBYIOT /N HE BbISIB/IEHHbIE PAHEE OMACHOCTN UM ONaCHbIE CUTYyaLUN.

- He CTasl I HeJoNyCTUMbIM pUCK(M). onpefesnieHHblli(ble) paHee 415 KaKoii-nmbo onacHow cutyauuu.

Mpu nonoxmTenbLHOM OTBETe Ha 106011 3 AaHHbIX BONPOCOB HEO6X0AUMO:

- OL,eHUTb BNNSIHME BbllWeyKa3aHHbIX hakTOpoB Ha paHee OCYLLECTBNEHHYIO AeSATENIbHOCTb MO MEHEA)KMEH-
Ty pucKa 1 no pesysbtaTaM OLeHUBaHUs HayaTb NpoLiecc MeHeKMeHTa pucka 3aHoBo;

- NpoBecTM aHann3 paiina MeHeJ)KMeHTa pucka no paccmaTpupaeMomMy MeULUHCKOMY U3AesnIo; Npu Ha-
NNYNY NOTEHUNANbHON BO3MOXHOCTM N3MEHEHMSA OCTATOYHOTO pucka(oB) unu ero (Mx) 4ONYCTUMOCTM cnegyeT
OLeHNTb BO3eliCcTBME BbilleyKa3aHHbIX (DakTopoB Ha paHee BbINOIHEHHbIE MepPbl M0 YNPaB/I€HUI0 PUCKOM.

Pe3ynbTaThl OLEeHNBaHUSA [0/KHbI ObITh 32aperncTpupoBaHbl B haiie MeHegKMeHTa pucka.

MpumeyvaHunsa

1 OTAenbHble acnekTbl NOCTNPOU3BOACTBEHHOIO MOHUTOPUHIA SBMSIOTCA NPeAMETOM HaUMOHaIbHbIX WU perno-
HasIbHbIX perlaMeHToB. B Takux criyyasix MoryT 6biTb 334e/iCTBOBaHbI JONOHUTEbHBIE MEPbI (HANpYMep, NepcnekTuB-
HOe MOCTNPOV3e0ACTBEHHOE OLEHMBaHWE).

2 Cm. Takxe [3]. 8.2.

CooTBeTCTBME TPe60oBaHUAM AAaHHOTO pasaena NpoBepsoT NyTem KCnepTu3bl haiina MeHeKMeHTa pucka
1 Bpyroii COOTBETCTBYIOW el 4OKYMEHTaL NN,
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MNpunoxexve A
(cnpaBoyHoOe)

O6ocHoBaHWe TpeboBaHui
A-1 O6uwwme nonoxeHus

O6beanHeHHas paboyas rpynna 1 MCOJIK 210 — M3KI/TIK 62A «lprvMeHeHne MeHegkKMeHTa pucka K MeauumH-
CKUM uU3genuam» paspaboTtana faHHoe NpuioXeHwe, AN TOro YTobbl AOKYMEHTMPOBaTb 060CHOBAHHOCTL TpeboBa-
HWIA, cofepxalumxcs B NepBoli Bepcum HacTOSILLEro cTaHaapTa. B xoae paspaboTku HacTosiieli Bepcuy 060CHOBaHWe
TpeboBaHUii 66110 O6HOB/IEHO C YYETOM U3MEHEeHUIi B HOPMaTUBHbIX JOKyMeHTax. MNpu ganbHelilleM nepecMoTpe Hac-
TOSILLEro CTaHjapTa MOXHO WMCNOMb30BaTh faHHOe MPUIoXEHVEe Hapsay C OMNbITOM, NPUOGPETEHHBIM B XOf4e NpUMeHe-
HWA HaCTOSILLEro cTaHfapTa, 419 TOro YTobbl cenarth HaCTOALWMIA cTaHAapT elle 6os1ee NonesHbIM 415 U3roToBUTENe,
perynmpyroLLmx opraHoB 1 NOCTaBLUMKOB MEANLIMHCKNX YCIyT.

BaxHOCTb pa3paboTku cTaHAapTa, paccMaTpuBalOLLEro MeHe[KMEHT pucka MefULMHCKVUX U3fgenuii, Bo3pocna
6narofaps OCO3HaHWIO PeryMpyroLmMMM opraHamMmm HeobXoAMMOCTM NPUMEHEHUS NpoLecca MeHeMKMeHTa pucka 1sro-
TOBUTENAMU MEAULMHCKNX N3AeNnii. PaHee He CyLLeCcTBOBa/IO HM OHOT0 CTaHAapTa No MeHeMKMEHTY pUCKa MeULH-
CKMX M3JeNNiA, N HACTOSLLMIA CTaHAapT 6bl1 NpU3BaH 3ano/sIHUTL Npoben B gaHHol obnactu. Ans pa3paboTku cTaHaapTa
6bina cchopmupoBaHa paboyasn rpynna 4 VICO/TK 210. MpakTuyeckn ofHOBPEMEHHO Obl10 3anfiaHnpoBaHO BK/IHOUYEHME
B CTaHAAPT 3/1IEMEHTOB, KacatoLMXCs MeHeXMeHTa pucka. bblna npusHaHa Heo6XoAMMOCTb BbiAeNeHus fesTenbHoC-
TV N0 MEeHeMKMEHTY pucka u cchopmmpoBaHa paboyas rpynna 15 M3K/TIK 62A. Oco3HaB, YTO MHTEepPeChl ABYX paboumx
rpynn nepecekatotca. MOK n MCO cdopmmpoBanin 06beauHeHHyo pabouyto rpynny 1 (JWG 1) no MeHefKMEHTY pucka.
CoBMecTHas paboTa npusena K usgaHuto ctaHgapTa ¢ Asymsi norotunamm — NCO n M3K. O6e opraHusauum (kak MCO.
Tak 1 M3K) Tawke npusHaloT cTaHAapTbl APYr Apyra, OTHOCALMECS K MEHe[KMEHTY pucka, HO ony6/IMKoBaHHbIE Mo,
KaKvM-TO OfHUM SIOTOTWMOM, B KayecTBe MeXAyHapOAHbIX CTaHAapTOB. [BOMHO OroTMN NogyepkvBaeT, YTo cTaHaapT
paspaboTaH ycunnsaMmn aByx coo6LLecTB — NOCPeACTBOM y4acTus rocyaapcTs — yneHoB MICO 1 HauMoHasbHbIX KOMUTe-
TOB M3K.

Ha nepBoHayanbHOM 3Tane o6CyXxaeHus cTaHgapTa no MeHeMKMEHTY pucka HEO6XOAMMO GblNo PeLlnTb Kive-
Bble BOMPOCbI MEHe[DKMEHTA puCcKa, Takue, Kak NMpoLecc OLeHWBaHUS pucka, OCTUXEHNe GanaHca COOTHOLIEHUS puck,
nosib3a A5 MEAULMHCKNX N3AEeNWiA. VI3roToBUTENN, PeryvpytoLimMe opraHbl M NOCTaBLUMKN MeANLMHCKUX YCAYT NPULLN
K 0CO3HaHWI0 TOro dpakTa, YTo «abCconoTHasA» 6e30MacHOCTb B OTHOLLIEHUN MEAULMHCKUX n3fenuii HegocTmkmma. Kpo-
Me TOro, pUCku, BO3HUKaKOLLMe BCeACTBME YBENNYEHNS AVBEpCUUKaLn MeULMHCKIX U3AENIA U paclumpeHns obna-
CTU WX NPUMEHEHWS, HEBO3MOXHO BCECTOPOHHE PacCMOTPeTb B pamMkax CTaHJapToB Mo 6e30MacHOCTV NPOAYKLMWMU.
Oco3HaHMe faHHbIX (DaKTOB U BbITEKalOLWas U3 HUX MOTPEOHOCTb B MEHEMKMEHTE puUcka MeAULMHCKAX U3AEeNvii Ha
NPOTSHKEHUN BCErO UX XWU3HEHHOTO LKA CNoco6CTBOBaIN NPUHATUIO peLleHns 0 pa3paboTke NepBoii Bepcun ctaHaap-
Ta Mo MeHeKMEHTY puCKa.

MepBoHa4asIbHO CTaHAapT NAaHUpoBasv pa3paboTaTb B HECKO/IbKMX YACTAX, KaKAas M3 KOTOpbIX Oblna 6bl noc-
BSlLLleHa KOHKPETHOMY 3/1IEMEHTY MeHe[pKMeHTa pucka. YacTb, NOCBSLLEHHasA aHa/M3y pucka, fo/mkHa 6blna cratb nep-
BOI1 YaCTbio 06LLero cTaHaapTa No MeHeKMEHTY pucka. o3xe 6bl10 NPUHATO peLleHne o paspaboTke eAnHOro A0Ky-
MeHTa. BK/IHOYAIOLLEro Bce 3/1eMEHTbl MeHeKMeHTa pucka. MnaBHOV NPUUYMHON CTasia O4eBUAHOCTL TOro dhakta, yTo
BbINO/IHEHNE MEHeKMEHTa puUcKa ABMSETCA 006sA3aTesIbHbIM BUAOM AEATENIbHOCTY Cpa3y B HECKOJIbKUX MeXAyHapos-
HbIX perynmpyroLmx cuctemax. Moatomy 66110 NpU3HaHO HellenecoobpasHbiM UMETb OTAENbHbIV CTaHAapT No aHasm3y
pucka Ansi KaxAoW U3 aTux cuctem. Kpome Toro, paspaboTka eAnHOro crtaHgapTa Mo MeHeMKMEeHTY pucka BMecTo
HEeCKO/bKUX yacTeld fo/mkHa 6blna nyylle NpoAeMOHCTPUPOBaTb CBA3b MeXAY PasHbIMU 31eMeHTaMu MeHemKMeHTa
puvcka.

HacToswan Bepcus paspaboTaHa A41a TOro, 4To6bl BHECTU AOMNOMHUTENbHbIE PYKOBOASALME YKa3aHWs No npume-
HEeHMI0 HacTosAwero ctaHgapTa. HesHaunTenbHble W3MEeHeHUs BHECEHbl B OCHOBHYIO YacTb: gobasfieHo TpebosaHve
N1aHNPOBaHUA MOHUTOPUHIra MOCTNPOM3BOACTBEHHOW AEATeNbHOCTU U M3 OTYeTa N0 MeHeKMEHTY pucka yfaneHo
TpeboBaHne NpocnexmsaeMocTu.

B npunoxenun E (paHee — npunoxexne D) npuseaeHbl HOBble PYKOBOASLLME yKa3aHUsi B OTHOLIEHWUW B3avMO-
CBA3M OMACHOCTEN M OonacHbIX cUTyauuin. Bce cnyyan Mcnonb3oBaHUS faHHbIX TEPMUHOB B HAcTOALLEM CTaHAapTe npo-
aHanNM3nNpoBaHbl B LiefIsX 06ecneyeHns CornacoBaHHOCTU C AaHHbIMU PYKOBOAALLVMUW yKa3aHUAMU.

[anbHelwan nHhopmauma cogepxmTca B HKENPUBEAEHHbIX pasfenax u nogpasfenax HacTosLero ctaHgapra.

A.2 O6ocHOBaHMe TpeboBaHWii, cogepx)alLxcs B KOHKPETHbIX pasfenax n nogpasfenax HacToALEro CTaH-
fapta

A.2.1 O6nacTb NpyMeHeHuns

Bo BBeAeHUM K HacTosilLeMy CTaHAapTy COAEPXMTCHA 0O0bACHEHVWe HeobXOAMMOCTM paspaboTku cTaHfapTa no
MeHeMKMEHTY puCKa, MPUMEHMMOTO K NPOEKTUPOBAHMIO U U3TOTOB/IEHNIO BCEX MEAMLMHCKUX uU3fenuii. MeavuuHckme
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n3genvsa Ana OUarHoCTUKK in Vitro cneuuanbHO OroBopeHbl B 06/1aCTV NPUMEHEHNA BO M36exaHue Nio6oro HenoHumMa-
HWA. KOTOPOe B CU/TY Pas3nyunii B perynmpytowyx JOKyMeHTax pasHbIX CTpaH MOr/IO0 6bl UCK/TIOUNTL JaHHbIE U3Aenus u3
0651aCTN NPUMEHEHNSA HaCTOALLEro cTaHaapTa.

PUCK/ CyLLIECTBYIOT Ha NPOTSHXKEHUW BCEro XU3HEHHOrO LMKMIa MEeULMHCKOTO n3aenus. Puckamu, BbisiB/IEHHLIMU
Ha OfHOI CTaAMMN XU3HEHHOIO LMKNa MEANLIMHCKOTO U34eNNs, MOXHO YNpas/isTh C NOMOLLbIO AeCTBUIA, BbINOHAEMbIX
Ha COBEpLLEHHO APYroli CTafgumn XW3HEHHOTo Lmkia. Mo 3Toi NpuyMHe HaCTOALWWIA CTaHAapT AO/HKEH ObITb NPYMEHUM KO
BCEM CTaAMAM XW3HEHHOTO LMKNa MeAWUMHCKOro u3fenuns. 3TO O3HavaeT, YTo CTaHAapT OpUeHTUpYeT U3roToBuUTeNns
NPUMEHATL MPUHLMNLI MEHEKMEHTA pucka K MeAULMHCKOMY U3AENuN0, HaunHas OT NepBOHaYaus1bHOro 3ambicnia v Ao
BbIBOAA U3 3KCNyaTaumm n yTunmnsaumm.

O6nacTb NPYMEHeHNs HaCTOALWEro CcTaHAapTa He BK/IoYaeT MPUHATUAE PeLUeHUss OTHOCUTE/IbHO MPUMEHEHUS
MeAULMHCKOTO n3genus. NpuHATVE pelleHns 0 NPOBeAeHUN KIMHWYECKON npoueaypbl ¢ NPUMEHEHneM MeaULMHCKOro
n3genua TpebyeT AOCTMKEHUS ONTUMASILHOTO COOTHOLLEHUS MeXAy OCTaTOYHbIMW pUcKaMu W OXugaemoii nonb3oii ot
npoBeAeHnst AaHHOW npoLueaypbl UK anbTepHaTUBHbIX Npoueayp. MNpu BbIHECEHUM TakMX PeLleHnin He06X0ANMO YUUTbI-
BaTb NpefyCMOTPEeHHOE NMPUMEHEHNE, K/IMHUYECKYIO MOJb3Y U PUCKW, CBSI3aHHbIE C KOHKPETHbIM MEAWLMHCKAM U3aenu-
eM. a Takke pUcCkM 1 Nofb3y, CBA3AHHbIE C KAWHUYECKOW Mpouefsypoil UM ycnoBUAMU NPUMEHEHNUS MEeAMLMHCKOro
n3genus. Hekotopble 13 3TUX peLleHuidi MOryT ObiTb NPUHATBLI TOMbKO KBAIMULMPOBAHHLIM MEAULMHCKUM paboTHU-
KOM, BnafewwmmM nHgopmaumeii 0 COCTOAHUM 300POBbS KOHKPETHOrO nauueHTa Wan 3HalwyM Cy6beKTUBHOE MHeHue
camoro nauueHTa no gaHHomy BOMpOCy.

HecmoTps Ha cepbesHyto NofemMuKy No NoBOAY YPOBHEN AOMYCTUMOCTN pUCKa, HACTOALLMIA CTaH4apT He ycTaHaB-
IMBaeT fjaHHble YPOBHWU. YCTaHOB/IEHNE eINHOTO A1 BCEX C/ly4aeB YPOBHS [OMYyCTUMOro pucka 6b110 6bl HEYMECTHBIM M0
cnesyowyM npuymMHam:

- 13-3a 60/1bLIOr0 Pa3HOO6pa3ns U3genuii U cuTyaumii, OxBaTbiBaeMbIX 0671aCTbio NPYMEHEHNS HACTOSALLEro CTaH-
[JapTa, 4YTo NMLWaeT CMbICNa BblpaboTKy eAnHOro YpoBHS AOMYCTUMOrO PUCKA;

- N3-3a Ha/IMUYMA MECTHbIX 3aKOHOB, 00bl4aeB, LEEHHOCTEel 1 0CO6eHHOCTEl BOCTIPUSITUS pucka, 60/1ee NoAXoAALLMX
NS onpefeneHns [onycTMMOro pucka B KOHKPETHON Ky/bTYpHOW cpefe M KOHKPETHOM pervioHe.

Mockonbky He BO BCex CTpaHax TpebyeTcst Hasimume cUcTeMbl MeHeMKMEHTa KauyecTBa y 13rotoButesneil MeguumH-
CKMX M3Aenuid, TO cucTemMa MeHe[DKMEeHTa kayecTsa He siBsieTcs TpeboBaHneM HacToslero cTaHaapta. OfHako Hanm-
yme cucTeMbl MEHeMKMEHTa KayecTBa Ype3BbluaiiHO BaXKHO A1 HaA/iexallero MeHepkmMmeHTa puckoB. Mo aToll npuun-
He, a Takke NoTomy, YTo 60/1bLUMHCTBO U3rOTOBUTENEl UCMONb3YIOT CUCTEMY MEHeKMEHTa kayecTBa, HacTOoALLMIA cTaH-
[apT NOCTPOEH TaknM 06pa3oM, YTO OH JIETKO MOXET ObITb BK/IOYEH B NPUMEHSAEMYIO U3rOTOBUTENIEM CUCTEMY MEHEX-
MeHTa KayecTsa.

A.2.2 TepMUHbI 1 onpepeneHns

Bo n3bexaHve n306peTeHnss MHOXeCTBa HOBbIX U, BO3MOXHO, HEMPMBbIYHLIX TEPMUHOB HACTOSLMIA CTaHAapT
HamepeHHO OCHOBaH Ha 60/bLUOM KO/IMYeCTBe MHhopMaLun No MeHeKMEHTY pucka, cogepxallelics kak B ctTaHzap-
Tax. Tak v B Npounx usgaHuax. Tam. rge BO3MOXHO, UCMOMb30BaHbl YXXe UMeoLmecs TEPMUHbLI C COOTBETCTBYOLLMMM
onpegenennssMm. OCHOBHbIMU NCTOYHMKAMN TEPMUHOB ¥ onpegeneHunin senstotca [2]. [3]. [5).

OnpefeneHns HeKOTOPbIX TEPMUHOB B HACTOSILLEM CTaHAapTe OT/IMYalTCA OT 06LEenpuHATLIX. Hanpumep, o6be-
AVHeHHasn pabodyas rpynna 1 (JWG 1) HamepeBanacb BK/IOUWTL B OnpefesieHne TepMrHa «Bpeg» (2.2) ynoMuHaHue o
Ype3MepHOM MCKXOMNOTNYECKOM CTPecce WU HexenaTeslbHo 6epeMeHHOCTM Kak YyacTu «Bpefa, HaHOCMMOro 340po-
BblO Ntofeli». BblNno M3BECTHO, YTO BbINO/THEHWE MeHe[pKMeHTa pucka byaeT o6s3aTefibHbIM TpeboBaHWEM, BblpaXeH-
HbIM B SIBHOI /M CKPbITOM chopMe, BO MHOTVX CTpaHax U pervioHax. B aToi cBA3m 6bina caenaHa nonbitka 1enosb3o-
BaTb ONpejeneHus, LMPOKO pacnpoCTpaHEHHbIE B perynvpyoLmx gokymeHTax. Hanpumep, onpegenieHve TepMuHa
«n3roToBuUTENb» (2.8). cogepxatyeecs B (10). COOTBETCTBYET ONpeAesieHNI0 TOro e TepMuHa, ncnosb3syemomy B CLUA.
TepMuH «MeguuMHCKoe n3genue» n ero onpegenexue (2.9) B3Atbl 13 [3J, rae OHW 3aMMCTBOBaHbI y pynnbl No rnobanb-
Holh rapmoHu3aumum (GHTF) [4].

OnpepeneHne TepMUHA «NpeayCMOTPEHHOE NpUMEHeHME» (2.5) SBNseTcs KoMbuHauMein u3 onpeaeneHuii Tep-
MWHOB «MpeaycMoTpeHHoe npumeHeHne» (CLUA) n «npegycmoTpeHHoe HasHaveHune» (EC). 3T TepMUHbI MMEOT npak-
TUYECKMN OAHO M TO Xe onpefeneHne. CyntaeTcs, YTO NpU PacCMOTPEHUN NpPeayCMOTPEHHOTO NPUMEHEHUS MeaULUHC-
KOro M34enns U3roToBMTE/lb NPUHMMAET BO BHUMaHue mpefnofniaraembix nosb3oBatesneil AaHHOro n3genus.

OnpefenexHns ceMu Apyrux TePMUHOB, NPUBEAEHHbIE B HACTOALLEM CTaHJapTe, He OCHOBaHbl Ha onpeaeneHnsx,
npvBefEeHHbIX B APYTVX CTaHAapTax. ITO onpeAesieHNs Takux TEPMUHOB, KaK «KW3HEHHbIA LK» (2.7). «NoCTNpon3BoA-
CTBO» (2.11), «ynpaeneHne puckom» (2.19), «oueHuBaHue pucka» (2.21), «onpefeneHve pucka» (2.20), «MeHemXMeHT
pucka» (2.22) n «aiin MeHemKMeEHTa pucka» (2.23). OnpefeneHne TepMUHA «KU3HEHHbI LyKI» Heobxoanmo ans
pa3bACHEHWNA TOrO NOMIOXEHNS, YTO B KOHTEKCTE HACTOALLEro cTaHaapTa JaHHbI TEPMUH OTHOCUTCS KO BCEM CTaausim
CYLLIeCTBOBaHUA MeAWLMHCKOro nsgenus. OnpejeneHve TepMUHa «nocTnpon3BOACTBO» BBEAEHO, A1 TOro YTo6bl Npu-
B/leYb BHUMaHVE K BaXHOCTW OXBaTa BCEro XW3HEHHOro LuKna MeguLUMHCKOro m3fenus AN ueneii MeHemkKmeHTa
pvcka. OnpegeneHne TepMuHa «yrnpas/ieHne pUCKOM» COr/lacoBaHO C OnpefesieHneM TepMuHa «aHasIu3 pucka», npu-
BefleHHbIM B (2). B nepBoHauyanbHOl BepcMn HaCTOALLEro cTaHjapTa B OnpefeneHnn TepMUHa «OLeHUBaHWE pucKa»
6blna ccblfika Ha «CyLLECTBYHOLLME 0OLLECTBEHHbIE LLEHHOCTUY». B AaHHOI Bepcum 3Ta CCbisika OTCYTCTBYET N0 ABYM NpUYK-
Hawm: 1) onpefeneHne TepMyHa He AO/MKHO cofepxaTtb TpeboBaHue: 2) TEPMUH «CYLLLECTBYIOLME 06LLECTBEHHbIE LieHHO-
CTU» He SIBNAETCA AOCTATOYHO TOYHBbIM. YAasleHve AaHHOro TepMMHAa U3 onpefeneHns KOMMEHCUpyeTca onncaHwem
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KOHLIeNUMM pucka BO BBEAEHUM K HACTOsILLEeMy CTaHAapTy, obecneyeHnem AOMNoTHUTENbHbIX HOPMATVBHbIX TpeGoBaHWiA
K MOMNTUKE MEHeKMEHTA PUCKA, a Takke PYKOBOAALLMMU yKasaHUAMU B OTHOLLEHUW [OMyCTUMOCTU pucka. B onpepge-
NEeHNN TepMUHA «MEHEeXMEHT pucKa» CAenaH akueHT Ha WUCNo/b30BaHWM CUCTEMHOro nogxofa u HeobxoAMMOCTU
KOHTPO/1S1 CO CTOPOHbI BbICLLEr0 PyKOBOACTBA. KOHLUenums «aiina MeHepKMeHTa pucka» Brnepsble 6blia onucaxa B [7].
HO B OnpejeneHne JaHHOro TepMMHa BHECEHbI U3MEHEHWS, MOCKOJbKY onpefeneHne u3 [7J oOTHOCUTCS K 3anucam no
Ka4ecTBy.

OnpepeneHne TepMUHa «BbICLLEE PYKOBOACTBO» (2.26) 3aMmcTBOBaHO M3 [5). OHO OTHOCMTCS K /MUY WK rpynne
JL,. HAXOAALMXCS Ha BbICLUEV CTYMEeHN opraHnsaumn.

A.2.3 06wpme TpeboBaHNA K MEHEAXXMEHTY pucka

A.2.3.1 lMpouecc meHeaXMeHTa pucka

TpeboBaHve K U3roTOBUTENIO YCTAHOBUTb NPOLECC MEHeMKMEHTa pucka kak YacTb NPOeKTMPOBaHUS U paspaboT-
KN MeULMHCKOTO n3aenus cogepxut 3.1. 310 HeobXxoauMo, A1t TOTo YTOObI M3rOTOBUTENIb MOT CUCTEMATUYECKU obec-
neuvMBaTb Hanuume TpebyeMbiX 31EMEHTOB B Mpouecce MeHeMKMeHTa pucka. AHanu3 pucka, oLeHWBaHue pucka u
ynpas/ieHne PUCKOM ABNAIOTCA 06LLENPU3HaHHBLIMU OCHOBHBLIMU 3/1IEMEHTaMWN MeHepkKMeHTa pucka. OfHako B HacTos-
leM cTaHdapTe AenaeTcs akUueHT Ha TOM. YTO MPOLEeCC MeHeKMEHTa puUCKa He 3akaHUMBaEeTCA Ha MPOeKTUpOoBaHWUM,
pa3paboTke U M3roToBfeHUN (BKOYasA Npu HeobXOAMMOCTM CTEpPUIM3auMio, YNakoBblBaHUE U MapKMpoBaHue) meau-
LIMHCKOrO M3fenus, a nNpogosmkaeTcs Ha CTaAuu noctnpoussoAcTsa. [0 aToli npuumHe c60p NOCTNPOU3BOACTBEHHOM
nMHdopMaumn 6611 NPU3HaH HEOOXOAMMBIM 3/1IEMEHTOM MNpoLiecca MeHeMKMeHTa pucka. Kpome Toro, npu Hanmuuu y
M3rOTOBUTE/IA CUCTEMbI MEHEeIKMEHTa KauyecTBa NPoLEecC MeHe[KMEeHTa pucka A0/MKeH ObiTb MOMHOCTLIO MHTErpupo-
BaH B JaHHYI0 CUCTEMY KayecTBa.

HecMoTps Ha TO YTO AEeATeNIbHOCTb M0 MEHEIKMEHTY pUCKa BO MHOTOM 3aBUCUT OT KOHKPETHOro MeAMLMHCKOro
N3[enns, CyLecTBYIOT OCHOBHbIE 3/1IEMEHTbI, KOTOpble HEOOXOAMMO BK/IKOHYATb B NPOLLECC MEHEKMEHTa pucka u KoTo-
pble paccMOTpeHbl B AaHHOM nofpasgene. B gaHHOM nogpasgese Takke OTpakeHa BO3MOXHOCTb pasnunuuii B perynu-
PYIOLLMX AOKYMEHTaX MO MPUMEHEHWNIO MEHEKMEHTA pUCKa K MEAULMHCKUM U3LeNNAM.

TpeboBaHusAM CTaHAAPTOB MO CUCTEME MeHepKMeHTa kadecTBa CTporo cieaytot 3.2 1 3.3. B HEKOTOpbIX CTpaHax
ANnA BBeAeHVs un3genvsa B obpalleHne HeobX0AMMO HausMune CUCTEMbl MEHEeKMEHTa kayecTBa (Kpome Tex cryvaes,
KorAa usgenue cneumasnbHO UCKIYEHO 13 0611acTh NPUMEHEHNST CUCTEMbI MeHeKMeHTa kayecTsa). B Apyrux ctpaHax
NPUMEHEHNE CUCTEMBbI MeHe[XMeHTa KauyecTBa SBMSeTCA J06POBOJIbHLIM BbIGOPOM W3rOTOBUTENS. TEM HE MeHee
BbINOMHEHNE TpeboBaHuii 3.2 1 3.3 HeO6X0AUMO A1 o6ecneyeHnst pesyNbTaTUBHOCTA MEHeMKMEHTa pucka HesaBucH-
MO OT TOrO, UCMOMb3yeT N U3rOTOBUTE/Ib BCE MPOYME 3/IEMEHTbI CUCTEMbl MEHEI)KMEHTA KayecTsa.

A2.3.2 OTBETCTBEHHOCTb BbICLLETO PYKOBOACTBA

O6s3aTenbCTBA BbICLIEr0 PYKOBOACTBA UMPalT peLuatoLLyto posb B AOCTWXEHUN pe3ynbTaTMBHOCTY npoLecca me-
HepKMeHTa pucka. Bbiclliee pyKoBOACTBO [0/KHO HECTWM OTBETCTBEHHOCTb 3a NPOLECC MEHeKMEHTa pucKa B Lie/IoM, U
B [JaHHOM nogpasfene yaeneHo 00060e BHUMaHWe posv BbICLLEro pyKOBOACTBA, OCOBEHHO creyowmyM MOMEHTaMm:

a) Mpu OTCYTCTBUM HEOGXOANMbIX PECYPCOB AESATEIbHOCTb N0 MEHEPKMEHTY pucka 6yaeT MeHee pesy/ibTaTuBHOM,
Jaxe ecnv oHa OTBeYaeT BCeM ApYrMM TpeboBaHUAM HACTOSLLEro cTaHaapTa;

b) MEHeMKMEHT prcka ABMISETCS CneLuas3npoBaHHON AMCLMNNHON 1 TpebyeT BOBMEYEHNs B npoLecc npodec-
CMOHaNOoB, cneunansHo 06yYeHHbIX MeTofaM MeHeaxMmeHTa pucka (cMm. A.2.3.3);

C) NOCKO/bKY HaCTOSALLMIA CTaHAAPT He yCTaHaBMMBaeT YPOBHM JOMYCTUMOrO pUCKa, OT BbICLLETO PyKOBOACTBA Tpe-
6yeTcs paspaboTarb NONNTUKY YCTAHOBNEHWUS JONYCTUMOCTU PUCKOB;

d) MeHeMXMEHT pucka npefcTasfsieT COO0M 3BOMOLMOHHBIN NpoLecc, 1 N03TOMy He06X0AMMO MPOBOAWTL Nepu-
OoAMNYecKUii aHanm3 AesTeNbHOCTU N0 MEHeMKMEHTY pucka, 415 TOro Y4Tobbl yA0CTOBEPUTLCA B €e NPaBUIbHOCTH, UC-
npaBuTb HELOCTATKWN, BHEAPUTb YCOBEPLUEHCTBOBAHMA U afanTupoBaTbCs K U3MEHEHUSM.

A.2.3.3 KBanudumkauns nepcoHana

[nsA BbINONHEHUA 3a4ay Mo MeHeMKMEHTY pucka BakHO UMETb KBasMuLMpPOBaHHbI nepcoHan. Mpouecc me-
HeMKMeHTa pucka TpebyeT npuBAeYeHns nepcoHasna, MMeLEero NpakTMYecknin onbIT B TOM. Kak:

- YCTPOEHO MeAuLVHCKoe u3genve:

- (PyHKUMOHMPYET MeauLMHCKOe n3fenue;

- U3rOTOB/IEHO MeAMLMHCKOe u3fenue:

- NMPUMEHATbL MeULMHCKoe U3aesnue;

- NMPUMEHATb NpoLecc MeHeMKMeHTa pucka.

K BbINO/IHEHUIO MEHEDKMEHTa prcka HeO6X0AMMO NpuB/ekaTh npeAcTasuTeneli pasHbix (OyHKLMOHabHbIX NOf-
pasgeneHunii u AUCUMNANH — CMeuuanncToB B cBoeli o6nacTtu. Mpu 3ToMm cnedyeT B3BeLUeHHO NOoAXoAuTb K BOMpocy
B3aVIMOOTHOLLUEHUI MeXAy COTPyAHUKaMW, BbIMOMHAOWMMM 3afaun MeHeMKMeHTa pucka.

[nsa obecneyeHns 06BLEKTUBHOCTY CBUAETENLCTB HEOOXOAMMO BECTU 3anncu O Ksamdmkaumm nepcoHana. Hac-
TOSILLWI CTaHAAPT He COAepXUT TpeboBaHUa XpaHUTb 3T 3anucy B haiiie MeHeMHKMeHTa pucka BO nsbexaHue ay6am-
poBaHUA 1 U3 COOBPaKEHNI KOHMAEHUMATBHOCTY Y 3aluTbl Hhopmaumu.

A.2.3.4 TnaH MeHeMpKMeHTa pucka

MnaH MeHeMKMeHTa pucka HeobXoAMM MO CAeAyoWwmyM COOBPaKeHNsaM:

a) ANA Hagnexallero MeHepkMeHTa prcka BaXKEH OpraHn30BaHHbIVi NOAXo4;

b) NNaH ABNSETCA ONepaTVBHON CXEMOWN A1 MeHeMXMeHTa puUcka;
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C) nnaH cnocobcTByeT 06BLEKTUBHOCTY MEHEDKMEHTA puUCKa U NOMOraeT He 3abblBaTb O €70 OCHOBHbIX 3/IEMEHTax.

Mepeuncnerus a) — f) (cm. 3.4) o653aTenNbHbI NO CAEAYLWUM COOBPaKEHUAM:

- 06/1aCTb NPUMEHEHUA N1aHa BKKOYAET [iBe OT/IMYHbIE APYr OT Apyra cocTasnswowye. Nepsas U3 HUX UAEHTUDK-
LmMpyeT paccMatpuBaemMoe MeAULIMHCKOe 13fdenue, BTopasi — CTafymn XU3HEHHOTO LKAa AaHHOro usgenus u cooTeeT-
CTBYyIOLLME UM 3/1EMEHTBI NnaHa. Onpeaenvis 06nacTb NPUMEHEHUA NaHa MEHEMKMEHTa pUCKa, U3roTOBUTENb CO34aeT
6a3y, Ha KOTOpOIi CTPOUTCS BCSH AESTENbHOCTb N0 MEHEKMEHTY PUCKA;

- pacnpefienieHne 0TBETCTBEHHOCTW U NOTHOMOYMI HEOBXOAMMO ANA rapaHTUM TOro, YTO HET YNyLUEHHON OTBeT-
CTBEHHOCTY;

- aHann3 Takoro BUAa AeATeNbHOCTU, Kak MeHeKMEHT pucka, ABNSETCS 0653aHHOCTbIO BbICLLIEr0 PYKOBOACTBA;

- KpUTEpUM AOMYyCTUMOCTMN pUCKa SBIAIOTCS OCHOBOMOMAraloLMMmn 415 MeHeMKMeHTa p1cka, Ux cnegyeT ycTaHas-
nmBaTb A0 Havana aHamsa pucka. 3TO NOMOXET CoXpaHUTb 06BEKTMBHOCTL MpoLiecca, ONMcaHHoro B pasgene 5:

- Bepudukaums ABNAETCA OJHUM U3 OCHOBHbIX BUAOB AEATE/IbHOCTU, ee MpoBejeHne fABnseTca TpebosaHnem
6.3. MnaHupoBaHVe AaHHOro B1Aa AeATeNbHOCT NoMoraeT obecneunts Hamume HeobxoauMbIX pecypcoB. Ecnu Bepu-
hmkaums He 3annaHnpoBaHa, ee BaXXHble COCTaBAALME MOTYT ObiTb YMyLLEHbI;

- HeobxoaMMo paspaboTaTtb cneuuasnbHble MeToAbl NoslyYeHUs NPOU3BOACTBEHHON WU NOCTNPOU3BOACTBEHHON
nHdopmauum 06 nsgenuu, AN Toro 4To6bl CylecTBOBaUla omLUMasIbHan 1 Haf/iexalumx» 06pa3oM opraHnM3oBaHHas
obpartHas cBs3b, 0becneynBaioLLan BKIOYEHE NPON3BOACTBEHHON M NOCTNPOMN3BOACTBEHHOW MHhOpMaLmn B npouecc
MeHeKMeHTa pucka.

[na obneryenuns ayauTta v aHasmsa npolecca MeHeMKMEHTa pucka BK/IOYEHO TpeboBaHMe XpaHWTb 3anuncu 06
N3MEHEHUSAX.

A.2.3.5 daiin meHegXMeHTa pucka

B HacToslleM cTaHfapTe TepMUH «haiin MeHepKMeHTa pUcKka» NPUMEHSIIOT A1 0603HAYEHNSI HaMepEeHUs U3ro-
TOBUTENSA Pa3MeCTUTb B KOHKPETHOM MecTe MM 0603HauYMTb MECTOMOMIOKEHNE BCEX 3anuceld, OTHOCALLMXCA K MeHe M-
XLWHTY pucka. 310 obreryaet NpoLecc X<eHeMKMeHTa pucka n cnocobcTByeT 6onee achhekTMBHOMY NPOBEAEHUIO ayauTa
Ha cooTBeTCTBME TpeboBaHNAM HACTOALLEro cTaHAapTa. BbinonHeHne Tpe6oBaHWs O NPOC/EXUBAEMOCTN HEOHXOAUXIO
ANA [eMOHCTpauMn TOoro, YTO MPOLECC MEHeKMeHTa pucka NPUMEHEH K KaXKAOW MAEHTUMMLMPOBAHHON ONacHOCTY.

BaxHylo ponb B mpoLiecce MeHeMKMeHTa pucka urpaeT ero 3aBeplUeHHOCTb. HesaBeplueHHas 3ajadva MOXeT
03HayaTb, YTO UAEHTUULMPOBAHHONV ONACHOCTLIO HE YNPaBAsAoT, CNeACTBMEM YEro MOXeT CTaTb NpUYMHEHWe Bpega.
Mpobnexta MoxeT 6blTb CNeACTBMEM He3aBepLUEeHHOCTU AeiCTBUlA Ha No6oi cTagum npouecca MeHemKMeHTa pucka.
3T0 HenAeHTUMULMPOBAHHbIE ONACHOCTW, HEOLlEHEHHbIE PUCKW, HEeYCTaHOB/IEHHbIE XTepbl MO YNPaBiEHWUI0 PUCKOM,
HEBbINOIHEHHbIE Mepbl N0 YNPaBiEHUIO PUCKOM MM Mepbl N0 YNPaBAEHUIO PUCKOM, MPU3HAHHbIE Hepe3y/bTaTUBHbLIMU.
[na obecneyeHnss yBepeHHOCTW B 3aBEPLUEHHOCTU npoLecca MeHefKMeHTa pucka HeobXoAMMO OCYLLECTB/IEHNE NPO-
CNeXvnBaeMocTH.

A.2.4 AHanus pucka

A.2.4.1 MNpouecc aHannsa pucka

B 4.1 onucaHo, Kak NPUMEHATb AOCTYNHYI0 NOME3HY MHhopMaLMio, NCNOMb3ya pesy/bTaTbl aHannsa pucka
NoAoG6HOr0 X»eauumHCKoro nsgenus. Mpumeyanne 1 (cx<. 4.1) uHopmmpyeT nosnb3oBatesieli HacTosIWero ctaHgapTa o
TOM. YTO MPU HaNNYUK HEOHXOAVMON MHEOPMaLMK O NOAOGHOM M3AENNN ee MOXHO W HY)XXHO MCNONb30BaTh /15 3KOHO-
XTI BPEMEHW, yCuUauii n apyrux pecypcos. OfHaKo nosib30BaTeIIM HACTOSILLEro cTaHAapTa He06Xx04MMO BHUMATEIbHO
1 cUCTeMaTUyeckn oLeHnBaTb JaHHY UHGOPMALMIO C TOUKM 3PEHNA ee NMPUMBHUXIOCTM K TEKYLLEMY aHann3y pucka.

CnepgyeT OoTMeTUTb, YTO nepeuncreHns a). b) un c) (cm. 4.1. npumeyaHue 4) cogepxart TpeboBaHUss K OCHOBHOMY
XTUHUMA/IbHOX»Y Habopy AaHHbIX, HeobxoAuMoMy Ans obecnevyeHus NPoCneXmBaemMocTV U NPeAcTaBnsioLLemMy Bax-
HOCTb [}/11 aHa/IM3a CO CTOPOHbI BbICLLErO PYKOBOACTBA M nocneayowyx ayamntos. TpebosaHus, cogepxatipecs B nepe-
yncneHuu c) (cm. 4.1. npuxteyaHue 4). NoOMoratoT Takke YTOUYHUTb 061acTb NPUMEHEHNA aHaM3a pycka u Bepudunumpo-
BaTb €ro 3aBepLUeHHOCTb U MOJHOTY.

A.2.4.2 TlpegycMOTPEHHOE NPUMEHEHME N NAEHTU(MKaLNA XapakTePUCTUK, OTHOCALLMXCA K 6€30NacHOCTM Me-
AVNLMHCKOTO n3genuns

Ha paHHOM 3aTane npouecca MeHefKMeHTa pucka M3roToBUTENb [O/HKEH NPOaHaIn3MpoBaTh XapakTepucTuku,
B/IMAIOLLME HA 6e30MacHOCTb MeULMHCKOTO U3fenus. 3rotoBuTenb Takke AO/MDKEH MPUHTLLATL BO BHUMaHWE npearno-
naraemoro nosib30BaTesIsiM1) MeAVLIMHCKOrO U3AeNus, T. B. yuuTbiBaTb, OyAeT /M 3TO HeOOyUYeHHbIi Nonb3oBaTesb Um
KBaIMDMLMPOBaHHBIV XTEAWLWMHCKWIA paboTHUK. Mpy NpoBeAeHUM aHanv3a pucka HeoOGXOAVXTO Takke yuuTbiBaTb, YTO
MeAULMHCKME N34ennsa MOryT BbiTb NPUMEHEHbI B OT/IMYHBLIX OT NPEeAYCMOTPEHHbIX N3rOTOBUTENIEM CUTYaLMsIX, a Takxe
B CUTyauuax, He NpeAyCMOTPEHHbIX Ha aTanax NPOeKTUPOBaHWA U pa3paboTKN X»eAuLMHCXOro u3fenus. BakHo, YTo6b!
M3roTOBUTENb NOMbITA/ICA 3arNfHYTh B Oyayliee 1 NnpeaycMOTpPeTb ONacHOCTU, BO3XTOXHbIE NPU NMPUXTEHEHUN MEANLIWH-
CKOro unsgenus.

MpunoxeHne C npegHasHa4YeHo A1 OKasaHWs NOXTOLW B ONMCaHUN XapakTepUCTUK KOHKPETHOro MeAULMHCKOro
13[enna 1 ycnoBuii ero npumeHeHnst. MprBefeHHbIi B HEM NepeyeHb BOMNPOCOB, Ha KOTOpble criefyeT AaTb OTBEThI, He
ABASETCA ucyepnbiBaOWMM. Kaxkapblii N3roToBUTENb [OMKEH TBOPYECKW OTHECTUChb K OMpeAeneHnto XapakTepucTuk,
OTHOCALUMXCA K 6€30NacHOCTVN KOHKPETHOro MeAMLMHCKOro usaenns. Cnucok, NpuBeaeHHbld B npunoxeHun C. B3AT 13
nepBOHAYasIbHOV BEepCUM HACTOALLEro CTaHfapTa W MMeeT [ONOJIHEHWS, NOSIBUMBLUMECS B pe3y/ibTare WU3YYeHWst KOM-
XTEHTapMeB K npoektam ctaHgapTta. CNnCoK JO/MKEH NOGYXAaTb U3roTOBUTENA K NPOBEAEHWIO aHanv3a B OTHOLIEHUU
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TOro, «KOrAa 1 YTO MOXET MOWTU HenpaBwibHO». MpunoxeHe H B OTHOWEHUN MeANLMHCKUX U3AENNIA ANS AUarHOCTVKMN
in vitro paspa6otaHo NCO.TK212 «KnuHuyeckue nabopaTtopHble WCCNefoBaHuA W AUarHOCTUYECKUE TeCT-CUCTEMbI
in vitro» cneynanbHO ANA HaCTOALWEro cTaHaapTa. TeKCT NPUNOXEHNs | B OTHOLLEHUN TOKCUKOMOMMYECKNX OMacHOCTeN
3aMMCTBOBaH M3 NpUNoXeHus B nepeoHavasibHOV BepcUMM HACTOSILLErO CTaHAapTa C He3HAUUTE IbHbIMU U3MEHEHNSIMU.

A.2.4.3 \aeHTUbrKauus onacHocTen

Ha gaHHOM aTane M3roToBUTE/N0 HEO6XOAMMO CUCTeMaTUyYeckn MAeHTUMLMpoBaTb NPOrHO3MPyeMble OnacHoC-
TW. CBA3AHHbIE C KOHKPETHbIM MEeAWLMHCKUM W3fenmeMm, Kak ANS HOpMasibHbIX YCNOBUIA, Tak v ANA YCNoBWUIA OTKasa.
MaeHTndbrkauma Jo/mkHa 6biTb OCHOBaHa Ha XapakTepucTUKax, OTHOCALLMXCA K 6€30MacHOCTN MeANLIMHCKOTO n3genus,
NOEHTUULMPOBaHHbIX B 4.2.

A.2.4.4 OnpepfeneHue pucka(oB) 415 KaX 0N ONacHo cutyayuu

OueHnBaTb PUCK M OCYLLECTB/ATb MEHEMKMEHT pUCKa MOXHO TOJSIbKO NOC/e TOro, Kak onacHas cutyaumus naeHTu-
hmuvposaHa. HeobxoAMMO cucTeMaTUHECKU JOKYMEHTMPOBATL 060CHOBAHHO MPOrHO3Mpyemble Noc/efoBaTelbHOCTH
CO6bITUIA, KOTOPblE MOTYT NpeobpasoBaTb ONACHOCTb B OMACHYHO CUTYyaLMIO.

MpunoxeHne E BkIOYaET NepeyeHb TUMUYHBIX ONAcHOCTEN 1 NPUMEPbI, AEMOHCTPUPYHOLWME B3aMMOCBA3b MEX-
[y OnNacHOCTAMM, NMPOrHO3MpyeMbIMU MOCNeAoBaTeIbHOCTAMMN COBLITUI, ONACHbIMU CUTYaUUAMU U BO3MOXHbIM Bpe-
[IOM. YTO MO3BO/IIET MOMOYb U3TOTOBUTESTIO B MAEHTUMKALMMN ONACHOCTe 1 ONacHbIX CUTyauuii. 3TO 0CO6EHHO BaXHO
npy HaNM4MK nNocnefoBaTelbHOCTN COBbITUIA, KOTOpas FNOKET NPUBECTM K ONACHONM CUTyaLnmn 1 B UTOre — K NPUHUHEHUIO
Bpefa. /srotoBuTento crefyeT pacnosHasBaTb M UAEHTUMLMPOBATL Takue MocnefoBaTelbHOCTY COBbITUIA, ANst TOro
4YTOObLI AO/MKHBIM 06pa3oM onpeaenuTb BO3MOXHbIN(bIE) puck(n) (cM. pucyHok E.1 (npunoxeHue E)].

MepeyeHb, NMpMBeAEHHbIN B NpuioxeHun E. He ABNSETCA MCYepPnbIBAOWMM W He [O/HKEH paccMaTpuBaTbCs Kak
KOHTPO/IbHbIA NepeyeHb; OH Npu3BaH CTUMYNMPOBaTb TBOPYECKOE MbILEHUE U3rOTOBUTENS.

370 nocefHuiA aTan aHasM3a pucka. MNaBHOWM TPYAHOCTBIO HA faHHOM 3Tane SIBASeTca TO. YTO AeATe/IbHOCTb Mo
onpeaeneHuo pucka byaeT pasHoi AN KaxAon uccregyemoli onacHoi cuTyaumm n AN Kax4oro paccMarpvuBaemoro
MeANLMHCKOTO n3genus. MoaTomy 6b1710 NPUHATO PeLUeHne U3N0XUTL COAepXaHne AaHHOro nogpasgesna B 06Lunx
yepTax. Mockonbky ONacHOCTM MOFYT BO3HWKHYTb Kak Npu HOPMasbHOM, Tak W MpW HenpasW/IbHOM NPUMEHEHUU KU3ae-
Nns. crneflyeT BHMMATE/IbHO paccMOTpeTb 06e cutyaumn. Ha npaktrke obe cocTasnstolLme pucka — BEPOATHOCTb Npu-
UYNHEHUS U TAXECTb BpeAa — PEKOMEHAYIT aHaNn3npoBaTb OTAENbHO. ECAM M3roToBUTENb CUCTEMATUYECKN NPUMEHS-
€T cnoco6 pasfenieHus Ha KaTeropuy B 3aB/UCYMOCTU OT YPOBHEN TSXKECTV UK BEPOATHOCTY MPUYKMHEHNS Bpeda, TO emy
cnepgyeT paspaboTaTb CBOK CXeMy pasfefieHus Ha KaTeropuu n 3aperncTpupoBatb ee B (haiifie MeHeJXMeHTa pucka.
3T0 NO3BOMUT U3rOTOBUTESIO MPABU/bHO pearnpoBaTh Ha MOBTOPHOE MNOSIBIEHWE 3KBUMBASIEHTHBIX PUCKOB W MOCIYXUT
CBMAETeNbCTBOM TOrO, Kak OH paHee noctynan B Nof06HOM Cryyae.

