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3 TMPUHAT MexrocygapCTBeHHbIM COBETOM MO CTaHgapTu3auuu, MeTposiorum u ceptudukaumm (NMpoTOKOs
OoT 29 HoA6psA 2011 r. Ne 40)
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Benapycb BY locctaHpapT Pecny6nvkn Benapycb
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Kbiprei3cTtaH KG KbipreisctaHgapt
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5 HacTosiwmini cTaHAApT WAEHTMYEH MeXayHapogHoMy cTaHgapTy ISO 14971:2007 Medical devices —
Application of risk management to medical devices (U3penus meguuuHckmne. lpyMeHeHMe MeHemKMeHTa pucka K
MeANLVNHCKUM N30eNUAM).

CTeneHb cooTBeTCTBMA — naeHTuyHas (IDT).

CTtaHgapT noArotoBsieH Ha ocHoBe npumeHeHna FOCT P MCO 14971—2009

6 BBEJEH BIEPBbLIE

MHdopmaLumsa 06 N3MEHEHMAX K HACTOsILLLEEMY CTaHAap Ty Ny6/IMKyeTCsl B eXXerogHo nsgaBaemom NHAop-
MaLMOHHOM YyKazaTene «HauuoHabHble CTaHA4apThl», a TEKCT WU3MEHEHWIA 1 NOMpaBOK — B €XeMecsuHO
n3gaBaeMoM MHPOPMaLVOHHOM yKasaTefie «HauuoHanbHble cTaHgapThi». B cnyyae nepecMoTpa (3ameHbl)
N OTMEHbI HACTOSALLEro CTaHgapTa CoOOTBETCTBYHLLEE YBeAOM/IEHNE OyaeT onyb/IMKOBaHO B €XXeMecsy-
HO n3gaBaeMoM MHGOPMAaLUMOHHOM ykasaTene «HauuoHanbHble cTaHaapThi». CooTBeTCTBYWas nHdop-
Mauus, yBeOM/IEHME N TEKCThbl PasMeLalnTCsa Takke B MHOPMaLMOHHON cMcTemMe 06LWero nosb3oBaHnsas—
Ha odmumanbHOM caiTe degepasibHOr0 areHcTBa N0 TEeXHUYECKOMY PeryinpoBaHvio U MeTPOIornM B ceTu
NHTepHeT

©CTtaHgapTuHdopm, 2013

B Poccuiickoii defepauuy HacToAWMIA CTaHOAAPT He MOXeT O6blTb MOJIHOCTLI0O UMW YacTUYHO BOCMPO-
M3BefeH, TUPAKMPOBAH W pacnpocTpaHeH B KayecTBe OMUUMANBLHOTO u3fdaHus 6Ge3 paspelleHnss deaepasibHOro
areHTCTBa MO TEXHUYECKOMY PerysimpoBaHuio 1 METPOSIOTN
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BBegeHune

MexayHapogHbli  cTaHgapT 1SO  14971:2007 paspaboTaH TexHuveckum Komutetom WCO/TK 210 «Me-
HEHKMEHT KayecTBa W COOTBETCTByHOLWMe o06Wme acnektbl  MeAUMUMHCKMX — WU30enuin» 1 NOAKOMUTETOM
M3K/MK 62A «OO6wne acnekTbl 3MEKTPUYECKUX WU3AENNA, MPUMEHSEMbIX B MEOVLUMHCKOW MpakTuke». [Mpunoxe-
HMe H «PyKoBOACTBO MO MEHEMKMEHTY pucka MeAVLMHCKUX Wn3geniMini Ans AMarHoCTUMKM in Vvitro» noAroToB/ieHO
TexHndyecknm komutetom WICO/TK 212 «KnuHuyeckume nabopaTopHble WCCNefoBaHUs W AMarHOCTUYeckue TecT-
CUCTEMBI INn Vitro».

HacTtosawwmii ctaHgapT pekoMeHAyeTCcs paccMaTpuBaTb Kak OCHOBY [/19  OCYLECTB/IEHUSA W3rOTOBUTENIAMU
pe3ynbTaTMBHOIO MEHEeMKMeHTa BCEX PUCKOB, CBA3aHHbIX C MPUMEHEHWEM MeAUUMHCKUX wu3gennin. Copepxalum-
ecsa B HacTosileM cTaHgapTe TpeboBaHUs ABNAKOTCA 4719 W3rotoBuTenen Tol 6as3oli, B pamkKax KOTOpOlM npakTu-
YeCKUA OnbIT, WHTYUTMBHOE MNOHMMaHWE W YMeHue MPUHATbL MPaBUIbHOE pelleHne WUCMNOMb3YIT ANA MeHeoXKMeHTa
BblLleyKa3aHHbIX PUCKOB.

HacToswwii ctaHgapT npegHasHayeH HenocpeACTBEHHO [ANS W3rotoBuTeneli MeAuUUHCKUX u3genvii u  cuc-
TeM, MPUMEHSAIOLWMNX YCTAHOB/IEHHbIE B JaHHOM CTaHAapTe MPUHLMIbI MEHE)KMEHTa puckKa.

Buabl 0eATenlbHOCTW, B KOTOPbIX YYacTBYIOT OTAefibHble /Mua, OpraHmsaumnm Wan opraHbl rocyapCTBEHHOro
ynpassieHnsa, MOryT CcTaTb A1 BbllWleyka3aHHbIX WAW  OPYruX Y4yacTBYHOLWMUX CTOPOH WCTOYHWKOM OMacHOCTEW,
CNOCOGHbIX MNPUYMHUTL BpeA WM HaHecTu yuep6. MeHemKMEHT PUCKOB MpeacTaB/isieT CcO60l CAOXHbIN Ana pac-
CMOTPEHNA MNpeAMeT, TakK Kak Kaxgasa U3 y4acTBYIOLWMX CTOPOH MOXET MO-pa3sHOMYy OueHMBaTb BEPOSATHOCTb Mpu-
YMHEHMA BPeaa U BO3MOXHOCTb HaHeceHus yuiep6a B caiyyae onacHOCTU.

KoHuenumsa pucka BkoYaeT ABa KOMMOHEHTA!

a) BEPOATHOCTb NMPUYNHEHUA Bpeaa;

b) nocnegcTBUA NPUUMHEHHOTO BPpeaa, T. €. ero TAXKECTb.

PaccmaTpmBaemass KOHUENUUS OCOOEHHO BaXHa MNPUMEHUTESIbHO K MeAMUMHCKUM U3denivsaMm ur3-3a 60/1bLlio-
ro umcna y4yacTBYIOWMX CTOPOH, BK/IOYAs MNPaKTUKYOLWMX Bpayen, y4ypexaeHus 34paBOOXpPaHEHus, YMOSIHOMO-
YeHHbIe opraHbl, MPOMbIL/IEHHbIE NPEANPUSATUS, NALMEHTOB 1 APYIUX NONb30BaTesien.

Mo cpaBHeHMIO C npedblaylleli pefakuuein OCHOBHasi 4acTb HACTOAWEro craHjapta pacluvpeHa, HO [faB-
HOe BHUMaHuEe YyAesIeHO TPUNOXKEHUsAM. VX 4MCio yBENMUYWIOCH 3a CYeT nNpuioxeHus F, cofgepxawero nsaH
MeHeMKMeHTa PUCKa, MPUNOXKeHUs |, MOCBALWEHHOro 6MOMOrMYeckUM OMacHOCTAM, MPUIOXKeHUss NO 6e3onacHocC-
T J n OCTaTO4HOMY pPUCKY. CyLIECTBEHHO YBE/IMUYMNIOCL B OOBbEMe MNPUIOXKEHNE, MNOCBAWEHHOE MEeHEeMKMEHTY
prcka MegULMHCKNX U34eNnii A8 AUarHoCcTUKN in vitro.
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MEXTOCYAAPCTBEHHbIV CTAHOAPT

V3AENNA MEAULMHCKUE
MprYMeHeHNE MeHeKMeHTa pUcka K MeAULUHCKUM U3L4eNNAM

Medical devices
Application of risk management to medical devices

Jata BBegeHna — 2013—01—01

1 O6nacTb NpUMeHeHusI

HacToawwmii cTtaHgapT ycTaHaBNMBaeT A7s M3roTOBUTESNS MPOLECC OnpeaesieHusi OnacHOCTel, CBSA3aHHbIX C
MEAMUMHCKAMMN U3AeNUAMKN, BKIOYasi U3fenus AN AMarHocTUKM W? V/tro, u npoueaypbl onpefesieHns, oLeHuBa-
HUSI, YNpaB/iEHUSI PUCKaMWN U MOHUTOPUHIa Pe3y/IbTaTMBHOCTY AAHHOTO yNpaBeHus.

Tpe6oBaHNs HaACTOSILEro cTaHZapTa NPUMEHVMMbl KO BCEM CTaAWsM >KM3HEHHOTO LMKAA MeAUUMHCKUX un3ge-

HacTosimin ctaHaapT He MOXET 6bITb UCMO/b30BaH A1 NPUHATUS KNMHUYECKUX PeLleHuii.

HacTosiumin ctaHaapT He ycTaHaB/IMBAET YPOBHU A0MNYCTUMOrO pUCKa.

HacTosiwmii ctaHOoapT He TpebyeT HaMuMs Yy M3rOTOBUTENS CUCTEMbI MeHe[KMeHTa KauyecTBa, OAHaKo Me-
HePKMEHT prcKa MOXeT 6bITb COCTABHOW YacTblo CUCTEMbI MEHE)KMEHTA KayecTsa.

2 TepMuHbI 1 onpeaeneHns

B HacTosLieM cTaHAapTe NPUMEHSIOT CrieaytolLMe TEPMUHbI C COOTBETCTBYIOWUMUN ONpeaeieHNsIMU:

2.1 aKcn/yaTauMOHHbLIN OOKyMeHT (accompanying document): [OKyMeHT, Mpunaraemblii K MeauUMHCKO-
My W3LeNN0 U cofepXalmii MHopMauuio A0S 1L, OTBETCTBEHHbIX 3a C6OPKY, MNPUMEHEHME U TexXHUYeckoe
0o6CNyXuBaHe MeAMLMHCKOro N3aenvsi, oneparopa uav nosib3oBartesisi, 0CO6eHHO B OTHOLIEHN 6€30MacHOCTY.

MpumevaHne — [laHHOe onpejesieHne 3aMmMcTBOBaHO 13 (1), 3.4.

2.2 Bpeg (harm): dusmnyeckad TpaBMa wAM yuwepb 340POBLI0 /KOAENA, UAM UMYLLECTBY, WM OKPYXatoLlen
cpege (cm. [2], 3.3).

2.3 onacHocTb (hazard): MoTeHUManbHbIM NCTOYHUK Bpeaa (cm. [2], 3.5).

2.4 onacHaa cutyauymsa (hazardous situation): O6cCTOATENLCTBA, MNPU  KOTOPbIX J/HOAW, WMYLLECTBO WU
OKpy>Xatollasi cpefa noaBepXeHbl O4HOM U HECKOIbLKMM onacHocTAM (cMm. [2], 3.6).

MpvMeyaHne — CM. npuioxeHne E [As NOHMMaHUS B3aVMOCBSI3W  MeXAy TepMUHaMM «OMacHOCTb» U
«ornacHasi cutTyaums».

2.5 npepycMOTpeHHOe npumeHeHne (intended use): [MpumeHeHue wn3genus, npouecca wWNUM  ycayru no
Ha3Ha4YeHMI0 B COOTBETCTBUMU C TEXHUYECKMMU TPeOGOBaHUSMW, WUHCTPYKUMAMU U MHOpMauunen, npenocTaBieHHbI-
MW N3roTOBUTENEM.

2.6 MeguumHCKOoe wu3lgenue Ansa  guarHoctukm in vitro (IVD) (in vitro diagnostic medical device) (IVD
medical device): MeguuuHckoe wu3genue, npegHa3Ha4eHHOE W3roToBUTENIEM ANA UCCNefoBaHMA Mpob, B3ATbIX U3
Tena 4enosBeka, B LeMAX MonyvyeHnsa uHdopmauum Ans AUarHOCTUKM, MOHUTOPUHIa W onpefesieHusi COBMEeCTUMO-
cTu.

Mpumep — TakuMu un3gennsMum MoryT 6biTh peareHTbl, KanmépaTopbl, ycTpoiicTea Ans oT6opa U
XpaHeHus1 P06, KOHTPOJIbHbIE MaTepuasbl U CoNyTCTBYHLME MHCTPYMEHTbI, annapaThbl W cpeacTBa.

M3paHne ocuumansHoe
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MNpumeyaHne — MoXeT O6biTb WCMO/bL30BAHO OTAENIbHO WM B KOMOGUMHAUUW C  MNPUHAONEXHOCTAMU  UMN
APYTMMY MeAULMHCKUMW N30eNNSIMU.

2.7 Xu3HeHHblli umkn (life-cycle): Bce cTagumn cylwecTBOBaHMS MeAULUMHCKOIO u34enusi, oT MepBOHavYasib-
HOV KOHUEeNuMn A0 BbIBOAA N3 SKCN/lyaTauumn n yTuamsauumu.

2.8 wusrotoButenb (manufacturer): ®usmMyeckoe WU OPUAMYHECKOE NULO, OTBETCTBEHHOE 3a MNpOeKTUpoBa-
HVe, W3roTOBJIEHME, YMNakKoBbIBaHWE W/WAW MapKMPOBKY MEOULMHCKOrO W34enusl, yCTaHOBKY/MOHTaX wnan moaudum-
Kauumio MeOULVHCKOro u3fenuns nepej BbIMyCKOM ero B o6palieHve unvM BBOAOM B 3KCM/lyaTaumio Hes3aBUCMMO OT
TOro, BbIMOJIHAET I 3TU Onepauun BbIWEeYNOMSHYTOE /L0 UM TPeTbS CTOPOHA OTEro MMeHMU.

MprmeyvaHusa

1 B onpegeneHnn TepMuHa «U3roTOBUTENb» CNeayeT YUnTbIBaTb MOJSIOXKEHUSA HaUMOHasIbHbIX WU PernoHaslbHbIX
HOPMAaTUBHbIX JOKYMEHTOB.

2 OnpepgeneHne TepMrHa «MapKnpoBka» cM. [3], 3.6.

2.9 wmeguumnHckoe wusgenve (medical device): J1lo60l MHCTPYMEHT, annapart, npubop, ycTpolicTBO, 060py-
JOBaHWe. MMNaHTaT, in vitro peareHT WM kanuépatop, NpPorpamMHOe o6ecreyeHve, MaTepuasl UM WUHble Noao6-
Hble WM CBSiI3aHHble C HUMW W3OEWs, NpeAHasHayeHHble W3roTOBUTENEM [/ MPUMEHEHUsT K YesIOBEKY O
OTAE/BHOCTM UMW B COMETAHUM APYT C APYTOM B LENAX:

-ANarHOCTUKM, NPOUMIAKTUKA, MOHUTOPUWHTA, NIeYEHUST UM 06/1erYeHmns 3a6o1eBaHuii;

-AVarHOCTUKM, MOHUTOPUWHIA, SIeYeHUs], 06/1erYeHns UM KOMMEeHcaunmn NocneacTBUM TpaBMbl;

- MCCNefoBaHWs, 3aMelleHWss WANM  U3MEHEHUsI  aHaTOMWYECKOTO  CTPOEHUs uan  (U3NO0I0TMYECKUX
NpoLIeCCOB;

- NoAAEPXaHNs NN COXPAHEHUS XN3HU;

- yNpaBeHus 3a4aTmem;

-0E3UHIEKUNN MeANLMHCKUX N3AEeNNIA;

- nonyyeHus uHopmauum AAS MeSUUMHCKUX Leseli NocpeacTBOM MccnefoBaHMA in vitro npo6, B3SATbIX U3
Tena 4esnioBeka, NMpu ycrioBUM, YTO UX (PYHKLMOHA/IbHOE BO3AENCTBUE Ha YeloOBEYEeCKU opraHu3M He peanvayeTtcs
3a cueT (papMaKkosIOTMYEeCKUX, WUMMYHOJIOTUYECKUX WAN METaBOsSIMYECKMX CPEACTB, HO MOXeT MoAAepXUBaTbCs
TakMMu cpeAcTBaMu.

MpumeyvaHusa

1 JdaHHoe onpepgeneHne paspabotaHo Lenesoii rpynnoii no rnobanbHol rapmoHmsaumn (Global Harmonization
Task Force — GHTF) (cm. (4)).

2 Cnepytolime nsgennst MoryT pacCMaTpuBaTbCs B HEKOTOPbIX CTpaHax Kak MeAULMHCKME, HO B UX OTHOLLUEHUU elle
He BblpaboTaH eguHbIA noaxon;

- BCroMoraTefibHble cpeAcTBa A1 /UL, C OrpaHNYeHHbIMU BO3MOXHOCTSIMU UK C (DU3NYECKUMU N YMCTBEHHbBIMU
HefocTaTKamu;

- U3genusa ans neyeHns/AMarHoCcTky 3aboneBaHnii U TPaBM Y XNBOTHBIX;

- NPUHAANEXHOCTU MeANLMHCKNX n3aenuii (CM. npumMeyvaHue 3);

- Ae3nHMUMpYIOLLNE BELLEeCTBa,;

- U30enus, BKIOYAKOLME TKaHU XXMBOTHBIX U/ YesloBeKa.

3 TpeboBaHMs HACTOSALWEro CTaHAapTa MPUMEHSAIT Takke K NPUHaANEXHOCTSAM, KOTopble npefHa3HaveHbl U3ro-
TOBUTENEM A1 UCNOJ/Ib30BaHUSA B KOMM/IEKTE C KOHKPETHbIM MEeAMLUHCKMM U3LeNneM B Lensix obecrneyeHuss ero npe-
OYCMOTPEHHOIO MPYMEHEHUSI.

2.10 o6bekTMBHOe cBuaeTenbCTBO (objective evidence): /[aHHble, noATBepXAawolme Haanmunme WiIn Wuc-
TUHHOCTb Yero-sim6o.

Mp MM evanve O6GBLEKTUBHOE CBUAETE/IbCTBO MOXeT ObITb MOMYYEHO MNOCPeACTBOM HabnoaeHus, Homepe
HUSA, UCNbITaHNA UK ApyruMmn cnocobamu (cm. [5], 3.8.1).

2.11 nocTnpou3BoAcTBO (post-production): YacTb >XM3HEHHOro LUMKNa WU3[4envs Moc/sie OKOHYaHWUs ero npo-
eKTMPOBAaHMS U U3TOTOB/IEHUS.

MpuMep — K NOCTNPOM3BOACTEY OTHOCAT: TPaHCNOPTMPOBaHME, XpaHeHMe, MOHTax, MpUMeHeHve
n3aenvs, TexHNnYeckoe 06CNyKnBaHme, PEMOHT, MOAMMMKALIMIO, CHATME C IKCNyaTauumn 1 yTUnnsaumio.

212 npouepypa (procedure): YcCTaHOB/IEHHbI CNOCO6 OCYLIECTB/IEHUS AEATesIbHOCTM WM npolecca
(cm. [5], 3.4.5).

2.13 npouecc (process): COBOKYMHOCTb B3aUMOCBSA3aHHbIX W B3aMMOAENCTBYIOWNX BUAOB [AEATENbHOCTY,
npeo6pasytoas BXxoabl B Bbixogbl (CM. [5]. 3.4.1).

214 3anucb (record): [OKYMeHT, cogepxawui [OCTUTHYTble pe3ynbTaTbl WAW CBUAETENbCTBA OCYLLECTB-
NeHHol geatenbHocTn (cMm. [5], 3.7.6).

2
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2.15 ocTtatouHblii puck (residual risk): Puck, ocTalwmiica nocne BbINO/IHEHMS Mep MO0  YynpaB/iIeHMIO
puCKOM.

MpnmevaHua

1 3anmcTBOBaHO 13 (2). 3.9.

2 B [2], 3.9, ncnonb3oBaH TEPMUH «3alNTHblE MEPbLI» BMECTO TEPMUHA «MepPbl MO YNpPaB/ieHNIO PUCKOM». OAHaKo
B KOHTEKCTEe HaCTOsLero craHgapTa «3aluTHble Mepbl» ABAKOTCS TOMIbKO OA4HOW W3 BO3MOXHOCTE! ynpaBsieHns puc-
KOM. KakK ornmcaHo B 6.2.

2.16 pwuck (risk): CoveTaHne BEPOATHOCTN NPUUMHEHUA BPeda U TSXXKECTU 3Toro speda (cm. [2], 3.2).
217 aHam3 pucka (risk analysis): CuncTematuyeckoe WCMNoOAb30BaHWE wMelolerica WHpopmaumm  ans
BbISIB/IEHMSI OMAacHOCTel 1 onpeaeneHns pucka (cm. [2], 3.10).

MpvMeyaHne — AHa/IM3 pUcKa BK/IOYAeT WU3y4yeHUe noc/iefoBaTeNlbHOCTell CO6bITUIA, KOTOopble MOTyT
NPVBECTU K OMACHbLIM CUTYaLMsIM U MPUYMHEHUIO Bpeaa (CM. NpuioxeHue E).

2.18 oueHka pucka (risk assessment): MNoHbIM Npouecc aHannsa n oueHmMBaHus pucka (cm. [2], 3.12).

2.19 ynpaeneHne puckom (risk control): lNpouecc NPUHATUS peweHni i 1 BbIMOSIHEHUA Mep N0 YMEeHbLue-
HUVIO PUCKOB [10 YCTAHOBJ/IEHHbIX YPOBHEN UKW NOAAEPXKAHUA PUCKOB Ha YCTAHOBJ/IEHHbIX YPOBHSX.

2.20 onpepeneHve pucka (risk estimation): TMNpouecc, NpUMEHseMbI ANS MPUCBOEHUSA 3HAYEHWn BeponAT-
HOCTUW HaCTYM/IeHMA Bpeaa U TAXeCTM 3TOro Bpeja.

2.21 oueHumBaHne pucka (risk evaluation): [lMpouecc cpaBHeHUS pucCKa, KOTOPbIA YyxXe onpegenieH, c ycTa-
HOBJIEHHBLIMW KPUTEPUSAMU pUCKa AJ1A onpefenieHns AonyCTUMOCTU PUCKaA.

2.22 MmeHefKMeHT pucka (risk management): CucTemaTuMyeckoe nNpPUMeHeHVe MNOMIUTUKK, npoueayp W npak-
TUYECKUX METOAOB MEHeMKMeHTa A8 pelleHus 3afady aHanvs3a, OUeHMBaHWA, YNpaBfeHUs U MOHUTOPUHra puc-
Ka.

2.23 aiin MeHemkmeHTa pucka (risk management file): CoOBOKYNnHOCTb 3anuceil W ApYyrnx [OKYMEHTOB,
co3faBaeMblIX B poLecce MeHeIKMeHTa pucKa.

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

2.25 TAXecTb (severity): Mepa BO3MOXHbIX MOCNeACTBUIA ONacHOCTU.

2.26 BbIClWlee pykoBOoACTBO (top management): JlMuo wnu rpynna nuvu, OCYLLECTBASAIOWNX Hanpas/ieHue
AeAaTeNnbHOCTU U yrpaB/ieHne opraHnsaLlmein-m3arotoBmMTeNIeM Ha BbICLLEM YPOBHE.

MpumeyvaHne — 3ammcTBOBaHoO 13 (5), 3.2.7.

2.27 owunbka npumeHeHus (use error). BbINO/IHEHWE WAN HEBbLINOSIHEHME [ENCTBUSA, NpuBOsllee K YHK-
LMOHNPOBaHMIO MEeAVLMHCKOro u3genuns, oTnnyalrolemycsa OT NpeAyCMOTPEHHOro W3rotoBuUTesieM WM  OXuaaemo-
ro nonb3osartenem (cm. [6], 2.12).

MpumevaHns

1 K owumbkam NpuMeHeHns OTHOCAT NpoMaxu, ynyLeHus u 3abnyxaeHns (cum. [6], 2.12).

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

3 HeagekBaTHyHO OM3MOIOMMYECKYHO peakLuto naLmeHTa caMmy no cebe He OTHOCST K OLUMGKE NPUMEHEHMS.

2.28 Bepudpukauusa (verification): MNoaTBepxAeHMe Ha OCHOBe MpeAcTaBfieHNs OOBbEKTUBHbLIX CBUAETENbCTB
TOro, YTO yCTaHOB/EHHble TpeboBaHMA 6bI/I BbINOIHEHBI (CM. [5], 3.8.4).

MpumeyvaHus

1 TepMUH «BePUPULMPOBAHO» UCMONb3YIOT ANA 0603HaYeHNA COOTBETCTBYIOLLENO cTaTyca.

2 [leAaTeNIbHOCTb MO NOATBEPXAEHNIO MOXET BK/IHOYATb:

- OCYLLECTB/IeHME a/lbTEPHATUBHbIX PaCcHeTOB;

* CpaBHEHWEe Hay4HOW U TEeXHWYEeCKOW [AOKyMEeHTauun Mo HOBOMY MPOEKTY C aHas/IorM4yHOW AOKymMeHTauuei no
anpobupoBaHHOMY MPOEKTY;

- NpoBefeHVe UCNbITaHUA N AeEMOHCTpauuii;

- aHa/IM3 JOKYMEHTOB [10 UX BbIMyCKa.

3 O6uwme TpeboBaHUA K MEHEKMEHTY pUCKa

31 lMpouecc MeHemMKMeHTa prUcka

M3roToBUTE/lb [OO/KEH YCTAaHOBUTb, [OKYMEHTMPOBAaTb W MNOAAEPXMBaTb B paboyemM COCTOSIHUM HemnpepbiB-
HbIA MNpouecc uAeHTUUKALMM OMACHOCTEN, CBSA3aHHbIX C MEAUUUHCKAM W3[eNVeM, OrpeaesieHnss U OoueHMBaHUSA
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CONYTCTBYOWMX PUCKOB, YNpaB/eHns AaHHbIMU PUCKAMU 1 MOHUTOPWHTA Pe3yibTaTUBHOCTU TaKoro yrnpaB/ieHust
Ha MPOTSHKEHNM BCETO XM3HEHHOTO LUKIa MEANLIMHCKOTO U3fenus. ATOT NPOoLLeCcT AO/MKEH BK/IOYATL Cleaytolme
3/1eMEHTbI:

-aHasIM3 pUCKa;

- OLeHNBaHVE PUCKA;

-yrnpaBfieEHNE PUCKOM;

- NPOV3BOACTBEHHYIO U MNOCTNPOU3BOACTBEHHYIO MH(DOPMALUIO.

LOKyMEHTUPOBaHHbIE MPOLLECChI XXM3HEHHOTO LKA NPoAyKUuun (CM. pasaen 7 [3]) A0/KHbI BKIHOYATb COOT-
BeTCTBYOLLME 3/IeMEHTbI NpoLecca MeHegkKMeHTa pucka.

Anxanua pucka

[pegycmorpeHHoe
npuMeHeHne

¥ onpegeneHue
XapAKTEPUCTHK,
OTHOCALLUXCA

x He3onacHocTm
MEONLIMHCKOMO Magenus
*UperTugdmaumn >
OfACHOCTER
*Onpegenermne pucxa(os)
ONA KAXAON ONACHON
CHTYaUUn

OueHnBaHme pucka J

!

-t YnpasneHwe puckom

Ouenka pucka

*AHANKU3 BO3MOXHOCTENR \
YNIPEBRNEHNA PUCKOM
*BuinonHexune mep No
YNP3BNEHWIO PACKOM
*QuUEHUBAHUE OCTETOMHOM
pucxa

*AHANKU3I COOTHOLICHUSA
pucx/nanb3a

*Pucxn o7 npumeHeHns!
Mep NO YNPARNSHWIO
PUCKOM

*[lanroTa ynpaaneHus
pUCKOM

Ouermsanue 4ONYCTUMOCTH
RQNHOMD OCTATOMHOTO PHCKA

!

OT4eT NO MEHBDKMBHTY pUcKa

!

UHpopmaums
NO NPOU3BOACTBY
¥ NOCTNPON3BOACTBY

MeHegKMEeHT prexa

PucyHok 1 - CxemaTnuHoe npeAcTaB/ieHre Npouecca MeHeKMeHTa pucka
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MpymeyaHusa

1 [JoKyMeHTMPOBaHHbI/ MpOLEeCcC CUCTEMbl MeHeIXMeHTa KayecTBa MOXET ObITb MCMNOMbL30BaH A/ o6ecnevyeHuns
CUCTEMHOIO NoAX0A4a K paccMOTpeHuto npobsieM 6e30MacHOCTU, MO3BOMIAIOWErO, B YACTHOCTU, MAEHTUANUMPOBaTL Ha
PaHHUX CTagnAax onacHOCTU U onacHble CUTyaunn, cBA3aHHbIe CO C/TOXXHbIMU MeANLUNHCKUMU n3aenamm n cCucteMmamn.

2 lMpouecc MeHeMKMEHTA prYCKa CXeMaTU4YeCcKn NpeacTaB/eH Ha pUcyHke 1.

B 3aBMCMMOCTM OT KOHKPETHOW CTaguu XM3HEHHOro UMKNa MeAWLMHCKOro n3genns othesibHbIM 3/1IeMeHTaM Me-
He)KMeHTa puUcKa MOXeT ObITb yAesieHO ocoboe BHMMaHue. [eAaTesnlbHOCTb MO MEHEeMKMEHTY PMCKa MOXET OCYLLeCcTB-
NATbCA UTEepaTUBHO WAW MO3TANHO B 3aBUCMMOCTU OT paccMaTpuBaemMoro MeauvuMHCKOro usgenuvs. MpunoxeHve 8
cofepxuT 6osiee NoapO6HbLIA 0630p 3TaNnoB NpoLecca MeHeIKMeHTa puckKa.

CootBeTcTBUE TDE6OBaHMF|M AaHHOro nogpasgesia npoBepdArT NyTemM 3KCNepTu3dbl COOTBETCTBYHLWMNX AOKY-
MEHTOB.

3.2 OTBETCTBEHHOCTb BbICLLIEro PyKOBO/ACTBa

Bbicllee PpyKOBOACTBO [AO/DKHO O6GecneuvMBaTb CBUAETENIbLCTBA CBOEW  MPUBEPXEHHOCTM MpoLeccy Me-
HepKMeHTa pucka NocpesCcTBOM:

-o6ecneyeHns HEO6Xo0AUMbIMY pecypcamu;

- HasHayeHUsi KBaANNULMPOBAHHOIO NepcoHana (cM. 3.3) AN Leneil MeEHEKMEHTA pPUCKa.

BblICLUEee pyKOBOACTBO A0J/DKHO:

- paspabaTblBaTb W [AOKYMEHTUPOBaTb MOSIMTUKY YCTAaHOB/IEHUS KPUTEPUEB AOMNYCTMMOCTM pucka. [aHHas
NnoNNTVKa [O/HKHA rapaHTUpPOBaTb, YTO YCTAHOBJIEHHblE KPUTEPMM OCHOBaHbl Ha MPUMMEHUMbIX HauWOHasIbHbIX U
pervoHasibHbIX HOPMAaTUBHBLIX [OKYMEHTaX U COOTBETCTBYHOLMX MeXAYyHapoAHbIX CTaHAapTax, a Takke Y4uTblBa-
IOT [OCTYMHYI WHOPMALMIO, TaKyl, Kak COBPEMEHHbIi YpPOBEHb HayUHO-TEXHUYECKOro pasBUTUSI U MOTPEBHOCTU
3aMHTEPECOBAHHbIX CTOPOH;

- NpoBOAUTbL aHa/M3 MNPUro4HOCTM Mnpolecca MeHeMKMEHTa puUcka B 3anjiaHMpOBaHHblE MPOMEXYTKM Bpeme-
HU AN o6GecrneyeHUsi MOCTOSIHHOM pPe3y/ibTaTMBHOCTM [AHHOIO Mpouecca W [AOKYMEHTUPOBATb BCE peLIeHus U
npeanpuHsiTole AeicTBusA. Ecnvm M3rotoBUTENb WUMEET [AelCTBYIOWY CUCTEMY MeHeMKMeHTa KauyecTBa, TO JaH-
Hblii aHa/IM3 MOXET 6bITb YaCTbHO aHa/IM3a ero CUCTEMbI MEHeDKMEHTA KayecTBa.

MprvMevaHne Bbllleyka3aHHble [AOKYMEHTbl MOryT 6biTb OK/HOUYEeHbl O [OKYMEHTbl CUCTEMbl MeHekKMeHTa
KauyecTBa U3roTOBUTESISA, U HA HUX MOTYT 6bITb CCbISIKM B (haiifie MeHemkKMeHTa pucka.

CooTBeTCcTBME TpPeGoBaHMAM [AaHHOIO MoApasdena npoBeEPSItoT NyTeM 3KCMepTM3bl COOTBETCTBYIOWMUX [OOKY-
MEHTOB.

3.3 KBanindpmkauus nepcoHana

MepcoHasn, BbINOMHSOWMIA 33434 MO MEeHeMKMEHTY PUCKa, OO/MKEH MMEeTb 3HaHWs M OMbIT, 06ecneynBato-
e BO3MOXHOCTb BbINOSIHEHUS [AaHHbIX 3afady. KBaMduKauus nepcoHasia [Ao/hKHa BK/AOYaTb 3HaHME paccmaTt-
puBaemMbIX (MM MOAO6HBLIX) MEAUUMHCKMX W3AE/WKA, OMbIT WX MNPUMEHeHWs, a Takke BfageHne npYMeHsIeMbIMU
TEXHOMOTUSMU U MeToZ4aMu MEeHEMKMEeHTa pucka. 3anucu O Heob6XOoAMMOW KBa/MduKauuu nepcoHana cnepyet
noafepxmBaTb B paboyemM COCTOSIHUM.

MpvMeyaHne — 3agaynm MO MEHEMKMEHTY pUCKA MOTyT pewatb MNpPeAcTaBuUTeNIM PasHbIX (YHKLMOHAIbHbIX
noApasaenieHnii ¢ y4eToM MMEIOLNXCS Y HUX CreumanibHbIX 3HaHWIA.

CootBeTcTBUE Tpe6OBaHMF|M AaHHOro noapasgena npoBepArdT nNyTemM 3KCNepTu3bl BbllleyKa3aHHbIX 3ann-

3.4 TnaH MeHeKMeHTa pucka

[esiTenbHOCTL MO MEeHe[KMEHTY pucka Heo6XoAMMO MjlaHMpoBaTb. BBugy 3TOro W3rotoBUTESb  [OSDKEH
COCTaBUTb W [OOKYMEHTMPOBATb M/laH MeHeMKMEeHTa pucka A/ paccMaTpyvBaeMoro MeAWLMHCKOrO W3fenvsi B
COOTBETCTBUM C MPOLECCOM MeHeMKMEHTa pucka. [aH MeHegKMeHTa pucka [o/mkeH 6biTb 4YacTbio paiina Me-
HeKMEeHTa purcKa.

[aHHbIi NNaH fo/KeH BKIOUYATb Kak MUHUMYM:

a) 06beM NprYMeHeHVs1 3an/iaHMPOBaHHOW AeATeNIbHOCTU MO MeHeMKMeHTY pucka, 8 TOM uwucre uaeHTUUu-
KauMio U1 onucaHve MeAMLMHCKOrO U3Oenvs U CTauii ero >XU3HEHHOro LUMKIa, K KOTOPbIM MNPUMEHUM KaXAablit
3/1IEMEHT NNaHa;
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b) pacnpegeneHve oTBETCTBEHHOCTU N MOSTHOMOUWIA;

c) TpeboBaHUA K aHa/ N3y AeATeNIbHOCTU MO MeHeXMEHTY PUCKa;

d) KpuTepum AOMNYCTUMOCTU PUCKA, OCHOBAHHblE Ha MOUTVKE W3rOTOBUTENS MO YCTAaHOB/EHUIO [AOMYyCTUMOro
pucKa, BKtoYas cnyyau, Korga BeposTHOCTb MPUUYMHEHNS BpeAa He MOXeT 6bITb onpegeseHa;

€) AecTemA nNo Bepucmkauny;

f) peiictBMa no cbopy WM aHaM3y UHGOPMaLUKW, OTHOCALWLENCA K MEeHeMKMEHTY pucka, Ha MNpou3BOACTBEH-
HOW 1 NOCTNPOM3BOACTBEHHO CTaANSX.

MpumeyvaHus

1 PykoBogsLme yka3aH1Aa No pa3paboTke naaHa MeHemkKMeHTa pucka cM. B NpuioxeHun F.

2 Heob6nA3aTtesnibHO BCe 3/1eMEHTbl MNnaHa MeHe)XMeHTa pucka paspabaTbiBaTb OAHOBPEMEHHO. [naH wunu ero
3/71eMeHTbl MOXHO pa3pabartbiBaTb NO3TanHo.

3 KpuTepunm [onNycTMMOCTM puUCKa UMEHT 60sbluoe 3HayeHue A5 onpeferieHNss KOHEeYHOW pe3yr/ibTaTMBHOCTU
npouecca MeHeMKMeHTa pucka. [na kaxaoro nnaHa MeHeKMeHTa pucka M3roTOBUTENIO criefyeT BblOupaTb Haanexa-
Lne KpuTepum onycTUMOCTU pUCKa.

Cpeamn Npounx MOXHO paccmaTpvBaThb Criefylolune BapuaHTbl:

* MOCTpoeHMe MaTpuubl [pucyHku D.4 un D.5 (npunoxeHune D)), MAMOCTPUPYHOLWEA AONYCTMMbIE U HeAONyCTu-
Mble KOMGVHaLVM BEPOSITHOCTY MPUYMHEHNSI Bpea 1 TSHKeCcTn Bpeaa;

- [banbHelilwee nogpasgeneHve o6nacTu matpuvubl («MPeHebpPeXuMo Masibli PUCK», «AOMYCTUMbIA PUCK Mpu
YCNOBMM €ro MUHMMM3auuu» 1 T.4.) ¢ TpebGoBaHMEM K puckam, 4YTOobbl OHW CHadasia OblM YMEHbLUEHbI, HACKOJIbKO
3TO NpaKTMYEeCKM OCYLLECTBMMO, NMpexae Yem NpusHaTb Ux gonyctumbiMmu [cMm. D.8 (npunoxeHue D)].

No6oii n3 BapraHTOB criefyeT BblGUpaTb B COOTBETCTBMM C MOJSIUTUKOWA M3rOTOBUTENS B OTHOLUEHUW YCTaHOB-
NEHNs1 KpUTepreB AOMYCTUMOCTU pUCKA M Ha OCHOBaHUW MPUMEHMMbIX HaUWOHA/IbHBIX WAN pPervoHasibHbIX HopMa-
TMBHbIX [OKYMEHTOB, a TaKKe COOTBETCTBYHOLINX MeXAYHapoAHbIX CTaHAAPTOB C YYETOM [OCTYMHOU WHopma-
umn, TaKoﬁ, KakK COBpeMeHHbIVI YpPpOBE€Hb Hay4YHO-TEXHUYECKOro pasBnutna M WUHTepeCbl 3auHTepecOoBaHHbIX CTOPOH
(cm. 3.2). PykOBOACTBO MO YCTaHOB/IEHUIO aHHbIX KpuTepmeB cM. B D.4 (npunoxeHue D).

|_|pVI BHECEHUWN W3MEHEHUA B NnaH MeHe)KMeHTa pUucka B TeyeHune XN3HEeHHOro uukia mMeaguumHCKoro wusge-
nnsi He06XoANMO cAenaTb 3anucb 06 N3MEHEHUSIX B dhaiifie MeHe)KMEHTa pUCKa.

CooTtBeTcTBME TpeboBaHMAM [aHHOrO noapasdena MnpoBEPSOT MNyTeM 3KCNepTusbl paiiia MeHemKMeHTa
pucka.

35 daiin MeHeKMeHTa pricka

[Ona paccmaTpuBaeMoro MeauvLMHCKOrO W3fenus W3roToBuTeslb AO/DKEH C€Oo34aTb M nogaepxuBarb B pabo-
YeM COCTOSIHUM paiisi MeHemXMeHTa pucka. B pgononHeHve k TpeboBaHMAM ApYrUX pasfesioB HACTOSILWErO CTaH-
bapTa daiin MeHeMKMeHTa pucka [AOo/HKeH ob6ecrneymBaTb BO3MOXHOCTb MPOCAEXUBaAHUA Kaxaolh wnaeHTudumumpo-
BaHHOW OMacHOCTW Mpu:

- aHasIM3e pucka;

-OLleHVBaHNN PUCKa;

- BbINOJ/IHEHUN 1 BepUrKaL M Mep Mo yNpaB/ieHV0 PUCKOM;

- OLEeHNBaHMN AONYCTUMOCTU NH060ro(biX) OCTaTOYHOro(bIX) pucka(oB).

MpymeyvaHusa

1 3anucu n gpyrue fOKYMeHTbl, cocTaBnslowme dainn MeHemkMeHTa prcka, MOryT ObITb YacTblO APYrUX OOKYMEH-
TOB n (paiinos, Tpebyembix, Hanpumep, CUCTEMOW MeHepKMeHTa KadecTBa M3rotosutens. daiin MeHefxMeHTa pucka
Heobs3aTe/IbHO [JO/DKEH HErnocpeAcTBEHHO BK/IOYATbL BCe 3anvucu U Apyrve [OKYMeHTbl, OTHOCALMECA K HacTosLlemMy
ctaHgapTy. OfHaKko OH AOJ/DKEH COAepXaTb, MO MeHbLUe Mepe, CCbUIKM WAN yKasaHUs Ha BCe Tpebyemble [OKYMEHTbI.
M3roTtoBuTento cnegyeT CBOEBPEMEHHO COBpaTh CCbI/TOYHYIO MHOPMaLMIo B thaiinie MeHeAXMeHTa prcka.

2 dalin MeHeMKMeHTa pucka MOXeT OblTb npegcTaBnieH B Nob6oii dopme wanm Ha Nob6oM  Hocutene
nHdopmauunn.

4 AHasn3 pucka

4.1 [pouecc aHannsa pucka

AHanu3 pucka paccMaTpMBaeMoro MeAWULVHCKOro wu3genvs HeobxoaumMo MpoBOAUTbL B COOTBETCTBUM C
4.2—A4.4. [eATeNbHOCTbL MO 3ar/jlaHMpoBaHHOMY aHaIu3ly pucKa, a TakKkKe pe3y/nbTaTbl aHain3a pucka [LOJSIKHbI
6bITb 3aperncTpupoBaHbl B haiisie MeHe[KMeHTa pucka.
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MpumeyvaHusa

1 Ecnu JocTynHbl pe3ynbTaTbl aHau3a pucka Wnu gpyras OTHOCALWAACA K PUCKY uMHdopMauusa Anas nogobHoro
MeAULMHCKOIO Mn34enns, TO MX MOXHO WCMNOMb30BaTb B KayecTBe OTNPaBHOW TOYKW MNPU HOBOM aHanuse. CTeneHb
COMOCTaBMMOCTU 3aBUCUT OT PasNUnini Mexay W3genusmu u oT TOro, MOryT /in AaHHble pas3fininsa ctaTb UCTOYHUKOM
HOBbIX OMaCHOCTEN WM CYLECTBEHHbIX pPas/inunii B rOTOBOM NPOAYKUUWN, XapakTepucTukax, PYHKLUOHMPOBAHUN WU
pe3ynbTarax npuMeHeHUsi. BO3MOXHOCTb MPUMEHEHUS YXe MMEILLErocs aHa/iM3a pucka OCHOBaHa Takke Ha cuctemar
TMYECKOM OLEHMBAHUN BANSHUA U3MEHEHUI Ha pa3BUTNE ONaCHbIX CUTyaLuii.

2 HekoTopble MeToAbl aHaIM3a pncka onucaHbl B npunoxeHnn G.

3 [ononHuTenbHble PyKOBOASLME yKa3aHUsA MO MeToAaM aHa/m3a pycka MeAVUMHCKUX U3Lenuii Ans AnarHocTu-
KU in vitro npueeaeHbl B NpuioxeHnn H.

4 [ononHuTesibHble PYKOBOASLWME yKasaHUs N0 MeToAam aHasivM3a pUcka B OTHOLUEHWW TOKCMKOJ/IOrMYeCcKMx onac-
HOCTel NpuBeaeHbl B NPUAOXKeHUN |.

B ponosiHeHue K 3anucam, TpebyembiM B 4.2—A4.4. [OKYMEHTbl, OTHOCALMECA K MNPOBEAEHUIO M pe3yfbTaram
aHanM3a pucka, A0/MKHbI BKIOYATb KaK MUHUMYM:

a) onucaHwe u naeHTUUKaLnIo paccmaTpnBaemMoro MeauLMHCKOro n3aenuns;

b) npgeHTndmkaymo nuua (nMy) n opraHnsaymn, BbIMOSTHUBLUMX aHa/IN3 PUCKA;

C) o6/1acTb NPUMEHEHUA 1 AaTy NPOBeAEHUA aHaIn3a pucka.

5 O6nacTb NPUMEHEHUsI aHa/IM3a pPUCKa MOXET OblTb O4YeHb LUMPOKOW (Hanpumep, pas3paboTka HOBOro u3genus,
B OTHOLUEHUN MPUMEHEHNSA KOTOPOrO Yy U3rOTOBUTE/IA Mano OMnbiTa UK AaHHbIM ONbIT BOO6LLE OTCYTCTBYET) WU OrpaHu-
YeHHOI (Hanpumep, aHa/IM3 BAUSHUA MPUBHOCUMbIX M3MEHEHWI Ha BblMyckaemMoe usgenue, 0 KOTopoMm B dhainiax msro-
TOBUTENSA UMEETCH O6LIMpHas NHdopmaLms).

CooTBeTCcTBME Tpe6GOBaHWAM [aHHOrO noApasfena MpoBeEPSOT NyTeM 3KCNepTusbl paiina MeHemKMeHTa
pucka.

4.2 TpefyCMOTPeHHOe MpUMEHEHWEe W  onpefesieHVe  XapakTepucTuK, OTHOCAWMXCS K 6Ge3onacHo-
CTU MeANLMHCKOro n3genus

[na paccmaTpvBaemMoro MeAVLMHCKOTO M3Oenvst U3rotToBuTeNlb OO0/HKEH [AOKYMEHTUpPOBaTb BCe c/lyyan npe-
AYCMOTPEHHOTO MPMMEHEeHUss U O06GOCHOBAHHO MPOTrHO3WPYEMOro HemnpaBW/IbHOTO  MPUMEHEHUS. M3roToBuTeNb
OO/KEH TaKke WAEHTUMULMPOBATL U [AOKYMEHTUPOBATb BCE KAYeCTBEHHblE U KOJIMUECTBEHHbIE XapaKTepUCTUKW,
KOTOpble MOryT MOBMAUATL Ha 6e30MacHOCTb MeAUUMHCKOTO M3Aenvsi, U npyu Heo6XOAMMOCTM yKasaTb WX Mpeaesib-
HO JOnycTUMble 3Ha4yeHusl. [aHHble [OKYMEHTbl HEOo6XO0AUMO MoAAepXuBaTb B pabouyem COCTOsHUM B (oaiine
MeHepKMeHTa pucka.

MprumeyvaHusa

1 B KOHTEKCTe HacTosilero craHgapTa HenpaBW/IbHOE MPUMEHEHME O3Ha4yaeT HenpeayCMOTPEHHOE WAN HeHag-
nexawee NpMMeHeHne MegnLMHCKOro N3genmsi.

2 [MpunoxeHne C coAepXUT BOMNPOCbI, OTHOCSALIMECS K MPUMEHEHUIO MeAVLMHCKOrO U3Aennsi, KoTopble MOryT
cTaTb MOME3HbIM OPUEHTUPOM MPU UAEHTUPUKALUM XapaKTEPUCTUK OAHHOrNO W3gesns, CNoCOGHbIX MOBAUATbL Ha €ero
6e30MacHoCTb.

CooTBeTcTBMEe Tpe6OBaHMAM [aHHOrO MoJpasfesna MpoBepsitoT MyTemM 3KCnepTu3bl haiina MeHemKMeHTa
pucka.

4.3 NpeHTudmkaums onacHocTten

M3rotoBuTeNlb [O/DKEH COCTaBUTb MEpPeYeHb W3BECTHbIX WM MNPOrHO3UPYEMbIX OMacCHOCTEN, CBSA3aHHbIX C
paccmaTtprBaeMbIiM MeAULIMHCKUM U3AeNneM, Kak /151 HOpMasibHbIX YCNOBWIA, Tak 1 A1 yCNoBUii oTkasa.
JaHHbIN nepeyeHb HEO6X04MMO NoAAEPXKUBaTbL B paboyemM COCTOSTHUN B paiinie MeHeLXKMeHTa pucka.

MprvmeyaHne — T[lpuMepbl BO3MOXHbIX OMacHocTel, npuBedeHHble B E.2 (npunoxenHne E) wn H.24
(npunoxeHne H). moryT 6blTb MCMNO/MIb30BaHbl KakK PYKOBOACTBO [AJ/1 WU3rOTOBUTE/A, BbIMNOHAKOWEro NAeHTUdMUKaLMo
ornacHocTef.

CooTBeTCcTBME TpeGOBaHWAM [AHHOrO rnojpasfena MpoBeEPSIOT MNyTeM 3KCNepTusbl paiina MeHemKMeHTa
pucka.

4.4 OnpepgesneHne p1cka(oB) 4151 KaXA0W onacHOW cuTyauum

Heo6xoammo paccmaTpvBaTb OOGOCHOBaHHO MPOrHO3Mpyemble MOC/ef0BaTeNlbHOCTM WM KOMBUHauun co-
ObITVA, NpuBOAALLME K BO3HWKHOBEHWIO OMAacHOW cuTyauuun, W perucTpypoBaTb BO3HMKaoLyto(Me) onacHyto(ble)
cutyaymo(un).
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MpumeyvaHusa

1 Ona naeHTUMKauMmM He BbISIB/IEHHbIX paHee OMacHbIX CUTyauunii MOXHO MCMOMb30BaTb CUCTEMHblE METO/[bl,
NPUMeHNMbIe B KOHKPETHO cuTyaumm (CM. npunoxeHue G).

2 Mpumepbl onacHbIX cuTyauunii npusedeHbl B H.2.4.5 (npunoxeHue H) n E.4 (npunoxeHue E).

3 VICTOYHMKOM OMacHbIX CUTYaumii MOTYT CTaTb MPOMaxm, ynyLeHUs 1 3abnyxaeHuns.

ONna Kaxaon naoeHTUUMUMPOBAHHOW onacHoli cuTyaumMm Heo6XoAuMo onpefensiTb CBs3aHHbI(e) C Hell puc-
K(W), VCnonb3ysi A 3TOro [AOCTYMHYH WH(OPMAUMIO WAW faHHble. [Ns onacHbIX CUTyauuii, B OTHOLIEHUWN KOTO-
pbiX He MOXeT 6bITb oOfnpeaesieHa BEPOSTHOCTb MPUUUHEHUS Bpeda, AO0/MKEH OblTb MOATOTOBJ/IEH MepeuyeHb BO3-
MOXHbIX MOCNeACTBUIA MPYMEHEHUS MEAMUMHCKOTO W3Aenusl, WUCMOo/ib3yeMblii Npu OueHWBaHWM W YNpaB/ieHUn puc-
KOM. Pe3y/nibTaTbl 3TOI AeATeNIbHOCTU A0/KHbI GbITb 3aPErMCTPUPOBaHbI B dhaiifie MeHe)XMeHTa p1cka.

Mo6aa cuctema, ucnosblyemas ANs KaYeCTBEHHOU WAM KOJIMYEeCTBEHHOW rpajauun BEPOSITHOCTM MpUYMHE-
HUS Bpeda Wan TSKeCTU Bpeaa, Takke A0/MKHA 6bITb 3aperncTpupoBaHa B dpaiine MeHeA)XMeHTa prcKa.

MpumevaHns

1 OnpegeneHne pucka MegULMHCKOrO U3Aesiusa BKIOYaeT aHa/I3 BEPOATHOCTN BO3HMKHOBEHUA pUCKa U nocres-
CTBUII NPUMEHEHUA JaHHOro m3genvs. B 3aBUCMMOCTM OT NPUMEHEHUS MEeAWUMHCKOrO M3fenns, BO3MOXHO, [0CTaroy-
HO paccMOTpeTb /MWL HEKOTOPble 3/IEMEHTbI Mpolecca onpefeneHns pucka. Hanpumep, B OTAe/IbHbIX Cy4vasax HeT
Heo6X0AMMOCTM MATW Aasiblle aHa/m3a MCXOLHOW OMacHOCTW W MOCAeACTBUI npuMeHeHns [cMm. Takke D.3 (mpunioxe-
Hue D)].

2 OnpegeneHve pucka MOXeT ObITb KO/IMYECTBEHHbIM WM KauyeCTBEHHbIM. MeToabl onpefesnieHns pucka, B TOM
yucrne ABMAOWMECA CNEeACTBMEM CUCTEMATUUYECKUX OTKa3oB, OnucaHbl B npunoxeHun D. TMpunoxeHve H cogepxmt
NMHopMaLIIO, MOME3HYIO NPU onpeaesIeHNN PUCKOB MeIULIMHCKUX U3aenii ANnsa ANarHoCTuKu in vitro.

3 VHdopMauuio unn AaHHble A/15 onpefesieHns PUCKOB MOXHO NOJTyUNTb U3:

a) ony6/IMKOBaHHbIX CTaHAAPTOB:

b) Hay4HO-TexHW4eckol nHopmMauuy;

C) [aHHbIX O TMPUMEHEHMN MOAO6HbLIX MEANUMHCKAX WU3LeNnii, BKIOYas OMNy6/IMKOBaHHblE CBedeHus 06
MHUMAEHTax;

d) AaHHbIX UCMbITaHWUA 3KCNyaTauMOHHOM NPUrogHOCTY TUNNYHBIMU NOJSIb30BaTENSAMN;

€) K/IMHUYECKNX JaHHbIX;

0 pe3ynbTaToB COOTBETCTBYIOWUX NCCNEf0BaHWIA;

[) 9KCNePTHbIX 3aK/TOYEHWIA;

h) cxem BHelLHe OLeHKN KayecTBa.

CooTBeTCcTBME TpeGOBaHWAM [aHHOrO rnojpaszena MpoBePsIOT MNyTeM 3KCnepTusbl paiina MeHemKMeHTa
pucka.

5 OueHuBaHue pucka

Ona kaxgon wnaeHTUMOUMUMPOBAHHOM OMACHOW CcuUTyauuu W3roTOBUTE b LOJ/DKEH MNPUHATH pelleHne O Heobxo-
ONMOCTN YMEHBbLUEHUS pUCKa C YYeTOM KpUTEpueB, YCTAHOBJ/IEHHbIX B M/laHe MeHemkMeHTa pucka. Eciv B yMeHb-
LUIEHWM pUCKA HET Heo6GXOoAMMOCTW, TO TpebGoBaHuA 6.2—6.6 A/1A AaHHOW OnacHoW cuUTyauun He MpPUMeHsoT (T. e.
nepexogAt K 6.7). Pe3ynbTaTbl Takoro OLEHMBAHWS pUCKa O0/MKHbl ObiTb 3aperncrpypoBaHbl B haiinie MeHeKMeH-
Ta pucka.

MpumevaHns

1 PykoBogsLme yKasaHuUs 1Mo NPUHATUIO peLleHnst 0 4ONYCTUMOCTU pyucka npusefeHsbl B D.4 (npuioxeHue D).

2 TllpuMeHeHVe COOTBETCTBYIOLMX CTaHAAPTOB Kak OAWH M3 KpUTEpMEB MPOEKTUPOBAHUSA MEAMLMHCKUX WU34ennii
MOXeT SIBMATbCA YaCTbIO [eATe/IbHOCTU MO YNpPaB/IeHNIO PUCKOM, YTO OTOcHaeT TpeboBaHUAM 6.3 6.6.

CooTBeTCTBME TPE6OBaHMSAM AAaHHOTO pasfena NpoBepsitoT NyTEM 3KCNePTU3bI halina MeHeKMEHTa puUCKa.

6 YnpaBneHne pruckom

6.1 YMeHbLUeHne pucka

Mpn Heo6XOAUMOCTU YMEHbLLUEHUS PUCKa CrefyeT OCYLWeCTBAATb AeATe/IbHOCTb MO  YMNpaB/IEHUIO PUCKOM,
Kak onmcaHo B 6.2—6.7.

6.2 AHa/In3 BO3MOXHOCTEN yrnpaB/IEHNSI PUCKOM

MN3rotoBuTENIb AO/MKEH naeHTUmumpoBaTb Mepy(bl) MO YNpaBfiEHWIO PUCKOM, HEOGXOAMMYIO ble) ANs YMeHb-
LeHUst pucka(oB) A0 A0NYCTUMOrO YPOBHS.
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N3roToBUTENb OO/HKEH MNPUMEHSITb OAWH WAW HECKOJSIbKO CMOCOGOB ynpaBfieHWsi PUCKOM, MepeyvncrieHHbIX
HWXe B Nopsiike NPUOpPUTETOB:

a) BHYTPEHHIOK 6e30nacHoCTb, o6ecnevynBaemMyto NPOEKTOM N KOHCTPYKLNEN;

b) 3aWwmTHble Mepbl, NPeayCMOTPEHHble B CaMOM MeAVUMHCKOM W34enuu Wam B MpoLecce ero M3roto.rie-
HUS;

C) nHdopmauuio no 6e3onacHoOCTU.

MpnmevaHuna

1 Mpw npuMeHeHNn cnocoboB, NPUBEAEHHbLIX B MepeyncneHnsax b) n c), U3rotoBuTeNlb MOXET PacCMOTPeTb 060*
CHOBaHHbIe N NPaKTU4YeCKN OCYLLECTBMMbIe MepPbl MO yNpas/IeHNI0 PUCKOM 1 BbibpaTbk CNocob, obecrneynBatownii Heo6-
XOAMMOE YMeHbLLEeHNe pucka, npexae 4em 6yaeT yCTaHOB/EHO, ABNSETCA /I PUCK AOMYCTUMbIM.

2 Mepbl Mo ynpas/ieHN0 PUCKOM MOTYT YMEHbLUUTbL TSXXECTb Bpeda Uan BEPOATHOCTb MPUUNHEHUSA Bpeaa, Win u To
n gpyroe BMecTe.

3 MHorve ctaHgapTbl pacCMaTpuBaloT BOMPOChI BHYTPeHHel 6e30nacHoOCTy, o6ecneynBaemMoli MPOEeKTOM UM KOHCT-
pyKuMeli, 3aWwnTHble Mepbl U MHOPMauuio No 6e30MacHOCTN MegULMHCKNX u3aenuii. Kpome Toro, apyrve ctaHgapTbl Ha
Me[ULMHCKNE U3[e/IUs paccMaTpuBaloT Te 3/IEMeHTbl Mpouecca MeHeKMeHTa pucka (3/1eKTPOMarHUTHYH0 COBMECTU-
MOCTb, 3KCMJ/lyaTaumMoHHYO NMPUrogHOCTb, 6MONOrMYEcKyt0 COBMECTMMOCTL), KOTOPble ABAAIOTCA O6WMMKU ANS MeguuvH
exnx nsgenuii. NMpu aHannse BO3MOXHOCTEN ynpaB/ieHVs PYCKOM cnieyeT NPMMEHATL COOTBETCTBYHOLLME CTaHAaPThI.

4 B OTHOLUEHUN PUCKOB, A1 KOTOPbIX He MOXeT ObiTb OnpefeneHa BeposATHOCTb MpuUYMHEeHWs Bpeda, cMm. D.3.2.3
(npunoxeHwne D).

5 PykoBoAsLune ykasaHns B OTHOLLEHUW MHPOpMaL MM No 6e30MacHOCTY NprBeAeHbl B NPUIoXeHun J.

BbibpaHHble Mepbl MO YMNpaB/IEHWO PUCKOM [O/DKHbl ObITb 3aperMcTpupoBaHbl B doaiifie MeHeKMeHTa puc-
Ka.

Ecnm B npouecce aHanM3a BO3MOXHOCTElM ynpaB/ieHUs PUCKOM  U3rOTOBUTE/lb  yCTaHaBNUBaeT, uTO
Tpebyemoe YMeHblUeHMEe pucKa MNpPaKTUYeckn HeOoCyLeCcTBMMO, TO OH [AO/HKEH BbIMOMHUTbL aHasiM3 COOTHOLUEHUSA
pvck/nonb3a ANs ocTaToYHOro pucka (nepexog K 6.5).

CooTBeTcTBMEe TpeboBaHMAM [aHHOrO nojpasfena MpoBepsaloT MyTemM 3KCnepTudbl haiina MeHemKMeHTa
pucka.

6.3 BbINO/IHEHWE Mep MO YNPaB/IEHNIO PUCKOM

MN3roToBUTE b AO/IKEH BbINOMHATL MEPbI MO YNPaB/IEHMIO PUCKOM, BblIGpaHHbIE B COOTBETCTBUM C 6.2.

BbINOMHEHNE KaXAoi Mepbl MO YNPaBfIEHWIO PUCKOM [A0/MKHO 6bITb BepUgMUMPOBaHO. [aHHas BepuduKa-
UMst A0/KHA BbITh 3aperncTpupoBaHa B goaiine meHegkMeHTa pucka.

Pe3ynbTaTBHOCTbL Mep MO YMNpaB/ieHW0 PUCKOM [A0/KHA 6biTb BepuduuMpoBaHa, a pesysbTaTbl BepudvKa-
UUN — 3aperucTprpoBaHbl B cpaiifie MeHeIXXMeHTa pucka.

MprMevaHne — BepurdhmkaLms pe3yibTaTUBHOCTM MOXET BK/IOUYaTb AeCTBUSI MO Ba/IMAALUN.

CooTBeTcTBME Tpe6GOBaHMAM [aHHOrO Mogpasfesna MpoBepsitoT MyTem 3KCnepTu3bl haiina MeHemKMeHTa
pucka.

6.4 OueHMBaHMe OCTaTOYHOro pucka

060l OCTaTOYHbIA PUCK, COXPaHAOWMWIACA MNocne BbIMOJHEHUS Mep MO YMNpPaB/eHUI0 PUCKOM, Heo6XxoAMmo
oueHMBaTb B COOTBETCTBMM C KPUTEPUSIMU, YCTaHOBJ/IEHHbIMW B M/laHe MeHeMKMeHTa pucka. PesynbTaTbl AaHHOrO
OLeHNBaHWSA A0/DKHbI 6bITb 3aperMcTpMpoBaHbl B dhalizie MeHe)KMeHTa prckKa.

Ecnn ocTaTouHbI(€) puUCK(M) COrnacHO YCTaHOB/IEHHbIM KpUTEPUSM OLeHeH(bl) Kak HeponycTumblii(e), TO
Heo6X0AMMO NPUMEHN ib AONOMHUTENbHbIE MEPbI NO YNpaBfieHNO PUCKOM (CM. 6.2).

Ecnn ocTaTouHble PUCKU OUEHEHbl KakK [OMyCTUMble, TO W3rOTOBUTENb [AO/DKEH MNPUHATb pelleHne, O Kakux
OCTaTOYHbIX PUCKaX Heo6XOAUMO WMHM(OPMUPOBATL WM KakKyld WMMEHHO WHGOpMauuio Heob6XoAMMO BK/HOUUTb B 3KC-
nayaTaumoHHble AOKYMEHTbI B Lie/1IX NPMBeYEHNS BHUMaHMWS K OCTaTOYHbIM PUCKaM.

MpumevyaHne — PykoBoAdAWME YyKa3aHMA MO MVHMOPMUPOBaHUID 06 OCTaTO4YHOM pucke(ax) npuBeneHbl B
npunoxeHun J.

CooTBeTcTBME Tpe6OBaHMAM [aHHOrO Mogpasfesna MpoBepsitoT MyTem 3KCnepTu3bl haiina MeHemkKMeHTa
pucKa 1 aKCnyaTauMoHHbIX JOKYMEHTOB.

6.5 AHa/sIM3 COOTHOLLEHNA pUCK/NOb3a

Ecnn ocTaTouHbIi PUCK Nno Kputepuam, yCTaHOBJ/IEHHbIM B TIJlaHE MEeHepKMEHTa pPUCKa, COYTEH Heaonycrtu-
MbIM, a ,an'leeﬁLuee ynpaB/ieHne pPUCKOM — NpakTUn4yeCkn HeocCyuweCTBUMbIM, TO WU3roTOBUTE/Ib MOXET CO6paTb n
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NpoaHa/IM3MpoBaTb WMEIOWMECS [AaHHblE U NUTepaTypy, 4YTO6bl YCTaHOBWUTb, MpPeEBbIWAET AW Nofb3a npu npeayc-
MOTPEHHOM MNPUMEHEHUN MEAMUMHCKOrO W3Aenusi ocTaTouHblli puck. Eciv  cobpaHHble [oKasaTeslibCTBa CBUAE-
TE/IbCTBYIOT O TOM, UTO MO/Sib3a OT MPEeAYCMOTPEHHOro MPUMEHeHUs MeAWLMHCKOro WU3fenvs He MnpeBbilaeT ocTa-
TOUHBIA pPUCK, TO PUCK cuuTaeTCcs HepoMnycTMMbIM. EcCnv nonb3a OT NPeaycMOTPEHHOrO MPUMEHeHUs MeAMUUMHCKO-
ro U3genusi NpeBbIWaeT OCTATOUHbIN PUCK, TO MOXHO NepeiiTh K BbINO/THEHUIO TPe6GoBaHwii 6.6.

B OTHOWEHUN pucka, rAae Mosb3a OT MPUMEHEHUs MeAULMHCKOrO U3Aenusi npeBblllaeT PUCK, WU3roTOBUTENb
[O/KEH pPeWWTb, Kakylo WHopMauuio no 6e30MacHOCTU Heo6xoAVMO NpefoCcTaBUTb A1 MH(OPMUPOBaHUS 06
OCTaTOUYHOM pUCKe.

Pe3ynbTaTbl OLEHUBaHMSA A0/MKHbI 6bITh 3apPerncTprpoBaHbl B chalisie MeHemkMeHTa pucka.

MpumevaHne — Cm. Tatoke D.6 (npunoxeHue D).

CooTBeTCcTBME Tpe6GOBaHWAM [aHHOrO rnoapasgena MpoBepsloT MNyTeM 3KCnepTusbl paiina MeHegkKMeHTa
pucka.

6.6 Pwuckn, Bo3HMKawoLMe BCNeACTBME BbINO/IHEHUS MepP MO YNpaB/iEHN0 PUCKOM

OhPEKTUBHOCTL BbINOJIHEHUSA MeP MO YrpaB/ieHNI0 PUCKOM HEOBXOAMMO aHa/IM3MPOBATb C TOUKU 3PEeHUS:

a) BO3HWKHOBEHMSI HOBbIX OMACHOCTEN M OMacHbIX CUTyaLuii;

b) BNAHMA BBINO/IHEHHBIX Mep MO YNPaB/IeHUIO PUCKOM Ha PUCKW, OMnpejesieHHble ANA paHee uaeHTupuum-
POBaHHbIX ONACHbIX CUTYaLNA.

JIIo6bIMN  HOBbIMW  MNN  BO3POCLUMMM  pUCKaMXW HeoOBXOAMMO YNpaB/iATb B COOTBETCTBUM C TpeboBaHUsMW,
npuBefeHHbIMU B 4.4—6.5.

Pe3ynbTaTbl aHasiM3a Mep MO YynpaBfeHWIO PUCKOM CredyeT 3apeructpypoBaTb B doaiinie MeHemXmeHTa
pucka.

CooTBeTCcTBME TpeboBaHMAM [aHHOro rnojpasfena npoBepsalT MyTemM 3KCnepTudbl haina MeHemKMeHTa
pucka.

6.7 TMosiHOTa ynpasB/ieHUsi PUCKOM

MN3roToBUTENIb  [0/KEH O6ecneunTb pPacCMoOTpeHne pucka(oB) A1 BCEX WAEHTUMPMLMPOBAHHBLIX OMACHbIX
cuTyauuii. Pe3ynbTaTbl AaHHON AesiTeNbHOCTU AO/MKHbI 6bITb 3aperMcTPUPOBaHbI B dhaiisie MEHEKMEHTA PUCKA.

CooTBeTCTBME TpeGOBaHWAM [aHHOrO rnojpaszena MpoBePsIOT MNyTeM 3KCnepTusbl paiina MeHemKMeHTa
pucka.

7 OueHvBaHue AonyCTUMOCTM COBOKYMNHOI0 OCTaTOYHOro prcka

Mocrne BbINOMHEHMA U BepudmKauMm BCeEX Mep MO YNpPaB/IEHUIO PUCKOM W3rOTOBUTENb [O/DKEH MPUHATb
pelleHVe O [OMyCTUMOCTM COBOKYMHOIO OCTAaTOYHOrO pUCKa, CO3[4aBaeMOoro MefUUMHCKUM  U3OeNnneM, C  TOYKM
3pPEHNSA KPUTEPMEB, YCTAHOB/IEHHbIX B M/1aHe MEHeKMeHTa pucka.

MNpuMeyaHne — PykoBoOAslWME yKa3aHWs MO OLEHMBaHWIO COBOKYMHOrO OCTATOYHOrO pucka npuBegeHbl B 0.7
(npnnoxexwue D).

ECniM COBOKYIMHbIA OCTaTOYHbIA PUCK MO KPUTEPUSIM, YCTAHOB/IEHHbIM B MJ/laHE MeHepKMeHTa PUCKa, OLleHEH
KaK HefonyCcTUMbIA, TO W3roToBUTE/Nlb MOXET cobpaTb W NpoaHa/In3npoBaTb WMEKLWMECS [aHHble W NMTepatypy,
YTO6bl YCTAaHOBWTb, MpPEeBbIWAeT /M Mosb3a MNpU MNPesyCMOTPEHHOM MPUMEHEHUN MEAULMHCKOrO U3Aesis COBO-
KYMHbIi OCTaTOYHbIN puck. Ecnv cobpaHHble [AoKasaTeNlbCTBa CBUAETE/IbCTBYHOT O TOM, YTO MOJib3a OT MNPeaycMoT-
PEHHOIO MNPUMEHEHUS MEAWLMHCKOrO W3AEeNNsi TMPEBbLIWAET COBOKYMHbIA OCTATOYHbIA PUCK, TO PUCK CUUTAETCS
AONYCTUMbIM. B MPOTUBHOM C/ly4Yae COBOKYMHbIV OCTATOUHbIN PUCK CHUTAETCS HEAOMYCTUMbIM.

B OTHOLWEHMN COBOKYMHOFO OCTAaTOYHOIO PUCKa, KOTOPbIi OUEHEeH Kak AOMyCTUMMbI, W3roTOBUTENb [OO0JDKEH
pPEWNTb, KaKyld MHGOPMaUU Heo6XOAMMO BK/KOUUTbL B 3KCM/lyaTauVOHHble OOKYMEHTbl AN MHAOPMUPOBaHUSA O
COBOKYMHOM OCTaTOUYHOM pUCKe.

MpumevaHne — PykoBogAlWMeE YyKasaHUs MO WHAOPMUPOBaHMIO 06 OCTaTOYHOM pucke(ax) npuBeneHbl B
npunoxexHumu J.

Pe3ynbTaTbl OLEHMBAHWSI COBOKYMHOIO OCTATOYHOIO PUCKa [O/MKHbI 6bITb 3aperncTpupoBaHbl B dhaline me-
HeDKMEHTa purcKa.

CooTBeTCTBME TPEeGOBaHMAM [AAHHOTO pasfenia MNpoBepsitoT MyTeM 3KCMepTusbl doaiina MeHemKMeHTa pucka
1 3KCM/TyaTauNoHHbIX AOKYMEHTOB.
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8 OTyeT No MeHeKMEHTY pUcKa

Mepen BBeAEHVMEM MEAWLMHCKOTO u3fenus B o6palleHuMe M3roTOBUTE/Ib [OJ/DKEH MPOBECTUM aHa/n3 npoLec-
ca MeHe[)XMeHTa pucka. [JaHHblli aHanns3 JO/MKeH, MO MeHbLLEN Mepe, CBUAETENIbCTBOBATbL O TOM. YTO:

* MEHE)KMEHT prCKa OCYLLECTB/IEH B COOTBETCTBUM C M/1aHOM;

- COBOKYTHBbIi OCTaTOUYHbIVi PUCK SIBNSIETCS [OMNYCTUMbIM;

- NPUMEHSIIOT Haznexauime crnocobbl MOSyYeHUss HeoGXOoAMMOlV MPOM3BOACTBEHHON W MOCTNPOM3BOACTBEH-
HOI nHhopmaumn.

Pe3ynbTaTbl aHanM3a Mpouecca MeHeMKMEHTA pUCKa [O/MKHbl ObITb 3aHeceHbl B OTYET M0 MEHEMXMEHTY
pucka 1 BK/OYeHbl 8 dhalin MeHep)KMeHTa puUcKa.

B nnaHe MeHeMKMeEHTa pUCKA OO/MKHbl ObITb YKasaHbl /MUa, VMMellme Heo6GXOoAMMble MOSIHOMOYUS U OTBET-
CTBEHHbIE 3a MPOBeAEHNEe aHa/IM3a NpoLecca MeHepKMeHTa pucka [cm. 3.4, nepeuncrerve b)].

CooTBeTCTBUE AaHHOMY pa3zesly NPoBepsitoT NyTeM 3KCNepTU3bl dpalifia MeHeAXMeHTa pucka.

9 Mpown3sBoacTBeHHasA U NOCTNPON3BOACTBEHHAA VIHC*)OpMaLI,VIFI

M3rotoBuTeNb [[0/DKEH paspaboTartb, AOKYMEHTMPOBaTb W MNoagepxumBaTtb B pabovyeM COCTOSHUWM CUCTEMY
cbopa M aHanusza MHOPMaUUM O paccMaTpMBaemMoM MeAVMUMHCKOM W34enn U NoAOOHbIX W3Aennsax Ha cTagu-
X NPOM3BOACTBA N NOCTNPOM3BOACTBA.

Mpu pa3paboTke cuctemMbl cbopa u aHanmMsa uWHGOPMauUM O paccMaTpyMBaeMoOM MEAMLUHCKOM 13aenuv
M3roToBUTESb CPeAM MPOYEro A0/IHKEH YUNTbIBaATb:

a) MexaHuW3Mbl, C MOMOLLbIO KOTOPbIX MOXHO co6upaTb U o6pabaTbiBaTb WMHOPMAaLMIO, MOCTYNaloLy OT
onepaTopoB, nosib3oBaTesniel UAn Apyrux Nuu, OTBETCTBEHHbIX 3a YCTAHOBKY/MOHTaX, MPUMEHEHWEe W nogaepxa-
Hue B paboyeM COCTOSAHUN MEANLVNHCKOrO U3AeNNS;

b) HOBble UM NepecMOTPeHHble CTaHAAaPTbI.

B pamkax [JdaHHOWM cucTembl crefyeT Takke cobupaTb M aHaIM3upoBaTb OO6LEAOCTYMNHY0 WHOpMaUmio,
ony6/IMKOBaHHYHO 0 NOA06HbLIX MEANLMHCKNX N3LENNSAX, HAXOAALMNXCS Ha PbIHKE.

[aHHyl0o nHdopMauuto HeobXoAMMO OUEHMBaTb C TOUKM 3PEHWs COOTBETCTBUSA TpebGoBaHWSAM K 6e3onacHoc-
TW, OCOBEHHO C y4eTOM TOro-

- CYLLECTBYIOT I He BbIsIB/IEHHbIE paHee ONacHOCTW UM OMacHble CUTyauuu;

- He cTas1 NN HeaONyCTUMbIM PUCK(K), onpeaesnieHHbll(ble) paHee AN Kakol-1Mbo onacHom cutyauum.

Mpy NONOXNTEIbHOM OTBETE Ha NGO N3JaHHbIX BONPOCOB HEO6X0ANMO:

- OUEHUTb BJ/IMSHWE BblleyKa3aHHbIX (DAKTOPOB Ha paHee OCYLLECTB/IEHHYIO AeATeNlbHOCTb MO MeHeMKMeH-
Ty pycKa 1 Nno pesyibTataM OLEHMBaHUA HayaTb NPOLECC MeHeKMEHTa PUCKa 3aHOBO;

- npoBecTM aHanu3 dhaitna MeHeMKMEHTaA pucka Mo paccMaTpuBaeMoOMy MEAULUHCKOMY W3LENUIO; NpU Ha-
NIMYMN  NMOTEHUMa/IbHO BO3MOXHOCTM W3MEHEHMsI OCTaTOYHOro pucka(oB) unm ero (MxX) A[ONYCTUMOCTU cregyeT
OLLeHUTb BO3elCTBME Bbilleyka3aHHbIX (DaKkTOPOB Ha paHee BbIMO/IHEHHbIE Mepbl NO YNpaB/ieHNI0 PUCKOM.

Pe3ynbTaTbl OLeHNBaHWS AOMKHBI ObITb 3aperMcTpMpoBaHbl B dhaline MeHegXMeHTa p1cka.

MpumeyvaHus

1 OTgenbHble acnekTbl NOCTNPOU3BOACTBEHHOIO MOHUTOPUHIA ABMAKOTCA NPEeAMETOM HauMOHa/IbHbIX WU pervo-
Ha/NlbHbIX persiaMeHToB. B Takux cny4dasax MoryT 6bITb 3a4elCcTBOBaHbl AOMOMHUTE/IbHbIE Mepbl (Hanpumep, NepcnekTmuB-
HOe MOoCTNPOV3BOACTBEHHOE OLIEHNBAHNE).

2 Cm. Takxke [3]. 8.2.

CooTBeTCTBME TpeGOBaHMAM [AaHHOTO pas3fefnia NpoBepsloT MyTemM 3KCMnepTu3bl oaiina MeHemKMeHTa pucka
W APYroii COOTBETCTBYHOLLEN AOKYMEHTaLMN.
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MpunoxeHneA
(cnpaBo4Hoe)

O60cHOBaHVe TpeboBaHuWi
AJ1 O6LMe NoNoXeHUsn

O6beanHeHHas pabouasa rpynna 1 VCO/TK 210 — M3K/MK 62A «[MpuUMeHeHVe MeHeMKMeHTa puUcka K MeguuuH-
CKUM M3[enusam» paspaboTana AaHHOe MNpUIoXeHue, A1 TOro 4YTobbl AOKYMEHTMpoBaTb 060CHOBaHHOCTb TpeboBa-
HWIA. cofepXalmxcsa B MepBOM BepCcUM HacTosLero crtaHgapta. B xoge pa3paboTkm HacTosiweil Bepcun 06GOCHOBaHve
TpeboBaHUi Obl/I0 O6GHOBNEHO C YYETOM M3MEHEHWU i B HOPMAaTUBHbIX AOKYMeHTax. MNpu AasibHenweM nepecMmoTpe Hac-
TOALWEro craHgapTa MOXHO WMCMNOJIb30BaTh faHHOEe MPUIOXKeHMe HapsAdy C OfbITOM, NPUOBPETEHHbLIM B XOA4e MpUMeHe-
HUS HaCTOsALero ctaHgapTa, Ansa Toro 4Ttobbl caenatb HacToAWMIA cTaHAapT elle 60siee NONesHbIM ANA N3roTOBUTENEN,
perynmpyowmx opraHoB 1 NocTaBLUNKOB MEOVULIMHCKNX YCYT.

BaxHoeib paspabwxn ciaHgapia, paccMaTpmBalroWerd MeHeKMEHT pucka MefuLUMHCKMX un3genuii, Bo3pocna
6narogaps OCO3HaHUIO PEryMpyroWwyMmn opraHamy Heo6XoAMMOCTU MPUMEHEHUA MNpoLecca MeHeKMeHTa pucka U3ro-
TOBUTENAMU MEOULMHCKNX U3fenuii. PaHee He CyLIeCcTBOBa/IO HU OAHOMO cCTaHAapTa Nno MeHeXMEHTY pucka MeanuuvH-
CKUX U3OENVIA, N HacToAWMA cTaHA4apT Obln Npu3BaH 3anosiHNTbL Npob6es B AaHHOW obnacTtu. [na pa3paboTkm cTaHgapTa
6blia cdhopmupoBaHa pabouas rpynna 4 NCO/TK 210. MpakTU4Yeckn OAHOBPEMEHHO O6bl/1I0 3amn/laHMPOBaHO BK/KOYEHMEe
B CTaHAapT 3/1IEMEHTOB, KacalolWmMxXCca MeHeXMeHTa pucka. Bbina npusHaHa Heo6XO0AMMOCTb BblAeNieHUs AeATesIbHOC-
TV MO MeHeMKMEHTY pucka u cdopmmpoBaHa pabouyasn rpynna 15 M3K/MK 62A. Ocos3HaB, YTO MHTepechbl ABYX paboumx
rpynn nepecekatotcsi, MOK n MCO cdopmupoBasin 06begmHeHHyto pabouyto rpynny 1 (JWG 1) no MeHegKMEHTY pucka.
CoBmecTHasa paboTa npuBena K nsgaHuio ctaHgapTa ¢ gBymsa norotunamm — NCO u M3K. O6e opraHusaummn (kak NCO.
Tak 1 M3OK) Takke npusHalOT cTaHAapTbl APYr Apyra, OTHOCALWMECHA K MEHeIXMEHTY pucka, HO onybnnkoBaHHble MNO[,
KaKMM-TO OOHUM JIOFOTUMOM, B KayecTBe MeXAyHapoAHbIX CTaHAapToB. [BOWHOM Norotun nogyepkmBaeT, YTO cTaHAapT
paspaboTaH ycunmamm AByX COOOLEeCTB — MOCPeACTBOM y4yacTus rocyapcts — uneHoB VICO 1 HauMOHabHbIX KOMUTe-
TOB M3K.