HekoTopble onacHble cuTyaLluu SIBMSIOTCS CNeACTBUEM CUCTEMATUYECKMX OWMOOK WM nocrefoBaTesibHOCTel
co6bITWA. [0 CUX NOP HET eMHOr0 MHEHNS B OTHOLLEHWUW TOrO, KakK paccuMTaTb BEPOATHOCTb CUCTEMATMYECKON OLLUNGKN.
B cnyyas, Kora BepOATHOCTb MPUYMHEHUS Bpeda He MOXeT OblTb paccuuMTaHa, BO3MOXHble ONAacHOCTU BCE paBHO
Heo6Xx0AMMO NPUHMMATL BO BHUMaHWe, a CocTaB/IeHe NepeyHsl CBA3aHHbIX C HUMWM ONacHbIX CUTyaunil No3BONANUT M3ro-
TOBWTE/IO CKOHLIEHTPUPOBATLCA Ha YMEHbLUEHUM PUCKOB BCNIEACTBME Pa3BUTKSA 3TUX ONACHbIX CUTYaLUWiA.

YacTo Henerko nosy4nTb AOCTATOUHbIE KOMMYECTBEHHbIE AaHHbIEe NPW onpeaeneHun pucka(os). NO3TOMY Npeanio-
XeHue oCyLecTBNATb onpeaeneHne pucka(os) TOMIbKO KOIMYECTBEHHBIM CNOCO60M Obl/1I0 OTBEPrHYTO.

MpunoxeHne D cogepXuT nosesHble pykoBOAsALME yKasaHusa no aHasm3y pucka. WHdopmaumsa e3dta u3 He-
CKOJMbKMX UCTOYHMKOB, BKIOYas [8J. HacToawwin ctaHaapT npu3HaeT npakTUyeckyto nonb3y (8). npu atom obnactb ero
NPUMEHEHNA pacnpocTpaHeHa Ha BCe MefULIMHCKME WU3AEeNna 1 BCe 3Tanbl npouecca MeHegkMeHTa pucka. Hecmotps
Ha LUMPOKOE MCMOMb30BaHWe B kayecTBe NPUMepPoB B NpUaoxeHnn D rpacdmkoB 1 MaTpuL, MO pUCKy, HACTOALLWIA CTaH-
[apT He TpebyeT 06a3aTeNbHOro NX NPYMEHEHMS.

A.2.5 OueHnBaHune pucka

M3roToBuTENb AO/MKEH NPUHUMATL PELUEHUs] B OTHOLLEHWUMW A0NYyCTUMOCTU pucka. OH MOXET UCMoNb3oBaTb WH-
chopmaLmio 0 puckax, KOTopble yxe onpefeneHbl, U OLLEHUTb 3TN PUCKM C NMOMOLLbIO KpUTepues A0MNyCTUMOCTU, YCTaHOB-
JIEHHbIX B N/1aHe MeHeMpKMeHTa pucka. OH MOXET TakXe pacCMOTPETb PUCKW B LieNISIX OnpefesieHns Tex U3 H1X, Kotopble
TpebyeTcs ymeHbWWTb. Pasgen 5 HanucaH Takum obpa3oM, 4ToObl MOMOYb NONb30BATENO N36exaTb HEHYXHOW pabo-
Thl.

A.2.6 YnpaBrieHue puckom

A.2.6.1 YMeHbLUEeHNe pucka

Otanbl 6.2-6.7 06pasyloT /I0rMyeckyto nocnefoBartesibHOCTb. Takoih cuctemaTuyeckuii Noxog, BaxeH Ans obecne-
YeHust AocTyna K Heo6xoaVMMOoNi MHopMaLmn.

A.2.6.2 AHan13 BO3MOXHOCTE ynpaB/ieHNsi pPUCKOM

YacTo cyLecTByeT HECKO/bKO CMOCOO0B YMEHbLLEHUS pucKa. B HacToslweM cTaHgapTe npusefeHsbl Tpu cnocoba:

a) BHYTpPeHHsAs 6e30nacHOCTb, obecneynBaemast NPOEKTOM W KOHCTpyKUmel;

b) 3alMTHbIE Mepbl, NPefyCMOTPEHHbIE B CAMOM MEAULIMHCKOM U3Le/IMN N B NPOLECcCe ero U3roToB/eHuns;

C) nHdopmaumsa no 6e3onacHoCcTy.

TakoBbl CTaHAAPTHbIE MEPbI MO YMEHbLUEHWIO pUCKa, NpUBEAEHHbIE B [2( 1 NepeyncsieHHble B NOpsake npuopure-
Ta. laHHbIli NPUHLMN ONUCaH B HECKONbKMX AOKYMEHTaX, BKovas [9]. B TOM YAC/E B MECTHbIX U PErMOHa/IbHbIX JOKYMEH-
Tax (Hanpumep, B (10)). Korga ato npakTMyeckn ocylecTsnmMo, 6e30MacHOCTb U3enms pekoMeHayeTcs 3aknafbisaTb B
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ero KOHCTpyKuuu. B npoTuBHOM criyyae HeobxoAuMO NpefycMOTpeThb 3aliUTHbIE Mepbl, Hanpumep orpaxaeHus um
cMCTeMbl curHanmsauum. HavmeHee npefanodTUTENIbHOW 3alMTHON Mepoli SIBMSKTCA NUCbMEHHbIE MpeaynpexaeHns
NN OrpaHNYeHns/NPoTMBOMNOKa3aHNs.

O6LenpusHaHo, YTO OAHVUM W3 Pe3yNbTaToB aHasjm3a BO3MOXHOCTEl ynpaBfieHUs PUCKOM MOXET CTaTb OTCYyT-
CTBME NpaKTUYeckn BO3MOXHOIO crnocoba yMeHblUeHWUs pucka [0 AONYyCTUMOrO YPOBHSA COr/lacHO npeaBapuTenisHO
YCTaHOB/EHHbIM KPUTEPUAM AOMYCTUMOCTN pucka. Hanpumep, MOXeT ObiTb NpakTUYeCKn HeoCyLLeCTBUMbIM MPOEeKTU-
poBaHue n3genvs Ana NoaAepXaHus XU3HNU ¢ OLEHEHHbIM AONYCTUMbIM OCTATOYHbIM PUCKOM. B aTOM cnyvae cnegyeTt
BbINO/IHUTL @HaUIM3 COOTHOLLEHWS PUCK/NOSb3a. Kak 3TO onucaHo B 6.5. 4TO6bI onpeaenuTb, nepesewlvBaeT n nosb3a
0T NPUMEHEHUA U3AENNA OCTATOYHbIN pUCK. Takas BO3MOXHOCTb ONMcaHa B COOTBETCTBYIOLLEM Mojpasfenie HacTosLe-
ro ctaHgapTa v CNyXuT Ans obecnevyeHns yBepeHHOCTU B TOM. YTO NPeAnpuHATbLI BCE YCUNNUA A1 YMEHBLUEHUSI PUCKOB
[0 NpefBapuTeNbHO YCTAHOB/IEHHOTO [OMYCTUMOrO YPOBHS.

A.2.6.3 BbIONIHEHME MEp MO ynpas/IeHN0 PUCKOM

BbInonHeHne Mep Mo ynpasfeHnio PUCKOM BKIKOHAET NpoBefeHne ABYX pasHbix Bepudimnkaumii. Mepsas Bepudu-
Kaums Heobxoamma Ana ob6ecrneyeHns Toro, YTo B OKOHYaTe/lbHOM NPOEKTe NPUHATLI COOTBETCTBYIOLLME Mepbl N0 ynpas-
JNIEHUIO PUCKOM, BTOpasi BepuchmKaums — YTO NPUHATLIE MEpPbI NO YNpaB/IeHWNI0 PUCKOM AENCTBUTENIbHO NPUBOAAT K €ro
YMeHbLUEHUI0. B HEKOTOpPbIX Cryyasx Ans NOATBEPXKAEHWUSA Pe3yNbTaTUBHOCTM Mep MO YNpas/ieHWo PUCKOM MOXHO Bbl-
NoJIHUTL AECTBUA NO Bamgauum.

A.2.6.4 OueHnBaHMe 0CTaTOYHOrO pucka

Ha paHHOM aTane onpegensioT AOCTaTOYHOCTb MPUHATBLIX Mep, ANS TOro YToObl PUCK CTas JonycTUMbIM. Ecnmn
OCTaTOYHbI PUCK HE YAOBNETBOPSET KPUTEPUSIM, YCTaHOB/MEHHbIM B NaHe MeHe)KMeHTa pucka, TO U3roToBUTENb
[O/KEH MPUHATH JONOSHWUTE/IbHbIE MepPbl MO YNPaB/AEHUIO PUCKOM. [aHHbIli UTepaTuBHbLIA NpoLecc pekoMeHAyeTcs
OCYLLEeCTBNATH 0 TEX MOP. NOKA OCTATOUHbIN PUCK HE ByAeT YMEHbLUEH 4,0 A0NYCTUMOr0 YPOBHS, YCTAHOBEHHOTO B NiaHe
MeHeKMeHTa pucka.

Monb3oBarens MeguLMHCKOro n3aenvsa cnegyet obecneynTb Heo6xoayMol nHpopmaumeldi 06 OCTaTOUHbIX pUc-
Kax. 4718 TOro 4yTobbl faTb eMy BO3MOXHOCTb MPUHUMAaTb MHOPMUPOBaHHOE pelleHne. OAHAaKo M3roToBuTe/lb cam
NpYHUMaeT pelleHne O TOM. Kakylo MHhopmaumio 06 OCTaTOYHOM pUCKe U B KakOM ob6beme cregyeT npefocTaBuTb
nonb3oBatento. 310 TpeboBaHWe oTpakaeT NoAX04, NPUHATLIA BO MHOTUX CTpaHax 1 pernoHax

A.2.6.5 AHan13 COOTHOLLEHUA PMCH'ob3a

BO3MOXHbI Cnyyan, Korga puck nNpyMEHeHVs MeAWLMHCKOTO U3Aenuns npeBsblllaeT KpuTepun AonycTUMOCTM puc-
Ka. ycTaHOB/IEHHble u3rotosutenemM. B 6.5 npegycMoTpeHa BO3MOXHOCTb BBEAEHNS B obpalleHne MeguLMHCKOro nsge-
NN C BbICOKOV CTeNeHblo NOTEeHLMaNbHOro pucka NPYMEHEHUS NpU YCNOBUK, YTO U3rOTOBUTENb MPOBEN B OTHOLLEHUU
3TOr0 U3Jenus TwateslbHOe OLEeHMBaHVe Y MOXET NMPOAEMOHCTPUPOBATL, YTO NO/b3a OT NMPYMEHEHUS [AaHHOTO Meau-
LIMHCKOro M3Aenus npesbllaeT puUck. BaxHO foBeCcTU A0 Nonb3oBaTeNns CBeAeHVS O 3HAYMMbIX OCTATOYHbIX pUCKax M
KOHEYHOI Monb3e, YTOObl OH MOF MPUHATL MHDOPMMPOBaHHOE pelleHue (CM. MpuioXeHue J).

A.2.6.6 Pucku, BO3HMKaloLne BCNeCTBUE BbINOSHEHNA Mep MO ynpas/eHN0 PUCKOM

B 6.6 cogepxutca MHOpMaumusa 0 TOM. YTO Mepbl MO YNpPaB/EHU0 PUCKOM, NPEANPUHATbIE OTAENbHO WU B
coyeTaHuu Apyr ¢ ApYroM, MOryT cTaTb UCTOYHUKOM HOBOW ONACHOCTU, OT/INYHOL OT Y)XX€ U3BECTHbIX, @ Mepbl, NpeanpuHs-
Tble 419 YMEHbLUEHUS OAHOr0 pUCKa, MOTYT NPUBECTU K YBEIMYEHUIO APYIOro puckKa.

A.2.6.7 MonHoTa ynpas/ieHNsA PUCKOM

Ha gaHHOM aTane cnefyeT NPOBECTU OLeHMBAHME PUCKOB BCEX U3BECTHBIX OMACHOCTEN. Takoe oueHuBaHue Heob-
XOAMMO AN 0becrneyeHnss yBepPeHHOCT B TOM. YTO HM OfHa M3 OnacHOCTell He ocTanach 3a npegenamu MOSHOrO
aHanunsa pucka.

A.2.7 OueHunBaHmne JonyCTUMOCTN COBOKYMHOMO OCTAaTOYHOr0O puUcKa

Mpu ocyluecTBNeHWN npoLiecca, ONMcaHHOro B pasfenax 4—6. U3rotoBuTeNb MAEHTUULMPYET ONacHoCTH, oLe-
HVBAET PUCKN 1 NMPUHUMAET HEOOXOAMMbIE MEPbI MO YNPaB/IEHNI0 PUCKOM B pamkax CBOEro npoekta. Ha gaHHoM 3Ttane
N3roTOBWTENb AO0/MKEH OCTAHOBUTLCS, PACCMOTPETH COBOKYMHOE BMSHWE OTAE/IbHbIX OCTATOYHbIX PUCKOB W NPUHATH
pelleHne 0 BO3MOXHOCTM AanbHelilell paboTbl Haf, MeauUMHCKUM u3genveM. COBOKYMHbI OCTATOUYHbIA PUCK MOXET
npesbIlWaTh YCTAHOB/IEHHbIE U3rOTOBUTENIEM KPUTEPUM LOMYCTUMOCTU PUCKA, [aXe ec/in CoCTasnslme ero oTaesb-
Hble OCTaTO4Hble PUCKM ByAyT fONYCTMbI. DTO KacaeTcsi MPeXAe BCEro CI0KHbLIX CUCTEM U U3LeNMiA C 60/bLIMM YUCTIOM
BO3MOXHbIX PUCKOB. [laxe eC/im COBOKYMHbIA OCTATOYHbIA PUCK HE YAOBNETBOPSET KPUTEPUAM MaHa MeHemKMeHTa
pvcka, U3roToBuTeNlb UMEET BO3MOXHOCTb OCYLLLECTBUTb BCECTOPOHHEE OLeHUBaHNE COOTHOLLEHWS PUCK/NONb3a. YTOObI
onpeaenuTb, MOXHO /1M BBOAUTb B obpalleHne MeauuMHCKOe U3AEeNne C BbICOKON CTENeHbl NOTEHLUMaIbHOTO puUcka
NPUMEHEHNA, HO MPUHOCALLEe NPW 3TOM 6OMbLUYI0 NOMb3y. OYeHb BaXXHO NPOVMHAOPMUPOBATL MOML30BATENS O 3HAUU-
MbIX COBOKYMHbIX OCTATOYHbIX pUCKax, NO3TOMy U3roToBMTENSIM NpeAnmcaHo BKIYaTb COOTBETCTBYHOLLYIO MHhopMaLmio
B 9KCM/lyaTalOHHblE JOKYMEHTbI.

A.2.8 OTHeT Mo MEHEKMEHTY prcka

OTYeT N0 MEHeKMEHTY puUcka SABNSETCS BaxHelLlen YacTbio haiina MeHeMxmeHTa pucka. MpegnonaraeTcs, YTo
OH JO/MKEH MpeACTaBNATb COGOIM CBOAHYI MHCGIOPMALIMIO MO aHaN3y OKOHYATE/bHbIX Pe3y/IbTaTOB MEeHeKMEHTa puc-
Ka. OTYeT ABNSETCH AOKYMEHTOM BbICLLENO YPOBHS U CYXWUT AOKa3aTeNIbCTBOM 06ecneyeHns n3rotoButenem yaoBnet-
BOPUTE/ILHOTO BbINOMIHEHNA N1aHa MEHEKMEHTa PUCKa, a Takke TOro, YTo NoslyYeHHble UM pesynbTarbl NOATBEPXAA0T
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[OCTUXEeHMe MocTaB/IeHHON Lenun. MNepBoHaYasibHas Bepcus cogepana TpebosaHne, YTobbl MPOCIeXnBaeMocTb Obina
4yacTblo OT4eTa No MeHeMKMEHTY pucka. 3To TpeboBaHMe OblI0 OTMEHEHO, Tak Kak aHaln3 Npoc/exuwBaemMocTu B
OTHOLLEHUMN CMIOXHDBIX U3AENNA 3HAUNTE/NBbHO YCIIOXHSAET (hOPMy OTHeTa N0 MEHEKMEHTY p1cka Mo CPaBHEHWIO C NEPBO-
Haya/lbHO MpefyCMOTPeHHOV 06beAnHeHHol pabouyeii rpynnoii 1 (JWG 1). OgHako BbINOSIHEHWE MPOC/IEXNBAEMOCTH
ocTaeTcsl YacTblo (haiifa MeHeMKMeHTa pucka, 1 3.5 6bi1 U3MEHEH C y4eTOM AaHHOro TpeboBaHus.

A.2.9 MNpoussofcTBEHHAsA 1 NOCTNPON3BOACTBEHHAA NHDOpMaL S

Heo6xoanMo noayepkHyTb, YTO MEHEDKMEHT puUcka He 3aKaHuY/MBAEeTCS BbIMYCKOM rOTOBOrO MEAMLIMHCKOrO n3fe-
nus. MeHe[DKMEHT pycKa 4acTo HauYMHaeTCs eLle Ha CTaauu naeun, Korga MeavumHCKoe n3fenme oTcyTCTByeT husnyecku.
OueHoYHble MokasaTenn prcka MOryT 6biTb YTOYHEHbI HA CTaAuM NPOEKTUPOBaHMA U pa3paboTku, 0COBEHHO B Ciyyas
N3roTOBMEHNS (PYHKLMOHMPYIOLLEro OMNbITHOrO obpasua. ViHchopmaums Ans MeHepKMeHTa pucka MOXET nocTynatb U3
MOBbIX UCTOYHMKOB, B TOM 4MC/IE U3 MPOU3BOACTBEHHbIX 3anuceil 1 3anunceil no kauyectsy. OfIHAKO HUKAKOW OMbITHBbIV
obpasel, He MOXeT 3aMeHWUTb peasibHOe MeAMLMHCKOe WU3fenne B npoLecce ero NpUMeHeHWst peasibHbIMM NoJb30Ba-
Tenamu. NMoaToMy M3roTOBUTESb AOKEH OCYLLECTBIATE MOHUTOPUHI NPOU3BOACTBEHHON M NOCTNPON3BOACTBEHHON WH-
dhopmauumn. kotTopas MOXeT MOB/UATL Ha OnpejesieHne UM PUCKOB W. CnefoBaTesibHO, Ha MPUHATME pelueHnid no
MeHeKMEHTY pucka. 3rotoBuTento Takke HeO6X0AMMO YyUMTbIBaTb COBPEMEHHbIN YPOBEHb Hay4YHO-TEXHUYECKOTO pas-
BUTUA U MPaKTUYECKyl0 NPUMEHUMOCTb MEAULMHCKOro usgenus. [laHHyo nHgopmauuio cnefyeT Mcnosb3oBatb A1
ynydleHnsa npouecca MeHemkMeHTa pucka. py HamumyM NoCTNpPou3BOACTBEHHOW MHDOPMaLMK NPoLecC MeHemx-
MeHTa pucka CTaHOBUTCS AENCTBUTENbHO UTepaTUBHLIM MPOLECCOM C 06paTHOV CBA3bIO.

B HacToslLeli Bepcun cTaHapTa HavMeHOBaHVe AaHHOro pasfena U3MeHeHo C «[ocTNpoV3BOACTBEHHAA WH-
chopmaums» Ha «[poM3BOACTBEHHAA U NOCTNPOM3BOACTBEHHAA UHGhOpMaLMs» Mo TOM NpUYMHe, YTO BaxkHas uHdopma-
LMA N0 MeHeMKMEHTY prcka MOXeT OblTb Mo/lyyeHa elle Ha CTaauv U3roTOB/IEHWA MeAMLMHCKOro msgenvs. Tpebosa-
HWA pasfena 9 Takke 6blIM NepecMOTPeHbl, 415 TOro YTo6bl NOAYEPKHYTh 3HaYeHWe nocnefoBaTe/lbHoCTU AeCTBIA,
OXWAaeMbIX OT U3rOTOBUTENA.
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Mpunoxexve B
(cnpaBoyHoOe)

O630p npouecca MeHeAXMeHTa pucka MeanLUHCKNX U3gennii

PucyHok B.1 npegHasHauyeH Ansa Toro, 4tobbl 4aTh Nob30BaTeNIsIM HACTOSLLEro cTaHAapTa Kpatkoe npeacrasre-
HVe O npoLiecce MeHeKMeHTa pucka MeAULMHCKMX n3genuii. Kak nokasaHo Ha pucyHke B.1. gaHHbIin npouecc sBnseT-
CA UTepaTMBHbIM, KaXKAbIA PUCK paccMaTpuBatoT nocnefoBaTe/lsHO, BO3Bpallasch Ha 6051ee paHHue cTagun B Cry4vas,
ec/in Mepbl MO YNpaB/eHN0 PUCKOM MPUBOAAT K BO3HUKHOBEHWIO HOBbIX ONAacHOCTEW UM ecnn CTaHOBUTCS AOCTYNHOW

He n3BecTHasa paHee MHGopMaLms.
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Mpunoxexve C
(cnpaBoyHoe)

Bonpochl, Ha KOTOPble HEO6XOAMMO OTBETUTL AN oNpefeneHns
XapaKkTepucTUK MeAULUHCKOTO N3enuns, BANSAIO W MNX
Ha 6e30MacHOCTb ero NpuMeHeHus

C.1 O6Lwme NonoxeHns

Tpeb6oBaHne K N3roTOBUTENIO MAEHTUPULMPOBATL XapakTePUCTUKA MEAULMHCKOTO U3LeNus, BAMsOLWmMe Ha 6e30-
NnacHOCTb ero NPUMEHEHNS, COAEPKUTCA B 4.2. PacCMOTPEHVE 3TUX XapaKTEPUCTUK ABNAETCA OCHOBHbIM TpeboBaHMeM
B MAEHTU(UKALMN ONACHOCTEW, CBA3aHHbIX C MeAuuUHCKMM usgenuem (cM. 4.3). OAHUM 13 cnocO6OB BbINOMHEHUA
[JaHHoro TpeboBaHUs ABNSETCHA COCTaB/IEHWE NEPEeYHs BOMPOCOB, OTHOCALUMXCA K U3rOTOB/IEHWIO, MPeayCMOTPEHHOMY
npYMeHeHuto, npeanonaraeMbiM Mosb30BaTesnisiM, 060CHOBAHHO MPOrHO3MPYEMOMY HEnpaBW/IbHOMY MPUMEHEHUI0 1
yTUAmM3aumm MeauumMHCKoro usgenus. Ecnv 3agasartb 3T BONPOChI OT MMEHWU BCEX 3aMHTepecoBaHHbIX v, (Hanpumep,
nosnb3oBaresield, CneLmanncToB N0 TEXHUYECKOMY OBGCAYXMBaHUIO, NALMEeHTOB 1 T. 4.), TO MOXHO Mosy4nTb 6osee non-
HYI0 KapTWUHY O BO3MOXHbIX ONACHOCTAX. [MpyBeAEeHHbIE HKE BOMNPOCHI MOTYT MOMOYb B MAEHTUMMKALMN XapaKTepUCTUK
MeAMLIMHCKOro M3Aenns, BAUAIOLWMX Ha 6e30NacHOCTb ero NpuMeHeHus. Bonpockl, nomoratoLlye onpefenntb pUck Ans
nauueHTa oT MPUMEHEHNS MeAVLIMHCKUX U3Lenvnii NS AUarHoCTUKKM in vitro, cogepxut H.2.5.4 (npunoxenvie H).

[aHHbIN nepeyeHb He ABNSETCA UCHEPNbIBAIOLLMM UM TUNUYHLIM 415 BCEX MEAULMHCKMX U3AENNIA, B HEFr0 MOXHO
[06aBN1ATb BONPOCHI, OTHOCALLMECH K KOHKPETHOMY MELULIMHCKOMY M3Aenuio, U n3beratb pacCMOTPEHWSA BOMPOCOB, He
OTHOCALUMXCA K AaHHOMY mn3genuio. Mpeanaraetcsa Takke paccmaTpuBaTh KaxAablli BONPOC He TO/IbKO MO OTAENbHOCTH,
HO 1 BO B3aMMOCBSA3U C APYrIMX BOMPOCAMM.

C2 Bonpocsl

C.2.1 KakoBO npeflyCMOTPEHHOE NPYMEHEHME 1 KaK cniefyeT NPUMEHATb MeAULNHCKoe n3genve?

PaccmaTprBaeMble hakTopbl:

- pofib MEAULMHCKOro U3fenus.

- B AMArHoCTMKe, NponnaKTuke, MOHUTOPUHIE, SIeUeHUN Uan obneryeHun 3abonesaHns;
- B KOMMeHcauum TpaBm WUanm oU3nNYecknx HefoCcTaTkos;
- B 3aMeLleHun 1am moamdrkaumm vyacTeii Tena uam ynpaeneHnn 3avatvem;

- MoKa3aHua K NpUMEHeHWI0 (Hanpumep, npegnofnaraemblie rpynnbl Nosb3oBaTeneil);

- MpefHa3HaYeHo M MeAULMHCKOe U3fenne A5 COXPaHeHWs WM MoAAEepXaHUs XU3HU;

- Heo6x0AMMOCTb BMeLLaTeNbCTBa CneuuanucToB Npyu otkase MeauLMHCKOro U3enns.

C.2.2 MNpegycMmoTpeHa N1 uMnaaHtTauus meAnLMHCKOro n3genma?

PaccmaTpuaemble (hakTopbl: MECTOHAXOXAEHWe UMNIaHTaTa: XapakTepucTuku npegnonaraeMblx nosib3osare-
nei; BO3pacT, BeC. (hn3nyeckas aKTMBHOCTb: B/NSIHWE CTapeHus Ha pabouvie xapakTepucTvku UMnaaHTara; npegnonara-
€Mblli CPOK AeCTBUA MMMaHTaTa: BO3MOXHOCTb M3B/IEYEHUSI UMMIaHTaTa.

C.2.3MpefycMOTPEH 1N KOHTaKT MeANLUHCKOTo U3Aenuns c nauMeHTomM nan Apyrumm nuuamm?

PaccmatprBaeMble hakTopbl: xapakrtep npeanosiaraemMoro KOHTakTa (MOBEPXHOCTHbIN KOHTaKT, WHBA3WBHbIA KOH-
TaKT UM UMNaHTaUms) 1 B KaX40M C/ly4aB — [A/IMTENbHOCTb M YacToTa KOHTaKTa.

C.2.4 Kakne maTepuanbl WAW KOMMNOHEHTbl BXOAAT B COCTAB MeAWULMHCKOTO W3fennsa, WCNoNb3yrTca
COBMECTHO 160 KOHTaKTUPYIOT C HUM?

PaccmaTpusaemble hakTopsbi:

- COBMECTMMOCTb C paccmaTpuBaembIMy BeLLecTBamu,

- COBMECTMMOCTb C TKaHAMU WU BMONOrNYECKUMU XUAKOCTAMU;

- XapakTepuCTuKu, OTHOCSLLMECH K 6e30MacHOCTU:

- HaJiMune B cocTaBe MeAVLIMHCKOTO U3L4ena MaTepuasioB XUBOTHOTO NMPOUCXOXAEHUS.

MpumeuyaHune — Cm. NpunoxeHue |. a Takxe cTaHgapTbl cepun [11J.

C.2.5 MoxeT nn aHeprus 6bITb NepegaHa nauneHTy uam BoipaboTaHa naymeHTom?

Paccmatpusaemble (hakTopbl:

- BUA nepeaaBaemMoli aHepruu;

- ynpas/ieHvie 3Heprueli, KauecTBo, KOIMYECTBO, UHTEHCUBHOCTb U A/INTE/IbHOCTb BO3JENCTBUS;

- SIBMIAIOTCA /I YPOBHU 3HEPTU BbILLE, YEM B YXKE MPUMEHSEMbIX MOA06HbLIX N3AeUsAX.

C.2.6 BBOAAT N1 NauueHTy UK BbIBOAAT U3 HEro kakne-nnbo selectsa?

PaccmaTpuBaemble (hakTopbl:

- CBeJleHNa 0 BBeAEeHUN UW BbIBEAEHUN BELLECTB:

- CB€/leHVsA 0 TOM. O/}HO 3TO BELLECTBO W/IM rpynna BeLecTs;

- [AaHHble 0 MakCMMaslbHOM Y MWHUMAa/IbHON CKOPOCTW BBE[EeHUs/BblBEEHUS BellecTBa W ynpasieHUn aTuM
npoLLeccom.
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C.2.7 MpoBoAAT N1 B MeEAULMUHCKOM n3genun o6paboTky 61MoNormyecknx BeLwecTs A8 X nocneyoLwero
MCMNONb30BaHNA, TPAHCY3UKN UK TpaHcnnaHTauun?

PaccmaTtpuBaemble chakTopbl: BuA 06paboTkn 1 obpabaTtbiBaemoe(ble) BelecTso(a) (Hanpumep, aytoTpaHcdy-
315, Ananus, o6paboTka KOMMOHEHTOB KPOBM WM KETOYHas Tepanus).

C.2.8 CTepunibHO 11 nocTasiseMoe MefuLMHCKoe usfenve, Uan oHo npefHasHayeHo 4N cTepunmsaunm
nosb3oBartesieM, Uan Heo6xo4MMbI Apyrne BUAbI MUKPOOMONOrnyeckon obpaboTkn?

PaccmaTpusaeMble hakTopsbi:

- NpegHasHa4YeHo N1 MeauLMHCKoe ufenvie Ana OfHOKPaTHOro WM MHOTOKPaTHOro NMpUMEHeHUs:

- flaHHble 06 YCNOBUAX XpaHeHus:

- OrpaHuyeHne ymcna NoBTOPHbIX NPUMEHEHWI;

- CMnocobbl cTepunusaumu;

- BO3felicTBME CNoco60B CTepunmsaunmn, He nNpegycMoTPeHHbIX N3roTOBUTENEM.

C.2.9 MNpeAHa3HAYeHO NN MeJULUHCKOe usgenue ANs PYTUHHON OUUCTKM U Ae3UH(EKLUN, BbINOHAEMbIX
nonb3osaresnem?

PaccmaTpusaemble (hakTopbl: BUAbl MPUMEHSIEMBIX YACTALLUMX U AE3NHAPULMPYIOLWNX CPEACTB, a Takke iobble
orpaHuyeHnsa Yucna LUMKI0oB OUNUCTKN. KOHCTPYKLUMA MEAMLIMHCKOrO U3Aenns MOXET B/UATL Ha Pe3y/ibTaTUBHOCTL PYTUH-
HOW OUNCTKU 1 Ae3nHdeKumn. KpoMe Toro, crefyeT yunTbiBaTb BAAHUE YNCTALMX U A€3MHDULMPYIOLWMX CPeACTB Ha
6e30MacHOCTb UM XapakTepucTUKN MeAULIMHCKOro U3genus.

C.2.10 BnnsaeT nu MeULUUHCKOE U3fenve Ha cpeny, OKpy>XarLlyto naymeHTa?

PaccmaTprBaeMble hakTopbl:

- Temneparypa;

- B/TAXHOCTb;

- cocTaB aTMOCEPHbIX ra3oB..

- [aB/eHue;

- OCBELUEHHOCTb.

C.2.11 NpegHa3HavyeHo N1 MeANLNHCKOe n3genne Ana NnpoBefeHns U3MepeHniin?

PaccmaTtpriBaemble hakTopbl: M3MepsiemMble NepeMeHHble, NPaBWUbHOCTb Y TOYHOCTb Pe3y/bTaToB U3MepPEHWIA.

C.2.12 fiBnaeTtca N meAnLMHCKOE U3fenve MHTepnpeTupyowmm?

PaccmaTpuaeMble akTopbl: CNOCOOHOCTb MEAMLMHCKOrO M3fenus fasaTb 3ak/loYeHUe Ha OCHOBE BXOLHbIX
NN NOJyYEHHbIX B NMpoLecce NPUMEHEHNS JaHHbIX, MCMOJIb30BAHHbLIX a/ITOPUTMOB 1 0BEPUTENbHBLIX UHTEPBas10B. Oco-
60e BHUMaHWe cnefyeT yAenuTb HenpeayCMOTPEHHOMY NMPUMEHEHMIO AaHHbIX WX aJIrOPUTMOB.

C.2.13 NMpefycmMoTpeHo N1 NpUMeEHeHNe MeJULUHCKOro U3fenuns B coyeTaHum ¢ ApyruMun MegnumnHcKuMu ns-
AenaMn. MeguKkameHTaMun Uan Apyrumu MeguumnuHcKMMm cpegcTsammn?

PaccmaTpuBaeMble hakTopbl: MAEHTU(UKALMA N0ObIX APYTUX NPUMEHAEMbIX MeAULMHCKMX U3aenuii, meamka-
MEHTOB WM MEAMLVHCKUX CPEACTB U BO3MOXHbIE MPOG/IEMbI, CBA3AHHbIE C VX B3aVMOAEWCTBUEM; peakums nauveHTa
Ha nosly4aemoe JieveHve.

C.2.14 TIponCXoauUT NN HexenaTesibHOE BblAeNeHNe 3HEPTUM NN BELLECTB?

PaccmaTpriBaemble (hakTopbl, CBA3AHHbIE C IHEPrueit: LWym 1 BUbpaums, Tenso, nsnyyeHune (B TOM Yncie NOHU3U-
pyloLiee. HenoHusmpyowee 1 ynbtpadroneTosoe, BuaMmoe/MHpakpacHoe n3nyyeHue), Temneparypa Ha KOHTaKTHbIX
NOBEPXHOCTAX, TOKW YTEUKU, 3NEKTPUYECKME WU MArHUTHbIE MOSS.

PaccmaTtprBaemMble (hakTopbl, CBA3AHHbIE C BELLLECTBAMU: BELLLECTBA, UCMNOMb3yeMble NPy NU3rOTOBIEHNN, OUNCTKE
N UCMbITAHUAX W OKasblBatloLiMe HexenaTtenbHoe OM3M0N0rMyeckoe BO3AeNCTBME B C/yyae, €C/IM OHW OCTaloTCs Ha
n3genun.

[pyrve paccmaTpuBaemMble (PakTopbl, CBA3aHHble C BeLLeCTBAMU: BbiBeAEHWE XMMUYECKUX BELLECTB, NPOLYKTOB
XU3HELEATENIbHOCTWN N BUOOTNYECKNX XKULKOCTENA.

C.2.15YyBCTBUTENBHO NN MEeAMLMHCKOE N3aenue K BO34eCTBUIO OKpyXxatLeli cpefbl?

PaccmartpriBaeMble (hakTopbl: NPOU3BOACTBEHHAA Cpefa, TPaHCMOPTHbIE CPeACTBa U YC0BUS XpaHeHus. K Hum
OTHOCAT: OCBELLEHHOCTb, TemnepaTtypy, Bubpauun, yTeukn, YyBCTBUTENbHOCTb K U3MEHEHUSIM B 3HEProcHabXeHun u
OXNaXKAEHUN, 3NEKTPOMArHUTHbIE NMOMEXW.

C.2.16 Bo3gelicTByeT M MeANLMHCKOE U3AeNne Ha OKpyxXatoLyio cpeay?

PaccmaTpusaeMble hakTopsb:

- BO3JeliCTBME Ha CpefCcTBa 3HeprocHabXeHus 1 oxnaxaeHus;

- Bblfle/IeHNe TOKCUYHBIX BELLECTB;

- reHepupoBaHNe 3N1eKTPOMArHUTHbIX MoMeX.

C.2.17 VimeloTcA NN pacxofHble Mmatepuansl Uiv NPUHaAIEXHOCTU, CBA3aHHbIE C MEAULNHCKAM U3genvem?

PaccmatpriBaemble hakTopbl: TEXHUYECKMe TpeboBaHMA K pacxofHbiM matepuanam WM NpuHaaneXHoCTAM,
CBSA3aHHbIM C MEAWLVHCKUM W3fenueM, n nobble orpaHnyeHns 4ns nonb3oBaTesieil B BbIOOPe JaHHbIX MaTepuasioB
AN NpUHaANEeXHOCTENR.

C.2.18 HeobxoAnMbI NI TEXHUYECKOE 06CYyXNBaHMe Uan kanmbposka MeguLMHCKOro n3genusa?

PaccmaTtpviBaeMble rakTopbl BK/IOYAKOT CBEAEHUS O TOM:

- JO/MKHBI /N TeXHWYeckoe 06CAYXMBaHNE UM KasIMbpoBKa BbINOHATLCSA OMEpPaTopoM, Nosb3oBaTenemM wmm
cneunannucTom;
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- HEo6XxoAMMbI N creunasnbHble BeLecTBa WM o6opyfoBaHue AN Hag/1exallero TeEXHUYECKoro 06CnyxmnsaHns
NN KaIMbpoBKU.

C.2.19 BXxo4uT nn B cOCTaB MeAULMHCKOro n3genua nporpammHoe obecneveHme?

PaccmaTtprsaemMble (hakTopbl: CBEiEHNs1 O TOM, O/HKHO /M nporpaMMHoe obecneyeHne 6biTb YCTAHOB/IEHO, Be-
puchnumposaHo, MoANULMPOBAHO UM 3aMEHEHO OMepaTopoM, Mo/fib3oBaTeneM Wan cneuyanucToMm.

C.2.20 VimeeT N MeAULIMHCKOE U3fenne orpaHnyeHHblli CPOK XpaHeHna?

PaccmaTtprBaemMble hakTopbl: COOTBETCTBYIOLLAA MapKMpOBKa UM MHAMKATOPbI, & Takke CBeAeHus 06 yTunmnsa-
U MeauLMHCKOro U3fenusa no UCTEYEHUN CpoKa rofHOCTU.

C.2.21 Cyw,ecTBYIOT /I OTCPOYEHHbIE NN ANUTENbHbIE NOCNeACTBUSA NPUMEHEHNS MeANLMHCKOIo u3genuna?

PaccmatprBaeMble (hakTopbl: 3proHoOMUYeckne 1 KyMynsTuBHble 3dhdekTbl. K HUM OTHOCST: BO3AelCTBME KOPpPO-
311 Ha Hacocbl 415 (PrU3NONOrMUeCcKoro pacTeopa, MexaHW4Yeckyto yCTasiocTb, ocnabneHne ysnos Uan KpenaeHuii, Bos-
JelicTBue BMGpaUWu, UCTUPAHUB UM OTK/IeMBaHNE MapKMpPOBOK, YXyALUEHVWE CBOMCTB MaTepuasioB Npu A0SrocpoYHOM
NPUMEHEHUN MEMLIMHCKOrO N3fesnus.

C.2.22 Kakne mexaHuyeckme cuabl MOTyT BO34eACTBOBATbL HA MeANLMHCKOe n3genne?

PaccmaTpriBaemble (hakTopbl: CBEAEHUS O TOM. YMpaBAsieT I MEXaHNYECKUMN CUNamm, OkasblBaOLLMMU BO3aeli-
CTBME Ha MeAuLUMHCKOoe u3fenve, TOMbKO Nosib3oBaresib UKW Nosb3oBarteslb COBMECTHO C APYTMMU nuuamu.

C.2.23Yem onpepgenseTcs CPoK Cyx6bl MeULNHCKOro n3genma’?

PaccmaTtpviBaeMble (hakTopbl: CTapeHune n3fenvsa U UCTOWEHNEe 3N1eMEHTOB MUTaHUS.

C.2.24 MNpepHa3HayeHo N1 MefuLnHCKoe usgenve 4na o4HOKPaTHOTO NpUMeHeHua?

PaccmatpuBaemMble hakTopbl: BO3MOXHOCTb CAMOMMKBUAALUN MeAULMHCKOTO U3fenns nocne npuMeHeHus;
Ha/imume ykasaHuii Ha TO. 4TO JaHHOe u3fenine yxe 6blI0 NPUMEHEHO.

C.2.25 Heo6x0a1Mbl N1 6e30NacHbIii fEMOHTaX UK yTUAN3aunsa MeguLuHCKoro ngennsa?

PaccmaTtpriBaeMble akTopbl: OTXOAbI, BO3HUKAKOLLME NPU YTUAIM3aLMN MeAULIMHCKOTo u3genus. Hanpuwvep, cne-
[yeT 0TBETUTb Ha BOMPOC, COAEPXUT /M JAHHOE U3e/Ne TOKCUYHbIE UK OnacHble BELLECTBA WV BELLEeCTBa, NPpUrogHbie
ANna nepepaboTku.

C.2.26 Heo6x0AMMbI 1M CNeunanbHoe 06y4yeHne uam cneymanbHbie HaBblKU A1 MOHTaXa UM NpUMeHeHns
MeANLMNHCKOro nsgenna?

PaccmaTtpriBaemMble (hakTopbl: HOBU3HA MeAMLMHCKOro U3Aenns; HaBbIKM U 3HaHUSA, HeObXoAMMble A1 MOHTaKa
[aHHOro nsgenus.

C.2.27 Kakas nHdopmanma no 6esonacHomMy npuMmeHeHunto byaeT npegocTasieHa nosib3osaTento?

PaccmaTpuBaemble hakTopsbl:

- CBefieHna o0 Tom, ByfeT /im nHdopmaumsa npegocTas/ieHa KOHEYHOMY No/b30BaTe o HenocpeACcTBEHHO U3roTo-
BUTENEM 1Unun 6yayT 3afeiicTBOBaHbI Apyrue nuua, Hanpumep cneuyanucTbl N0 MOHTaXy/yCTaHOBKe. NOCTaBLUMKN Meau-
LIMHCKUX YCNyr, MeguUyHCKMe paboTHUKM Unn hapMaueBTbl, U Kak 3TO NOB/NAET Ha 06yyeHune:

- MHGhopMaLmsa 0 NyckoHanafouHbIx paboTax (BBOAE B aKChayaTaumio) U nepefade nsgenns KOHEYHOMY Nosb30-
BaTesito. a Takke O Len1ecoobpasHOCTU/BO3MOXHOCTN MOHTaXa /IMLAMU, HE UMEIOLWMMI CrelnasbHbIX HaBbIKOB;

- CBefleHNs 0 HeobX0AVMMOCTH NepeobyyeHns M nepeatTTecTaLum oNepaTopoB MM 06CIYXMBAIOLLEro NepcoHa-
na ucxoaa v3 npegnonaraeMoro cpoka Cnyxo6bl nsgenus.

C.2.28 byayT v HeobxogMMbl pa3paboTka 1 BHeApeHNEe HOBbIX MPON3BOACTBEHHbIX MPOLLECCOB?

PaccmaTtprBaemMble dhakTopbl: HOBble TEXHOMOMMN UK HOBble MacluTabbl NPOM3BOACTBA.

C.2.29 3aBUCUT NN yCneLwHoe NpMMeHeHe MeANLMHCKOro U3aenmsa oT YesloBeYecKoro hakropa, Takoro, Kak
nonb3oBaTeNbCKNii MHTepgenc?

C.2.29.1 MoryT 1m 0COGEHHOCTM KOHCTPYKL MM NO/Ib30BaTENIbCKOTro MHTepdeiica NpMBecTH K owmnbkam npume-
HeHnA?

PaccmaTpriBaemble hakTopbl: 0COGEHHOCTU KOHCTPYKLMU MO/Ib30BaTeIbCKOro nHTepdielica, kKoTopble MOMyT npu-
BECTW K OIMOKaM NpUMeHeHNs. K HUM OTHOCST: 3/1EeMEHTbI ynpaB/ieHWs Wan UHAMKATOPbI, UCNOMb3yeMble CUMBO/IbI,
3pProHOMUYeckMe CBOWCTBA, AM3aiiH U34enus U cXemy PacnoioXeHUs 3/1eMEeHTOB YMpaB/ieHuUs, nepapxuio AeicTBuiA,
MEHIO 411 U3AeNnii ¢ NPorpaMMHbIM yrpas/ieHneM, HarnsaAHOCTb NpeaynpexaeHuii, XopoLwy CAbILLMMOCTb CUTHasI0B
TpeBOrn, CTaHAapTHbIE LBETOBbIE KOAbl. [JONOMHNTENBHOE PYKOBOACTBO MO 3KCN/yaTauMoHHOW NpUrogHocTy cm. [12]. no
cuctemam curHanmsauum — [13].

C.2.29.2 icnonb3yT i MeguLMHCKOe n3aenve B cpeje, B KOTOpPOI oTBeKarowme hakTopbl MOryT NpuBecT
K owmMbKam npumeHeHunsa?

PaccmaTpusaemble hakTopsbl;

- NOCNeACTBUS OLUIMOOK MPUMEHEHUS;

- CBEfleHMs1 0 TOM, AIBNAKTCA K OTBeKaLme hakTopbl NPUBbLIYHBIMY 415 NOMb30BaTeNs;

- BEPOATHOCTbL MOSIB/IEHWSA PEAKO CyHatoWMXCA OTB/IEKatoLLMX hakTopoB.

C.2.29.3VImeeT N1 MefunLMHCKOe n3fenne cCoefuHUTENbHbIE YAaCTN NN NMPUHALNEXHOCTN?

PaccmaTpuBaeMble hakTopbl: BO3MOXHOCTb HEMPaBW/bHbIX COEAUHEHUI, CXOACTBO C COEAUHEHUSAMU B APYTUX
n3genusax, NPoYHOCTb CoeAnHeHns, obpaTHast CBA3b NpW MOBPEXAEHUN COeAMHEHUS, a Takke C/MLIKOM MPOYHOoe Wu
HEeloCTaTOYHO MPOYHOEe CoefuHeHNe.
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C.2.29.4 VIMeeT 1 MeuLMHCKOe n3aenmne ynpasnstowmnii nHTepdeic?

PaccmatpmBaemble (hakTopbl: NPOCTPAHCTBEHHOE pacnpefesieHne 3/1eMeHTOB ynpaBieHus, UxX KogupoBaHue,
rpynnupoBka, cxema NpPOCTPaHCTBEHHOTO pacnpejesieHns, pexumbl 06paTHOW CBSi3W, rpy6ble OWMGKU, He3HaunTesb-
Hble npomaxu, gudepeHumaUms ynpasneHnsi, kKauecTBO N306paxXeHWid, HanpasieHne akTUBMPOBaHUA UM U3MEHe-
HVSA. OUCKPETHOCTb WM HENPEPbLIBHOCTb (PYHKLMOHUPOBAHWUSA 3/1EMEHTOB YMNpas/iieHus, 06paTuMOCTb HacTpoek win
[elicTBuiA.

C.2.29.5 VimeeT nn MmegunumHCcKoe nsgenve yHKL Mo oTobpaxeHns uHgopmaymm?

PaccmaTpriBaemble (hakTopbl: KA4ECTBO M306PaKEHNSI B Pa3HbIX YCMOBUSAX: OpUeHTauus, 3puTesibHble CnoCO6HO-
CTU NOMb30BaTeNs; CTENEHb 3aro/IHEHNS 3KpaHa MOHUTOPA U NepcrnekTUBHOE U300paxeHue; YeTKOCTb NpefcTas/ieH-
HOI MHChopMaLWK; eanHNLBI OTOBpaxXeHns MHOPMaLUK; LBETOBbIE KOAbl; AOCTYN K Hanbonee BaXKHON MHopMaLmu.

C.2.29.6 imeeT N MefNLMHCKOE N3aenne MeHto ynpasneHna?

PaccmaTpriBaemble (hakTOpbl: CIOXKHOCTb W YMC/IO YPOBHEN MEHI0, 0CBEAOM/IEHHOCTb MOMb30BaTeNIs O COCTOSA-
HUWM MEHI0, PacrnoioXeHNe HacTpoek, CNoco6 nepemMelleHnss Mexay o6bekTamu, YUC/O LWaroB B OAHOM AelcTBUM,
npo6aembl YeTKO nocnefoBaTeNbHOCTU AECTBUIA U 3aNOMUHAHWSA, COOTHOLLEHWE BaXKHOCTW U AOCTYNHOCTU ChyHKL MW
ynpasneHus, a TaKkke B/IMSHUE, OKa3blBaeMOe OTK/IOHEHUAMU OT YCTAHOB/IEHHbIX OMepauMoHHbIX npoueayp.

C.2.29.7 bypet nu MeuuMHCKOe n3genne npuMeHATbCA nLamm ¢ 0cobbiMy NOTPeBHOCTAMN?

PaccmaTpuBaeMbie hakTopbl: Npegnonaraemblii Nob30BaTeslb, €r0 YMCTBEHHble CMOCOGHOCTU U husnyeckne
BO3MOXHOCTU, HaBblkW W NOArOTOBKA, 3PrOHOMUYECKME acnekTbl, cpefa NpuMeHeHus, TpeboBaHus K ycTaHoBke/
MOHT&XXy, CMOCOGHOCTb NauWeHTa ynpaensiTb NPUMEHEHNEM MeAMLMHCKOIo W3Aenus Uau BO3AeiCcTBOBaTh Ha AaHHoe
npvmeHeHne. Ocoboe BHUMaHWe cnefyeT yAensTb Nonb30BaTeNIsiM CO CneuntnyeckuMm noTpebHOCTAMM, TakuM, Kak
nmua € orpaHUYeHHbIMM BO3MOXHOCTSAMU, MNOXWAble o 1 getu. K cneumuryeckum NoTPeOGHOCTAM MOXHO Takxe
OTHECTN MOTPE6GHOCTb B AONOSHUTENLHOM NOMOLLM APYroro nuua B npouecce NpUMEHeHWs MeAMLUMHCKOro U3aenus.
CneflyeT paccMOTpeTb BO3MOXHOCTb NPUMEHEHWUA MEAMLIMHCKOTO U3AEeNNa nuuaMn ¢ pasHbiM YPOBHEM MNOArOTOBKU U
KYNbTYPHLIMU OCOBEHHOCTAMM.

C.2.29.8 MOXHO 11 UCNOb30BaTb NOJIb30BaTENLCKUI MHTEPAIEC AN MHULUMPOBAHUA AENCTBUIA NONb30Ba-
Tena?

PaccmatprBaeMble (hakTopbl: BO3MOXHOCTb MHULMUPOBAaHUS HAMEPEHHbIX AeCTBUI Nofb3oBaTens Ans BXoAa B
ynpasnsemMblii pabounii pexum, 4To yBenmumBaeT pPUCKM ANA NauveHTa; 0CBEeAOMIEHHOCTb M0Mb30BaTENSA B AaHHbIX
obcTosATeNbCTBAX.

C.2.30 icnonb3yoT 1 B Me4ULIMHCKOM U34e/iMn CUCTEMY CUrHannsaunun?

PaccmaTtprBaemMble (hakTopbl: PUCK MOAAYM IOXKHLIX CUTHA/I0B TPeBOry, HecpabaTtbiBaHWE CUCTEMbI CUTHa/U3a-
LMK, OTCOEANHEHNE CUCTEMbI CUTHATM3AUMN, HEHAOEXHOCTb YAa/IeHHbIX CUCTEM CUrHaIM3aLUmn, a Takke BO3MOXHOCTb
NOHUMaHVA MEeULMHCKUM NepCOoHasIOM MPUHLUMNOB paboTbl CUCTEMbI CUTHasmM3auun. PyKOBOACTBO MO CUCTEMaM CUr-
Hanmsauum npusegeHo B [13].

C.2.31 KakoBbl cnoco6bl HeNpaBnIbLHOTO NPUMEHEHNA MeAULNHCKOro n3genvs?

PaccmaTpriBaemble (hakTopbl: HeNpasu/ibHOE MPUMEHEHME Nepek/oyaTeneii: BbIxod U3 CTPOS CUCTEMbl CUrHa-
nm3aumm UM 3NemeHToB, obecreunBaroWwmnx 6e30MacHOCTbL NPUMEHEHUs; npeHebpexeHne pekoMeHaunsamm n3roto-
BUTENA B OTHOLLUEHUMN TEXHUYECKOr0 06CYXNBaHUS.

C.2.32 O6ecneuymBaeT M MeANLNHCKOE N3Jenne xpaHeHne daHHbIX, BXHbIX 4158 BeAeHNs naymeHTa?

PaccmatprBaemble (hakTopbl: NOCNEACTBUA U3MEHEHUSA WM UCKAXEHUS faHHbIX.

C.2.33 ABnsieTca n MeguunHCcKoe n3genme MobuabHbIM UM NOpTaTUBHLIM?

PaccmaTtpriBaemble (hakTopbl: HEOOXOAVMbIE 3aXKMMbI, PYKOSITKM, Ko/eca, TOpMOo3a, MexaHu4eckas ycToiunmBocTb
N NPOYHOCTb MEeANLMHCKOro U3fenus.

C.2.34 3aBUCUT 1M NPUMEHEHWE MEAULUHCKOrO N34eNns OT ero BaXHeNWmnx akcnayaTaunoHHbIX XapakTepuc-
TMK?

PaccmaTtpriBaemble (hakTopbl: BbIXO4HbIE XapakTePUCTUKN U3LeNnii, obecneunBaroLLmX Xu3HeobecneyeHue opra-
HM3Ma; cpabaTbiBaHNe CUCTEMbI CUTHa/IM3ALUN.

B [1] paccMOTpeHbl BaxHelilune 3KCNIyaTalMOHHble XapakTepUCTUKN MeAULMHCKUX SMIEKTPUYECKUX M3Aenunii u
MELULIMHCKNX 3NEKTPUYECKUX CUCTEM.
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Mpunoxexve D
(cnpaBoyHoOe)

KoHuenuun pucka, NnpUMeEHUMbIe K MEeANLUHCKUM U3[eNusam

D.1 O6Lwme nonoxeHns

[laHHoe npuoxeHne COAEPXUT PYKOBOASLUME yKazaHUsi NPUMEHUTENIbHO K CefyloWnM KOHLeNUUsaM prcka,
BaXXHbIM 711 MEHeMKMEHTa pycka MEeAVLIMHCKUX U3Lenuii:

- 0NacHOCTU 1 onacHble cUTyauum:

- onpefesieHne pucka;

- JONYCTUMOCTb PUCKa;

- ynpas/ieH/e PUCKOM;

- aHa/In3 COOTHOLLUEeHUS PUCK/MONb3a;

- BCECTOPOHHEE OLeHNBaHMe pucka.

TepMuH «puUCK» onpefeneH B 2.16 Kak «couyeTaHne BepOsiTHOCTU NPUUMHEHWS Bpeaa U TSXEeCTW 3Toro Bpefa». Ho
3TO He 3HauWT, YTO A/1A OnpefesieHns Be/IYMHbLI pucka fJaHHble (DakTopbl criefyeT NpocTo NepemMHOXUTb. OHUM U3
CMoco60B OnUcaHusi pucka 1 BU3yasIbHOrO BOCMPOU3BEAEHUS CMbIC/NA, 3a/I0KEHHOTO B €ro onpejesieHnu, sBnsetca
noCTpPOeHWe ABYMEPHOI AnarpaMmbl pricka.

[unarpamma pucka, Kak nokasaHo Ha pucyHke D.1. obecneumBaeT BU3yasibHOe NpeacTaBfeHve THXeCTU Bpeaa no
ocu X 1 BepOATHOCTW HACTyN/eHns Bpeaa no ocu Y. [Ins kakAoi onacHOCTW UM OMACHO cuTyaumumn YucnoBoe 3Ha4eHme,
paccunTaHHOe UCXOAS U3 TSHKEeCTU BpeJa U BEPOATHOCTU NPUYMHEHNS Bpeda, HAHOCAT rpauueckn Ha guarpammy pucka
B BUAE OTAE/IbHON TOYkKU. B 3TOM MpviMepe Ha guarpammy HaHeceHbl PUCKWM, BE/MYMHA KOTOPbIX yxe onpegeneHa (R,.

r2r3..).

YcnosHble 0603HauYeHUs:
- X — yBenMyeHve TAXeCTu Bpeda: - Y — yBesIM4YeHne BEPOATHOCTU NPUYMHEHNS Bpesa

PucyHok D.1 — lpumep gnarpammbl pucka

D.2 OnacHoCTK 1 onacHble cuTyaumm

D.2.1 O6Lme NonoXeHns

MeguumHcKoe usgenue NpUUUHAET Bpes, TO/IbKO B TOM C/lyyaB, Korja BO3HUKaeT MocnefoBaTelbHOCTb COObITUI,
NpUBOASALLAS K ONACHO! CUMTyauun 1 BNOCNEACTBUM K NPUYMHEHWIO Bpeda. MocnefoBaTenbHOCTb COBbITUIA MOXET BK/HO-
YyaTb Kak OTAenbHoe cobbiTue, Tak U KOMBUHaLMIO COObITUIA. OnacHan cuTyaums ckiagbiBaeTcs, Koraa noaun, MMyLWecTso
UK OKpyXxatoLlas cpeda nofsepraloTcsi onacHoOCTU.

MpunoxeHve C coAepXnT PyKOBOAALLME yKka3aHWs B BUAE BOMPOCOB, HA KOTOPble HEOOGXOAMMO OTBETUTL ANA
onpeaeneHns XxapakTepucTuk MeauLMHCKNX N34eNnid, BANSAIOWMX Ha 6€30MacHOCTb MX NMPUMEHEHWS, YTO ByaeT cnoco6-
CTBOBaTb MAEHTUMKALMM BO3MOXHbIX onacHocTeli. MpunoxeHne E coAepXuT pykoBOASALLME yKa3aHUA OTHOCUTENbHO
naeHTucnKaL My onacHocTen n nocnefoBaTelbHOCTel COObITUIA, KOTOPbIE MOTYT NMPUBECTM K ONacHOW cutyauun. Mpuno-
XeHve H cofepXuT pykoBOAsLME yKka3aHUa No naeHTUdmkaumm onacHocTeil 1 nocnegosatesibHOCTeN COBbITUN, KOTO-
pble MOryT NPUBECTM K ONACHbIM CUTyaLMaM U NPUYMHEHNIO BPeAa B OTHOLIEHUN MEAULMHCKUX U34eNnii ANa AnarHocTu-
Ku in vitro.
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Heo6x041MMO0 NogYepKHYTb, YTO ONacHble CUTyauun MOryT BO3HMKATb flaxe B OTCYTCTBME OTKAa30B, T. €. B YC/IOBUAX
HOPMa/IbHOTO NPUMEHEHUS MeAULIMHCKOro usgenus.

D.2.2 OnacHble cuTyauun, SBnaLLnecs cneicTenem oTkasos MeULMHCKOrO U3genns

D.2.2.1 O6uwue nonoxeHns

B cnyuyae, Korga onacHas cuTyalusi BO3HWKaeT BCNeACTBUE OTKasa MeAULMHCKOTO U3aenus, cnegyet pasnuuyatb
BEPOSATHOCTb OTKasa W BEPOSITHOCTb NpuYMHeHus Bpega. OTkas MeAULMHCKOrO U3Aenns He BCerga NpuBOAWT K BO3HUK-
HOBEHMIO OMAacHOM cUTyau W, Tak Xe Kak 1 onacHas cuTyauus He Bcerja npuBoAvT K MPUYUHEHWIO Bpeaa.

Ocoboe BHUMaHVe cnegyeT yAenaTb OnacHbIM CUTyauuaM, SBMSIOWMUMCA CNefCTBUEM OTKa30B MeWLIMHCKOro
n3genvs. BaxHo NoHUMAaTh, YTO. Kak Npasw/io, 6blBaloT ABa BuAa OTKA30B, KOTOpPblE MOMYT NPUBECTU K BO3HUKHOBEHMIO
onacHoii cuTyauuu: ciydaliible 1 cuctemaTmyeckue oTkasbl.

D.2.2.2 OnacHble cuTyauuu, ABNstoLLMeca CNeicTBMEM CydaiHbIX 0TKa3oB

B OTHOLIEHNN MHOMUX COGbLITWIA BEPOSTHOCTVM BO3HMKHOBEHWS OTKA30B MOXHO MPVCBOUTbL YMC/IOBOE 3HAYeHUe.
HekoTopble npymepbl CiyvaiiHbIX OTKa30B:

- 0TKa3 4YactTu usgenus, Hanpumep UHTErpasibHON CXeMbl B 3/1IEXTPOHHOM 6rioke:

- NoJlyYeHre HeBEPHbIX Pe3y/bTaToB U3-3a 3arpsA3HeHVs u3genna Bcneactsune ctapeHuns |VD-peareHTta (peareHta
ONS QUArHOCTUKK 1O Vitro)',

- 0TKa3 13-3a HanMuusa Bo3byauTenell MHPEKUWA NN TOKCUYHBIX BELLECTB B/HA MeguLMHCKOM m3genun. Konuve-
CTBEHHOE ornpejeneHve 61oNorMyecknx PUCKOB BO3MOXHO TOSIbKO B TOM C/lyyae, Korja umeeTcs goctatouHas MHAop-
MaLmsi 06 onacHOCTW 1 06CTOATENbCTBAX, BAMSAIOWMX HA BEPOSTHOCTb BO3HUKHOBEHWSI OMACHOW cuTyauumn, Hampumvep,
npy obecneyeHnn CTepUIbLHOCTU. Ty CUTYaLMI0 MOXHO TPaKTOBaTb Tak Xe. Kak Cny4aliHblii 0Tka3 annapartHoro obecne-
YeHus. Bo MHOTMX Apyrux ciyyasx Hanmuve Bo3dyauTeneli MHeKUmMiA Ui TOKCUYHBIX BeLecTB ceflyeT paccmMarpuBaTb
Kak cucrematuyeckuii otkas (cm. D.2.2.3). Puck, BO3HMKaIOWMI M3-3a2 Ha/MUMS TOKCUYHOTO BellecTBa B matepuane
n3genvs, cnepyeT onpefenatb B COOTBETCTBUM C [14]. 3TO MOXET rapaHTMpoBaTh, YTO OXuUAaemas cTeneHb NPUUMHEHNS
Bpefa OT NPUMEHEHUA MeAULMHCKOTO U3Aennst HUXKe TOi. KoTopas cnocobHa MpuUuMHWUTL Bpef 3[40pOBb0 MNo/b3oBaTte-
na.

D.2.2.3 OnacHble cuTyauuu, ABnawLWmuecs cnegcTsnemM cuctemaTnyecknx oTkasos

CuctemaTtuyeckuii oTkas MoXeT ObiTb pe3ynbTaTtoM OLUMOKM MpW OCYLEeCTBAEHUW N060ro BUga AeATenbHOCTU.
OnpefenieHHoe coyeTaHne BXOAHbIX JaHHBIX WM YCMOBUI OKpyXatoLleii cpefbl 6yAeT cucTematuyecku npuBOAWTbL K
0TKa3zy MefULMHCKOI U3genus, Torga Kak B Apyrux ciyvasx oTkas He Npou3ongeT.

Owwmbkmn, NPMBOAALLME K CUCTEMATUYECKMM OTKasam, MOryT ObITb Kak B annaparHoM, Tak W B NporpaMmMHom obec-
neyeHnn n Ha 6ol cTagumn pa3paboTkn, N3rOTOBIEHNSA N TEXHUYECKOTO 06CNYXMBAHUA MeSULMHCKOTOo n3genvs. He-
KOTOpble NPUMepbl CUCTEMATUYECKUX OTKA30B:

- HEBEPHO paccuMTaHHblii NNaBknii NpegoxpaHnTeNb He NO3BONSET NPefOTBPATUTL OMACHYI0 CUTYaUuo: napameT-
pbl NaBKOro NpefoxpaHuTens Moru 6biTb HEBEPHO OnpeaesieHbl WM HENPaBWIbHO YCTAHOBEHbI MPY U3TrOTOBIEHUN,
WM HENpasW/IbHO 3aMeHEeHbl MPY PEMOHTE;

- B 6a3e AaHHbIX NporpaMmmHOro obecneyeHns He NpPegycMOTPEHO COCTOSIHNE 3ar0/THEHHOCTU: ecnn 6a3a JaHHbIX
3anofiHeHa, TO HEesICHO, YTO AenaTb NPorpaMMHOMY O6ecrneyeHuto: BO3MOXHBIM CNeACTB/EM MOXET CcTaTb yAasleHne
MMeIoLLMXCA 3anuceli B Lensax BbICBOOOXAEHNUA MecTa A5 HOBbIX 3anuceii:

- XMAKOCTb, UCMONb30BaHHasA NPV U3rOTOBMEHUM MEAULMHCKOTO U3AENNsl, UMEeeT TOUKY KUMEeHUs HKe Temnepa-
TYpbl Tena yenioBeka: oCTaTku XWAKOCTU MOryT Npu onpefeneHHbIXx 06CToATeNbCTBaX NONACTb B KPOBb U. BO3MOXHO,
npvBecTy K ambonuu;

- aHTMTeNna B Npobe Ha renaTuT He pacno3HaloT HeKOTopble (HOBbIE) BUAbI BUPYCOB;

- HeafeKkBaTHOe ynpaB/ieHe OKpYXatoLLei cpefioii uam c6oi B crcTeMax ynpas/ieHUs oKpyxatoLieii cpefoi npu-
BOAMWT K 3arps3HeHUo faHHON cpefbl TOKCUYHbIMY BelecTBaMun Wan BO3GyAUTeNs My UHeKLmii.

TCHHOe onpefenieHne 4acTtoTbl CUCTEMATUYECKMX OTKA30B 3aTPYAHUTENIHO B MEpPBYIO ovepefb Mo crefylowmum
npuynHam:

- U3MepeHmne YacToTbl CUCTEMATUYECKMX OTKA30B TpebyeT 60bLUMX 3aTpaT Ye0BEYECKUX U IEHEXHbIX PeCypCoB.
[locTmxeHne npremnemoii 4OCTOBEPHOCTN Pe3y/ibTaToB HEBO3MOXHO 6e3 Ha/lmums NoAPOBHbIX AaHHbIX O YACTOTe OTKa-
30B WM 6e3 3HaHWA NapameTpoB, OTHOCALLUXCA K YNpaB/IeHNIO PUCKOM;

- He JOCTUIHYTO corfiacus No MeToay KOSIMY4ECTBEHHOIo Onpe/esieHns YacToTbl CUCTEMATUHYECKUX OTKA30B.

MocKonbKy KONnyecTBeHHOe onpejeneHre pucka B AaHHbIX 06CToATeNbCTBAaX 3aTPyAHEHO, TO AN NpeaoTepalle-
HWA OMacHbIX CUTyauuii MPeAnoyTUTENbHO NPYMEHEHNEe POGACTHBLIX CUCTEM.

D.3 OnpepeneHne pucka

D.3.1 O6Lwme NosoxeHuns

[lna onpefeneHns pucka MOXHO MCNONb30BaTh pasHble MeToapbl. HacToAwmi cTaHgapT He TpebyeT NpUMeHeHUs
KOHKPETHOro MeTofa onpefesnieHnss pucka, Ho OH TpebyeT npoBefeHus npolecca onpegeneHusa pucka (cm. 4.4). Mpu
HaNM4mMmM HeoBXO0ANMBIX faHHbIX NPeAnoYTUTE/IbHEE OCYLLECTBNATL KONMUYECTBEHHOE OnpeAesieHne pucka, 0AHaKo aaxe
B OTCYTCTBME 3TUX [aHHbIX A8 onpejenieHns pucka AOCTaTouHO NPUMEHEHNA KayeCTBEHHbIX MeTOA0B.

KoHLenums pucka aBnseTcs KombuHaumen cneaytowmx 4ByX COCTaBNSIOLLMX:

- BEPOATHOCTU MPUYMHEHUA Bpeaa;
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- NocneacTsuii NPUYMHEHHOTO BPeaa, T. €. ero TAXECTU.

Mpv onpefeneHun pucka crnegyeT paccMaTpyBaTh:

- MHULMMpYtoLee cobbiTve nam o6CTonaTebCTBO [cM. E.3 (npunoxexune E)};

- nocnefoBaTesIbHOCTb COObITUIA, KOTOpasi MOXET MPUBECTU K BO3HWKHOBEHUIO OMAacHOW cuTyauuu:

- BEPOATHOCTb BO3HWKHOBEHMWSI TaKOW cuTyaumu;

- BEPOATHOCTb TOrO, YTO OnacHasa cuTyauus npueedeT K NPUYUHEHNIO Bpeda.

B 3aBMCMMOCTW OT 06/1aCTU MPUMEHEHUSI BO3MOXHO PaccMOTpeHMe TO/IbKO HEeKOTOPbIX 3/IeMEeHTOB mpoLecca
onpefeneHns pucka. Hanpumep, B Tex cnydyasx, Korga Bpeg MUHUMAIeH WM BEPOSITHOCTb NPUUMHEHMS Bpeda He
MOXeT 6bITb OnpefeneHa, HeT He06X0ANMOCTY UATY Jasiblue MEPBUYHOTO aHasm3a ONacHOCTW 1 ee MOCAefCTBUIA.

Puck cnegyeT onpefensTb B BblpaXKeHUsAX, 06neryatolwyx NpuHATUE peLleHunii No ynpasieHuo pyckoM, Hanpumep
MCMOMb3yA WKaslbl U eAVHNLBI U3MEPEHNs Bpefa 1 BEPOSATHOCTY MPUYMHEHNA Bpeda, oTpaxatowme dakTuyeckoe npu-
MeHeHVe npouecca onpegeneHns pucka. Npu aHanuse pricka ero COCTaBAAOWLME, a UMEHHO BEPOATHOCTb U TSHXKECTb,
cnefyet aHanv3vMpoBaTb OTAENbHO.

[unarpamma pucKoB, kak nokasaHo Ha pucyHke D.1. oTobpaxaeT pucku, KOTOpble OnpeAesieHbl, YTO MMeeT 3Haue-
HVe 4NA fanbHellwero NPUHATUA peLLeHnin. PUCKM HAHOCAT Ha Auarpammy no mepe vx onpegeneHus. Matpuubl pucka,
co3flaHHble Ha OCHOBe pucyHka D.1. Mcnosib3oBaHbl B NpuMepax, NPUBEAEHHbIX B HACTOSLLEM MPUIOKEHUN. TO He
03HayaeT, YTO AaHHbI MEeToZ MPUMEHNM KO BCEM MEAMLMHCKUM U34e/NAM, O4HAKO OH MOXET ObiTb NOME3eH BO MHOMMX
cnyyasx. Ecnv gnarpammy puckoBs Uy MatpuLly PUCKOB UCNONb3YIOT 4719 rpajaLun puckos, TO NPUMEHEHVE gyarpammbl
WM MaTpuLbl KOHKPETHOTO pucka A/1 KOHKPETHOro ciyyast (C COOTBETCTBYIOWMMU Pa3bSCHEHUAMMU) LO/DKHO ObiTb
060CcHOBaHoO.

D.3.2BepoAaTHOCTb pucka

D.3.2.1 O6Lme nonoxeHus

B KOHKPEeTHbIX 06CTOATENbCTBAX MPU HAIMUUK HEOOXOAMMBIX AAaHHbIX NPeAnoYTUTENbHBIM ABNSETCA pasfeneHve
YPOBHeli BEPOSTHOCTM puCKa N0 KOIMYECTBEHHbIM XapakTepucTukaM. Ecim 3T0 HeBO3MOXHO, TO U3rOTOBUTE b JO/MKEH
npefocTaBuTb OnNMcaHve Mo KayeCTBEHHbIM Mpu3HakaMm. Xopollee onucaHue no KauyeCTBEHHbIM Mpu3Hakam sydiie
HETOYHOTO OMMCaHNsA MO KOSIMYEeCTeeHHbIM XapakTepuctukam. MNpu pasgeneHnn ypoBHel BEPOATHOCTM pucka no kaye-
CTBEHHbIM MpU3HaKaM U3roToBUTE/lb MOXET MCMO/b30BaTh AECKPUNTOPLI, NpefHa3HavYeHHble 418 KOHKPEeTHOro meau-
LIMHCKOTO U3aenus.

D.3.2.2 Onpepenexne BepoATHOCTU pUcka

HecmoTpsa Ha To. UTO (hakTMYeCKn BEPOATHOCTb NpeacTaBnsieT CO60N HenpepbiBHOE MHOXECTBO, Ha NpakTuke
MOXHO MCMO/Ib30BaTb AUCKPETHOE YMC/IO YPOBHEN. B 3TOM Crlyyae M3roToBUTE b HA OCHOBE NpeAnosiaraeMoi JocTo-
BEPHOCTN OnpefeneHns BEPOATHOCTW puUcKa peLUaeT, CKOIbKO YPOBHEN BEpPOATHOCTU Heobxoammo. Yem 6Gonblie npes-
nonaraemasi ,OCTOBEPHOCTb, TeM 60/IbLLE YPOBHEW BEPOATHOCTV HEOGXOAMMO MCNOob30BaTh. 15 obnerdyeHus npuHsa-
TUSA pelleHnii cnefyeT UCNob30BaTb, Kak MAHUMYM, TPU YPOBHSI BEPOSITHOCTW. YPOBHW MOTYT 6biTb onucatesbHbIMM
(pycK ManoBepoATEH Ha NPOTSXEHWUN XUIHEHHOTO LMKNa MeAULMHCKOro U3Aenns, BEPOSTHOCTb BO3HWKHOBEHWA pucka
- HecKOsbKO pa3 Ha MPOTSHKEHUN XM3HEHHOMO LMKNa W3LEeNWsi, BEPOSTHO YacToe BO3HMKHOBEHWE pucka v T. 4.) wim
MOryT 6bITb BblpaXeHbl cumonamu (P1. P2 n T. 4.). /3rotoBuTento cnefyeT YeTko onpegenuTb YPOBHU BEPOSTHOCTY, AN1A
TOro YTobbl He BO3HWKAIO MyTaHuLbl. OCOBEHHO pe3yNibTaTuBHbLIM CNOCOOOM SIBMISIETCA ONpefesieHne YACNOBbIX 3Haye-
HWiA AN AUCKPETHBIX YPOBHENA.

OnpepgeneHne BepOSATHOCTY pucKa BK/OYaeT BCe 06CTOATENbCTBA W BCHO MOC/eA0BaTENIbHOCTb COObITUIA, Haun-
Has OT BO3HWKHOBEHMWSI NepBOHAYa/IbHON MPUUMHBI U 3aKaH4MBasi MPUYMHEHWeM Bpefa. PaccMoTpeHue BeposTHOCTU
NPUYMHEHNs Bpeaa CBSA3aHO C BO3MOXHOCTbIO BO3HMKHOBEHWS OnacHoCTW. Ecny HeT onacHOCTW, TO He MOXET ObiTb K
Bpefa. Takum o6pa3om, Npu onpefeneHnn BepOATHOCTU MPUYMHEHUS Bpeda HeobXOAMMO YYMTbIBaTb BO3MOXHOCTb
BO3HMKHOBEHWS ONacHOCTU, YTO NofpasymeBaeT OTBETbI Ha CrefytoLye BONpoChl:

- BO3HVKaeT N1 onacHas cuTyaums B OTCYTCTBME OTKa3a MeAULMHCKOTO U3fenus;

- BO3HMKaeT /I onacHas cuTyauyst B YC/I0BUAX OTKa3a;

- BO3HMKaeT 11 onacHas cUTyauus TOMbKO B YCIOBUAX MHOXECTBEHHbIX OTKa30B;

- HaCKOJIbKO BEPOATHO, YTO OnacHas cutyauus npusedeT K NPUUYMHEHWNIO Bpeda.

Ha BeposiTHOCTb TOro, YTO OMacHas cuTyauus npuBefeT K NPUYMHEHWIO BPefa, B/MSIOT XWU3HEHHbIV LMK Meau-
LIMHCKOro U3Aenuna 1 Yncno Takux U3genuii Ha pbiHKe.

[na onpefeneHns BEPOATHOCTY pucka 0ObIYHO MPUMEHSIOT CeMb NOAXOLOB:

MCMOoMb30BaHNe COOTBETCTBYHOLLMX AaHHbIX, OTHOCALLMXCA K UCTOPUM MeULIMHCKOTO 13aenus;
NPOrHo3vpoBaHne BEPOATHOCTU pUCKA C WUCMOMb30BAHNEM aHAIMTUYECKUX METOA0B WM MOAENVPOBAHNS;
MCMO/b30BaHNE 3KCNEePUMEHTaSTbHBIX AaHHbIX;

MCNoMb30BaHMe nokasatesniel HafeXHoCTH:

MCNosb30BaHNe AaHHbIX, NOYYEHHbIX B MPOLIECCe U3roTOB/IEHNS;

MCNofb30BaHne NOCTNPON3BOACTBEHHON MHhopMaLmK;

MCMO/Ib30BaHME IKCMEPTHBIX 3AK/TOUEHUIA.

27



FOCTISO 14971—2011

Bce 3T noAxobl MOXHO MCMOMb30BaTh Kak Mo OTAE/IbHOCTH, Tak U B KOMOUHaLumW. MepBsble Tpu noaxoja AB/MsAOT-
CS B3aMMOZOMOHSAOLWMNMMN: KaXAbliAi U3 HUX MMEeT CBOW CWU/bHble U cnabble CTOPOHbI. TaMm. rge BO3MOXHO, cregyeT
1CMosb30BaTh HECKO/IbKO MOAX0A0B. TakMm 06pa3om MOXHO 06ecneynTb He3aBUCUMYIO MPOBEPKY OJHOro Moaxoja c
NMOMOLLbIO APYIUX, YTO CMOCOGCTBYET MOBLILLEHUIO JOCTOBEPHOCTU pe3y/bTatoB. B cnyyas, ecnu 3T noaxofbl Hesb3s
MCnonb3oBaTb WU MX NPUMEHEHNe ABNAETCA HeAOCTaTOYHbIM, CreayeT NOSIOXMTLCA Ha 3ak/loUeHe 3KCNepToB.

D.3.2.3Puckun, BEPOSAATHOCTb KOTOPbIX HE MOXET O6bITb OnpejeneHa

JlocToBEepHOCTL onpefeneHnss BEPOATHOCTA pUCKa MOBbILLAETCA, KOrAa Ha OCHOBE TOYHbIX U HaAEeXHbIX JaHHbIX
MOXeT 6blTb MPOBEEHO KO/IMYECTBEHHOE ONpefesieHne BepOATHOCTY pUcka MUK Korja BO3MOXHO 060CHOBaHHOe
onpejgeneHne BEPOATHOCTU pUCKa MO KavyeCcTBEeHHbIM MpusHakaM. OgHako 3TO He Bcerfja ocylwecTBumo. Hanpumep,
BEPOSITHOCTb CUCTEMAaTUYeCKUX OTKa30B, TakmMX Kak onvcaHHble B D.2.2.3. onpegennTb ypessbluaiiHo TpygHo. Ecnm
TOYHOCTb OMpefieNleHNss BEepPOSATHOCTU puCKa CTaBWUTCA NOJ COMHEHVE, TO YacTo ObiBaeT Heobxo4MMO YCTaHOBUTb
LUIMPOKMIA AnanasoH BEPOSTHOCTM pUCKa WM YCTaHOBUTb, YTO TOYHOCTb ONpejAenieHns BEPOSITHOCTU pUCKa He Xyxe
HEKOTOPOI KOHKPETHOW BefnyMHbl. MOXHO NPUBECTV NpUMEPbI ONAcHOCTEl, Korga OYeHb TPYAHO onpeaenvTb BeposT-
HOCTb pucka:

- 0TKa3 MporpamMmmMHoOro o6ecneyeHus:

- caboTax WM HeCaHKUMOHMPOBAHHOE BMELLATE/IbCTBO B KOHCTPYKLMIO MeAULMHCKOTO U3aenus;

- HOBble OMacHOCTU, MPUPOAA KOTOPbIX eLle NI0X0 n3yyeHa (Hanpumep, HeAOoCTaTOYHOe 3HaHWe MHULVpYtoLeit
CMOCOGHOCTW BO36YAMTENS TAKOTO 3a60/1eBaHns, Kak rybuartas aHuedasonatns KpynHoro poratoro ckoTa, MeLlaeT Ko-
JIMYECTBEHHOMY OMpejesieHnio prucka nepejadn AaHHoro 3abosieBaHus);

- HEKOTOpbIEe TOKCUKOSIOTMYECKME OMAacHOCTU, TakmMe Kak Hasimume reHOTOKCUYHBIX KaHLepPOreHHbIX BELWEeCTB U CeH-
CN6MIN3aTOPOB. KOrAa 6blBaeT HEBO3MOXHO YCTAHOBUTH MOPOrOBYO BE/IMUYMHY BO3JENCTBKS, HUXKE KOTOPOIi He HacTyna-
eT 3pPeKT TOKCUUHOCTH.

B oTcyTCTBUE AaHHbIX O BEPOATHOCTU MPUYMHEHUA BPefa HEBO3MOXHO OMpefesinTb BE/IMUMHY pUCKa U 06bIYHO
Heo6x0MMO OLieHMBaThb PUCK TONbKO Ha OCHOBaHUM XapakTepa Bpefa. Ecnvm MOXHO caenartb BbiBOA O TOM. YTO onac-
HOCTb MMEET He3HauuTeslbHble MpaKkTUYeckne NocneAcTBUsl, TO PUCK MOXET ObiTb COYTEH OMYCTUMbIM M B Mepax no
yNpaBe/iIeHNI0 PUCKOM HET Heo6XxoAMMOCTU. OfHaKO AN 3HAYUTE bHbIX ONACHOCTEN, TakMx kak npuBedeHHble B D.3.2.3,
KOTOpble MO 6bl MPUYUHWUTL BPEJ, BbLICOKON CTEMEHN TAXECTU, HE [JIOXET 6blTb YCTAHOB/IEH YPOBEHb BO3AENCTBYUS,
COOTBETCTBYIOLLMI HACTO/IbKO HU3KOMY PUCKY, KOTOPbIM MOXHO 6bl710 6bl NpeHebpeyb. B Takmx cayyasx BENMYMHY prcka
cnepyet onpefensaTb UCXOAA U3 BEPOATHOCTY BO3HUKHOBEHWSI Haubonee Heb1aronpuATHOro NPOrHO3MpyemMoro BapuaH-
Ta. B HEKOTOpbIX cryyasx yA06HO Mo yMONYaHWUI0 YCTaHOBUTL 3HAYeHNE BEPOATHOCTY OTKa30B paBHbIM eAuHNULE 1 Mepbl
o ynpas/IEHNIO PUCKOM OCHOBbIBATL Ha UCK/IHOYEHUN ONacHOCTU, YMEHbLLIAs BEPOATHOCTL Bpeaa A0 A0MNyCTUMOro ypoB-
HA UM YMeHbLUas TaxXecTb Bpeaa (cm. D.4).

O6bIYHO cuMTaeTcs, YTO CyLLecTByeT obpaTHas 3aBUCUMOCTb MeXy OTNIaXEeHHOCTbIO NPOLEeCcCoB, UCMO/b3yeMbIX
Npy NPOEKTUPOBaHNN U Pa3paboTKe COXHbLIX CUCTEM, N BEPOSITHOCTLIO BbISB/IEHWSI UM HEBbISB/IEHUSA cUCTemMaTnyec-
KX 0TKa30B. YacTo LenecoobpasHo onpefenntb Heobxo4uMyto CTeneHb OT/IaEeHHOCTH npoLecca NPOoeKTUPOBaHuS 1
pas3paboTku C yUeTOM TSXKECTU MOCNeACTBuMiA cucTEMaTUYECKUX OTKA30B W Pe3y/bTatoB Mep MO YMpaB/eHU0 prCcKOM,
BHELLHMX MO OTHOLLUEHWIO K MEJULMHCKOMY 13aenmio. Yem Taxesiee NocneAcTenst OTKa3oB U He3HauuTeslbHee pesy/bTa-
TUBHOCTb BHELLHUX Mep MO YNpaB/IEHNIO PUCKOM, TeM 60s1ee OT/IaXeHHbIM [O/DKEeH OblTb MPOLECC NPOEKTUPOBAHUSA U
pa3paboTku.

D.3.3TaxecTb Bpega

[na pasgeneHns TAXeCTU BO3MOXHOrO Bpefa Ha YpOBHW U3rOTOBUTENO CriefyeT WUCNo/b30BaTh AECKPUNTOpbI,
noaxofslimne Ansa MeauLMHCKOro usgenus. MoHsATue TsiecTn Bpeda hakTUHecku npeactasnsieT cobolt HenpepbiBHOE
MHOXECTBO, OfIHaKO Ha MpakTVike 415 06MeryeHns aHasmsa MOXHO WCMO/b30BaTh AVCKPETHOE YMC/IO YPOBHEN Tskec-
TW. B Takmx cryyasx U3rotosuTe b caM ycTaHaB/IMBaeT HEOOXO4MMOe YACTO YPOBHEl TSXECTU 1 cnocob ux onpegene-
HUA. YPOBHU MOTYT 6bITb OnvcaTesibHbIMK (He TpebyeTca MeJULMHCKOe BMeLlaTebCTBo, TpebyeTca MeAnLMHCKoe BMe-
LiaTenbCTBO. TpebyeTcsi rocnuTanm3aums, BO3MOXEH NeTasbHbi UCXOA4 U T. A.). OHM Takke MOryT ObiTb BblpaXXeHbl
cumBonamut (S1. S2 v T. A4.). HO B TaKOM C/lyyaB KaxAblii CUMBO/ JO/MKEH ObiTb YeTKO onpefeneH. B nobom cnyyas
onpefienieHvie YpoBHEN TSHXECTU He [O/DKHO BKOYATb KaKoW-1nbo aneMeHT BeposTHOCTU (CM. npumepsl B D.3.4).

M3roToBuTeNt0 HEOBXOAMMO BbIGPaTL Y 060CHOBATL YPOBHU TSHXKECTU [/151 KOHKPETHOrO MEeAMLIMHCKOro nsaenms
npy YETKO YCTAHOB/IEHHbIX YCMOBUSX €r0 NPUMEHEHMS.

D.3.4 NMpumepsbl

D.3.4.1 AHanun3 pucka no Ka4ecTBeHHbIM Mpu3Hakam

[na aHanu3a pucka No KauyeCTBEHHbIM MPU3HAKaM MOXHO WCMO/b30BaTh HECKOSIbKO MOAX0A0B. TUMNUYHLIM NOA-
XO/l0M SIBNSI€TCA NpuMeHeHne maTpuubl NXM Ans onucaHusi BEPOSITHOCTU M TAXKECTU pucka A8 Kaxgol onacHoi
cutyaumn. OnpegensitoT N ypoBHe BepoATHOCTU U M ypoBHeR TskeCTu. Kaxipblii aneMeHT matpuubl npefcrasnser
co60ii noArpynmy NO/IHOrO Habopa BO3MOXHbIX PVCKOB. SfieMeHTbl MaTpuLibl 06pa3oBaHbl NepeceyeHneM guanasoHa
BO3MOXHbIX BEPOATHOCTEW U Auana3oHa BO3MOXHOW TsecTu (BO3MOXHbIX NOcnefAcTBuWiA). MNpocTbiM NpuMepoMm sBNs-
eTcs matpuua 3x3. OCHOBaHHas Ha onpefeneHusix, B3saTbix U3 Tabnuy D.1 n D.2. N3roToBuTeNto creayeT Aasatb onpe-
[leNieHns B COOTBETCTBUN CO CNeLnUKoin KOHKPETHOTO MU3fenus; onpegeneHns fO/MkKHbl 6blTb HACTONBKO TOUHLIMMU,
YTO6bI MOXHO 6bIN10 06ecneynTb BOCMPOU3BOAMMOCTL WX MPUMEHEHNS.
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Tab6nunya D1 — YpoBHU TSXECTN NO KAYECTBEHHbIM Mpr3HaKam

OnpepeneHne TAXeowU OnuncaHune
3HaunTenbHas CwmepTb, WM yTpata yHKUWA opraHn3ma, UM U3MeHeHue aHaTOMUYeCcKoro cTpoe-
HUs Tena
YMepeHHast O6paTMas WM He3HauuTenbHasi TpasMa (NopaxeHue)
MpeHebpexumo manas OTCyTCTBME TPaBMbl (MOPaXEHUST) WK OYEHb HE3HAUMTENbHAsH TpaBMa (MOpPaXeHVE)

Tab6nunya D.2— YpoBHM BEPOSATHOCTU MO KAYECTBEHHbLIM NpPU3HaKam

OnpepeneHne BEpPOATHOCTM OnucaHue
Bbicokast OyeHb BEPOATHbINA, YaCTo BCTPEYaoLMNIAC prUCK
CpepHss BO3MOXHbIA, HO He YacTblii puck
Hu3skas OO6bIYHO HEBO3MOXHbIA, peaKuii, OTAANEHHbIV PUCK

Mpy MCMONb30BaHWK B CTPOKaxX MaTpuLibl 0603HaYeHUii BEPOSTHOCTU, a B CTO6LAax — 0603HAYEHWIA TXecTU
MOXHO C034aTb MaTpuuy pucka 3x3. Pucku, KoTopble onpegenets (4,. R2, A3. ...), He06X04MMO 3aHECTU B COOTBETCTBY-
IoLMe anemMeHTbl MaTpuLpbl. MonyyeHHbI pesynbTar N306paxkeH Ha pucyHke D.2.

YpPOBHU TsHKECTU
No KayeCTBEHHbIM NpU3HakKam

YpoBHM BEPOATHOCTK MO MpeHebpexmmo YmepeHHas 3HaunTeNLHAs
KayeCTBEHHbIM MpU3Hakam Manas
Bbicokas
CpepHss ” a, s
Hu3skas 3

PucyHok D.2 — TMpumep Matpuubl pucka 3x3 MO Ka4eCTBEHHbIM Mpu3HaKkam

D.3.4.2 MonyKonnM4yecTBEHHbIN aHann3

B AaHHOM NyHKTE NpvBEAEH NpUMep MOJTYKOSIMYECTBEHHOro aHanmsa. Llkana sBnseTcs nosyKosIMYecTBEHHONM,
TaK Kak 3Ha4eHUs BEPOATHOCTM onpeaeneHbl HETOYHO, HO U3BECTHO, YTO OHN HaXOAATCA B rpaHMLLax KOHKPeTHOro avana-
30Ha <T. e. onpejeneH NopsaoK BEMUMHDBI). PeLleHns NPUHAMAIOT, COOTHOCS 3HAYEHWUS BEPOSTHOCTU C YPOBHAMU TsXke-
CTW. @ He C YNCMOBOI LUKasIoiA. Ha npakTuke ypoBEHb TSHXKECTU PeaKo ONpeaensieTcst KOIMYECTBEHHO, T. K. 3TO HEBO3MOX-
HO NO OTHOLLUEHMIO K TaKUM COBBbITUAM, Kak NeTasbHbIli UCXOA, CTOWKOe HapylleHWe COCTOSIHUA 3[40pOBbs UK Mopaxe-
HVe. yrpoxaroLLee XusHu.

B gaHHOM npriMepe UCnosb3yT MaTpuly pucka 5x5. YpoBHV BEPOATHOCTU U TSAXKECTU YCTaHOB/IEHbI B Tabnmuax
D.3 n D.4 cooTBETCTBEHHO.

Ta6nuuya D.3— lMATb ypoBHEl TAXECTN MO KAYECTBEHHbIM NpPU3HaKam

OnpepgeneHne TaxXecTu OnucaHue
KaTaCTpO(*JVIHeCKaﬂ Befet kK cMepTv nauveHTta
Kputnueckas Bepet K CTONKUM HapyLlweHnAM COCTOAHMA 340P0BbA UM K NOPaXKeHUAM, yrpoxxaro-
LLIAM YKN3HU
3HaunTenbHas BefeT Kk nopaxeHWsam Uav HapyLeHUAM COCTOSHUSA 3[0POBbS, Tpe6yr0u.w|M npotbec-

CUOHa/IbHOITo MeuLIMHCKOro BMellaTe/lbCTBa

HesHaunTensHas BefeT K BPEMEHHbIM HapyLUeHWsIM (OyHKLMI opraHu3Ma Wau K HapyLUeHWsiM COCTOsI-
HVSI 340POBbSI, HE TPEBYHLMM NPOCECCHOHANTEHOTO MEAMLIMHCKOTO BMELLATENbCTBA

MpeHebpexumo mManas BbipaxaeTcsi B Hey06CTBe WM BPEMEHHOM AuckomMdopTe
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Tab6nunya D.4— YPoBHU BEPOSATHOCTW MPW NOAYKOIMYECTBEHHOM aHa/n3e

OnpepeneHne acposiTHOCTU Mpvepb! AvianasoHa 3HaYeHUi i acposTHOCTU
YacTan 2 10-3
Bo3smoxHasn < 10~31210-*
anusoguueckas <t "nri -8
OTganeHHas < 10-51210-6
HeBo3MoOXHas < KI'®

Onpefenernns BePOATHOCTM MOTYT 6bITb pa3HbIMK 4718 pa3HbIX BUAOB NpoAykuuu. Hanpumep, n3rotosutenb mMo-
XET BbIGpaTh 0AMH Habop onpeAeneHnii ANs PEHTTEHOBCKMX annapaToB W Apyroii — ANsi CTEPUIbHON OfexXabl 0AHopa-
30BOr0 NpUMeHeHns. B 3aBMcrMOCTM OT 061aCTU NPUMEHEHUS MOTYT BbITb UCMOMb30BaHbl pasHble rnokasaTtenn BeposT-
HocTW. Lkana BepoATHOCTM MOXET BKIHYaTb «BEPOSTHOCTb NMPUUMHEHWS Bpeda MNpu OLHOKPATHOM MPUMEHEHUW»,
«BEPOATHOCTb MPUYMHEHUS BpeAa Npu NPUMEHEHUN OAHOrO U3AeNns», «BepPOATHOCTb NMPUYMHEHNUA Bpeaa 3a OfUH Yac
NPUMEHEHNUA n3genmsa» n T. [.

Pa3nnyatoT HeCKObKO CTaTUCTUYECKUX (haKTOpPOB, BaXKHbIX A1 aHa/mM3a BEPOATHOCTU NPUYMHEHUS Bpega. 3Tn
cTatnucTuyeckme hakTopbl BKIOYAIOT MOMUMO MPOYEro OTBEThI Ha CriefytoLne Bonpochl:

- Kak 4acto npumeHstoT paccmatpuBaemMoe MeuuUMHCKoe usgenue?

- KakoB CpOK XW3HW MeAWLMHCKOro u3genms?

- KakoB cocTtas nonynsuuii nonb3osatenein n nauneHTos?

- Ckonbko mosib3oBatesneii/nauneHToB nofAseprasmce BO3AECTBUIO MEAULMHCKOTO 13aenmna?

- Kak fonro v npu kakMx o6CTosiTeNbCTBaX Nob3oBaTenn/nauneHTsl Nogsepraimcs BO3AeNCTBUI0 MeAULMHCKOTo
nsgenuna?

Pucku, koTopble onpegenetsi (/?,. R2. R3, ...), 3aHOCAT B COOTBETCTBYIOLLME 3/IeMEHTbI MaTpuubl. Mpumep 3anon-
HeHHoli maTpuupbl 5x5 npusegeH Ha pucyHke D.3.

YPOBHWN TSXECTU MO Ka4eCTBEHHbLIM MpU3Hakam

YPOBHU BEPOATHOCTU NPK MpeHebpe-
He3Haun- Kputnuec- KatacTtpo-
NoslyKo/INYeCTBEHHOM XUMO CepbesHas
TenbHas Kas nyeckasn
aHanmse manas
Yacras
Bo3moxHasn «1 *2
anusogunyeckas a5 *6
OTpasnieHHas
HeBo3moXHas «3

PucyHok D.3 — lMpumep mMaTpuupsl puUcka npu NosyKoNMYeCcTBEHHOM aHase

Momumo maTpuy, 3x3 1 5x5 MOXHO NMPUMEHATb ApyrMe MaTpuubl, O4HaKo 415 MaTpul ¢ 6onee YeM MATbIO
YPOBHAMMN MOXET NoTpeboBaTbCA 3HAUMTENBHO 60/bLUE AAHHbIX, A8 TOro YT0ObI AaHHbIE YPOBHU CYLLECTBEHHO OTnYa-
nvcb Aapyr ot gpyra. Heo6xoaMmo AOKYMEHTaU/IbHO 060CHOBATb BbIGOP MaTpuL, U 3HAYEHUS Mokasateneil Ha BbIXoAe.
CnefyeT Takke yyecTb, YUTO TPEXYPOBHEBblE MaTpuLibl HEe BCcerga ABNAITCA [OCTATOYHO TOYHbIMW AN NPUHATUS npa-
BW/IbHOTO peLLeHns. HecmoTps Ha To. 4TO B kadecTse NpuMepoB npusefeHbl MaTpuubl 3x3 1 5x5. HeT HeobxoanMocCTH
BbIOMPaTb UCKIOUNTENBHO MeXAy HUMK. Hanpumep, matpuua 4x5 Takke MOXET ObiTb yMECTHa B JaHHOM Cryyae.