Ha nepsoHavyanibHOM 3Tarne 06CYXAeHUs cTaHgapTa Mo MeHeKMEHTY pUCKa Heo6XoAMMO ObI/I0 pewunTb KtoYe-
Bble BOMPOCbl MeEHe[KMEHTa PUCKa, Takue, Kak MNpoLecc OLUeHWBaHWA PUCKa, AOCTUMXKeHMe 6asiaHCa COOTHOLLEHUA PUCK/
nosb3a Ana MegULMHCKUX U3Lennii. M3rotoButenun, peryampytowme opradbl M NOCTaBLUMKA MEANLUHCKUX YCAYT NPULLIA
K OCO3HaHWIO TOro chakta, YTo «abcositoTHas» 6e30MacHOCTb B OTHOLIEHUN MEAULUHCKUX u3fenuii Hegoctmxmma. Kpo-
Me TOro, pMCKu, BO3HUKaOLLMEe BCAeACTBUE YBE/IMYEHNS AUBepCUdNKaLMN MeOULMHCKNX N34enii 1 paclumpeHms obna-
CTU UX MPUMEHEHNS, HEBO3MOXHO BCECTOPOHHE PacCMOTpeTb B paMkKax CTaHAapToB MO 6e30MacHOCTU NPOAYyKUUW.
Oco3HaHWe faHHbIX (PaKTOB U BbITEKaloWas M3 HUX MOTPeOHOCTb B MeHe[XKMeHTe pucka MefuUMHCKUX WU3fennin Ha
NPOTSHXXEHNN BCErO UX XMU3HEHHOrO LMK/Ia CNOoCOBCTBOBA/IN NPUHATUIO PeLleHns o pa3paboTke nepBOW Bepcuu cTaHaap-
Ta Nno MeHe)KMEHTY pucKa.

MepBOHavYasIbHO CTaHAAPT NAaHMPOBa/IM pa3paboTaTb B HECKO/IbKMX HACTAX, Kaxaas U3 KOTopbix 6blia 6bl noc-
BsiLleHa KOHKPETHOMY 3/IEMEHTY MeHe[)KMeHTa pucka. YacTb, NOCBSLWEHHAA aHaIM3y puCKa, AO0/hkHa Oblia cTartb nep-
BOW 4acCTbio O6LLero craHgapTa no MeHeKMeHTY pucka. Mo3xe 6bl/10 NPUHATO pelleHne O pa3paboTke eauMHOro AOKy-
MEHTa, BK/IHOYaloLero BCe 3/1EMEHTbI MeHeMKMeHTa pucka. [NaBHOM MPUUMHOLM cTasla O4eBUAHOCTb TOro cpakra, 4TO
BbINO/IHEHME MeHe[KMEeHTa pucka sBseTcs 06s3aTesibHbIM BUAOM AEATENbHOCTUM cpasdy B HECKOJBKUX MeXAyHapos-
HbIX perynmpyromx cmctemax. Moatomy 6b110 NPU3HAHO HelenecoobpasHbIM NMMEeTb OTAeNbHbIA CTaHAapT MO aHanmnsy
pucka AN Kax4on u3 aTux cucteM. Kpome Toro, paspaboTka eAMHOro craHgapta No MeHe[XMEHTY pucka BMeCTO
HECKO/IbKMX YacTell JOo/MKHa Oblna Jlyylle MNpoAEMOHCTPMPOBaTb CBA3b MeXAy pasHbIMU 3/1IeMeHTaMu MeHeKMeHTa
pucka.

HacTosiwasa Bepcus paspaboTaHa A/ TOro, YTo6bl BHECTU [OMOJHUTE/IbHbIE PYKOBOAALME YyKa3aHUSA MO npume-
HEHWIO HacToslero craHgaprta. HesHauuTes/ibHble M3MEHEHUSA BHECEHbl B OCHOBHYIO 4acTb: fobaBneHo TpeboBaHue
N1aHNPOBaHNSA MOHUTOPWUHIA JIOCTNPOU3BOACTBEHHON [AeATe/IbHOCTU M U3 oT4yeTa MO MeHeMXMEHTY pucka yAasleHo
TpeboBaHMe NPOCNEXNBAEMOCTN.

B npunoxeHun E (paHee — npunoxeHue D) npuBefeHbl HOBble PYKOBOASLIME YKa3aHWSA B OTHOLLUEHUW B3auMO-
CBSI3M OMACHOCTEN M oMnacHbIX cuTyauuii. Bce cnyyan ncnonb3oBaHus AaHHbIX TEPMMHOB B HACTOSIWEM cTaHAapTe npo-
aHa/IM3NpoBaHbl B LieNsX 06ecrnevyeHns coriacoBaHHOCTU € AaHHbIMU PYKOBOAALLMMU YKa3aHNUAMM.

[JanbHeliwasa nHdopMauusa coaepXuTcs B HYKeNpUBeAeHHbIX pa3genax 1 nogpasaesiax HacToswero ctaHgapTa.

A.2 O6ocHOBaHWe TpeboBaHWUM, COAepXalMXCA B KOHKPETHbIX pa3sfenax W nogpasfeniax HacTosLWero craH-
papTa

A.2.1 O6nacTb NPUMEHeHs

Bo BBefgeHMM K HacToOsILEMY CTaHOapTy COAEPXUTCA OOBbACHEHMEe Heo6XoAMMOCTU pa3paboTku cTtaHgapTa no
MeHeXXMEHTY pUCKa, MPUMEHMMOIO K MPOEKTMPOBAHUIO W U3rOTOB/IEHUIO BCEX MEAULVHCKUX u3genuii. MepuuumHckune
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n3genua ons AMarHoCTUKM in Vitro cneuuasibHO OroBOpPeHbl B 06/1aCTU NPUMeHeHUs BO M3bexaHue ntoboro HenoHMMma-
HWSA. KOTOPOE B CWJ/IY Pas3nuunii B peryvpyrowmx AOKYMeEHTax pasHbIX CTpaH MOrao 6bl UCKIOYNTL AaHHble U3AeNnsa U3
06/1acTV NPMMEHEHNS HACTOSLLEro cTaHaapTa.

PUCKN CyLLeCcTBYIOT Ha NPOTSXKEHUU BCErO >XM3HEHHOTo UMKMIa MeAULMHCKOro usaenuns. PUckamu, BbISiBIEHHBIMA
Ha O[HOW CTaAnWN XWU3HEHHOro UMKNa MeAULUUHCKOro U3fenuns, MOXHO yrpas/iaTb C MOMOLWbIO AeACTBUA, BbINOSTHAEMbIX
Ha COBEpLUEHHO APYroW CTafguun XMU3HEHHOro LuMkaa. Mo 3TOW NpuYnHe HacTOAWMIA cTaHA4apT AO/MKEH ObITb MPYMEHUM KO
BCEM CTaMAM >XU3HEHHOro UMKNa MeAMLMHCKOro msgenus. 3TO O3Ha4vaeT, YTo CTaHAapT OPUEHTUPYET U3roToBUTENS
NPUMEHATb MPUHLUMMBI MEeHeMKMEHTa PUCKa K MeAULMHCKOMY U3AEeNuto, HaunHas OT nepBOHavya/IbHOro 3ambic/iia U Ao
BbIBO/a W3 3KCryaTauum n ytmamsaummn.

O6nacTb NPUMEHEHUS HacCTOSALWero craHgapTa He BKAYaeT MNPUHATUME peLleHUs OTHOCUTENIbHO MPUMEHEHUS
MeAMLMHCKOro mnsgenus. NpuHATUE pelleHns O NpoBefeHUN KAVHWYECKOW npoueaypbl C NPUMEHEHUEM MeaULMHCKOro
n3aenva TpebyeT AOCTKEHUS ONTMMa/IbHOTO COOTHOLUEHUS MeXAy OCTaTOYHbIMW PUCKaMU U OXWAAEMOW Mofb30i OT
NpoBefeHNA AaHHOW NpoueAypbl WM a/lbTepPHATMBHbIX Npoueayp. MNpy BbIHECEHUM TakuxX peLleHnii He0O6Xo0AUMO YUnTbI-
BaTb NPeAyCMOTPEHHOEe MPUMEHEHWNE, KNIMHUYECKYIO MOSb3y N PUCKWU, CBSAA3aHHbIE C KOHKPETHbIM MeAULMHCKUM U3aenu-
eM. a TakkKe PUCKM U MOoSb3y, CBSA3aHHbIe C K/IMHMYECKOW npoueaypoit Uan yCrnoBUsSMU MNPUMEHEHUS MefULMHCKOro
n3genusa. HekoTopble M3 3TUX PELUeHWn MOryT ObITb MPUHATBI TONLKO KBAINMULUMPOBAHHLIM MeANLMHCKMM pPaboTHM-
KOM. B/lafielolM UHgopmalmeli 0 COCTOAHUM 340POBbSA KOHKPETHOIo NaumeHTa WM 3HaloWMM CyOBHEKTUBHOE MHeHue
camMoro nauueHTa rno fAaHHoMy BOMpOoCY.

HecMoOTpsa Ha cepbes3Hyl0 MONEMMUKY MO MOBOAY YPOBHeN AOMYCTUMOCTM PUCKAa, HAaCTOALWMIA CTaH4ApT He ycTaHaB-
NMBaeT flaHHble YPOBHW. YCTaHOB/IEHNE e4MHOr0 A9 BCEX C/lyYaeB YPOBHSA AOMYCTUMOro pucka 6b1/10 661 HeYMEeCTHbIM Mo
cneayowmnm npuynHam;

- 13-3a 60/1bLIOr0 pasHoobpasusa usgenuii 1 cuTyaunin, oxeaTbiBaeMblX 061aCTbIO MPUMEHEHUS HACTOSLLEro CTaH-
JapTa. 4To NNLLIaeT CMbICNa BbIPaboTKy €4MHOro YPOBHS A0MYCTUMOIO PUCKA,;

- M3-3a HA/INYMA MECTHbIX 3aKOHOB, 0ObIYaeB, LEHHOCTElN M OCOBEHHOCTEN BOCMPUATUA pUCKa, 6osiee Noaxoaawmnx
ANsA onpegeneHns f4onycTMMoro pucka B KOHKPETHO Ky IbTYPHOW cpefie N KOHKPETHOM PernoHe.

MocKonbKy He BO BCeX CTpaHax TpebyeTcs Ha/MumMe CUCTEMbl MEHeXXMeHTa KayecTBa Y U3rotoBuTenen MmeanumnH-
CKMX M3[eNnii, TO cucTteMa MeHe[MKMeHTa KayecTBa He sABfsieTcs TpeboBaHWeM HacTosAwWero craHgapTa. OgHako Hanu-
yne cuCTeMbl MEHeKMeHTa KayecTBa Upes3BblYaliHO BaXXHO AN1S HaA/1eXallero MeHeMpKMeHTa puckos. Mo aTol npuyu-
He, a Takke MOTOMY, YTO GONBLLUIMHCTBO U3rOTOBUTESIEN MCMOMBb3YIOT CUCTEMY MEHEeDKMEHTa KayecTBa, HaCTOALWMIA CTaH-
[apT NOCTPOeH TakuM O06pa3oM, UTO OH SIErKO MOXET OblTb BK/IHOYEH B MPUMEHSEMYIO U3rOTOBUTENIEM CUCTEMY MEHEeX-
MeHTa KayecTBa.

A.2.2 TepMUHbI 1 onpeesieHns

Bo un3bexaHne N306peTeHNss MHOXEeCTBa HOBbIX W, BO3MOXHO, HEMPUBbLIYHbIX TEPMWHOB HACTOALWMIA CTaHAapT
HaMepeHHO OCHOBaH Ha 60JIbLIOM KOMMYeCcTBe MHOPMaLMM Mo MEHeMKMEHTY pUCKa, cofepxalleiica kak B cTaHaap-
Tax. Tak U B MNPoYnx usgaHusax. Tam, rge BO3MOXHO, MUCMOJ/Ib30BaHbl Y)Xe UMeIoWmMecss TePMUHbI C COOTBETCTBYIOLLNMU
onpegeneHnsaMu. OCHOBHbIMU UCTOYHUKaMM TEPMUHOB 1 onpegeneHui asnsatotea [2], (3], [5].

OnpepfesieHnss HeKOTOPbIX TEPMUHOB B HACTOSILLEM CTaHAapTe OT/IMYatOTCA OT O6LWEenpUHATBLIX. Hanpumep, o6be-
OVHeHHaa pab6oyasa rpynna 1 (JWG 1) HamepeBasiaCb BK/IHOYUTH B OMNpefesieHne TepMuHa «Bpeg» (2.2) yrnomuHaHue o
Ype3MEPHOM TMCUXOIOTMYECKOM CTPEecce WM HexenaTeslbHOW 6epeMeHHOCTW KakK 4acTu «Bpefa, HaHOCMMOro 340po-
BblO /tofeli». Bbl/I0 N3BECTHO, YTO BbIMOJSIHEHME MEHEMXMeHTa pucka OyaeT obssaTesibHbIM TpeboBaHWEM, BblpadkKeH-
HbIM B SIBHOW MNN CKPbITO hopMe, BO MHOTMX CTpaHax Uan pernoHax. B atoi cBA3n 6blia caenaHa nonbiTka UCNosb30-
BaTb ONpejesieHns, LWMPOKO pPacrnpoCcTpaHeHHble B Perynnpyrowmx LOKyMeHTax. Hanpumep, onpegesneHve TepmuHa
«n3rotoBuTenb» (2.8), cogepxaweeca B [10], cooTBeTCTBYeT ONpefesieHN0 TOro Xe TepMuHa, ucrnosibayemomy B CLUA.
TepMUH «MefULMHCKOe U3aesnve» U ero onpegenenuve (2.9) B3ATbl u3 [3], raqe oHM 3aMMcTBOBaHb! Y Fpynnbl No rnoéab-
Holi rapmoHu3auun (GHTF) [4].

OnpegeneHne TepMUHa «MNpPefyCMOTPEHHOe npuMeHeHue» (2.5) aBnseTca koMbuHauuveln n3 onpegeneHvii Tep-
MWHOB «MpeaycMoTpeHHoe npumeHeHue» (CLUA) n «npepycmoTpeHHoe HasHadeHue» (EC). OTn TepMWHbI MMEKT Mnpak-
TUYECKM OAHO U TO e onpegesieHne. CUMTaeTCs, YTO MpU PacCMOTPEHUU MpeayCMOTPEHHOro MPUMEHEHUs MeauLuHe
KOro nsgenuns UsrotoBuTe b NPUHUMAaET BO BHUMaHMWe npejnonaraembix nosib3osaresieil 4aHHOro n3genus.

OnpegeneHns cemu Apyrmx TePMUHOB, NPUBEAEHHbIE B HACTOsILLEM CTaHAapTe, He OCHOBaHbl Ha onpeaesieHusXx,
NpYBeAEHHbIX B APYINX CTaHAapTax. OTO OnpefesieHns Taknx TEPMUHOB, KakK «KWU3HEHHbIN LMKI» (2.7), «NOCTNPOU3BO4-
cTBO» (2.11), «ynpaBfieHMe puckom» (2.19). «oueHMBaHWe pucka» (2.21), «onpegesieHMe pucka» (2.20). «MeHemXMEeHT
pucka» (2.22) U «doaisl MeHemKMeHTa pucka» (2.23). OnpegeneHne TepMUHA «KU3HEHHbIA LUWKA» Heobxoaumo Ans
pa3bsACHEHMS TOro MOJIOXKEHUS, YTO B KOHTEKCTe HacTosilero crtaHgapta AaHHbli TEpMUH OTHOCUTCHA KO BCEM CTagusim
CYyLLLEeCTBOBaHUA MeAMLUHCKOro mnsgenus. OnpegeneHve TepMmHa «MnOCTNPOU3BOACTBO» BBeAEeHO, A1 TOro YTobbl npu-
B/leYb BHUMaHME K BaXHOCTM OXBaTa BCEro >XM3HEHHOro UuKIa MeAUUUHCKOro usgenus Ans ueneil MeHepkMeHTa
pucka. OnpefeneHve TepMynHa «ynpassieHMe PUCKOM» COr/1acOBaHO C OnpefesieHMemM TepMuHa «aHa/iu3 pucka», npu-
BefleHHbIM B [2]. B nepBOHayasIbHON BepCcUM HACTOALEro cTaHgapTa B OnNpefAesieHUn TepMMHA «OLUEeHMBaHWe pucka»
6bl/1a CCblIKa Ha «CyLLEeCTBYIOLWME 06LLEeCTBEHHbIE LIEHHOCTM». B AaHHOW Bepcun aTa cCcblsika OTCYTCTBYET MO ABYM NpUyn-
Ham: 1) onpegeneHne TepMmMHaA He [O/HKHO cofepxaTb TpeboBaHue; 2) TepMUH «CYLLECTBYIOLWMNE O6LECTBEHHbIE LIeHHO-
CTU» He ABNSETCA [O0CTaTOYHO TOYHLIM. YjaneHve [AaHHOro TepMuHa W3 orpefesieHns KOMMeHCUpyeTcs onncaHnem
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KOHLeNuMn pucka BO BBEAEHUN K HACTOsLWEMY CTaHOapTy, obecneveHveM AONOAHUTENbHbIX HOPMaTUBHbLIX TpeboBaHWiA
K NOJINTUKE MeHeMKMeHTa pUCKa, a Takke PYKOBOAAWMMU YKa3aHUAMW B OTHOLUEHUW [0MNYyCTUMOCTU pucka. B onpepe-
NeHnn TepMuHa «MEHe)KMEHT pucka» cAefniaH akueHT Ha MCMNofib30BaHWW CUCTEMHOrO noAxoga M HeobxoauMmocTu
KOHTPO/IS CO CTOPOHbI BbICLIEro pykoBoAacTtBa. KoHuenuus «gaisia MeHemMKMeHTa pucka» Bnepsble 6bia onucaHa B [7].
HO B onpefesieHMe [aHHOro TepMWHA BHECEHbl W3MEHEHUs, MOCKOJIbKY ornpegenieHve u3 [7] oTHOCUTCA K 3anncam no
KayecTBy.

OnpegeneHne TepMUHa «BbICLUEe PYKOBOACTBO» (2.26) 3ammcTBOBaHO M3 [5]. OHO OTHOCUTCA K AULy WK rpynne
NNL. HAXOOALWNXCA Ha BbICLUER CTyneHn opraHmsaummn.

A.2.3 O6Lme TpeboBaHUSA K MEHELKMEHTY prCKa

A.2.3.1 lNMpouecc MeHemXMeEHTa pucka

TpeboBaHMe K M3roTOBUTE/IO YCTaHOBUTbL MPOLIECC MEeHeXMeHTa pUCKa Kak 4YacTb MPOEKTUMPOBaHUS U pa3paboT-
KU MeAULUMHCKOro nsgenunsa cogepxmt 3.1. 3To Heo6XxoAMMOo, AJ1 TOro YTo6bl U3FOTOBUTE/Ib MOI CUCTeMaTuyeckn obec-
neumeartb HasMume TpebyeMblX 3/IEMEHTOB B MpoOLecCe MeHe[KMeHTa pucka. AHa/M3 pucka, OLleHUBaHWe pucka u
yrnpaBfieHNne PUCKOM ABNAKOTCA OOLLENPU3HAHHBIMW OCHOBHbLIMU 3/1IEMEHTAMW MEHeMKMeHTa pucka. OAHako B HacTos-
lemM cTaHgapTe gefnaeTca akueHT Ha TOM. YTO MpOLEeCcC MeHeMKMeHTa puUcka He 3akaHuMBaeTCHd Ha NPOeKTUpPOBaHUW,
pa3paboTke U M3roToBfIeHMM (BKNKOYasA MpU HEeO6XOAUMOCTWU CTepuNn3aumio, yrnakoBbiBaHWE UM MapKMpoBaHWe) meam-
LMHCKOrO M34enusl, a NpoAo/iKaeTca Ha CTaguu MocTnpom3BoAcTBa. Mo 3Toi npuynHe c60p NOCTNPOM3BOACTBEHHON
nHdopMauum 6bia1 NpU3HaH HEOOBXOAMMbIM 3/71IEMEHTOM Mpouecca MeHefXMeHTa pucka. Kpome Toro, mpu Haamummn y
N3roTOBUTENA CUCTEMbl MeEHe[XXMEeHTa KayecTBa MPOLEeCC MeHeMKMeHTa pucka [o/HKeH ObiTb MOSIHOCTbIO WUHTErpupo-
BaH B JaHHYIO CUCTEMY KayecTBa.

HecMOTps Ha TO 4TO AEeATENbHOCTb MO MeHeKMEHTY pUcka BO MHOrOM 3aBUCUT OT KOHKPETHOro MeguLUHCKOro
n3genuns, CywecTBYHT OCHOBHblE 3/IEMEHTbI, KOTOpble HEOOXOANMMO BK/OYATb B MNPOLECC MeHe)XMEHTa puUcka U KOTO-
pble pacCMOTpeHbl B JaHHOM nogpasgene. B gaHHOM nogpasfene Takke OoTpakeHa BO3MOXHOCTb pasnnuuii B perynu-
pYHOLWNX AOKYMEHTaxX No NPUMEHEHNIO MEHEMKMEHTa PUCKa K MeANLNHCKUM U3LENNAM.

TpeboBaHUAM CTaHLAPTOB MO CUCTEME MeEHe[)XMeHTa KayecTsBa CTporo cnefytoT 3.2 n 3.3. B HeKOTOpbIX CTpaHax
ONA BBefeHUA u3fenusa B obpalleHne HeobXoAUMO HasiMyve CUCTEMbI MeHeMKMeHTa KadecTBa (KpoMe TexX Crlyyaes,
Korga vsgenvie creunasibHO UCKIYEHO U3 06n1acTn NPUMEHEHUS CUCTeMbl MeHeMKMeHTa KayecTBa). B gpyrmx ctpaHax
npMMeHeHNe CUCTEMbl MeHe[XKMeHTa KayecTBa SBsSeTCA A06POBOJIbHLIM BbI6GOPOM M3roToBUTENA. TemMm He MeHee
BbIMO/IHEHME TpeboBaHuii 3.2 n 3.3 Heo6Xo0AUMO ANA obecneyeHUs pesysibTaTUBHOCTUM MeHeKMeHTa pucKa He3aBUCU-
MO OT TOro, UCMNOJIb3YyeT /I U3rOTOBUTESb BCE NPOYNE 3/IEMEHTLI CUCTEMbI MEHE)KMEHTA KayecTBa.

A.2.3.2 OTBETCTBEHHOCTb BbICLUETO PYKOBOACTBA

Ob6s3aTenbCTBa BbICLLErO0 PyKOBOACTBA UrparoT peluatolLlyto posb B AOCTMKEHUN pe3yNbTaTMBHOCTW npoluecca me-
Hep)KMeHTa pucka. Bbicllee pyKOBOACTBO [AO/HKHO HECTU OTBETCTBEHHOCTb 3a MPOLEeCC MeHeKMeHTa pUcka B LenioM, 1
B JaHHOM nogpasgesie yaeneHo ocoboe BHMMaHMe pon BbICLLEro pyKOBOACTBa, OCOGEHHO CriefyoLWmMM MOMEHTaM:

a) Npu OTCYTCTBUN HEOBXOAMMbIX PECYpPCOB AeATeNIbHOCTb MO MEHEMKMEHTY pucka byaeT MeHee pe3y/ibTaTUBHOM,
Jaxe ecnun oHa oTBeYaeT BCeM ApYruM TpeboBaHUAM HACTOSALEro cTaHAapTa,;

b) MeHemXMEHT pucka ABASETCA Cheunain3npoBaHHON AUCLUNIMHON N TpebyeT BOB/IeYEHUS B npouecc npodec-
CUOHaJI0B, chneunasibHO 06yYeHHbIX MeTo4aM MeHeMKMeHTa pucka (cm. A.2.3.3);

C) NOCKO/IbKY HacTOAWMI cTaHAapT He ycTaHaBNMBaeT YPOBHWN AONYCTUMOrO PUCKa, OT BbICLLEr0 PYKOBOACTBA Tpe-
OyeTcs paspaboTarb NOSIUTUKY YCTaHOBNEHUSA AOMYCTUMOCTU PUCKOB;

d) mMeHemKMeHT pucka npefcras/isieT cO60l 3BOMIOLMOHHBLIA NPOLECC, 1 NO3TOMY HeO6XOAMMO NMPOBOAUTL Nepu-
OAVNYECKUI aHa/IN3 OeATeNbHOCTM MO MeHeMKMEHTY pUCKa, A1 TOro 4Tobbl yAOCTOBEPUTLCHA B ee MpaBU/IbHOCTU, UC-
NnpaBuUTb HeLOCTaTKN, BHEAPUTH YCOBEPLLUEHCTBOBAHUA U a4anTUPOBaTbCA K NU3MEHEHUSAM.

A.2.3.3 Ksanudmkaums nepcoHana

[Ons BbINONHEHUA 3a4a4 N0 MeHEe[)KMEHTY pUCKa BaXKHO MMeTb KBaNMUUMPOBaHHbLIN nepcoHan. MNpouecc me-
HeKMeHTa prcka TpebyeT NprBAeYeHNss NepcoHana, UMEeKLLLero NPakTUYeCKNi onbIT B TOM. Kak:

- YCTPOEHO MeAULIMHCKOE n3fenue;

- (PyHKUMOHMPYET MeaULUMHCKOe n3agenve;

- NU3roTOBJ/IEHO MeANUVHCKOE n3genve;

- MPUMEHATb MeULNHCKOE N3nenuve;

- NPUMEHATb NPOLLECC MEHEL)KMEHTA pUCKa.

K BbINOSIHEHNIO MEHEMKMEHTa pucKa HEO6XOAMMO MpuB/ekaTb NpencTaBuTeneil pasHbiX PYHKUWMOHa/IbHbIX MoA-
pasgeneHuini N AUCUUNIMH — CheLuannucToB B cCBoell 06nactu. MNpu 3Tom criegyeT B3BELEHHO NoAXOAUTb K BOMPOCY
B3aUMOOTHOLLEHWI MeXAy COTPYAHUKaMU, BbINO/HAOWNUMN 384241 MeHeKMEHTa pucka.

[Onsa obecneyeHnsa 06bEKTMBHOCTU CBUAETENLCTB HEOOXOAMMO BECTU 3anucu O KBanudmkauuu nepcoHana. Hac-
TOAWMIA CTaHOAPT HE COAEPXUT TPpeboBaHWA XpaHUTb 3TU 3anucy B dhaiisie MeHe[)XKMeHTa pucka BO mnsbexaHne ayonu-
pPOBaHMs 1 U3 COOBPAXEHMIA KOH(PNAEHLMANBHOCTU N 3alUTbI MHhopMaLmn.

A.2.3.4 MNnaH MeHeKMEHTa pucka

MnaH MeHefpKMeHTa pucka Heo6xoA4MM Mo cneayoWwmnM COOBPaAKEHNAM:

a) ANd Hagnexallero MeHe)KMeHTa p1Ucka BaXkeH opraHn3oBaHHbI NoAXo4;

b) nnaH aBNsieTca onepaTtnBHOWM CXeMOl AN MeHeKMEHTa PUCKa;
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c) nsiaH cnocobCcTByeT 06 BLEKTMBHOCTU MEHEI)KMEHTA PUCKa 1 MOMOraeT He 3abblBaTb O €r0 OCHOBHbIX 3/IEMEHTax.

Mepeuncnenuns a) — f) (cm. 3.4) ob6ga3aTenbHbI MO CNeayoLWnM COOOPaKEHUSM:

- 06nacTb NpMMEHEHNS NnaHa BKAOYaeT ABe OT/IMYHbIE APYr OT Apyra coctasnstowue. MNMepsas n3 HAX NgeHTudu-
LMpyeT paccMaTpuBaemMoe MeAULMHCKOe usgenue, BTopas — CTaguu XU3HEHHOro UMKMa AaHHOro u3genns U cooTBeT-
CTBYylOLME UM 3/1eEMeHTbI NaHa. OnpegenvB 06n1acTb NPUMEHEHUA MJlaHa MeHeXMEeHTa PUCKa, U3roTOBUTE/b COo3haeT
6a3y, Ha KOTOPOI CTPOUTCS BCA AEATE/IbHOCTb N0 MEHEKMEHTY PUCKa;

- pacnpegesnieHne OTBETCTBEHHOCTU U MOSIHOMOYMI HEO6XOAMMO AN rapaHTUWM TOro, YTO HeT YMyLIeHHOW OTBeT-
CTBEHHOCTW;

- aHa/In3 TaKoro snga AeAates/ibHOCTU, KaK MeEHEePKMEHT pPUCKa, ABIAETCA 06513aHHOCTbIO BbICLUETO PyKOoBOACTBA,

- KpUTEpPUWU AOMYCTMMOCTU pUCKa SBNAIOTCSA OCHOBOMOaralowuMm ans MeHef)kMeHTa pucka, ux crnegyeT ycTtaHaB-
nuBaTtb A0 Havasia aHann3a pucka. 3T0 MOMOXET COXPaHUTb 06 bEKTUBHOCTL NpoLecca, ONMcaHHOro B pasgene 5;

- BepudmKaums ABMSETCA OOAHUM W3 OCHOBHbIX BUAOB [AeATesIbHOCTW, ee MpoBefeHne sABsieTcs TpeboBaHveM
6.3. MnaHnpoBaHVe faHHOro BMAa AeATe/IbHOCTU NMoMoraeT o6ecneynTb Ha/lMume HeobxXoAMMbIX pecypcoB. Ecnuv Bepu-
dvkaums He 3annaHNpPoOBaHa, ee BaXkHble COCTaBASAOLWME MOTYT ObITh YNyLIEHbI;

- HeobxoaMmo pa3paboTaTb chneunasibHbie MeTOAbl MOSy4YeHUs MNPOU3BOACTBEHHOW WM MOCTNPOW3BOACTBEHHOM
vHopmauum 06 msgenun, a8 Toro 4Tobbl cyuwecTBoBasia odmunanbHas M Hagsexawmm obpasomM opraHn3oBaHHas
obpaTHas cBSi3b, 0becrneyrBaloLlLasi BKIKOYEHNE MPOU3BOACTBEHHOW U MOCTMNPOM3BOACTBEHHOW MHpOpMaLMM B npouecc
MeHeKMeHTa pUCKa.

[na obneryeHns ayauta M aHasmMsa npouecca MeHeMKMeHTa pucka BK/IOYEHO TpeboBaHWe XpaHWUTb 3anucu 06
MN3MEHEHMUSIX.

A.2.3.5 daiin meHeMKMeEHTa pucka

B HacTosilleM cTaHAapTe TepMUH «dail MeHeLKMEHTa puUCKa» MPUMEHSIOT A1 0603HaYeHNS HaMepeHUs M3ro-
TOBUTENA PasMeCTUTb B KOHKPETHOM MecTe WUiun 0603Ha4YNTbL MECTOMNOJIOXEHMNE BCEX 3an|/|ce|7|, OTHOCALWNXCA K MeHeOX-
MEHTY pucka. ITo obnierdyaeT npoLecc MeHeKMEHTa puUcka M cnoco6eTByeT 6onee apdeKTMBHOMY MPOBeAEeHUIO ayauTa
Ha COOTBETCTBME TpebGOBaHUSIM HACTOSILLEero crtaHgapTa. BbinosiHeHne Tpe6oBaHUS O MPOCNEXMBAEMOCTM HEO6XOAMMO
[OJ151 [EMOHCTpaLMUN TOro, YTO NPOLLeCC MeHeAXXMeHTa pUcKa MPUMEHEH K KaXA0W NAEHTU(ULMPOBaAHHOK ONacHOCTU.

BaxHyl0 posib B npouecce MeHemXMeHTa pucka WUrpaeT ero 3aBeplUeHHOCTb. HesaBeplleHHas 3ajada MOXeT
0O3Ha4yaTb, UYTO UAEHTUAULMPOBAHHOM OMAacHOCTbIO HE YMpPaB/iIAOT, CNEACTBMEM YEro MOXEeT CTaTb MpUYMHEeHWe Bpeja.
Mpo6riema MOXeT 6bITb CNeACTBMEM He3aBepLUEHHOCTU AelCTBMIA Ha Nboi cTagum npouecca MeHe)KMeHTa pucka.
aT10 HEI/I/J.GHTI/IC*)I/ILLVIpoeaHHbIe onacHocCTun, HeoueHeHHble pPUCKKU, HeyCTaHOBJIEHHble Mepbl NO YynpaB/1€eHNKO PUCKOM,
HEBbINOJ/ITHEHHbIE Mepbl MO YMNPaB/IEHNIO PUCKOM UMM MepPbl MO yNpaB/ieEHVW0 PUCKOM, NpU3HaHHblE Hepe3y/ibTaTUBHbIMU.

[ns o6ecneyeHusi yBEPEHHOCTM B 3aBEPLUEHHOCTU MpoLecca MeHeMKMEHTa puUcka HEOBXOAMMO OCYLLECTB/IEHME MPO-
C/eX1BaemMocTy.

A.2.4 AHann3 pucka

A.2.4.1 Mpouecc aHann3a pmcka

B 4.1 onucaHo, Kak NPUMEHATb OOCTYMHYK MNOJIE3HYI0 MHopMauuo, UCMoNb3ya pes3ysbTaTbl aHa/m3a pucka
nogo6HOro mMeauunHCKoro msgenus. MNpumedvaHve 1 (cm. 4.1) nHdopmupyeT nofnb3oBaTesieii HacToAWero craHgapta o
TOM, YTO NPV Ha/IMUMM HeobXxoAMMOl MHOPMaUUn 0 NOAO6HOM M3LeNIMM ee MOXHO U HY)XXHO MCMOoMb30BaTb A1 3KOHO-
MUN BPEMEHW, YCUNNA 1N Apyrnx pecypcoB. OfHaKo Nonb30oBaTesIiM HacTosWero craHapta Heo6xoAMMO BHUMATESIbHO
M CUCTEMATUYECKN OLEeHNBAaTb JaHHYIO MHPOpMaLMIO C TOYKM 3PEHUSA ee MPUMEHNMOCTHN K TeKyLLIeMY aHa/In3y prcka.

Cnenyet oTMeTUTb, YTO nepeuncneHns a), b) un c) (cm. 4.1, npumevaHve 4) cogepxar TpeboBaHWSA K OCHOBHOMY
MWUHUMa/IbHOMY Habopy [AaHHbIX, HeO6XOA4MMOMY A1 O6ecneyeHuss MPOCNEXNBAEMOCTN U MPeACTaB/IAOWEMY Bax-
HOCTb A1 aHa/In3a CO CTOPOHbI BbICLLErO0 PYKOBOACTBA M NOCNefylowmnx ayanTos. TpeboBaHus, coepxalumnecs B rnepe-
yncneHum c) (cm. 4.1, npumeyaHue 4), NOMOralT TakKke YTOYHUTb 06/1acTb NMPUMEHEHUS aHa/m3a pucka U BepudunLmpo-
BaTb €ro 3aBepLIeHHOCTb 1 MNOJTHOTY.

A.2.4.2 TlpegyCMOTPEHHOE MPUMEHEHME U UAEHTUMMKAUNA XapaKTePUCTUK, OTHOCALUMXCA K 6e30MnacHOCTU Me-
OVLMHCKOro n3aenus

Ha paHHOM aTane npouecca MeHeMKMEHTa pPUCKa W3roTOBUTENb [OJ/DKEH NpOaHasiM3MpoBaTb XapaKTepUCTUKMU,
BAMSAIOWME Ha 6e30NacHOCTb MeAULMHCKOro ulgenus. N3rotoButenb Takke AO/HKEH MPUHMMATb BO BHMMaHuWe npeano-
naraemoro nosb3oBaTtens(en) MeAULUHCKOro ulgenus, T. €. yunTbiBaTb, OYAeT /M 3TO HEOBYUYEHHbIN NOoMb30BaTeslb Un
KBa/IMPNUMpPOBaHHbI MeOUUMHCKUIA paboTHUMK. Mpy npoBefeHMM aHa/m3a pucka HeobxoAuMO Takke yyuTblBaTb, YTO
MeANUVHCKUE M30eNus MOryT ObiTb NPUMEHEHbI B OT/IMYHbIX OT NPeAyCMOTPEHHbIX U3roTOBUTE/IEM CUTyauMax, a Takke
B CUTyauusax, He NMpedyCMOTPEHHBbIX Ha 3aTanax MPOeKTMPOBaHUA N pa3paboTku MeAuLMHCKOro usgenus. BaxHo, 4Tobbl
M3roToBUTE/ b MOMbITA/ICA 3arf1gHyTb B byayliee U NpeaycMOTpeTb OMacHOCTWU, BO3MOXHbIE MPU MPUMEHEHUN MeaULIUH-
CKOro nsgenvs.

MpunoxeHne C npegHa3HavyeHO ANA OKasaHWs NOMOLLM B OMUWCaAHUM XapakTePUCTUK KOHKPETHOro MeAMUVHCKOro
M3aennsa 1 ycrioBuii ero npumMeHeHus. NpuBeaeHHbIN B HEM MNepeyeHb BOMNPOCOB, Ha KOTOpble crleayeT AaTb OTBEThbI, He
ABNsAeTCA uMcuyepnbiBaloWUM. Kakablli M3roToBUTE/Ib AO/MKEH TBOPYECKM OTHECTUChb K OMpeAeneHuo XapaKTepUCTUK,
OTHOCAWMXCHA K 6€30MacHOCTN KOHKPETHOro MeAuLUMHCKOro udgenus. CAnucok, NpuBefeHHbIr B npuioxeHun C, B3AT U3
nepBoHa4Ya/IbHOW BepCUM HacCTOSLWEero cTaHfapTa WU MMeeT AOMNOJSIHEHUS, NOSABMBLUMECA B pe3yfbTaTe U3y4YeHUs KOM-
MeHTapueB K MpoekTtam cTaHgapTa. CnNMCOK AO/mkeH NnobyxaaTb M3roTOBUTENSA K MPOBEAEHUI0 aHa/in3a B OTHOLUEHUU
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TOro, «KOrga nu 4To MOXeT MOWTU HenpaBu/ibHO». MNpunoxeHne H B OTHOLLEHUN MEAVLMHCKUX U3A4eNMA ANS ANarHOCTUKN
in vitro paspa6otaHo WNCO/TK212 «KnumHuyeckme nabopaTtopHble WCCnefoBaHUA W ANArHOCTUYECKME TecT-CUCTEMbI
in vitro» cneunanbHO AN HACTOSALWeEro craHaapTa. TekCT NPUIoXKEeHUs | B OTHOLIEHUN TOKCUKOJIOTMYECKUX OMacHOCTEW
3anMCTBOBaH N3 NPUIOXeHUA B nepBOHaqaanoM BepCcumn HacTosAlwero ctaHgapTa C HesHa4YnTe/ibHbIMN U3MEHEHUAMMN.

A.2.4.3 N geHTupmkauna onacHocTel

Ha paHHOM 3Tane M3rotoBUTENO HEOOXOAMMO CUCTEMATUYECKU NAEHTUMULMPOBATL MPOrHO3MpyemMble onacHoc-
TN, CBSA3aHHble C KOHKPETHbIM MeAMUWHCKUM U3[enuveM, Kak A/ HOPMasibHbIX YCMOBWI, Tak U ANA YC/I0BWUI OTKasa.
NaeHTudmkauma no/mkHa 6biTb OCHOBaHa Ha XapakTepucTmkax, OTHOCSALMXCA K 6e30MacHOCTU MeAULMHCKOro u3genus,
UOEeHTUNLMPOBaHHbIX B 4.2.

A.2.4.4 OnpepeneHve pucka(oB) 415 KKA0M onacHoO cutyaumn

OueHMBaTb PUCK U OCYLLECTBNATbL MEHEMKMEHT prYCka MOXHO TOMIbKO MOCMe TOro, kak onacHasi cutyaumst WaeHTu-
dumumposaHa. Heob6xoAMMO cCUCTEMATUYECKM [AOKYMEHTMPOBaTb OOOCHOBAHHO MPOrHO3MpyeMble MNOC/ief0BaTe/IbHOCTU
COo6bITWIA, KOTOPbIE MOTYT Npeobpa3oBaTb OMNACHOCTb B OMACHYH CUTYaLuIo.

MpunoxeHne E BkAOYaeT nepeveHb TUMWUYHbIX ONACHOCTEN M MPUMEpPbI, AEMOHCTPUPYIOLINE B3aUMOCBS3b MeX-
Ay OnacHOCTAMM, MPOrHO3NpyeMbIMU MOCNef0BaTeNbHOCTAMU COObITUI, ONacHbIMW CUTyaUMsSMU N BO3MOXHbIM Bpe-
[OM. YTO MO3BOMISET MOMOYb M3rOTOBUTENIO B MAEHTUMMKALMM ONACHOCTEN M OMacHbIX cuUTyauuii. 9TO 0COBEHHO BaXHO
npun Hananynm nocrnenoBaTes/ibHOCTU CO6bITI/II7I, KOTOpasa MOXeT NnpuBecTn K onacHoi cutyaumm n B Utore K npnynHeHuto
Bpeja. V3rotoBuTento cnepyeT pacnosHaBaTb M MAeHTUULMPOBaTb Takume nocnefoBaTesibHOCTU COObITUIA, ANA Toro
4YTO6bI AO/MKHBIM 06Pa30M OMNpeaesiMTb BO3MOXHbIN(ble) puck(n) (CM. pucyHok E.1 (npunoxeHue E)].

MepeyeHb, NpMBeAEHHbI B NpuaoxeHnn E, He SBMSIETCSA UCYEpnbIBalOWMM N HE AO/DKEH paccMaTpuBaTbCs Kak
KOHTPOJIbHbI NepeyveHb; OH NPM3BaH CTUMY/IMPOBaTb TBOPYECKOE MbILL/IeHMe N3roToBUTeNs.