D.4 OueHuBaHme pucka 1 JonycTUMMOCTb pucka

HacToswwii ctaHaapT He ycTaHaBIMBaeT YPOBHM AONYCTUMOCTUN pycka. STO peLLeHne 0CTaeTCsa 3a U3roToBuUTeNem.
MeTogbl onpefeneHnst 4ONYCTUMOCTU prCKa BK/IOYAIOT NOMMMO NPOYMX:

- UCMo/Mb30BaHWe NPUMEHNMbIX CTaH4aPTOB, yCTaHaBAMBAOLLMX Tpe6oBaHUs,, COOTBETCTBME KOTOPbIM yKa3blBaeT
Ha [OCTVDKEeHMe [0NyCTUMOrO pUCka B OTHOLLEHWNN KOHKPETHbIX BUAOB MEANLIMHCKUX U3AENWNIA UK OTAEMbHBIX PUCKOB;

- CpaBHeHVe YPOBHEN pucka, O4EBUAHBIX 418 YXXe NPUMEHAEMbIX MEAULMHCKUX U3Aenuii;

- OLleHMBaHWe AaHHbIX KIMHUYECKNX NCCef0BaHNA, OCOGEHHO NMPU MOUCKEe HOBbIX TEXHOMOMNIA UM HOBbIX Npeayc-
MOTPEHHbIX NMPUMEHEHWIA, C YYETOM COBPEMEHHOIO YPOBHSA Hay4YHO-TEXHUYECKOTO pa3BuUTUA U TNetoLeincs nHgopmaumm
N0 HOBbIM TEXHOMOMMAM U MPaKTUHECKOMY MPYMEHEHWI0 MOAO0GHbLIX U3AENWA Ha MOMEHT NMPOEKTUPOBAaHWS paccMmaTpu-
BAeMOro Mef1LMHCKOro U3aenus.
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TepMVH «COBPEMEHHbI YPOBEHb HAYYHO-TEXHUYECKOTO Pa3BUTMS» MCMOb3YIOT 34ech A5 0603HAYEHWsT TOTO,
YTO B HACTOALUMIA MOMEHT ABNSETCH 06LENPU3HAHHON Haaexallel NpakTukoi. Ana onpefeneHns cOOTBETCTBUS KOH-
KPETHOTr0 MeAMLMHCKOTO U3Aefnns COBPEMEHHOMY YPOBHIO Hay4HO-TEXHUYECKOTO PasBUTUS MOXHO MCMO/Mb30BaTb pas-
Hble MeToAb!:

- CTaHAapTbl, NPUMEHAEMbIE A5 aHASIOTUYHBIX UK NOAOGHbLIX N3AENnii;

- CBELEHMNA O HausyylweM NPaKkTUYeCKOM NPUMEHEHUM aHanorMyHbIX UKW NOJOBHbLIX U3LEeNnii;

- pe3ynbTaTbl 06LENPU3HAHHBIX Hay4YHbIX UCCNEfOBaHWIA.

CoBpeMEHHbI YPOBEHb Hay4YHO-TEXHUYECKOTO pa3BUTUA Heobs3aTe/lbHO O3Ha4YaeT WMCMosb30BaHWe camoro npo-
rPECCUBHOTO TEXHUYECKOTO peLLeHNs.

X0pOoLUo M3BECTHO, YTO BOCMPUATME pUCKa HACTO OT/INYAETCS OT KOMIMYECTBEHHOIO onpeaeneHns pucka, nosyyeH-
HOrO OMbITHBIM MyTeM. 10 3TOV NPUYUHE NPU NPUHATAN PELLIEHNS O AOMYCTUMOCTY p1cKa criefyeT yuuTbiBaTb BOCNpUATUE
prcka BO3MOXHO 66/bLUMM YMC/IOM 3aMHTEPECOBaHHbLIX CTOPOH. MpUHUMMas BO BHUMaHWe 06LLECTBEHHOE MHEeHUe,
6blBaeT HEOOXOAMMO YAenUTb 0co60e BHUMaHMe HEKOTOpbIM puckam. Mpy 3TOM MHOrAa €4WHCTBEHHO BO3MOXHbIM
BapnaHTOM MOXeT ObITb CNeAyoLmiA: cCUMTaTh, YTO MHTEPECH] MAEHTUULMPOBAHHbIX 3aUHTEPEeCcOBaHHbIX CTOPOH ABNS-
I0TCSA 06OLLECTBEHHO 3HAYVMMBIMU U YUYTEHbI U3rOTOBUTENEM NPY UCMONb30BAHUN METOL0B, NpuBELEHHbIX B D.4.

OpHUM 13 CNOCO60B NPUMEHEHUSA KPUTEPMEB AOMYCTUMOCTY pUCKa SIBSETCA AEMOHCTPaLMA Ha npuMepe MaTpu-
Libl AOMYCTUMbIX U HEAOMYCTUMbIX KOMBMHALMI BEPOATHOCTM Bpeaa W TSXKeCTU Bpeda, kak mokasaHo Ha pucyHkax D.4 n
D.5. Takoro poga mMatpuubl 06bI4HO (HO He BCerfa) Co3AatoT AN KOHKPETHOro MeAMLMHCKOrO U3Aenns 1 ero npeasycmor-
PEHHOro MpUMeHeHUs.

YPOBHN TAXECTU MO KAYEeCTBEHHbLIM MpPU3HaKam

YpOBHU BEPOATHOCTU MO MpeHebpexnmo YMepeHHast 3HauMTENbHAS
Ka4yeCTBEHHbIM Mpu3Hakam Masiasn
Bbicokas r2
CpefHasn
Huskas «3

YcnoeHble o603HaueHuns

cepblii UBeT — HeJONYCTUMbIW puck: « 6enbiii UBET -- AONYCTUMBbIH puck

PucyHok D.4 — Tpumep MaTtpulbl OLeHMBaHUA pucka 3xX3 Mo KaveCTBEHHbIM MpU3HaKam

YPOBHN TAXECTM MO KAYECTBEHHLIM MPU3HaKam

YpPOBHU BEPOATHOCTW NpU MpeHebpexu- HesHauun- Kputnuec- KaracTpo-
NosyKOSINYECTBEHHOM MO Manast TenbHas CepbesHas Kas duueckas
aHanuse
Yacras
Bo3moxHas *1 r2
anusoguyeckas R* «6 =
OTpanieHHas
HeBo3mOXHas «3

YcnosHble o6o03HaueHus

- cepblii uBeT — HepONyCTUMbIA puck; « 6enulii UBET — AONYCTUMBIA puUck
PI/ICyHOK D5 — I'IleMep MaTpulbl oUueHMBaHNA pucka npu nosykon4yectBeHHOM aHaunse

CnepfyeT yyecTb, YTO U3rOTOBUTENb [MIOKET 1 Aasbliue noapasfensats 061acTb MaTpuLbl, 0603HaYatoLLYy0 A0NYCTU-
MbIiA PUCK (HanpUMep, Ha «He3HaYUTesNbHbIA» 1 T. A4.). uccnefys fasbHelillee ymeHblueHne pucka (cm. D.8.5).

D.5 YnpasneHve puckom

D.5.1 AHa/IM3 BO3MOXHOCTE ynpaB/ieHUsi pUCKOM

Pa3nuualoT Heckosbko NOAXO0A0B K YMEHbLUEHUIO pUCKa, KOTOPble MOXHO NPUMEHSTb NO OTAE/bHOCTW WU B
KoMOuHauun apyr ¢ apyrom. COOTBETCTBEHHO Pa3paboTUuK/VHXeHep AO0/MKEH pacCMOTPEeTb BO3MOXHOCTU 060CHOBaH-
HOrO NPaKTU4ecKoro yMeHbLueHnst pucka(oB) A0 AO0NYyCTUMOro ypoBHA. [lanee npuBefeH HenosHblii nepeyeHb obLe-
NPU3HaHHbLIX CMOCO60B YrNpaB/ieHNss PUCKOM:
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a) KOHCTPYKLUMS MeJMLMHCKOro usfenus, obecrneymsaollasi ero BHyTPEeHHIO 6e30MacHOCTb NoCpeCTBOM:

- YCTpPaHeHUsi KOHKPETHOI# OmacHoCTY;

- YMeHbLLeHUs BEPOSATHOCTU MPUYMHEHWS Bpeda Uan

- YMeHbLLUEeHUA TSHXeCTV Bpeja:

b) fo6aBfieHne cpeACcTB 3alluTbl NOCPEACTBOM:

- MPUMEHeHNs1 aBTOMAaTUYECKNX NpeAoxXpaHuTenein nnu knanaHos 6e30nacHoOCTy:

- NPUMEHEHNA BU3YaslbHbIX 1 3BYKOBbIX CUTHA/I0B TPEBOTU A8 NpeynpexaeHns onepartopa 06 onacHbIX COCTOSA-
HUSAX:

c) obecneyeHne mHcopmMalmein no 6e30nNacHOCTU NOCPEACTBOM:

- pa3mMeLlLeHus npefynpexaeHnini Ha MapkupoBKe MeULMHCKOTO U3fenus:
- OrpaHUyeHns NMPUMEHEHNsE UK 06/1acTV NMPUMEHEHUS MEAMLIMHCKOTO M3aesvs;
- obMeHa uHhopmaLmei 0 HenpasuIbHOM NPUMEHEHNMN, BO3MOXHBIX ONAaCHOCTAX WM Apyrovi nHopmMaLmei,

CMOCOGCTBYIOLLEN YMEHBLLEHWIO PUCKA;

- 6o/lee LUMPOKOrO MPUMEHEHWSI CPeACTB WHAVBUAYasIbHON 3alWThl, HaNpuUMep Nepyatok WM OYKOB, MNpu
paboTe C TOKCUYHBIMW WM ONAaCHbIMW MaTepuanamu;

- NpefocTaBeHNst UHAOPMALIMK O Mepax Mo YMeHbLLIEHNO Bpeja:

- 06yyeHVIss onepaTopoB B LiEnAx y/yHleHna ux paboTbl UK CNOCOBHOCTMN K O6HaPYXEHMIO OLLMOOK,;

- ONMCaHVSl HaAnexallero TeXHUYECcKoro O6C/YXMBAHWUS U ero NeproguyHOCTH, MakCUMaslbHOTO  Cpoka

CNYX0bl MeNLIMHCKOrO M3Aenns Uan ero Npasu/ibHON yTUInsaumu.

Cnoco6bl, onvcaHHble B NepeyncieHunsx a) — C), NpuBeAeHbl B Nopsike ybblBaHUs Ux 06LLienpu3HaHHOR pe3y ib-
TaTVBHOCTW B YMEHbLUEHUM PUCKOB. Pa3paboTumkam.'MHXBHBpaM crefyeT yuuTbiBaTb 3TV (DAKTOpbl, Mpexie yem npu-
HATb pelleHne O NPUMEHEHUN KOHKPETHOM KOMOMHaLUW Mep Mo YNpaB/ieHUo PUCKOM.

D.5.2 KOMMOHEeHTbI 1 U3fenns, CnpoeKkTpoBaHHble 6e3 yyeTa TpeboBaHuii HacTosLLero ctaHAapTa

M3BeCTHO, 4TO M3roToBUTE/NL HE BCerAa MMeeT BO3MOXHOCTb CliefjoBaTb BCeM npoLieccam, YCTaHOB/IEHHLIM B
HacTosllLeM cTaHfjapTe A/19 KaK4oro KOMMNOHEHTa pacCMaTpuBaemMoro MeJuLMHCKOro U3fenns, a UMEHHO A1 cocTaB-
HbIX YacTeil AaHHOro U3Aenus, HeMeAULVHCKVX MOACUCTEM, a TaKke 415 MeMLMHCKUX U3Lennid, koTopble 6bl1n cnpo-
eKTMpOBaHbl 40 OMy6/IMKOBaHUS HACTOsILLLEero cTaHaapTa. B aTom cnyyas M3roToBuUTENIO CledyeT 0bpatnTe 0cob6oe BHU-
MaHue Ha Heo6XoAMMOCTb [JONOJIHUTE/IbHBLIX MEP MO YNPaB/EHNIO PUCKOM.

D.5.3 NMpumepsbl ynpas/ieHns puckom

B tabnuue D.5 npeActaBieHbl HEKOTOPbIE LUMPOKO MPUMEHSieMble Mepbl N0 ynpaB/ieHnio puckom. PelueHne o
NPYMEHEHUN OHON U3 JaHHbIX Mep 3aBUCUT OT cneumdukn npogykra (MeaULMHCKOTO U3aenvst) 1 npouecca.

Ta6nuuya D.5— HekoTopble Mepbl MO YNPaBAEHNIO PUCKOM

Mpogaykt/ MepyupH* Onac- BesonacHocTb, 3awytHas WHdpopmaLwmst no
npouiecc ckoe HOCTb 3a/10KeHHas Mepal cpcAcTso 6e3onacHocTn
nsaenve a KOHCTPYKLN

Megu- Katetep Buonoru- Camopa3spyLueHuve YeTkaa vHankaums MpepocTepexeHne
LMHCKOe 13- yeckoe (ne- nocne npuMeHeHUs nocsie nNepeoro npume- MpoTUB  HeraTtuBHbIX
fAenve ogHo- pekpecTHoe) HeHunA nocnescTBuiA NoBTOp-
KpaHoro 3apaxeHune HOro NpUMeHeHus
npumeHe-
HUA

AKTUBHBII Boautens nekTpu- MprmeHeHve He- MpumeHeHne and- MpepynpexpaeHve o
nmnaaHTar  putMa Yyeckue nossi  3N1eKTPUYECKMX NpUBO- (PepeHuMasnbHbIX YCU-  4acTO BO3HMKAKLWNX

[OB W 3/1EMEHTOB yN- fuTeneil U [ONOMHW-  ONacCHbIX CUTyaLMAaX
paBneHus TeNbHbIX  PUALTPYIO-
LLIMX 2/ITOPUTMOB

MeauumH- AHanunsa- Henpa- MpumeHeHne npoc- MpumeHeHne npo- NHbopmupoBaHue
CKoe Wu3fe- TOp KpoBwu BU/IbHbI/ pe- JfieXVBaeMbIX Kambpa- CNexuBaeMblXx 3fe- noTpebuTenei o Hefo-
nve ana gu- 3ynbTar TOpOB MEHTOB ynpaBieHns nycTUMOM  OTK/IOHe-
arHoCTUKN BC/leACTBME HUM OT 3aaHHbIX 3Ha-
in vitro meToauyec- YeHuin

K1X norpetu-
HocTeit
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OkoH4aHve Tabnuubl D.5

Mpogykt/ MemyumH- Onac- BesonacHocTb, 3awptHan WHdhopmaLyst no
npovecc cKoe HOCTb 3a/10KeHHas Mepal cpeacrao 6e3onacHac(n
vzaenve 0 KOHCTPYKLK

Mporpam- MeHe ox- HesepHble MporpammHoe obec- MpvMeHeHne KOHT- MoaBneHve Ha 3k-
MHOe ob6ec- MEHT fJaH- faHHble neyeHve C BbICOKAM pPOJILHOTO CyMMMpOBa- paHe npegynpexje-
neyexHve HbIX nauun- YPOBHEM UHTerpauuu HUA HW Ana nonb3oBa-

€HTOB Tens

Crepunu- WHcTpy- Bbicokas MpumeHeHne marte- MOHUTOPWHT 1 peru- MHCTpyKumMKn no yna-
3aumMs  na- MeHT Ans TemnepaTty- puanoB, YCTOWUMBBLIX K CTpauus AaB/EHUS U KOBbIBAHUIO W 3arpys-
pom 6uoncun, pa (pe3yfnb- BbICOKMM Temnepaty- TemnepaTypbl Ke

Xxupypruyec- TaT-cTape- pam
K/e WuMnubl  HWe maTepu-
ana)

D.5.4Mpouecc n3rotoBneHns nynpassieHne puckom

HeHaganexaltlee ynpasneHue npoLeccoM U3roToB/IEHNSA MOXET MOCTaBWUTb Nog Yrpo3dy 6e30nacHoCTb MeauLmHC-
KOro nsfenus BcnefcTeuve:

- Ha/IM4Ms OTXOL0B NMPOMU3BOACTBA UM HEXeNaTe lbHbIX 3arpA3HAILWMNX YacTuL,

- BO3JeliCTBMA Ha CyLL,eCTBEHHbIE (hU3NYECKVEe 1 XMMUYECKMe CBOCTBA MaTepuana, Takme Kak NoKpbITMe noBepx-
HOCTW. NMPOYHOCTb Ha paspbiB, COMPOTUB/IAEMOCTb CTapeHnto, OAHOPOAHOCTbL U T. 4.;

- MPEeBbILEHNSA KPUTUYHBIX AONYCTUMbIX OTKNOHEHWIA UK

- HapyLUEeHMA LeNIOCTHOCTU NasHbIX, KIEEBbIX WU APYTUX COeAVNHEHWA KOMMNOHEHTOB M3Ae/ms.

[na ynpaBneHus AaHHbIMW pUCKaMU BaXXHO UAEHTUULMPOBATL 3/1IEMEHTbI NpoLecca U3roToBeHUS.

YnpasneHve HeKOTOpbIMM puUckaMn Hambonee pesynbTaTWBHO NpW TaTesIbHoOM COBMI04eHUn npolecca N3roTos-
NIeHNSA C MOMOLLBI0 TakMX METOZOB, Kak, HanpuMep, aHa/n3 OnacHOCTEl B KPUTUYECKMX KOHTPOJbHLIX Toukax (Hazard
Analysis cto Critical Control Points — HACCP) [cm. G.6 (npunoxeHue G)).

D.5.5CTtaHfgapTbl M ynpasneHne puckom

MpymeHas cooTBETCTBYIOLLME CTaHAAPTbI, U3rOTOBUTENb MOXET YNPOCTUTL 3aadvy aHasm3a OCTaTOYHOro pucKa,
OfIHaKO cfnegyeT NoAyvepkHyTb, 4TO 06/1aCTU NPUMEHEHUS UCMOMb3YeMbIX CTaH4apTOB HE MOrYT OXBaTUTb BCE PUCKM,
CBfi3aHHble C paccMaTpuMBaeMbliM MEAVULUHCKUM U3Aenunem.

MHorve cTaHgapTbl paccmaTpuBatoT 6€30MacHOCTb, 3a/10KEHHYI0 B KOHCTPYKLMY U3enus, 3aliuTHble Mepbl/cpes-
cTBa U MHhopmaumio No 6e30nNacHOCTM AN1si MeAULMHCKUX n3genuidi. B COOTBETCTBYIOLMX CTaHAapTax no 6e3onacHocTu
MOryT 6biTb PACCMOTPEHbI HEKOTOPbIE WM BCE PUCKW, NPUMEHUMbIE B OTHOLLEHWN KOHKPETHOro MeAMUMHCKOro usge-
nms. CuMtaeTcs, YTo B OTCYTCTBME OGBEKTUBHBIX A0Ka3aTeNbCTB 06paTHOro athchekTa BbINOIHEHNE TPe6oBaHU COOTBET-
CTBYIOLLMX CTAHAAPTOB NMPUBOAUT K YMEHbLLEHNIO KOHKPETHBIX PUCKOB A0 AO0NYCTYMOrO YPOBHS, O4HaKO OTBETCTBEHHOCTb
3a JOCTOBEPHOCTb Takoli apryMeHTauumn Ans KOHKPETHOTO MeAMLMHCKOTO U3AEeNna HeceT U3roToBUTENb.

0.6 AHanun3 COOTHOLLEHMA puck/nonb3a

D.6.1 O6wume nonoxeHus

HacToswwii ctaHAapT He TpebyeT aHasm3a COOTHOLLEHUS pUCK/NoNb3a AN KakAoro pucka. AHann3 COoOoTHOLLe-
HUSt puck/nonb3a NpUMEHsieTcs 418 060CHOBaHWS OCTATOYHOrO pUCKa MOCNe BbIMOIHEHNSA BCEX MPaKTUYeCKM ocylle-
CTBUMbIX Mep NO YMEHbLUEHWNIO pucka. Ecnm nocne BbINOMHEHUS AaHHbIX Mep PUCK BCE eLle CYMTaeTCa HeaonyCTUMbIX»,
TO HE06X0AMM aHa/IM3 COOTHOLIEHUSI PUCX/NONb3a, 4151 TOT0 YTOGbI YCTaHOBUTL, AENCTBUTENBHO /N NOMb3a OT NPYMEHe-
HVSE MeAWLUMHCKOro M3fenvsa npesblilaeT NpUYMHAEMbIi UM Bpes.

Kak npaBusio, ecnim Bcex npakTu4yeckun oCyLLeCTBUMbIX Mep Mo YNpas/ieHNIO PUCKOM He0CTaTOuHO /19 YA0BEeTBO-
PEeHWst yCTAHOB/EHHbIX B M1aHe MEHEMKMEHTa prcka KpUTepmnes AOMYCTUMOCTU pucka, TO paspaboTka U3genus fo/mkHa
6bITb NpekpatyeHa. OAHaKo B HEKOTOPbIX CyYanX faXe 3HauMTesbHble PUCKV MOTYT 6bITb OnNpasBAaHbl, e OHU MeHb-
e 0XWAaemoi nonb3bl OT NPUMEHEHUA MEAMLMHCKOTO M3genusi. HacToswwmii ctaHaapT npegocTaBnseT M3rotoBuTe-
NSIM BO3MOXHOCTb NPOBECTY aHasIM3 COOTHOLLUEHUA PUCKO'NONb3a. A1 TOro 4Tobbl onpeaenuTb, ABAAETCA M ocTaTou-
HbI PUCK AOMYCTUMbIM C Y4ETOM UMEIOLLECS MOMb3bl OT NPUMEHEHUS MEAULMHCKOTO U3Aenus.

PelueHne OTHOCMTENIbHO COOTHOLLUEHUSI PUCK/MOMb3a NPUHMMAIOT FaBHbIM 06Pa3oM Ha OCHOBAHWM 3KCMNEPTU3bI,
NPOBOAVMON OMbITHBIMU N KOMNETEHTHbIMW cneupanicTamn. BaxHbIM coobpaxeHneM B NoMb3y AONYyCTUMOCTU OCTa-
TOYHOrO pKCcKa ABNSETCA BO3MOXHOCTb AOCTUXEHUS OXMAAEMON KNMHUYECKOW 3DheKTUBHOCTY C MOMOLLBI0 aslbTEpHA-
TUBHbIX MPOEKTHbIX PELUEHU UM BO3MOXHbIX METOAOB /IEYEHUS, UCKNIOHAIOWMX KOHKPETHbIA OCTATOYHbIV PUCK KUK
YMEHbLUAOLLMX COBOKYMHbI OCTATOUHBIN pycK. Mpu paccmoTpeHun oxuaaemoii nonb3sbl (cM. 0.8.4) cnegyeT yuutbiBaTb
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NpaKkTUYecKyto OCyLeCTBUMOCTb AasibHelLero yMeHbLlIeHNa pucka. B HacToslem cTaHfapTe onucaHo, Kak MOXHO
naeHTucmLmMpoBaTb pUCKK, A8 TOro YTO6bI NONYYMTb 4OCTOBEPHOE KOIMYECTBEHHOE onpefenieHne pucka. K coxane-
HWIO. He CyLLecTBYeT CTaHAapTU30BaHHOrO MeToAa KO/IMYECTBEHHOro onpefeneHuss oxugaemMol nonb3bl 0T NpUMeHe-
HWA MEeAMLMHCKOTO W3Aenus.

D.6.2 OnpepeneHne nob3bl

Monb3a OT MPUMEHEHUS] MeAWLMHCKOTO U34EeNNA 3aBUCUT OT OXMAAEeMON BEPOATHOCTU U CTENEHW YyHLIEHWs
340poBbA NauueHTa. Mofb3y MOXHO OnpeAennTb, 3Has:

- npegnonaraemoe (PyHKUMOHUPOBAHNE MEeAWLMHCKOrO U3AENNS NPU ero KAMHWYECKOM NPUMEHEHUN;

- npeanosaraemyto KIMHUYECKY0 3(peKTUBHOCTL NPY BbllleyKasaHHOM (PYHKLIMOHMPOBaHWK;

- ¢hakTopbl, OTHOCALLMECH K pUCKaM U NOMb3e NpY UCNOMNb30BaHUN APYrUX CNOCOOOB NeyYeHus.

[locToBepHOCTb onpefesnieHnst Nosb3bl CyLEeCTBEHHO 3aBUCUT OT TOYHOTO 3HAHWS BbILLENepPeYNCIEHHbIX haKTo-
POB 1 BK/OYAET NPU3HAHKE CYLLECTBOBAHNA CNeAyoLLMX BO3MOXHbIX NOCNeACTBUIA 1 hakTopoB, KOTOpble HE06X0AMMO
YUUTbIBATb:

- C/TIOXHOCTY CpaBHEHWs1 pasHbIX MO XapakTepy NnocneAcTsuil (Hanpumep, YTo Xyxe: 60/b UK NOTepsi NOABMXHO-
cTn?). Pa3Hble nocneacTsmsa MoryT 6biTb 00YC/I0B/IEHbI Pa3HbIMU NOBOYHLIMU 3chdheKTaMm Npu peLleHny O4HOM 1 TO Xe
npo6nembl;

- TPYAHOCTUM yyeTa HeCTabu/bHbIX pPe3ynbTaToB, KOTOPble MOTYT BO3HMKATb Kak B Nepuof, BbI3A0POBEHNA NauueH-
Ta. Tak ¥ Npu A/IMTeNbHOM BO3AENCTBMM Ha Hero.

W3-3a TpyaHOCTEl, BO3HUKAIOLMX BBUAY OTCYTCTBUA TOYHOrO Noaxosa, B 60/bLUMHCTBE C/yyaeB HEO6X0AMMO uc-
nosb30BaThb YNpoLeHHble AonyLweHns. MNMo3ToMy YacTo 6biBaeT LenecoobpasHo coCpefoTounTbLCS Ha Haubonee Bepo-
ATHbIX NOCNEACTBUAX KXKAOro BapuaHTa — Kak camblX 61aronpusiTHbIX, Tak 1 camMblX HEGNAronpuATHbIX.

OnpegeneHne KIMHUYECKON NOMb3bl MOXET 3aMETHO OT/IMYaTbCA Ha pasHbiX CTaAWsAX NPOEKTUPOBaHWS Meau-
LiMHCKOro nsgenus. Mpn Ha/mmumm HageXHbIX KMHUYECKUX AaHHbIX, AeMOHCTPUPYIOLWMX Hag/1exatume thyHKLMOHMpoBa-
HVE W KNMHUYECKYo 3thheKTUBHOCTb MEANLIMHCKOTO U34eNns, MOXHO AOCTOBEPHO ONpeAennTb KIMHUYECKY0 NONb3y OT
NPVYMEHEHNST [AHHOTO M3fenns. ECAn KAMHUYEeCKUX AaHHbIX HeAO0CTAaTOYHO WM UX KayecTBO He BHyLUaeT JoBepus, TO
KMMHUYECKYI0 MO/b3Yy ONpeAensitoT ¢ MeHblUeil AOCTOBEPHOCTLI0 Ha OCHOBE NGO AOCTYNHOV COOTBETCTBYIOLLEN WH-
hopmaumn. Hanpumep, nHorga HeobxoauMO onpenennTb OXUAAEMYIO CTENEHb Y/yyLleHNs COCTOAHUA 3[40POBbSA Nnauu-
€HTa Ha paHHUX CTaAusx npouecca NpoeKTUpPoBaHNA MeaULMHCKOro usgenms. OfHaKko B OTCYTCTBME [OCTOBEPHbIX Ku-
HWYECKMX Ai@HHbIX BEPOSATHOCTb AOCTUMXEHUA NpeanonaraemMoro yHKLMOHUPOBAHNSA U 0XUAAaeMol KIMHUYECKON ad-
(hEeKTUBHOCTW MEAVLIMHCKOrO U3fenus crnefyeT NPOrHo3npoBaTh UCXOAA U3 Mep No 06ecrneyeHnto kKauecTBa, a Takke Ha
OCHOBE CBefEHWN 0 DYHKLUMOHMPOBAHUN MeAULMHCKOrO U3genus in vivo unm in vitro.

Mpy HaIMYMK 3HAUUTENbHBIX PUCKOB U BbICOKOW CTENEHN HeOCTOBEPHOCTW B OMPEAE/IEHNN KMHNYECKON NOMb3bI
HeobX0AMMO Kak MOXHO 6bicTpee BepuduLmposaTth npegnonaraemoe YHKUMOHUPOBAHWE WK KNMHWUYECKY adichek-
TUBHOCTb MEAMLMHCKOTO N3AENVsi C MOMOLLbIO UCCNeA0BaHNI HA MOAENN W KIIMHUYECKMX UCMbITaHWA. DTO BaOKHO 411
NoATBEPXEHNS TOTO, YTO COOTHOLLEHWE PYCHO'NONb3a COOTBETCTBYET OXMAAEMOMY pesy/ibTaTty, a Takke 415 npefoTspa-
LLEHNS1 HeXenaTenbHOro BO3AEiCTBMSI CYLLEeCTBEHHOT0 OCTAaTOYHOIO pucka Ha mauueHToB. B [15] n [16] ycTaHOBNEHbI
npoLleaypbl OpraHm3auum 1 NpoBefeHNs KIMHNYECKUX UCTbITaHUi MeaULMHCKNX U3aenuit.

D.6.3 KpuTepun ou,eHnBaHMA COOTHOLIEHNS pUck/Nonb3a

Nvua, npoBogsLLMe OLeHKY COOTHOLLEHUSI PUCK/NOMb3a. HECYT OTBETCTBEHHOCTb 3a MOHMMaHWe W yyeT TexHuyec-
KNX. MEAVLMHCKMX, PerympytoLmnx, SKOHOMUYECKUX, COLManbHbIX Y NONUTUYECKMX COCTaBAAIOLMX NPUHUMAEMbIX UMK
peLleHnii N0 MeHeMKMEHTY pucka. K TakuMm peLueHVsiM MOXHO OTHECTU MHTepnpeTauuio ocHoBoMnoarawLwyx Tpe6osa-
HWA. YyCTaHOB/MIEHHbIX B COOTBETCTBYIOLLMX HOPMATUBHbIX JOKYMEHTaX WM cTaHfapTax v MPUMEHUMBIX K paccmaTpusae-
MOV MPOoAYKLMWU B NpeanosiaraemMbiX YC0BUAX NPUMEHEHNs. MOCKOMbKy AaHHbIA BUA aHasm3a CUIbHO 3aBUCWT OT cre-
Lk NpoayKuMK, TO JasibHelilune pykoBoAsLLIMe yKa3aHWs 06LLero CBOWCTBa HEBO3MOXHbI. BMecTe ¢ Tem Tpe6oBsa-
HVsi 6e30NacHOCTM, YCTAaHOB/IEHHbIE B CTaHAAapTax Ha KOHKPETHble U3fhenus Wau cTaHjapTtax, 06nacTbio NpUMeHeHus
KOTOPbIX SABMSIOTCA KOHKPETHbIE PUCKW, MOXHO CUMTaTb COBMECTUMbIMM C AOMYCTUMbIM YPOBHEM pUCKa, 0COBEHHO ecrn
NpUMEHeHVe AaHHbIX CTaHAAPTOB CaHKLIMOHUPOBAHO AeNCTBYOLWMMUN PeryMpyowmyMm opraHamu. Heo6Xxo41Mo NOMHUTD,
4yTo AN Bepudimkauyn JOMYCTUMOCTY COOTHOLLEHUA Mexay MeAULMHCKOM NO/b30ii U OCTaTOYHbIM PUCKOM MOXET Mo-
TpeboBaTbCs NPoBeAeHNe KTMHUYECKMX UCMbITaHU B COOTBETCTBUM C OPUANYECKMN NPU3HAHHON NpoLenypoii.

D.6.4 ConocTaBrieHne pncka u nosb3bl

MpsiMoe conocTasfieHne puUcka 1 Nosb3bl BO3MOXHO TO/IbKO MPU UCMO/b30BaHUN eAnHOI Lkasibl. B aToM ciydyae
PYCK ¥ NONb3Y MOXHO COMNOCTaB/ATb NOCPEACTBOM UX KOJIMYECTBEHHOTO onpefenenns. MNpu HenpsMoM COnoCTaBeHNN
pucka 1 Mosb3bl €AMHas LKasia HenpyMeHuMa, W faHHble rnokasateny onpefensiioT No KayecTBEHHbIM MpusHakam. B
060mMx cnyyasx Npu cpaBHeHUW puUcka v Nonb3bl CnegyeT:

- U3Y4YUTb INTepaTypHbIE UCTOYHUKN O BO3MOXHBIX OMACHOCTAX A1 paccMaTpuBaeMoro Knacca npogykuum c
TOYKN 3PEHNS COOTHOLLUEHUS PUCK/MONb3a,;

- paccmoTpeTb MeAWLMHCKUE U3AEeNNs C BbICOKON CTENEHbID MOTEHLMAIbHOMO pycka NpPYMEHeHU'BbICOKON K-
HMYeckoin ahPeKTUBHOCTLIO, 06bIYHO OCHOBAHHbIE Ha UCMO/Ib30BaHWM fly4llieil TeXHOMormn, obecneyrBaoLLein Makeu-
MasibHY0 MEULIMHCKYIO MO/b3y, HO He YCTPaHSAIOWen NOHOCTLIO PUCK TPaBMbl UK nopaxeHus. MoatomMy ANs AOCTo-
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BEPHOr0 aHann3a COOTHOLLEHUA PUCK/MOMb3a HEOBXOAMMO MOHMMAaHWE UCMOb3YeMOl TEXHOMOMMN U 0COBeHHOCTEl ee
NpVYMeHEeHNsT B MeAVLIMHCKOW npakTuke. [ COnocTaB/ieHns pucka v Nosib3bl MOMYT GbITb MCMO/Ib30BaHbI BbIPXKEHUS,
npuMeHsieMble B @aHaNIorMyHbIX Cyyanx 48 Apyroli BbiNyLLUEHHOW B obpalleHne npoaykumu;

- ANA BaMAALMN TOTO, YTO MEAULMHCKOE n3fenve yAoBNeTBOPSAET KPpUTEPUsaM AONyCTUMOCTY COOTHOLLEHUS pUCK/
no/b3a, 4acTo Heo6XOANMO MPOBECTU KIMHUYECKMNE MCMbITaHWSA. KAMHMYeCKMe UCMbITaHUs MO3BONAIT KOMYECTBEHHO
onpefennTb OXUAAEMYIO NOMb3Y U PUCKU OT NMPUMEHEHNS MeAWLMHCKOro u3aenusi. B xoae KAMHUYECKUX MchbITaHuii
MOXHO YCTaHOBUTb AONYCTUMOCTb COOTHOLLEHUS puUCk/Nonb3a AN NauyneHToB, nosib3oBarteneil 1 MeauLMHCKMX paboT-
HVIKOB;

- B OTHOWEHUN MEAWNLUHCKNX U3AENNIA BbICOKOTO pUcKa NPUMEHEHUS/BbICOKOW KMHMYECKOW 3dhdheKTBHOCTM
crepyeT UCnosb30BaTb MapKUPOBKY, NPefoCTaB/AoLLYy0 COOTBETCTBYIOLLMM M0/b30BaTENAM, T. €. nauveHTam wiu me-
OVLMHCKM paBoTHMKaM, MHhopMaLmio, HEOBXOAVMYHO AN NMPUHATUAS UMW PELLEHWA B OTHOLLEHUM COOTHOLLEHWST pUck/
nosib3a A0 NPUMEHEHWUS AaHHbIX U3Aenuii;

- KaK npasunio, MeguLUHCKME W3AeNNA BbICOKOTO pucka NPUMEHEHUS/BLICOKON KIUMHUYECKOW 3dhdeKTBHOCTN
[OMKHbI YA0BNETBOPATL AOMNOSTHATE/bHBIM PErYNVPYIOWLMM TpeboBaHWsAM [0 BBEeAEHUs UX B obpaLlleHue.

[10 Bbinycka HOBbIX WX YCOBEPLUEHCTBOBAHHBLIX MEAULMHCKUX U3Aennii, Tpebylowmx npoBeaeHns aHaamsa cooT-
HOLLEHNA pUCK/NoNb3a. U3roToBUTE b [O/HKEH CYMMMPOBATb AOCTYMHYIO MHGOPMALMIO, OTHOCALLYIOCS K OnpefesieHnto
COOTHOLLEHNSI PUCK/NOb3a. U AOKYMEHTMPOBATL CBOU 3aK/IIOUEHKS MO NOBOAY AaHHOrO COOTHOLLEeHMs (C 060CHOBaHKeM
npy Heo6xoAMMOCTK). PyKOBOASALLME YKa3aHUsi B OTHOLLEHUW aHauIM3a INTEPAaTYPHbIX MCTOYHMKOB, COAEepXaLlmnx Heo6xo-
AMMblE KMHUYECKME AaHHble, MOXHO HalTy B NpuioxeHun A, [15].

D.6.5 Mpumepbl peLleHnii ¢ y4eToM COOTHOLIEHUS puck/nonb3a

Mpumepsl

1 HenpaBunbHoe pa3melleHne Heli TpanbHOro anekTpoaa npmbopa AN BbICOKOYACTOTHON XUPYPrum Ha
Tesne nauneHTa MOXeT MpuBecTu K oxkory. CobniofeHve Tpe6oBaHUii COOTBETCTBYLWEro craHgapTa Ha
nsfenve cBOAUT K MUHUMYMY, HO HE UCK/Tl0Yae T BEPOSITHOCT b OXOros. Tem He MeHee, No/1b3a 0T NPUMEHEeHUs
Takoro npuéopa AN BbICOKOYACTOTHOWXMPYPrumn € CpaBHEHUN C APYTUMU XUPYPTUYECKUMN MeTohaMmn NpeBbl-
lIaeT oCTaTO4YHbI PUCK OT OXOFOB.

2 13BeCTHO, YTO NPUMEHEHNE PEHT FEHOBCKOI0 U3/TyYEHUA NPUUYNHAET Bpef nauneHTam, HO KnHnyec-
Kas ahhpeKTNBHOCTb CTaHAap THOM LM poBoit peHTreHorpagmm NoYTKW BCerga onpasabiBaeT ee NpumeHe-
Hue. OAHaKo HexenaTenbHoe BO34eliCTBUE N3NyYeHUs Ha NauueH T OB HeNb3si UrHopnpoBaThb. CyllecTBYIOT
cTaHaapThl, cobnogeHne TpeboBaHUN KOTOPbIX NOMOraeT CBECTU K MUHUMYMY HexenaTenbHoe BO3fei-
CTBUE U3NYYEeHUA HanauMeHT OB U NPUHAT b peLleHne No NoBOAY COO T HOLWeHUs puck/none3a. EcnmpaccmaTpu-
BaeTCABO3MOXHOCT b HOBOTIO NPUMEHEHUS NOHU3UPYIOLLEN0 N3NYyUYeHUs AN NONYYEHNS AUarHoCT NYeckux n3ob-
paxeHuid. a umeroLLneca CTaHgap T bl HEMPUMEHUMbI, TOU3F0OTOBUTENI0 cnegyeT BepucuLmpoBaTb TOT akT,
4YTO0 pe3ynbTaThl aHaNn3a COOTHOLEHNSA PUCK/NOb3a, KaK MUHUMYM, Tak e 61aronpusTHbl, Kak 418 anb-
TepHaTUBHbIX U3AENNA N anbTepHaTUBHbIX METOA0B IeYEHUS.

3 HekoTOpble KOMNOHEH T bl KOX/IeapHOr0 MMMAaHTaTa, Hanpumep MMNAaH TUPOBaHHbI CTUMYNATOpP
npueMHMNKa ¢ MaTpuLeil aNeKTpPoLoB, TPYAHO 3aMeHUTb nocne ux umnnaHTaumn. OHN AO0NXKHbI OCTaBaThbCA
MMMNAaHTUPOBAHHbLIMU HA NPOT SHXKEHWUMW BCEW XXU3HM NaumeHTa, 1 0T HUX TpebyeTcs HafeXxHoe PYHKLMOHUPO-
BaHMe B TeYeHne MHOrnxneT U jaxe AecaTunneTuid, 4T0 0CO6EeHHO BaXHO /15 MO/IOA0r0 YeloBeKa U pebeH-
Ka. MOXXHO NPOBOANT b YCKOPEHHbIE UCTbI T aHNA HAAEXHOCT U fldHHbIX KOMMNOHEH T OB /19 KOHKPE T HbIX MEXaHN3-
MOB OTKa3sa. OfiHaKo HeLles1lecoo6pasHo NPOBOAUT b Ba/IMAALMIO HAAEXHOCT N KOMNOHEHT OB, KOTOpPble AO/KHbI
PYHKUMOHUPOBATb Ha NPOT AXEHUN gecaTuneTuni. NMo3TOoMy COBOKYMHbI OCTaTOUYHbIN PUCK, BKAOYAA PUCK
oTKasa u3genusi, CpaBHNBaO T C NPUHOCKMOW UM MONb30I, T. €. NOT eHUNanbHOW BO3MOXHOCT b0 Y/yULLIEHNA
cnyxa. COBOKYMHbIA OCTaTO4YHbIN pUCK 6yAeT 3aBUCETb OT KONMYECTBEHHOrO ONpefefieHnss HafexHocTHu
KOMMNOHEHTOB M [JOCTOBEPHOCTMW ONpefenieHnsa HafeXHOCTWN Tex KOMNOHEHT 0B, KOTOpPble He MOFyT 6blTh
Ba/MANPOBaHbI. B HEKOTOPbIX CAyYasax oCTaTOuYHbI pUck 6yaeT 60/blUe NOb3bl, B APYTUX CAyYasax Nonb3a
6yfeT 60/blue OCTaTO4YHOro prucka.

D.7 OueHvBaHne COBOKYMHOro OCTaTOYHOro prcKa

D.7.1 O6Lme NonoxeHns

OueHnBaHne COBOKYNHOrO OCTaTOYHOrO pUCKa O3HAYaeT, UTO OCTATOUHbIA PUCK pacCMaTpMBatOT BO BCEM €0 MHO-
roo6pasvn. /13rotoBuTesNb AO/MKEH PELUNTb, KakK OLeHMBaTb MEIOLMIACA OCTaTOUHbIA PUCK C y4eTOM KpuTepueBs gonyc-
TUMOCTH.

OueHnBaHNe COBOKYMHOrO OCTATOYHOIO pUCKa LOJHKHbI MPOBOAMTL NMua, obnajatolmye Heo6XoaNMbIMU 3HAHWS-
MW. OMbITOM W MOJTHOMOYMSAMMU A/1A BbINOSIHEHUS TakuxX 3adadv. YacTto xenartesibHO npuBfekaTb Y3KUX CneluasmcTos,
MMEIOLLIMX 3HAHWS U ONbIT PaboTbl C KOHKPETHLIM MeAuuMHCKUM n3genvem (cm. 3.3).

He cyuiecTByeT npenoyTUTE/IbHOrO MeToa OLEHBaHNS COBOKYNHOTO OCTaTOYHOIO pUCKa, Y U3roToBuTE b HECET
OTBETCTBEHHOCTb 3a Bbl6OP COOTBETCTBYIOLLEr0 MeTofa. B HacTosweM NpuioXeHnn onucaHbl HEKOTOPblE BO3MOXHbIE
MeToAbl U JaHbl PeKOMeHAaLMmn Mo Ux BbIGOPY.
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D.7.2 AHanus gepesa cobbITuii

OnpepeneHHas NocnefoBaTeIbHOCTb COObITUI MOXET MPUBECTU K BO3HMKHOBEHWMIO HECKOSIbKVX OT/IMYHBIX ApYr
OT Apyra p1UCKOB, KaXAblli 13 KOTOPbIX ByAeT YacTbio COBOKYMHOrO OCTATOYHOrO pucka. Hanpvumep, NOBTOpHOE NpYMeHe-
HWe U3aennsa OfHOKPaTHOIO NPUMEHEHWNS MOXET MPUBECTU K 3aPaXKEHWI0 NauWeHTa, BblAENEHNI0 TOKCUYHbIX BELLECTB 1
610/IOTMYECKN HECOBMECTVMbIX OCTATKOB [e3VHULMPYIOWLUX BeLlecTs, MeXaHWYeckoMy OTKasy M3-3a CTapeHus
mMaTtepvasioB. [lepeBo CObbITHIA MOXET CTaTb NOAXOAALMM METOLOM aHanu3a nepeuncreHHbIX puckos. [na onpegene-
HVS1 [OMYCTUMOCTM COBOKYMHOTO OCTATOYHOIO puUcKa HEOOXOAVMMO PacCMOTPETb OTAe/IbHble OCTATOUHbIE PUCKM B COBO-
KYMHOCTMW.

D.7.3AHanu3 npoTMBopeUmnBbIX TpeboBaHui

Mepbl Mo ynpas/ieHnio OTAe/IbHbIMY PUCKaMU MOTYT MOPOXAaTb KOH(MKTYOWMe (NpoTyBOpeumnBble) Tpebosa-
HWs. Hanpumep, npegynpexaeHvne MeanumHCKOMY paboTHUKY B OTHOLLEHWUW NaumeHTa, Haxoasllerocs B 6ecco3Hareslb-
HOM COCTOSIHUM, BO M36exaHne pucka nafeHnst JaHHOTO naumeHTa C KyleTkn «Hwvkorga He octaBnsiite 6e3 npucmoTpa
naumeHTa, Haxoasawerocs B 6ecco3HaTe/lbHOM COCTOSIHUM» MOXET MPOTMBOPEYUTL MpeaynpexaeHnto «Haxogntecb Ha
npesycMOT PeHHOM PacCTOsAHUM OT naumeHTa, NoABepratoLerocs BO3AeiCTBUI0 PEHTTEHOBCKOrO U3MyYeHns», npegHas-
HayeHHOMY A48 3aluTbl onepaTopa OT BO3AEeNCTBUS PEHTTEHOBCKOIO W3/TyYeHUst.

D.7.4 AHanus fepeBa HencnpaBHOCTe

MpuunHeHve Bpeda NauueHTy Uan NOMb30BATEN0 MOXET CTaTb CNefACTBMEM ONacHbIX CUTyauuii (CM. npunoxe-
Hve E). B Takux cnyyasx BepOATHOCTb NPUUMHEHNS Bpeaa, NpUMeHsemMas /18 onpefesieHnsi COBOKYNHOro OCTaToO4HOro
puCKa, OCHOBaHa Ha KOMOMHaUMKM OTAEeNbHbIX BEPOATHOCTEN. AHaNN3 AepeBa HeucnpasBHOCTEN MOXET ObiTb Noaxoas-
LLYIM METOAO0M YCTaHOB/IEHWSI COBOKYMHOM BEPOATHOCTW MPUYMHEHNS Bpeaa.

D.7.5 AHanu3 npegynpexaeHnii

Kaxpoe npepynpexpgeHve, paccmarpuBaemoe Mo OTAE/bHOCTU, MOXeT obecneyunTtb Tpebyemoe yMeHblueHune
p1cka, OfHaKO CNWLLIKOM 60/IbLUOe YMCNO NpefynpexaeHuii MoXeT CHU3NTb 3IheKTVBHOCTb BO3AENCTBUS KaXoro
OTAENbHOro npegynpexaeHns. MoxeT faxe BO3HWKHYTb HEOOXOAMMOCTb B aHasM3e 4pe3MepHoro [oBepusi, UCMbITbI-
BAeMOro nosib3oBaTeNI M1 B OTHOLLEHUW MpeaynpexaeHnii, a Takke BANAHUSA, OKa3biBaemoro nofobHbIM AoBEepUeM,
Ha yMeHbLUEeHNe pucka M COBOKYMHbIA OCTATOUHbIA PUCK.

D.7.6 AHanu3 paboumx NHCTPYKLMiA

AHann3 pabounx UHCTPYKUMIA, Npunaraembix K U3genmnio, No3BosSET 06HAPYXWTb MPOTUBOPEUMBOCTL U Ype3mep-
HYI0 C/IOXHOCTb coepXalleiica B HUX MHhopMaLmu.

D.7.7 CpaBHeHVe pUCKOB

[JaHHblii MeTog, 3ak/To4aeTcs B CONOCTaBNEHUN OTAE/bHbIX OCTATOYHbIX PUCKOB, BO3MOXHbIX MPU MPUMEHEHUM
paccMarpmBaemMoro MeAMLMHCKOrO M3Aenusi, ¢ pUckami, BO3HUKAOLWMMMK NpY NMPUMEHEHWN NOA06HbLIX n3genuin (noc-
nepfoBaTeflbHOE COMOCTaB/IEHNE PUCKOB C YHETOM pasHbiX BapMaHTOB NpYMeEHeHVs u3genvs). MNpyu NpoBefeHnn Takux
CpaBHeHWIi crieflyeT WUCMOMb30BaTh aKTyaulbHYI0 MHCGOPMAaLIMIO O HexenaTesbHbIX COObITUAX, CBS3aHHbIX C MPUMEHse-
MbIMWU U34EeNUAMU.

D.7.8 AHanus c npuesieyeHMem 3KCnepToB

[na peMoHcTpauuy AOMyCTUMOCTU PUCKOB MOXET NoTpe6oBaThCs OueHka Mosb3bl 418 NauueHTa oT npuMeHe-
HVSE MefUUMHCKOro m3gemms. OauH U3 NoAXoL0B 3ak/1i0HaeTcs B CBEXEM B3[54 Ha COBOKYMHbIA OCTATOUHbIA PUCK
NPaKTUKYIOLLMX CMeLMaIncToB, KOTOPbIE HEMOCPEACTBEHHO HE y4acTBOBaUIM B pa3paboTke fJaHHOro nsgenus. MNpakTuky-
IoLLMe cneumanncTbl MOryT MPOBECTU OLeHMBaHME [ONYCTUMOCTM COBOKYMHOIO OCTATOYHOrO prcka, paccmatpuBas Takoi
hakTop, Kak akcnayaTtauMoHHas NPUroAHOCTb NPU NPUMEHEHUW U3AeNVsa B HaANeXallmx KAMHUYeCcKux ycrnosusx. B
NnoAo6HOM crlyyae OLeHVBaHWe U3[e/ns B Hag/1exallnx KIMHUYECKNX YC/IOBUAX IIOKET CTaTb NOATBEPXAEHUEM [omnyC-
TUMOCTW PUCKOB, CBA3AHHBIX C €0 NPUMEHEHMEM.

D.8 Moaxop «HacTobKko Masblii, HACKONIbKO NPaKTUYeCKy OCyLLECTBIMOY

D.8.1 O6Lme NoNoXeHNA

Mpu paspaboTke NOANTUKN B OTHOLLEHWW JOMNYCTUMOE™ PUCKOB M3rOTOBUTENIb MOXET NMPUMEHATb noaxof «Ha-
CTO/IbKO MaJiblid, HACKOIbKO MpaKTUYeckn ocyliectsumo» (ALARP-nogxopn).

Mocne NpUMEHeHNsi KOHKPETHOWM Mepbl MO YNPaB/EHWUI0 PUCKOM BO3MOXHbI TpU pesy/bTara:

a) OCTaTOYHbIN PUCK MPEBLILLIAET KPUTEPUM, YCTAHOB/IEHHbIE U3TOTOBUTENIEM B OTHOLLEHWM AONYCTUMOCTU puUcKa:

b) OCTATOYHbIA PUCK AOMNYCTWM, T. K. OH HACTO/IbKO MaJl. YTO VM MOXHO MpeHebpeyb;

C) BE/IMYMHA OCTATOYHOrO pUcka 3aHMMaeT NPOMEXYTOYHOE MNOJSIOKEHWE MexXAy BeNMuMHamu, ykasaHHbIMW B
nepeyncneHnsix a) u b); B TakoM Cly4aB OCTATOYHbI PUCK AONYCTUM MPU YCI0BUM MPUMEHEHUSI MEP. YMEHbLUAIOLLMX
P1CK 4,0 MPaKTUYeCKy OCYLLIECTBMMOrO YPOBHS, C YYETOM MOMb3bl 4151 NALMEeHTa 1 3aTpaT Ha AasibHelillee yMeHbLUeHne
[JaHHOro pucka.

Moaxop «HacToNbko Masblli, HACKO/IbKO NpakTUYeckn ocyliecTBumMo» (ALARP-MoAX04) MOXHO MCNosb30BaTb
Kak 4yaCTb aHa/n3a BO3MOXHOCTEN ynpasneHus puckom (cM. 6.2). ALARP-nofxof 06bl4HO MPUMEHSIIOT B OTHOLLEHWN
PWCKOB, BEPOATHOCTb KOTOPbIX HE MOXET 6biTb OnpeAeneHa.
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D.8.2 YpoBHM pucka

OcCTaTouHbIi PUCK, HaXOAALMIACSH HUKE KOHKPETHOTO YPOBHS, MOXHO OLieHMBaTb Kak HACTO/bKO He3HaunTesb-
HbI/i. 4TO OH CTaHeT CpPaBHVMMbIM C KaXAOAHEBHbIMU pUCKamW, KOTOPble Mbl BCE WCMbITbiIBAeM. Takol pUCK MOXHO
Ha3BaTb NPeHebpexnmMo MauibiM.

MmeeTcs cyliecTBeHHas pasHuLa Mexy OCTaTOUHbIM PUCKOM, SIBMSIOLLMMCS HACTONBbKO HU3KUM, YTO HET HEeObXO-
[MMOCTU ero paccMaTtpuBath, U 60/1ee BbICOKMM OCTaTOYHbIM PUCKOM, KOTOPbI/ SBASETCS A0MYyCTMMbIM BCeACTBYE
NPVHOCUMON U3e/MeM MoMb3bl Y NPaKTUYECKOW HEBO3MOXHOCTU YMEHbLUEHVS JaHHOMO pUCKa.

Korga puvck onpefeneH, To BO3HVKAET FNaBHbIi BONPOC: «ABNSETCS /N AaHHbIA PUCK HACTONBKO MasiblM, YTO HET
HeobX0AMMOCTV aHa/IM3NPoBaTb BO3MOXHOCTM YMEHbLUEHUS pUCKa?». Takoe pelleHve NPUHUMAOT 18 KaX4oro
pucka B OTAE/IbHOCTU.

D.8.3 AHa/IM3 BO3MOXHOCTEW ynpaB/ieHUsi pUCKOM

[N KaX[oro oCTaToOYHOrO pucka, KOTOPbIM Herb3sl npeHe6peyb, A0/MKHbI ObiTb NPOAHa/IM3NPOBaHblI BO3MOXHO-
CTU YMEHbLUEHUA pUCKA. YMEHbLUEHNE pUCKA MOXET ObiTb MU He ObITb NPaKTUYECKN OCYLLECTBUMbIM, HO €ro cnegyet
paccmoTpeTb. [Mpy 3TOM MOXHO MOYUUTb CNefytoLue BblBOAbI:

- OflHa WM HECKO/IbKO Mep MO YNpaBieHW0 PUCKOM YMEHbLUIAIOT PUCK 0 NPEHEBPEXMMO Maslioro ypoBHS, U HET
Heo6X0AMMOCTN B €ro AasibHelilleM pacCMOoTpeHuu;

- YMeHblUeHMe pucka A0 NpeHebpexrMo Masioro YpoBHA NpakTUYeckn HelenecoobpasHo He3aBUCKUMO OT UMEto-
LLXCS1 BO3MOXHOCTE ero YyMEeHbLUEHWSI.

Kaxkablii OCTAaTOUHBIN PUCK, COXPaHMBLUMIACA NOC/e BbIMOHEHVNS MEP MO YMpaB/ieHWo PUCKOM, CriedyeT OLeHu-
BaTb NO KPUTEPUSM, YCTaHOB/EHHbIM B NAaHe MeHeMKMeHTa pucka. Ecnn ocTaTouHblii pyck OTBeYaeT KpUTepusMm,
YCTaHOB/IEHHbIM M3rOTOBUTE/IEM B OTHOLUEHUW JONYCTUMOCTU pucKa, W 6bla NpumeHeH ALARP-nofxof. TO B AasibHei-
LWeM yMeHbLUeHUM pucka HET HeobXO4MMOCTH.

D.8.4TMpakTnyeckasn oCyLLeCTBMMOCTb YMEHbLUEHNSA pUcka

MOXeT CNoXWTLCS Bnevat/ieHne, YTo /1060 PUCK, CBA3AHHBIN C MEAULMHCKAM U3fenvem, SBnseTcs AonycTu-
MbIM. €cv nocnefyeT ynyylleHne NponTo3a COCTOAHMS 3[0POBbA NauveHTa. Ho Takoi mocbll HeNb3s WMCNOb30BaTh
Kak 060CHOBaHWe [0MyCTUMOCTU HEHYXHOro pucka. Bce pucku cnepyeT yMeHbluaTb [0 Camoro HWU3KOro NpakTUyeckn
[OCTMXMMOTO YPOBHS, YUNTbIBas COBPEMEHHbI YPOBEHb HAYYHO-TEXHUYECKOTO Pa3BnTUS, NOJb3y OT A0MNYCTUMOrO pucka
1 NPaKTUYECKYHo OCYLLECTBMMOCTb €ro fasibHelLLero yMeHbLUeHUs.

MpakTuyeckas ocyLLeCTBUMOCTb OTpaXaeT CMOCOBHOCTb U3rOTOBUTENS YMEHBLUUTL PUCK 1 UMEET ABe COCTaB/si-
oLe:

- TEXHUYECKYHO OCYLLECTBUMOCTb.

- 93KOHOMMWYECKYI0 OCYLLECTBUMOCTb.

TexHuyeckas oCyLeCTBUMOCTb OTpaKaeT COCOBHOCTb U3rOTOBUTENA YMEHbLUNTL PUCK 6€3 yueTa MaTepuasibHbIX
3atpart. Huxe nepeuncneHbl cayyau, Korga TexHuyeckas ocyLecTBUMOCTb SIB/INETCA CNOPHOIA:

- 60/blLIOE YNC/I0O MApPKUPOBOK C MpeaynpexaeHnamu, mpefocTepexeHnamm, 3aTpyaHAWUMA NPpUMeHeHe
nosnb3osBaresieM MeAULMHCKOTO U3fenus;

- 60/IbLLIOE YMNCNO CUTHANOB TPEBOTM, NPUBOAALLMX NOMb30BaTeNs B 3aMeLlaTe/IbCTBO:

- coobLLieHne 0 TakoM 60/IbLLIOM YMC/Ie OCTATOUHbIX PUCKOB, YTO OMepaTopy COXHO MOHATb, Kakne U3 HUX SBSAT-
CS AeNCTBUTENBHO 3HAYMMBIMY;

- C/INLLKOM CJ/I0XHble npoLeaypbl NPUMEHEHUS MeAULMHCKOO U3Aenns, npoTusopeyallme ero npegycMoTpeHHo-
MYy MPUMEHEHMIO:

- BbINO/IHEHME Mep MO YNpaB/IEHN0 PUCKOM, NMPOTMBOPeYalux nNpeaycMOTPEHHOMY MPUMEHeHuo (Hanpumep,
YMeHbLUEeHNe MOLLHOe™ 3/1eKTPOXMPYPr1MYECKOro YCTPONCTBA A0 YPOBHS HKe 3(D(DEKTUBHOTO).

OKOHOMUYecKas OCyLLeCTBUMOCTb OTpakaeT CNoCOBHOCTb M3rOTOBUTENS YMEHbLUWUTL PUCK, He Aenas pa3paboTky
N U3rOTOBNEHNE MEAMLIMHCKOrO U3Aenns 3KOHOMUYECKW HEBbIFOAHbIM NPOEKTOM. MNpUHATbIE pelleHns oba3aTenbHO
[0/MKHbI 6a3MpOoBaTLCA HA ONTUMASIbHOM COOTHOLLEHUN MeXAy A0MyCTUMOCTBIO PUCKOB W MPUrOAHOCTLIO MeANLIMHCKO-
ro u3genvsa Ana neyeHns 1 anarHoctTukn. MarepuasibHble 3aTpaTbl U NPUTroAHOCTL MEAULMHCKOrO U3[enns paccMmarpu-
BalOT NPV MPUHSATAN PELLEHNSI O MPaKTUYECKO OCYLLEeCTBUMOCTU YMEHbLUEHNS PYCKOB, KOT4a peyb WAeT O COXpaHeHun
NN YNYYLIEHUN COCTOSHWA 30Pp0BbA naumeHTa. OfHaKo 3KOHOMUYECKYI0 OCYLLLeCTBUMOCTb He crieflyeT MUCMo/b30BaThb
Kak 060CHOBaHWe A0NYyCTUMOCTU HEHYXHOro pucka. Hanpumep, aKOHOMUYeckas OCyLeCTBUMOCTb SBMSETCSA CMNOPHON
NP1 PaccMOTPEHUN Heo6XO0AMMOCTU Ay6NNPOBaHNS KaKAOTO KPUTUYHOTO KOMMOHeHTa Aednbpunnsaropa.

O6bIYHO CrefyeT yMeHbLIaTb PUCKW, HE3HAUUTENIbHO NPEBbIAoLLIMEe KPUTEPUN, YCTAHOB/IEHHbIE NU3rOTOBUTENEM
B OTHOLUEHWUWN [OMyCraMoCTV PUCKa, Aaxe Npu YC/I0BUM CyLLECTBEHHbIX 3aTpar. Ecnn ypoBeHb pucka npubnnxaercs K
«He3HauunTeIbHOMY», TO fasibHelillee yMeHbLUIEeHNe pucka MOXET He NMOHaf06UTbCS, eC/M TONbKO OHO He MOXET ObiThb
Nerko fJOCTUrHYTO.

B HekoTopbIX cnydvasx (Hanpumep, Ans 3aWmTbl 0T pagvauuu) npumeHsaoT ALARP-nogxod. Mpu aTom BMecTo
NpakTUYeCcKo OCyLLEeCTBMMOCTM NPUHUMAIOT BO BHUMaHWe AOCTUXUMOCTb, YTO B AeliCTBUTENbHOCTU O3Ha4aeT NpUHS-
TUe BO BHUMaHVE TOSIbKO TEXHUYECKO OCYLLIeCTBUMOCTM U UTHOPUPOBAHKE 3KOHOMWYECKON OCYLLIECTBUMOCTH.
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D.8.5 Npumep

Ha pucyHke D.6 npuBefeH npumep MaTpuupbl pycka, rae 061acTb JOoNyCTUMOrO pycka MaTpuubl UMEeT AaslbHeit-
Wwee nogpasaeneHve. PUCKW, KONMMYECTBEHHOE 3HauYeHWe KOoTopbix onpegeneHo (R,. R2. R3 ..), 3aHeceHbl B COOTBET-
CTBYHOLLME 3/1EMEHTbI MaTpULbI.

YPOBHN TSXECTU MO KAYeCTBEHHbIM MpU3Hakam

YPOBHN BEPOATHOCTU Mpu MpeHebpexu- He3Hauu- Kputnyec- KaracTtpo-
nonyKoNn4ecTBEHHOM MO Manas TenbHaa CepbesHas Kas myeckan
aHanumse
Yacrasn
BepoaTHas Ri a2
Penkas K4 56 2]

OueHb pepkas

HeBo3moXxHas «3

YcnosHblie o603HaueHMun:

TEMHO-Cepblii UBET — HefONyCTUMbBIM pUCK:
cBeTno-cephlii 4BeT - HEO6XOAMMO MUCCNEAO0BATh BO3ZMOXHOCTM fafbHelllero yMeHblW eHUs pucka:
«6enblii uBeT - He3HaAuYMTeNbHbIA puck

PucyHok D.6 — lMpumep mMaTtpuLibl OLLEHMBAHUA PUCKA MO TPEM KpUTEPUAM
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MpunoxeHve E
(cnpaBoyHOE)

Mpumepbl onacHocTel, NPOrHO3NpPYEMbIX NOCnef0BaTeIbHOCTEN COObITUA
M onacHbIX cuTyaumnii

E.1 O6wue nonoxeHus

TpeboBaHNe K M3rOTOBUTESIIO COCTaBUTb NepeyeHb U3BECTHBIX W MPOrHO3MPYEMbIX OMACHOCTEN, CBSA3aHHbIX C Me-
OVLMHCKUM U3fienneM, Kak Ans HopMasibHbIX YC/IOBUIA, Tak W AN YCMOBWIA oTkasa cofepxutcs B 4.3. TpeGoBaHue Kk
M3roTOBWTE/IO0 PAcCCMOTPETL NPOrHO3MPYyeMble NOC/eA0BaTEIbHOCTY COObITUI, CNIeCTBMEM KOTOPbIX MOXET CTaTb BO3-
HUKHOBEHWE OMacHO! CUTyaLun U NpUYMHeHVe Bpeda, cogepxutcsa B 4.4. CornacHo onpefAenieHnsaM faHHbIX TEPMUHOB
OMacHOCTb He MOXeT MPUBECTU K MPUYVHEHWIO Bpefda [0 Tex Mop. noka noc/iefoBaTenbHOCTb COObITUI unn gpyrue
o6cTosATeNbCTBA (B TOM UKC/IE YCNIOBUS HOPMAUIBHOTO MPUMEHEHNS) HE NMPUBEAYT K BO3HUKHOBEHMIO ONACHO CUTyauuu.
Ha faHHOM 3Tane puck MOXET ObiTb OLEHEH MyTeM OnpefeneHns TSHKeCTU 1 BEPOSATHOCTU NPUYMHEHUS Bpeda, B KOTO-
pbIi Morna 6bl pa3BUTbLCA onacHas cutyauus (CM. pucyHok E.1).

YcnoeHble o603HaueHnn:
P, — BepoATHOCTb BO3HWKHOBEHWA ONaCHOh cuTyauun:
P2 — BepoOATHOCTb BO3HMKHOBEHUSA ONacCHOW cuTyauuum Befyuweidl kK NpUYUMHeHWI0 Bpepa

PucyHok E. 1 — Cxema B3avMOCBSI3M MeXJy OMacHOCTbI0, NOC/ef0BaTe/IbHOCTbLI0 COBLITUA,
onacHoli cuTyaumeli u Bpegom

XOpoLLEil 0TNpaBHO TOUKON ANt COCTABNEHUS NMEPEYHSI ONACHOCTEl ABNSIETCA aHa/M3 onbiTa PaboThbl C TakUMK
Xe WM nNojo6HbIMM Buaamn msgenuii. Npu aHanuse cnefyeT yunTblBaTb COGCTBEHHbIV OMbIT U3FOTOBUTENS, @ Takke
OMbIT APYrUX U3rOTOBUTENEN, HalleAlmnii OTpaKeHNE B 6a3e AaHHbIX HEXENATE/bHbIX COBLITUNA, NMyBAMKAUUAX U ApYruX
[OCTYMHBIX UCTOYHUKAX. [laHHbIA BUA aHaM3a o4YeHb NoneseH 41 NAEHTUUKALWM N COCTaBEHUS NEPEUHS TUMNYHBIX
OMAaCHbIX CUTYaLWii 1 CBSI3aHHbIX C HUMW BO3MOXHbIX PUCKOB A1 paccMaTpyBaeMoro usgenus. [lanee nepeyeHb onac-
HbIX CUTyalMil 1 Takue BCMOMOraTesibHble CPEeACTBa, Kak NepeyeHb NpUMepoB U3 Tabnuubl E.1. MOXHO WMCNoMb30BaTh
[LNS1 COCTaB/IEHVSI NEepPBOHAYA/ILHOTO MEPEYHST OMACHOCTEN.

CnepayowmmM LWarom sBASeTC WAEHTUMKALUS HEKOTOPbIX MOC/NeA0BaTeNbHOCTEN COBbITUIA, KOTOpblE BMECTE C
0MacHOCTSIMU MOTYT NPYBECTU K BO3HUKHOBEHUIO ONACHBIX CUTyaLuil U NpUYMHeHUto Bpeaa. T. K. MHOTVE ONacHOCTY MOryT
HUKOT@ He NPUYMHUTL Bpes U NO3TOMY UX MOXHO [jasiee He pacCMaTpuBaTb, TO MOJIE3HO MPOBOAUTL aHa/M3, HaunHast
C Bpefa, KoTopblii MEAVLVHCKOE U3Aenue AeiCTBUTENBHO MOXET NPUYUHUTB, U Jasiee criefoBaTb B 06paTHOM Hanpas-
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neHun. OfHaKo HeCMOTPS Ha MO/Ie3HOCTb Takoro MoAXo4a, credyeT Npu3HaTb, YTO NOAOGHLIA aHanu3 He sBnsSieTCs
coBepLUEHHbIM. MHOre nocnegoBaTeslbHOCTU COObITUIA BO3MOXHO MAEHTU(ULMPOBATL TONbKO MpU CUCTEMATUHECKOM
NpVYMEHEHNN MEeTOLOB aHa/IM3a pPUCKa, ONMUCAHHbIX B NPUIOXeHUN G. AHanNn3 1 naeHTUdMKauys B JasibHEALWEM YCOoX-
HAIOTCA 13-32 HEOOGXOAMMOCTU yyeTa MHOTUX COBbITUIA U 06CTOATENLCTB, NOA06HLIX NPUBEeAEHHbIM B Tabnuue E.2. Takum
ob6pasom, AN5 3aBeplUeHns BCECTOPOHHEro aHanM3a Heob6XxoAMMO WUCnosb3oBaTb 60/1ee YeM OAUH MEeTof aHam3a
prcka, a MHOrAa v JOMoNHUTENbHble MeTodpl. Tabnuua E.3 cogepxuT nprMepbl B3auMOCBA3N MeXAy ONacHOCTAMM,
nocnefoBaTelbHOCTAMM COGbLITUI, OMACHBIMU CUTyauWsiMM U BPeAoM.

HecmMoTps Ha TO YTO cOCTaB/IEHME NEePeyYHs OMacHOCTel, onacHbIX CUTyauuii U nocnefoBaTebHOCTeN CobbITHiA
XenaTtenbHO 3aBepLUNTb Ha PaHHUX CTafusax npouecca NpPoeKTMpoBaHUs M pa3paboTku, 4718 TOro Ytobbl 0b6nerdynts
ynpasfieHne puckoMm, Ha NnpakTuke uaeHTUgUKaLus 1 cocTaBneHne nepeyHs — 3T0 HenpepbiBHasA AeATe/IbHOCTb, KOTO-
pas npofosxaeTcs, BKIOYas NOCTNPOU3BOACTBO.

HacTosiee nNpunoxeHne COAEPXUT HEMOSHbIA NepevyeHb BO3MOXHbIX OMACHOCTENR, CBA3aHHbIX C Pas3MyHbIMU
MeAMUMHCKUMUN n3genusmm (Tabnmua E.1). a Takke nepeyeHb HULMMPYOLWMX COObITUIA 1 06cTosTenbcTB (Tabnmua E.2).
KOTOpble MOFyT MPMBECTU K BO3HUKHOBEHWIO OMACHbIX CUTyauuid, a Te. 8 CBOK oyepefb. — K NPUUMHEHUIO Bpeaa.
Tabnuua E.3 cofepXuT N0rMyeckyto nocnefosBaTe/lbHOCTb NPUMEPOB TOrO, Kak OMacHOCTb MOXET PasBUTLCS B ONACHYH
cMTyaumio, a onacHas cuTyaumns — B NpUYMHeEHWe Bpesa Yepes nocnefoBaTelbHOCTb COObITUI UM 0BCTOSATENLCTB.

MoHVMaHne BO3MOXHOCTV Pas3BuUTUA OMACHOCTU B OMACHYIO CUTyaLMio ABNSETCA BaXHLIM 19 ONpefenieHns Be-
POSATHOCTM NPUYMHEHUS N TAXECTV Bpeaa. Llenbio npoliecca SBNseTcs cocTaBeHne Kak MOXHO 6onee ncuepnbisatoLLe-
ro NepeyHst onacHbIX cuTyauuin. aeHTudmkauma onacHocTeil n nocnegoBaTelbHOCTElV COObITUIA ABNSIETCA CPeACTBOM
[OCTWMKEHNA AaHHOW uenu. MepeyHn, codepxalipecs B Tabnmuax HaCTOALEro NPUIOKEHUS, MOTYT NPUMEHATLCA ANA
cofeiicTBMSI B UAEHTMdMKALMM ONacHbIX cuTyauuii. [lns nNpoBeAeHNs Hafexallero aHanmsa U3roToBuTeslb AODKEH
cam onpeaenuTb, YTO CYUTATb OMACHOCTbHO.

E.2 MpuMmepbl onacHocTei

MepeyeHb, NpuBeAeHHbIN B Tabnuue E.1. MOXHO MCNONb30BaTh Kak MOMOLLb B MAEHTUMMKALUMA CBA3AHHBIX C
MeAMLUMHCKM U3[efIMeM OnacHOCTel, KOTopble B UTOre MOTyT MPMBECTM K MPUYMHEHMIO Bpeaa NauueHTy uan Apyrum

nmuam.

Tab6nuya E.I1 — MNpumepbl onacHocTeln

Mprvepb! aHEPreTUYecKmnx
onacHocTei

OnacHocTu, CBsi3aH-
Hble C 3/1eKTPOMAarHuTHOM
3Hepruet:

- CeTeBOe HanpshKeHue;

- TOKW YTEUKM:

- TOK YTeYKUN Ha KOopnyc:

- TOK yTEUKM Ha 3eM/to:

- TOK YTEUKM Ha nauneH-
Ta

- 3neKTpuyeckme noss:

- MarHuTHble nons

OnacHoCTu, CBSAA3aH-
Hble C 3Hepruei msnyuye-
HUsA:

- VOHM3MpYloLLee n3ny-
yeHue:

- HeVOHW3NPYIOLLEB U3-
nyyeHne

OnacHocTK, CBsi3aH-
Hble C TennoBOi 3Hep-
rmei:

- BbICOKME Temneparty-
pbl:

- HU3KMe TemnepaTypbl
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Mpyivepb! GroorMyec«X N
XVMWYECKVX OnacHocTel

Bunonornyeckne onac-
HOCTW:

- BakTepuun:

-BUPYChI:

- npouve BO3GYAWTENU
3aboneBaHnii  (Hanpumep,
NPUOHbI);

- NOBTOPHaA wnn nepe-
KpecTHasa WHdekuns

XumMunyeckmne onacHoCcTu:

- BO3/eiiCcTBME Ha Ablxa-
TeJIbHble MyTU, TKaHW, OKpYy-
XaloLlyto cpeny W nvyluie-
CTBO. Hanpumep, Ha WHO-
poaHble cybcTaHumm:

- KUC/noTaMmm Um ocHoBa-
HUAMMY;

- oTX0o4amu:

- 3arpsasHalLWMMMN Belle-
cTBamu;

- pobaBkamy mnu Bcno-
mMoratefibHbIMU BellecTBa-
MW;

- YACTALLMMU U Ae3UHU-
uupyrowmumMmn - cpeacteamu,
TECTVPYIOLLIMMM BELLECTBaMU:

- NpoAyKTamy pacnaga;

- MEAMLUHCKUMW rasamu:

- aHecTeTukamu

Mpumepsb! 3Kcryarawyeli
MbIX OnacHocTel

OnacHoCTH, CBA3aHHble
C dhyHKLUMOHMpPOBaAHNEM:

- HenpasW/bHble UK
HeHagnexale pesysnbTa-
Tbl N PYHKLMOHNPOBAHME:

- HEKOpPpPEeKTHble n3Me-
peHuns;

- OWMGKN Npu nepefaye
[aHHbIX;

- yTparta unu yxyaweHue
yHKLMN

OnacHoCTH, CBAA3aHHbIe
C ownbKamMu NPUMEHEHNS:

- HeflocTaToK BHMaHMS:

- 3a6bIBUMBOCTb:

- He3HaHWe npaBwn:

- HeAOoCTaTOYHOCTb 3Ha-
HWiA;

- HapylleHvne ycTaHoB-
NIEHHOrO nopsaaka

Mpuymepb! MHPOPMALIMIOH-
HbIX onacHocTeli

OnacHocTW, CBfi3aH-
Hble C MapKNpPOBKOIA:

- HeflocTaTo4yHO non-
Hble  WHCTPYKLMM no
aKcnyaTaumu:

- HeHaanexallee onu-
caHue 3aKcniyataunmoHHbIX
XapakTepucTuk;

- HeHagnexaltiee onu-
caHue npegycMOTPEHHOro
NpUMeHeHus:

- HeHagnexauias WH-
opmauma 06 orpaHude-
HUSIX

OnacHocTW, CBsi3aH-
Hble C paboYynMUN NHCTPYK-
LmsamMu:

- HeHagnexalas cne-
undpmkaums Ha npuHag-
NIeXHOCTH, npumeHse-
Mble COBMECTHO C MeAu-
LMHCKUM M34eNnem:

- HEHagnexalye cne-
undmkaumm Ha npoBepoy-
Hble WCMbITaHUA  nepepg,
NPUMEHEHNEM MeAULMHC-
KOro nsgenus;

- C/IULLIKOM CJI0XHble
pa6oune MHCTPYKLMM



OkoH4aHve Tabnuubl E.1

Mpumeps 3HepreTuyeckux

onacHocTeW

OnacHocTW, CBSi3aH-
Hble C MexaHuyeckoi
3Hepruei:

- cuna TSXeCTU:

- Npu NageHuu;
-B  MNOABELUEHHOM
COCTOSIHWM;

- BUGpayus:

- HakonjieHHas aHep-
s,

- Ha/Iumne ABUXYLLMXCS
yacreit;

- cuna  CKpy4uuMBaHus,
ycunuve cagura v cuna pac-
TSKEHWS;

- nepemelleHne nauu-
eHTa 1 npugaHue emy Tpe-
6yeMoro nosioXeHus;

- aKycTuyeckas aHep-
s

- yNbTpas3ByKoBasi SHep-
s,

- NH(hpa3ByKoBas 3Hep-
s,

-3BYK;

- B/IMBAHWE XMAKOCTW
noj, BbICOKUM [aB/ieHNEM

MNpumepsl 6uonornyconx n

XWMUYeCKNnX onacHocTel

OnacHOCTU, CBSI3aHHble
¢ 6MOCOBMECTUMOCTbHO:

- TOKCUYHOCTb XMMUYEC-
KNX COCTaBNAKOWMX, Hanpu-

Mpumeps akcnnyaTauuoH

HUX onacHocTei

FOCT ISO 14971—2011

Mpumepb MHPOPMALNOH-

HblX onacHocTei

OnacHocTH, CBSi3aH-
Hble C npegynpexge-
HUSIMU:

- 0 No60YHbIX adrchek-

mep: Tax;
- ajifiepreHHocTb/pas- - 06 onacHocTsX, CBs-
[paxatollee feiicTBue; 3aHHbIX C  NOBTOPHbIM
- NWPOreHHOCTb NPUMEHEHNEM  MeaULVH-

CKUX W3Aenvnii ofHoKpaT-

HOro NpUMEHeHNs
OnacHocTK, cBA3aH-

Hble ¢ TpeboBaHUAMMN K

TeXHW4Yeckomy  o6cny-
XUBAHWIO W Tekylemy
PEMOHTY

E.3 MNprMepbl MHULMUPYIOLLMX COBLITUI 1 06CTOATENLCTB

Ans naeHTUdMKauMm NporHo3upyemMbix nocneoBaTeslbHoCTel Co6bITUIA YacTo MonesHo NpoaHanmsnpoBatb UX
MPUYMHBI, & UMEHHO VHULMVPYIOLLME COBbITUS 1 06cToATeNbCTBa. B Tabnuue E.2 npuBefeHbl NPUMEPb! MHALMUPYOLLNX
COGbITUIA U 06CTOATENBCTB, Pa3fe/eHHbIX Ha kaTeropun. HecMoTps Ha TO YTO JaHHbIN NepeyeHb He ABASEeTCA ucyepnbl-
BaOLLMM. OH COAEPXUT MHOTO pasHbIX BUAOB VHULMUPYIOLLMX COBLITUIA N 06CTOATENLCTB, KOTOpble HEO6XOANMO YUNTbI-
BaTb NPV UAEHTUMKALMKM NPOrHO3MPYEMbIX MOC/efoBaTe/IbHOCTe CobbITWIA AN paccMaTpMBaeMoro MefuLMHCKOTo

n3genus.

Tab6nunya E.2— Mpumepbl MHALMNPYIOLLMX COBLITUI N O6CTOSATENLCTB

Kareropus

HepocTtatoyHo noapo6-

Hble TpeboBaHusA

MpoW3BOACTBEHHbIE NPO-

ueccsl

TpaHcnopTvpoBaHue
XpaHeHne

TMprMEPb! UHULMMPYIOLLMX COBLITWIA 1 OBCTOSTENLCTB

Henagnexatwas cneuudvkaumsa Ha:

- napameTpbl KOHCTPYKLMW:

- 3KCn/lyaTaluoHHble NnapaMeTpsl;

- 3KCnJlyaTaunoHHble TpeboBaHus;

- Tpe6oBaHNA K 06CNYXMBaHUIO (Hanpumep, K TeKyLLemMy PeMOHTY, nepepaboTke);
- yTununsauuio

HepfocTtatoyHoe ynpasfieHne M3MeHeHUsIMM MPOU3BOACTBEHHBIX MPOLLECCOB.

HepoctaTouHoe ynpasneHune MHdopMauyeii o matepuanax/coBMecTuMocTi Ma-
Tepuasios.

HepoctaTouHoe ynpas/ieHne Mpov3BOACTBEHHLIMM MPOLEccamu.

HepgocTtatouHoe ynpasnieHne cy6noapsiaumkami

HeHagnexatllee ynakoBblBaHue.

3arpsisHeHne WM U3HalMBaHue (nopya).
HeHagnexatuume ycroBusi okpyxatoLeli cpefpl.
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OkoH4aHve Tabnuubl E.2

Kateropus

dakTopbl
cpefpl

oKpyXatoLuei

QuuCTKa, Ae3UHPEKLMA U
cTepunmnsauus

BbiBOg, M3 akcnnyartauum
n ytunmsaums

XMUyeckunii coctas

Yenoseuyeckuii haktop

Pexum oTkasa

MprMepb! MHALMMPYIOLLMX COBLITUIA 1 0BCTOATENLCTB

dusnueckune (Tenso, AasneHne, Bpems).

Xumuyeckvie (KOpposus, CTapeHue MaTepuasios, 3arpssHeHue).

ONIeKTpoOMarHuTHbIe MoNa (Hanpumep, YyBCTBUTE/ILHOCTb K 3/1EKTPOMArHUTHbIM
nomexam).

HepocTtaTouHoe sHeprocHabxeHue.

HepocTtatouHas nogava xnagareHta

OTCyTCTBME UMM HEAOCTATOUHO NOAPO6HbLIE TPEBOBAHNS K Ba/IUAMPOBAHHBLIM MNPO-
Leaypam ouMCTKM, Ae3VNHMDEKLUN 1 CTEPUNM3ALIMN.
HeHagnexalee npoBeaeHne OUYNUCTKM, AE3MHGEKLUMN U CTEPUN3ALIMN

OTcyTCTBME MHPOPMAaLMKN WX HeAoCTaTouHaA UHpopMauus.
Ownbka npuMeHeHus

Buonoruueckunii pacnag.

Buonornyeckas coBMECTUMOCTb.

OTcyTCTBME MHPOPMALMN WM HEJOCTATOYHO MOAPO6HbIe TeXHWUYeckne Tpebosa-
HUS.

HeHapnexalee npegynpexgeHne 06 ONacHOCTAX, CBA3AHHbIX C Henpasu/bHbIM
XUMUYECKMM COCTaBOM.

OWn6KN NpUMeHeHns

BO3MOXHble OWNGKN NpUMeHeHUsl, 06yCI0B/IeHHbIE AedeKTamMmn KOHCTPYKLuY,
Hanpumep:

- HElOCTaTOYHO YETKME WHCTPYKLMW MO NPUMEHEHUIO UM UX OTCYTCTBUE:

- C/IOXHAsi WM HEAOCTATOYHO YETKasi CUCTEMA YNpaB/eHns;

- HEO[HO3HAYHOE WM HESICHOE COCTOsIHWE U3Lenvis;

- HENpaBw/bHaa UM HeYeTKas BU3yanm3aLusi yCTaHOBOUHbIX NapameTpoB, pesy/ib-
TaToB M3MepeHwii Uan apyroii vHdopmaLmuy;

- HenpaBWbHOE NPeACTaB/eHNE Pe3y/bTaTos;

- HEl0CTaTOUHbIE BUAUMOCTb, C/LILLMMOCTbL U TaKTUALHOCT!

- HEHaf/exallee pacrnosfioXeHne 3/1eMEHTOB ynpaB/ieHus AeUCTBUSMU WU He-
Hagnexallee npeacTaBneHne MHAoOpMaLMm o HakTUYECKOM COCTOSIHWN;

- pPEXMMbI PaboThl MW PACMONOXEHUE 3/IEMEHTOB YNpaB/ieHusl, NpoTMBopeYaLLme
MMeloLLemMycsi 060pPYA0BaHNIO;

- NPYMEHeHNe MeAULMHCKOTO M3Aefnusi HeKBaM(ULMPOBAHHbIM/HEOBYUYEHHbIM
nepcoHanom;

- («4ocTaTOUHOE MpeaynpexaeHne o NOGOYHbIX AhhekTax;

- HepocTaToyHoe npeaynpexaeHne 06 oNacHOCTAX NOBTOPHOTO MPUMEHEHUs Me-
OVLMHCKUX U3ENNA OOHOKPATHOTO NPUMEHEHWS;

- HETOYHbIE N3MEPEHUA U Apyrvie MEeTPOIOrMYecKue acnekTbl;

- HECOBMECTMMOCTb C PACXOAHbLIMU MaTepuanamu/npuHaNexHoCTaMu/apyruMm
MeULMHCKAMU U3L4eNMAMU:

- MpoMaxu, ynyLieHWsi 1 3a61yXaeHuUs

BHesanHasi noTepsi 3/1IEKTPUYECKO UM MEXaHUYECKON LieNOCTHOCTY.

YxypweHne yHKLMOHAMbHBIX CBOWCTB (HanpuMep, NocTeneHHas OKKI03Us Maru-
cTpaneit ansa XUAKOCTU U rasa, U3MEHeHe rMapaB/IMUeckoro CoNnpoTUB/IEHUS], IMEKT-
pOMPOBOAHOCTYM) KakK pe3y/ibTaT CTapeHusi, M3HOCa U MHOTOKPaTHOro NpYMeHEHWSI
nsgenus.

OTKas3 BCEACTBUE YCTAI0CTH

E.4 MpuMepbl B3avMocBsizeli Mex/y onacHoCTAMU, MPOrHO3UPYyeMbIMU Noc/ef0BaTe/lbHOCTIMI COBLITWIA, onac-

HbIMU CUTYyaUuaAMU 1 Bpegom

Tabnvua E.3 geMoHCTpupyeT B3aMMOCBSI3b MeX/y OMacHOCTSIMM, MPOrHO3MPYeMbIMU MOC/ef0BaTeIbHOCTSAMM
COG6bITUI, ONacHbIMK CUTyauusMu 1 BpeLoM B yNpoLLeHHOM BuAe. [pyroii 0606LLeHHbIV MpMMep nocnefoBaTeslbHOCTW

CO6bITUIA,
pucyHke H.1 (npunoxeHve H).
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CneflyeT NOMHUTb, YTO OfHA ONAaCHOCTb MOXET MPUYMHUTL HECKO/IbKO BUAOB Bpea, a 6os1ee yem ofgHa nocneno-
BaTe/IbHOCTb COObLITUIA MOryT CNOCO6CTBOBATL BO3HWKHOBEHMIO ONACHON CUTYyaL K.

[ns npoBeAeHus HaAnexallero aHasmsa HeobxoAVMMo YCTaHOBMTb, B YeM 3ak/lloyaeTcsi onacHas cuTyauus. B
HEeKOTOpbIX 06CTOATENLCTBAX NPUMEPOM OMACHOW CUTyaLmn MOXeT 6blTb CHATUE KOXYXa C YCTPOWCTBa, HaxoAsLlerocs
nof, BbICOKAM HampshkeHneM, Torga Kak npu Apyrux obecTosTenIbcTBax NPYMEPOM OMacHOi CUTyauunm MOXHO cuuTaTb
HenocpefCTBEeHHbIN KOHTaKT YesioBeka C YCTPOWCTBOM, HaxOAALUMMCS MOJ BbICOKUM HanpshKeHUeM.

Ta6nuya E.3— B3aMmocBsi3b MeXZy ONacHOCTSIMM, MPOrHO3MPYeMbIMI NOC/1eA0BaTENbHOCTSAMM COBbITUIA, ONacHbI-

MU CUTYaLUSIMN 1 BPESOM

OnacHoCTb MporHosipyemasn Nnoc/ieAoBaTe/bHOCTL OriacHasi cuTyauys Bpen
COoObITUIA
dneKkTpomarHutHas OnekTpofHbli  Kabenb cayyaitHo Ha  anektpogax Cepbe3Hoe BO3-
3Heprusi {ceTeBoe Hanpsi- BK/IOYEH B CETEBYIO PO3ETKY nosiBU/IOCL ~ CETeBOE  ropaHue.
XeHwne) HanpshxeHune dunbpnnnaums
cepaua.
NeTanbHbll  nc-
Xo[,
Xumunuyeckas — onac- HenosHas ouncTka neTy4yero pacTso- Ob6pasoBaHue ny- [asoBas ambo-
HOCTb (NeTyunii pacTBo- PUTENA. NCMO/Ib30BAHHOIO MPU U3rOTOB-  3bIPbKOB asa B KPOBU WS,

putens)

NEHNUN U3LENUS.
Mepexog ocTaTka pacTBopuTens B

BO Bpems guanusa

MNospexaeHve ro-
JIOBHOTO Mo3ra.

ra3oBoe COCTOsIHME npu Temnepartype NeTasibHbIi  UC-
Tena Xof4
Bronornyeckasn onac- HeHagnexalyme WHCTPyKUMU o BbicBOGOXAEHNE BakTepuanbHas
HOCTb (6akTepuasibHoe O06€e33apaxmBaHWI0 HApPKO3HbLIX TPYGOK  GakTepuil M nonaja-  MHQeEKuus.
3apaxeHue) MHOTOKPaTHOI0 NPUMEHEHHS. HUe WX B AblxaTesb- NleTanbHbI  KC-
Mcnonb3oBaHue 3arpsis3HeHHbIX HAap-  Hble NyTW NaUYeHTa BO X0,
KO3HbIX TPy6OK Bpemsi aHecTesnun
nekTpomarHuTHas MauyeHT, MeloLmniA anekTpocTaTy- He3HaHune na- He3HaunTenbHoe
sHeprust (ESD — anekT- Yeckuii 3apsif, kacaeTcs MHMY3NOHHO-  LMeHTa C  BbICOKAM  MOBPEXAeHWe opra-
pocTaTnyeckuii 3apsig) ro Hacoca. YPOBHEM caxapa B HOB.
Hanunune ESD npvBOAMT K OTKa3y KpoBM O Mpekpalye- MomyTHeHne co3-

Hacoca 1 CUCTEMbI CUrHaim3aumm Haco-

HUN nofgavn WHCYnnu-

HaHuA.

ca. Ha Koma, netanb-
OTcyTCcTBYET nofaya MHCY/IMHa na- HbIli cxon
LeHTy
HeHagnexauee McTeueHne cpoka cnyx6bl 3n1emeH- Mpn BO3HMKHOBE- NleTanbHblli UC-
(PyHKLMOHMPOBaHWE (HET Ta NUTaHMA MUMNIAHTUPYEMOTO Aednb-  HUM apuTMUKM MOXKET  XOf

BbIXOJa 3N1EKTPOIHEPrUN)

punnstopa.
CnnwkoM 60/bLLOIA UHTEPBA MEX-
LY KNMHUYECKMMU 06C/Ief0BaHNSIMM

He mocnefosaTb pas-
psig aedmbpunnsaTtopa
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MpunoxeHune F
(cnpaBo4Hoe)

MnaH MmeHegXMeHTa pucka

F.1 O6wwme nonoxeHus

MnaH MeHemKMEHTa puUcka MOXET NpeacTaBnsATb CO60l CaMOCTOATENbHbIA JOKYMEHT UK ObITb CBA3aH C ApYru-
MW [OKYMEHTamu, Hanpumep ¢ AOKYMEHTaMU CUCTEMbl MEHeMKMeHTa kavecTBa. OH MOXET Takke COoAepXaTb CCblIKN
Ha Apyrve JOKYMEHTbI, YUTO COOTBETCTBYET TpeboBaHWAM, YyCTaHOB/IEHHbIM B 3.4.

CTpyKTypa 1 CTeneHb feTanv3aumy nnaHa go/mkHbl ObiTb CONOCTaBMMbI C YPOBHEM PUCKA, CBA3aHHBIM C paccmar-
pvBaemMbIM MeAUUMHCKUM u3genuem. TpeboBaHus, yCTaHOBMEHHbIE B 3.4. ABNAOTCA MUHUMa/IbHbIM HabopoM Tpebo-
BaHUli K NnaHy MeHeMKMeHTa pucka. /3roToBUTENM MOTyT BKIKYATb B NaH MEHeMXMEHTa pucKa Apyrue 3/1eMEHTHI,
Takve, KaK KasieHJapHbIii nnad, cpeAcTBa aHasm3a pucka Wan 060CHOBaHWE YCTaHOB/EHHbIX KPUTEPUEB [OMYCTUMOCTM
pucka.

F.2 O6nacTb NpMMeHeHNs nnaHa

B 06nacTv npuMeHeHnst AEHTUULMPYIOT U ONUCLIBAIOT MEAULMHCKOE U3feNne U CTafun ero XU3HEHHOTO LK-
na. AN KOTOPbIX NPUMEHUM KaXAblii 3NIeMEHT NnaHa.

Bce anemeHTbl npouecca MeHeaXMeHTa pucka CBA3aHbl C XWU3HEHHbIM LMK/IOM MEeULMHCKOTO M3fenus, ycra-
HOBJIEHHbIM U3rOTOBUTENEM. HeKoTopble a/1leMeHTbl NpoLecca MeHefkMeHTa pucka 6yayT NpuUCyTCTBOBATb Ha pasHbIX
CTauaX NPOLECCOB XWU3HEHHOTO LKNa U3aenus, yCTaHOB/EHHbIX n3rotoBuTenem (cMm. [3]). Hanpumep, nNpy ynpasneHuu
NPOEKTUPOBaHNEM 1 pa3paboTkoil. OCTaslbHble 3/1EMEHTLI NPOSIBATCS Ha APYTUX CTAAMAX XU3HEHHOTO LMKIa, BNIOTh 40
BbIBOAA M3AeNns U3 akcnayatauuu. B nnaHe meHemKMeHTa pucka 3Ta CBS3b A1 paccMaTpyMBaemMoro MeavLMHCKOro
N3[enuna ycTaHoB/IEHA HENoOCPeACTBEHHO WM NOCPELCTBOM CCbIIOK Ha Apyrie AOKYMEHTBI.

HecmMoTps Ha He06XOAMMOCTb MIAHNPOBaHUA BCEX BUAOB AEATENLHOCTY MO MEHEMKMEHTY puUcka, U3roToBuTeb
MOXeT UMEeTb HECKO/IbKO M/IaHOB A1 pasHblX CTaAuil XW3HEHHOTO LMKIa MeauUMHCKOro n3genuvsi. [laBas nosicCHeHus
OTHOCUTE/NbHO 061acTU NPUMEHEHNS KaXXAO0ro naaHa, MOXHO NOoATBEPAUTb, YTO N1aHOM MEHeMKMEHTa pUcKa OXBaueH
BECb XWN3HEHHbIA LMK MeANLMHCKOTO U3Lenus.

F.3 PacnpegeneHne oTBETCTBEHHOCTMN M MOSTHOMOUMA

B nnaHe MeHepKMeHTa pucka Heob6Xo4uUMO UAEHTUMLMPOBATL COTPYAHWKOB, OTBETCTBEHHbLIX 3 BbIMOSIHEHVE
KOHKPETHbIX BUAOB A€ATE/IbHOCTU N0 MEHEKMEHTY pUCKa, Hanpymep: NpoBepPSIoLLEero(Ux). akcnepTa(oBs). He3aBUCUMO-
ro(bix) cneynanucTa(os) no Bepudmkauum, N1LO, NMeLwee Npaso yTBepxaeHns (cm. 3.2). PacnpegeneHne nosHOMO-
YW MOXeET ObITb BK/IIOYEHO B MaTpuULly pacrnpefenieHvs pecypcos, pa3paboTaHHylo 415 CTaAuu NPOEKTUPOBaHUS U
paspaboTku.

F.4Tpe6oBaHNA K aHaNU3y AesATeNbHOCTH N0 MEHEAXXMEHTY pucka

B nnaHe MeHekMeHTa pucka crnegyeT MogpobHO onucaTb, Kak v korga GyaeT NpoBOAUTLCA aHaIn3 AesiTeslbHO-
CTU N0 MEeHeMKMEHTY pucKa NPUMEHUTENbHO K KOHKPETHOMY MeauUMHCKOMY u3fenuio. TpeboBaHua K JaHHOMY aHasu-
3y MOryT 6bITb YaCTbO TPEOOBaHWIA K aHaU/I3y CUCTEMbI MEHeMKMeHTa kadecTsa (cMm. [3]. 7.3.4).