3TO nocnegHWin atan aHanmsa pucka. MNaBHOV TPYAHOCTbIO Ha AAaHHOM 3Tane sBASeTCHA TO, YTO AesATesIbHOCTb Mo
onpeaeneHnio pycka 6yaeT pasHoi AN KaxaoW mccriefyemMon OnacHoi cuTyauum U ANs Kaxaoro paccMaTpyuBaemMoro
MeANLUVHCKOro un3gennsa. MoatoMy ObI/10 MPUHATO pelleHne U3N0XUTb COAepXXaHue [aHHOro rnojpasfgena B 06LWmX
yepTax. MockoAbKy ONacHOCTU MOryT BO3HUMKHYTb Kak Mpv HOPMasibHOM, Tak U MNpu HenpasBW/bHOM MNPUMEHEHUUN n3fe-
nuAa, cnepyeT BHMMATENbHO paccMoTpeTb 0b6e cuTyauumu. Ha npaktuke obe cocTaBnsolme pycka — BEPOATHOCTb Npwu-
UMHEHUA M TSXECTb Bpefa — PEKOMEHAYIOT aHaM3vMpoBaTb OTAesIbHO. EC/iM M3roToBUTENNb CUCTEMATUYECKU MPUMEHS-
eT crnoco6 pasfaeneHnst Ha KaTeropMm B 3aBMCUMOCTU OT YPOBHEWN TSXECTU WM BEPOSTHOCTU MPUYMHEHUS Bpeda, TO eMy
cregyeT pas3paboTaTb CBOK CXeMy pasfefieHus Ha KaTeropum v 3apermctpypoBaTb ee B (paiifie MeHe[KMeHTa pucka.
3TO NO3BOMUT U3FOTOBUTE/IIO MNPaBU/IbHO pearvpoBaTb Ha MOBTOPHOE MOSAB/IEHNE 3KBUBAIEHTHbLIX PUCKOB U MOCAYXUT
CcBUAETe/IbCTBOM TOrO, Kak OH paHee NocTynas B N0A06HOM cnyyae.

HekoTopble onacHble cuUTyaumm SBNAIOTCA CNeACTBMEM CUCTEMaTUYecKmx OWwnbOK mnu nocrnegoBaTesibHOCTEN
coObITuiA. [10 cnX NOp HET eAMHOIN0 MHEHUSA B OTHOLLUEHUM TOro, KaK paccunTaTb BEpPOATHOCTb CUCTEMATUYECKOM OLMOKN.
B cniyyae, Korga BepOSATHOCTb MPUUYUHEHWS Bpeda He MOXeT OblTb paccumMTaHa, BO3MOXHbIe OMacHOCTU BCe PaBHO
Heo6Xx0AMMO MPMHMMaTb BO BHUMaHWE, a COCTaB/IeHUE MepeyHsi CBSA3aHHbIX C HUMMK OMacHbIX CUTyauuii NO3BONT U3ro-
TOBUTESIO CKOHLEHTPMPOBAaTbCS Ha YMEHbLUEHMM PUCKOB BC/IeACTBME PAa3BUTUS 3TUX OMAaCHbIX CUTYaLNiA.

YacTo Henerko nosiyunTb AOCTaTO4YHblEe KO/IMYECTBEHHbIE AaHHble NP onpeaesieHnn pucka(oB), NO3TOMY Npensio-
XEHMe OCYLLEeCTB/IATb onpeaesieHne pucka(oe) To/1bKO KOJIMYeCTBEHHbLIM CMOCOO0OM ObINIO OTBEPTrHYTO.

MpunoxeHne D cofepXuT nosie3Hble PYKOBOASALIME YyKasaHUs MO aHam3y pucka. VHdopmauusa B3dATa U3 He-
CKOJIbKMX WCTOYHUKOB, BK/to4Yas [8]. HacToAawmin ctaHOAapT Npu3HaeT NpakTU4Yeckyto nosnbay (8], npu aToM 06/s1acTb €ro
NpYMEHeHNs pacnpocTpaHeHa Ha BCe MeAWUVHCKUE U3Lenvsa U BCe 3Tanbl npouecca MeHeMKMeHTa pucka. HecmoTps
Ha LUMPOKOE MCMoNb30BaHVe B KadecTBe MPUMEPOB B NPUAOXKeHUU D rpadiukoB M mMaTpul, Mo PUCKY, HaCTOSALMIA CTaH-
[apT He TpebyeT 065A3aTe/IbHOr0 UX NPUMEHEHUS.

A.2.5 OueHuBaHMe pucka

M3rotoBuTelb A0/IKEH NPUHUMATb PELLEHUS B OTHOLUEHUMM AONYCTUMOCTU pucka. OH MOXeT MCMNOo/b30BaTb WH-
dhopMaumio 0 pucKax, KOTopble yxe onpeaesieHbl, N OLEHUTb 3T PUCKN C NMOMOLLbIO KpUTEpreB AOMNYCTUMOCTU, YCTaHOB-
NEeHHbIX B NfiaHe MeHemKMeHTa pucka. OH MOXET Takke pacCMOTPeTb PUCKMU B LiensX onpegeneHns Tex U3 HUX, Kotopble
TpebyeTcs ymMeHbWNTb. Pa3gen 5 HanucaH TakMM 06pa3oMm, 4TOObl MOMOYb MOJIb30BaTes0 M36exaTb HeHyXHOol pabo-
Tbl.

A.2.6 YnpaBieHne pnUckom

A.2.6.1 YMeHbLUeHne pucka

JTanbl 6.2-6.7 06pa3yroT NOrNMYeckyto nocsiefoBaTe/IbHOCTb. Tako cucTeMaTUYecKUii NoxXon BaxkeH Ans obecrie-
YeHnsa focTyna K Heo6xoaMmoli Hhopmauunn.

A.2.6.2 AHasIM3 BO3MOXHOCTE ynpaB/ieHUs1 PUCKOM

YacTo cyuecTByeT HECKO/IbKO CNOCO60B YMeHbLUIEHUSA pycKa. B HacToswem cTaHgapTe NpusefeHbl Tpyu crocoba:

a) BHYTpEeHHSisi 6e30MacHOCTb, obecneunBaemMasi MPOEKTOM Y KOHCTPYKLMEId;

b) 3awmnTHBLIE Mepbl, NPefyCMOTPEHHbIE B CAMOM MEANLMHCKOM N34 UK B NPOLIECCe ero N3roToBNeHNS;

C) mHopmaums No 6e30nacHoOCTN.

TakoBbl CTaHAapTHble MePbI MO YMEHbLUEHWIO pUCKa, NPUBeAEHHbIE B (2] 1 NepeyncrieHHble B NOpsAKe npuopure-
Ta. [laHHbI NPUHLMN ONMcaH B HECKOMbKUX AOKYMeEHTaX, BkIo4vas (9]. B TOM UMcrie B MECTHbIX U PerMoHallbHbIX JOKYMEH-
Tax (Hanpvmep, B (10)). Korga aTO NpakTU4ecku OcCylecTBUMO, 6e30MacHOCTb U3fenns pekomMeHayeTcs 3aknajblBaTb B
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ero KOHCTPYKuuu. B nNpoTMBHOM cny4vae HeobxoAMMO MpefyCMOTPETb 3alMTHble Mepbl, Hanpumep OrpaxaeHus wim
CUCTEMbI CUTHa/IM3auun. HaumMeHee nNpeanouvYTUTEsNIbHOM 3alUMTHOW Mepoi SBASIOTCA MUCbMEHHblE NpeaynpexaeHust
VNN OrpaHNYeHnsA/NMpoTMBONOKa3aHus.

O6LWwenpu3HaHo, YTO OAHUM M3 pPe3y/ibTaTOB aHasiM3a BO3MOXHOCTEN yMnpaBfeHUS PUCKOM MOXET cTaTb OTCYT-
CTBME MpPaKTUYEeCKN BO3MOXHOIO Cnocoba YMeEHbLUEeHUS puUcKa A0 AOMNYyCTUMOro YPOBHSA COrflacHO npeaBapuTesibHO
YCTaHOBJ/IEHHbIM KPUTEPUAM AONYCTUMOCTU pucka. Hanpumep, MOXeT ObiTb MNPakTUYeCKM HeOoCYLeCTBMMbIM MPOEKTU-
poBaHve u3genua Ana noaaepXaHus XU3HU C OLEHEHHbIM AOMYCTUMbIM OCTaTOYHbIM pPUCKOM. B aTOM cnyvae cneayet
BbINO/IHUTL aHa/IN3 COOTHOLWIEHUNSA PUCK/MOMb3a, Kak 3TO onmcaHo B 6.5, 4TOObI onpeaennTb, NepesBelunBaeT /N Nosb3a
OT NMPUMEHEHNA N3LENNA OCTaTOUYHbIN pUCK. Takas BO3MOXHOCTb OMMcaHa B COOTBETCTBYIOLLEM Mopasfesie HacToslle-
ro ctaHgapTa U CNyXuT Ans obecrneyeHnss yBePeHHOCTU B TOM. YTO MPEeANPUHATbI BCe YCUMNUA AN YMEHbLUEHUA PUCKOB
[0 npeABapuTesIbHO YCTaHOB/IEHHOMO A0MNYCTMMOrO YPOBHS.

A.2.6.3 BbInonHeHve mep No ynpas/ieHN0 PUCKOM

BbINosiHeHEe Mep MO ynpaB/ieHNIO PUCKOM BKOYaeT MpoBefeHne ABYX pasHbiX Bepudumkaunii. Nepsas sepudu-
Kauua Heobxoamma Ansa obecrneyeHns TOro, YTO B OKOHYaTENIbHOM MPOEKTe MPUHATLI COOTBETCTBYIOLWME Mepbl MO yrnpas-
NIEHNIO PYCKOM, BTOpas Bepudumkaums — 4TO NPUHATbIE MepPbl MO YNPaB/IEHUIO PUCKOM AeNCTBUTENIbHO NPUBOAAT K €ro
YMEHbLUEHUIO. B HEKOTOPbIX Crlyyasax OJ/1 NOATBEPXKAEHUA Pe3y/ibTaTUBHOCTU Mep MO YNpas/IEHUIO PUCKOM MOXHO Bbl-
NONHUTbL AeCTBMSA MO Bangaumnn.

A.2.6.4 OueHMBaHMe OCTaTOYHOro pucka

Ha pgaHHOM 3aTane onpeAenstoT AOCTATOYHOCTb MPUHATLIX Mep, A8 TOro 4To6Gbl PUCK CTasl AonycTuMbIM. Ecnn
OCTaTOYHbIA PUCK He YAOBMETBOPSIET KPUTEPUSIM, YCTAaHOB/IEHHbIM B M/laHe MEHe[)KMeHTa pucka, TO W3roToBUTESb
[O/DKEH MPUHATL AOMNOJSIHUTEsIbHbIE Mepbl MO YMNPaBfEHUIO PUCKOM. [aHHbIA UTepaTMBHbIA NpPoLecC pekoMeHayeTcs
OCYLLEeCTBNATb A0 TEX /I0P. MOKa OCTATOUHbIA PUCK HEe BYAEeT YMEHbLUIEH A0 AOMYCTUMOro YPOBHS, YCTAHOB/IEHHOIO B NaHe
MeHe)KMeHTa pucka.

Monb3oBaTenss MeAUUVHCKOrO u3genus cnepyet o6ecneydnmTb Heob6xoauMol nHdgopmaumerh 06 ocTaTouHbIX puUC-
Kax. An8 TOro 4Ytobbl faTb €My BO3MOXHOCTb MNPUHMMaTb WMH(OPMMPOBaHHOe pelweHne. OHaKo WU3roToBUTEs/b Cam
NPYHUMaET peLleHne O TOM, Kakyk MHopmauuio 06 OCTaTO4HOM puUCKe U B Kakom obbeme criefyeT MNpefocTaBuUTb
nosb3oBaTesnto. 3T0 TpeboBaHMe oTpaxaeT NOAX0A, NPUHATLIA BO MHOTMX CTpaHax U permoHax.

A.2.6.5 AHa/IM3 COOTHOLLIEHNA pUCK/Moib3a

BO3MOXHbI cnyvaun, Korga puUCK NMPUMEHEHUA MeAMLMHCKOro u3faesnina npesbllaeT Kputepun AOnycTUMOCTU puUC-
Ka. YCTaHOBJ/IEHHbIe MU3rotoBuTesieM. B 6.5 npegycmoTpeHa BO3MOXHOCTb BBEAEHUA B obpalleHne MeaULMHCKOro usge-
NNA C BbICOKOW CTEMeHbl0 MOTEHUNasIbHOTO pYcKa MPYMEHEHUS MpW YCAOBUW, YTO U3rOTOBUTE b MPOBEST B OTHOLUEHWMU
3TOro u3genunsa TlaTesibHOe OLEeHMBaHMe N MOXET MPOAEMOHCTPUPOBaTb, YTO MONb3a OT NPUMEHEHUS LAHHOro mMeau-
LMHCKOro u3genunsa npesbllaeT puck. BaxxHO goBecTn [0 Nosib30BaTesisd CBEAEHUSA O 3HAUYMMbIX OCTATOYHbIX pUCKax n
KOHEYHOU nonb3e, YUTO6bl OH MOT NPUHATH NHPOPMNPOBaHHOE peLleHne (CM. NpuaoxeHue J).

A.2.6.6 Puckn, Bo3HUKaroLWMe BCNeACcTBME BbINOSTHEHUA MepP MO yNpaB/IEHNIO PUCKOM

B 6.6 cogmepxutca mHdopmMauuss O TOM, YTO Mepbl MO YNPaB/IeHUIO PUCKOM, MNPeAnpuHATble OTAE/IbHO UMW B
coyeTaHUM Apyr COPYrOM, MOTYT CTaTb MCTOYHUKOM HOBOIW OMaCHOCTW, OT/IMYHOW OT YXKe U3BECTHbIX, & Mepbl, NpeAnpuUHS-
Tble A1 YMEHbLUEHUA O4HOIo pPUCKa, MOryT NPUBECTU K YBENTMYEHNIO APYTOro puUcka.

A.2.6.7 TMonHoTa ynpas/ieHNs PUCKOM

Ha paHHOM aTane cnefyeT NPOBECTU OLEHMBAHME PUCKOB BCEX M3BECTHbIX OMacHOCTel. Takoe oueHMBaHWe Heob-
X0AMMO AN obGecrneyvyeHUsi YBEepeHHOCTUM B TOM, UTO HM OfHA W3 OMacHOCTeli He ocTaslacb 3a npegenamMy MNOJIHOro
aHasnM3sa pucka.

A.2.7 OueHuBaHne fONYCTUMOCTY COBOKYMHOI0 OCTaTOYHOIo pucka

Mpn ocyuwecTBneHnn npouecca, ONMCaHHOro B pasgenax 4—~6, U3rotoBuTeslb MAEHTUMLMPYET OMNACHOCTH, OLe-
HVYBaeT PUCKN N MPUHUMAET HeobxoAuMble Mepbl MO YMNpaB/ieHUI0 PUCKOM B pamkKax CBOEro npoekra. Ha gaHHom aTtasie
M3roToBUTE/Ib [0J/HKEH OCTAHOBUTLCSH, PacCMOTPEeTb COBOKYMHOE B/IMAHME OTAE/IbHbIX OCTaTOYHbIX PUCKOB U MPUHATHL
peweHre 0 BO3MOXHOCTM fanbHeliweli paboTbl Hag MeAVUUMHCKAM u3genuem. COBOKYMHbIA OCTaTOYHbIA PUCK MOXET
npesBblWaTb YCTaHOB/IEHHbIE W3rOTOBUTENIEM KPUTEPUM AONYCTUMOCTU PUCKA, [aXe ecnu cOocTaB/fawlmne ero oTaeslb-
Hble OCTaTOYHbIe PUCKM BYAYyT [ONYCTUMbI. 3TO KacaeTCs NMpexae BCEero CMOXHbIX CUCTEM U U34eniA ¢ 60/bLLUM YAC/IOM
BO3MOXHbIX PUCKOB. [lake €C/M COBOKYMHbI/i OCTaTOYHbIA PUCK He YAOBNETBOPSET KPUTEpPUAM MaHa MeHeXMeHTa
pucka, N3rotoBuTe/Ib UMeeT BO3MOXHOCTb OCYLLECTBUTbL BCECTOPOHHEE OLEHUBaHMe COOTHOLIEHUS PUCK/MONb3a. YTOObI
onpegenuTb, MOXHO /i BBOAUTb B ObpalleHne MeOVUMHCKOEe U3[enue C BbICOKOW CTeneHbi MNOTEeHUWaslbHOro pucka
NPYMEHeHNs!, HO MPUHOCSLLEe NMPU 3TOM 60/bLUYIO NOJL3Y. OYeHb BaXXHO MPOUHAOPMUPOBATL MOJ1L30BATE/IA O 3HaYU-
MbIX COBOKYMHbIX OCTaTOYHbIX pUCKax, MO3TOMY U3roTOBUTENAM NpeannucaHo BKIOYaTb COOTBETCTBYIOLWYO MHGOpMaLIo
B 9KCM/1lyaTaunmoHHbIe JOKYMEHTbI.

A.2.8 OT4HeT N0 MEHEIKMEHTY puUcCKa

OT4yeT N0 MEHeIXMEHTY pucKa SIBNSeTCS BaHelillel yacTbio dpalina MeHeMKMeHTa pucka. Npegnonaraetcs, 4To
OH [0/IKeH NpeAcTaBNATb CO60l CBOAHYHO MHOPMAaLMIO NO aHasIn3y OKOHYaTesIbHbIX pe3y/ibTaToB MeHeMKMeHTa puc-
ka. OTYeT SABNAETCA LOKYMEHTOM BbICLUErO YPOBHS N CAYXWT AOKa3aTe/IbCTBOM 06ecrneyeHnss N3rotoButesieM yaoBieT-
BOPUTENILHOIO BbIMNOJIHEHNA M/1aHa MEHEMKMEHTA PUCKa, a Takke TOro, YTo NoJslyyeHHble UM pe3y/ibTaTbl NoATBEPXAalT
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OOCTUXeHne nocTaBneHHON uenn. NepBoHadasibHas Bepcus cogepxana TpeboBaHue, YTOObl MPOCMeXnBaeMocTb 6bina
YacTblo OT4HeTa MO MEHEeMKMEHTY pucka. ITo TpeboBaHMe Obl/I0 OTMEHEHO, TakK KakK aHa/in3 Mpoc/iexmBaeMocTV B
OTHOLLEHUWN CJIOXKHbIX U3AENNA 3HAUNTENBHO YC/IOXHAET DOPMY OTHETa NO MEHEAXXMEHTY pUCKa MO CPaBHEHUIO C NepBO-
Ha4Ya/IbHO MNPeAyCMOTPEHHON 06BbeanHeHHOW paboudeiri rpynnoii 1 (JWG 1). OgHako BbINOJIHEHME MPOC/IEXNBAEMOCTU
OCTaeTcs YacTbio halinia MeHeXMeHTa prcka, U 3.5 6b11 U3SMEHEH C YY4ETOM AaHHOro TpeboBaHus.

A.2.9 lNpon3soaCcTBEHHAA N NOCTNPOU3BOACTBEHHAsS MHopmaums

Heob6xoaMMo NMoAYepKHYTb, YTO MEHEMKMEHT puCcKa He 3aKaH4YMBaeTCsl BbIMYCKOM FOTOBOI0 MEAMLVHCKOrO usfge-
nus. MeHe[)KMEHT pUCKa 4YacTO HauMHaeTCs elle Ha CTaauu naeu, Korga MeguLMHCKOe u3fesive oTCyTCTBYeT OU3NYECKMN.
OLeHOoYHble NokKasaTesin pucka MOryT 6bITb YTOUHEHbI Ha CTaAuMn MPOEKTMPOBaHUA M pa3paboTku, 0CO6eHHO B criyvae
N3roToB/IeHNs (DYHKLMOHUPYIOLLEro OMbITHOrO obpasua. MHdopmaumsa ansa MeHefkMeHTa puUcKa MOoXeT NocTynaTb u3
No6bIX UCTOYHMKOB, B TOM 4uC/le U3 NPOM3BOACTBEHHbIX 3anuceit 1 3anucer no kadectBy. O4HaKO HWKAKOW OMbITHLIN
obpaseL, He MOXeT 3aMeHUTb peasibHOe MeAWUMHCKOEe u3denve B MNpouecce ero NpUMeHeHUsi peasibHbIMU MO/b30Ba-
TenAamMu. |_|03TOMy N3roToBuUTe/Ib A0/DKEH OCYLLECTB/IATb MOHUTOPUHT I'IpOVI3BO,£I.CTBeHHOI7I n I'IOCTI'IpOVI3BO,£I.CTBeHHOﬁ NH-
dopMauun. KoTopasi MOXEeT MOBMUATbL Ha onpeAefieHne MM PUCKOB W, CNefoBaTeflbHO, Ha MPUHATUE peLueHui no
MeHeIKMEHTY pucka. V3roToBuTento Takke Heo6XOAUMO YUMTbIBaTb COBPEMEHHbI YPOBEHb Hay4HO-TEXHUYECKOro pas-
BUTUSA U MNPaKTUYECKYIO MPUMEHUMOCTb MEeOULMHCKOro nsgenus. [aHHyio uHdopmauuio criegyeT Mcnosib3oBaTb AN
yAydlleHnss npouecca MeHefKMeHTa pucka. MNpu Haanmumm MNOCT/IPOM3EeOACTAEHHON MHGOpPMaLun MNpouecc MeHemx-
MeHTa pucka CTaHOBUTCS AeliCTBUTE/IbHO UTEPATMBHbLIM MPOLLECCOM C 06paTHOl CBA3bIO.

B HacTosueli BepcuM cTaHgapTa HavMeHOBaHWe [AaHHOro pasgena n3MeHeHO C «[ocTnpoM3BOACTBEHHAA WH-
hopmMauusi» Ha «lMpou3BOACTBEHHASA U MOCTNPOU3BOACTBEHHAs MHDOPMaLUs» MO TOW MPUYMHE, YTO BaxHas WHopma-
LUMA No MeHeMKMEHTY puUcKa MOXeT ObiTb MOJlyYeEHa elle Ha CTaauy U3roTOBMEHUS MeAWUMHCKOro mnsgenus. Tpebosa-
HUSA pasgena 9 Takke 6bIIM NEPEeCMOTPEeHbl, AN TOro YTO6bl MOAYEPKHYTbL 3HavyeHWe MNOoC/ef0BaTe/IbHOCTU AeNCTBUIA,
0XMAaeMbIX OT U3rOTOBUTENS.
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MpunoxeHve B
(cnpaBo4Hoe)

O630p npouecca MeHefKMeHTa pUcka MeaULMHCKUX U3LENWiA

PucyHok B.1 npepHasHauyeH A5s TOro, YToGbl AaTb MOMIb30BAaTesIAM HACTOSLEro cTaHAapTa KpaTkoe npeacTasie-
HMe O Mpolecce MeHeMKMEHTa puUcka MeAMUMHCKUX M3Aenunii. Kak nokasaHo Ha pucyHke B.l. AaHHbIii npouecc siBnseT-
Csl UTEpPaTUBHBLIM, KaXAblli PUCK paccMaTpyBaloT Moc/iefoBaTeNibHO, BO3Bpallasch Ha 60siee paHHWe cTaguu B crydae,

€cnn Mepbl No yNpaB/ieHNo PUCKOM MPUBOAAT K BO3HUKHOBEHMIO HOBbIX OMAcHOCTER MW ec/ii CTaHOBUTCS AOCTYMHOM
He N3BecTHasl paHee MHGOPMAaLIMS.
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Mpou3BoACTBEHHAA
HOCTNPOM3BOACTBEHHAsA OLegHMBaHNe NoIHOro

20

AHanns pucka

OueHnBaHne
pucka

YnpasneHne puckom

OCTaTO4HOro pmucka

MHopmayms

)

1
M i
MpeaycMoTpeHHoe NPUMEHEHWE
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¥

MaeHTnDIKELMA KIBECTHBIX WK NPOTHOIUPYEMBIX ONACHOCTEN (4.3)

Y
Onpenenexns pucxa(oB) ANR KAXAOW ONACHON cUTyaLmm{ui) (4.4)

HeoBXoANMO N yMeHbLeHKe
? (5
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NaenTwhukauma HeoOXoaNMbLIX MEP NO YNIPBRNEHWIO PHCKOM,
pemcTpaura Tpebosanun K YNpaBneHuio puckom (6.2)
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4 (€4) fa Amaer m
MAAVLMHCKAA NONbA

OCTaTOMHLIA pUCK? (6.5)
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ONacHOCTH Wm ONacHuie CUTyaunn

M OKA3LIBAIOT N OHN BNHUAHME
Ha CywecTayowme pucku? (6.6

Bce nu noeHmmumposatHuie
ONACHOCTH PACCMOTPeRb? (6.7

AANReTCca Nu AONYCTHMBIM NOMHEM
OCTaTOMHLIA pHCK? (pasaen 7)

Aa v
Moarorosxa OTYETa NO MEHEDKMENHTY pucka (paaaen 8)

Axanm3 nponmoncraeunoﬁ u nocmpouaacucmaumﬁ
wHhopmaumu (pasnen 9)

1
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PucyHok B.1 — O630p BUAOB AesiTE/IbHOCTM MO MEHeIKMEHTY pUcka MeaULMHCKUX U3AeNnii
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MpunoxeHune C
(cnpaBo4Hoe)

Bonpocskl, Ha KOTOPble HEO6XOAMMO OTBETUTB /1A ONpeaAesieHns
XapaKTePUCTMK MEANLIMHCKOrO U3Ae/us, BAUAIOLMX
Ha 6e30MacHOCTb ero NPMMeHeHNs

C.1 O6uwme NoNoXeHUs

TpeboBaHMe K WU3roToBUTENIO UAEHTUULMPOBATL XapaKTePUCTUKU MeLMUMHCKOIo u3fenus, sausowmne Ha 6e3o-
NacHoOCTb €ero MnpuMeHeHus, cogepxutca B 4.2. PacCMOTpeHue 3TUX XapakTeEPUCTUK ABJSIETCA OCHOBHbIM TpeboBaHvem
B WUAEHTUdUKAUMN OMAacHOCTEeN, CBSA3aHHbIX C MeAUUMHCKMM udgenuvem (cm. 4.3). OgHUM M3 Crnoco6G0B BbIMOJ/HEHMS
[aHHOro TpeboBaHUA ABJ/ISIETCA COCTaB/IEHNE MEPeYHs BOMPOCOB, OTHOCALWMXCA K W3rOTOBIEHWUIO, MPeAyCMOTPEHHOMY
NPYMeHeHNo, npeanosiaraembiM Mofb30BaTesiiM, 0O60CHOBaHHO MPOrHO3NPYEMOMY HeMNpasWU/IbHOMY TMPUMEHEHUIO U
yTUAn3auum MeauumMHCKOro msgenusa. Ecnu 3agasatb 3TWM BOMPOCHLI OT MMEHW BCeX 3auHTepecoBaHHbIX Nul (Hanpumep,
nonb3oBaTenen, cneymuasiMcToB No TEXHNYECKOMY OOCMYXMBaHWUIO, NaUNEHTOB U T. A4.), TO MOXHO MNOMy4YnuTb 6osee nosn-
HYI0 KapTUHY O BO3MOXHbIX ONacHOCTAX. MNMpuBeAeHHbIE HKE BOMNPOCHI MOTYT NMOMOYb B UAEHTUIMKALUN XapaKTePUCTUK
MeANLUVNHCKOro M3Lenus, BANAIOWNX Ha 6e30MacHOCTb ero npumMeHeHusi. Bonpockl, nomoratowue onpenenitb puck ass
nayyeHTa oT NPUMeHEeHN MegNLNHCKUX N3Lenuii Ans AUarHocTuKuy in vitro, cogepxut H.2.5.4 (npunoxeHue H).

[aHHbI NepeyeHb He SABMSETCA MCYEPNbIBAKOWNM NN TUMUYHBIM O BCEX MEAULMHCKUX N3LENWA, B HEFO MOXHO
[006aBNATbL BOMPOCHI, OTHOCSALMECA K KOHKPETHOMY MeAMLMHCKOMY M34efnvio, U nsberatb pacCMOTPEHUS BOMNPOCOB, He
OTHOCAWMXCA K AaHHOMY u3genuio. MNpeanaraetcs Takke paccmarpvBaTb KakAblli BOMPOC He TO/bKO MO OTAE/IbHOCTH,
HO 1 BO B3aMMOCBSA3U1 C APYTMMK BOMPOCaMu.

C.2 Bornipocbl

C.2.1 KakoBO NpefyCMOTPEHHOE NPUMEHEHNE U KakK criefyeT NPUMeHATb MeANLUUHCKoe nsgenve?

PaccmatpuBaemble hakTopbl:

- pOJib MeNLMHCKOro N3aenvs:

- B ANarHOCTUKe, NpodhnnakTuke, MOHUTOPUHTeE, NIe4eHnn nnu obneryeHnn 3abonesaHuns;
- B KOMIMeHcaumn TpaBm Uan prnsnyeckmx HeJoCTaTKOB;
- B 3aMeLLeHNN UM MoauduKaumm YyacTeil Tena uam ynpassieHun 3a4aTuem;

- NokKasaHus K NpUMeHeHIo (HanpyumMep, Npeanoiaraemble rpynnbl Nosib3oBartenei);

- NpegHasHa4yeHo 1N MegULUNHCKOE nsgenve A1 COXpaHeHNsa UNn NoALepXKaHUs XU3HW;

- He06XO0AMMOCTb BMeLLATe/IbCTBA CNELNa/IMCTOB NPY OTKa3e MeSULIMHCKOTO U3aenus.

C.2.2 MpenycmoTpeHa fin uMmniaHtaumsa MmeanumHCKoro nsaenna?

PaccmaTtpuBaemble (PakToOpbl: MECTOHaxXOXAeHWe UMIMJIaHTaTa; XapakTepucTuku npegnosnaraemMbliX Mosib3oBaTe-
neii: BO3pacT, Bec, n3nyeckas akTMBHOCTb; BAIUSIHWE CTapeHus Ha pabouve xapakTepucTuKM MMMaHTaTa; npegnonara-
eMbIii CPOK AeiCTBUSA NMMNJIaHTaTa; BO3MOXHOCTb U3B/IEHYEHUS NMMNIaHTaTa.

C.2.3 MpeayCcMOTPEH /1 N KOHTaKT MEAVULIMHCKOIO U3aenns ¢ nauueHToM nnuv Apyrumm amuamm?

PaccmaTpuBaemble hakTopbl: XapakTep npeanosiaraemMoro KoHTakTa (MOBEPXHOCTHbIA KOHTaKT, MHBa3UBHbIA KOH-
TaKT AN UMNAaHTaunsa) n B KaKA0M c/ydyae — A/IMTEIbHOCTb M YacToTa KOHTakTa.

C.2.4 Kakue wmaTepuasibl WIN KOMIMOHEHTbl BXOAAT B COCTaB MeAMLUMHCKOro W3aesnd, WUCNoJsib3yoTcs
COBMECTHO /IN60 KOHTaKTUPYHOT C HUM?

PaccmatpuBaemble chakTopbl:

- COBMECTMMOCTb C paccMartpuBaeMbIMu BeLLEeCTBaMu;

- COBMECTMMOCTb C TKaHAMW NI BNOTOrMYECKUMU XKULKOCTAMMU;

- XapaKTepuCTUKK, OTHOCALWMeC K 6e30nacHOCTH;

- Ha/IM4Me a cocTaBe MeAULMHCKOro N3aesiua MaTepmasioB XXUBOTHOMO NPOUCXOXAEHUS.

MpumeyaHne — CM. NnpuioxeHue |, a Takke ctaHgapTel cepun (11).

C.2.5 MoxeT 51 aHeprus 6bITb NepegaHa nauneHTy nam BelpaboTaHa nauneHTom?

PaccmaTpuBaemble hakTopbl:

- BUA nepegasaeMoli aHepruu;

- ynpaBJsieHne 3Heprmen, KauecTBo, KOIMYECTBO, UHTEHCUBHOCTb U A/INTENLHOCTbL BO3AENCTBUS;

- ABNAIOTCA /I YPOBHW 3HEPTUN Bbille, YEM B Y)XXe NMPUMEHSAEMbIX NOAOOHbIX U3LeNUsX.

C.2.6 BBOAAT /i1 NayMeHTy Uan BbIBOAAT U3 HEro Kakue-nmbo BewecTBa?

PaccmatpuBaemble chakTopbl:

- CBeieHNA 0 BBEAEHUU UM BbIBEAEHUN BELLECTB,;

- CBEJleH1s 0 TOM, OZIHO 3TO BELLECTBO WUV rpynna BeLLeCcTs;

- [aHHble O MaKCMMa/IbHOW U MWHMMa/IbHOW CKOPOCTW BBeAEHVS/BbIBeAEeHUS BellecTBa M YNpaB/ieHUU 3TUM
npoL,eccom.
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C.2.7 MpoBOgAT AN B MeAULMHCKOM u3genun o6paboTky 6MONOrMYeckux BeLEeCTB A8 WX MNocnenyroLlero
MCNO/Ib30BaHUs, TPaHCHY3UM NN TPaHCNIaHTaLun?

PaccmatpuBaemble hakTopbl: Bug 06paboTkm m obpabaTbiBaemoe(ble) BewecTBo(a) (Hanpumep, ayToTpaHcdy-
318, ananns, 06paboTka KOMNOHEHTOB KPOBW W/ K/1IETOYHAs Tepanus).

C.2.8 CrepunibHO i1 NoOCTaB/sieMoe MeAVUMHCKOe wu3genve, WM OHO MNpefHasHavyeHo Afs cTepunvsaumm
nosib3oBatesieM, Uan HeO6XoANMbI Apyrme BUAbl MUKPOGUonornyeckoii o6paboTkmn?

PaccmatpuBaembie hakTopbi:

- NpegHa3Ha4YeHo /in MegULIMHCKOE u3aenve 4/ O4HOKPaTHOro A MHOTOKPaTHOro NPUMEHEHUS;

- faHHble 06 YCNOBUAX XpaHEeHUS;

- orpaHu4yeHne ymcna NOBTOPHbIX NPUMEHEHWIA;

- cnocob6bI cTepun3auny;

- BO3JelicTBMe Cnoco60B CTepuIn3aunn, He NPeayCMOTPEHHbIX N3rOTOBUTE/EM.

C.2.9 TllpegHa3HayeHO NN MeAUUVHCKOe wu3genue ANns PYyTUHHOW O4YnCTKU U Ae3MHAEKUMN, BbINOMHAEMbIX
nonb3osaTtenem?

PaccmatpuBaembie hakTopbl: BUAbI MPUMEHSEMbIX YUCTAWMUX U AE3NHPULMPYIOWMX CPeAcTB, a Takke /iobble
OrpaHnyeHns vyncna LMKI0B OYUCTKU. KOHCTPYKUMS MeAULMHCKOrO U3aenans MOXET BAUATbL Ha pe3y/ibTaTUBHOCTb PYTUH-
HOM OYMCTKM 1 Ae3vHdekun Kpome TOro, criefyeT yunmtMmsiaTb SAUSHUWE UYUCTALWMX U Ae3UHMULMPYIOWNX CPeACcTB HA
6€e30MacHOCTb WU XapaKTePUCTUKU MEANLIMHCKOTO U3Le/nNs.

C.2.10 BnugeT nn MeAnLMHCKOE U3LENNE Ha Cpeay, OKPYXXaroLLyro naumeHTa?

PaccmatpuBaembie hakTopbi:

- Temneparypa;

- B/I&XHOCTb;

- cocTaB aTMOCHEPHbIX ra3oBs;

- faBlieHue,

- OCBELLEHHOCTb.

C.2.11 NpegHa3Ha4yeHO NN MeANLNHCKOE n3fenve ans nposeaeHns n3MepeHmnin?

PaccmaTpuBaembie hakToOpbl: M3MepsieMble MepeMeHHble, NPaBW/IbHOCTb M TOYHOCTb Pe3y/NbTaTOB W3MEPEHWUIA.

C.2.12 dBngetca nn MeAULNHCKOE U3aernine MHTepnpeTupyrowmm?

PaccmatpuBaemble hakTopbl: CMNOCOGHOCTbL MEAMUMHCKOIO U3genns faBaTb 3ak/1l0YeHWEe Ha OCHOBE BXOLHbIX
WAN NOMTYYEHHbIX B NMpouecce NPUMEHEHUS AaHHbIX, UCMOb30BaHHbIX a/lTOPUTMOB U A0BEPUTESIbHbIX NHTepBanoB. Oco-
60e BHMMaHWe cnefyeT yaenuTb HenpeasyCMOTPEHHOMY NPUMEHEHNIO AaHHbIX U a/TTOPUTMOB.

C.2.13 MNpeayCcMOTPEHO /1 NPUMEHEeHWe MEeOULMHCKOrO W3genns B COYeTaHun C ApYrMMU MeAUUUHCKUMWU UN3-
penvamn, megukamentdMH nnuv apy| ummn meamunHcKumMn cpeaclbamu?

PaccmaTtpmBaemble hakTopbl: MAEHTUUKAUNA MOObIX APYTUX NPUMEHSeMbIX MEAUUUHCKUX W3Aenvid, meamka-
MEHTOB WAN MeAULMHCKUX CPencCTB M BO3MOXHble NPO6/aeMbl, CBSAA3aHHbIE C UX B3auMOAENCTBMEM; peakums nauneHTa
Ha noJsilyyaemMoe sieyeHue.

C.2.14 NMpouncxoanT Nu HexenaTtesibHOEe BblAesfieHne 3Heprun Uin BewwecTs?

PaccmatpuBaemble hakTopbl, CBA3aHHbIE C SHEPrnei: Wym u BUbpauus, Tensno, nsnyveHve (B ToM 4ncrie MOHU3U-
pytloliee, HeuoHM3Upylowee N ynbTpadunoneToBoe/BuaMMoe/MHppakpacHoe Uu3slyvyeHue), TemnepaTypa Ha KOHTaKTHbIX
NOBEPXHOCTAX, TOKM YTEUKWN, INIEKTPUYECKMNE NN MATrHUTHbIE MOJIS.

PaccmatpuBaembie hakTopbl, CBSi3aHHble C BellecTBamMu: BeLLECTBa, MCMOJIb3yeMble NPV U3rOTOBIEHUN, OYNCTKE
N UCMbITAHMAX WM OKasblBalLWune HexenaTenbHoe (U3NosIorMyeckoe BO3AENCTBME B C/ly4dae, €C/IM OHW OCTaloTCsA Ha
nsgenuu.

[pyrve paccmaTpuBaemMble (hakTOpbl, CBSi3aHHble C BellecTBamMu: BbiBeAeHME XUMUYECKUX BELLECTB, MPOAYKTOB
XN3HEAEeATENbHOCTU U BMOMOTNYECKNX XUAKOCTEN.

C.2.15 UyBCTBUTENBHO /1N MELULIMHCKOE U34eNnve K BO34elCTBUIO OKpyXatoLLlel cpenbl?

PaccmatpuBaemblie hakTopbl: NPOU3BOACTBEHHAA cpefa, TPaHCMOPTHbIE CPeAcTBa M YC/IOBUA XpaHeHuA. K HUMm
OTHOCAT: OCBELLEeHHOCTb, TemMnepaTtypy, Bubpauuun, yTeuku, 4yBCTBUTE/IbHOCTb K W3MEHEHUSIM B 3HeprocHabXeHun u
OXNXAEHUN, 3N1eKTPOMarHUTHbIE MOMEXN.

C.2.16 Bo3geicTByeT /i1 MeMLMHCKOE n3fenmne Ha OKpyXatoLLyto cpeay?

PaccmartpuBaemble hakTopsbi:

- BO3/elCcTBME Ha CPeacTBa SHEPrOCHABXEHNSA N OXNaKAEHWS;

- BblAesleHEe TOKCUYHbIX BELLECTB;

- reHepupoBaHue 3/1EKTPOMArHUTHbIX MOMEX.

C.2.17 NmetoTca N pacxofHble Matepyasbl N NPUHaANEXHOCTN, CBA3aHHbIE C MEOVULIMHCKAM U3gennem?

PaccmatpuBaembie pakTopbl: TexHu4Yeckne TpeboBaHUA K pacxof4HbIM MaTepuasiaMm WM NPUHAANEXHOCTAM,
CBfI3aHHbIM C MeAMLUVHCKUM u3fernivem, u obble OrpaHMyeHns AN nosb3oBaTteneli B BblbOpe AaHHbIX MaTtepuasioB
VAN NPUHALIEXHOCTEN.

C.2.18 Heo6xoanMbl N1 TeEXHUYECKoe 06CnyXnBaHue nim kanmbposka MeANLNHCKOro n3genna?

PaccmatpuBaemble hakTopbl BK/1OYAKOT CBEAEHUS O TOM:

- [OMKHbI /1N TeXHUYECKoe 06cnyXmBaHWe WNN KanmbpoBKa BbIMNOSHATLCA OMNepaTtopoM, Mosib3oBaTenemM uan
cneunanncTom;

22



FOCT 1S014971—2011

- Heob6Xo4uMbl NN crieynasibHble BellecTBa WM 06opyAoBaHWe A1 HaA/1exalero TeEXHUYECKOro o6CnyXnsaHus
UM KTMBPOBKMN.

C.2.19 BxoguT N1 B cOCTaB MeEAMLHCKOrO n3aennsi nporpaMmmHoe obecneyeHme?

PaccmatpuBaembie hakTopbl: CBeAeHMs O TOM, AO/HKHO /N NporpamMmHoe obecneyveHne ObiTb YCTaHOBJ/IEHO, Be-
pudmumnpoBaHo, MOAUMULIMPOBAHO WX 3aMEHEHO OMNepaTopoM, Nosib30BaTesIeM U CNeunaucToMm.