F.5 Kputepuu gonycTumMocTun pucka, B TOM Yucne B TeX Cayvasx, Korga BepoATHOCTb MPUUNHEHUSA Bpeja He
MOXeT 6bITb onpegenexHa

Kputepum gonycTMMOCTu pucka paspabdaTbiBaloT UCXOAA W3 MOSMTUKN U3rOTOBUTENS B OTHOLLEHWW ONpeaeneHns
ponyctumoro pucka [cm. D.4 (npunoxenve O)]. KpuTepuu A0ONYyCTUMOCTW pucka MOryT GbiTb YacTbi paspaboTaHHOi
N3roTOBUTENIEM CUCTEMbl MEHEMKMEHTA KayecTBa, Ha KOTOPY MOryT BbiTb CCbIIKM B NaHe MeHeKMeHTa pucka (Cwm.
131.7.2).

F.6 lleaTenbHOCTb N0 Bepudnkalmmn

MnaH MeHeMKMEHTa pucka ycTaHaBnBaeT npoueaypbl NPoOBeAeHUs ABYX pasHbIx BepudmkaLlyii cornacHo Tpe6o-
BaHWAM HaCTOALLEro ctaHgapTa [cMm. Takke A.2.6.3 (npunoxeHve A)]. Bepudmkaumsa pesynbTatuBHOCTU Mep No ynpasne-
HUIO PUCKOM MOXET noTpeboBaTh C60pa KIMHUYECKMX AaHHbIX, AaHHbIX N0 3KCMIyaTauMoHHOW NPUrogHOCTM U T. M. (CM.
Takke 2.28). MnaH MeHeaXMeHTa pucka MOXeT BKIoYaTb NOAPO6HOEe onucaHue faHHOro Bufa AeAaTesnbHOCTU No
BepumKaLmm namn CCbiiky Ha naaHbl No APYruM BuAaMm AeATeNbHOCTU No Bepudimkaumu.

F.7 MeTopg(bl) nony4yeHnsi NOCTNPON3BOACTBEHHOI UHOpMaL MK

MeTog(bl) NoNy4YeHNss NOCTNPOU3BOACTBEHHOW MHDOPMALIMM MOXET ObITb YacCTbi YCTaHOB/IEHHBIX NpoLeayp cuc-
TemMbl MeHefkMeHTa kadvecTBa (cM. [3]. 8.2). M3roToBuTenam cnefyeT yCTaHOBUTL YHMBEpPCasbHble NpoLeaypbl céopa
MHpopMaLMM 13 TakMX UCTOYHWMKOB, Kak Nonb30BaTenn, 06CnyXMBatoLmii nepcoHasn, obyyatowmii nepcoHasl, cooblue-
HVst 06 MHUMAEHTax U obpaTHas CBA3b C NoNb30BaTeNAMU. B 60MbLUMHCTBE CNyYaeB [OCTATOYHO CCbIIKM Ha npoueaypb!
CUCTEMbI MEHe[)XMeHTa KayecTBa, OfHaKo /obble crneluanbHble TPe60BaHNS K MeANLMHCKOMY U3AENUo cneayeT BHe-
CTU HENOCPEACTBEHHO B MaH MeHeKMeHTa pucka.

MnaH MeHempKMEHTa puUcka AO/MKEH BKIOYATb NPUHATLIE HA OCHOBE aHan3a pucka AOKYMEHTUPOBaHHble peLue-
HWA NO CNoco6y HaGMAEHNS, NPUTOAHOMY A5 cb6opa NOCTNPOM3BOACTBEHHON MHDOPMAaLMK O MEAULMHCKOM M3aenun,
HanpumMep, Heo6xoAMMO NN HabAeHe Ha OCHOBE 06paTHON CBA3W UK xe TpebyeTca akTuBHOe HabnogeHue. MnaH
MeHeMDKMEHTA pUCKa AO/DKEH Takke BKIOYaTb NOAPOGHOE onucaHve NpPeayCMOTPEHHbLIX KVHWUYECKUX UCCNefOBaHUiA.
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MpunoxeHune G
(cnpaBoyHoOe)

MHopmaumnsa o metogax aHanunsa pucka

G.1 O6Lwue NonoxeHns

HacTosee npunoxeHne COAEPXUT PYKOBOASALLME YKa3aHWA B OTHOLIEHWN HEKOTOPbIX AOCTYNHbIX METOAOB aHa-
/n3a pucka, MPUMeHsieMbIX cornacHo 4.3. [laHHble MeToAbl [ONOHAT APYr ApYyra, W MOXET BO3HWKHYTb Heobxoau-
MOCTb B WCMO/Ib30BAHUN HECKOMbKUX M3 HWUX. OCHOBHOWM NPUHLMN aHann3a pucka 3aknoyaeTcs B No3TanHoOM aHavse
nocnefoBaTeIbHOCTW COBbITUIA.

MpeaBaputensHbii aHann3 onacHocTel (Preliminary Hazard Analysis — PHA) — 370 MeToA, NpUMeHsieMblli Ha
paHHMX CTaAusx npouecca pa3paboTku ANs uaeHTUurkaum onacHocTel, onacHbIX CUTyauuii N COObITWIA, KOTOopble
MOTYT NPUBECTU K NPUUMHEHWIO Bpeaa, KOraa KOHCTPYKUMA MeAULIMHCKOro 13aenvs n3BecTHa ub B obliem Buge.

AHaNIM3 AnarHocTnyeckoro aepesa HeucnpasHocTeli (Fault Tree Analysis — FTA) — 3TO MeTOA, KOTOpbIii MOXeT
6bITb 0COB6EHHO noneseH AnA obecneveHns 6e30MacHOCTN Ha paHHWX CTaausax paspaboTkv MeAMLMHCKOro usgenus B
Lenax naeHTMdmkauym 1 ycTaHoB/IEHNS NPpMOpUTETa ONAacHOCTEN 1 onacHbIX CUTyauuii, a Taikke 4151 aHaIn3a Hexena-
TeNbHbIX COBLITWNA.

AHann3 xapaktepa v nocneacteuii oTkasos (Failure Mode and Effect Analysis — FMEA) n aHanu3 xapakTepa,
nocneacTBuii U kpuTMUHOCTU OTka3oB (Failure Mode. Effects and Criticality Analysis — FMECA) aBnsioTcs meTogamu,
NPUroAHbIMU 151 CUCTEMATUYECKON MAeHTUMKaLMM BANSHWSA U NOCNeACTBUN OTKA30B OTAE/bHbIX KOMMOHEHTOB: 3TU
MeToAbl 60/bLIe NOAXOAAT ANA NPaKTUYECKM 3aBEpLUEHHbIX KOHCTPYKLWIA.

MccnepoBaHue onacHocTel 1 akenyaTaymoHHol npurogHocty (Hazard and Operability Study — HAZOP) u aHa-
M3 OnacHOCTen B KPUTUYECKMX KOHTPOJbHbIX Toukax (Hazard Analysis on Critical Control Points — HACCP) — aTo
MeToAbl, 0ObIYHO NPUMEHsieEMble Ha 6o/iee NO3AHUX CTaansaxX paspadboTku MeAULMHCKOTO U3genuna ana sepudukaummn, a
3aTemM 415 onTUMM3auMM KOHLUENUMA NpoekTa MM BHECEHUS U3MEHEHWIA.

G.2 NpeaBapuTeNbHbIA aHanu3 onacHocTeit (PUA)

MpepBapuTenbHblli aHann3 onacHoctel (PHA) — 3TO MHAYKTUBHbLIA MeTOA, aHanv3a, Lefbio KOTOporo siBnseTcs
NAeHTUChMKaLMA ONacHOCTeN, onacHbIX CUTyauuii U cobbITUIA, KOTOPble MOTYT NPUBECTU K MPUYMHEHWIO Bpeaa onpeje-
NIeHHOMY BWAY AeATeNbHOCTU, YCTPOWCTBY UM cucTeme. Yalle BCero faHHblii MeTog, NPUMEHSOT Ha paHHel ctagum
pa3paboTku nNpoekTa, Korfa UMeeTCcs HefoCTaTOYHO MHAopMauuM 0 AeTansx KOHCTPYKLUUW WU NpOu3BOACTBEHHBIX
npoueccax: 3avactylo PHA onpefensieT HanpasfeHne ganbHenwnx nccnegoBaHuii. OH MOXET ObITb MONE3EH NPU aHa-
nn3e JeliCTBYIOLLNX CUCTEM UM YCTaHOBNEHWUN NPYOPUTETA ONACHOCTEN B YCNOBUAX, KOrAa 06CToATeNbCTBA NPENATCTBY-
0T MPUMEHEHWIO APYroro MeToa.

Mpu ucnonb3osaHuyn PHA cocTaBnatoT nepeyveHb ONacHOCTEl U CBA3AHHbLIX C HUMU ONACHbIX CUTyauuii ¢ y4eTom
crnepyoLwmx hakTopos:

a) NpUMeHseMble UM U3roTaBMBaEMble MaTepuasbl U UX PeaKTUBHOCTb;

b) NpumeHsiemoe 060pyAoBaHUE;

C) NPOu3BOACTBEHHAA cpeja:

d) npoekTHas cxema:

€) B3aumMogeicTBMe KOMMNOHEHTOB MeAMLMHCKOTrO U3Aenna Wau CUCTEMBI.

B 3aBeplueHne onpefensoT BEPOSTHOCTb HECYACTHOrO C/y4asi, BbIMOJHAOT OLEHNBaHUMEe BO3MOXHOI TpaBMbl
MM BO3MOXHOrO ylllep6a 340pO0BbI0 N0 Ka4eCTBEHHbLIM MPU3HaKam 1 UAEHTUULMPYIOT NPUMEHNMbIE BOCCTAHOBUTE b
Hble Mepbl. MonyyYeHHble pesy/ibTaTbl MOXHO Har/IgHO NPefCcTaBUTb B BUAE Tabnvu, Uav APEBOBUAHbLIX CXEM.

Bonee nogpobHasa nHcopmaums o npoueaypax PHA npusegeHa B [8], A.5.

G.3 AHanu3 gnarHocTuyeckoro gepesa HeucnpasHocTeil (FTA)

MeTog FTA saBnseTca B NepBylo oyepedb CPeACTBOM aHann3a OnacHOCTEN, MAEHTU(ULMPOBAHHBLIX C NMOMOLLbIO
APYrux MeTOZ0B; €10 HauMHatoT C MOCTy/1aTa O HexenaTesIbHOM NOCNeACTBUM, Ha3biBAEMOM Talkke «r/1laBHOE COObITNE.
MeToaom aefyKuum, HaunHas ¢ raBHOro COBbITUA, NAEHTUULMPYIOT BO3MOXHbIE NPUYUHbLI UM XapakTep HeUCNpaBHO-
CTeill, BbI3biBalOLLME HEXenaTesbHble NOCNeACTBMS (0TKasbl cucTeMbl). Kaxkablli pa3 naeHTUguKaumio BbINOMHSAIOT Ha
Bce 60/1ee HWU3KOM (PyHKLMOHa/IbHOM YpOBHe cucteMbl. Cneaylowasn 3a aTvM noatanHas uaeHTuukaumsa Hexenarenb-
HOro (QYHKLIMOHMPOBAHUA CUCTEMbI C NOC/eA0BaTEIbHLIM MOHWKEHVEM YPOBHEN NPUBOAUT K MCKOMOMY YPOBHIO CUCTe-
Mbl. KOTOPbI/i 0BbIYHO COAEPXUT UCTOUYHUK HEMCNPABHOCTU UM ABNSAETCSA CaMbIM HU3KMM YPOBHEM, Ha KOTOPOM MOryT
NPVYMEeHsATb Mepbl MO YNpaBfEHWI0 PUCKOM. OTO MO3BOJISET YCTAHOBUTbL LIEMOYKM COGbLITUIA, C HaMbonblueli BeposT-
HOCTbIO MPUBOASALLME K 3asBNEHHOMY HexenateslbHOMY nocneacTsuio (oTkasy). PesynbTaTbl npeactaBnatoTca rpacu-
Yyeckn — B BUAe AepeBa HeucrnpaBHOCTel. Ha kakAoM ypoBHE CxeMbl KOMOMHALMKM BUAOB HeNCnpaBHOCTEN onvcaHbl
nornyeckumm onepatopamu (M. W v T. 4.). Buabl HeucnpasHocTel, MAEHTUULMPOBaHHbIE Ha AepeBe HencnpaBHOC-
Tei, MOryT GbITb CBSi3aHbl C HEMCMPABHOCTLIO annapaTHoro obecneyeHus, ¢ YenoBeyeckuM akTopoM W C N06bIMM
APYTMMU COObITUAMU, BEAYLMMUN K HexenaTenbHbIM nocneacTenam (otkasam). OHWM He orpaHuyeHbl YCIOBUAMU efaun-
HWYHOrO OTKasa.
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MeTog, FTA no3BosisieT CUCTEMATUYECKN U B TO Xe BPems J0CTaTOYHO TMOKO aHa/IM3npoBaTh pasHble thakTopbl, B
TOM Yumc/ie YenoBevecknii hakTop. [JaHHblii MeToZ NCMOMb3YIOT NPU aHan3e pucka B KauecTBe MHCTPYMeHTa onpejene-
HUS1 BEPOSITHOCTEN OTKA30B UN ANA UAEHTUDMKALUN eIUHNYHBIX UM MHOXECTBEHHbIX OTKa30B OHOr0 BM1AA, NPUBO/S-
WX K pa3BuUTMIO ONacHbIX cuTyaumii. padimueckoe npefcrasieHne B BUAE fepeBa HencnpaBHOCTEN MO3BOSET SIErko
MOHATL MOBefleHNe CUCTEMbI U BXOAALLMX B Hee (pakTOPOB, HO eC/n [iepeBo HencnpasHoCTel CTaHOBUTCA 60/1bLWNM, TO
ero o6paboTka MOXeT noTpeboBaTb NPUMEHEHNS KOMMbIOTEPHBIX CUCTEM, YTO. BNPOYEM, HE NPefCcTaBseT CIOKHOCTH.

Bonee nonHasa nHdopmauus o npoueaypax FTA npusegeHa B [17].

G.4 AHanus xapaktepa u nocnegacTauii otkasos (FMEA)

AHanu3 xapaktepa u nocneactsuit otkasos (FMEA) siBNsieTCs METOAOM, C MOMOLLIO KOTOPOTo CUCTEMAaTUYECKM
NOEHTUULMPYIOT 1 OLeHNBAOT NOCNEeACTBUSA OTAENbHON HEMCNPABHOCTY (€AUHUYHOTO OTKasa). STO UHAYKTMBHbIA Me-
TOZ4. NPU UCNOMb30BaHMM KOTOPOro OTBEYatoT Ha BONPOC: «YTo npom3oigeT, ecnu...?». KOMNOHEeHTbI aHaM3unpyoT noc-
nepoBaTtesibHO. OfIMH 3a [PYroM, YTO B OCHOBHOM COOTBETCTBYET YC/IOBUIO €AMHUYHOTO OTKasa. AHa/IN3 BbINOHAOT B
pexviMe «CHU3Y BBepX», T. €. Criedys npoueaype nepexofa K odyepegHomy, 6osiee BbICOKOMY PYHKLMOHA/IbHOMY YPOBHIO
MEMNLIMHCKOTO U3fenins Win CUCTEMBI.

MeTtog FMEA He cBOAMUTCA K aHa/I3y OTKA30B, AB/SAIOLMXCA CNeACTBUEM OLIMOKN NPOEKTUPOBaHNSA KOMMNOHEHTOB
MEMNLIMHCKOTO U34eNnsi, HO MOXET TakKke BK/IYaTb aHa/In3 0TKa30B B NPOLECCe U3TOTOB/IEHNA U MOHTaXKa KOMMOHEH-
TOB M3JeNuUA WAM NpyU NPUMEHEHUN WU OLIMGOYHOM MPUMEHEHUN U3AENVS KOHEYHbIM Nosib3oBatesieM (NMpUMeHeHne
meToaa FMEA). MeTog FMEA roxeT 6bITb pacLUMpeH 3a cyeT UCCNef0BaHNs 0TKa30oB OTAe/IbHbIX KOMNOHEHTOB, BEPOAT-
HOCTU MX BO3HUKHOBEHUSI 1 BO3MOXOCTUN BbISIB/IEHWS ([0 TOTO YPOBHS, KOrJa BbISB/IEHWE MO3BOSET NPUMEHATL Npeayn-
pexjatoLime AeiicTuA), a TaKkke CTeneHn TAXeCcTn MocneAcTBuiAi 0Tka3oB. AHa/I3 XapakTepa U Noc/iefCcTBuiA 0Tka3oB
(FMEA) moxeT cTaTb aHa/IM30M xapaktepa, NocneAcTBuii 1 KpMTUYHOCTU oTkazoB (FMECA). Ans BbinonHenns FMECA
KOHCTPYKUMSA MEAULIMHCKOTO U3fenunsa [o/KHa ObiTb N3BECTHA BO BCEX MOAPOOHOCTAX.

MeToa FMEA moXeT 6bITb Takxe Mofie3eH Npu paccMOTpeHun ownboK npuMeHeHuns. Hepgoctatkamu faHHOro
mMeToAa SBMSIOTCA TPYAHOCTU €ro NMPYMEHEHUSI MPY HaIMUYUK W3ObITOYHON MHGOPMaLUK, NP BKIKOYEHUN B aHa/M3
[elicTBuUiA M0 PEMOHTY 1 NPOCHMIAKTUHECKOMY TEXHUYECKOMY 06CNYXUBaHUIO MEAULIMHCKOTO U34enus, a Takke orpaHu-
YeHne AaHHOro MeTofa YCOBUAMU €IMHUYHOIO OTKasa.

Bonee nogpo6Hasa nHopmaumsa o npouegypax FMEA npusegeHa B [18].

G.5 ViccnepoBaHue onacHOCTEN M 3KcnlyaTaunmoHHoR npurogHocty (HAZOP)

MeTop nccnefosaHns onacHOCTeR 1 aKcnyaTtaunoHHoi npurogHoctn (HAZOP) aHanornyen metogy FMEA. Vic-
CflefloBaHVe OMacHOCTEN 1 aKcnlyaTauvoHHOM NPUrOAHOCTU OCHOBAHO Ha TEOPETUYECKO NpeAnochlIke, YTO UHUMAEH-
Tbl 06YC/OBMIEHbI OTKIOHEHWSIMI OT NPOeKTa NN NpeaycMOTPEHHOTO NPUMEHEHNs. 3TO CUCTEMATUYECKUIA MeTof, UAeH-
TudpmkaLmy onacHocTel U NpobemM aKcnyaTauvoHHoi npurogHocTu. OH 6bla NepBoHaYaslbHO paspaboTaH Ans npu-
MEHEHUs1 B XMMUYECKOV NPOMBbILLIEHHOCTU. [OCKONbKY NPUMEHEHWE MeTo4a B XMMUYECKOWA NPOMbILLIEHHOCTU CIOKY-
CMPOBAHO Ha OTK/IOHEHUAX OT MPOEKTa, TO CYLECTBYIOT BO3MOXHOCTU €ro asibTepHaTUBHOIO WCMOIb30BaHWA B 06nacTu
paspaboTkn MeAuLIMHCKUX n3genuii. Metoq HAZOP MOXHO 1MCNob30BaTh B OTHOLLEHUW NPUMEHEHNX (OYHKLMOHPOBa-
HUA MeAULMHCKUX U3fenuii (Hanpumep, NPYMEHWUTENbHO K CyLLEeCTBYIOLWMM crnocobam AnarHOCTVKW, NeYeHus uam o6-
neryeHns 3ab6oneBaHWii, BbICTYNalOWMM B KayecTBe Lieqin NPOeKTa) WM B OTHOLLUEHWU MPOLECCOoB, NPUMEHSIEMbIX NpU
M3rOTOB/IEHUN U/IN NPOPUNAKTUYECKOM YXOAE/TEXHNUECKOM OBCNYXMBAHUN MEAULMHCKUX M3fenuii (Hanpumep, cTepu-
M3aums). KOTopble MOTYT OKa3blBaTb 3HAYMTESIbHOE B/MSAHME Ha UX (DYHKUMOHMpOBaHue. 18 AaHHOro MeTofa xapak-
TEpHO:

a) 1Ccnosib3oBaHue rpynnbl CNeLNaIncToB, KOMNETEHTHbIX B 06/1aCTW NPOEKTUPOBAHWS U MPUMEHEHWS paccMart-
pvBaeMoro MejuLMHCKOTo 1saenus;

b) NPUMEHEHNE COOTBETCTBYIOLMX KtoueBbIX €10B (NONE — HUYTO, HUKTO, HUCKO/bKO: PART OF — yacTb Yero-
6o 1 T. A4.) ANA UAEHTUUKALUU OTKIIOHEHWA OT HOPMaUIbHOTO MPUMEHEHUS.

Llenamn gaHHoro metofa sBNAOTCA:

- COCTaB/IeHMEe MOJIHOTO OMnuUcaHUa MEeAULMHCKOro U3fenuns v ero npesycMoTPEeHHOro NpUMEHeHUs,

- cucTemMaTMyeckuii aHam3 KaokAoro acnekta npeAyCMOTPEHHOTO MPUMEHEHNA MEeAWLMHCKOrO U3Aenust B Lensx
onpefieNileHnst NPUUMHLI OTK/IOHEHUS OT HOPMaUlbHbIX PaboUNX YCMOBUIA 1 YTBEPXAEHHOIO MPOeKTa;

- onpejefieHne NOCNefCTBUIA Takux OTKOHEHU U MPUHATAE PEeLUeHWst O TOM. MOTYT /i AaHHble NOCNefCcTBUA
NPMBECTN K BO3HWKHOBEHWIO OMACHOCTel MM co3farb NpobremMbl € (MYHKLMOHUPOBaHNEM MEeAULMHCKOTO U3AEe/Nuns.

[JocTwkeHne mocnegHei Lenn 0CO6EHHO BaXKHO MPUMEHWTENBLHO K MpoLeccam, UCMosb3yembiM Mpyu M3roToBsie-
HUM MEAVLIMHCKUX W3AENWA, Koraa XapakTepucTUk MeAULVMHCKOTO U3fenns 3aBUCAT OT npouecca U3roToB/eHUs.

Bonee nogpo6bHas nHdopmauusa o npouegypax HAZOP npusefeHa a [19].

G.6 AHanu3 onacHocTell B KpUTUYECKUX KOHTPONbHbIX Toukax (HACCP)

AHa/I3 ONacHOCTEN B KPUTUYECKMX KOHTPOSbHBLIX Toukax (HACCP) — 3To cucTemaTtnyeckuii Mmetog naeHtudmka-
LK. OLeHMBAaHWA 1 ynpas/iieHnsi onacHocTAMU. lNepBoHa4asibHO OH 6bln paspaboTaH HauMoHaslbHbIM areHTCTBOM Mo
aspoHaBTMKE M UCCNeA0BaHNI0 KocMmyeckoro npoctpaHcTea (NASA) ans npeaynpexaeHns NuLeBoro oTpas/ieHns ac-
TPOHaBTOB. MeTo/, OCHOBaH Ha WCMO/b30BaHUW YCTAHOB/IEHHOTO Habopa MPUHLMNOB M TEPMUHOB C OMpeesieHNsIMU.
MpUMEHNUTENBHO K MeauUUHCKUM n3aennam metod HACCP 1cnonb3yloT A1 MOHUTOPUHTA W yNpaB/ieHns npudrHamn
ONacHOCTEN, CBA3aHHbIX C MEAULIMHCKAM U3[e/IMeM Y UHALIMUPOBAHHbIX COMyTCTBYIOLLMMM NpoLeccamMmu, 0CO6EHHO Npo-
LeccaMmn U3roToB/ieHUS.
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Metog HACCP ocHOBaH Ha ceMu npuHuunax:

1) npoBefeHne aHann3a onacHocTeli cornacHo 4.3 1 uaeHTUdMKauus npegynpexgarowmx AencTeuin cor-
nacHo 6.2;

2) onpefieNieHne KPUTUYECKNX KOHTPOsIbHbIX Todek (CCPs) cornacHo 6.2:

3) ycTaHOBNEHWE NpefenbHO A0MYCTUMbIX 3HAYeHUli cornacHo 4.2 n pasgeny 5:

4) MOHUTOPWHT KaXXAO0M KPpUTUYECKO KOHTPONbHOM Touku (CCP) cornacHo 6.3 n pasgeny 9

5) pa3paboTka KOppeKTUpyloLLmX AelicTBUiA cornacHo pasgeny 9:

6) paspaboTka npoueayp Bepudmkaummn cornacHo 6.3 u pasgeny 9;

7) pa3paboTka npoueayp BeAeHUs 1 XpaHeHust 3anuceli 1 Apyrnx JOKYMEHTOB coriacHo 3.5 v pasgeny 8.

Kaxgoe mMeavuuHckoe msfenve noABepraeTcs ONacHOCTAM, CBSI3aHHbIM C ero NpeaycMOTPEHHbIM MPUMEHEHU-
eM. OnacHble cuTyauum MoryT 6bITb Bbi3BaHbl COOLITUAMU (MPUYMHAMMU U COMYTCTBYIOLWMMMN hakTopamu), Nponcxoas-
LMMMN Ha pasHbIX CTaAWAX XU3HEHHOTO LMKNa W3Aenus, TakuX, Kak NpoekTMpoBaHue, U3roToBneHne, obecnyxmBaHue,
npYMeHeHve, yTuansaums u T. 4. MNprmMepbl HEKOTOPbLIX BUAOB ONACHOCTel npvBeAeHbl B NpuioxeHn E.

3anorom pesynbtatneBHocT HACCP cnyxaT HenpepbIBHbIi MOHUTOPUHT W ynpas/eHne uaeHTU(ULMpoBaHHbIMU
onacHoctamu (NpuHumMnbl HACCP 2, 3 n 4). /3roToBuTeNb AEMOHCTPMPYET Pe3y/ibTaTUBHOCTb YCTaHOB/EHHbIX Mep Mo
ynpaenieHnto onacHoctamu (npuHumnel HACCP 5 1 6) nocpeACTBOM pa3paboTku [OKYMEHTMPOBaHHOM CXeMbl npoLec-
ca. aHa/IM3a onacHoOCTEl M NiaHa KOHTPO/IA KpUTUdeckmx Touun: (npuHumn HACCP 7).

B cucteme HACCP B kayecTBe [OKYMEHTasIbHOrO NOATBEPXAEHUSA UCNONb3YIOT cneayllmne cpeicTsa BefeHuns
3anuceii:

a) 61ok-cxema npotiecca.

Lienbto 610k-CcxeMbl SBMISIETCA MPOCTOE U YeTkoe rpadimyeckoe BOCMPOM3BeAeHWe Noc/efoBaTeIbHOCTU CTaauii
npouecca. bnok-cxema Heobxoayma ans nocneaytouleli pa6otsl no metogdy HACCP OHa MOXeT cTaTb B GyAyLLem pyko-
BO/ZICTBOM /151 TEX. KOMY HeobXoaumo ByaeT pa3obpaTbCca B Npouecce B Lensx ero sepudimkaumn. Obnacts pacnpocrpa-
HeHWs B/1I0K-CXeMbl AO/MKHA OXBaTbIBaTb BCE CTaAMM npouecca, HenocpeAcTBEHHO ynpaBisemMble U3roTOBUTENEM:

b) paboyas kapTa 4151 aHa/M3a OMacHOCTeVA.

AHanun3 onacHocTeil BKIYaeT NAeHTUDNKALMIO ONacHOCTER U BbI3bIBAKOLMX UX MPUYMH. 3anucu no aHaamsy
onacHOCTe AO/MKHbI CofepxXaTb:

- MAEeHTUMKALMIO 1 NepeyeHb Tex CTafuii npouecca, Ha KOTOPbIX BO3HWKAOT 3HAYMTE bHbIE ONacHOCTY;

- nepeyeHb BCEX MAEHTUULMPOBAHHBIX OMACHOCTEN C yKasaHWeM KX 3HAYMMOCTU Ha Kaxol cTaguu npouecca;

- nepeyeHb BCex npeaynpexaatoLimnx AeicTBuiA, He06XoAUMbIX 415 YNPaBAeHNa Kaxaol OnacHOCTbIO;

- NAEHTUMKALMIO BCEX KPUTUYECKMX KOHTPOSIbHLIX Tovek (CCPS). cpefiCTB X MOHWUTOPUHIa W YNpasieHus numu;

c¢) nnaH HACCP

MnaH HACCP npefcTasnsieT co60i AOKYMEHT B NUCbMEHHOI hopme, OCHOBaHHBI Ha cemu npuHuunax HACCP u
onucblBatoLLmMii npoLeaypbl, KOTOPbIM HEO6X0AMMO cnefoBaTh AN o6ecneyeHns ynpasneHus NPOeKTOM, U3fenuem,
npoLieccoM unu npoueaypoii. MnaH BKIOYAET:

- NAEHTUMKALMIO KPUTUYECKUX KOHTPO/bHBLIX TOYEK U NpeAenbHO A0NYCTUMBIX 3HAYEHW;

- BUAbl JEATEeNIbHOCTU N0 MOHWUTOPUHIY U HENPEPLIBHOMY YNPaB/eHuIo;

- NAEHTUMKALMIO 1 MOHUTOPUHT KOPPEKTUPYIOLMNX AEACTBUIA, BUAOB AeATENLHOCTY MO Bepudivkaumm 1 BeAeHmo
3anuncei.
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Mpunoxexve H
(cnpaBo4Hoe)

PyKoBOACTBO MO MEHELXXMEHTY pUcka MeLULUHCKUX U3gennii
ONA AnarHocTukuM in vitro

H.1 O6Lwwme nonoxeHns

Hacrosiee npuioxeHue cofepXuUT JOMOMHUTENIbHbIE PYKOBOASALLME YKa3aHUs MO MPUMEHEHUI0 MeHeKMeHTa
pucka K MEAULIMHCKUM U3LENVsSM AN AUarHoCTukK in vitro (IVD). OCHOBHOe BHUMaHWe yAeNeHO MeHeKMEHTY pucka B
OTHOLLEHNN MaLMEHTOB Ha OCHOBAHWN MPYMEHEHNs Pe3y/bTaToB WUCCNeA0BaHWi MeAVLMHCKIX W3Aennid NS auarHoc-
TUKM in vitro. MNprBeaeHHble NPUMEPBI He ABSIOTCS MCYEPNbIBAIOWMMI, OHU NpeAHa3Ha4eHbl 418 PasbsACHEHNS 06LLMX
NPVHLUMMOB 1 CAYXaT OTNPAaBHON TOYKOW MPU MeHemKMeEHTe pucka.

MeanuMHCKve n3genvs ANa AUarHoCTUKM in vitro npeAHasHaveHbl An1s oT6opa, MOArOTOBKM U MCCNefoBaHUs
npo6, B3ATbIX M3 Tena yesoBeka. K faHHbIM M3[ennsM OTHOCAT peareHTbl, Npu6opbI, MporpaMMHoe obecneveHue,
usgenvs ans otéopa npob 1 eMKOCTV AN UX XPaHeHWs!, KanmbpaTopbl, KOHTPO/IbHbIE MaTepuasibl U COOTBETCTBYHOLLME
NpYHaANeXHOCTU. [epeuncneHHble n3genns MOXHO MPUMEHSTb Kak OTAENbHO, Tak U KOMOUHMPYS UX B CUCTEMY.

Pe3ynbTaTbl, NO/y4eHHblE C NMOMOLLbIO MEeAULMHCKUX M3Aenunii AN AUarHOCTUKM in Vitro, MOXHO MCMo/b30BaTh
AN AMarHoCTVKM 3a60oneBaHnin UM Apyryix COCTOSIHWIA, B TOM YMC/Ie COCTOSIHUSA 340POBbA NauueHTa, 415 BOCCTaHOB/e-
HUSA 3[j0POBbSA W 06MErYeHNst COCTOAHWA MauueHTa, SIeYeHUs Uan npedynpexaeHns 3aboneBaHns, a Takke A1 MOHW-
TOPUWHra /IEKapCTBEHHON Tepanun 1 onpefeneHns 6e30nMacHOCT JOHOPCKON KPOBM WM [OHOPCKUX OpraHoB. [aHHble
13[ennsa MoryT UCMO/b30BaTh /LA C pasHbiM YpOBHEM 06pa3oBaHus, NOArOTOBKM W PasHbIM NPaKTUYECKMM OMbITOM, a
TaKkke B pasHOil OKpyXaloLieil cpefe v Npu pasHOi CTeneHu ynpasfieHus oKpyxarwoleil cpefoii. Hanpumep, ogHu
MeAMUMHCKMe U3Jenus AN AWarHOCTUKM in Vitro npeAHasHayeHbl 415 NMPUMEHEHUs cneuuanncTamn B MeauLMHCKNX
na6opatopusix, Apyrne — MeauuMHCKMMN paboTHUKaMK Ha MecTax, TpeTb — HenpodeCCUOHasTbHbIMU NONb30BaTENS-
MU B JOMALLHUX YC/OBUSIX.

C ofjHOIi CTOPOHBI, pe3ynbTarbl NPoBeAeHHbIX B nabopaTtopun |VD-uccnefoBaHwii nepeaatoT Bpady, KOTOPbIA WH-
TeprnpeTvpyeT AaHHble W CTaBUT AUarHo3, NPOBOAUT fleyeHne Uan HabnoaaeT nauyyeHTa: ¢ Apyroit ctopoHsl, IVD-uccne-
[10BaHNA MOXET BbIMOMHATL CaM MaLMeHT, Kora UCnosb3yeT pesy/nbTaTbl UCCefoBaHNi A151 HABNOAEHVSt 33 COCTOSIHU-
€M CBOEro 3[j0pOBbsi Y NOC/eAYIOLLEro IeYeHus.

Beuay MHoroobpasus MeAuLMHCKUX U34enuii Ans ANarHoCTUKM in Vitro u ux npegyCMOTPEHHOro NpUMeHEeHUs
HacToALLMe PYKOBOASLLME YKa3aHNs MOXHO NPUMEHSATb HE BO BCEX Cly4asx. B OTHOLIEHNN MeAuLMHCKUX u3genwii ansa
[ANarHoCTWKM in vitro, npeAHa3HaveHHbIX 419 CaMOTECTUPOBaHNS, TEPMUHBI «NaLMEHTe N «HeNPOteCcCUoHasIbHbIN N0b30-
BaTenb» GyfyT B3auMO3aMeHsieMbIMW, XOTS MOryT 0603HayaTb W pasHbIX Nosb3oBaTesneil (Hanpumep, onpegesnexne
YPOBHA caxapa B KpoBM y pebeHka, cTpafatoLlero AmabeToM, MOXET NpPOBECTU ero PoACTBEHHWK). Eciu ucnonbsytot
TEPMUH «Bpay», TO cliefyeT MOHMMATb, YTO /1060 MeAULMHCKUIT paboTHUK Takke MOXET 3anpaluveatb, Nosyyarb,
MHTepnpeTMpoBaTh pesynbTarhl in vtfro-uccnegosaHuii. NpoBeAeHHbIX B nabopaTtopun, v felicTBOBaTb Ha UX OCHOBaHWUN.

MeanuMHCKMe w3fenvs 1S AWArHOCTMKM in Vitro MoTeHuMasbHO MOryT Cnoco6CTBOBaTb MPUUMHEHUIO Bpeda
nauyeHTy. OWwmnbBoYHbIE MM 3ano3gasible pesy/bTarbl MOTYT MPMBECTU K OLUIMGOYHBIM UK 3ano3fasibiM MeAULIMHCKUM
peLieHnam v AeiicTBUAM, KOTOPbIE MOTYT HaBpeAuTb NauneHTy. OWwn60YHbIe pe3y/bTarhbl, MNOyYeHHbIe MPY MPUMEHEHUN
MeAULMHCKUX W3AeNniA ANS AMarHOCTUKK in vitro, NpeAHa3HauYeHHbIX 418 CKPUHUHTA NepennBaHus KPOBM U TpaHCniaH-
Tauuy opraHoB, NOTEHLMasIbHO MOTYT MPUYUHWUTL Bpej PeLMnVeHTam KpoBu Unu opraHoB. OWwunG0uHble pesyrnbTarl,
NoslyYeHHble MY NPYMEHEHUN MeAMLMHCKUX U3Aenuit Ans [UarHocTUKM in Vitro, npeAHasHayYeHHbIX A8 BbISBIEHUS
MHCDEKLMOHHBIX 3a60/1eBaHnii, MOTyT MpeACcTaBiATh NOTEHLMa/IbHYI0 ONacHOCTb A/151 06LLECTBEHHOTO 340POBbA.

Ha pucyHke H.1 npegcTtaBneHa ofHa 13 Mogeneii pUckoB NpUMEHEHUS MeAULIMHCKUX U3AeNnid Ans [UarHoCTUKKM
in vitro B nabopaTopHbIx ycnosusx. B aTom npumepe oTkas cucTeMbl MeHempkmeHTa kadectBa (CMK) usrotosutens
(HanpumMep, Ha cTaguu NPOEKTUPOBaHWSA, pa3paboTKu, W3rOTOB/IEHUS, YNAKOBbIBAHWS, MapKMpOBaHWS, peanusauun
W 06CAYXMBaHNS) VHULMMPYET NOC/eJoBaTe/IbHOCTb COObITUA, KOTOpas HaYMHAETCS C HEMCNPaBHOCTW U HeHaase-
Xallero PyHKLMOHMPOBAHNA MeAMLIMHCKOTO N3aenua ANns AUarHocTukM in vitro. Ecnm oTkas MeguuuMHCKOro mspenus
NPOVCXOANT B MEeAMLIMHCKONM nabopatopuy, TO 3ro NPMBOAWT K OLUMGOYHBIM pesy/bTatam 1ccnefoBaHuii. Ecnv pesynb-
TaT He NAEHTUMLMPOBAH B 1a6OPATOPUM Kak OLUMGOYHBIV, TO OH nonagaeT K MeAuLMHCKOMY paboTHuKy. Ecnn meau-
LIMHCKUI paboTHUK Takke He uaeHTUULMpyeT pe3y/bTaT Kak OWMO0YHbIA, TO 3TO [/IOKET MPUBECTV K HEMPaBWU/IbLHOMY
[marHosy v cosgatb ONacHyto CUTyauuto NS nauveHTa.

Bpau npumeHsieT pesynbTtathl IVD-nccnefoBaHnii COBMECTHO € APYroi AOCTYMHOW MeAULMHCKOM nHchopmaumei,
[NA TOro 4To6bl OLIEHWUTb COCTOSIHME 3[J0POBbLA NauyeHTa, MOCTaBUTb AMArHO3 WM Ha3HAYWTL JSledeHne. B HeKOTopbIX
cny4asx pesynbTarbl in yiiro-uccnefoBaHuii MOryT 6biTb [/1aBHbIM MW faXe eAWHCTBEHHbIM OCHOBaHUEM A5 NPUHATUS
K/IMHNYECKOTo pelleHns. BeposaTHOCTb NpUUYMHEHWUA Bpefa NauueHTy CknaAblBaeTcsi W3 BEPOSTHOCTEN HacTynieHus
Kabk[oro cobbITus, MokasaHHOro Ha pucyHke H.1. Kaxgas oTaenbHas BEpOATHOCTb HACTYN/IEHWUS COObITUA YacTUYHO
KOMMEHCUPYETCA BEPOATHOCTbIO 06HAPYXKEHWsT ONacHOCTU UMW ONacHoii cuTyauun nsroToBuTesnieM, naéoparopueid unm
BpayoM, 4TO MO3BO/ISIET BMeELATbCA WM NPeAoTBpaTuTb NpUYMHEHWe Bpeda nauueHTy. dakTuyeckas nocnegosaTesb-
HOCTb COGbITWIA ByfeT 3aBUCETb OT KOHKPETHOTO MEAMLIMHCKOTO U3Lenns A5 AMarHOCTVKM in Vitro 1 ero NpuMeHeHus.
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PucyHok H1 — Mogenb pyckoB NpUMEHEHUs MeAMLUHCKOro nusaenvsa ansa
ANaToCTUKM in vitro B 1abopaTopHbIX YCI0BUAX

Ha pucyHke H.1 BMAHO, 4TO OWMGOYHbIE MK 3ano3jasible pe3ysnbTaTbl MOryT 6biTb MOMyYeHbl B naboparopuu,
Hanpvumep, BCNeACTBME HECOBMIOAEHNA npoueayp, rpatrkoB TEXHNYECKOro 06CNYXMBAHUA UK KannbpoBKW, NTepupo-
BaHUsi NpefynpexaeHvii n npegocTepexeHnin. CobbITUS, KOTOpble MOTYT MPUMBECTM K NPUYUHEHUIO Bpeda MauyeHTy,
Takke MOryT 6biTb MHULMUPOBaHbLI B nabopatopuun. Mo3aToMy npusHaHa Heo6X0AMMOCTb YMEHbLUIEHUS Yncia OWNGOK ¢
MOMOLLIbIO NMPYMEHEHUA MpoLiecca MeHeMkMeHTa pucka K MeAVLIMHCKOW nabopatopuu, a uHdopmauus no 6e3onacHo-
CTW. Nonyvyaemas Ha BbIxo4e Mpouecca MeHefKMEHTa puCKa U3roTOBUTENSA, MOXET CTaTb BXOAOM MpoLecca MeHemx-
MeHTa pucka NPUMeEHUTENbHO K nabopaTopuu.

H.2 AHanu3s pucka

H.2.1 aeHTUdUKaLmMs npeaycMOTPEHHOT0 NPUMEHEHNS

H.2.1.1 O6wwe nonoxeHns

MeauuuHckme nsgenus Ana AMaToCTUKK in vitro, npegHasHayveHHble ANs NnabopaTtopHbIX UCCnefoBaHWin unm
1ccnefoBaHnii Ha MecTe NpPoBeAeHUs NieveHnsi, UMEOT ABYX NoJib30oBaTesieil, MeauLMHCKOro paboTHMKa, NMPOBOAALLEro
nccnefoBaHve, N MeAnLMHCKOTro paboTHMKA, NOyYatoLero pesynbTarbl, UHTePNpPeTUPYIOLLEro UX U Ae/ACTBYIOLLErNO Ha WX
ocHoBaHwW. B cnyyae IVD-u3genva Ana caMoTeCTUpoBaHus MauyeHT MOXET ObiTb €MHCTBEHHbIM NO/Mb30BaTENEM.

Mpn naeHTUrkauum NpeaycMOTPEHHOTO NPUMEHEHNS CrefyeT paccMaTpuBaTth 3asiBIeHHbIE L U3roToBuTe-
NS B OTHOLIEHUM 06OMX BapuaHTOB NpuUMeHeHus: 1) npumeHeHue IVD-u3genus Ans nonyyeHws pesynbTatoB uccneno-
BaHUA: 2) NPUMEHeHWe pe3y/bTaToB UCCNELOBAHNS ANA AMArHOCTUKW, NIEYEHNUA UM HaGMAEeHUs 3a NauueHToM.

B HacToALEM NPUIOXEHNN NPUMEHEHbI Cneaytolime TePMUHbI C COOTBETCTBYIOLLMMUN OnpeaeneHNsamu:

- onepatop — /L0, NPOBOAALLEE N W/TO-UCCNefoBaHNs; AaHHOE /IMLIO T/TIOXET ObITb KaK COTPYAHUKOM nabopaTo-
pUK. TaKk U MEAULMHCKUM PaBGOTHUKOM WM HenpoghecCUoHasIbHbIM MO/b30BaTeNIeM C MUHUMasIbHOM NOATOTOBKON vnn
ee OTCyTCTBUEM;

- MeguLMHCKUI paboTHUK — NMLIO, 3anpalumBaiolLee, nonyyatowee pesynbTarbl UCCIeA0BaHWA NN AelicTBytoLee
Ha OCHOBE [aHHbIX Pe3yNbTaToB OT MMEHW NauneHTa; MeAWLMHCKMM paboTHUKOM SIBMISIETCA Bpad, Mejcectpa, denba-
LUep «CKOpOIi MoMoLLW» unn to6oe Jpyroe Nvuo, MPMHUMAOLLLEee KIMHWYEeCcKoe pelueHne Ha ocHoBe pesynbTatos |VD-
ncecnenoBaHuii.

H.2.1.2 MpepycMOTpeHHOe NpUMeHeHne

MpeaycmMoTpeHHoe NpUMEHeHe MEULMHCKOTO U34ennsa A8 ANarHOCTVKK in Vitro rOXeT BKIYaTb TpeboBaHus
K MU3MepPUTE/IbHON cucTeme, aHanM3mpyembiM npo6am (o6pasuam), naéopaTtopHoMy o60pyZoBaHuio, matpuue npob,
npoueaype uccnefoBaHnsa (aHam3 No KayecTBEHHbLIM, MOJTYKO/IMYECTBEHHLIM WM KOIMYECTBEHHLIM MpU3Hakam), one-
paTopy ¥ MecTy NpUMeHeHUs.

Hanpumep, MOXeT BO3HMKHYTb HEOGXOAUMOCTb B MUCC/EeA0BaHUM COAEPXaHUsi XOPUOHNYECKOTO GeTa-roHafoT-
ponuHa yenoseka (p-hCG) B obpasuax CbIBOPOTKM, Maas3Mbl KpOBY WM Moun. He kaxpas npouegypa uvccnefoBaHus
p-hCG umeeT Te xapakTepuUCTUKK1, KOTOpPble COOTBETCTBYIOT BCEM TPEM BWAam MaTpulbl Npob.
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H.2.1.3 MNoka3aHnsa K NpUMMeHeHuto

MokasaHnsa K MPYMEHEHNIO BKIIOYAIOT MeAMLVHCKOE NPUMEHEeHMe 1 onpejesieHne nonynsaumii nonb3osartenen,
[ANA KOTOPbIX NpegHa3HayeHo MeauLMHCKOe usgenue 418 ANarHOCTUKK in vitro.

Hanpumep, pesynbTaTbl uccnegosaHuns cogepxanus p-hCG MOXHO MCnonb30BaTb AN NOATBEPXAeHus Gepe-
MEHHOCTW. CKPUHUHIa 6epeMEHHbIX XEHLLUH Ha Ha/imumne y nnoga cuHapoma flayHa, a Takke 418 MOHUTOPUHIa HEKOTO-
pbix hopMm paka. Kaxgoe meauuMHCKOe NPUMEHEHWE MOXET BblABUraTb pasHble TPeb6OoBaHUA K YyBCTBMUTE/IbHOCTH,
cneunguyHOCTN, TOYHOCTU Y NOTPELLHOCTY U3MEPEHWIA.

H.2.2 iaeHTUdMKaLmns BO3MOXHbIX OLLIN6GOK NPUMEHEHNS

H.2.2.1 OWwWn6KM NpUMEHeHns

OwWwnbKN NPUMEHEHNsT BK/IOYAIOT [AEeWCTBUSA, He MNpeAyCMOTPEHHble U3rOTOBUTENIEM, Takue, Kak YCKopeHue
npoueayp, NOMNbITKA ONTUMMU3ALMM U UMMPOBU3ALMK, & Takke HEBbINOSIHEHVE AENCTBUIA, NpeayCMOTPEHHbIX N3rOTOBU-
TenemM 1 OnucaHHbIX B MHCTPYKUMAX MO NPUMEHEHWIO.

H.2.2.2 Mpumepbl BO3MOXHbIX OLLIMBGOK NPUMEHEHNS CO CTOPOHbI COTPYAHUKOB nabopaTopun

Hwxe npuBeAeHbl NpUMepbl BO3MOXHbIX OLIMOOK NPYMEHeHNss B nabopaTopHbIX yCnoBusix. [JaHHble npumMepsbl
SABNATCA MoKasaTe/lbHbIMW, HO HeucuepsbIBaLWMMU:

- MPUMEHeHNe MeULMHCKOTO U3Aenuna 48 ANarHOCTUKM in Vitro ¢ HeHagnexalmm KanubépaTtopoM, peareHToMm,
npméopoM MM aHannsmpyembiMm 06pasLoMm;

- NonbITKa ONTUMU3aLMN NpoLueaypbl UCCNe0BaHNA A1S YyHLWeHNs SKCNyaTaUUoHHbIX XapaKkTepUCTUK;

- CoKpalleHue npoleaypbl uccnefoBaHuns {yckopeHue npoueaypbl);

- HEBBINOJIHEHNE TEXHWYECKOro 06C/TyXuBaHWSA Npubopa;

- HECMOCOBHOCTb WM HEBO3MOXHOCTb OCYLLECTB/IEHUS Mep Mo obecneyeHnto 6e30nacHoCTy;

- (OYHKLMOHMPOBaHKE B HEGIAroNpUSITHBIX YCI0BUAX OKpYXatoLLei cpedpl.