C.2.20 VimeeT i1 MeAMLMHCKOE n3fesnie orpaHUyeHHbIN CPOK XpaHeHus?

PaccmatpuBaemble hakToOpbl: COOTBETCTBYHOLLAA MapKMpoOBKa WAWN MHOMKATOPbI, a Takke cBefeHus 06 yTuamsa-
LN MeSULIMHCKOTO U3aennsa Nno NCTeYeHnn cpoka rogHoCTHU.

C.2.21 CyuiecTBYKOT/IM OTCPOYEHHbIE NNW ANUTE/IbHbIE NOCNEACTBUA NPUMEHEHUS MEAULMHCKOIO N3aenma?

PaccmaTpmBaemble hakTOpbl: 3ProOHOMUYECKME U KyMYy/SaTUBHbIe adhdekTbl. K HAM OTHOCAT: BO34eNCTBUE KOPPO-
31N Ha HacocCbl A5 PU3MONONMYECKOro pacTBopa, MeXaHMYecKyl yCcTasioCcTb, ocnabsieHne y3noB Unn KpensaeHwui, Bo3-
gelictBue BuGpauun, UCTUpaHne WA OTKNerBaHUe MapkuMpoBOK, YXyALeHWe CBOMCTB MaTepuanoB Mpv A0/ITOCPOYHOM
NPYMEHEHNN MeULMHCKOro U3aenus.

C.2.22 Kakne MmexaHUYeCKMe CU/bl MOTYT BO3A4ENCTBOBATb Ha MeANLMHCKOe n3genne?

PaccmatpuBaemble hakTopbl: CBEAEeHUA O TOM, ynpasB/seT /in MeXaHU4YeCKUMM CuiaMn, OKasblBaloLnMn BO3AEN-
CTBME Ha MeMUMHCKOoe n3genve, ToNIbKO Nosb3oBaTeslb U Nosib30BaTe/lb COBMECTHO C APYTMMU JINLAMMN.

C.2.23 Uem onpepenisieTcs CPOK CNyX6bl MEAULIMHCKOIO U3aenna?

PaccmatpuBaemble hakTopbl: CTapeHne N3nesnivs U UCTOLLEHNE 3N1IEMEHTOB NUTaHuS.

C.2.24 NpepHa3HayeHo N1 MeauLUHCKOe n3genve Ass ogHOKPaTtHOro npuMeHeHna?

PaccmatpuBaemble (akTOpbl: BO3MOXHOCTb CaMOJIMKBMAALUN MeAULMHCKOro W3Aenus rnocne MpuMeHeHus;
Ha/IM4yMe ykasaHuii Ha To, YTO JaHHOe usgenue yxe 6b1710 MPUMEHEHO.

C.2.25 Heo6xoanmbl N1 6e30nacHbIi AEMOHTaXK U YyTUAN3aUNa MegULMHCKOro N3aenna?

PaccmatpuBaemble hakTopbl: OTXOAbl, BO3HUKAKOLWME MPU yTUAN3auumM MefuUMHCKOro usgenus. Hanpumep, cne-
LyeT OTBETUTb Ha BOMNPOC, COAEPXUT /N faHHOe n3aenine TOKCUYHbIE UM ONacHble BellecTBa Wan BewecTBa, NpurogHbie
A5 NnepepaboTKu.

C.2.26 Heobxogumbl Nu cneuwasibHOe O6y4deHMe WU CrneunasibHble HaBbIKM ANA MOHTaXa WM NpPUMEHEeHUs
MeANLMHCKOro nsgenua?

PaccmatpuBaembie (pakTopbl: HOBU3HA MEAMLVHCKOrO U3AENNA; HaBblKA U 3HAHWUA, HEOOXOAMMbIE A/19 MOHTaxa
[aHHOro nsgenus.

C.2.27 Kakas nHcopmaums no 6e3onacHomMy nNpuMeHeHuo 6yaeT npefocTaB/ieHa nonbL3oBaTesito?

PaccmatpuBaemble hakTopbl:

- cBefeHusa o ToMm, ByaeT v MHopmauua npefocTaB/ieHa KOHEYHOMY MOJb30BaTeNto HenocpeacTBEHHO U3roTo-
BUTENIeM nnn 6yayT 3af4elcTBOBaHbl Apyrve nvua, HanpumMep crneumaincTbl N0 MOHTaxy/yCcTaHOBKe, NOCTaBLMKN Mean-
LMHCKMX YCNYT, MeANLMHCKME PABOTHUKM UK dhapMaLeBTbl, U KaK 3TO MOBJ/IMAET Ha 0byYeHue;

- MHbopmMaums O nyckoHaslaZo4vHbIX paboTax (BBOAE B 3KCrlyaTauuio) 1 nepegaye msgenns KOHEYHOMY MOJSb30-
BaTesl0. a Takke 0 Lenecoobpa3HOCTU/BO3MOXHOCTU MOHTaXa SMLaMn, He MMELWNMU CneuyasibHbIX HaBbIKOB:

- CBefeHNs O HeobOXOAMMOCTU MepeobyyeHns uau nepeatTecTaummn OnepaTtopoB UM OGCAYXMBAaKOLWEro nepcoHa-
Nla ncxopdsa vs npegnosiaraemMoro cpoka cnyxo6bl nsgenvs.

C.2.28 byayT nn Heo6xoaAMMbl pa3paboTka U BHeApeHME HOBbIX MPOU3BOACTBEHHbIX NPOLLECCOB?

PaccmatpuBaemble hakTopbl: HOBblE TEXHOIOMMU UM HOBble MaclUTabbl MPOM3BOACTBA.

C.2.29 3aBuUCUT /N ycnewHoe MpUMEHeHVe MeAULMHCKOro wu3genns OT 4esloBeyeckoro haktopa, Takoro, Kak
nosb30BaTeNIbCKUiA NHTepdenc?

C.2.29.1 MoryT nn 0OCO6EHHOCTM KOHCTPYKLMW MONb30BaTe/IbCKOro MHTepdierica npmBecTn K owunbkam npume-
HeHnA?

PaccmatpuBaemble hakTopbl: OCOOGEHHOCTU KOHCTPYKLUMW NOSb30BaTeNbCKOro MHTepdheilica, KoTopble MOryT npu-
BECTU K OWMbKaM npumMeHeHusi. K HUM OTHOCAT: 3/1IeMEHTbl yNpaBfieHUs WAN WHAMKATOPbl, UCMNOJIb3yeMble CUMBO/IbI,
3ProHOMUYECKNE CBOMCTBA, AM3aiH U3LENUS U CXeMY PpacroflIOKeHUs 3/71IEMEHTOB YMNpaB/ieHUS, Nepapxuio OeNCTBUA,
MEeHI0 AN1A 13genuii ¢ nporpaMMHbIM ynpaBieHVeM, HarfsagHoOCTb npeaynpexgeHuii, XopoLylo CrbILWUMMOCTb CUrHasI0B
TpeBoOry, cTaHAapTHbIE LBeTOBble KOAbl. [JONONHUTE/IbHOE PYKOBOACTBO MO 3KCM/yaTauMoOHHOW NpuUrogHocTu cm. [12], no
cucTteMam curHanusaumm — [13].

C.2.29.2 Ncnonb3yoT NM MeauLMHCKOe u3fenue B cpefe, B KOTOPOW oOTB/iekalolme haktopbl MOryT npuBecTu
K OLIn6KamM NpuMeHeHna?

PaccmatpuBaemble dhakTopbi:

- nocneacTBus OLUMGOK NPUMEHEHNS;

- CBEEHNA O TOM, AB/IAOTCA /1N OTBJ/IeKarowune hakropbl NPUBLIYHBIMW 4J15 MO/Ib30BaTeNs;

- BEPOATHOCTb MNOAB/IEHUS PefKO C/TyHatoLNXCA OTB/IEKaIOLWMX (hakTopoB.

C.2.29.3 VimeeT Nin MeAULIMHCKOE U3fesine coeguHnTesIbHble 4acTu NN NPUHALNEXHOCTN?

PaccmaTpmBaemblie hakTopbl: BO3MOXHOCTb HemnpaBWU/IbHbIX COeAVHEHWA, CXOACTBO C COEAVHEHUSMWU B OPYrux
n3gennsax, NPOYHOCTb COeAVHEeHUsi, o6paTHasd CBA3b MPW MOBPEXAEHUM COeAVHEHUs, a Takke C/IMLKOM MpPOoYHoe uaun
He[0CTaTO4YHO NPOYHOE COeANHEHNE.
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C.2.29.4 imeeT N1 MeLULNHCKOE U3genve ynpaBnsawowmnii uHTepgenc?

PaccmatpuBaemble akTopbl: MPOCTPaAHCTBEHHOE pacrpejesieHne 3/IeMeHTOB ynpaBfieHUs, WX KoAupoBaHue,
rpynnupoBKa, cxema MNPOCTPAHCTBEHHOIO pacnpefenieHns, pexvmbl 06paTHOW CBA3W, rpybble OWUOKWU, He3HauynTeslb-
Hble nNpomaxu, audpchepeHumaums ynpas/ieHUs, KayeCTBO W306padkeHwui, HanpaB/ieHMe aKTUBMPOBAHWA WAN U3MeHe-
HUSA, OUCKPETHOCTb WAN HEenpepbiBHOCTb (OYHKLUMOHUPOBaHUA 3/1IEMEHTOB YNpaB/ieHUs, O6paTMMOCTb HAaCTpOeK Wnun
AelcTBUIA.

C.2.29.5 NimeeT N MeguLMHCKOE nsgenne PyHKLUMI0 0ToBpakeHUss MHhopMaunumn?

PaccmatpuBaemble hakToOpbl: Ka4eCTBO M306paXeHNs B pasHbIX YC/IOBUAX; OpPUeHTauus, 3puTesibHble CNOCOOHO-
CTW MONb30BaTesis; CTeNneHb 3anos/IHEHUA 3KpaHa MOHUTOpPa W MepcnekTMBHOe W306paXeHue; YeTKOCTb MpeacTasB/ieH-
HOV MHpOpMaLMN; eANHNLbI 0TOBPaXeHUs NHPOpPMaLMK; LBETOBbIe KOAbl; AOCTYN K Hanboiee BaXHOM MHdopmaunm.

C.2.29.6 NmeeT N1 MeANLMHCKOE n3aernine MeHIo yrpasneHna?

PaccmaTpuBaemble haKTOpbl: C/OXHOCTb M YMC/IO0 YPOBHEW MEHI0, OCBEAOMJ/IEHHOCTb MO/Ib30BaTe/Il O COCTOS-
HUM MEHI0, Pacrno/IoKeHUe HacTpoek, CNnoco6 MnepemeLleHuss Mexay O6BbekTamu, UYMC/AO LaroB B OOHOM [AencTBuu,
npo6nemMbl YeTKOl MocrenoBaTe/IbHOCTU AENCTBUA U 3aNOMUHAHWS, COOTHOLLEHWE BaXXHOCTU U AOCTYMHOCTU OYyHKLMMU
ynpaB/ieHUs:, a Takke B/ANSHME, OKa3biBaeMoe OTK/IOHEHUSIMUY OT YCTaHOBJ/IEHHbIX ONepauyioHHbIX npoueayp.

C.2.29.7 bygeT nn MeauLMHCKOe usgenme NpMMeHsTbCA Nruamm ¢ 0cobbiMM NOTPEBGHOCTAMU?

Pancmatpusanemblii dakTopbl- npeanonaraemblii NOMbIronaTtenH ero YMCTBEHHble CMOCO6HOCTM U dim3nyeckune
BO3MOXHOCTU, HaBbIKW W MOArOTOBKA, 9ProHOMUYECKME acnekTbl, cpefa nNpUMeEHeHUsa, TpeboBaHMA K YycTaHOBKe/
MOHTaXy, CMOCO6HOCTb NaumeHTa ynpasBasATb MPUMEHEHWEM MeAVLUMHCKOro M3genvs wuiv BO3heicTBOoBaTb Ha AaHHoe
npumeHeHne. Ocoboe BHUMaHWe credyeT yAenATb Nosb3oBaTenssM CO CrneuunyeckuMn noTPebHOCTAMN, TaknM, Kak
fiMua € OrpaHUYeHHbIMU BO3MOXHOCTAMUW, MOXwusble nogyn u getn. K cneumdmnyeckum noTpebHOCTAM MOXHO Takke
OTHECTU NOTPebHOCTb B AOMOJIHUTE/IbHOM MOMOLLM APYroro Avua B npolecce MNpUMEHEHUs MeAULMHCKOro u3gesnus.
CrnenyeT paccMOTpeTb BO3MOXHOCTb MPUMEHEHUS MeAULMHCKOro u3fesima nvuamMm € pasHbiM YPOBHEM MOATOTOBKU U
KY/IbTYPHbIMUY OCOBEHHOCTAMN.

C.2.29.8 MOXHO /i1 MCNOMb30BaTb MNOJIb30BaTE/IbCKUIA MHTEpdenc ANS WHULMNPOBaHUS AeACTBUA NOJSb30Ba-
Tena?

PaccmaTpuBaemMble hakTopbl: BO3MOXHOCTb WHULMMPOBaHUS HaMepeHHbIX AeACTBUI nosb3oBaTens A5 BXoga B
ynpasnsiemblii pabounii pexum, YTO yBefiMuMBaeT PUCKU A1 NauMeHTa; OCBeAOM/IEHHOCTb MO/b30BaTeNns B AaHHbIX
obcToATeNIbCTBAx.

C.2.30 cnonb3yoT /i1 B MeAULMHCKOM N34e/In CUCTEMY CUrHaiM3aumn?

PaccmaTpuBaemble (hakToOpbl: PUCK NOAayn SI0XHbIX CUTHa/IOB TPEBOrW, HecpabaTbiBaHWE CUCTEMbl CUTHasIM3a-
LMWN. OTCOEAVHEHVE CUCTEMbI CUTHaIM3aLMN, HEHaLEeXHOCTb YAas/leHHbIX CUCTEM CUTHa/IM3aunn, a Takke BO3MOXHOCTb
NOHNMaHUN MeANLMHCKMM MepcoHasioM NpuHUMNOB pa6Olbl cnoembl culHanusaumn. PykoboaClbo no cuClemam chi-
Hanunsaumn npmsegeHo B (13].

C.2.31 KakoBbl COCOObI HEMPaBU/ILHOTO MPUMEHEHUS MEeLULMHCKOrO n3genusa?

PaccmaTpuBaemMble hakTopbl: HenpaBu/IbHOE MPUMEHEHWE MepekstoyaTeneii; BbIXO4 U3 CTPOA CUCTEMbl CUTHa-
nMsaumm uam 3nemMeHToB, obecrnedmBalroWwnX 6e30MacHOCTb MNPUMEHEHUS; NpeHebpexeHne pekomMeHAauusiMm MU3roTo-
BUTE/A B OTHOLLUEHUN TEXHNYECKOTO 06CyXBaHUSA.

C.2.32 O6becneumnBaeT M MeAULIMHCKOE N3LeNne XpaHeHne faHHbIX, BaXHbIX ANS BeAEeHUA nauneHTa?

PaccmartpuBaemble hakTopbl: NOCeACTBUSA N3MEHEHNSA UIN UCKAXKEHNSA NaHHbIX.

C.2.33 ABnseTca v MeAULMHCKoe nsgenive MmoobuabHbIM UK NOPTaTUBHBLIM?

PaccmaTpuBaemble hakTopbl: HEOOXOAUMbIE 3aXUMbI, PYKOSATKW, KOsieca, TOpMO3a, MexaHu4deckasi yCTOM4YMBOCTb
M MPOYHOCTb MEAULIMHCKOTO U3aenns.

C.2.34 3aBUCUT NU MPUMEHEHNE MEAULMNHCKOrO U3LEeNUs OT €ero BaXHEMWMX 3SKCMyaTauNoHHbIX XapakTepuc-
TNK?

PaccmaTpuBaemble (hakTOpbl: BbIXOAHblE XapakTepPUCTUKU un3aenvin, obecneymBalomX Xu3HeobecneyeHne opra-
HMU3Ma; cpabaTbiBaHNe CUCTEMbI CUTHa/IN3aLN.

B (1] paccMOTpeHbl BaxHelllne 3KChnyaTalMOHHbIe XapakTePUCTUKN MELULMHCKNX SNEKTPUYECKUX Wn3geniuin un
MeOVLIMHCKMNX 3/1IEKTPUYECKUX CUCTEM.
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Mpunoxexne D
(cnpaBo4Hoe)

KoHuenuun PUCKa, NnpMMeHnmble K MeEAULUNHCKUM U3aennam

D.1 O6wme nonoxeHms

[aHHOe npunoxeHve CcOAEPXUT PYKOBOASLIME YKa3aHWsi MPUMEHUTE/IbHO K CNeAyrowuM KOHLUEMUMSM pUCKa,
BaXXKHbIM /151 MEHe)KMEHTA pycka MeANLIMHCKNX NU38eniA:

* OMacHOCTU N ONacHble CUTyauuu;

- onpepfenieHne p1cka;

- AOMYCTMMOCTb PUCKa;

- ynpaB/ieHNe PUCKOM;

- aHa/IM3 COOTHOLUEHUS PUCK/NOSb3a;

- BCECTOPOHHEE OLleHMBaHNe pucka.

TepMVH «purck» onpefeneH e 2.16 kak «coyeTaHWe BEPOATHOCTM MPUUYMHEHUA Bpeda M TSXKecTu 3Toro Bpefa». Ho
3TO He 3HauuT, 4YTO ANA OonpefeneHns BeNuYMHbl pUcka AdaHHble hakTopbl criedyeT MPOCTO NepeMHOXUTb. OgHUM K3
CNocoboB ONUCaHUA pucka M BU3yasibHOrO BOCMPOM3BEAEHUS CMbICNa, 3a/IOKEHHOrO B ero onpegeneHun, aBnseTcs
NOCTPOEHMe ABYMEPHOW AnarpamMmMbl pucka.

[narpamma pucka, Kak nokasaHo Ha pucyHke D.1. obecneuvmBaeT BU3yaslbHOE MpeAcTaBsieHVe TSHXKeCTM Bpega Mo
ocun X 1 BepPOATHOCTU HacTynneHns Bpeda no ocu Y. [N kak[on onacHOCTU UM OMacHOol cuTyalmy YNC/10BOe 3HayeHuve,
paccuMTaHHOe MCXOAA M3 TSHKECTU Bpeda W BEPOSATHOCTU MPUUYMHEHUS BpeAa, HaHOCAT rpadMyeckun Ha guarpaMmy pricka
8 BUAe oTAe/IbHOW TOYKM. B 3TOM npumepe Ha guarpamMmy HaHeceHbl PUCKU, Be/iMYMHa KOTOPbIX YXe ornpegeneHa

R,R,. o)

Y4

YcnosHble 0603HaYeHSA:
* X — yBenuueHune TaXecTn Bpeaa; * Y — yBesimvyeHne BepoaTHOCTU NPUUYNHEHUSA Bpesa

PucyHok D.1 — lNMpumep gmnarpamMmbl pyUcka

D.2 OnacHoCTW 1 onacHble cutyauumn

D.2.1 O6uwue nonoxeHus

MeguumHCKoe usgenue nNpuYnHSAET Bpes TO/IbKO B TOM C/lydae, Korja BO3HMKaeT MocsiefoBaTe/lbHOCTb COObITUIA,
npMBoAsALWAsa K ONacHOW cuTyauum n BMNOCAEACTBUN K MPUUYNHEHUIO Bpeda. MNocnefoBaTe/ibHOCTb COObITUN MOXET BKJIHO-
yaTb Kak OTAefNlbHOe CoOblTue, Tak U KOMOMHaUMIo cobbITMA. OnacHas cuTyaums cknagbiBaeTcs, Korga /oan, NMyLLecTBo
WM OKpYXatoLas cpeja noABepraroTcs OnacHoOCTU.

MpunoxeHne C coAepXuT PyKOBOAALME yKa3aHUA B BUAe BOMPOCOB, Ha KOTOpble HEOOXOAUMO OTBETUTL AA
onpegeneHnss XapakTepucTuK MeAULUHCKUX U34ennii, BANSIOWMX Ha 6e30MacHOCTb MX NPUMEHeHMs, 4To ByaeT cnocob-
CTBOBaTb MAEHTU(MKaLMM BO3MOXHbIX OnacHocTen. MNpunoxeHne E copepXuT pyKOBOASLIME YKa3aHUs OTHOCUTENIbHO
naeHTUrKaumm onacHocTelr U nocnefoBaTeibHOCTEN COObITUI, KOTOPblE MOTYT MPMBECTM K onacHol cutyaumn. Mpuno-
XeHne H cogepxuT pykoBoOAslWMe yKasaHWs Mo MAeHTUdUKaUMM OnacHOCTe W nocnefoBaTeNlbHOCTeNn CObbITUM, KOTO-
pble MOTyT NPMBECTM K OMAaCHbIM CUTyauusiM U NPUYUHEHMIO Bpeda B OTHOLIEHMW MeAULMHCKUX u3genuii Ans AnarHocTtu-
KU in vitro.
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Heo6xo0aMMo NoAYEepKHYTh, YTO OMacHble CUTyauun MOTyT BO3HMKaTb JaXe B OTCYTCTBUE OTKA30B, T. €. B YC/I0BUSAX
HOPMa/IbHOrO NPUMEHEHUS MEANNUHCKOIO N3LEeNNS.

D.2.2 OnacHble cuTyauuu, SBAsOLWLMecs crieCTBUEM OTKa30B MEAULNHCKOrO U3aenuvs

D.2.2.1 O6wue NonoxeHns

B cnydae, korga onacHasi cuTyalusi BO3HMKaeT BCMeACTBMe OTkasa MeAMLUMHCKOro M3fenuvsi, cnegyet passmyarb
BEPOATHOCTb OTKasa M BEepOSATHOCTb NpuyumMHeHns Bpeda. OTkas MeauLMHCKOro M3Lenvs He Bcerga npuBOAUT K BO3HUK®
HOBEHWIO OMACHOW CUTyauuK, Tak Xe Kak U onacHasi CUTyalusi He Bceraa NpuBoauvT K NPUYMHEHUIO Bpeda.

Ocoboe BHMMaHVe criefyeT yAenAaTb OnacHbIM CUTyauusM, SIBASAIOWMMCSA CNeAcTBMEM OTKa3oB MeAWLMHCKOro
n3genus. BaxHO NoHMMaTb, YTO, Kak NMpaBu/o, 6bIBaOT ABa BUAa OTKa30B, KOTOPble MOTYT NMPUBECTU K BO3HUKHOBEHMIO
onacHol cutyaumn: ciyyaliible U cucTteMaTuyeckmne oTkasbl.

D.2.2.2 OnacHble cuUTyaLuu, SABNSAIOLMECS CNeACTBUEM CrlyvaliHbIX OTKa30B

B OTHOLIEHUN MHOIMX COGbLITUA BEPOATHOCTM BO3HMKHOBEHWS OTKA30B MOXHO MPUCBOWUTH YMC/IOBOE 3HayeHue.
HekoTopble NpuMepbl CNyYaHbIX OTKA30B:

* O0TKa3 YacTu uU3genus, Hanpumep MHTErpasibHOM CXeMbl B 3/1IEKTPOHHOM 6/10Ke:

- MOJlyYeHMe HEeBEpPHbIX pe3y/ibTaToB U3-3a 3arpA3HeHVs ulgenus BcreacTBue cTapeHus IVD-peareHTa (peareHTa
ONA ANarHOCTUKM in vitro)',

* OTKa3 M3-3a Ha/MunsA BO30yauTeneil MHMEKLMA NNN TOKCUYHbIX BELWecTB B/Ha MeAMUVHCKOM mnsgenuu. Konunuye-
CTBEHHOE ornpejenieHne GUOMOrMYECKUX PUCKOB BO3MOXHO TOMIbKO B TOM Crlyvae, Korga MmeeTcsi goctaToudHas nHdop-
Maumss 06 onacHOCTM M 0B6CTOATENbCTBAX, BAMSAIOWMX Ha BEPOATHOCTb BO3HWKHOBEHMWS OMACHOM cuTyauuu, Hanpumep,
npu obecrneyeHnn CTEPUSIBHOCTU. ITY CUTyauUUt0o MOXHO TPaKTOBaTb TakK Xe, Kak cnyd4ariHblli 0TKa3 annapaTtHoro obecre-
yeHus. Bo MHOrmMx Apyrmx cayvasx Haamume BO36yauTesnier MHeKUMA nam TOKCUYHbIX BELeCTB cneayeT paccMmarpuBatb
KaK cuctemartmyeckuii otkas (cm. 0.2.2.3). Puck, BO3HMKalOWMIA M3-3a HaIMUMSA TOKCUYHOTO BeLlecTBa B MaTepuasie
n3genus, cnegyet onpenensAte B cOOTBeTCTBUM € (14). 3TO MOXET rapaHTUpOBaTh, UTO OXUAaemasi cTeneHb NpUYMHEeHUs
Bpefa OT NpPUMEHEHNS MeOULMHCKOTO U3aesinsa Hmxe TOW, KoTopas cnocobHa NpuUYMHUTL Bpes 340pOBbHO0 MoNb3oBaTe-
ns.

D.2.2.3 OnacHble cuTyaLmu, SABNSAIOLNECH CNEACTBMEM CUCTEMATUUECKNX OTKA30B

CucTeMaTUYecKnini 0TKa3 MOXeT OblTb pe3ynbTaToM OWMGKU MPU OCYLLECTBIEHUN N60ro Buaa AesTesIbHOCTU.
OnpepeneHHoe co4yeTaHMe BXOAHbIX AaHHbIX WU YCNOBUI OKpyXatowei cpefbl byaeT cucteMaTudyecks NMpuBOANUTbL K
0TKa3y MeAULUHCKOro N3aenusi, Torga kak B Apyrmx criydasx oTkas He npovsoiigerT.

OwnbkM, NpMBOASALLNE K CUCTEMATUUECKMM OTKaszaM, MOryT ObITb Kak B annapaTtHoOM, Tak U B MporpaMMHomM ob6ec-
neyeHMn n Ha NGO cTaamm paspaboTKn, U3rOTOBJIEHMA U TEXHUYECKOrOo O6CAYXMBaHUS MeAULVHCKOro nsgenus. He-
KOTOpbIle NpPUMepPbI CUCTEMATUUECKNX OTKa30B:

- HEBEpPHO paccuuTaHHbI NNaBKUA NpefoXpaHUTe b HE MO3BOJISIET NPEAOTBPATUTL OMACHYH CUTyaLMio: napameT-
pbl NJIAaBKOro NpefoxpaHnTens MorfvM 6bITb HEBEPHO OnpeaesieHbl WAV HenpaBuIbHO YCTaHOBJ/IEHbI NMPU N3rOTOBEHWMN,
WM HENPaBU/IbHO 3aMEHEHbI MPY PEMOHTE;

- B 6a3e fgaHHbIX NPOrpaMMHOro obecrneyeHns He NPeayCMOTPEHO COCTOSIHME 3amnosIHEHHOCTU: ecnun 6a3a faHHbIX
3anofiHeHa, TO HEesACHO, YTO Aenatb MporpaMMHOMY O6ecrnedyeHuto; BO3MOXHbIM CeACTBMEM MOXeT cTaTb yAasieHue
MMEILLMXCSA 3annceil B LieisiX BbICBOOOXAEHMSA MecTa A1 HOBbIX 3anucel;

- XWAKOCTb, UCMOMb30BaHHasA NpU U3rOTOBAEHUN MEAULVHCKOro U3Aefnns, MMeeT TOUYKY KUMEHUs Huxe Temnepa-
Typbl Tefla yesioBeka: OCTaTKM XWUAKOCTU MOFyT Mpu ornpefefnieHHbIX O06CTOATE/IbCTBaxX MOMNacTb B KPOBb U. BO3MOXHO,
npMBeCTU K amM60uu;

- aHTUTena B Npobe Ha renaTuT He pacno3HaloT HEKOTOpble (HOBbIE) BUAbI BUPYCOB;

- HeaJekBaTHOe ynpaB/ieHNe OKpyXalollein cpefoi uam c6oi B cucTemMax ynpaB/ieHUs1 OKpyarollel cpefon npu-
BOAMT K 3arpsi3HEHMIO AaHHOW cpefibl TOKCUYHbIMW BelLlecTBamMu Ui BO36yANTENSIMN NHAEKLNIA.

TouHOe onpegesieHNe 4acToTbl CUCTEMATUYECKMX OTKA30B 3aTpyAHUTE/IbHO B MEPBYH OYepedb MO CreAyloLnm
npuyYnHam:

- U3MepeHMe 4YacToTbl CUCTEMATUYECKUX oTkasnii TPeByeT GNnbIMMX 3aTpaT YennAeyecKuUx U AeHEeXHbIX pecypcHa
JocTtmkeHne npremnemMolr [OCTOBEPHOCTM pe3yNbTaToB HEBO3MOXHO 6e3 Hannuusa nofpoO6HbIX AaHHbIX O YacToTe OTKa-
30B WM 6e3 3HaHWA NapamMeTpoB, OTHOCSALLMXCS K YNPaBfIEHNIO PUCKOM;

- He JOCTUIHYTO cornacus nNo MeToAy KOIMYeCTBEHHOro onpeaesieHns YacToTbl CUCTEMATMUYECKUX OTKa30B.

MocKoNbKy KOMMUYECTBEHHOE OMNpefesieHNe pUcka B AaHHbIX OGCTOSATeNbCTBAaxX 3aTpyAHEHO, TO AN nNpefoTBpalle-
HUSA ONacHbIX CUTyaunii NpeanoyYTUTesIbHO MPYMEHEHNE POBGACTHbLIX CUCTEM.

D.3 OnpepgeneHne pucka

D.3.1 O6uwme NonoxeHns

[na onpefeneHns pucka MOXHO MCMO/b30BaTb pasHble MeToAbl. HacToswwmin cTaHaapT He TpebyeT NpuUMeHeHust
KOHKpPETHOro MeToZa onpefesieHUst pucka, HO OH TpebyeT MpoBefeHUs npouecca onpegesieHns pucka (cm. 4.4). Mpu
HaIMYMN Heob6XOAUMBbIX AaHHbIX MPeAnoyYTUTENbHEE OCYLLECTB/IATb KONMYECTBEHHOE OrnpefesieHne pucka, O4HaKo Aaxe
8 OTCyTCTBME 3TUX AaHHbIX A/151 ONpeAe/IeHNs pycka AOCTAaTOYHO NPUMEHEHMS Ka4eCTBEHHbIX METOA0e€.

KoHuenumsa pucka aBnseTcsa KOMOMHaumeil cneayowmx AByX COCTaBNAOWMX:

- BEPOSAATHOCTU NPUYMHEHUA BPeaa,;
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- nocneAcTBU NPUYMHEHHOTO BpeAa, T. €. ero TSHKECTU.

Mpw onpegeneHnn pucka cnegyet paccmarpuBaTb:

- MHUUMMpytowee cobbiTue nnm ob6¢cToAaTeNbCTBO [cM. E.3 (NnpunoxeHuve E)];

- nocnefoBaTeNbHOCTb COObLITUM, KOTOpPas MOXET NPMBECTU K BO3HUKHOBEHUIO ONACHOM cUTyauuu;

- BEPOSITHOCTb BO3HUKHOBEHMS TaKOW CUTyaLuu;

- BEPOSATHOCTb TOrO, YTO OnacHasi cCuTyaums NpuBeLEeT K MPUUNHEHUIO Bpeaa.

B 3aBucuMoCTM OT 06/1aCTU MPUMEHEHUS BO3MOXHO PacCMOTPEHME TOJIbKO HEKOTOPbIX 3/1EMEHTOB rpouecca
onpegeneHns pucka. Hanpumep, B Tex cny4asX, Korga Bpen MWUHUMasleH WKW BEpPOATHOCTb MPUYMHEHUS Bpeja He
MOXeT ObITb onpegesneHa, HeT He06XO0ANMOCTU UATU fasiblie NEPBUYHOIO aHaIn3a OnacHOCTU U ee Noc/ieACTBUN.

Puck cnepyeT onpefensitb B BbIPXEHUSAX, 06/1eryarowmx NpuHATUE peLleHnii No ynpasBieH0 PUCKOM, Harnpumep
MCNOoMb3ys WKaNbl N eQUHULbI U3MEPEHNSA Bpeda W BEepOATHOCTU MPUYUHEHUNA Bpeda, oTpaxarwlme dhakTnyeckoe npu-
MeHeHMe npouecca onpegeneHns pucka. Npu aHanMse pucka ero COCTaB/iSOWMe, @ UMEHHO BEpPOSATHOCTb U TAXECTb,
crefyeT aHa/IM3MpoBaTb OTAE/bHO.

[Aunarpamma pUCKOB, KakK NnokasaHo Ha pucyHke D.1. oTobpaxaeT pPUCKW, KOTOpble onpegesieHbl, YTO MMEeeT 3Hauye-
HUe AN fanbHeirwero NPUHATUA pelleHuii. PUCKM HaHOCAT Ha Auarpammy rno mepe mx onpegeneHuns. Matpuubl pucka,
co3faHHble Ha ocHoBe pucyHka D.1. ncnonb3oBaHbl B npumMepax, NPUBEAEHHbIX B HACTOSALWEM MPUIOXEHUN. ITO He
O3HayaeT, YTO [aHHbIA MeTo4 NMPUMEHUM KO BCEM MEAULMHCKAM U3LENUAM, O4HAKO OH MOXET ObITb NOsie3eH BO MHOTUX
cnyyasx. Ecnn guarpammy pycKoB WiV MatpuLy PUCKOB MCNOJb3YIOT AN rpajauumn puckoB, TO NPUMEHEHVe auarpaMmmbl
WA MaTpulbl KOHKPETHOrO puUcCKa [/ KOHKPETHOro cny4as (C COOTBETCTBYHOLMMWU Pa3bACHEHUAMM) OO/KHO ObITb
o60CcHOBaHo.

D.3.2 BepoAaTHOCTbL pucka

D.3.2.1 O6wme nonoxeHns

B KOHKpPETHbIX 06CTOATENLCTBAX MPU HA/IMYUN HEOOXOAUMBIX AAHHLIX MPEANOYTUTESIbHBIM ABNAETCA pasfeneHune
YPOBHEWN BEPOATHOCTM pPUCKa MO KOMMYECTBEHHbIM XapakTepucTukam. Ecnm 3To HEBO3MOXHO, TO M3roTOBUTENb OO/IKEH
npefoCTaBUTbL OMMCaHMe MO KavyeCTBEHHbIM MNpu3Hakam. Xopollee onucaHue MO0 KavyeCcTBEHHbIM Mpu3Hakam Jfydile
HETOYHOro OMMCaHWA MO KOJIMYECTBEHHBIM XapakTepucTukam. MNpu pasgeneHnn ypoBHe BEPOSATHOCTU puUcCKa MO Kauye-
CTBEHHbIM MNpU3HakaM W3roTOBUTE/Ib MOXET WCMOMb30BaTb AECKPUNTOPbI, NpeAHasHayeHHble A8 KOHKPeTHOro meau-
LIMHCKOro n3aesnns.

D.3.2 J OnpepeneHne BEPOATHOCTU pUCKa

HecmoTps Ha TO, 4YTO hakTUMUeCKN BEPOATHOCTb MNpeacTaBfseT cO60i HernpepbiBHOE MHOXECTBO, Ha MpakTuke
MOXHO WCMO/Ib30BaTb AMCKPETHOE YMCNO YPOBHel. B 3aToM cnyyae u3rotoBuTeslb HA OCHOBe MpejnosiaraemMoli AoCTo
BEPHOCTU onpejesieHnss BEPOATHOCTM PUCKa pellaeT, CKOMIbKO YPOBHel BepOSATHOCTM Heobxoammo. Yem 6Gonblue npeg-
nonaraemas AOCTOBEPHOCTb, TeM 60/iblle YPOBHeE BEPOATHOCTU HEO6XOAMMO MCNOo/b30BaTb. [As o6neryeHns npuHs-
TUS pelleHuii criegyeT MCMNosib30BaTh, Kak MUHUMYM, TPU YPOBHS BEPOSATHOCTU. YPOBHW MOryT ObITb onucaTesibHbIMU
(pUCK ManoBepoATEH Ha MPOTSHKEHUN XUIHEHHOrO LMKIA MEeAULMHCKOro U3fenusi, BEPOATHOCTb BO3HUKHOBEHUS puUcCKa
— HECKO/IbKO pa3 Ha MPOTSHKEHUN XU3HEHHOrO UMKIa U3LeNusi, BEPOSATHO 4acToe BO3HWKHOBEHME pucka u T. A4.) nnauv
MOryT ObITb BblpaXeHbl cumBonamu (P1, P2 n 1. a.). IsrotoBuTeNto cnenyeT HYeTko onpeaesintb YPOBHN BEPOSATHOCTU, ANA
TOro 4To6bl HEe BO3HMKa/10 NyTaHuubl. OCO6EHHO pe3y/ibTaTUBHbIM CMNOCO60M SABASETCA onpefesieHne YMCAO0BbIX 3Hade-
HWUI ANS AUCKPETHBLIX YPOBHEIA.

OnpegeneHne BepOATHOCTM pucCKa BK/HOYaeT BCe OGCTOATENLCTBA U BCHO MOCNeAO0BaTeNIbHOCTb COObLITUIA, Haun-
Hasi OT BO3HWKHOBEHMWSI MepBOHAYa/IbHOM MPUYMHBI M 3akaHuyMBas MpPUUYMHEHMEM Bpeda. PaccMoTpeHne BeposTHOCTU
NPUYMHEHNS Bpefa CBA3aHO C BO3MOXHOCTbHO BO3HMKHOBEHWSA OMAacHOCTWU. EC/IM HET ONacHOCTW, TO HE MOXeT ObITb U
Bpefa. Takmm o6pas3om, npu onpefeneHnn BEPOATHOCTU MNPUYMHEHUSA Bpefa HeobXOoAMMO YUUTbIBaTb BO3MOXHOCTb
BO3HNKHOBEHUSA OMacHOCTU, YTO NoAapasymMeBaeT OTBETbI Ha CriefyoLLne BOMNPOChI:

- BO3HMKAET /11 onacHasa cuTyaums B OTCYTCTBME OTKasa MegULNHCKOIo U3aenus;

- BO3HMKaEeT /1N onacHas cutyaumsi B yC/10BUSX 0TKa3a;

- BO3HUKAET /11 onacHas cuTyaums TONIbKO B YCNIOBUAX MHOXECTBEHHbIX OTKa30B;

- HacCKoJIbKO BEPOSATHO, YTO OMnacHas cuTyaunsa npuBeaeT K NPUYMHEHMIO Bpea.

Ha BepoATHOCTb TOro, YTO onacHas CUTyauus NpUBEAET K MPUUYUHEHUIO Bpeaa, BNSAIOT XU3HEHHbIA LMK Mean-
LMHCKOTO N34e/1s U YNCIO Taknux U3aeninii Ha pblHKe.

[Ons onpegeneHns BEPOATHOCTU PUCKa OObIYHO NMPUMEHSIKOT CEMb NOAXOA0B:

MCNO/Ib30BaHVe COOTBETCTBYIOLWMX JAaHHbIX, OTHOCALLMXCA K ICTOPUN MeANLMHCKOrO U3[eNus;
NPOrHoO3MpoBaHne BEPOATHOCTU PUCKa C UCMNOJIb30BaHWEM aHASIUTUYECKUX METOL,0B NN MOAENNPOBaHNS;
NCNOJIb30BaHNE 3KCNEPUMEHTA/TbHBIX LAHHbIX;

ncnonb30BaHWe nokasaresieil HaAeXXHOCTU;

MCNOJIb30BaHMe AaHHbIX, NO/IYYEHHbIX B MPOLLEeCCe N3rOTOB/IEHNS;

NCNosib30BaHne NOCTAPON3BOACTBEHHOW HGIOpMaLNK;

MCNO/Ib30BaHNe 3KCNEPTHbIX 3aKOYEHUIA.
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Bce 311 nogxoabl MOXHO UCNO/Mb30BaTb Kak No OTAENbHOCTU, Tak U B KOMOUHaLUuMW. MepBble TpY Noaxoaa AB/SAT-
CA B3aMMOZONOJTHAILWNMN: KaxXAbI N3 HUX MMeeT CBOWU CW/bHble U cnabble CTOPOHbLI. TaM. rae BO3MOXHO, cregyeT
MCNO/Ib30BaTb HECKO/IbKO NOAXOAO0B. TakMm 06pa3oM MOXHO 06ecneynTb He3aBUCUMYIO MPOBEPKY OAHOro noaxoga c
NOMOLLBI APYrnX, YTO CNOCOGCTBYET MOBbILIEHMNIO AOCTOBEPHOCTM pe3y/ibTaToB. B criyyae, ecsim 3Ty Noaxoabl Hesb3s
MICMOJIb30BaTh UM UX NPUMEHEHNE ABJIAETCA HeA0CTaTOUYHbIM, CnefyeT NOMIOXUTBLCSA Ha 3aK/Ilo4eHNe IKCMNepPTOoB.