H.2.2.3Mpumepbl BO3MOXHbIX OLLIMOG0K NPUMEHEHMNSA CO CTOPOHbLI MeAMLMHCKOr0 NnepcoHana

Huxe npvsefeHbl NpYMepbl BO3MOXHbIX OLUMOOK NPUMEHEHUA CO CTOPOHbI MeAWLUMHCKOro nepcoHana. [laHHble
npuMepbl ABNAKOTCA NokasaTeslbHbIMU, HO HeumcyepnbiBatoLwmMuy;

- MPUMEHEeHne pe3ynbTaToB in Vitro-uccnefoBaHns A8 CKPUHUHIA HaceNeHus Ha Hannyve 3abonesaHusi, B TO
BpEMS Kak npoueaypa uccrefoBaHus npejHasHaveHa ANs AMarHOCTUMKM AaHHOro 3abonesaHus {akcnnayatauuoHHble
xapakTepucTukn 1VD-u3genusa MoryT He COOTBETCTBOBATb 3afade CKPUHUHIA HaceneHus);

- NpuMeHeHne pesynbTaTos |IVD-uccneposaHua Ana AnarHOCTUKKM 3aboneBaHnsl, B TO BpeMs Kak npouegypa
nccnefioBaHnsa npefHasHavyeHa A8 HabMofeHus 3a COCTOSAHMEM 3[0POBbSA (3KCnyaTauMoHHbIE XapakTepUCTUKN
IVD-13genms MoryT He COOTBETCTBOBaTb 3ajadvamM AUarHoCTuKm);

- NpuMeHeHne pesynbTaros IVD-uccnegosaHnsa A HOBOro crnocoba MeAuLUMHCKOTO NPUMEHEHWS, He 3asB/eH-
HOro M3roToBuTENEeM (3KCMyaTaumoHHble XapakTepucTukn IVD-u3genms MoryT okasaTbCs HenpurogHbIMU A8 HOBOro
cnocoba KIMHWYECKOrO NPUMEHEHUS).

H.2.2.4 TpuMepbl BO3MOXHbIX OLLIMGOK NPYMEHEHMWSA NaLMeHTaMm Npy camoTecTMpoBaHm

Hwxe npusefeHbl NpUMepbl BO3MOXHBIX OLIMOOK MPYMEHEHWUSA nauveHTamMu npyv caMoTecTMpoBaHuU. 3TW npu-
Mepbl ABNSATCA nokKa3aTe/lbHbIMU, HO HeurcYepnbIBaoLWyMUY;

- 1cnonb3oBaHWe HeJocTaTouHoro ob6bema obpasua;

- HECnoco6HOCTb NPaBU/IbHO BCTaBUTb MOAY b C peareHToMm;

- pasfieneHvie peareHTHbIX CTPUNOB (4N YMEHbLUEHNS MaTepuasibHbIX 3aTpar);

- HECnoco6bHOCTb UM HEBO3MOXHOCTb OCYLLIECTB/IEHUS Mep Mo obecrneyeHntio 6e30nacHoCTy;

- XpaHeHue peareHTa B HeHaf/1exaluyx yCrnoBusx.

H.2.3 igeHTUdmKaL s xapakTepUcTmK, OTHOCALLUXCS K 6@30MacHoCTH

H.2.3.1 O6Lme nonoxeHus

MOMUMO XMMMYECKMX, MEXAHWUYECKUX, INIEKTPUYECKMX N BUOOTMYECKUX XapaKTEPUCTUK 1 Hapsaay C ApYrMMU Meau-
LUMHCKUMUW U3AeNuaMn MeauUMHCKNe n3fenqsa AN AWarHOCTUKM in Vitro MMELOT aKChnyaTauMoHHbIE XapaKTepuUcTUKK,
onpefensolme TOYHOCTb Pe3y/bTaToB MccaefoBaHus. Hecnoco6HOCTb AaHHbIX MEeAWLIMHCKUX W3AeNnnii COOTBETCTBO-
BaTb 3KCM/yaTauMOHHbIM XapakTepucTukaMm, Heo6XoauMbIM AN KOHKPETHOTO MEAULMHCKOrO NPUMEHEHNS, MOXET npu-
BECTU K CO34aHNI0 ONacHO cuTyauum U COOTBETCTBEHHO pyvcka A/ NauyeHTOB.

H.2.3.2 XapaktepucTuku npoueayp nccrienoBaHns no KOJIMYeCTBEHHbIM NpU3Hakam

Mpoueaypbl UccnefoBaHNs Mo KOMIMYECTBEHHBLIM MPU3HaKam npefHasHayeHbl 415 onpefesieHns KonamyecTsa
W KOHLEHTpauuyM aHann3npyemoro Bellectsa (aHanuTa). PesynbTaTbl OTMeYaroT Ha UHTepBasbHON Wwkane. OCHOBHbI-
MV aHa/IMTUYECKMMUN XapaKTepucTukamu npouesyp UCCefoBaHus Nno KO/IMYECTBEHHbIM MpU3HaKkam SBATCA Tou-
HOCTb (HETOYHOCTb), NOrPELLHOCTb (CMCTemaTmyeckas OLIMOKa OLEHKM, 06YCNOBNEeHHAst CYyObEKTUBHLIM (haKTOpPOM Wan
HETOYHOCTLIO MpKUbopa), CneundpruyHOCTL aHaam3a 1 AuanasoH KOJIMYECTBEHHOIO onpeaesieHns. KCn/yatauynoHHbIe
TpeboBaHWs 3aBUCAT OT BUAA MEAULMHCKOrO npuMeHeHns. OWMGOYHO BbICOKWMIA MW OLUIMGOYHO HU3KWMIA pe3ynbTaT Mo-
XXET MPUBECTU K HENPABWILHOMY AMArHo3y Uan 3ano3gasomy IeYEHNI0, @ NocneayoLWmi Bped, NPUUNHAEMBbI NaLneHTy,
MOXET 3aBNCETb OT KOHLEHTpaLMM aHann3npyemMoro BeLlecTsa ¥ 3Ha4eHUss CUCTEMATUYECKON NOrPeLLIHOCTU.

H.2.3.3 XapaktepucTuku npoueayp uccrienoBaHns No KA4eCTBEHHbLIM MpU3Hakam

Mpoueaypbl ccnefoBaHNa NO KayeCTBEHHbIM MpK3HaKam npegHasHaveHbl TONbKO A1 BbIABMEHUS NPUCYTCTBUSA
WM OTCYTCTBUSI aHanuTa. Pesynbratbl npouefyp KiacCuuuMpyloT Kak MOMOXUTE bHbIe, OTpULaTesibHble WK
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HeonpejeneHHble. K xapakrepucTukam npoueayp UccnefoBaHns no ka4ecTBEHHbIM MpuU3Hakam 06blYHO OTHOCAT Auar-
HOCTUYECKYH0 YyBCTBUTENBHOCTb U CNELMNUHOCTL. MON0KUTENbHBIA pe3ynbTaT npyu OTCYTCTBUM aHasmTa un oTpuua-
TefbHbI pe3ynbTaTr Npu Ha/IMUMKM aHaInTa MOXET MPUBECTU K MOCTAHOBKE HEMpaBU/IbHOTO AMarHosa uam 3anosgasomy
NIEYEHUNIO 1 NPUYMHEHNIO Bpeaa MaLuveHTy.

H.2.3.4 XapakTepucTmkn oyHKLUNOHaIbHON HaAEXHOCTH

Ecnn nevatiemy Bpauvy Heo6xoAuMbl pesynbTartbl in wiro-uccnefoBaHns A8 NPUHATAS CPOYHOTO K/IMHUYECKOro
pelueHns, Hanpumep, O HanpasfeHWn nauneHTa B OTAeNIeHNe WHTEHCUBHON Tepanuu, TO CBOEBPEMEHHOCTb pe3y/bTa-
TOB MOXET 6bITb TaK e BaXHa, Kak M UX TOYHOCTb. HEBO3MOXHOCTb MOSyYeHUs pesynbTara, Korga OH HeobXxoawM,
MOXET MPUBECTU K CO3AaHWNI0 OMacHON cuTyaummn.

H.2.3.5JononHuTenbHasa nidhopmMaLms o nauueHTe

B HekoTOpbIX cryyasx A8 NpaBUIbHON MHTepnpeTauun pesynbTaToB UcCnefoBaHna MoryT notpeboBaTtbcs de-
Morpadmyeckme AaHHble MauneHTa, a Takke JaHHble 0 Npobe wan ee uccnegoBaHuu. MNpumepaMu Takvx JaHHbIX,
BBOAVMbIX BPYUYHYIO 1abopaHromM-aHa/IMTUKOM WM aBTOMaTUYecku C NOMOLLbI0 1abopaTopHO KOMMbIOTEPHON cucte-
Mbl. ABNSIOTCA MAEHTUDUKAUMA NauneHTa, naeHTndmkaums npobbl, BUA Npobbl, onncaHue npobbl, eAuHULbLI n3Mepe-
HWS. 06pasLoBbIi MHTepBas, BO3PacT, NON W reHeTuyeckue paktopbl. ECin meguumHckoe nsgenve Ans AUarHoCTUKK
in vitro cNpoeKTMpoBaHO Tak. YTo6bl BMECTe C pe3y/bTaTtamMu UCCefoBaHus coobLaTh 4ONOMHUTEbHY0 MHDOPMALIWIO
(T. e. ABNSETCA MHTEPNPETUPYIOLWMM), TO HECNOCOBGHOCTb M3A4ENUs BblAaTb NPaBu/bHY WHGOPMAaLMo COBMECTHO C
pesynbTatamMn UCCNeA0BaHNA MOXET HapyluMTb NPaBUIbHOCTb MHTeprnpeTauymn AaHHbIX pe3y/bTaTtoB U NPUBECTU K COo-
3j@HNI0 ONacHoW cuTyauun.

H.2.4 N ieHTUdmKauma N3BECTHbIX U MPOTrHO3NPYEMbIX ONacHOCTel

H.2.4.1 OnacHoCT AN NaunMeHToB

C TOuKkv 3peHns naupeHTa, pesynbTar IVD-vccnefoBaHus npeAcTasnseT cob6oit onacHOCTb, €Cv OH MOXET npu-
BECTU K HECOOTBETCTBYHIOLLEMY MeAMLMHCKOMY BMeLLaTe/bCTBY, CeACTBMEM KOTOPOro MOXET CTaTb NpPUYMHEHVE Bpeda
3[l0POBbI0 U/ CMEPTb, UM K HEBO3MOXHOCTW OKa3aTb MEAMLMHCKY0 MOMOLLb, KOoTopas Morna 6bl npefoTspaTuTb
npuyvHeHe Bpeda 340POBbI0 WM cMepTb. OWMBOUHBIA MK 3ano3gasbiii pesynbtar IVD-uccnefoBaHns MOXeT ObiTb
006ycnoBneH HeHagnexawym MyHKUMOHUPOBaHEM MEAULMHCKOro n3fenus ANna OUMarHocTuKM in vitro, YTo sBnseTcs
MHULMMPYIOLLLE ONacHOCTLI0 B MPOrHO3MPYeMoi nocnefoBaTenlbHOCTU COObITUIA, NpPUBOAALLEN K CO3[4aHUI0 OMacHoi
cuTyaumn. VigeHTndpukaums onacHocTel U nocnefoBaTe/lbHOCTen COBbITUIA NoMoraeT U3rOTOBUTENIO B COCTaB/IEHNM
noApo6HOro nepeyHs onacHbIX cUTyauuin. B npolecce aHanv3a pucka N3rotoBuTe b ycTaHaB/MBAET, YTO UMEHHO Heo6-
XO4MMO paccmaTpuBaTthb Kak OnacHOCTb.

Kak nokaszaHo Ha pucyHke H.1. onacHas cuTyauusi roKeT BO3HWUKHYTb, eC/ii MeAULMHCKUA paboTHMK nosydyaeT
OWMNBOYHBIA pe3ynbTaT UccnefoBaHust U NPUHMMAET PELUEeHUs Ha ero ocHoBaHuW. OnacHas cuTyauus MOXeT Takke
BO3HUKHYTb B OTCYTCTBME pe3y/bTata, Korja OH Heobxogum. B cnyyae ¢ usgenusamu Ans camMoTecTMpoBaHWS onacHas
CUTYyauUms [MIOKET BO3HWUKHYTb NPW NOMYyYeHUN OLUMOOYHOrO pesyribTaTta NauueHToM WM OTCYTCTBUW pesysnbTara, Korja OH
HeobxoanMm.

Mpn nposBefeHnn nccnefoBaHna No KOIMYECTBEHHLIM NPU3HaKkaM pesy/ibTal MOXHO paccMatpuBaTb Kak OLu-
60UHbIA. ecnu pasHnLa No CPaBHEHMIO C NPaBU/bHLIM 3HaYeHeM MNpeBsbillaeT npefesbHoe 3Ha4YeHne, OCHOBaHHOe Ha
KIMHWYECKOl NOMb3e OT NPUMEHEHUS MeAMLMHCKOTo u3fenus. KnmHuueckas 3HauvMOCTb HenpaBWbHOTO pesysbTara
MOXeT 3aBNCeTb OT BE/IMUYMHbI Pa3HNLbI MeXAY V3MEPEeHHbIM ¥ NPaBU/IbHBIM 3HAYeHUAMU, a Takke OT dusnonornyec-
KOr0 COCTOSIHWA nauueHTa (Hanpumep, Ha/IMyns y Hero rmnoriMKEMUU MW rUneprivkeMmm).

Mpy npoBefeHWN UcCCnefoBaHUs NO KavyeCTBEHHbIM MpU3HaKaM, Korga MOXET ObiTb NosyyYeH TOMBLKO MOIOXM-
TeNbHbIA AN oTpuLaTenbHbIl pe3ynbTar (Hanpuvep, uccnefosaHusa Ha BUY nnvn Ha 6epemMeHHOCTb), faHHbIV pe3yb-
TaT ABNSETCH Takke MO0 BEPHbIM, MO0 OLINMGOYHbLIM.

Cnegytowyie onacHoCT! MOryT 06yC/I0BUTb HEMPaBU/IbHYIO AMaTOCTUKY U BO3MOXHOCTb NPUUMHEHNA Bpeda wUn
3ano3ganioe MeAuUMHCKOe BMellaTesbCTBO:

- ownboyHble pesynbtathl (cM. H.2.3.2 n H.2.3.3);

- 3ano3gasible pesynbTartbl (cM. H.2.3.4);

- OLWMBOYHAs MHopMaLuus, coobliaemas NpbopoM B JONOSIHEHUE K pe3ynbTaTty uccrnegoBanuii (cm. H.2.3.5).

H.2.4.2 B3anmocCBA3b C 3KCnyaTauMoOHHbIMWN XapakTepuctTukamm

Heo6xo4vMOo oLeHNBaTb HECOOTBETCTBME NI060I N3 IKCNTyaTaLMOHHbIX XapaKTepPUCTUK, OTHOCALLMXCA K 6e3onac-
HocTu (cM. H.2.3), npeabsBNsSemMbIM M3roToBMTENEM TpeboBaHUAM, A1 TOT0 YTOObI ONpeaeuTb BO3MOXHOCTb CO3Aa-
HVSt ONacHoW cutyaumu.

MeToAbl aHa/M3a OMacHOCTel, Takue, kak npegBapuTesbHbI aHaim3 onacHocTel (Preliminary Hazard Analysis
— PHA). aHanu3 guarHoctuueckoro gepeBa HencnpasHocTein (Fault Tree Analysis — FTA). aHanv3 xapakrtepa u nocneg-
cTBWi1 oTka3oB (Failure Mode and Effect Analysis — FMEA) 1 aHa/iM3 onacHOCTel B KPUTUYECKNX KOHTPOJIbHBIX TOUKaxX
(Hazard Analysis on Critical Control Points — HACCP), onucaHbl B npuaoxeHun G.

H.2.4.3 \geHTUrKauma onacHocTeli B yCN0BUSIX OTKasa

Mpun naeHTudukayum IVD-onacHOCTEn B YCNOBMAX OTKasa crnefyeT paccMmaTpuBaTh pPeXxuMbl 0TKa3oB, KOTOpble
MOTyT MPUBECTU K HECOOTBETCTBUIO 3KCIM/TyaTaLMOHHbIX XapakTepucTuk, TpebyemMblx 415 NPUMEHEHUA MeAULIMHCKOro
n3genvsa (HanpumMep, NOrpeLuHoOCTb, TOYHOCTb, CNELMMUIYHOCTL U T. 4, ), & UMEHHO:

- HEOAHOPOAHOCTb BHYTPU OAHON CEpUN MEeAULMHCKNX U3Oenuii:
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HECOBMECTUMOCTb PasHbIX Cepuii MeAVLMHCKUX U3AeNnii;
HEenpoCNexmBaeMocrb 3HavyeHuit kambpaTopa;

HEBO3MOXHOCTb 3aMeHbl KannbpaTopa,;

HecneynuyHOCTL (Hanpumep, haxkTopbl, CO3AatoLmne nomexu);
MCNoMb30BaHWe 0cTaTkoB NPO6 MM peareHToB A4/ HOBOK MCCNefoBaHUS;
HETOYHOCTb U3MEepEeHWt (CBsI3aHHast C MPUBOPOM);

HapyLleHne CcTabunbHOCTU (MPU XpaHeHWn, TPaHCNOPTUPOBaHUW, MPUMEHEHUN).

Mpu naeHTudmkaumm |VD-onacHOCTen B yCNOBMSIX OTka3a MeAULMHCKOrO 13genua cnegyeT paccMarpusaTb Te
pPeXrMbl 0TKa30B, KOTOPble MOTYT MPUBECTM K 3ano34asibiM pesy/bTaTtam npy Heo6XOAMMOCTM OKa3aHUs CPOYHON Meau-
LIMHCKO nomoLuy, Hanpumep:

- HecTabubHOCTb peareHToB;

- OTka3 annapaTHOro WM NporpamMMHoro obecneyeHus;

- HeHag/lexalllee ynakoBblBaHUe.

Mpn naeHTudmkaumm 1VD-onacHocTell B YCNOBUAX OTkasa MeAWLMHCKOro u3fenus cnegyet paccmarpusaTb Te
pPeXVMbI OTKa30B, KOTOPbIE MOTYT MPUBECTY K BblAaye OLWMOOYHOW MHGOPMaLUM O NauneHTe, Hanpumep:

- owmn60oYHble ®.L.0. UNn NAEHTUMUKALNOHHBI HOMEpP nauneHTa;

- OWKN6oYHasA AaTa POXAEHVS UK BO3PacT:

- HenpaBWIbHO yKa3aHHbIV non.

H.2.4.4 geHTurKaymsa onacHoCTel B yC/TOBUAX HOPMaslbHOTO NPUMEHEHNS

OLWn6OoUHbIE pe3ynbTaTbl MOTYT NOSBUTLCA Takke B YC/IOBUAX HOPMasIbHOTO NPUMEHEHUS, faXe ecnu aKcnayara-
LIMOHHbIE XapakTepuUCTUKN MeAVLIMHCKOro U3genus 18 AMarHoCTuKK in vitro oTeeyatoT TpeboBaHUAM U3rotosutens. 31o
MOXeT 6bITb CNIeACTBMEM HEOCTOBEPHOCTU pe3y/bTaToB MCCefoBaHus, 6uonormyeckoin BapnabensHocT Npob nauu-
€HTOB. BbIGOpa rpaHNLbl OTCEKaHUA AN ApYrix thakTopoB. OLIMGOYHBIV pe3ynbTaT B YC/I0BUSX HOPMa/IbHOTO NMpUMeHe-
HVSt MOXET NPUBECTU K CO34aHMI0 OMacHO cuTyaumMn B OTHOLLEHWUM OTAENbHOro nauveHTa, Hanpuvep:

- Hel0CTaTOYHO YeTKoe pPasfiMuvB Mexzay NONOXUTENbHBIMW U OTpULATENbHBIMU pe3ynbTaraMu: npoueaypbl uc-
CnefoBaHnsa MO KayeCTBEHHbIM MpU3HaKaM AeMOHCTPUPYIOT TUMNYHBbIE SIOKHO MNOMOXMTE/bHbIE W JTOXHO OTpULaTe b-
Hble OLIeHKM, YaCTUYHO O6YC/I0BMIEHHbIE NOTPELLIHOCTAMN U3MEPEHNS, CBSA3aHHbIMW C onpefenieHneM noaxoasileli rpa-
HULBI OTCEKaHus:

- MNOrpeLHOCTb N3MEPEHNS, COBPEMEHHbI YPOBEHb Hay4YHO-TEXHUYECKOTO PasBUTUS MOXET OrpaHuunBaThb TOY-
HOCTb OMpPeAesiEHNst 3Ha4YeHUs1 napameTpa MeAVLMHCKUMU U3AENUAMW NS AUArHOCTUKM in Vitro (roKOMeTpbl. onu-
caHHble B (20)); ecnu kputepun hyHKLMOHNPOBaHWA TpebytoT, 4TOObI He MeHee 95 % pe3yNbTaToB HAXOAWWCH B rPpaHu-
Liax ycTaHOB/IEHHOrO Avana3oHa 3HAa4YeHW, OCHOBAHHOrO Ha MOHATUM KIMHUYECKOW Monb3bl, TO A0 5 % pesynbTaTtoB
MOTYT BbIXOAUTb 3@ paMkv AaHHOro AvanasoHa;

- HenpeasuieHHoe BAVSHWE APYIVX 3/1EMEHTOB (PakTopoB, CO3AAloLWMX NOMEXM) B OCHOBHOM aHasM3npyeMom
obpasLie: HoBble /leKapCTBEHHbIE CPeACTBa, bUoXMUYeckme MeTabonnTbl, reTepoduiibHble aHTUTeNa 1 BelecTsa As
NOAroTOBKM NMPo6 MOryT BO3A4eiCTBOBaTb Ha (DYHKLMOHa/IbHbIE XapakTepUCTUKW npouenyps! [VD-nccnefoBaqus;

- ecTecTBEHHas reTeporeHHOCTb aHaInTa: aHTuTeNa u gpyrve 6enkv B obpasuax KpoBu ABAIOTCA CMECAMU pas-
HbIX M30DOPM; M3BECTHbIE (PYHKLIMOHA/IbHBIE XapakTepUCTUKM npoueaypbl 1VD-nccnefoBaHns MoryT 6biTb HENPUMEHN-
Mbl KO BCEM COCTaBHbIM YaCTAM Takoi cMecy.

H.2.4.5 i geHTuchbmkaymsa onacHblx cuTyauuni

K onacHbIM cuTyauysiM, CO34aBaeMbiM MEANLMHCKAMU U34ENMSMU NS ANATHOCTUKM in Vitro, OTHOCSAT:

- IOXHO OTpULaTeNbHbIA pe3ynbTar aHamsa Ha BUY (HIV) unm Ha noBepXxHOCTHbIV aHTUreH renatuta B (HbsAg)
NPV CKPUHWHTE MepenvBaemoii KpoBM, MosyyaeMblii 6aHKOM KpOBY;

- AVMarHocTypoBaHve nevalyM BpayoM 3ab0/eBaHUs NeYeHW Ha OCHOBE pe3y/bTaToB MccnefoBaHus yHKL K
neyeHy, KoTopble 6blIN UCKaXKEHBI NOA, BAMSHWEM GUInpyouHa:

- OLWMBOYHOEe M3MepeHne NPUBOPOM [/151 CaMOTECTUPOBAHUA KOHLEHTpaLUumn caxapa B KPOBM (3aBbllUeHHOe 3Ha-
yeHne) y 60/IbHOro rMnorIMKEMUEN.

H.2.5 OnpegeneHve pucka ana naymeHta

H.2.5.1 O6wue nonoxeHns

OnpefeneHne pucka OCHOBAHO Ha ONpefesieHnn TAXECTN U BEPOSITHOCTU NPUYMHEHUS Bpeda KaokAoW MAeHTH-
(hVLMPOBAHHON OnNacHOW cuTyalmell, CBA3aHHON C MeAULMHCKUM U3genvem A8 AWarHoCTMKM in vitro, kak B HopMasib-
HbIX YC/TOBUSIX, TaX U B YC/TOBUSIX OTKa3a.

[na nonyyexnus owmnboyHoro pesynbTtata IVD-nccnefoBaHvs KIUYeBbIMU onpeaensowmmm akropamm SBNsoT-
CA: @) BEPOSITHOCTb TOr0, YTO pesysbTar 6yAeT Npu3HaH OLMBOYHBIX», 1 b) BEPOATHOCTbL TOrO, YTO pe3ysibTaT NpUBELET K
HexenatenbHOMY XTEAWLWHCKOXTY BO34ENCTBUIO.

Mpu nony4yeHnn pesynbTarTos, OWMOGOYHO NOKa3bIBAOLLMX, YTO B MEAULIMHCKOM BMeLLATeIbCTBE HET HE0BXOAUMO-
CTV (HanpuMep, JIOXHO OTpULATENIbHbIE Pe3ysbTaTbl UM JIOKHO «HOPMasibHble» pesynbTaThl), B NPOLECCe OLEeHUBaHWS
pvicka cnepgyeT yunTbiBaTb: 1) NPOrHO3 4719 HEBbINEYEHHOro 3a60/1eBaHNS; 2) BO3MOXHOCTb MarHoCTMPOBaHNA JaHHOTO
3abonesaHvs Apyrumun cpeacteamu: 3) NocneAcTBUA 4151 NNL. He ABASIOWMXCSA NaumeHTamu (nepeHoc Bo3GyauTens
MHEKUMM UM HacnefCTBEHHOro 3a60/1eBaHys, BO34eliCTBME Ha M0A OMacHbIX BELLeCTB).

52



FOCT ISO 14971—2011

Mpu nosyyeHnn pesynbTaTos, OLUMBOYHO MOKas3blBaoLWWX, YTO TpebyeTca MeauLMHCKOe BMeLlaTebCTBo (Hanpu-
Mep. SIOXHO MOJIOXUTESbHbIE Pe3y/bTaTbl UM JIOKHO «aHOPMaUibHble» pe3y/bTaTbl), B NPOLLecCce OLEeHUBaHUA pucka
cnepyet yuutbiBaTb: 1) BO3MOXHbIV Bpef OT HeHaf/1exallero ie4eHns; 2) BO3SMOXHOCTb NeYeHus pyrummn cpeicrsa-
My; 3) NnocneacTsns 408 ApYrux nuu (MccnefoBaHne Uamn fieyeHme B CBA3N C OMacHOCTLI0 MHMMLMPOBaHUS, AUarHocTu-
poBaHue WK NevyeHne HacneACTBEHHOIo 3aboneBaHus).

H.2.5.2 Onpepenexue Taxectu spea

MeguumnHckoe npuMeHeHve pesynbtaros |VD-uccnefoBaHUs NO3BOMAET ONpeAe/Tb BO3MOXHbIA Bpef, KOTo-
pbli MOXET ObITb NPUYMHEH NaUMEHTY BCNeACTBME NOMyYyeHUs OowMB60YHOro pesynbtara. Crnefyer paccmatpusaThb npe-
OYCMOTpEeHHoe MpUMEHEHEe N BO3MOXHOE HenpasWIbHOE MpUMeHeHue, onucaHHble B H.2.1 1 H.2.2.

[na onpefeneHns TAXeCTU Bpefa HeoOXOA¥MO MOHVMaHue MeAVLIMHCKUX MOCNeACTBUA NpUMEHeHUs pesynbTa-
TOB IVD-UCCneaoBaHns, aHa/IMTUYECKUX SKCNIyaTauyoHHbIX Tpe6oBaHWA AN18 KaKA0ro ciiyvast NpuMeHeHus u Toro, B
KaKoi CTeneHn KIMHUYeCKMe peLueHnst OCHOBaHbl Ha pesynbratax |IVD-uccnefosanus. Mo 3TO NpuumnHe peluatolee
3HaYeHVe MMelT Hafexallme KIMHUYecKMe BXOAHblE AaHHble AN1A npoLuecca onpefeneHns pucka.

H.2.5.3 OnpegenexHne BEPOATHOCTU NPUUYNHEHNA Bpeaa

Kak nokasaHo B NpuaoXeHUn E. BEPOSATHOCTb NMPUUMHEHWS Bpeda Npu NPUMEHEHUN MeAULMHCKOTo U3fenvs Ans
[ANarHoCTMKY in Vitro 3aBUCUT OT CYMMbl BEPOATHOCTEN, CBSI3aHHbIX C NOC/1eA0BaTe/IbHOCTLIO COBbITHIA.

Mpy NpUMeHeHnn MeaULMHCKOTo U3fenusa AN AUarHoCTUKK in Vitro B 1abopaTopHbIX YCM0BUSX, KakK NokasaHo Ha
pucyHke H.1. faHHble BEPOATHOCTU BK/IHOHAKOT:

- BEPOATHOCTb TOrO, YTO MeAULIMHCKOe u3fenve A5 ANarHoCTVKM in Vitro BblAACT OLUIMGOUHBIA pe3ynbTar;

- BEPOATHOCTb TOrO, YTO Nlabopatopust He UAEHTUULMPYET NOJTyUYEHHbI pe3ynbTaT Kak OLN60YHbIN 1 Nepegact
[JaHHbIN OWMGOYHBIV pe3ynbTar Bpauy;

- BEPOATHOCTb TOrO, YTO flevallyii Bpay He NAEeHTUMLMPYET NOMYYEHHbIA pesy/bTaT Kak OWn6ouHbIV 1 npeanpu-
MeT (WK He npeanpuMeT) Hagnexalime AeicTBus;

- BEPOSATHOCTb TOrO, YTO MauuneHTy 6yAeT MPUYMHEH Bpe[ B pesy/bTare AeiicTBus unn 6e3feiicTBusA nevallero
Bpaya.

Nabopatopns MOXeT naeHTUULMPOBaTh pPe3ynbTar Kak OLMGOYHbIA B CAEAyIOWNX Crlyvasx:

- cucTema ynpas/ieHVsi KaYeCTBOM WAEHTUMLMpOBana U3MeHeHne B npoueaype UccrnefoBaHus;

- 3HaYeHne M3MEepPEeHHOro napameTpa HEeCOBMECTUMO C XU3HbIO;

- pesynibTaT NpeBbICU KPUTUUECKOE 3HaYeHre, 4To TpebyeT npoBeaeHUs BepuduKaLmm;

- pasHuUa Mo CPaBHEHWIO C NpeAblayWwyM pe3ynbTaTtom /18 AaHHOTO NauueHTa NpesBbicu/ia OXUAaeMylo Um
BO3MOXHYHO BEJINHUHY.

Mpu onpegeneHny BEPOSATHOCTU NPUYMHEHUS BPpea CrieflyeT yunTbIBaTb, UTO He BCe labopaTopun UMeoT pesy ib-
TaTUBHble CUCTEMbI OBHaPYXEHWS OLWMBOK, KOTOpble B COCTOSHUM MPeAoTBPaTUTh COOGLLEHNE HeNpaBu/IbHbIX Pe3y/lb-
TaroB.

Bpau MoXeT ngeHTumympoBaTh pesy/bTaT kakK OLNGOUHbIV B CeAytoLwmx Ciyyasx:

- [aHHbI pe3ynbTar In3nN0N0rMYeCKn HEBO3MOXEH:

- JaHHbIli pe3ynbTar He coracyeTcsl ¢ COCTOSIHMEM 3[0POBbS MaLWeHTa;

- faHHbIA pe3ynbTaT BCTynaeT B NPOTMBOPEYMe ¢ APYroin nHopmMaumei.

Ecnn megnumuHckoe nsgenvie Ana AMarHoCTUKK in Vitro NPUMEHSIIOT 3a Npefenamun naboparopun, To Hagaexatume
WK pesynibTaTuBHbIe CUCTEMbI OBHaPYXEHNS OLIMOOK MPU 3TOM 3a4acTyto OTCYTCTBYIOT. HenpodeccroHasibHble Nnosb30-
BaTe/M MOryT He 3HaTb, Kakue pe3y/bTaTbl ABMSIOTCA HenpaBAonoA06HbIMU. [ NOJOGHBIX MEAULMHCKNX U3AENWIA Ans
[MarHoCTVKM in Vitro Npumepbl, NpUBeAeHHbIe B JAHHOM MyHKTe, cfefyeT BULOU3MEHUTb, UCK/IIOUUB HENPYMEHUMbIE
CO6bLITUS 1 BEPOSITHOCTU.

[na Toro 4To6bl ONpefenMTb KOIMYECTBEHHbIe 3HAYeHUsi BEPOATHOCTEN NPUYMHEHWUS Bpeaa, Peako MMelTcs
fJocTaTouHble AaHHble. Bonpockl, npueedeHHble B H.2.5.4, MOryT 6bITb NOME3HLIMU A1 MOJTyYEHUSI Ka4eCTBEHHbIX U
MOJTYKO/INYECTBEHHbIX OLIEHOK BEeposTHOCTER. B nepsyto oyepeib AaHHble BOMPOChbI OTHOCATCS K MeAULMHCKUM u3ge-
NAAM AN19 GUarHOCTUKM in Vitro, NPUMeHsieMbIM B 1ab0paToOPHbIX YCMO0BUAX, HO NMOAO0GHbIE BOMNPOCH!I MOTYT 6bITb COCTaB-
NeHbl U AN ApYTYX BUL0B MeAULMHCKUX U3Lenuii Ans AUarHoCTUKK in vitro.

H.2.5.4 Mpo6nembl, KOTOpble HE06XOAMMO PpaccMOTPeTb NpU onpeAesieHny pucka Ans nauveHTa

H.2.5.4.1 BepoATHOCTb MOJlyYeHUst OLUMBOYHOrO pesysbTara Npu NpUMeHEeHUU MeAMLMHCKOro U3fenus Ansa guar-
HOCTUKW OT Vitro:

- B npejnosiaraeMbix yc/0BUsIX OTKasa:

- B HOPM&J/TbHbIX YC/I0BUSIX:

- Npu 060CHOBAHHO MPOrHO3MPYEMOM HernpasW/IbHOM MPUMEHEHUN.

H.2.5.4.2 BepoAaTHOCTb MAEeHTUUKauum owmbouHoro pesynstara IVD-uccnegosaHus nosb3osaresiem/nadoparo-
pueii:

- BO3MOXHOCTb MOCTaBKN KOHTPOJIbHLIX MaTrepyasioB BMECTe C MEeAULMHCKAM U3Aenmem 415 JUarHoCTUKK in Vitro:

- Ha/MuMe B cocTaBe MeAMLIMHCKOrO U3AeNns 3/1eMEHTOB ynpaB/eHnst 419 BbISIB/IEHNS HEUCNPaBHOCTY;

- pesy/ibTaTUBHOCTb 3/1IEMEHTOB YNPaB/IeHNA MPU BbIIBIEHAN HENCNPABHOCTY;

- Ha/lMume Apyrux cpeacts obecneyeHns kayecTsa, CnoCO6HbIX BbIBUTL OIMOOYHBIN pesynbTar (Hanpumep, npe-
[eNbHO JOMYyCTUMbIX 3HAYEHWIA, NPOBEPKN JOCTOBEPHOCTU pe3y/bTara);
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- BO3MOXHOCTb [11 NONb30BaTeNA OTKOPPEKTUPOBATL NPO6IEeMY Ha OCHOBaHWM COOGLLEHNA 06 OLWMOKe 1 nony-
YUTb JOCTOBEPHBIV pe3ynbTar UccnefoBaHWst Npy NOBTOPHOM MccrefoBaHun. Hanpumep, cooblyeHne «HepgoctarouHoe
KONMYECTBO KPOBW» Ha Aucniee npubopa ANs caMOTecTMpOBaHUA AaeT Mo/fb30BaTesio NoACKasKy O Heo6xoAMMOCTM
NOBTOPHOIO MCC/1Ief0BaHUs;

- Hannyme B nabopatopun pesynbTaTUBHON CUCTEMbI OGHAPYXEHWSA OLIMBOUHbIX Pe3ynbTaToB, e MeauLMHCKoe
n3genve npefHasHavyeHo A5 NPUMEHeHUs B NabopaTopHbIX YC0BUAX.

H.2.5.4.3 BepoATHOCTb TOr0, YTO OLNGOYHbLIN pesynbTar IVD-uccnegoBaHus 6yaeT BbiSBNEH BpayoM;

- TpebyoT N AeiicTByOWME CTaHAaPTbl MeAULMHCKOV MPaKTUKM NOATBEPXKAAIOLLErNO NCCNEN0BaHNSA aHauTUTa,;

- NpoBoAMT N1 nabopatopus NoATBEPXJatoLLee 1ccnefoBaHVe NOMOXMTENbHOIO pesynbTaTta CKPUHUHIOBOrO UC-
cnefoBaHUs aBTOMaTUYECKN.

- MOXHO /I pacno3HaTb OLIMOOYHbIV pe3ynbTar UCXOASA U3 APYruX pesynbTartos, MPU3HaKoB, CUMNTOMOB U Meau-
LIMHCKOTO aHamHes3a NauuneHTa;

- NoATBEPXAAET /I 06bIYHO Bpay pesy/bTaThl, MO/lyYeHHble A1 aHaMTa. C NOMOLLbIO APYrUX CPeACTB U CTaBUT /v
noj BOMPOC pe3ynbTaTbl, HE COOTBETCTBYIOLLME KNMHWUYECKON kapTuHe 3aboneBaHus;

- CyLLeCTBYIOT M Apyrye cnocobbl NPOBEPKM HAAEXHOCTU pPe3ynbTaToB, NOYYEHHbIX AN aHaauTa. nomorarolme
npefoTBpaTuTL BpayebHyto OLLNGKY;

- ABAAETCA M nccnefoBaHne eAMHCTBEHHbIM OCHOBAHWEM A1 MPUHATUS BaXKHBIX KVHWYECKUX PELUeHWi 1 B
Kakoi mMepe AuarHo3 OCHOBaH Ha pesysnbTare uccnefoBaHus (T. e. Kak uccnefoBaHve BAMSIET HAa NPUHATUE KIMHUYECKO-
ro peLieHus);

- TpebyeT M cUTyaums NPUHSATAA CPOYHOTO PeLLeHUss B OTCYTCTBME BO3MOXHOCTU MOSyYeHUS NMOATBEPXKAAtOLLMX
[JaHHbIX UM MHAOPMAaLMK; NPUBOAUT NN Pe3y/bTaT UCCNe0BaHUA HENOCPEACTBEHHO K MPUHATUIO K/IMHUYECKOro peLue-
HUSE UM K HA3HAYEHWIO fIeHeHuns;

- AOCTYMHbI M a/lbTepPHATUBHbIE NCCNEA0BaHVS, HaNpPUMeEp, B LiEHTpasibHOl NabopaTopun B CrlyyaB OTkasa Meau-
LIMHCKOrO M3[ennsa Ha MecTe oKasaHWs MeAWLMHCKOM MOMOLLY.

H.2.5.4.4 BeposaTHOCTb TOrO, YTO Bpay byaeT AelicTBOBaTb (UK He CMOXET AeliCTBOBaTb) B COOTBETCTBUM C pe3y/b-
TaToM WUCCnefoBaHns:

- ABNAETCA M MeAyLUMHCKOe usgenue 408 AMarHoCTUKM in vitro onpeAensowmm hakTopoM B Tepanun TsxesbiX
COCTOSIHWIA, HanpuMep 3/10Ka4eCTBEHHbIX OMYXO0/eli UM OMaCHbIX A5 XU3HU UHADEKLNIA;

- npefHa3HayeHo M MeauUMHCKOe u3fenve Ans AWarHoCTUKM in vitro Ana TpaHcdy3um, TpaHcnaaHTauum uam
ApYroro MefmuMHCKOro NpYMEHEHUS, NPY KOTOPOM BO3MOXHO 3apaXeHue peupnueHTa;

- NpegHa3HavyeHo NN MeAuLMHCKOe n3genue ANS AUMArHOCTMKM in Vitro NS MOHUTOPUHIa XM3HEHHO BaXHbIX
dhyHKUMIA opraHn3ma, Korga olmbka uam npomeasieHie MoryT NPUBECTY K CMEPTU WU TSHKEIOMY NOPabKEHNIO 3[0P0BbS
nauueHTa.

H.2.5.4.5 BeposiTHOCTb TOro, 4TO AelicTBUE Unn 6e3aelicTBre Bpaya npuseaeT nnm 6yaet cnoco6CcTBOBaTL NPUYM-
HEeHWIO Bpeja nauuneHTy:

- ABNAETCA M AeiicTBMe HeobpaTUMbIM, Kak. HanpuMep, Xupypruyeckasi pe3ekumst am npepbiBaHue 6epemeHHo-
cTu;

- B Kakoli Mepe gelicTBme ABASETCA 06paTUMbIM:

- B Kakoil Mepe felicTBMEe MOXET NMPUYMHUTL BPEeS, NauneHTy;

- B Kakoli Mepe 6e3elicTB/e BeAET K NeTaslbHOMY UCX0AY UK YXyALWEHNI0 COCTOAHUS 340POBbS:

- Kakue hon3nosiormyeckrie ycnoBms CnocobCTBYIOT NMPUYUHEHUIO Bpeaa.

H.2.5.4.6 TsxxecTb NPUYNHEHHOTO Bpeaa:

- NeTanbHbIA UCXog;

- nopaxeHue, onacHoe AN XWU3HW;

- COKpalleHne OXnaaemoli NPoAO/MHKUTENIbHOCTU XU3HUY;

HeobpaTumMoe yxyfLleHne COCTOSHUS 3[0POBbS;

CTOliKoe HapylleHne COCTOSHWSI 3[0POBbS;

NOCTOSIHHOE HapyLUueHne oyHKLMM OpraHn3ma MM aHaTOMMYecKoro CTPOeHus Tena:

nopaxkeHue, Tpebytoliee MeAULMHCKOTO BMellaTenbecTBa [AN18 NpeaynpexaeHns MNpuyYMHEHUs cepbes3Horo

Bpesa;

obpatumoe yxyfLeHne COCTOSIHUSA 340P0BbS:
He3HaunTenbHas TpaeBma (nopaxeHue);
BPEMEHHOE OrpaHuyeHmne nM3n4ecknux BO3MOXHOCTEW, He Tpebytoliee MeAULMHCKOTO BMELLATeNbCTBa;

- BPEMEHHbI anckoMopT.

H.2.5.5 Vindhopmauus o pucke ana MefuLUHCKUX 3ennii ANa AMarHoCTUKN in vitro

H.2.5.5.1 Ba3sbl faHHbIX 0 HEGAroNPUATHBIX COBLITUAX

MporpamMMbl KOHTPONS MEANLIMHCKMX U3AeNuii cobmpatoT OT M3rOTOBUTENEN 1 KOHEeYHbIX NoMb3oBaTenei gaHHble,
BK/IOYAIOLLME MPYMEPbl HeXenaTeNbHbIX MoCNeACTBUI OMBOYHbIX WM 3ano3fanbix pesynbtaroB |VD-uccnegoBaHus.
M3roToBUTENL MOXET aHaIM3MpoBaTh COOBLLEHNA O NOAOOHLIX MEAULMHCKUX U3Aenusx ANA AMarHoCTUKK in vitro, ans
TOro YTo6bl ONpeAennTb UX BO3MOXHOE COOTBETCTBME CBOUM W3AeNUAM U UAEHTU(ULMPOBATL paHee He O6HapyXeH-
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HbIB OMACHOCTV WK TeHAeHumn. OfHako, Aenas BbIBOAbl HA OCHOBAHWUWU OTAE/bHbIX COOBLLEHMIA, HEO6X0AUMO CO6IO-
[aTb OCTOPOXHOCTb. MHdopmauua B 6a3ax AaHHbIX 0 He61aronpuATHLIX COOLITUAX He BeputhnLMpoBaHa, a oTAeslbHble
COOGLLEHNA MOTYT COfiepXaTb HEMNosHble, OLWMOOYHbIE UM BBOAALLME B 3a6MyXAeHNe AaHHbIe.

H.2.5.5.2 N3yyeHne cornacoBaHHOro 3ak/t04eHUsi IKCNepToB

CornacoBaHHOe 3ak/loyeHne 3KCNepToB BbINo BrepBble U3YYEHO NpY Kiaccudmkaumm Bo3geincTems owWmn60UYHOro
onpeaeneHns YpoBHA caxapa B KPOBM Y NaLMEHTOB, NpUGErarLLmx K CaMOKOHTPOSI0 caxapHoro gnabeta. B [21} onvcaH
MeToA, CUCTEMATUYECKOTO UCCEA0BAHUA 418 NOMYYEHUS KMHUYECKUX BXOAHBIX JaHHbIX O PUCKe ANA nauneHToB. ABTO-
pbl MeToAa paspaboTann KnacCcugUKaLmio NorpeLlHocTeli ¢ UCNOb30BaHWEM KaTeropuii pasHoii KAMHUYecKoli [4oCTo-
BEPHOCTU. CMOAENNPOBAHHYIO HA OCHOBaHWUM rpadiyyeckoro noaxoAa, NPUMeEHeHHoro B [22}. MeTog, n3yyeHus cornaco-
BaHHOMO 3aK/H0UYEHMNSI SKCNEPTOB, ONUCaHHbIV B [21}. MOXHO NPUMEHATb W AN APYTUX U3MEPSEMbIX BENUMH.

H.2.5.5.3 Beceppl ¢ Bpayamun

TpafnUMOHHBLIM CNOCOBOM MOTYHEHNS KIIMHUYECKUX BXOAHbLIX JaHHbIX O PUCKE 418 NaLlueHTa AaBnsTesa 6ecefpl €
NPakTUKYOLLMMY BpayaMun Ana onpeAeneHns Toro: 1) kak OHU NpUMEHSIOT pesynbTatsl [VD-uccnefoBaHus, 2) MoryT v
OHM BbISIBUTb OLUMGOYHbIE pe3ynbTaTbl: 3) KakMe AeCTBUS OHWM MOTYT MPeANnpUHSATL NPU NOSlYYEHUN HeHagNexalmnx
pe3ynbTaTos; 4) kakve NocneAcTBUA MOXET UMeTb HeHajnexallee MeAuuMHCKoe AeicTeue. XOoTS AaHHbl cnocob
ABNAETCA 60/1ee CYyOBLEKTVBHLIM M0 CPABHEHUIO C METOAOM U3YyHYeHUsI COMTacoBaHHOIO 3aK/IIOUEHNS IKCNEPTOB, HO MOX-
HO paspaboTaTb CTpaTerno NnpoBeaeHns 6ecesbl, MOMOratoLLy0 onpeaennTb BEIMUMHY CUCTEMATUYECKON NOrPeLLIHOCTM
WM HETOYHOCTU, NPEACTAB/AIOLLYI0 PUCK 4151 NaLMEeHTOB.

H.3 OueHnBaHue pucka

Iny6buHa oueHuBaHNs pucka Ao/mKHa OblTb MPOMNOPLMOHASIbHA TAXECTU BO3MOXHOIO Bpefa. OueHuBaHue pucka
npy NONYHYEHWUN KaXKA0ro OWMBOYHOro pesynbTata, UAeHTUULMPOBAHHOIO Kak OnacHbIi, cnefyeT NpoBOAUTL B COOTBET-
cTBUM c TpebosaHuamu D.3 n D.4 (npunoxenune D).

H.4 YnpasneHve puckom

H.4.1 O6Lwwme NonoXeHns

TaxecTb Bpefa, NPUUMHAEMOro NauueHTy, onpegenseTcs MeAuUMHCKUM BMellaTeNlbCTBOM (M1 ero oTCyTCTBM-
em). 0bycnoBnieHHbIM pesynbTatoM [VD-uccnegosaHus. Cnoco6HOCTb M3rOTOBUTENA OKa3blBaTb B/MAHWE Ha TSHXECTb
Bpeja 3aBuCUT OT KOHKpeTHoro |VD-uccnegosaHus.