D.3 J.3 Pucku, BEPOATHOCTb KOTOPbIX HE MOXET ObITb onpeaeneHa

JlocToBepHOCTL OnpeaenieHns BEPOATHOCTU pPUCKa MOBLILWAETCS, KOrga Ha OCHOBE TOYHbIX U HafeXHbIX OaHHbIX
MOXeT ObITb MPOBELEeHO KO/IMYECTBEHHOE oOnpefesieHne BEPOATHOCTU PpuUCKa WAM KOrga BO3MOXHO 060CHOBaHHOe
onpegenieHne BepOATHOCTU pUCKa MO KayeCTBEHHbIM Mpu3Hakam. OfHaKo 3TO He Bcerga oOcylwecTBMMO. Hanpumep,
BEPOSATHOCTb CUCTEMATMUYECKMX OTKa30B, TakMX KakK onucaHHble B D.2.2.3, onpegenutb 4pe3BblyaiHO TpygHo. Ecnun
TOYHOCTb OMnpefeneHns BEePOATHOCTU pUCKa CTaBUTCHA MOf COMHEHMe, TO 4YacTo OblBaeT HeobXo4MMO YCTaHOBUTb
LWUMPOKMIA Anana3oH BEepOSTHOCTM pUCKa WAW YCTaHOBWUTb, YTO TOYHOCTb OMpeAesieHMs BEepPOATHOCTM puUCKa He Xyxe
HEKOTOPOW KOHKPETHOM Be/MYnHbI. MOXHO MPUBECTM MPUMepbl ONACHOCTEN, Korga O4YeHb TPyAHO OonpefenuTb BeposT-
HOCTb puCKa;

- OTKa3 NporpaMmMHOro o6ecreyeHus;

- caboTax MIN HeCaHKLMOHNPOBaHHOE BMeLIATeIbCTBO B KOHCTPYKLMIO MEANLMHCKOrO N3Lenus;

- HOBbI€ OMNACHOCTMW, NpMpoAa KOTOPbIX elle MA0X0 ulyveHa (Hanpumep, HeAOCTaTOYHOE 3HaHWe MHUUUPYOLEN
CNOCOBGHOCTM BO30OYAMTENA Takoro 3abosieBaHus, Kak rybuatasd aHuedhasionatvusi KPyrnHOro poratoro ckoTta, MellaeT Ko-
NnyecTBEHHOMY OMpeaesIeHNIO pucKa nepegayn AaHHOro 3abonesaHuns);

- HEKOTOpble TOKCUMKOJIOTMYEeCKNEe OMacHOCTU, TakmMe Kak Ha/lmyme reHOTOKCUYHbIX KaHLLepOreHHbIX BeleCcTB U CeH-
CNBUIN3aTOPOB. KOraa 6bIBaeT HEBO3MOXHO YCTaHOBUTL MOPOroBYH0 BE/IMYMHY BO3LENCTBUSA, HUXE KOTOPOW He HacTyna-
eT a(pPeKT TOKCUYHOCTW.

B oTcyTcTBME faHHbLIX O BEPOATHOCTU MPUYMHEHUNA Bpefa HEBO3MOXHO OMNPeAenUTb BeIMUYMHY puUcka U 0ObIYHO
HEO6X0AMMO OLEeHMBaTb PUCK TO/IbKO Ha OCHOBaHWUW XapakTepa Bpega. Ecnm MoOXHO caenaTb BbIBOA O TOM, 4YTO onac-
HOCTb MMeeT He3HauuTesIbHble MpaKTU4eckue nocnefAcTBUA, TO PUCK MOXET ObITb COYTEH AOMNYCTUMbIM U B Mepax Mo
yrnpaBsIeHNI0 PUCKOM HeT Heo6xoauMmocTu. O4HaKo ANSA 3HaYMTesbHbIX OMacHOCTEl, Takux Kak npuBefeHHble B D.3.2.3,
KOTOpble MOM/N 6bl MPUYNHUTL BpeL BbICOKOW CTEMeHU TSXKECTU, He MOXeT OblTb YCTaHOBJ/IEH YPOBeHb BO3eliCTBUS,
COOTBETCTBYHLUNIA HACTONBKO HU3KOMY PUCKY, KOTOPbIM MOXHO 6b1/10 6bl MpeHebpeyb. B Takmx cny4dasx Be/MYMHY pyUcka
cnefyeT onpeaenaTb UCXOAA N3 BEPOATHOCTU BO3HUKHOBEHWUS Havbosiee HeGNaronpusaTHOrO NPOrHO3MPYeMoro BapuaH-
Ta. B HEKOTOPbIX c/lyyasx yAoOHO MO yMOTHaHUIO YCTaHOBUTL 3HaYeHWe BEPOSATHOCTM OTKa30B paBHbIM eAnHULE N Mepbl
Mo ynpas/IEHNIO PUCKOM OCHOBbLIBaTb Ha WUCK/IOYEHUN OMAcHOCTW, YMEHbLUas BEPOATHOCTL Bpeda A0 AONYyCTUMOro ypoB-
HS UM YMeHbLUasa TxecTb Bpeda (cm. D.4).

O6bIYHO cUMTaeTCs, YTO CyLecTBYeT obpaTHas 3aBMCUMOCTb MeXAY OT/IaXXEHHOCTbIO MPOLECCOB, UCNO/b3yeMbIX
NPV MPOEKTUPOBAaHUM N pa3paboTKe CIIOXHbIX CUCTEM, U BEPOATHOCTbLIO BbIABMEHUA W/IN HEBBLISAB/IEHUA CUCTEMATUYEC-
KMX OTKa3oB. YacTo Lesiecoobpa3Ho orpeaesnnTb HEOO6XOAMMYKO CTerneHb OT/IaXKeHHOe™ rpouecca MPOeKTUPOBaHUA U
pa3paboTku C yyeTOM TSHKeCTVM MOCNeACTBUIM CUCTEeMaTUYecKMX OTKA30B M pe3ynbTaToB Mep MO YNpaB/IEHUNIO PUCKOM,
BHELUHMX MO OTHOLUEHUIO K MeAULIMHCKOMY M3Aenuvio. Yem Tskenee nocnefiCTBUA OTKa3OB W He3HauuTeslbHee pesysibTa-
TUBHOCTb BHELIHUX Mep MO YrnpasB/IEHNIO PUCKOM, TeM 60siee OTNIaXEHHbIM AO/DKeH ObiTb MPOLEecC NPOEKTUPOBaHUA Y
pa3paboTKu.

D.3.3 TsxkecTb Bpena

ANna pasfeneHnsa TsHKecT BO3MOXHOIMO Bpefia Ha YPOBHW W3rOTOBUTENIO CrefyeT WCMNOoJb30BaTb AECKPUMTopbl,
nogxogswme AN MeAUUMHCKOro msgenus. MNMoHATue TshkecTu Bpefa hakTmueckn npefcTaBnsieT co60i HenpepbiBHOE
MHOXEeCTBO, OflHaKO Ha MNpakTukKe AN 06/er4yeHns aHasiM3a MOXHO WMCMO/Ib30BaTb AWCKPETHOE YMC/I0 YPOBHEW Tsxec-
TN. B Takmx cnyvyasx uM3rotoBuTeNlb caM yCTaHaBNMBaeT HEO6XOAMMOE UYMC/I0 YPOBHEN TAXeCTU U cnocob ux onpenene-
HUS. YPOBHN MOryT ObITb onucatesibHbIMU (He TpebyeTcsa MeAuLUMHCKOe BMeLaTesibCTBO, TpebyeTcsa MeauumMHCKOoe BMe-
LaTeNbCTBO. TpebyeTcs rocnutan3auns, BO3MOXEH MeTalibHblli ncxod v T. A.). OHU Takke MOryT ObiTb BbIPaXeHbl
cumBosiamn (S1. S2 m T 4 ), HO A TakOM C/lyyae KaxAblii CMMBON [O/DKEH OblTb 4eTKO onpegeneH R no6om cnyvae
onpegeneHve ypoBHe TSXECTN He J0/DKHO BK/IOYATb KaKo-Nmbo aneMeHT BepOATHOCTM (CM. npumepsbl B 0.3.4).

M3rotoBuTeNt0 HEOOXOANMMO Bbl6paTb M 0O0OCHOBATb YPOBHU TSHXKECTU AN KOHKPETHOrO0 MeAMUMHCKOro n3genus
NPy YeTKO YCTaHOB/IEHHbIX YCNOBUAX €ro NPUMEHEHUS.

D.3.4 Npumepsbl

D.3.4.1 AHanus prcka no KayeCcTBEHHbIM MNpu3HaKkam

Ana aHamn3a pucka Nno KayeCTBEHHbIM MpuU3HakaM MOXHO MCMNOJIb30BaTb HECKOJIbKO MOoAXO0A0B. TUMNWYHBLIM MNOA-
X0A0M SABNSAeTCA npuMeHeHne matpuubl NXM ans onucaHus BEPOATHOCTU W TSXKECTU pucka A1 KaKAOW onacHOWm
cutyaumn. OnpegenstoT N ypoBHeli BepoOATHOCTM M M ypoBHeW TshkecTW. Kaxablii anemMeHT MaTpuubl npeacrtaBnseT
coboii noarpynny MosiIHOro Habopa BO3MOXHbIX PUCKOB. 3MeMeHTbl MaTpuubl 06pa3oBaHbl NepeceveHVeM AuanasoHa
BO3MOXHbIX BEepOSATHOCTEN M Amana3oHa BO3MOXHOWM TSHXKeCTU (BO3MOXHbIX MOcneAcTBuin). NMpocTbiM NpUMepoM SBNSA-
eTca marpuua 3x3. OCHOBaHHasi Ha onpegeneHusix, B3saTbix U3 tabnvy D.1 n 0.2. N3rotoBuTento criegyeT AaBaTb onpe-
[efeHns B COOTBETCTBMW CO CNELNdUNKOA KOHKPETHOro usgenus; onpeaeneHns Ao/MKHbl ObiTb HACTO/IbKO TOYHbIMU,
4YTO6bI MOXHO 6bI10 06ecneynTb BOCNPOU3BOAMMOCTb NX MPUMEHEHUS.
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Tabnuua D.1 — YPOBHM TSXKECTN N0 Ka4eCTBEHHbIM MNpU3HaKam

OnpepeneHne TAXeCTn OnucaHue
3HauuTenbHas CmepTb, uin yTpaTa OyHKUMIA opraHn3ama, UM nsmeHeHne aHaToOMMU4YeCcKoro cTpoe-
HWA Tena
YmepeHHas O6patMmas unun HesHaunTelbHasa TpaBma (MopaxeHue)
MpeHebpexnmo manas OTcyTCcTBME TPaBMbl (MOPAXEHMUS) NNU OYEHb HE3HAYMTEIbHasA TpaBMa (MopaxeHune)

Tabnvuya D.2 — YPOBHU BEPOSATHOCTY MO Ka4eCTBEHHbIM NPU3HaKam

OnpepgeneHne BepoOATHOCTHU OnucaHue
Bbicokas OueHb BEPOATHbLIN, HaCcTO BCTpevaroLwmniica puck
CpepgHss BO3MOXHbIi1, HO HE YaCTbIli pUCK
Hwn3kas OO6bIYHO HEBO3MOXHbIN, peaKunii, OTAaNeHHbI pUCK

Mpn ncnonb3oBaHUM B CTPOKax MaTpuLibl 0603HauveHn BEpPOATHOCTN, a B CTOI'I6LLaX — 0603Ha4YeHn i THXKECTU

MOXHO co3AaTb MaTpuly pucka 3x3. Pucku, kotopble onpegesneHbl (R, R,, /3- **)s HEOGXOANMO 3aHECTW B COOTBETCTBY-
toLLMe 3NEMEHTbI MaTpULbl. MoyYeHHbI pe3ynbTaT M306paxkeH Ha pucyHke D.2.

YPOBHU TAXECTHU
MO KayeCTBEHHbIM Nnpu3Hakam

YPOBHU BEPOATHOCTU MO MpeHebpexxMmo YMepeHHas 3HaunTeNLbHaS
KayeCTBEHHbIM Npu3Hakam MaUsias
Bbicokas ro
CpepHss *4 *5+G
Huskasn *3

PucyHok 0.2 — Mpumep matpuubl pucka 3x3 rno ka4eCTBeHHbIM Npu3Hakam

D.3.4J MonyKONNYECTBEHHbIN aHaIn3

B AaHHOM MyHKTe NpuBeAeH NpuMep MOMyKoIMYeCcTBEHHOro aHanusa. Lkana sBfsieTcs MosyKoNMYeCcTBEHHOM,
TaK Kak 3HauyeHUs1 BEPOSITHOCTU onpejesieHbl HETOUHO, HO U3BECTHO, YTO OHM HaxoAATCA B rpaHMLax KOHKPeTHOro avana-
30Ha (T. e. onpeAgesieH NOPSAOK BeNNUMHbI). PelleHNss MPUHUMAOT, COOTHOCS 3HAYeHUsI BEPOATHOCTU C YPOBHSAMU TsXe-
CTU, & He C YMC/OBOI WKasiol. Ha NpakTuke YpoBEHb TSHXKECTU PeaKo onpeaensieTcsl KONMMUYECTBEHHO, T. K. 9TO HEBO3MOX-
HO MO OTHOLUEHWIO K TakKUM COBLITUAM, KakK JIeTa/IbHbIA UCXOZ, CTOMKOe HapylleHWe COCTOSIHMS 3[0POBbsi UM Mopaxe-
HUe. yrpoxatoLiee XU3HW.

B paHHOM npumepe UCMO/b3YT MaTpuuy pucka 5x5. YPOBHU BEPOATHOCTU U TSXKECTU yCTaHOB/EHbl B Tabnuuax
D.3 1 D.4 coOTBETCTBEHHO.

Tabnuua D.3 — Mxb ypoBHeW rsxxeClu nn ka4eClbeMHbIM NpU3HaKam

OnpepeneHne TSHXeCTn OnucaHune
KaTacTtpodhmueckas BefeT K cMepTy NayueHTa
Kputnueckas BeieT K CTOWKMM HapyLUEHUSAAM COCTOSIHUS 30POBbS U/ K MOPAXEHUAM, YTPoXaro-

WM XXN3HU

3HaunTeNnbHas BeAeT K NopaxXeHUsIM U1 HapYLLUEHUSIM COCTOSIHUSI 3[0POBbS, TPebyroLwmum npodec-
CVOHa/TbLHOTO MeANLMHCKOro BMelLaTe/ibCcTBa

He3HauuTenbHasi BegeT K BpeMeHHbIM HapyLleHUsiM DyHKLMI opraHuama Uiy K HapyLeHUsiM COCTOS-
HUS 340POBbS, He TPEBYIOLLMM NPOEeCCUOHAIBHOTO MEANLMHCKOTrO BMellaTeIbCTBa

MpeHe6pexmmo Manas BblpaxaeTcsi B Hey106CTBE UV BPEMEHHOM ANCKOMdopTe
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Tabnuua D.4 — YpoOBHN BEPOATHOCTM NPU NOSYKONINYECTBEHHOM aHa/ln3e

OnpepageneHvie BEPOSITHOCTU Mpumepbl AranasoHa 3HaYeHW i BEpOSITHOCTU
YacTasd £10"
Bo3moxHasi <10*3un S10™
anunsognyeckasi <10 un N10-5
OTpasieHHas <1051 S10"6
HeBo3MOXHas <10"6

OnpefeneHns BEPOATHOCTM MOTYT ObITb pasHbIMK A1A pa3HbIX BUAOB MpoayKuuu. Hanpumep, U3rotosuTtesi Mo-
XeT BblbpaTb 0ANH HAbOp onpeeneHui AN PeHTreHOBCKMX annapaTtoB M ApYyroi — AN CTEPUIbHON ofexabl ogHopa-
30BOr0 NpUMMeHeHus. B 3aBMCUMMOCTM OT 06/1aCTU NMPUMEHEHNSA MOTYT ObITb MCMOMbL30BaHbl pa3Hble Nokasaresin BeposT-
HocTW. Lkana BepoATHOCTU MOXeT BK/IKOYATb «BEPOATHOCTb MPUUYUMHEHUA Bpeda MNpu OOHOKPATHOM MPUMEHEHUU»,
«BEPOATHOCTb MPUYMHEHUA Bpeaa Npu NPUMEHEHUU OLHOr0 U3LEeNnNA>. «BepPOATHOCTb NPUYUHEHUA Bpeja 3a OOWH 4ac
NpUMeHeHNs N3Lenusa» n 1. 4.

Pa3nnyaroT HEeCKOSIbKO CTaTUCTUYECKUX (PAaKTOPOB, BaXHbIX OJ/1A aHa/n3a BepOATHOCTU NPUYMHEHUS Bpeda. 3Tn
cTatuctnyeckne hakTopbl BK/IHOYAOT NOMUMO NPOYEro OTBEThI Ha CreAytoLine BONPOCHI:

- Kak yacTo npuMMeHsIl0T paccMaTpMBaeMoe MeanuynHCKoe nsgenve?

- KakoB CPOK XW3HN MeAULNHCKOro n3genua?

- KakoB cocTtaB nonynsuunii nonb3oBaresiei 1 nauneHToB?

- CKoNbKO nonb3oBartesieii/naLmeHToB NoaBepraincb BO3AeNCTBUIO MEOVULIMHCKOTO U3aenna?

- Kak gonro v npm kakmx o6cTtoAaTenbCTBaxX Nofnb3oBatenn/naumeHTbl NogBepraiMcb BO3LEACTBUIO MeAULMHCKOro
n3genna?

Puckn, koTtopsblie onpegernendsl (R,. R* 3aHOCAT 8 COOTBETCTBYIOLME 3/1IEMEHTLI MaTpuubl. NMpumep 3anon-
HEHHOI MaTpuubl 5X5 NpnBeaeH Ha pucyHke D.3.

YPOBHU TAXKECTU MO Ka4eCTBEHHbIM Npu3Hakam

YPOBHU BEPOATHOCTU NpU MpeHebpe-
He3Hauu- Kputnyec- KaTtacTtpo-
NMOTYKO/INHECTBEHHOM XVMO CepbesHas
TenbHas Kas domyeckas
aHannse manas
YacTtasn
Bo3moxHas ro
anusoanyeckas ry «5
OTpaneHHasn
HeBo3MmoOXxHas *3

PucyHok D.3 — MprMep MaTpurubl pyrcka Npu noslyKosiMyecTBeHHOM aHan3e

MomyMo maTpuy, 3x3 U 5X5 MOXHO MPUMEHSTbL ApyrMe MaTpuvubl, OAHAKO A1 MaTpuy, C 6ofiee yeM MSTbio
YPOBHSIMM MOXeT NoTpe6oBaTbCsA 3HAUMTE/IbHO 60/1blie AaHHbIX, A1 TOr0 YTOGbl AaHHbIE YPOBHU CYLLIECTBEHHO OT/nYa-
nuck apyr ot apyra. Heo6xoAMMOo [OKYMEHTa/IbHO O6GOCHOBATb BbIGOP MaTpuL, M 3HAYeHWs nokasaTesieli Ha BbIXoe.
CneflyeT Takke Y4YecTb, UTO TPEXYPOBHEBbIE MATPULbl He BCerga sIBMSOTCA A0CTATOYHO TOUHLIMU ANS NPUHATUS Npa-
BW/IbHOTO peLLeHust. HeCMOTpsl Ha TO, YTO B KauyecTBe MPMMEPOB NpuBeAeHbl MaTpuubl 3x3 1 5x5, HET HEO6XOAUMOCTMU
BbIGUPATb UCKIOUNTENILHO MeXay HUMWU. HanprumMep, Matpuua 4x5 Takke MOXeT 6bITb YMECTHa B JaHHOM C/ly4ae.

D.4 OueHMBaHWe pycKa 1 A0NyCTMMOCTb pucka

HacTosilmii cTaHaapT He ycTaHaBNMBaeT YPOBHU AOMNYyCTUMOCTM puUcKa. ATO pelleHne OCTaeTcsl 3a U3roToBUTeNeM.
MeTo/bl onpeaeneHnst AoMyCTUMOCTU pUcKa BK/IOUAKOT MOMUMO MPOUNX:

- MCMOMb30BaHNe MPUMEHUMbIX CTaHAAPTOB, YCTAHAB/IMBAOLWUX TPEGOBAHWUS,, COOTBETCTBME KOTOPbLIM YKa3biBaeT
Ha AOCTMKEeHNe A0NYCTUMOrO PUCKa B OTHOLIEHNM KOHKPETHbIX BUAOB MEAULMHCKUX U3a4enuii U oTaenbHbIX PUCKOB;

- CpaBHeHVe YpOBHEel prcka, OUYeBUAHbIX /15 YXKE NPUMEHSIEMbIX MeAULMHCKUX U3aenuii;

- OLUEeHMBaHME AaHHbIX KNMHUYECKUX UCCNeAoBaHni, 0CO6eHHO NpY MOUCKE HOBbIX TEXHOMOTUIA UM HOBbLIX Npeayc-
MOTPEHHbLIX MPUMEHEHU, C YYeTOM COBPEMEHHOIO YPOBHSI HAayYHO-TEXHUYECKOIO Pa3BUTUSI U MMetoLleincsa nHdopmauum
No HOBbLIM TEXHOJIOTMSIM W MPaKTUYECKOMY MPUMEHEHUIO MOAO06HbLIX U3Aenuii Ha MOMEHT MPOEKTMPOBaHMSA paccMmaTpu-
BaemMoro MeguuUNHCKOro n3aenus.
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TepMUH «COBPEMEHHbI YPOBEHb HayYHO-TEXHUYECKOrO pas3BUTUS» WUCMOMb3YHT 34ecb A1 0603HayeHUs Toro,
4YTO B HaCTOSALWMIA MOMEHT ABASETCA O6LLEeNPU3HAHHONM Haanexawe npakTukoi. Ona onpegeneHNs COOTBETCTBMUS KOH-
KPETHOro MeAULMHCKOTO M3Ae/nsi COBPEMEHHOMY YPOBHIO Hay4HO-TEXHWYECKOrO pasBUTUSI MOXHO WCMO/Mb30BaTb pas-
Hble MeTobl:

- CTaHAapTbl, NPUMeHsieMble A1 aHA/IOTUYHBIX UAN NOA06BHbIX N3AeNIA:

- CBefleHUs1 0 Hausy4lleM rnpakTM4ecKoM MPYMEHEHUN aHaIoTUYHbIX UAW NOA0GHbIX U3AENWNIA;

- pe3ynbTaTbl 06LLENPU3HAHHBLIX HAYUHbIX UCCef0BaHWNIA.

CoBpeMeHHbIi YPOBEHb Hay4YHO-TEXHMYECKOro pa3BUTUS HeobsA3aTeslbHO O3HA4yaeT MCMNOJIb30BaHWe camoro npo-
rPECCUBHONO TEXHNYECKOrO peLLeHNS.

XOopoLlo N3BECTHO, YTO BOCMNPUATME pUCKA YACTO OT/INYAETCH OT KOJIMYECTBEHHOro ornpefeneHnss pucka, nosyyeH-
HOro OMbITHBLIM NyTeMm. [0 3TOV NPUYMHE NPU NPUHATUAM PELLEHMS O AOMYCTUMOCTU pUCKa criefdyeT yunTbiBaTb BOCNPUATME
pucka BO3MOXHO 60/bLIMM YUC/IOM 3aMHTEPECOBaHHbIX CTOPOH. [pMHMMass BO BHMMaHue O06LeCTBEHHOE MHEeHMUe,
6blBaeT HeobXoAUMO yAennTb 0co60e BHUMaHMe HEeKOTOpbIM puckam. Mpn 3TOM WMHOrAa €AMHCTBEHHO BO3MOXHbIM
BapvaHTOM MOXET OblTb Cneayowui: cunTarb, YTO UHTEPeChl MAEHTU(NLNPOBAHHbIX 3aUHTEPECOBAaHHbIX CTOPOH SBNS-
10TCA 06LEeCTBEHHO 3HAYMMbIMU U YUYTEHbI U3TOTOBUTE/IEM NPU NCMO/Ib30BaHMM METOA0B, NMPUBEAEHHbIX B D.4.

OfHMM 13 cNOoCO60B NMPUMEHEHUS KPUTEPUMEB AOMNYCTUMOCTU pUCKa SABMSETCS LEMOHCTpauus Ha npumepe martpu-
Ubl AOMYCTUMbIX M HEeAOMYCTMMbIX KOMOWHaLMIA BEPOSATHOCTU MPOAA U TSHKECTU Mpefo Kak nokasaHo Ha pucyHkax D4 un

0.5. Takoro poga maTpuibl 06bI4HO (HO HE BCEerga) Co3aaroT ANl KOHKPETHOro MeAMLMHCKOro U3aesnvsl U ero npeaycMoT-
PEeHHOro NpUMeHeHus.

YPOBHU TAXKECTU NO KayeCTBEHHbIM Npu3Hakam

YpPOBHU BEPOATHOCTU MO MpeHebpexmo YMepeHHas 3HauUTEbHAS
KayeCTBEHHbIM NpU3HaKam Masnas
Bbicokasi *1 r
CpefHan *5-«6
Hwu3kas *3

YcnoBHble 0603HaYeHUs:
- CepbIit LBET — HeAOMNYCTUMBbI PUCK; - BebIN LBET — [OMYCTUMbINA PUCK

PucyHok D.4 — lNMpumep maTpuLbl oueHMBaHUSA prcka 3x3 Mo Ka4YeCTBEHHbIM Npu3Hakam

YPOBHU TAXKECTU NO KaueCTBEHHbIM MpuU3HaKam

YPOBHU BEPOATHOCTU NpU MpeHebpexun- He3Haun- Kputnuec- KaracTpo-
MNoNYyKONIMYeCTBEHHOM MO Masnast TenbHas CepbesHas Kasi dhmueckasi
aHanmse
Yacrasn
Bo3moxHasn KT r,
anunsoanyeckas *4 *5 *6
OTpaneHHas
HeBO3MOXHas *3

YcnoBHble 0603HaYeHUs:
- cepbIil UBET — HeAOMNYCTUMBbINA PUCK; - BeNbIl LBET — [ONYCTUMbIA PUCK

PucyHok 0.5 — MpuMep MaTpuLibl OLLEHVBaHUS pUcKa Npu NoMyKoNMYEeCTBEHHOM aHa/im3e

CnepyeT y4yecTb, YUTO U3rOTOBUTENL MOXET N Aanblue nogpasnensaTb 06n1acTb MaTpuubl, 0603HaYaloLWy0 AONYCTU-
MbIi PUCK (HAaNpUMep, Ha «He3Ha4YUTEeNbHbIN» N T. 4.), CCneaysn AasbHellwee ymeHblueHne pucka (cm. 0.8.5).

D.5 YnpaBneHune puckom

D.5.1 AHanIM3 BO3MOXHOCTEN ynpaB/ieHUss PUCKOM

PasnnualoT HeckonbKO MOAXOAOB K YMEHbBLUEHUID PUCKA, KOTOPbIE MOXHO MNPUMEHATb NO OTAENbHOCTM WUAn B
KOMOUHaumn apyr ¢ gpyrom. CooTBETCTBEHHO pPa3paboTUMK/MHXEHEP [AOJ/IKEH PAcCMOTPETb BO3MOXHOCTM O6OCHOBaH-
HOrO MPaKTUYeCKOro yMeHbLUEHUS pucka(oB) A0 AOMYCTMMOro YpoOBHSA. [lanee npuBeAeH HEMNosiHbIA MnepeyveHb 0O6Lle-
NPU3HaHHbIX COCO6O0B yrnpaBfeHNs PUCKOM:
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a) KOHCTPYKLMS MeAULMHCKOrO n3aenvs, obecneymBaroLLas ero BHyTPeHHIO 6e30nacHOCTb NOCPeaCTBOM:

- yCTpaHeHUs1 KOHKPEeTHOM ONacHOCTY;

- YMeHbLUEeHNSA BEPOATHOCTU NPUYNHEHUS Bpeaa Ui

- YMEHbLUEHNS TAXECTN Bpesaa,;

b) nob6aBneHve cpeacTB 3aWMTbl NOCPEACTBOM:

- MPUMEHEHUs aBTOMaTUYeCKMX NpeaoxpaHnTesieil nnn knanaHoB 6e30MacHoCTY;

- MPUMEHEHUS BU3yasibHbIX U 3BYKOBbIX CUTHa/I0B TPEBOrM ANS npeaynpexaeHns oneparopa 06 onacHbIX COCTOS-
HUAX;

c) obecneyeHve nHopmauuen Nno 6e30NacHOCTM NOCPeACTBOM:

- pasmeLleHus npeaynpexaeHnii Ha MapKMpoBKe MEAULVUHCKOTO U3aenusi;
- OrpaHvyeHns NPUMeHeHNsa UM 061acT NPYMEHeHNs MeANLMHCKOro U3aenus;
- o6MeHa vHdopMauueil 0 HenpaBU/IbBHOM MPUMEHEHUN, BO3MOXHbIX OMACHOCTAX WAW ApYroi nHdopmaume,

CMOCOGCTBYIOLEN YMEHBLLEHWIO PUCKA;

-60siee LUMPOKOrOo MPUMEHEHUSI CPeAcTB WHAVBUAYasIbHOW 3aluTbl, Hanpumep nepyaTtok WM OYKOB, Npu
paboTe C TOKCUYHbIMU UN OMAacHbIMW MaTepuanamu;

- NpefocTaBneHnst UHhopMaLnM 0 Mepax Mo YMeHbLLEHWIO BPeAa;

- 06yyeHVsi onepaTopoB B LiefIsiX YyULlleHUs ux paboTbl UM CNOCOGHOCTU K OGHAPYXEHMIO OLLNGOK;

- OMUCaHMA Hagnexallero TeXHWYEeCKOro O06CMyXMBaHMS U ero nepumoguyHOCTM, MaKCMMasIbHOrO Cpoka

CcnyX6bl MEAULHCKOTO N34S U ero NPaBUIbHOW yTuUMsauuu.

Crnoco6bl, onvcaHHble B NepeyvncrieHnsix a) — c), NpuBeAeHblI B Nopsiake yobiBaHUSA MX 06LLENPU3HAHHOK pe3y/b-
TaTUBHOCTM B YMEHbLUEHWM PUCKOB. PaspaboTumkam/MHxeHepam criefyeT yuuTbiBaTb 3TW DaKTOpPbl, Mpexae 4Yem npu-
HATb peLLeHne O NMPUMEHEHMN KOHKPETHOM KOMBUHaLMM Mep Mo ynpaB/ieEHNIO PUCKOM.

D.5.2 KOMMOHEHTbI U U3aenusi, CNPoeKTUpOBaHHble 6e3 yueTa TpebGoBaHNii HAaCTOosILLLero cTaHaapTa

N3BECTHO, YTO M3rOTOBUTE/Ib He BCerja MMeeT BO3MOXHOCTb Cfle[oBaTb BCEM MNpoueccam, YCTaHOBJ/IEHHbIM B
HacTosWweM CcTaHgapTe A/19 KaX[oro KOMMOHEeHTa paccMaTpMBaemMoro MegUUVHCKOrO M3Aesivs, a MMEHHO AJ/1 CocTaB-
HbIX YacTell LAaHHOro M34enusi, HeMegULMHCKMX NMOACUCTEM, a Takke A9 MeAULMHCKUX U3Lenuii, kotopble 6bIian crnpo-
eKTMpOBaHbl A0 OMNyG/MKOBaHWA HACTOALWEro craHgapTa. B aTom criydyae n3rotoBuTento cnefyet ob6patutb ocoboe BHU-
MaHVe Ha He06X0ANMOCTb AONOSIHUTENLHBIX MEP MO YNPaBAEHNIO PUCKOM.

D.5.3 Npumepbl yrnpaBneHnsi pPUCKOM

B Tabnuue D.5 npeacTtaBneHbl HEKOTOpPble LUMPOKO MPUMEHSIEMble Mepbl MO ynpasBfieHWo puUckom. PelueHne o
NPUMeHeHN OHOM U3 AaHHbIX Mep 3aBUCUT OT cneundurKm NpoaykTa (MeauLMHCKOro n3genuns) n npowecca.

Tabnuuya D.5 — HekoTopble Mepbl NO YNPaB/ieHNIO PUCKOM

Mpoaykt/ Meanunn- Onac- BesonacHocTb, 3awmTtHaa MHdopmaymsa no
npotecc ckoe HOCTb 3a/10)KeHHast Mepa/cpeficTBO 6e3onacHocTn
usgenue B KOHCTPYKLUWN

Megu- Kartetep Bwonoru- CamopaspyLleHne YeTtkaa wuHOunkauus MpepocTepexeHne
LIMHCKOE 13- yeckoe (ne- nocsie NpUMeHeHus rnocrse nepsoro npume- | NPOTUB HEraTUBHbLIX
nenve ofiHo- peKpecTHOoE) HeHuA nocneacTsuii NOBTOp-
KpaHoro 3apaxeHve HOTO NPUMeHeHUsI
npumMmeHe-
HUA

AKTUBHbI Boautenb QneKkTpu- MprmeHeHne He- MpumeHeHne and- MpepynpexaeHve o
vMmnnaHTar putma YecKue Nons | aNEKTPUYECKUX NPUBO- | dIepeHUnasIbHbIX YCU- | YacTO BO3HUKAROLLNX

[,0B N 3/IEMEHTOB Y- nuteneii M [ONOMHU- | ONACHbIX CUTyaUNsax
paBneHus TeNbHbIX UALTPYIO-
LUX aJIrOpUTMOB

MeouunH- AHannsa- Henpa- MprmeHeHne npoc- MprvmeHeHne  npo- MHdopmupoBaHne
CKOe u3fe- TOP KPOBU BW/bHbIN pe- | NeXxunBaeMblX Kannmbpa- | criexunsaemblX ane- | notpebutenei o Hefo-
nve ans gn- 3ynbrtar TOpOB MEHTOB yrnpaBJ/ieHUA NyCTUMOM OTKJ/1I0HE-
arHOCTUKMN BC/eacTBue HUW OT 3a/1@HHbIX 3Ha-
in vitro MeToan4yec- YeHul

KX norpeLu-
HoCTe
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Mpoaykt/ MeanuunH- Onac- Be3onacHocCTb, 3awuTtHasn VHopmayma no
npowecc ckoe HOCTb 3a/10)KeHHas Mepa/cpeficTBO 6e3onacHocTn
nspenve B KOHCTPYKLN
Mporpam- MeHex- HeBepHble MporpammHoe ob6ec- MpMeHeHne KOHT- MosiBneHve Ha 3k-
MHOe o0bec- | MEeHT faH- [aHHble rneyeHnme C BbICOKMM | POJILHOTO CyMMUPOBa- | paHe npegynpexae-
rneyeHve HbIX nauu- YPOBHEM VHTErpaumn HYA HWIi ANs Nofb30Ba-
eHTOoB Tens
Crepunu- NHCTpy- Bblicokas MpumeHeHre marte- MOHUTOPWHT 1 pern- VHCTpyKUMn no yna-
3auMs na- | MeHT Ans TemnepaTty- | pyasioB. YCTOWUMBBLIX K | CTpauus gaBeHus u KOBbIBaHWIO 1 3arpys-
pom éuoncun, pa (pe3ynb- | BbICOKMM TeMmrnepaty- | TemnepaTypbl Ke
Xupypruyec- | tatT—crape- | pam
Kve wunubl HVe marepu-
ana)

D.5.4 MNpouecc n3rotoBfieHNA 1 yrnpassieHNe PUCKOM

HeHagnexaulee ynpas/ieHMe MPOLECCOM W3rOTOB/IEHUS MOXET MOCTaBUTb MNoA Yrposy 6e30nacHOCTb MeAunuuvHC-
KOro nsfenuvs BcreacTeue:

- Ha/IMuMa OTXO40B NPOM3BOACTBA UMW HeXenaTeNbHbIX 3arpsa3HAoLWnX YacTumLy;:

. BO34ENCTBUA Ha CyLLeCTBEHHble IU3MYECKME N XMMUYECKME CBOMCTBa MaTtepuasa, Takme Kak NOKpbITUe noBepx-
HOCTW, NPOYHOCTb Ha pa3pbIB, CONPOTUBNAEMOCTb CTAPEHUIO, OAHOPOAHOCTb U T. 4.,

- MPEeBbILWEeHUA KPUTUYHBIX A0MYCTUMbIX OTK/TOHEHWNA NN

- HapyLeHWS LEeNoCTHOCTN NasiHbIX, K/IeeBbIX WY APYTMX COeANHEHWI I KOMMOHEHTOB N34ens.

[Ons ynpasBfieHns JaHHbIMU PUCKaMN BaXKHO MAEHTUMOULNPOBaTb 3/1IeEMEHTbI NpoLecca N3roToBEHNS.

YnpaBneHne HeKOTOpbIMU pPUCKaMn Hanmbonee pesy/bTaTUBHO NpW TwaTtesibHOM CO6/0AeHUM npouecca U3roToBs-
NeHNs1 C MOMOLLbI0 TakMX MeTOAOB, KaK, Hanmpumep, aHasM3 OMacHOCTel B KPUTUYECKMX KOHTPOJIbHbIX Toukax (Hazard
Analysis on Critical Control Points — HACCP) [cm. G.6 (npunoxeHue G)].

D.5.5 CtaHpapTbl 1 yrnpaB/ieHVNE PUCKOM

MprMeHASA COOTBETCTBYIOWME CTaHAAPTbl, N3TOTOBUTE/Ib MOXET YNPOCTUTb 3ajadvy aHasim3a OCTaTO4YHOro pucka.
OpHako crefyeT NOAYEPKHYTb, YTO 06/1aCTU NMPUMEHEHUS UCMNOJb3yeMblX CTaH4apTOB He MOryT OXBaTuUTb BCE PUCKW,
CBs3aHHble C paccMaTpBaeMbIiM MeAVULMHCKUM U3Le/TNEM.

MHoOrve ctaHgapTbl paccMaTpmBaloT 6€30MacHOCTb, 3a/10KEHHYIO B KOHCTPYKUMWN U3LEeNus, 3aluTHble Mepbl/cpea-
cTBa 1 MHdopMauuio no 6e30nacHOCTV AN MeAULUHCKUX n3genvii. B cOOTBETCTBYIOWMX CTaHAapTax no 6e3onacHocTu
MOryT ObITb PacCMOTPEHbl HEKOTOPblE WUAN BCe PUCKW, NPUMEHWMblE B OTHOLUEHUW KOHKPETHOrO0 MeAMLMHCKOro usge-
nus. CuntaeTcs, YTO B OTCYTCTBUE OGBLEKTUBHbIX A0OKa3aTeNbCTB 06paTHOro adodhekTa BbINOIHEHME TpeboBaHWIA COOTBET-
CTBYHOLINX CTaHO4APTOB NPUBOAMT K YMEHbLUEHUNIO KOHKPETHbIX PUCKOB A0 AOMNYCTUMOro YPOBHS, O4HaKo OTBETCTBEHHOCTb
3a [JOCTOBEPHOCTb Takoli aprymeHTaunm Ans KOHKPETHOro MeanLMHCKOro n3aesinsa HeceT 3roToBuUTe b.

D.6 AHann3 COOTHOLIEHNS pUCK/MoNb3a

D.6.1 O6wwme NoNoxXeHns

Hactosawuii ctaHgapT He TpebyeT aHanm3a COOTHOLLEHWS PUCK/MOMb3a A1 KaXAoro pucka. AHa/in3 COOTHOLLe-
HUS puck/Nonb3a NpUMeHseTca A1 060CHOBaHUA OCTAaTOYHOrO pUCKa MOC/e BbINOSIHEHUS BCEX MPakKTUYECKM OcCylue-
CTBUMbIX MepP MO YMeHbLUEHNIO pucka. Ecnu nocne BbINOSIHEHUA [aHHbIX MEP PUCK BCe elle CUYUTaAeTCHa HeAOoNnyCTUMbIM,
TO HEO6XOAMM aHaIM3 COOTHOLLEHUS pUcK/MoNb3a. ANAs TOro YTobbl YCTaHOBUTb, AECTBUTE/IBHO /N NMO/b3a OT NpUMeHe-
HUSA MeANLNHCKOrO U3aesivs nNpeBbllaeT NPUYNHAEMbIA UM BPe.

Kak npaBunio, ecnm Bcex NpakTMyecky OCyLLeCTBUMbIX MepP MO YNpas/IeEHUIO PUCKOM HEAOCTATOUYHO A1 YA0BETBO-
pPEHNA YyCTAHOBJ/IEHHbIX B MaHe MeHeKMeHTa puUcka KpUTepmeB AONYCTMMOCTU PUCKa, TO pa3paboTka ulgenns AosixHa
6bITb NpekpaleHa. O4HaKo B HEKOTOPbIX CAy4YasaX Aaxe 3HavyuTesibHble PUCKU MOTYT 6bITb OonpaBAaHbl, eC/IN OHN MEHb-
e oXxugaemol nosb3bl OT MPUMEHEHUS MeAULMHCKOro usgenus. Hactoawmii ctaHgapT npefoctaBnseT U3rotoBute-
NIIM BO3MOXHOCTb MPOBECTU aHa/IM3 COOTHOLLEHUS PUCK/NOsb3a. A1 TOro 4YTo6bl onpeaesninTb, ABMSETCA NI OCTaTou-
HbI PUCK [OMYCTUMbIM C YH4ETOM MMEIOLLEACA NO/b3bl OT MPUMEHEHUA MEeANLMHCKOro n3genus.

PelleHne OTHOCUTE/IbHO COOTHOLLEHUS PUCK/NOb3a MPUHUMAKOT FNaBHbIM 06pPa3oM Ha OCHOBaHWUM 3KCMepTu3bl,
NPOBOAMMOI OMbITHBIMU N KOMMETEHTHbIMU chneumannctaMmn. BaxHbIM coobpaxeHneM B MOJb3y AOMNYCTUMOCTUM OCTa-
TOYHOrO pucKa SABMSAETCA BO3MOXHOCTb AOCTUXEHUA OXMOAEMOW KINMHUYECKON 3GIEKTUBHOCTU C MOMOLLbI0 anbTepHa-
TUBHbIX MPOEKTHbIX PELUEHUA WUAN BO3MOXHbLIX METOAOB JIEHEHUS, UCKIHHAOWMX KOHKPETHbLIA OCTATOYHbIA PUCK Wn
YMEHbLUAILWMX COBOKYMHbIA OCTATOUYHbIA puUCK. MNpu pacCMOTPeHUn oxmaaemori nonb3bl (cm. D.8.4) cnegyeT yunTbiBaThb
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NPakTUYECKYyt0 OCYLLeCTBUMOCTb [AasibHENLIero yMeHblUeHUs pucka. B HacToswem cTaHgapTe OnMcaHo, Kak MOXHO
naeHTUMUMpOBaTbL PUCKKU, A/18 TOr0 YTOObI MONYYMTb AOCTOBEPHOE KONYECTBEHHOe ornpefeneHve pucka. K coxane-
HUIO. He CyllecTBYeT CTaHAAapTM30BaHHOIO MeTOoAa KOMMYECTBEHHOrO OnpeAesieHnst OXuaaemMol nosib3bl OT NpUMeHe-
HUSA MeANLMHCKOro n3aenus.

D.6.2 OnpegeneHvie nosb3bl

Monb3a OT NPUMEHEHUA MEAMLMHCKOrO U34eNus 3aBUCUT OT OXUAAEMOW BEPOATHOCTU U CTEMNEeHU Y/ydlleHus
340pOBbA NaumneHTa. MNosnb3y MOXHO onpeaennTb, 3HaA:

* npegnonaraeMoe YyHKUNOHNPOBaHWe MeULIMHCKOIO U3AeINA Npu ero KIIMHNYECKOM NPUMEHEHNN;

- npeanosiaraemyto KIMHNYECKY0 aEKTUBHOCTb NPU BbllleyKa3aHHOM (PYHKLNOHMPOBaHUU;

- hakTopbl, OTHOCALLMECA K PUCKAM W MOJIb3€E MPU NCMOMb30BaHUN OPYTUX CMOCOO0B SleYeHns.

JlocTOBEpPHOCTL OnpefesieHns MNoJsib3bl CYLECTBEHHO 3aBUCUT OT TOYHOIO 3HaHUA BbILLENEPeUYNCTIEHHbIX DaKTo-
pPOB M BKIOYaET NpuU3HaHWe CyLeCTBOBaHUS CreAylolmX BO3MOXHbIX MOCMAeACTBUIA U hakTopoB, KOTOpble HEOOXOAMMO
yUYnTblBaThb:

- C/IOXHOCTW CpaBHEHUS pasHbIX MO XapakTepy MocneAcTBuiA (Hanpymep, YTo Xyxe: 60/b UM noTeps NoABMKHO-
CcTn?). PasHble nocnegcTBus MOryT ObiTb 00YCMIOB/EHbI Pa3HbIMK MOGOYHbLIMK 3dhdhekTamy NpU PeLleHnn OGHOM 1 TON Xe
npo6nemebl;

- TPYAHOCTM yyeTa HeCTabu/ibHbIX pPe3y/ibTaToB, KOTOPble MOTYT BO3HMKaTb Kak B Nepuno/, BbI340POBEHUS NauneH-
Ta, Tak 1 Npun 4ANTeNbHOM BO34ECTBUM Ha HEro.

M3-3a TpyaHOCTel, BO3HUKAOWMX BBUAY OTCYTCTBUS TOYHOrO NoAxoAa, B G0MbLUNMHCTBE C/lyyYaeB HeOOXO0AMMO ucC-
Nno/sb30BaTb YMPOLEHHble AOonyLleHns. MNMo3ToMy 4acTo 6blBaeT uenecoobpasHO COCPefoTouMTbCA Ha Havbosiee Bepo-
ATHbIX NOCNEACTBUAX K&KAOro BapraHTa — Kak cambIX 61aronpusTHbIX, Tak U cambIX He6/1aronpuATHbIX.

OnpegeneHne KIWHUYECKON MO/b3bl MOXET 3aMeTHO OT/IMYaTbCA Ha pasHbIX CTaAusAX MPOeKTUPOBaHUS Meaun-
LMHCKOro usgenus. Npu Haanmumm HafeXHbIX KIMHUYECKUX AaHHbIX, AEMOHCTPUPYIOWNX Hag/iexalume dyHKLMOHMPpOBa-
HVE N KINHUYECKYIO 3(hheKTUBHOCTb MeAMLMHCKOro n3aesinsa, MOXHO AOCTOBEPHO ONpeAenuTb K/IMHUYECKYO MOMib3y OT
NPYMEHEHNSA [AaHHOro usfenus. Ecnv KIMHUYeCKUX AaHHbIX HeAOCTaTOYHO W/IM UX KayeCTBO He BHYLLAeT [0Bepus, TO
K/IMHMYECKYIO MOJIb3Y ONpPeaensitoT C MeHblUeil [OCTOBEPHOCTbIO HAa OCHOBE /060 AOCTYMHOW COOTBETCTBYHOLLEN WH-
dopmauun. Hanpumep, nHorga Heo6XxoAMMO OnNpeaennTb OXUAAEMYK CTeneHb Y/yulleHUsi COCTOSAHUA 340pOBbsA naun-
eHTa Ha paHHUX CTafusAx npolecca NPOoeKTUPoBaHUA MeAULMHCKOro usgennsa. OgHako B OTCYTCTBME AOCTOBEPHbLIX KU-
HUYECKNX AaHHbIX BEPOSATHOCTb AOCTWXEHUs MpeanoniaraeMoro (phyHKUVWOHUPOBAHUSA M OXUAAEMOW K/IMHUYECKOW 3adh-
PEeKTUBHOCTU MeANLUUHCKOro MU3aenusa cregyeTr NporHo3nposaTb UCXO4A M3 Mep Mo obecrneyvyeHnio KavyecTBa, a Takke Ha
OCHOBe CBefeHN 0 PYHKLNOHMPOBaHUN MEANLMNHCKOrO N34enus in vivo uam in vitro.

Mpy HaNYNN 3HAYNTESNTBbHBIX PUCKOB U BbICOKOW CTEMEHN HeAOCTOBEPHOCTU B ONpeAesieHUN KIMHUYECKON Nosib3bl
HEOOXOAMMO KaK MOXHO 6bIiCTpee BepuduumpoBatb npegnonaraeMoe OYHKUVMOHMPOBaHME WU KAMHUYECKY 3addoek-
TUBHOCTb MeAMLMHCKOIo M3aesius C NoMOLLbI0 NCCef0BaHNn Ha MOAENN WU KIMHUYECKUX UCAbITaHWA. OTO BaXKHO ANa
NOATBEPXAEHUA TOro, YTO COOTHOLLEHME PUCK/NO/b3a COOTBETCTBYET OXNAaeMoMy pe3ysibTaTy, a Takxke A/ npeforspa-
LeHNs HexesnaTeNbHOro BO34eACTBUS CYLLECTBEHHONO OCTATOYHOrO pucka Ha naumeHToB. B (15) n (16] ycTaHOBNEHbI
npoueaypbl OpraHm3aunm n NpoBefeHNs KAMHNYECKUX UCTIbITaHUA MeAULMHCKNX U3LeNnii.

D.6.3 Kputepuu oueHMBaHUs COOTHOLLEHUS PUCK/NONb3a

Nnua, npoBoasLme OLeHKY COOTHOLIEHUSA PUCK/MONb3a. HECYT OTBETCTBEHHOCTbL 3a MOHMMAaHWE U YYeT TexHuyec-
KUX. MEeANUMHCKUX, PEerynmpytowmx, 3KOHOMUYECKNX, COLUMNASIbHbIX U MOJIUTUYECKNX COCTaB/ISIOWMX NPUHUMAEMbIX UMW
pelweHnii N0 MeHeMKMEHTY pucka. K TakMm pelleHUsM MOXHO OTHEeCTW MHTeprpeTauuto OCHOBOMoJlaralowmx Tpebosa-
HWI. YCTaHOBJ/IEHHbIX B COOTBETCTBYHOLUX HOPMATMBHbIX AOKYMEHTax Wau cTaHgapTax 1 NpMMeHMMbIX K paccMaTpuBae-
MOl nMpoAyKuun B npegnosiaraemMbixX YC0BUSAX NPUMEHeHUs. TTOCKONbKY AaHHbIV BUA, aHamM3a CUIbHO 3aBUCUT OT cre-
UMK NpoAyKUMKN, TO AasibHelllne pyKoBoOAsLMe yKa3aHus O6Lero cBOiCTBa HEBO3MOXHbI. BmecTe ¢ Tem TpeboBa-
HUs 6e30MacHOCTW, YCTaHOBJ/IEHHblE B CTaHAapTax Ha KOHKPeTHble u3genns wuam craHgapTtax, 06,1acTbio NpUMeHeHUs
KOTOPbIX AB/IAKTCA KOHKPETHbIE PUCKU, MOXHO CUMTaTb COBMECTUMbIMU C AOMYCTUMbIM YPOBHEM PUCKA, OCOGEHHO ecnu
nNpUMeHeHne [aHHbIX CTaHAapTOB CaHKLWOHWUPOBAHO AeACTBYIOWMMN PEryvmpyowWwmMm opraHaMmm. Heo6xoanmMo NOMHUTb,
4YTO AN18 Bepudmkaumm AONYCTUMOCTM COOTHOLLUEHUS MeXAY MeAVUMHCKOM MOMb30A M OCTaTOYHbIM PUCKOM MOXET Mo-
Tpe6oBaTbCs NPOBeAEeHNE KITMHNYECKMX UCTIbITaHUY B COOTBETCTBUM C HOPUANYECKN MPU3HAHHOM Npoueaypoii.

D.6.4 ConocTaBs/ieHue pucka 1 nosib3bl

Mpsmoe conocTaB/ieHMe puUcKa M NOoJib3bl BO3MOXHO TO/ILKO MPWU UCMO/b30BaHUN eANHON LWKasbl. B aToM cnyvae
PUCK 1 NOJIb3Y MOXHO COMOCTaB/IATb MOCPeACTBOM UX KOJIMYECTBEHHOro onpegesieHnsa. MNpyn HenpssmMomMm conocTaBieHnun
pucka M nonb3bl enHas LWKana HenpuMeHuMa, 1 fayHble rokasaTenu OornpeaesnsaroT Mo KayeCTBEHHbIM Mpu3Hakam. B
060u1x cnyyasx npu CpaBHEHUN pyYCcKa U NOMb3bl CleayeT:

- U3yunTb NnTepaTypHble UCTOYHUKM O BO3MOXHbIX OMACHOCTAX [AJ19 paccMaTpvMBaeMoro kjacca npoayKkumm c
TOUKWN 3PEHNS COOTHOLUEHUS PUCK/NOMb3a;

- paccMOTpeTb MeAVUMHCKUE U3Ae/Ms C BbICOKOW CTEMNeHbl0 MOTEHUUA/IbHOrO purcka IPUMEHEHUS/BbICOKOWN Kn-
HUYecko 3hhEeKTUBHOCTbIO, 06bIYHO OCHOBAHHbIE Ha MCMOMbL30BaHUM fyylleli TexXHOMornm, obecrneyunBaroLLein Makcu-
MasilbHYH0 MEAULVHCKYHO MOJIb3Yy, HO HE YCTpaHsoWe NOAHOCTLIO PUCK TpaBMbl UM MopaxeHus. MoaToMy Ans AOCTo-

34



FOCT 1S014971—2011

BEPHOro aHasiM3a COOTHOLUEHUS PUCK/NOMb3a HEOOXOAMMO MOHMMaHWe WUCMOJb3yeMOol TEXHOMOrMN U OCOBGEHHOCTEN ee
NnpUMeHeHNs B MeAULMHCKOWM npakTuke. 715 cONOCTaBNEHUA pUcKa M NOJib3bl MOTYT ObITb MCMOMNbL30BaHbl BbIPaXEHUS,
npyMeHsieMble B aHa/TIOTMYHbIX C/yyasix A1 APYroli BbINyLeHHOM B 06palleHe NpoayKumu;

- ANnA Ba/Mjaunmn Toro, YTo MeUUMHCKOE n3gesnve yaoB/IeTBOPSAET KPUTEPUAM AOMYCTUMOCTU COOTHOLUEHUSA puUck/
nosb3a, YacTo HeoBXOoAMMO MPOBECTU K/IMHUYECKME WUCMbITaHUA. KMHW4Yeckue uCrnbITaHUS MO3BOMAIOT KOJIMYECTBEHHO
onpefenuTb OXWAAEMYH MOMAb3Yy U PUCKM OT NPUMEHEHUS MEAMLVHCKOro m3genvs. B xofde KAVMHMYECKUX MUCMbITaHWIA
MOXHO YCTaHOBUTb [OMYCTUMOCTb COOTHOLUEHUSI pUCK/Monb3a A1 MauueHToB, Mosib3oBaTteneii U MeauuuHCKMX paboTt*
HVKOB;

- B OTHOWEHUN MeANUMHCKUX W3Ae/IMA BbICOKOTO pUCKa SIPUMEHEHUA/BbICOKON KIMHUYEeCKOol 3addekTMBHOCTU
cnefyeT MCNOMb30BaTb MapKUPOBKY, MPeAoCTaB ALY COOTBETCTBYHOWMM MO/ib30BaTensam, T. €. naunmeHtam nnm me-
OVULMHCKMM paboTHMKaM, MHGOpMauUuio, HEO6X0ANMYK ANS MPUHATUS UMW PELUeHUn B OTHOLUEHUN COOTHOLUEHUS puck/
nonb3a A0 NPUMEHEHNS AaHHbIX N34eNnii;

- Kak npaswio, MeAWUMHCKME W3LEeNNsA BbICOKOrO pucka MNPUMEHEHUS/BbICOKOM KAMHMYECKON 3dhheKTUBHOCTMU
LOJ/DKHbI YAOB/IETBOPSATH AOMOMIHUTE/IbHBIM PEryINPYOLLUM TPe6oBaHMSAM 0 BBEAEHUS X B 0OpaLleHme.

[o BbiNycka HOBbIX UM YCOBEPLUEHCTBOBAHHbIX MELULIMHCKNX U3Aenni, Tpebylowmx npoBefeHns aHaimsa cooT-
HOLIEHNS pPUCK/NO/Sb3a. N3roToBUTE/b AO/DKEH CYMMMPOBaTb LOCTYMHYI MH(OPMaLMio, OTHOCALLYHCS K OonpenesieHuto
COOTHOLLUEHUSA PUCK/MONb3a. N AOKYMEHTUPOBAaTb CBOW 3aK/IKOUYEHUS MO MOBOAY AAHHOrNO COOTHOLIEHMs (C 060CHOBaHMEM
npuv Heo6xoaMmMocCTH). PyKoBoALME YKa3aHNA B OTHOLUEHMWN aHa/In3a SiutepaTypHbIX MCTOYHUKOB, coepxalimx Heobxo-
OMMble KITMHUYECKME JaHHble, MOXHO HAWTU B NpUAoXeHun A, [15].

D.6.5 Mprmepbl peLleHnii C y4eTOM COOTHOLLEHNS pUck/Nonb3a

Mpumepbl

1 HenpaBunbHOe pa3MelleHne HeliTpasibHOro 3nekTpoga npubope A8 BbICOKOYACTOTHOW XUPYPrun Ha
Tene nauveHTa MOXeT npuBecTU K oxory. CobniogeHve TpeboBaHMA COOTBETCTBYIOLWEro cTaHapTa Ha
n3genve CBOAUT K MWHUMYMY, HO He WCK/IIOYaeT BEPOATHOCTb OXOroB. TeM He MeHee, Nosib3a OT MPUMEHEHUSA
Takoro npubopa ANA BbICOKOYACTOTHOW XMPYpPrunm B CpPaBHEHUM C APYTMMU XUPYPruvYeckKumMn mMeTodamu npeBbl-
waeT OCTaTO4HbI/ PUCK OT OXOrOB.

2 WM3BeCTHO, 4YTO MNPUMMEHEHVWE PEHTTIEHOBCKOIOo W3MYy4YeHUS MPUUYUHAET Bpes nauMeHTam, HO K/IMHUYec-
Kas 3p(heKTUBHOCTbL CTaHgapTHOW UMPpOBOI/ peHTreHorpagmm MNO4YTWM Bcerga onpaBAbiBaeT ee MNpuMeHe-
Hue. OfHakO HexenaTeslbHOe BO34eNCTBME W3/lyYEHUS Ha nauveHTOB Henb3s UrHopupoBaTb. CyllecTBYyHOT
cTaHgapThbl, cobnwogeHne TpeboBaHMI KOTOPbIX MOMOraeT CBeCTWM K MUHUMYMY HexXenaTenbHoe BO3Aeli-
CTBUE U3/IyYEeHUS Ha NauMeHTOB WU MPUHATL pPeLleHne Mo NoBOAYy COOTHOLLeHWA puck/nons3a. Ecnn paccmaTpu-
BaeTCA BO3MOXHOCTb HOBOIO MPUMEHEHUA WOHU3VPYIOLWLEro W3/yYeHUs AN NoJyYeHUs AMarHOCTUYECKUX Wn306-
paxkeHuii, a umeroLMecs cTaH4apThbl HENpPMMEHWUMbI, TO MU3roTOBUTEN cneayeT BepuuumpoBaTb TOT akT,
YTO pe3y/bTaTbl aHain3a COOTHOLUEHUS PUCK/MOMb3a, Kak MUHUMYM, TakK e 6/1aronpuaTHbl, Kak A8 ab-
TepHaTUBHbIX N3LeNNi N aNlbTepHaTUBHbIX METOA0B SIeHYEHUS.

3 HekoToOpble KOMMOHEHTbl KOX/leapHOro wuMmnaaHTaTa, Hanpumep WMNNAHTUPOBaHHbIA CTUMYNATOp
npMeMHMKa C MaTpuueid SN1eKTpoaoB, TPYAHO 3aMeHMTb nocne ux umnnaHTauun. OHM [O0/MKHbI OCTaBaTbCA
UMMIaH TUPOBAHHLIMU Ha MPOTSHKEHUN BCEN XW3HW NauueHTa, U OT HUX TpebyeTcsA HagexHoe YHKLUMOHUPO-
BaHVe B TeyeHWe MHOrMxX neT U faxe AeCATWUNeTUR, YTO OCOBEHHO BaXHO A/ MOJOAOro 4esioBeka wnn pebex-
ka. MOXHO NPOBOANTDL YCKOPEHHbIE WCMbITAHUA HAAEXHOCTU [AAHHBLIX KOMIMOHEHTOB [/11 KOHKPETHbIX MexaHu3-
MOB OTKasa. OfHako HeuesniecoobpasHo MPOBOAMTb BaMAaUMO HALEXHOCTW KOMMOHEHTOB, KOTOPble [O/KHbI
OYHKUMOHMPOBATb Ha MNPOTSHKEHUUM [AeCcATUNeTun. MNo3TOMy COBOKYMHbIA OCTaTOYHbIA pUCK, BK/IKOYasA PUCK
oTKasa W3genus, cpaBHMBalOT C MNPUHOCMMOW WM MOMb30M, T. €. MNOTEHUMaSIbHOW BO3MOXHOCTbBIO Y/yulleHUs
cnyxa. COBOKyMHbIA OCTaTO4HbI puck O6yaeT 3aBuMCeTb OT KOJNYECTBEHHOINO OMpefefieHns HaLeXHOCTHU
KOMMOHEHTOB W [AOCTOBEPHOCTMW OMnpefenieHUss HageXHOCTU TexX KOMMOHEHTOB, KOTOpble He MOryT ObiTb
BaIMAMpPOBaHbl. B HEKOTOpPbIX CryyasX OCTaTO4UHbIA pPUCK b6yaeT O6OMblle MOMAb3bl, B APYrMX Ccriydasx nosb3a
OyaeT 60/blle OCTaTO4YHOro pucka.

D.7 OueHvBaHMe COBOKYIMHOIo OCTaTO4YHOIo prucka

D.7.1 O6wwme nonoxeHus

OugeHnBaHMe COBOKYMHOrO0 OCTATOYHOrO pUCKa 03HayaeT, YTO OCTaTOYHbIA PUCK pacCMaTpuBalOT BO BCEM €ro MHO-
roo6pasuun. N3rotoBuTeNb AO/MKEH PELUNTb, Kak OLEeHMBaTb MMEKLNIACA OCTATOYHbIN PUCK C YY4ETOM KpuUTepueB Aonyc-
TUMOCTW.

OueHMBaHMe COBOKYIMHONO0 OCTAaTOYHOrO puUcKa AO0/DKHbI MPOBOAUTL nua, obriajaroume Heo6XoAMMbIMU 3HAHUSA-
MW, OMbITOM W MOJIHOMOYMAMMU A1 BbINOJIHEHUA Takux 3agady. Yacto XenatesibHO NpuBMeKaTb Y3KUX CMNeumainctos,
MMEIOLNX 3HAHUS U OMNbIT PaboTbl C KOHKPETHLIM MeANLMHCKUM n3genvem (cm. 3.3).

He cywecTByeT npennoyvTUTe/IbHOrO0 MeTofa OLEeHMBaHMSA COBOKYMHOI0 OCTaTOYHOro pUCKa, U M3roToBuTesb HeceT
OTBETCTBEHHOCTb 3a BbIOOP COOTBETCTBYIOWEro MeToda. B HacToswem NpuaoXKeHUn onmucaHbl HEKOTOPbIE BO3MOXHbIE
MeToAbl U AaHbl pEKOMeHAaLmn No nx BbIGoOpy.
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D2 AHanus gepeBa cOObITWA

OnpepgeneHHasi nocrefoBaTe/IbHOCTb COObITUIA MOXET MPUBECTU K BO3HWKHOBEHUIO HECKOSIbKUX OT/IMYHBIX APYT
OT Apyra p1UCKOB, KaXAbliA N3 KOTOPbIX OYAEeT YacTbH COBOKYMHOrO OCTaTOUYHOrO pUcka. Hanpumep, NOBTOpHOE NpUMeEHe-
HVe n3[eNns OOHOKPATHOro MPUMEHEHUS MOXET MPUBECTU K 3apadkeHMI0 NauneHTa, BblAeNeHUI0 TOKCUYHbIX BeLLecTB n
OMOIOrMyYeckn HECOBMECTUMBIX OCTATKOB Ae3UHMULMPYIOWNX BELeCTB, MeXaHW4YecKoMy OTkady Wu3-3a cTapeHus
MaTepuanos. [lepeBO COObITUI MOXeT cTaTb MOAXOAAWMM MEeTOAOM aHa/m3a nepeyncrnieHHbIX puckos. [nsa onpegene-
HUS OOMYCTUMOCTM COBOKYMNHOINO OCTaTOYHOro0 pucka HeO6XOAUMMO pPacCMOTpeTb OTAE/IbHblE OCTATOYHbIE PUCKU B COBO-
KYMHOCTW.

D.7.3 AHanM3 NpoTUBOpPeYMBbIX TpeboBaHni

Mepbl MO ynpas/IeHNIO OTAE/IbHbIMU pUCKaMM MOTYT MOpoXAaTb KOHQUIMKTYOWMe (MpOoTUBOpPeYMBbIe) TpeboBa-
HUsA. Hanpumep, npeaynpexneHve mMeAuUUHCKOMY pabOTHMKY B OTHOLUEHWW nauueHTa, Haxogsulerocs B 6ecco3Hartesib-
HOM COCTOSIHUM, BO u36eXaHue pucka najeHus JaHHOro MauueHTa C KylweTKn «Hukorga He ocTaBnsiiTe 6e3 npucmoTpa
nauveHTa, Haxogsuerocsa B 6ecco3HaTe/lbHOM COCTOSIHUM» MOXET MPOTUBOPEYUTb MNpeaynpexgeHnio «Haxogutecb Ha
npeAycMOTPEHHOM PacCTOstHUM OT NauueHTa, NnojBeprarolierocss BO3AelCTBUIO PEHTTEHOBCKOro U3/yyeHus», npeaHas-
Ha4YeHHOMY AN15 3aWunTbl onepaTopa OT BO34eNCTBMS PEHTIEHOBCKOrO U3/1y4eHMs.

D.7.4 AHanns gepeBa HencnpaBHOCTEN

MpuyunHeHe Bpeda NauMeHTy WM MOb30BaTE/l0 MOXET cTaTb CAeACTBMEM OMAacHbIX CUTyauuii (CM. Npuioxe-
Hue E). 8 Takmx cny4dasx BEPOATHOCTb NPUUYMHEHUA Bpefa, NpUMeHsieMas A9 onpefesieHUs COBOKYMNMHOro OCTaTOYHOro
pucka, OCHOBaHa Ha KOMOGUHauMW OTAeNbHbIX BEPOSATHOCTel. AHa/M3 AepeBa HeucrnpaBHOCTel MOXeT OblTb NoAxXoAs-
LM METOA0M YCTaHOB/IEHNSA COBOKYMHOM BEPOSATHOCTU NPUYNHEHNS Bpeaa.

D.7.5 AHanns npenynpexaeHnii

Kaxgoe npegynpexaeHve, paccMatpuBaemMoe MO OTAeNbHOCTW, MOXeT obecneunTtb Tpebyemoe yMeHbLlueHue
puCKa, OOHAKO C/MLWIKOM 60MblIOe YMC/IO NpeaynpeXxaeHnini MOXeT CHU3NTb 3MEKTUBHOCTbL BO3AENCTBUA KaXAoro
OTAEeNbHOro npeaynpexaeHns. MoxeT gake BO3HUKHYTb HEOO6XOAMMOCTb B aHa/iM3e 4Ypes3MepHOro A0Bepus, UCMbITbI-
BaeMOro nosib3oBaTenIsiMM 8 OTHOLUEHUW NpeaynpexaeHul, a Takke B/IMAHUS, OKa3blBaeMOro noAo6HbIM [OBEPUEM,
Ha YMEHbLUEHME PUCKa U COBOKYTHbIN OCTAaTOYHbI/ pUCK.

D.7.6 AHann3 paboymx NHCTPYKLUIA

AHann3 pabouymx MHCTPYKUWIA, npuniaraeMblX K U34ennio, no3BosseT 06HapyXUTb NPOTUBOPEYMBOCTbL U UYpe3mep-
HYIO C/TOXHOCTb cofepXallencs B HAX MHdhopmaunn.

D.7.7 CpaBHeHne pucKoB

[aHHbIA MeTo/ 3ak/loyaeTcsl B COMOCTaB/IEHUN OTAE/IbHbIX OCTATOYHbIX PUCKOB, BO3MOXHbIX MPU NPUMEHEHUN
paccMmaTpvMBaeMoro MeAMUMHCKOrO U3genns, C pucKaMu, BO3HMKAKOWMMU MPU NPUMEHEHMN NOAOGHLIX m3genuii (noc-
NnepoBaTesibHOE COMOCTaB/IEHNWE PUCKOB C YYETOM pasHblX BapuvaHTOB MpUMeHeHus un3genvs). Npu npoBefeHUU Takux
CpaBHEHWt cnefyeT UCMNOMb30BaTb aKTyas/lbHYH0 MHMOPMALMI0 O HeXenaTefbHbIX COObITUSAX, CBSA3aHHbIX C MPUMeHse-
MbIMU N34ENUSAMU.

D.7.8 AHanus c npuBJIe4EHUEM 3KCMNEPTOB

Ana gemMoHcTpaumn AOMYyCTUMOCTM PUCKOB MOXET MoTpe6oBaTbCA OueHka Mosb3bl A1 NauueHTa oT npuMeHe-
HUA MeaunUMHCKOro usgenusa. OgMH 13 NoAXOAO0B 3aKNOYaeTCsa B CBEXEM B3r/15fe Ha COBOKYMHbI OCTaTO4YHbI pUCK
NPakTUKYOLWWX CrneynanmcToB, KOTOPble HEMOCPEACTBEHHO He y4yacTBOBa/IM B pa3paboTke AaHHOro msgenuvsa. MNpaktuky-
Ioume cneymanucTbl MOryT NPOBECTU OLUEeHMBaHMe JONYCTUMOCTU COBOKYMHOIO OCTATOYHOrO pucka, paccmarpvBas Takoi
hakTop, Kak 3KcrnayaTaumoHHas NPUrogHOCTb MPU NPUMEHEHUUN M3Aenna 8 Hag/iexalmx KIVHUYECKUX YCoBusaX. 8
NnofO6HOM Crlyyae OueHMBaHWe U3Zennsa B Hanexawmnx KJIMHUYECKUX YCNOBUAX MOXET cTaTb NOATBEPXAEHWEM aonyc-
TUMOCTU PUCKOB, CBA3@HHbIX C €ro NpUMeHeHVeM.

D.8 MNogxofa «HacTobKO Masblii, HACKO/IbKO NPaKTUUYECKM OCYLLECTBUMO»

D.8.1 O6wwume NoNnoxeHns

Mpn pa3paboTke MONAUTMKN B OTHOLUEHUW [OMYCTUMOCTU PUCKOB WU3rOTOBUTESIb MOXET MPUMEHATb noaxon «Ha-
CTO/IbKO MaJsiblii, HACKO/IbKO MpakTU4Yeckn ocyulecteumo» (ALARP-noaxon).

Mocne NpMMEHeEHNS KOHKPETHOW Mepbl MO yrnpaBAeHNIO PUCKOM BO3MOXHbI TPU pe3ysbTarta:

a) OCTaTOUHbI pPUCK NPeBbIWAET KPUTEPUN, YCTAHOB/IEHHbIE U3rOTOBUTENIEM B OTHOLUEHUM AOMYCTUMOCTUN PUCKA;

b) ocTaTouHBbI pUCK AOMNYCTUM, T. K. OH HACTO/IbKO MaJsl, YTO MM MOXHO NpeHebpeyb;

C) BEeNUYMHaA OCTATOYHOIO PUCKa 3aHMMAET MPOMEXYTOYHOE MOSIOKEHNE MeXAy BesIM4YnHamu, ykKasaHHbIMU B
nepeuncrneHusx a) U b); B TakOM c/lyyae OCTaTOYHbI PUCK OOMYCTUM MPU YCNOBUM MPUMEHEHUS MEP. YMEHbLUAKLWMX
PUCK [0 NPaKTUYeCKn OCYLLeCTBUMOrO YPOBHS, C YY4eTOM MO/b3bl ANSA MaumeHTa 1 3aTpaTt Ha fasibHelillee yMeHblueHve
[aHHOro pucka.

Moaxon «HacToNbKO Masblil, HACKO/IbKO MpakTUYeckn ocywectBumo» (ALARP-noaxon) MOXHO MCMNONb30BaTb
KaK 4acTb aHasM3a BO3MOXHOCTel ynpaBrieHus puckom (cm. 6.2). ALARP-noaxon O6bIMHO MPUMEHSAOT B OTHOLUEHUWN
pPUCKOB, BEPOATHOCTb KOTOPbIX HE MOXET ObITb onpeaeneHa.
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BJ2 YpoBHU pucka

OcCTaToO4HbIli PUCK, HaxoAsAWMACA HWKEe KOHKPETHOrO YPOBHS, MOXHO OUEHMBaTb KakK HacCTO/IbKO He3HauuTeslb-
HbIA, YTO OH CTaHeT CPaBHUMbIM C KaXAOAHEBHbIMW PUCKaMW, KOTOpPble Mbl BCE WUCMbITbIBAEM. Takoii PUCK MOXHO
Ha3BaTb NPeHebPeXNMOo MasibIM.

MimeeTca cyllecTBEHHAs pasHULa Mexay OCTaTOUHbIM PUCKOM, SABASAIOWMMCA HACTOSIbKO HU3KMM, YTO HET HeobXxo-
OVAMOCTU €ero paccMatpmBaTb, W 60siee BbICOKMM OCTaTOYHbIM PUCKOM, KOTOPbIA SABNSIeTCS AOMNYyCTMMbIM BCreacTBue
NPUHOCUMOM U3LeNNeM NOMb3bl U NMPAKTUYECKON HEBO3MOXHOCTU YMEHbLUEHUS AaHHOT0 pUCKa.

Korga puck onpegeneH, To BO3HMKaET NaBHbI BONPOC: «ABNSETCA IN AaHHbIA PUCK HACTONIbKO MasbIiM, YTO HeT
HEOOXOANMMOCTU aHaNIM3MpoBaTb BO3MOXHOCTM YMEHbLUEHUS pucka?». Takoe pelleHne MNpUHMMAOT AN8  Kak4oro
pucka B OTAENbHOCTU.

D.8.3 AHa/IM3 BO3MOXHOCTEN yrnpaB/ieHNss PUCKOM

[ONns Kaxaoro OCTaTtoOuyHOro pUckKa, KOTOPbIM Hefb3s npeHebpeydb, AO0/MKHbI ObiTb MPOaHa/IN3NPOBaHbl BO3MOXHO-
CTU YMEHbLUEHNSA PUCKA. YMEHbLUEHME pUCKA MOXET ObITb WM He ObITb MPAKTUYECKN OCYLLECTBMMbIM, HO €ro cregyet
paccMoTpeTb. [py 3TOM MOXHO NOJTYUYUTb Criefytolme BbIBOAbI:

- OfiHa WM HECKO/bKO Mep MO YNpaBfEHUO PUCKOM YMEHbLLUAKT PUCK A0 MPEHEOPEeXMMO Masioro YPOBHS, U HET
HEO6XOANMOCTU B €ro fasibHelLemM pacCMOTPEHNN:

- YMeHblUeHne pucka A0 NPeHebpexrmMo Masioro YpoBHS MpakTUYeCcKn HeuenecoobpasHO He3aBMCUMO OT MMeto-
LLMXCS BO3MOXHOCTEl ero ymeHbLUeHMs.

KaxabIli OCTaTOYHbIV PUCK, COXPaHMBLUUICA MOC/e BbIMOSIHEHMA Mep MO YnpaBsieHUI0 PUCKOM, criefyeT OLeHu-
BaTb MO KPUTEPMAM, YCTAHOBJ/IEHHbIM B M/laHe MeHeMKMeHTa pucka. Ecam OCTaTouHbIi pUCK OTBeYaeT KpuTepusm,
YCTaHOBJ/IEHHbIM U3rOTOBUTENIEM B OTHOLIEHUW AOMYCTUMOCTU puUCKa, U 6bl1 npumeHeH ALARP-noaxon, 70 B AasibHel-
LeM YMeHbLUEHNN pUCKa HET HEO6XO4MMOCTH.

D.8.4 MNpakTnyeckasa oCcyLeCTBMMOCTb YMEHbLUEHUSA pUCKa

MoOXeT CMOXWUTbLCA BreyaTnieHne, 4To /060N PUCK, CBA3AHHBLIA C MEAWUMHCKMM U3AesiMem, SABAseTcs [onyCcTu-
MbIM, €cnii nocnegyeT y/ydlleHne MPOrHo3a COCTOSHMA 340pOBbsA naumeHTa. Ho Takol nocbll Hefb3s MCMNOoJb30BaThb
KaK O60CHOBaHVe [0MYyCTUMOCTU HEHYXHOro pucka. Bce pucku cnegyeT ymeHblUaTb [0 CamMoOro HU3KOro MNpakTUyecku
OOCTUMXMMOrO YPOBHS, YyUMTbIBasA COBPEMEHHbI YPOBEHb Hay4YHO-TEXHUYECKOro pa3BuUTUs, NONb3y OT AOMYCTUMOro pucka
1 NMPaKTUYECKYHO OCYLLLECTBUMOCTb €ro Aa/IbHENLero yMeHbLUeHNS.

MpakTnyeckas OCyLeCTBMMOCTb OTpaaeT CNOCOGHOCTb M3roTOBUTE/I YMEHbLUNTb PUCK U UMeEeT ABe cocTaB/s-
owme:

* TEXHUYECKYHO OCYLLIECTBUMOCTb;

- 9KOHOMUNYECKYIO OCYLLECTBNMOCTb.

TexHnyeckas OCyLIeCTBMMOCTb OTpaxaeT CMNOCOOHOCTb U3rOTOBUTESIA YMEHbLNTbL PUCK 6e3 yyeTa maTtepuasibHbIX
3aTpart. Hxe nepeuncrieHbl cyyaun, Korga TexHmyeckas ocyLecTBMMOCTb SB/ISIeTCSA CNOPHON:

- 60oMblIOE 4YNCNO MapKMPOBOK C nNpeaynpexaeHnaMn/NpesocTepexeHnsMmn, 3aTpyaHSAWNUMN  NpuMeHeHne
nosnb3oBaTenieM MeANLUHCKOro U3genus;

- 60/1bLLIOE YMC/10 CUTHAI0B TPEBOrn, NPUBOASALLMX NOMb30BaTe A B 3aMeLlaTesibCTBO;

- COOOLLEHME O TaKOM 60J1bLIOM YMC/IE OCTATOYHbIX PUCKOB, YTO OMepaTopy C/IOXHO MOHATb, Kakne U3 HUX ABNSAIT-
CA AeNCTBUTENBbHO 3HAYMMbIMU;

- CJ/IMWLKOM CNOXHble npoueaypbl NPYMEHeHUa MeVULUMHCKOro Mn3genuvs, npotmsopevalime ero npegycMoTpeHHo-
MY MPUMEHEHUIO;

- BbINOJ/IHEHNE Mep MO YMNpPaB/IEHUIO PUCKOM, MPOTMBOpPeYalux npesycMOTPEHHOMY MPUMEHEHUIO (Hanpumep,
YMEeHbLLEHNE MOLLHOCTU 3/1eKTPOXMPYPrMyYeckoro yCTponcTBa A0 YPOBHS HKe 30heKTUBHOTO).

OKOHOMMYEeCcKasi OCyLLeCTBUMOCTb OTpaxaeT CMNOCOOHOCTb M3roTOBUTE/IA YMEHbLUNTbL PUCK, He Aeflas pa3paboTky
M WN3roTOB/MIEHNE MEeAMUMHCKOro u3fgesins 3KOHOMWYECKM HEBLITOAHbIM NPOEKTOM. [puHATblE pelleHus o065A3aTesibHO
[O/DKHbI 6a31poBaTbLCA Ha OMTMMa/IbHOM COOTHOLUEHUWN MeXAy LOMYCTUMOCTbIO PUCKOB U MPUrOAHOCTBIO MeANLMHCKO-
ro n3genusa Ona neyeHus N OUMarHOCTUKW. MaTepuasbHble 3aTpaTbl U NPUroAHOCTb MeAMUVHCKOro U3fenusi paccmatpu-
BalOT NP MNPUHATUM pELLEHNs] O NPAaKTUYECKOW OCYLLECTBUMOCTU YMEHbLUEHUS PUCKOB, KOrAa peyb MAeT O COXpaHeHUu
UNU YNy4dWEHNUN COCTOSAHUA 340p0BbsA nNauymeHta. OHako 3KOHOMWYECKYH OCYLLEeCTBMMOCTb He crefyeT MCMoJ/ib30BaTb
kak O60CHOBaHWe [A0MNYCTMMOCTU HEHY)XHOro pucka. Hanpumep, 3KOHOMMYECKas OCYLLEeCTBUMOCTb SABJ/ISETCS CMOPHOM
npv pacCMOTPEHUM HEOBXOANMOCTM AYyOGINPOBaHNS KaXA0ro KpUTUHHOIO KOMMNOHEHTa aedmbpunnaropa.

O6bIYHO cnefyeT yMeHbluaTb PUCKW, HE3HAYMTEsSIbHO MpeBbIlalolne KpUTepuu, yCTaHOBJ/IEHHblE WU3roToBUTENEM
B OTHOLUEHMM AO0MNYCTUMOCTM pUCKa, AaXe MpU YCNOBUM CYLLECTBEHHbIX 3atpaT. Ecnu ypoBeHb pucka npubamxaercsa K
«HE3HaUNTe/IbHOMY», TO AasibHelillee yMeHbLUEeHNEe PpUCKa MOXET He MOHaA06UTbCS, eC/iM TOIbKO OHO HE MOXET OblTb
NIerko AOCTUTHYTO.

B HekoTOpbIX criyyasax (Hanpvmep, 008 3aWuTbl OT paguauumn) npumeHstoT ALARP-nogxog. Mpun 3TOM BMecCTO
NpakTUYeCKON OCYLLEeCTBUMOCTU MNPUHMMAIOT BO BHUMaHuWe OOCTUXMMOCTb, YTO B AelCTBUTE/IbHOCTU O3HavaeT MpPUHS-
TVe BO BHMMaHMe TOJ/IbKO TEXHNYECKOW OCYLLECTBUMOCTU N UITHOPUPOBaHNE 3KOHOMUYECKOW OCYLLECTBMMOCTN.
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B5 Tlpumep

Ha pucyHke 0.6 npuBeaeH npumep MaTpuLbl pucka, rae 06s1actb 4ONYCTUMOrO pUcKa MaTpulbl UMeeT Aa/ibHeR-
Lee nogpasgeneHme. PUCKN, KOSIMYECTBEHHOE 3HayYeHne KOTopbIx onpegeneHo (Rj, /?2< /3> mmm)s 3aHeCeHbl B COOTBET-
CTBYIOLUME 3/IEMEHTBI MaTpULbI.