Ecnv meavuUMHCKOe BMeLaTeIbCTBO 3aBUCUT OT 3HAYEHUS KOHKPETHOro (hM3MYecKoro napameTpa, Hanpumep ot
coflepxaHuns B KPOBM caxapa, 3/1eKTPoIMTOB, TepaneBTUYeCKMNX IeKapCTBEHHbIX CPEeACTB WA KOHKPETHbIX (DepMEHTOB,
TO TAXKECTb Bpefa MOXET ObITb YMEHbLUEHA C MOMOLLI0 Mep MO YNpas/IeHN0 PUCKOM, NpefHa3HavYeHHbIX 415 YMeHbLLUe-
HWA MOrPeLUHOCTel, HeTouHoCTeli U nomex. OgHako ecnu pesy/bTar ABAAETCS NOMOKUTENbHbIM UK OTpULaTE NbHBIM,
TO TSXECTb Bpeaa, MPUYMHAEMOrO NauueHTy, He MOXET OblTb YMeHbLUEHa W3roTOBUTENEM.

Puckn gns naumeHToB BCieACTBIE NOMyYeHUs OLLMBOUHbIX pe3ynbTaros |VD-vccnefoBaHnst 06bIYHO MOXHO YMeHb-
LUNTb MOCPEACTBOM CHWXEHWUS BEPOSTHOCTU UX BO3HWUKHOBEHUSA. Buabl AeATENbHOCTU MO YMEHbLLUEHWIO PUCKOB, ABNAIO-
LMXCS CNeACcTBMEM OLUMGOYHbIX Pe3y/bTaToB, A0/MKHbI GbiTh pacnpefenieHbl B Nopsigke nproputeTa CorflacHo uepap-
XUW. NpyBefEeHHON B 62. B OTHOLIEHUN MeOULMHCKVX U34enuii AN ANarHOCTVKM in Vitro 3To 03HavaeT:

a) MorbITKy YMeHbLUNTb BEPOATHOCTb NOJTyYeHNst OLUMOOYHOTO pesynbTaTta 6narogaps BHyTPeHHeli 6e30macHoCTu
n3genvs, obycnoBneHHON ero KOHCTPYKLUMEN, YNyULLEeHNI0 COOTBETCTBYIOLMX IKCNIyaTaLMOHHbIX XapakTepucTuk (Hanpu-
Mep. aHa/IMTUYECKO 1 AMarHOCTUYEeCKOol cneumuuYHOCTU, NOA/IMHHOCTU WU TOYHOCTU), YTO MOXET 6bITb HEOOXOANMO
Ana obecrneyeHns COOTBETCTBUS pe3yNbTaroB MeAMUMHCKUM TpeboBaHUAM;

b) ecnm BHYTPeHHAs 6e30MacHOCTb M3Aenusi, obecneynBaemas NPOEKTOM W KOHCTPYKUMeld, nNpakTuieckn Heocy-
LecTBuMa, TO crefyeT NpefnpuHATL 3alUTHbIE Mepbl A8 CHWKEHUA BEPOATHOCTU nepefayn owmnboYHOro pesynbrara
Bpayy v nauueHTy NPenMyLLeCTBEHHO MyTeM BbISB/IEHUA TakuX pesysibTaros camuM U3fesimem Uan C NMomoLLblo Npo-
Leayp ynpasneHus kayecTBOM, NPefocTaBseMblX BMECTe C U3fenmem;

C) ecnu 3aluTHbIe Mepbl NPaKTUYECKN HEOCYLLeCTBUMbI, TO criedyeT NpefocTasuTb Mnosb3oBaTensam uHdopma-
LMo No 6e30nacHOCTY, HanpuMep WHCTPYKUUK, NpeaynpexaeHns n Apyryo nHopmaumio, Heobxoaumyto, Y4tobbl usbe-
XaTb ONacHbIX CUTyaLWiA.

MpunmevaHnsna

1 MpeaycMOTpeHHbIe ANS NPUMEHEHUS OTAENbHO OT npubopa MeToAbl 06HaPYXEHUS BO3MOXHbIX PUCKOB, Ha-
npymMep peKkoMeHAOBaHHOe yrnpaB/ieHue KauyecTBOM, OCYyLLecTBAsieMoe nabopatopueid, Wam pekoMeHAoBaHHble Noj-
TBEpXAalLme nccnegoBanHus, 3atpeboBaHHble Bpaiom, credyeT paccMmaTpuBaTh kak MHdopmaumio no 6esonacHocTu,
a He Kak 3aluTHble Mepbl.

2 MuHuUMasbHas MHAOpMaLms, KOTOPYHO OO/HKEeH NpefocTaBNsATb U3rOTOBUTENb C MEAULMHCKUM n3fennem anas
[NarHocTukm in vitro, onpegeneHa B HOPMAaTUBHbLIX JOKYMEHTaX Y MeXAyHapoaHbIX cTaHaapTax (cm. H.4.2.4).

H.4.2 AHann3 BO3MOXHOCTE ynpaBneHns puckom

H.4.2.1 BHYTpeHHAs 6e30nacHOCTb, 06ecneymnBaemasi NPOEKTOM U KOHCTPYKLME

Ecnn meguumHckoe nsgenvie gns AWarHoCTUKKM in Vitro He NOCTOSIHHO COOTBETCTBYET NMpeAbABASEMbIM MeaULMH-
CKMUM TpeboBaHWAM, TO, BO3MOXHO, €ro KOHCTPYKLMUA MOXET ObiTb M3MeHeHa BO n3bexaHue nosiyyeHuUs OMOOYHbIX
pesynbTaToB, Hanpumep, NocpeacTBOM Y yuLleHUs NPy HEOBXOAUMOCTU OLHON WA HECKONbKNX HUXKeCNeayoLwwmx Xa-
paKkTepuUCTUK;

55



FOCTISO 14971—2011

- TOYHOCTU U3MEPUTE/LHOW CUCTEMBI;

- COOTBETCTBMS 3HAYEHWI kannbparopa HOPMAaTUBHLIM TPe6oBaHUAM;

- aHanuTuyeckol cneuyndmyHocTy IVD-peareHToB (HanpumMep, UCMnosb3oBaHUA 60/1ee KaueCTBEHHbIX aHTUTenN);

- AvanasoHa obHapyXeHus unun guanasoHa npefesibHo AO0MYCTUMbIX KOMMYECTBEHHbIX 3HAYEHWI;

- HagexHocTn npubopa (Hanpumep, BO3MOXHOCTW NpeaynpexaeHns OLMOOUHbIX Pe3y/bTarTos);

- pasrpaHuyeHVss Mexay MOMOXWUTENIbHBIMU U OTpuLaTe/lbHbIMM Npobamu;

- aBTomMaTv3auum npoLUeaypHbIX aTanos, UMEIOLLMX BbICOKYIO NPeapacnonoXeHHOCTb K owmnbKam;

- MAEHTUMMKALMN NONOXMTENbHBIX NPO6 (Hanpumep, C MOMOLLbIO LUTPUX-KOAO0B);

- MPOCTOTbI NPUMEHeHNs (Hanpumep, NOCPeACTBOM U3YyUYeHWUs YeNoBevecKoro dgakropa).

Mopo6HBIM 06pa3oM MPOLLEeCcC M3rOTOBIEHNS MOXHO YCOBEPLUEHCTBOBATb, A/ TOr0 YTO6bl M3bexaTb Bbimycka
MEeLULMHCKUX U3AENWin ANS ANarHoCTUKK in vitro, o6ecneunBatowmx nosyyeHne owmb0YHbIX pesynbTaTtos (T. €. He CooT-
BETCTBYIOLLMX MEAULMHCKUM TpeboBaHusM). AHa/IM3 ONacHOCTEN B KPUTUHECKNX KOHTPO/IbHbIX Toukax [Hazard Analysis
on Critical Control Points — HACCP. ¢ . G.6 (npunoxeHune G)] MOXeT NOMOYb MAEHTUULMPOBATL 3/IEMEHTbI NpoLecca
M3rOTOB/IEHMS], B/IUSIIOLLME HA NpefoTBpaLleHne N3roTOB/IeHNS HECOOTBETCTBYIOLLEN NMPOAYKLUN, & UMEHHO;

- peareHTbl C 04eHb GO/bLUONM pa3HULell pPe3ynbTaToB A/ pasHbIX CEPUIN U3aenuii;

- KOMMOHEHTbI NPMOOPOB, BAMAIOLLME HA NOMyYeHUe HEBEPHbIX Pe3y/bTaTos;

- KanmbpaTopbl CO 3HAYEHNAMM, MPEBbILAILLMMN TEXHUYECKNe TpeboBaHNA B OTHOLLEHUWN CUCTEMATUYECKOW no-
rpeLuHocTH;

- KOHTPO/IbHblE MaTepuasibl, Kanubparopbl UK peareHTbl, He YAO0BNeTBOPSioLLME 3as8B/IEHHbIM TpeboBaHWAM K
CPOKY XpaHeHusi.

H.4.2.2 3alnMTHbIE Mepbl

Ecnu ynydleHne KOHCTPYKUUM MeLMULMHCKOTO U3Aenus A8 AUarHoCTUKK in Vitro ABNSETCA NPakTUYeCcKu HeocyLle-
CTBVMMbIM. TO AN1A BbIAB/IEHWS YCNOBUIA, NPUBOAALLMX K OLUMBOYHBIM pesy/ibTatam, MOXHO BCTPOUTb B U3aenve A0ononHu-
TeflbHble 3/1IeMEeHTbI, Hanpumep;

- CpeAcTBa KOHTPONS COXPAHHOCTU A5 BbISBNEHUA HENPUEMIEMbIX NPo6 (Hanpumep, reMonn3vpPoBaHHbIX);

- ycTpoiicTBa A5 yAauieHnss ¢ Npo6bl MeHbl (ECN YCTPOICTBO ANt 0T60pa Npob CHabXeHo AaTYMKOM YPOBHS
XWUAKOCTU) UK CrycTKOB hnmbprHa,;

- BCTPOEHHblE AATUMKM U CPeACcTBa KOHTPO/IA MPOrpamMMHOro obecrnevyeHus A5 BbIsIBIEHUS HebNaronpuaTHbIX
COCTOSIHWI cucTeMbl (Hanpumep, HeHadnexalleii Temneparypbl, OTK/IOHEHNS CnekTpohoToMeTpa, BCTPOEHHOro A03K-
PYIOLLIETO YCTPOIACTBAY);

- BCTPOEHHbIE 3/1EMEHTbI ynpas/ieHus 4715 BbISB/IEHNS OTKasa Kasmbpatopa, peareHTa wam npubopa;

- CUCTEMbI CUrHaNIM3aLmmn, CoobLeHns 06 owmnbKax WanM anropuTMbl ANS NOAABNEHUS HEHaNeXaluX pesynbTa-
TOB;

- a/IrOPUTMbI AOCTOBEPHOCTU AN UAEHTUMKALMN HEJOCTOBEPHbLIX PE3Y/bTaToB.

Ecnu coepLUeHCTBOBaHME NpoLecca U3roTOBEHNS MPaKTUYeCKn HeoCyLLLeCTBUMO, TO A1 NpefoTBpaLleHus Bbi-
nycka HecoOTBETCTBYHOLLE/ NPOAYKUMM MOTyT NOHaA0bUTLCA LONOMHUTENbHbIE CPEACTBA YPaB/eHUs NpoLeccoM U
60n1ee XecTkme TexHuueckme TpeboBaHus, HanpumMep:

- NpoBepKa BXOAHbIX MaTepuasioB Ha COOTBETCTBME TEXHUYECKUM TPpeboBaHWAM K KayecTBy;

- 3KCMJlyaTalVOHHble MCMbITaHUA B XOA4e MpoLecca U3roTOBMEHUS 415 BbISIBIEHNS HECOOTBETCTBYIOLLMX KOMMO-
HEHTOB;

- MPUMEHeHne KOHTPO/IbHbIX MaTepuasioB A5 obecrneyeHs MeTPOIOrMYeckoil MPOCAeXBaemMocTi Kannbparo-
poB (cm. [23] u [24]);

- 3KCMnJlyaTaLlMOHHble XapakTepucTuky, yA0BAeTBOPSOLWMe Tpe6oBaHWsAM Monb3oBaTteneil;

- OKOHYaTe/lbHble UCMbITaHUA nepes, BbiNyCKOM NPOAYKLMM.

H.4.2.3 Hhopmaums no 6esonacHocTn

H.4.2.3.1 3kcnnyataunoHHble XapakTepuCTUKK

PykoBognTensm nabopatopuit 1 MeAuLMHCKMM paboTHUKaM Heob6X0AMMO 3HaTb 3KCM/yaTauyoHHbIE XapakTepu-
CTUKM MeAMLMHCKOro U3genus Ana AWarHoCTWKKM in vitro, Ans Toro 4tobbl onpefenvTb UX COOTBETCTBME paccMmaTpuBae-
MOMY MEeULMHCKOMY U3fenuio. [laHHyo MHopMaLmio NpefocTaBaseT U3roToBuTe b, HafexHble YAC/IOBbIe 3HAYeHVs
3KCMNyaTaLMOHHBIX XapaKTepPUCTUK NO3BOAIOT BbIABUTb OCTATOYHbIE PUCKVM B OCHOBHbIE MOMEHTbI MPUHATUS KMHUYEC-
KOro peLleHus N Hag/exalym 0b6pa3oM MHTEPNPeTNPoBaTb pesynbTaTbl UCCefoBaHNsA. JTO CneayloLime xapakTepuc-
TUKWN;

- aHa/IMTUYeckas CneumUUHOCTb (Hanpumep, NHTepdepupyoLWMX NV NepekpecTHO pearnpyoLmx BELLEeCTB);

- NOrpeLwwHocTb (T. B. AOMyCTUMas cucTtematnyeckas norpeLlHocTb);

- TOYHOCTb;

- Avana3oH 06HapyXeHus unu npepenbHO AONYCTUMbIE KOMMYECTBEHHbIE 3HAYEeHUS;

- NPaBW/ILHOCTL (COYEeTaHWe TOYHOCTU U NOrPELLHOCTK);

- AnarHocTmyeckas YyBCTBUTENLHOCTb (4015 NpaBWbHbIX NONOXUTENbHBIX Pe3y/nbTaToB MCCNeA0BaHWs Y nauu-
€HTOB C 3ab0/1eBaHNsAMN);

- AmarHocTuyeckasn cneumuyHoCcTb (40NS NpaBUbHBIX OTPULATENbHBIX Pe3y/bTaToB UCCNeA0BaHUsA y NaluMeHToB
6e3 3a60n1eBaHuii).
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H.4.2.3.2 ViHcbopmauus, Heobxogumas A8 NpefoTBpalleHns NoyvyeHns owmnboYHbIX pe3ynbTaToB

WHCTPYKLMK N0 NpYMEHEHWI0, NpoLeAypHble OrpaHnyeHrs 1 TpeboBaHMs K OKpyXatoLLeii cpege nomoratoT nosb30-
BaTesito NpeAoTBPaTUTL MOJTyHeHNe OLNBOUHBIX (ONacHbIX) PesysibTaTos, a VMEHHO:

- Tpe6oBaHWs K 0T60PY, XpaHEeHUIo 1 NOArOTOBKe Mpo6:

- BELLeCTBa, W3BECTHbIE Kak obecrneyvBaoLme nomexu;

- Ba/IMAMPOBAHHbIV U3MEPUTESbHbIV MHTEpBa:

- npefynpexaeHns B OTHOLLEHUM HEeMnpaBU/IbHOTO MPUMEHEHUS, CMOCOOCTBYIOLLErO MOJSTyHYEHUIO OLIMBOYHBIX pe-
3y/bTATOB;

- OrpaHWNyeHuns B OTHOLLEHUM HEKOTOPbIX KaTeropuii nayueHTos;

- NpeAynpexaeHnst 0 HeHagnexallmx KIMHUYeCKMX YCI0BUAX UK HeHaanexalyx suaax npoo;

- Hagnexatime MeTofbl OUNCTKY;

- npoueaypbl NPOHMIAKTUYECKOrO TEXHUUYECKOTO 06CAYXMBAHNS U 1X NePUOAUYHOCTD;

- TpeboBaHNA K XpaHeHUIo peareHToB U jaTa UCTEUEHUsi CPOKa UX FOAHOCTH.

H.4.2.3.3 VHdhopmauus, cnocobCTByoLLas BbISBIEHNIO OLUMOOYHbIX pe3ybTaToB

Cnepytouime [ONONHNUTENIbHbIE MHCTPYKLMM U PEKOMEHAALMN MOMOraloT YMEHbLINTL BEPOATHOCTL COOOBLLEHNS
Bpauyy OLIMBOYHbIX (ONAacHbIX) pe3y/bTaTos:

- N0 npovefypam KOHTPOAA A1 BbISB/IEHUS YC/0BWIA, CNOCOOGCTBYIOLLIMX NOYYEHUIO OLUIMOOYHBIX Pe3y/bTaToB (CM.
(29));

- No npoueaype MOHTaxa, HeobXxoAMMOro 415 Bepuukaumm Haanexatlero dyHkumoHmposanus |VD-n3asnvs;

- pyKoBOAALLME yKa3aHus Nno NpurogHOCTU cUCTeMbl AN uaeHTudmkaumn otkasa HPLC- nam GC-KonoHok (kono-
HOYHasA XWAKOCTHasA XpoMaTorpadous BbICOKOTO AAaB/IEHNA W KOJIOHOYHAsA rasoBas Xpomarorpadus);

- No noATBepXJatoLLeii npoueaype UccnefoBaHNs, OCHOBaHHONM Ha NpUHLMNE M3MepeHus, OT/IMYHOM OT WUCMOJb-
30BaHHOrO.

H.4.2.3.4 MopgroToBka U KBanndmkaums nonb3oBaTens

Bo usbexaHue oLINGOK MPUMEHEHNS U3rOTOBUTENIb MOXET MPE/I0OXKUTL NOMb30BaTE/N0 NPOWTN HEO6XOANMYIO
NOAroTOBKY.

Monb3oBaTento MeAULVHCKNX U3Aenunii 4NS AMarHOCTVKK in Vitro MoryT 6bITb NpefjocTaBeHbl y4ebHble MaTepra-
Nbl AN15 NPOrpaMM HenpepbIBHOTO 06y4YeHUs. B OTHOLLEHUN HEKOTOPbIX KPUTUYHBLIX MEeAVLIMHCKUX U3Aennii Ans anarHo-
CTVKM in Vitro (Hanpyumep, CUCTEM MOHUTOPUHIa NEPOPasILHOTO MpueMa aHTUKOAryIHTOB, NPUrOAHLIX A/1A AOMaLLHEro
NPYMEHEHNs) MOXHO MPeAnoXuTb ouLaibHbie NporpaMMbl MOBbILLEHWS KBaMdmkaumm nosb3osaTeneil, guHaHcy-
pyemble nsrotosutenem (cm. [26)).

H.4.2.4 O6s3aTenbHan nHopmauus no 6esonacHocTn

Bo MHoOrMx ctpaHax ycTaHOB/fEHbI perynupyolime TpeboBaHusa K MHcopmauum, npefocTaB/iseMoil n3rotosuTe-
neM. K HAM MOXHO OTHecTu TpeboBaHWsl K YNpaB/eHWo prCKamm, CBA3aHHbIMU C BO3MOXHbLIMU OLIMOKamMn nprmeHe-
HUSA ¥ APYTVIMW ONACHOCTAMM, TUMNYHBIMU A8 MeAULMHCKUX U3AeNniA AN AUarHocTukm in vitro. CooTBeTCTBME MpUMe-
HUMbIM PEryIMpytoLLymM JOKyMeHTaM v cTaHJapTam MOXET C/yXUTb CBUAETE/IbCTBOM YNpaB/eHNs pyckamu, BO3HUKaIO-
LMW MPU KOHKPETHBIX OLIMGKAX MPUMEHEHUS, NpY YCN0BUM BepuduKaLmi pesysibTaTUBHOCTW Takoro ynpasieHus (CM.
H.4.3).

Tabnmua H.1 cogepxuT nprmepbl BO3MOXHbIX OLLMOGOK NMPUMEHEHNS 1 COOTBETCTBYIOLLYIO MHAOPMaLMIO, 06bIYHO
NoCTaB/ISiEMYI0 M3rOTOBUTENIEM, A1 TOrO YTOObl NOMOYbL NO/b30BATENAX» U36EXaTb JaHHbIX OLIMOOK.

Ta6nunua H.1— MprMepbl BO3MOXHbBIX OLIMGOK MPUMEHEHUSI U UAEHTUULIMPOBAHHBLIX MEP MO YNPABIEHMIO PUCKOM

OwwmbKa NpYMEHEH Mepa o Ynpas/ieHnio PrckoM
Hekann6posaHHbIi npu6op YCTaHOBNEHVE MEeXKaIMbpOBOYHOIO MHTEpBana
PeareHTbl, noTepsiBLUME peaKLMOHHYI0 CNOCO6- Yka3aHue cpoka rogHOCTM Ha ynakoBke peareHTta
HOCTb

HeHagnexatiee TexHuyeckoe 06CnyxnBaHue Hapnexatime WHCTPYKUMM NO TEXHUYECKOMY 06CIYXU-
npuéopa BaHUO

CMelUMBaHVie HECOBMECTVMbIX Cepuii peareHToB MapkupoBaHue cepuit 1 Hagnexaiime UHCTPYKLUU Mo

NpUMeHeHo

MccneposaHve HeB3avmo3aMeHsieMbiX 6uonoru- TexHuyeckme TpeboBaHUA K COOTBETCTBYIOLMM Buam
YecKnx XuakocTten npo6

HenpaBuibHOe NpuUroToBieHe npo6 WHCTPYKUMM MO NpWUroToB/EHMIO NPo6

HenpasunibHOe XpaHeHne peareHToB TpeboBaHNA K XpaHEHW0, BKIOHAKOLWMe KpUTudeckme

thakTopbl (TeMnepaTypy, OCBELLEHME, BNaXHOCTb U T. A4.)
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OkoH4aHve Tabnuubl H.1

OwmbKa NpUMeHeHs Mepa o Ynpas/eHnio PrICKOM
MyTaHnua B eanHMLAx n3mepeHus (Hanpumep, Busyanusauma uny pacnedarka eguHuL, ©3mepeHus no
MMOAL/N uan mr/pn) KaXX4oMy pesynbTtaTty
HeHagnexauwiaa yctaHoBka npubopa VIHCTPYKUMM MO yCTaHOBKE; KBa/IM(PUKALMOHHBIE UCTbI-
TaHus
HeHagnexatyee tyHKUMOHMPOBaHMe npuéopa WIHCTPYKUUM MO MpUP/IEHeHno ¢ naeHTudmkauyeii oc-

HOBHbIX 3Tanos

HeHagnexallee passefeHue npob Tpe6oBaHVsi K pa3BeAeHuIo, BKIKOUaloLLMe NPUeM/IEMble
pasbasutenu

H.4.2.5TpegynpexaeHus, npeaocTepexeHns n orpaHnyeHmns

YeTkve npegynpexaeHvs, UHCTPYKUMU 1 NPOTUBOMOKa3aHUs MOTYT CNYXWUTb pe3ynbTaTuBHbIMWA Mepamu Mo yn-
paB/IEHNIO PUCKOM MPU NPOIEeCCUOHASTIBHOM NPUMEHEHUN MEAULMHCKUX W3AENWiA AN ANArHOCTVKM in Vitro, MOCKObKY
nocneacTBUA HEBLINOMHEHNA JaHHbIX Mep Ony6/IMKOBaHbl U ABNATCA oyYeBUAHbIMU. VHdopmaumsa, He oTpaxkatolias
OnacHbIX NOCNeACTBUIA HECOBIIOAEHUA UHCTPYKLUMIA MO NPUMEHEHNIO, HE MOXET BGbiTb pe3ynbTaTWBHON Mepoii Mo ynpas-
NEHUIO PUCKOM.

Hanpumep, mMeguumHcKoe usfenue ANs AWarHoCTUKM in Vitro MOXeT ObiTb npefHa3HayeHo ANs UccnefosaHus
06pasLoB nnasmbl UM CbIBOPOTKM KPOBU, HO HE MOYM. ECAM B MHCTPYKLMSAX NO NMPUMEHEHUIO HE COAEPXUTCA UHopma-
LM OTHOCMTENbHO NPUMEHEHWUS MEAULMHCKOTO M3fenus ANs uccnefoBaHns obpasuosB MouM, TO HekoTopble nabopa-
TOpUM MOTYT MPUMEHSTb AaHHOe n3genne Ans NOA06HbLIX MCCnefoBaHuii, 0CO6eHHO ecnu MeauLMHCKUe n3genvs gns
[ANarHoCTVKM in Vitro, oTBevarLe COBPEMEHHOMY YPOBHIO TEXHMYECKOrO pasBuUTKA, CNOCO6HbI NMPOBOAUTL UCCNenoBa-
HVe 06pasLoB Mouu. Mpn OTCYTCTBUM yKa3aHUli HA HEBO3MOXHOCTb YA0EeneTBOPUTENIbHOTO UCCNeA0BaHNsA 06pasLos
MO4YM uccnefoBaHve Nofo6HbIX 06pa3uoB byaeT SABAATLCS NPOrHO3MPYEMON OLWIMGKON NpUMEHEHUS.

Moao6HbLIM e 06pa3oM pesynbTaTbl UCCIeA0BaHNA MOTYT GbITb MCMOMb30BaHbI 41 HEe NPeAyCMOTPEHHOrO M3ro-
TOBUTENEM MEAMLMHCKOrO NPUMEHEHWS, HE NPUTOAHOrO AN AaHHOTO0 MeAMLIMHCKOrO 3aenusa Ana ANarHOCTMKM in Vitro.
M3rotoBuTENb [O/MKEH OLEHWUTL PUCKM OT TaKOro NMPUMEHEHUs C y4eTOoM onblTa paboTbl C NOAO6GHBIMU U3AEeNUAMK,
NoA06GHbIX YCNOBUI NPUMEHEHNS APYTUX U34eNNiA 1 BOSMOXHOCTU AaHHbIX YCNOBWIA NpuMeHeHus. 3rotoButens on-
XEH NMpefocTaBuTb NOMb30BaTENAM NpefynpexaeHns, NpefoCTepeXeHns N orpaHNYeHns B Lensx yMeHblUeHns BO3-
MOXHbIX PUCKOB.

H.4.2.6 CTaHfgapTbl N0 MEAULMHCKUM M34eNUsaM 415 AUArHOCTUKM in vitro

Mo HEKOTOPbIM BUAAM MEAULMHCKUX U3AENUIA AN AMArHOCTUKU in Vitro MMETCH MeXAyHapoaHble cTaHaapThl,
HauVOHasIbHble CTaHapTbl, HOPMAaTUBHbIE U perynupylowye AoKyMeHTbl. CobofeHne obLenpusHaHHbIX CTaHaapToB
Ha W3[enus, perynvpylowyx TpeboBaHuidi 1 pyKOBOASALLMX YKa3aHWiA, paccMaTpyBaloLLMX BHYTPEHHIOW 6e30MacHOCTb,
obecneurBaemMyto NPOEKTOM W KOHCTPYKLMENA, 3aluTHbIe Mepbl U MHGopMaLMio No 6e30nacHOCTH, CnocobCTByeT ycTa-
HOB/IEHMIO TPeBOBaHWI K MPOEKTMPOBAHUIO 1 NPOBEAEHNIO UCMbITaHWi, COOTBETCTBME KOTOPbLIM CIYXUT CBUAETEe/b-
CTBOM ynpaBfieHusi puckom (Hanpumep, (20]. [26]. [27]).

H.4.3 Bepndumkauuns pesyibTaTUBHOCTU Mep Mo YyNpasBAeHU0 PUCKOM

OcyluecTBNeHNE U pe3yNbTaTUBHOCTb Mep MO YNpaB/eHU0 PUCKOM, BKI4Yas MHopmaumio no 6e3onacHocTy,
Heobxoaumo BepudmuyposaTtb. CTeneHb Bepurkaumm 3aBuCUT OT CTEMNEHWN YNPAaB/IEHUS PUCKOM.

[Na pyUCKOB C HM3KOW TAXECTbIO WK BEPOSTHOCTBLIO MPUUYMHEHWS Bpeda AOCTaTO4YHON BepudukaLlmeli MoxeT
CNYXWTb aHanu3 xanob notpebuteneii. Ecnu uenecoobpasHo, To AaHHas Bepudmkaums MOXEeT BKIo4aTb aHau3
nMetoLLelica nHcopMauuy No MeAULUHCKUM U3LEeNNaM ANa ANarHoCTUKK in vitro ¢ Nofo6HbIMU 3n1emMeHTaMmn ynpasne-
HVSt pUCKOM. /19 PUCKOB C BbICOKOW TSXECTbIO UM BEPOATHOCTHIO MPUYMHEHNA BPeAa MOXET noTpe6oBaTbcs nepcnek-
TUBHOE MCCnefoBaHne B Lensix Bepudmkaumm pesynbTaTyBHOCTW yNpaBieHnst puckoMm. Hanpumep, nocpeAcTBOM u3yde-
HVS1 YenoBeYveckoro haktopa MOXHO OLEHUTb CTENeHb OCO3HaHUA MONb30BaTENIEM U COGMAAEHUSA VM npeaynpexae-
HWIA 1 MHCTPYKUWIA, @ Takke BepuunuypoBaTh pesyibTaTuBHOCTL MHpopMaLyu no 6esonacHocTu. YenoBeueckuin chak-
TOp BKAKOYaEeT hopmart nevatu, ypoBeHb YUNTAEMOCTU NpeaynpexaeHnini u npesocTepexeHunii, BolaeneHe npesynpex-
Jawoleil nHpopmaumy Hagnexatmm o6pasom u T. 4.

[lonylueHnsa B OTHOLIEHUN pe3ynbTaTMBHOCTM MHopMaumn no 6e3onacHoCTM Heo6X0AMMO AenaTtb C OCTOPOXHO-
cTblo. [pn onpeAeneHnn BO3MOXHOCTY YMEHbLUEHUS pucka B pesy/bTare npefocTaB/ieHHO M3roToButenem nHgopma-
Lumn cnegyeT NpUHMMATL BO BHUMaHWe crefytollee:

- Tpe6GoBaHMA K akkpeauTaumy nabopaTopuii, HOpMaTMBHbIE AOKYMEHTbI M Mepbl MO 06ecneyeHnio Nx BbINOHe-
HUSI He SIBNSATCA YHMBEPCA/IbHBIMW: NPaKTUKa YyNpaB/eHUs Ka4ecTBOM M 06ecneyeHuns kauectsa CUIbLHO OT/IMYaeTcs B
pasHbIx CTpaHax;
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- WHCTPYKUMM MO NPUMEHEHWIO, NpuiaraeMble K MeAULMHCKAM U3genvsam 418 AWarHoCTUKK in vitro Ana npodec-
CMOHa/IbHOTO MPUMEHEeHUs, NpefHasHaveHbl 4158 MeAULMHCKMX nabopaTtopuii; MHopMauns O NpoTUBOMOKa3aHusX,
HECOBMECTUMbIX MeAMLMHCKUX CpefcTBax, a Takke Apyras MHgopmaums, OTHOCAWAACA K NMPUMEHEHWUIO pe3ynbTaros
IVD-nccnepoBaHus. MOXeT GblTb HEM3BECTHA NlevalliyM Bpadam, HasHa4yaroLlmm NccnefoBaHmus.

H.5 MOHWTOPMHI NPOM3BOACTBEHHO U MOCTNPON3BOACTBEHHON MHopMaLm

H.5.1 MOHWUTOPWHT OYHKLMOHMPOBAHUA MeAULNHCKOro N3aenns Ana AnarHoCTUKKM in Vitro Ha OCHOBaHUK AaH-
HbIX 13 BHELHNX NCTOYHUKOB

M3roToBUTENN MEANLIMHCKUX U34enuit ANs ANarHOCTWKM in Vitro 06blYHO MMEOT AOCTYN K JaHHbIM W3 BHELUHWUX
MNCTOYHWUKOB, KOTOPbIE MOXHO MCNO/b30BaTh /1 MOHUTOPUHIA HEKOTOPbIX acnekToB IYHKLVOHUMPOBAHNUA MeANLMHCKO-
ro nsgenus. K nofgo6HbIM NCTOYHMKAM MOXHO OTHECTH:

- OTYeTbl 0 HEGNArONPUATHBIX COBLITUAX:

- Xas106bl B OTHOLLEHWM OLUMBOYHBIX Pe3y/bTaroB, HENPaBWbHO UAEHTU(ULMPOBAHHbLIX NPO6, (hYHKLMOHAILHOM
HafeXHoOCTN NpubopPoB U T. A4.;

- JaHHble MO ynpaB/EHNIO KAYeCTBOM B npejenax naboparopuu;

- CXeMbl OLEHKM KayecTBa Ha OCHOBaHUW JaHHbIX U3 BHELWHNX MCTOYHMKOB (External Quality Assessment Schemes
— EQAS), Ha3biBaeMble Tawke 0630pamMn npoeccuoHasIbHON NPUrogHOCTY;

- oueHuBaHne hYHKLMOHNPOBAHUA MEAULIMHCKOTrO U3Aenms HesasucuMbIMK nabopatopusamu (pesyrnbTarbl YacTo
ny6vKyloT B Hay4HO nuTepartype).

H.5.2 BHYTpeHHWII MOHUTOPUHT 3KCM/TyaTalMOHHbIX XapakTePUCTUK

[aHHble, perynspHO nosiydyaemble OT U3rOTOBUTENEN, MOXHO NMPUMEHSATb A1 MOHUTOPUHIa HEKOTOPbIX 3KCMya-
TaUMOHHbIX XapaKTepUCTVK MeANLMHCKOro U3aenusa AN UarHoCTUKK in vitro B perynvpyembix yCroBusx, a UMeHHo:

- MOHWTOPUWHra npouecca;

- MOHWUTOPUHra CTabWbHOCTH;

- NPUNMCbIBAHUA 3HaYeHUli KanmbpaTopam;

- UCMbITAHWSA HaJEeXHOCTU 060pYyA0BaHUS;

- BW/0B [leATeNIbHOCTW N0 BaVINAMPOBaHMIO.
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MpunoxeHue |
(cnpaBoyHoOe)

PykoBoAsilMe yKa3aHUsi MO NpoLeccy aHannsa pucka
B OTHOLWEHWN BMONOTNYECKUX ONacHocTell

11 06wwme nonoxeHus

HacTosiee nNpunoxeHve COLEPXUT PYKOBOASLLME YyKa3aHUA MO NPUMEHEHWUIO aHasM3a pucka K 61oIorMyeckum
onacHocTsM. [lnana3oH BO3AelCTBUA BO3MOXHbLIX GMOMN0MMYECKUX ONacHOCTEN BEMK M MOXET BK/OYaTb Kak KpaTxoBs-
pemeHHble BO3AeicTBNSA (OCTpasi TOKCUYHOCTb, pasApaXeHne KoKW, Ta3 W CAM3UCTbIX 060/104eK, reMonn3 1 Tpom6o-
reHHOCTb). Tak 1 AONrOBPEMEHHbIE UK cneuudmryeckne Tokcuiyeckue Bo3gencTems (NoAoCTpble U XPOHUYECKNE TOKCU-
yeckvie BO3AENCTBUSA, CEHCUOMNM3ALIMSA, TBHOTOKCUYHOCTb. KaHLEPOreHHOCTb UM OHKOreHHOCTb 1 BO3AeNCTBMNE Ha pen-
POAYKTUBHYIO CMOCOGHOCTb, B TOM YuC/e TepaToreHHOCTb).

CraHaapT (28) ycTaHaB/MBaEeT 06LUME NPUHLMMBI OLIEHKN GMOMOTMYECcKoro AeicTBuUS MaTepuasioB/MeanNLMHCKIX
n3aenui.

12 OnpepgeneHne 6MONOrNYECKNX PUCKOB

121 dakTopbl, KOTOPble HEOBXOAMMO paccMaTpmBaTh

Mpu NposefeHKN aHann3a GUOTOTMYECKNX PUCKOB CriefyeT YunTbiBaTh:

- hmsmnyeckre n XuMuyeckMe CBOWCTBa paccMaTpyBaeMbiX MaTepuanos:

- UCTOPWIIO K/IMHUYECKOTO MPUMEHEHNS WAV faHHble O BO3AENCTBUM Ha YesloBeka;

- MeloLMecs AaHHble No 6MONOrMYEcKOn U TOKCMKOMOrMYeCcKon 6e30nacHOCTM B OTHOLLEHUW MaTepuanos, uc-
nosib3yeMbIX B MEAMLMHCKOM U3AENNN N ero KOMMOHEHTaXx;

- MeTOAWKY UCMbITaHWNA.

Konunyectso He06X0ANMBIX flaHHbIX 1 FTy6uHa uccnefoBaHns 6yayT OT/IMYaTbCs B 3aBUCUMOCTM OT NPefyCMOTPeH-
HOro NPUMEHEHNS, a Takke OT XapakTepa 1 NPOAO/MKUTENBHOCTU KOHTaKTa ¢ nauueHTom. Tpe6oBaHus K AaHHbIM 00blY-
HO SIBMISIIOTCA MEHee CTPOrMMMU A1 YNaKOBOYHbIX MaTepuasioB; MeAULUHCKUX WU3LEeNNiA, HaxOoAALMXCS B KOHTakTe C
HenoBpPeXAeHHON KoXeil; No6bIX KOMMNOHEHTOB MeAWLMHCKUX U3AENWiA, He BCTynaloLmX B HENOCPEACTBEHHbIN KOHTaKT
C TKaHAMU Tena, pacTBOpamu [/ BHYTPMBEHHOIO B/IMBAHWS, CAIM3NCTbIMU 060/10MKaMy UM MOBPEXAEHHO KOXEN.

[lna onpegeneHns NOTPe6HOCTU B AONOMHUTENbHBIX AaHHbIX CNefyeT npoaHanu3vpoBaTb UMEIOLLYIOCH B Hay4HOW
nuTepaType MHopMaLmMio 0 MPUMEHSIEMbIX MaTepuanax/MefULMHCKVX N3AeNNAX, NPeALIEeCTBYOLMNIA KIMHUYECKNIA ONbIT
X NPUMEHEHUSA 1 ApyrMe COOTBETCTBYIOLME AaHHble. B HEKOTOpPbIX CyyYasx He06X0AMMO NOYUNTb AaHHbIE O XMMUYEC-
KOM cocTaBse, OCTaTOYHbIX NPOAyKTax (0TxoAax) (Hanpumep, MOHOMepax, 0TXofax Npu ctepuansaunm), AaHHblx 6uonoru-
YeCcKUX UCMbITaHWA U T. 4.

1.2.2 Xvummnyeckas npupoga matepuanos

WNHchopmMaLms, xapaktepusyoLwas XMMUYecKyro UAeHTUYHOCTb U Buonormyeckoe BO3AENCTBME MaTepuanos, no-
Nle3Ha npu oueHBaHUY NPesyCMOTPEHHOIO NPUMEHEHUA MeauLUMHCKOro ngenuns. K dpakropam, Cnoco6HbIM NOBNATL
Ha 610M10rMyeckyo COBMECTUMOCTb MaTepuasnos, OTHOCAT:

- WAEHTUYHOCTb, KOHLLEHTpaLuio, AOCTYNMHOCTb U TOKCUYHOCTL BCEX MHIPeAVNEHTOB (J06aBOK, CpeacTs 06paboTku,
MOHOMEPOB, KaTasM3aTopoB, NMPOAYKTOB peakuuu);

- BNAHKE Buogerpagauum n Kopposun Ha maTepuasibl.

Ecnv npu npon3BoacTBe, 06paboTke, XpaHeHU nnn gerpagaumy MaTepvasnos 6binv NPUMEHEHb! UM MOTN BbITb
NoJly4eHbl pearvpyoLLime Wan onacHble VHrpeayeHTbl, TO criefyeT paccMOTpeTb BO3MOXHOE BO3AelCTBUE OCTaTOUHbIX
npoayKToB. MOXeT NoHafobuTbCA MHOPMAaLMSA O KOHLEHTPaLMWU UAU BbllenavnBaHUn OCTaTOUHbIX NPOAYKTOB. ITO
MOTYT ObITb 3KCMEpPUMeHTasIbHble AaHHble WM MH(OPMALMA O XMMUYECKUX CBOWCTBAX MPUMEHSIEMbIX MaTepuasioB.

Ecnv HeobxoauMble AaHHble (HanpumMep, 0 NOMHOM XMMWYECKOM COCTaBe) HeAOoCTYMHbI U3rOTOBUTENO MO NpUYn-
He KOHMMAEHUMaTLHOCTY, TO cnegyeT BepuuumMpoBaTth OLleHMBaHWE COOTBETCTBUS MaTepuana Ha npegnonaraemoe
npumeHeHue.

1.2.3MpeablayLnii onbiT NPUMEHEHNSA

Heob6xoavmo aHanm3mpoBaTb AOCTYMHYI MHGOPMaLMIO O NpeablayleM onbiTe NPUMEHEHUS Kaxaoro marepua-
na. nNpefycMOoTPeHHbIX Ao6aBKax v 0 /IH06bIX HexenaTenbHbIX peakuusx. OgHako npeablayLnii OnbIT NPUMEHEHNS VHT-
peaneHTa unum marepuana HeobssaTenlbHO rapaHTUpyeT ero NpUrogHoCTb AN aHaNNorMYHbIX NPUMeHeHWin. CnepyeT
yunTbIBaTH NPEeAyCMOTPEHHOE NPUMEHEHME, KOHLEHTPaLUMIO NHIPEANEHTOB N TeKyLLY TOKCUKOMNOMMYecKyo nHdopma-
uuo.

1.2.4 laHHble NCMbITaHWIA Ha 6MONOrMYecKyto 6e30NacHOCTb

Cepua MexayHapoHbIX CTaHAapToB [28] cofepXuT PyKOBOAALLME yKa3aHWs O TOM. Kakue WUCMbITaHna Heobxoau-
MO MPOBECTU B K&XAOM KOHKPETHOM Cjlyyae NpuMeHeHus. Heo6xoAuMMOoCTb MCMbITaHuii cnedyeT paccmaTpusaTb B
CBETE MMEKLLMXCA AaHHbIX ANA KaXKAO0ro ciyvyas OTAeNbHO, ANS TOro YTobbl n3bexarb NpoBeAeHNs Heoba3aTeNNbHbIX
NCMbITAHWA.
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MpunoxexHue J
(cnpaBoyHOE)

NHdopmaums no 6e30NacHOCT U OCTATOYHOMY PUCKY

J.1 O6Lwme nonoxeHmsa

B HacToALEM NPUIOXEHNN COAEPXATCA PYKOBOAALLME yKa3aHUA B OTHOLUEHWMN TOrO, Kak:

- nHdhopmaums no 6esonacHocTy [cm. 6.2, nepeuncnexue c), n D.5.1, nepeuncnenve c) (NpunoxeHune D)) MoxeT
6bITb MEPOI NO YNpaBAEeHWO PUCKOM;

- HhopmupoBatb 06 ocTaToyHoM(biX) pucke(ax) (cMm. 6. 4 n pasgen 7) B Lensx ynpas/ieHUs 1 0CO3HaHUS
pucka(oB).

WHbopmaumss no 6e3omacHoCTU ABASETCA MOCAeAHUM MO CTEeNeHW NpeanoyTeHWsi Cnoco6oM ynpas/ieHus
puckom(amn); eB cnefyeT UCNob30BaTb TONbKO B TOM Cy4yae, Korja ucuepnaHbl Apyrue Mepbl no ynpas/ieHuo puc-
kom(amu). MHdpopmauyma no 6e30nacHOCTY CAYXWUT PYKOBOACTBOM K BbIMOSTHEHMIO (HEBbINMOSIHEHWIO) AENCTBUA (Bei-
CTBWIA) B Lensx usbexaHus pucka(os).

WHdhopmupoBaHve 0 KaxgoM OTAe/lbHOM U COBOKYMHOM OCTaTOYHOM PUCKe CIYyXUT OCHOBOW W faeT Heobxoaun-
Mble CBeAeHNA ANa 06bACHEHUS ocTaTo4HOro(bIxX) prcka(oB) Nosb3oBaTensam, YTobbl OHW MOFIN 3apaHee NpeanpuHATbL
Hagnexalyye feiiCTBUS B LLeNsaxX MUHUMU3AUMM BO3AEVCTBUA OCTaTOYHOrO(bIX) prcka(oB).

Mo BO3MOXHOCTW HEO6XOAMMO YUWTbIBaTb Kak CTPYKTYpY U codepxaHue uHdopmMaumm no 6e3onacHocTn, Tak u
Cnocobbl ee NpuUMeHeHus.

WHdopmaumio no 6e30nacHOCTY MOXHO COo06LAaTh pasHbiMy cnocobamMn B 3aBUCMMOCTM OT TOFO, Ha Kakoi cTa-
[UN XXM3HEHHOTO LMKIa MeAWLMHCKOro U3fenua AaHHas vHdopmaums fomkHa ObiTb JoBedeHa A0 CBeAeHUst Mosb3o-
BaTens, Hanpumep B BuAe NpeaynpexaeHuii B CONpoBOANTENBHON AOKYMEHTaUMN U B BuAe NpUMeYaHns uam yepes
No/1b30BaTE/NbCKNI MHTepdelic n3aenms, ynpasasemMoro ¢ NoMOLLb0 MEHH0.

J.2 lHchopmauus no 6e3onacHocTr

Mpv nogrotoBke MHpOpMaLMK MO 6e30MacHOCTU BaXKHO YCTaHOBUTb, KOMY MpeAHa3HaveHa gaHHas uHdopmaums
1 Kak ee cnefyeT coobuiatb. 3roToBuTeNto HEO6X0AUMMO NPeA0CTaBUTb ONMCaHNe puUcka, ero NocNeACcTBU N AeNCTBUNA,
Heob6xo0AnMbIX 415 NPeAoTBpaLLEeHNs NPUYNHEHNs Bpesa.

Mpy NoAroToBke MHGOPMaLMN U3rOTOBUTENIO CNeayeT pacCMOTpeTb:

- CTeMeHb NpuopuTeTa, HeO6XOoAMMYIO ANA Kraccudmkaumy feicTBuiAi (onacHoCTb, NpeaynpexaeHue, npegocTe-
pexeHue, npymeyaHue v T. 4.);

- CTeneHb JeTannsauym HeobxoAMMON MHopMaLmK;

- MecTonosnoxeHue vHopmauum no 6esonacHocTn (Hanpumep, NpeaynpexgaroLlas MapkupoBka):

- cfoBecHble hOPMY/IMPOBKN UK N306paxXeHns, NpUMeHsieMble Ans obecneyeHnss ICHOCTU U AOXOAYMBOCTY
MHhopmaunm:

- HemocpeACTBEHHbIX MoslyyaTeneil nHopmaumn (nonb3oBarteny, 06CAYXVBAIOLWWIA NePCOHaT, MOHTaXKHUKM, Ma-
LNEHTbI);

- COOTBETCTBYOLLYME CpeAcTBa obecneyeHns NHAopMaLmMmn (MHCTPYKLMK MO 3KCNTyaTaumun, MapkupoBKKW, CUrHasIbI
Tpesorn, npeaynpexaeHns B Nonb3oBaTelbCkoM nHTepdeiice);

- perynvpytoLwine TpeboBaHus U T. 4.

J.3 lHdpopMumpoBaHme 06 octaTouHOM(bIX) prcke(ax)

Mpn paspaboTke cnoco6a MHPOPMUPOBAHNSA O KaKAOM OTAEMbHOM WM COBOKYMHOM OCTATOYHOM PUCKE BaXkHO
yCTaHOBUTb, YTO UMEHHO HEO6XOAMMO COOBLLUTL U KOMY NpefHasHayveHa fjaHHas nHdopmaums, Ans Toro 4Tobbl goBec-
M ee A0 CBeAEeHWs No/nb3oBaTens, 0ObSACHWTL W NMOMOYb MOJb30BaTEN0 6e30MacHO U pe3y/bTaTMBHO MPUMEHSTb
MeauumHckoe musgenve. M3rotoButento cnegyeT paccMOTpPeTb OcTaTouHblli(ble) puck(M). naeHrmdurumpoBaHHblii(bie)
corsiacHo 6.4 v pasgeny 7. v onpegennTb, 0 YeMm crieflyeT MHOPMMPOBaTL M0/b30BaTENS.

M3roToBuTeNb Takke AO/MKEH PacCMOTPeTb:

- HeO6X0AVMYIO CTeMeHb AeTamsaumun NHopMaLmn:

- (hOpMYNNPOBKK, NPUMEHsieMble AN obecneyeHns ACHOCTU U AOXOAUMBOCTU UHhopmMaLumu;

- HenocpeACTBEHHbIX MoslyyaTeneii nHdopmaumy (nonb3oBartesneli, 06CAYXMBAIOLWMWIA NEPCOHaAs, MOHTEKHUKOB,
nauneHToB):

- UCMoNb3yemMble CpeAcTBa COOBLLEHNA/MCTOYHNKN MHGDOpMaLK.
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