YPOBHU TAXECTU MO KAYeCTBEHHbIM NpU3HaKam

YPOBHU BEPOATHOCTU NpU MpeHe6pexu- He3Haun- Kputnyec- KaracTtpo-
MoJTIyKOJSINYECTBEHHOM MO Manas TenbHas CepbesHasi Kas hmyeckas
aHa/Inse
Yacras
BeposaTHas «2
Pepnkas *4 *5
OueHb peakas
HeBo3MoOHas *3

YcnoBHble 0603HaYeHus:
- TEMHO-CepbIli UBET — HeAOoMYyCTUMbI PUCK;

- CBeT/10-Cepblii UBET — HEOBXOAUMO UCC/IEA0BATbL BO3MOXHOCTU Aa/IbHENLWero yMeHbLUIEHUS PUCKA;

- 6e/blil UBET — He3HaunTebHbI PUCK
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MpunoxeHwne E
(cnpaBo4Hoe)

MprMepbl ONacHOCTEN, MPOrHO3MpPyeMbIX NOCef0BaTeNbLHOCTEN COBbITUI
M ONacHbIX CUTyaLnii

E.1 O6wwme NnonoxeHus

Tpe6GoBaHMe K U3roTOBUTE/IIO COCTaBUTb NMepeyeHb U3BECTHbLIX U MPOrHO3MPYeMbIX OMacHOCTEN, CBSA3aHHbIX C Me-
ONUVHCKAM M3AeNNeM, Kak /11 HOPMasibHbIX YCNOBWUIA, Tak U ANs YCNOBUIA OTKasa cofepxuTtcst B 4.3. TpeboBaHue K
M3roTOBUTE/I0 PACCMOTPETb NPOrHO3upyemble Noc/efoBaTe/IbHOCTU COObITUM, CNeACTBUMEM KOTOPbIX MOXET CcTaTb BO3-
HVWKHOBEHWE OMacHOW cuTyauum 1N NpuUnHEeHue Bpeda, cogepxutcsa B 4.4. CornacHo onpegesieHnsM AaHHbIX TePMUHOB
OMacHOCTb He MOXEeT MPMBECTV K MPUUYMHEHMIO Bpeda A0 Tex Mop. Moka Moc/efoBaTe/ibHOCTb CO6bITUIA UM apyrue
obcTosATeNIbCTBA (B TOM 4YMC/ie YC/I0BUS HOPMasIbHOIrO NPUMEHEHWS) He NpUBEAYT K BO3HMKHOBEHMIO ONacHOW cuUTyauuu.
Ha gaHHOM 3aTane puUcK MOXeT ObiTb OLEHeH MyTeM OrnpefefieHust TSHKECTUM U BEepPOATHOCTM MPUYMHEHMS Bpeda, B KOTO-
pbii Mor/ia 6bl pasBUTbLCA onacHasa cuTyaums (CM. pUcyHok E.1).

[~ 4
s
3
54 OnacHocts
§ T Boaae#croune (P,)
T
g Onacuxan
g cuTyaums
c I P, -
Y
Bpen
[ —
H BepostHoCTL '
TsxecTs
I spena NPHMUHEHUR -”_. Puck
. _ o Pr |

YcnoBHble 0603HaYeHUs:
- P. — BEpPOSATHOCTb BO3HUKHOBEHWSI OMACHO CUTyauuu;
* P, — BEPOATHOCTb BO3HMKHOBEHWS OMACcHOW cUTyauum, BeayLei K npuyrHeHnio Bpeaa

PucyHok E.1 — Cxema B3avIMOCBSI31 MEX/Y OMacHOCTbH, NOC/1e0BaTE/NIbHOCTHIO COBbITHUIA,
onacHoli cutyaumeii n Bpeaom

Xopolueii oTNpaBHOI TOUKOI ANsi COCTaBNEeHUs NepeyYHss onacHocTell ABAsSeTCs aHa/M3 oMbiTa PaboTbl C TaKMMM
Xe Unn nofdo6HbIMKM BuAamMy usgenuii. Npu aHanuse creayeT YUMTbIBaTb COGCTBEHHbIV OMbIT U3rOTOBMTENs, a Takke
ONbIT APYTUX U3roTOBUTESNEN, Haleawnii oTpaxeHne 8 6ase AaHHbIX HeXenaTeslbHbIX CO6bITUI, Ny6nKaUuax u Apyrux
[JOCTYMHbIX UCTOYHUKAX. [JaHHblii BU aHann3a o4veHb Nnosie3eH A1 UAEHTUMKALUU U COCTaBEHUS NEPEUHsT TUMUUHBIX
OMNacHbIX CUTyauuii U CBA3aHHBLIX C HUMW BO3MOXHbIX PUCKOB A1 paccMaTpuBaemMoro usgenuvs. [asnee nepedeHb onac-
HbIX CUTyauuii U Takue BCMoMoraTesibHble CPeACTBa, Kak rnepeuyeHb NPUMepoB U3 Tabnvubl E.1. MOXHO MUCMO/b30BaTh
ANsi cOCTaB/ieHNs NepBOHAYa/IbHOIO NepeyYHst ONacHOCTEA.

CrefyowymM Wwarom siBAsieTc UAeHTUbMKaUuMsi HEKOTOPbIX MOC/eA0BaTe/IbHOCTeN COGbITUIA, KOTOpble BMecTe C
OMacHOCTSIMU MOTYT MPVBECTU K BO3HUKHOBEHMIO OMACHbLIX CUTyauuii U NpUUMHEHUo Bpega. T. K. MHOTME OMacHOCTU MOTyT
HUKOTrAa He MPUUMHWUTL Bpen 1 MO3TOMYy UX MOXHO Aasiee He paccMaTpuBaTh, TO MOJIE3HO MPOBOAMTL aHasIM3, HauuHas
C BpeAa, KOTopblii MegUUUHCKOEe usfenve AeiiCTBUTENIbHO MOXET NMPUUYUHUTL, U Aasiee cnefoBaTb B 06paTHOM Harnpas-

39



[OCT IS0 14971—2011

neHun. OgHaKO HECMOTPS Ha MOJIE3HOCTb Takoro noAxopda, cregyeT MNpu3HaTb, YTO MOAOGHLIM aHanu3 He ABNsAeTcA
coBepLleHHbIM. MHOrne nocnefoBaTeslbHOCTU CO6bITUIA BO3MOXHO WAEHTUULMPOBAaTL TOSILKO MpPU CUCTeMaTU4eCcKOoM
NPUMEHEHUM METOAOB aHa/in3a pPUCKa, OMMCAHHbIX B MPUIOKeHUN G. AHann3 1 MAEHTUNKaUNSa B JasibHENLeM YyCroxX-
HAIOTCA M3-32 HEOGXOAMMOCTY yUyeTa MHOTMX COBbITUIA N 06CTOATENLCTB, MOAOGHbLIX NpUBEAEHHbIM B Tabnvue E.2. Takum
o6pa3oM, ANs 3aBeplleHNss BCECTOPOHHero aHasmnsa Heo6XoAMMO Wcnosib3oBaTb 6onee 4YeM OAWH MeTof aHamsa
pucka, a VHorga v AonosiHUTeNbHble MeToAbl. Tabnuua E.3 cofepXvT npuMepbl B3aMMOCBS3W MeXAy OMacHOCTAMM,
nocnefoBaTe/IbHOCTAMW COBbITUIA, ONACHLIMW CUTYaUUAMN U BPELOM.

HecmoTpsa Ha TO 4YTO cocTaBsieHWe MepeyvHs OMacHOCTEW, OMacHbIX CUTyauuii U nocnefoBaTe/lbHOCTeN COObITWIA
XenarteslbHO 3aBepPLINTb Ha PaHHMX CTaaMax npouecca MNPOoeKTVPOBaHWs U pas3paboTky, Ans TOro 4Ttobbl obneruntb
ynpasJ/ieHMe PUCKOM, Ha MpakTuke uaeHTUrkaums n cocTaB/ieHne NepeyvyHs — 3TO HenpepbiBHasA [eATe/IbHOCTb, KOTO-
pas npofo/xaeTcs, BKtoYas NoCTNPOU3BOACTBO.

HacTosilee npunoxeHne COAEPXKWT HEMOJHbIA MepeyeHb BO3MOXHbIX OMAaCHOCTEN, CBA3aHHbIX C Pa3/IMyYHbIMU
MeauLMHCKMMU nsgennamn (tTabnuua E.1), a Takke nepeyeHb UHULMMPYIOWNX COBbLITUIA U 06CToATENLCTB (Tabnuua E.2),
KOTOpble MOryT MPUBECTM K BO3HMKHOBEHWIO OMAacCHbIX CUTyauuii, a Te, B CBOK oyepedb, — K MPUYMHEHUIO Bpeaa.
Tabnuua E.3 cogepXuT NIOrMYeckyto nocnefoBare/lbHOCTb NPYMEPOB TOrO, Kak ONacHOCTb MOXEeT Pa3BUTbLCA B OMacHyto
cuTyaumio, a onacHas cutyaums — B NpUYMHeHne Bpefa Yepes nocnefoBaTeslbHOCTbL COObITUIA NN 06CTOATENBCTB.

MoHVMaHne BO3MOXHOCTM PasBUTUS OMAacCHOCTU @ OMAacCHYH CUTYyauuio SABMSETCA BaXHbIM A1 OnpefenieHns Be-
POSATHOCTN MPUYMHEHUA U TSHKeCTn Bpefa. Lienblo npouecca siBnsieTcs cocTaB/ieHNe Kak MOXHO 6osee ncyepnblBatolLe-
ro nepeyHss onacHbIX cuTyauuid. VigeHTudmkaums onacHocTel 1M nocrnefoBaTesibHOCTEN COObITUIA ABNSETCA CPefCcTBOM
OOCTVXEHNs paHHOWi uenun. MNepeyHn, cofepxawmecs B Tabsmuax HacTOSLWEro MPUIOXKEHWs, MOTyT MPUMEHATbCA AN
cofeincTeusa B maeHTMUKaLMM OMAaCHbIX CUTyauuii. [lna npoBefeHVs Haf/iexallero aHansa W3roToBuTeNb [AOJDKeH
cam onpefenuTb, YTO CUMTATb OMAaCHOCTbLIO.

E.2 Mprmepbl onacHocTemn

MepeyeHb, npuBefeHHbI B Tabnvue E.1, MOXHO MCNOMb30BaTb Kak MOMOLb B WAEHTUMMKALUUN CBA3AHHbIX C
MeAULMHCKAM n3feniveM OnacHOCTel, KOTOpble B UTOre MOryT MPUBECTU K MPUUYMHEHWUIO Bpefa NaumveHTy unu apyrum

nnuam.

Ta6nvua E.1 — MNpumMepbl onacHocTeik

Mpumepbl 3HepreTnYecKnx

MpuMepbl 6MOAOrNYecLIX U

Mpumepbl aKcnnyaraunoH-

Mprmepbl MHpopMaLMOH-

onacHocTel XUMUYECKNX ONaCHOCTeM HbIX OnacHocTel HbIX onacHocTel

OnacHocTH, CBs3aH- Buonornyeckue onac- OnacHOCTU, CBSA3aHHble OnacHocTH, cBs3aH-
Hble C 3/IeKTPOMArHUTHOW | HOCTWU: C (PYHKLNOHMPOBaHNEM: Hbl€ C MapKUPOBKOIA:
3Hepruei: - BakTepuu; - HenpaBW/ibHbIe NN - HeAoCTaTo4HO Mos-

- CeTEBOE HarpshHKeHne; - BUPYCbI; HeHag/iexatlyme pesynbTa- Hbl€ UHCTPYKLMN no

- TOKN YTEYKN: - npoune BO36yAuUTENN | Tbl UM PYHKUMOHNPOBAHWE; | aKcnayaTauuu;

* TOK YTEUKWN Ha Kopnyc; | 3abosieBaHuni (Hanpumep, - HEKOPPEKTHble Mn3Me- - HeHaf/lexallee onu-

- TOK YTEUKM Ha 3eMJI0; | MPUOHBI); peHus; caHve 3Kcn/yaTalnoHHbIX

* TOK YTEYKM Ha naumneH-
Ta;

- 3/1eKTPUYECKUNE MONS;

- MarHUTHbIE Nons

OnacHocTuH, CBA3aH-
Hble C 3Hepruei wusnyde-
HUSA:

- MOHU3MpPYLOLLEE U3NY-
yeHue;

- HeWoHusnpytoLlee 13-
ny4yeHve

OnacHocTw, CBA3aH-
Hble C TEN/IOBOW 3Hep-
rmen:

- BbICOKME Temnepary-
pbl;

- HU3KWe TemnepaTypbl

- MOBTOpHas wan nepe-
KpecTHas MHdpekuus

XuMunyeckme onacHoCTH:

- BO3AelicTBME Ha Ablxa-
TeNbHble MyTWU, TKaHW, OKpY-
Xaloulyo cpefy uam nmytle-
CTBO, Hanpumep, Ha WHO-
pogHble cybcTaHumu,

- KNCnoTamu UM OCHoBa-
HUAMM;

- 0TX04aMu:

- 3arpsA3HAOWVMY Belle-
cTBaMu;

- po6aBkamMu Mnu BcCMo-
Morates/ibHbIMU BellecTBa-
MU,

- YUCTAWMMU U Oe3NHPK-
umpyrowmmn cpeacTBamu,

TECTMPYHOLMMU BELLECTBAMY;

- NpoaykTamu pacnaga;
- MeQULMHCKUMUY rasamu;
- aHecTeTMKamu

- owmnbkn npu nepepave
OaHHbIX;

- yTparta unu yxygleHve
doyHKUUN

OnacHocTn, cBfA3aHHbIe
C OLINBKaMMn NPUMEHEHUSA:

- He0CTaTOK BHYMaHUS;

- 3a6bIBUMBOCTb;

- He3HaHuve npasu/l;

- HeJoCTaTOYHOCTb 3Ha-
HWUIA;

- HapylleHVe YCTaHOB-
NeHHOoro nopsika

XapaKTepuUCTUK;
- HeHagnexatliee onu-

caHne npeaycMOTPEHHOIO

NPUMEHEHS;

- HeHagfexawasa UH-
dopmaumna o6 orpaHuye-
HUAX

OnacHocTwH, CBA3aH-
Hble C paboynMn MHCTPYK-
LMAMN:

- HeHajgnexawaa cre-
umMdpmkauma Ha npuHag-
NEeXHOCTW. npvmeHsie-
Mble COBMECTHO C Meau-
LMHCKUM U3gennem;

- HeHagnexatuwme cne-
undmkaumm Ha npoBepouy-
Hble UWCMbITaHUA  nepej
NnpMMeEHeHNEM MeaULUUNHC-
KOro nsgenus;

- C/IULIKOM CJ/IOXHble
paboune NHCTPYKLUKN
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MprMepbl 3HEPreTUYecKmx

MpriMepbl GUOIOTMYECXMX U

MprMepbI 3KCMNyaTalnoH-

MpuMepbl MHPOPMALNOH-
HbIX OnacHocTel

onacHocTew XUMUYECKUX ONacHOCTEWM HbIX OnacHocTel
OnacHocTH, CBsi3aH- OnacHoCTH, CBA3aHHble OnacHocTwH, CBsA3aH-
Hble c MexaHM4Yeckon | ¢ 6MOCOBMECTMMOCTbIO: Hble C npegynpexae-
3Heprueii: - TOKCUYHOCTb XMMU4ec- HUAMMU:

- CUJia TSXKECTU:
- Npu NageHuu;
- B MNOABELEHHOM
COCTOSAHUN;

- BUbpauus;

- HakornneHHas 3Hep-
rms;

- Hanu4ume OBYKYLLNXCA
yacTten;

- cuna CKpydmBaHus,
ycunve casura n cunia pac-
TAXEHUS;

- nepemeLlleHne nauu-
eHTa n npugaHue emy Tpe-
OyemMoro nosIoXeHus;

- aKycTuyeckasi aHep-
rms:

- Y/IbTpa3ByKoBasi aHep-
msi;

- NHYpa3ByKoOBasi aHep-
rmsi;

- 3BYK;

- B/IMB@HWE >XXUOKOCTU
noJ, BbICOKUM [aB/ieHNEM

KWUX COCTaBNAOLLNX, HANpU-
Mep:

- annepreHHocTb/pas-
OpaxatoLlee nencraeuve;

- NMMPOreHHOCTb

* 0 NOGOYHBbIX 3ahhek-
Tax;

- 06 onacHocTsAX, CBS-
3aHHbIX C  MOBTOPHbIM
npMeHeHnem MegnunH-
CKMUX W3geniMin  ogHoKpart-
HOro npumMmeHeHnA

OnacHocTh,  cBsi3aH-
Hble C TpeGoBaHMAMU K
TEXHUYECKOMY o6eny-
XUBAHUIO U Tekyllemy
PEMOHTY

E.3 MpuMepbl MHULNVPYIOLWMX COBbLITUIA N 0BCTOATENLCTB

ONns naeHTUUKaUMKN NPOTHO3MpPYeMbIX Moc/iefoBaTe/lbHOCTeli CobbITUIA YacTo MOJIe3HO MpoaHa/IM3npoBaTb UX
NPUYUHBI, & UMEHHO UHULMKPYIOWME COBbITUA U 06CTOATENLCTBA. B Tabnuue E.2 npvBegeHbl NPUMepPbl UHULUUPYIOLWKX
CO6bITUIA 1 06CTOATENBLCTB, pasfe/ieHHbIX Ha KaTeropuu. HeCMoOTpsl Ha TO UTO AaHHbIV NepeyeHb He SIB/ISIeTCS Ucuepnbi-
BalOLLMM, OH COZIEPXUT MHOMO pasHbIX BUAOB VUHULUMPYIOLIMX COBbITUIA U 06CTOSATENILCTB, KOTOPblE HEO6XOAMMO YUUTbI-
BaTb MpU WAEHTUMKALMN MPOrHO3UPYEMbIX MOC/eAoBaTe/IbHOCTe co6bITWIi Ans paccMaTpruBaemMoro MeamMUMHCKOro

nsgenus.

Tabnuua E.2 — MNpumMepbl MTHALMUPYOLWMX COBLITUIN N 0GCTOATENLCTB

KaTteropwusa

MprMepbl MHULMNPYOLWUX COBbLITUI 1 06CTOATENLCTB

HepgocTtaTto4Ho noapo6-
Hble Tpe6oBaHus

- yTUAn3aumio

HeHnagnexatasn crneymdumkaumnsa Ha:
- MapameTpbl KOHCTPYKLUW;

- 3KCr/yaTauMoHHbIe NapameTpbl;
- aKcnnyatauMoHHble TpeboBaHUs;
- TpeboBaHuA K 06CIYXUBaHMIO (HANpUMep, K TEKYLLEMY PEMOHTY, NepepaboTke);

Mpon3soacTBEHHbIE NPO-

Hepoctato4yHoe ynpaB/ieHne NU3MeHeHNAMY NPOU3BOACTBEHHbIX NMPOLLECCOB.

Leccobl HepocTtarouHoe ynpasneHve nHopmalmein o matepmanax/CoBMecTMMOCT Ma-
Tepuasios.
HepocTtaTtoyHoe ynpasneHve NPon3BOACTBEHHbIMI NpoLeccamu.
HepocTtaTtoyHoe ynpasneHve cybnogpsaginkamm
TpaHcnopTMpoBaHMe 1 HeHaanexatlee yrnakoBbIiBaHUe,
XpaHeHne 3arpsisHeHVe uan nsHallivBaHve (nopya).

HeHagnexalue ycrioBusi oKpyxatoleii cpegbl.
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OKOH4YaHve Tabnuu# E.2

Kateropusa

MprMepbl MHALUMNPYIOLWNX COBbLITUI 1 06CTOATENLCTE

DaKTOpbl OKPYXXatoLLei
cpenpbl

dusnyeckue (Tenno, gaBrieHNe, BPEMS).

XumMunueckune (KOppo3usi, cTapeHre MaTepuasios, 3arpsisHeHue).

DneKTpoMarHMTHble nonsa (Hanpumep, 4YyBCTBUTENLHOCTb K 3/1eKTPOMarHUTHbIM
nomexam).

HepocTtaTouHoe sHeprocHabxeHue.

HepocTtatouHas nogaya xnagareHta

OuuncTKa, Ae3NHAEKUMA 1
cTepununsauyms

OTCyTCTBME WM HEAOCTATOYHO NoApPO6HbIe Tpe6oBaHNA K Ba/aAMpPoOBaHHbLIM NpPo-
uefypaM OUYnCTKU, Ae3VNHEKUMM U CTepum3anmu.
HeHaanexallee NpoBeAeHNe OUNCTKN, AE3MHEKLNN 1 CTEPUIN3ALN

BblBOZ U3 3KCnyaTauum
N yTunsaums

OTcyTcTBME MHAOPMaUMM WU HedocTaToYHasAs MHQOpMaLUS.
Owwnbka NpUMeHeHus

XyMunyeckumin coctaB

Buonornyeckuii pacnag,

Buonornyeckas COBMeCTUMOCTb.

OTcyTCcTBME MHAOPMaUUN WM HEeAOCTaTOYHO MOAPOGHbIE TexHMYeckne TpeboBsa-
HUA.

HeHapnexaulee npepgynpexzeHne 06 OMACHOCTAX, CBA3@HHbIX C HeNpaBW/IbHbIM
XUMUYECKUM COCTaBOM.

OWwnbKM NPUMEHEHMSA

Yenoseueckuii pakTop

BO3MOXHble OLINGKM MAPUMEHEHUS, OOYC/IOB/IEHHbIE AedieKTamu KOHCTPYKLUN,
Hanpumep:

- HeOCTaTOUYHO YETKME UHCTPYKLUN NO MPUMEHEHUIO UTN UX OTCYTCTBUE;

* C/IOXHAasi UM HeAOCTaTOUYHO YeTKasi CUCTEMA YNpaB/ieHWs;

- HeoZHO3HaYHOEe UM HESICHOE COCTOsIHME U3aenus;

- HerpaBW/IbHasA WM He4veTKas BU3yannm3aumsi yCTaHOBOUYHbIX NapamMeTpoB, pe3sy/b-
TaToB M3MEPEHNI UK apyrown nHopmaymu;

- HenpaBW/bHOe NpeAcTaB/ieHne pe3ysibTaToB;

* He4OCTaTOYHblE BUAMMOCTb, C/IbILLMMOCTb U TaKTU/IbHOCTb;

- HeHagnexaulee pacrnosioXeHWe 3/IEMEHTOB YMNpaB/ieHUs AeNCTBUSAMU WU He-
Haf/1exallee npeacraBneHne nHopmaymm o oakTMHeCKOM COCTOSHUN;

- pexuMbl paboTbl WM PacrnofioXeHVe 3/IeEMEHTOB YMNpaBsieHus, NpoTMBopeYyallme
1MMeroLLeMycsi 060pyA0BaHNIO;

- MPUMEHEHUE MEAMLUHCKOTO W3AeNns HekBaIMuUunMpoBaHHbIM/HEOOYUYEHHbIM
nepcoHasiom;

* HeZloCTaTOYHOE NpeaynpexzaeHne o N060oYHbIX adpdekTax;

- HeoCTaTO4HOE npegynpexaeHne 06 OMacHOCTSX MOBTOPHOrO MPUMMEHEHUS Me-
OVLMHCKNX N30eNnii 04HOKPaTHOrO MPYMEHEHNS;

- HETOYHbIE N3MEePEHNS 1 ApyrMe MeTposIornyeckme acnekTbl;

- HECOBMECTMMOCTb C pacxofHbIMU MaTepuanamu/mpuHagnexHocTaMmu/gpyrmmm
MeAMLMHCKUMUN U34eNNAMU;

- MPOMaxw, ynyLeHus 1 3abyxaeHust

Pexum oTkasa

BHe3anHas notepsi 3/IEKTPUUECKO NN MexaHU4ecKoii LEe/IoCTHOCTU.

YxygaleHne (OyHKUMOHA/TbHBIX CSACTS (Hanpumep, NOCTerneHHas OKK/I3us Maru-
cTpaneii ons XWAKOCTM U rasa, U3MEHeHWe TMApPaB/INUEcKOro COMNMPOTUB/IEHUS], 3/EKT-
pOMNpPOBOAHOCTM) KaK pe3ysibTaT CTapeHusi, M3HOcCa W MHOFOKpPaTHOro MPUMEHEHNS
n3nenvsi.

OTKa3 BCNeACTBME YCTaI0CTU

E.4 Mpumepbl B3aUMOCBSA3el MeXAy OnacHOCTAMM, NMPOrHo3MpyemMbiMU MocriefoBaTeslbHOCTAMNU cOoObITUIA, onac®

HbIMU CUTYaLMSAMU U BPEAOM

Ta6nuua E.3 [AeMOHCTpUpyeT B3aMMOCBSI3b MeXAY OMacHOCTAMW, MPOrHO3UPYeMbIMU MOC/1eA0BaTe/lbHOCTSIMU
CO6bITUIA, ONacHbIMKU CUTYyauUUsAMU M BPeAOM B YNpoLleHHOM Buge. [pyroii 0606LieHHbIVi NpuMep Moc/eAoBaTe/IbHOCTH
CO6bITUIA, BK/IOYAIOLE KOCBEHHble PUCKWU, NpeacTaBneH AN MeAUUMHCKUX U3AEeNWIA ANns AMarHocTMku tn vitro Ha

pucyHke H.1 (npunoxeHune H).
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CnegyeT MOMHWUTL, YTO OAHA OMACHOCTb MOXeT NMPUUYUHUTBL HECKONbKO BUAOB Bpeda, a 6osee yeM ofgHa nocneno-
BaTe/IbHOCTb COBbLITUI MOrYT CNOCO6GCTBOBAaTL BO3HUKHOBEHUIO ONACHOW CUTyauuu.

[Ona npoBefeHUs Haa/iexallero aHanan3a Heob6XxoAMMO YCTaHOBWUTb, B YeM 3akK/IH04aeTcs onacHas cutyauus. 8
HEKOTOPbIX 06CTOATENLCTBAX MPUMEPOM OMACHOW CUTyaLMyM MOXET ObITb CHSATME KOXyXa C YCTPOWMCTBa, Haxoasierocs
noj, BbICOKMM HanpshkeHVeM, TOrAa Kak npu Apyrux ob6CcTosTesibCTBax MPUMEPOM OMACHOW CUTyalMuM MOXHO cunTaTb
HenocpeACTBEHHbI KOHTAKT Ye/loBeKa C YCTPOCTBOM, HaXOASLMMCS MO/, BbICOKMM HanpsiXeHUeM.

Tabnuua E.3 — B3anmocBA3b Mexay ONacHOCTAMU, NPOrHO3VpPYEMbIMU NOC/eA0BaTe/IbHOCTAMM COObITUI, ONacHbI-

MU CUTYaLMAMA 1 BPEAOM

[porHo3npyemas nocseno0BaTeibHOCTb

OnacHoCTb ", OnacHas cutyaums Bpen
cobbITUi
AnekTpomarHuTHas OneKTpoAHbIi  Kabenb  ciyvaiHo Ha aneKkTpogax Cepbe3Hoe BO3-
3Heprusa (ceteBoe Hanps- | BK/IKOYEH B CETEBYIO PO3ETKY NnosIBMNOCb  CeTeBOe | ropaHue.
XeHune) HanpshkeHme PnépUNIALnA
cepaua.
NeTtanbHblli  UC-
xop4,
Xumunueckas onac- HenonHas ouncTka neTyyero pactso- O6pasoBaHue ny- [azoBas  ambo-
HOCTb (NleTyunid pacTBO- | PUTENS. UCMOJIb30BAHHOIO NPU U3TOTOB- | 3bIPbKOB rasa B KPOBU | NuS.

puTenb)

NIeHVN n3aenvs.
Mepexof ocTatka pacTBOpUTENsl B

BO BpeMA Anasina

MNoBpexaeHwne ro-
NIOBHOro Mo3sra.

razoBoe COCTOsiHME Mpu TemnepaTtype NeTanbHbIN ~ UC-
Tena xon
Buonormnyeckas onac- HeHagnexauine NHCTPYKLUKN no BbicBOGOXAEHNE BakTepuasibHas
HOCTb (bakTepuanbHoe | 06e33apaKMBaHNIO HAPKO3HbIX TPYOOK | GakTepuii M nonaga- | UHQeKums.
3apaxeHue) MHOTOKpaTHOro NpUMeHeHusi. HMEe NX B AblxaTesnb- NeTanbHbIN ~ UC-
Vicnonb3oBaHue 3arpAsHEHHbIX Hap- | Hble NyTW NauueHTa BO | Xof
KO3HbIX TPy6OK BpeMS aHecTe3nun
AnekTpomMarHUTHas MauneHT, vMelowuii anekTpocTaTy- HesHaHne na- HesHauntesnbHoe
3Heprus (ESD — anekT- yeckuii 3apsifl, KacaeTcsi MH(Y3NOHHO- LMeHTa C BbICOKMM | NoBpexaeHne opra-
pocTaTuyeckuii 3apsia) ro Hacoca. YypOBHEM caxapa B | HOB.

Hannuve ESD npuBOguUT K OTKasy
Hacoca M CUCTeMbl CUTHaIN3auMm Haco-

KPOBU O npekpatle-
HUX MOAAYN WHCYU-

[lomyTHeHVe co3-
HaHuA.

ca. Ha Kowma, netasib-
OTcyTcTBYET Mnofaya WHCY/MHa na- HbIi ©cxop,
LMeHTy
HeHapgnexallee VcTeyeHne cpoka Cry0bl 3/1eMeH- Mpn BO3HUKHOBe- NeTanbHbIi  UC-
(bYHKUMOHMPOBaHME (HEeT | Ta NUTaHUa MMMIaHTMPYEMOro Aednb- | HuM apuTMUKU MOXET | Xop,

BbIX04a 3N1EKTPO3HEPTUN)

punnasitopa.
CnVWKOM GOJIbLIOK MHTepBas Mex-
Y KIMHUYECKMMUN 06CNe0BaHUSAMMN

He nocnefoBaTb pas-
psa aecombpunnatopa
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MpunoxeHve F
(cnpaBoyHoE)

MnaH MeHegKMeHTa pucka

E. OO6wme nonoxeHus

MnaH MeHemXMeEHTa puUcka MOXeT NpeAcTaB/iIAiTb COOOM CaMOCTOATENbHbIA AOKYMEHT nnu OblTb CBA3aH C Apyru*
MW [OKYMEHTamu, Hanpumep C [OKyMeHTaMW CUCTEMbl MeHepkMeHTa KadecTBa. OH MOXET Takke cofepxaTb CCbUIKU
Ha Apyrue AOKYMEHTbI, UTO COOTBeTCTBYeT TpeboBaHUAM, yCTaHOBNEHHbIM 8 3.4.

CTpyKTypa 1 CTerneHb AeTasim3aumn niaHa SO/DKHbI 6bITb COMOCTaBMMbI C YPOBHEM PUCKA, CBA3aHHbIM C paccmart-
pviBaeMbIM MeAULUMHCKUM u3genvem. TpeboBaHWA, YCTaHOBJ/IEHHble B 3.4. ABNAIOTCA MUHUMasIbHbIM Habopom Tpebo-
BaHWA K MNnaHy MeHeMKMeHTa pucka. M3rotoBuMTenn MOryT BK/IO4aTb B M/laH MeHeMKMEeHTa pucka ApYrue 3/1eMeHTbl,
Takue, KaK KasleHOapHbI MniaH, cpefcTBa aHa/iM3a pucka uimM 060CHOBaHWE YCTAHOBJIEHHbIX KpUTEpMEB AOMYCTUMOCTU
pucka.

F 2 O6narrrk npuMeHeHns niams

B o6nactu npuMeHeHns NAeHTUULNPYIOT U ONUCBIBAIOT MeAULMHCKOe u3genne u CTaguu ero XM3HEHHOTo LMK-
na, A5 KOTOPbIX MPUMEHVM KaXXAbIA 3/1EMEHT N/iaHa.

Bce anemeHTbl npouecca MeHeMKMeHTa puUCKa CBA3aHbl C XWU3HEHHbIM LUWKIOM MEeOUUMHCKOro M3[enus, ycra-
HOBMIEHHbLIM WN3rOTOBUTE/IEM. HeKkOTOpble 3/1eMeHTbl MpoLecca MeHeMKMeHTa pucka 6yayT NpMCYTCTBOBaTb Ha pPasHbIX
CTaauaX MnpoLeccoB XU3HEHHOrO UMKIa U3[enuns, YCTaHOB/IEHHbIX U3rotosutesieMm (cMm. [3]), Hanpumep, npu ynpasrieHnumn
NPOEKTMPOBaHNEM 1 pa3paboTkoi. OcTalilbHble 3/IEMEHTbI NMPOSABATCA Ha APYTUX CTaAUSAX XMU3HEHHOTO LMKAa, BM/IOTb A0
BblBOJa M34eNus U3 akcnsyaraumn. B nnaHe MeHekMeHTa pucka 3Ta CBA3b A1 paccMaTpvBaeMoro MeamuMHCKOro
n3gennsa yctaHoB/ieHa HernocpeACTBEHHO UM NOCPEACTBOM CCbIJTIOK Ha Apyrne AOKYMEHTbI.

HecmoTps Ha Heo6XoAMMOCTb MNAaHNPOBaHWUS BCeX BUAOB AEATENIbHOCTM MO MEHeM)KMEHTY PUCKa, U3roToBUTESb
MOXeT MMEeTb HECKOJIbKO MNAaHOB AJ/1 pas3HblX CTaAuii XM3HEHHOro LUMKIa MeuuMHCKOro usgenua. [asas MNOSACHEHUS
OTHOCUTE/IbHO 06/1aCTV MPUMEHEHNS KaXKAOro MnaaHa, MOXHO NOATBEPAMUTb, UYTO M/1AaHOM MeEHeMKMEeHTa pucka OxBadeH
BECb XXU3HEHHbIN LUK/ MEAULMHCKOIO U3aesns.

B. PacnpegeneHve oTBETCTBEHHOCTU M MNOSIHOMOUNIA

B nnaHe meHemKMeHTa pucka Heo6XoAMMO WAEHTUULMPOBAaTb COTPYAHWKOB, OTBETCTBEHHbLIX 3a BbINOJIHEHUE
KOHKPETHbIX BUAOB AeATe/IbHOCTU MO MeHeMKMEHTY pUCKa, HanpuMmep: npoBepslowero(nx), akcneprta(os), He3aBNCUMO-
ro(blx) cneyuanucTa(os) No Bepuukaumn, nMLO, MMelolee npaBo yTeepxaeHusa (cm. 3.2). PacnpegeneHne nosiHOMO-
4nii MoXeT OblTb BK/IIOYEHO B MaTpuuy pacnpegesieHusi pecypcoB, pa3paboTaHHylo AN CTagun MpPOeKTUPOBaHUS U
pa3paboTKu.

BE. Tpeb6oBaHMs K aHaNN3y AeATENIbHOCTU N0 MEHE)KMEHTY pucka

B nnaHe meHeKMeHTa pucka cnegyeT NoApo6GHO onucaTb, Kak M Korga 6yaeT npoBOAMTLCA aHaIM3 fesATeslbHO-
CTU NO MEHEMKMEHTY pUCKa NMPUMEHUTESIbHO K KOHKPETHOMY MeAMUMHCKOMY u3genuto. TpeboBaHWA K AaHHOMY aHasu-
3y MOTyT ObITb YacTbo TPe6OBaHWI K aHaNM3y CUCTEMbI MeHeKMeHTa kadecTsa (cMm. [3], 7.3.4).

B. KpuTepun ponyctMmocTM pucka, B TOM 4uUc/ie B TeX C/y4yasx, Korga BepoOATHOCTb MPUUYMHEHUS Bpeda He
MOXeT ObITb onpegesieHa

KpuTepun gonyctmmMocTu pucka paspabdarbiBaloT MCXOAA U3 MOMTUKMA N3TOTOBUTENSA B OTHOLUEHUWN OMpefesieHus
ponyctumoro pucka [cm. D.4 (npunoxeHue D)]. Kputepum [ONyCTMMOCTU pUCKa MOTYT ObITb 4YacTbi pa3paboTaHHOM
N3roToBUTENEM CUCTEMbI MEHE[KMEHTa KayeCTBa, Ha KOTOPYH MOryT ObiTb CCbIIKM B MlaHe MeHeKMeHTa pucka (CMm.
[3]. 7.1).

B. [eAtenbHOCTb Mo Bepudurkaymm

MnaH MeHeoKMeHTa puUcKa ycTaHaB/AMBaeT npoleaypbl NPoBeAeHNA ABYX pas3HblX BepuduKkauumii coriacHo Tpebo-
BaHMAM HacTosilero ctaHgapTa [cMm. Takke A.2.6.3 (npunoxeHne A)]. Bepudmkaumsa pesysibTaTUBHOCTU Mep No yrnpasrie-
HUIO PUCKOM MOXeT notpeboBaTb cHopa KIMHUYECKUX OaHHbIX, AAaHHbIX MO 3KCnayaTaunoHHOW MPUIroAHOCTU U T. M. (CM.
Takke 2.26). MNnaH MeHemKMeHTa pucka MOXeT BK/ouaTb MNoapo6HOe onmMcaHve [aHHOro Buaa AesATesIbHOCTU Mo
BepudmKaumm Nmn CCbJIKY Ha NnaHbl No ApyrumMm Bugam AeATeNbHOCTU Mo Bepudmkaumn.

F. MeTopg(bl) nony4yeHnss NOCTNPON3BOACTBEHHON MHpopMaLmn

MeToA(bl) NONyYeHUss NOCTAPOU3BOACTBEHHON MHOPMaLMM MOXET 6bITb YaCTbIO YCTaHOBJ/IEHHbLIX MpoLeayp cuc-
TeMbl MeHe[)XMeHTa kadecTBa (cM. [3]. 8.2). M3roToBuTeNsM crieayeT YCTaHOBUTb YHMBepcasibHble npoueaypbl céopa
MHOpMaLUM U3 TakMX UCTOYHWKOB, KakK Mo/sib30oBaTenn, o6CnyxmBaloLnii nepcoHan, obyvatrowmii nepcoHan, coobue-
HUA 06 MHUMAeHTax N obpaTHasa CBA3b C NOJsb3oBaTensMu. B 60/bLUIMHCTBE CNyYaeB AOCTATOYHO CCbUIKM Ha npoueaypbl
CUCTEMbI MeEHeMKMeHTa KayecTBa, OAHaKO /ob6ble cneunasnbHble TPeb6oBaHUA K MeAULMHCKOMY WU3AeNvio crefyeT BHe-
CTW HENOCPEACTBEHHO B NaH MeEHeIKMeHTa pucka.

MnaH mMeHemXMeHTa pucKa AO/DKEH BK/IHOYaTb NPUHATblIE HA OCHOBE aHa/ln3a pucka AOKYMEHTUPOBaHHbIE peLle-
HUSA Mo cnocoby HabnwAeHUs, NPUrogHOMYy A5 c6opa NOCTNPOM3BOACTBEHHOW MHOPMaLMN O MEAULVNHCKOM M3Aesnu,
Hanpumep, HeobxoAMMO N HabMoAeHMe Ha OCHOBe OOpaTHONM CBA3WM UK Xe TpebyeTcs akTMBHOe HabntogeHwe. MnaH
MeHeMKMeHTa prcka AO/MKEH Takke BKIKUaTb NoApPo6HOe onucaHne npesycMOTPEHHbIX KITMHUYECKUX NccneaoBaHuii.
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Mpunnoxexue G
(cnpaBoyHoE)

WHdopmaumsa o meTofax aHasimsa pucka

G. O6wue NonoxeHns

HacTosuwee npuioxeHne cofepXuT PyKOBOASLME yKa3aHUs B OTHOLUEHUU HEKOTOPbIX AOCTYMHbIX METOA0B aHa-
Nn3a pucka, NpUMeHsieMbixX corfiacHo 4.3. JaHHble MeToAbl AOMNOSHAT APYr Apyra, M MOXeT BO3HUMKHYTb Heo6xoau-
MOCTb B MCMO/Ib30BaHUN HECKONbKUX U3 HUX. OCHOBHOWM MPUHLUMM aHa/iM3a pucka 3ak/iyaeTcs B MO3TanHOM aHanuse
nocsnefoBaTesIbHOCTU COBbITUIA.

MpeaBapuTenbHbIA aHann3 onacHocTel (Preliminary Hazard Analysis — PHA) — 3To meTof, NpUMeEHsIEMbliA Ha
paHHMX CcTagusax npouecca pa3paboTkm ANs MAeHTUdUKALMM OMacHOCTEeRr, OnacHbIX cUTyauuii U cOoObITWIA, KOTOpble
MOTYT MPUBECTU K MPUYNHEHNIO BPeAa, KOrAa KOHCTPYKLMSA MeAULIMHCKOTO U3a4e/insa N3BecTHa N1llb B 06LLEM BUAE.

AHannM3 gmarHoCTUYeckoro gepesa HeucnpaBHocTel (Fault Tree Analysis — FTA) — 3TO mMeToA, KOTOPbIA MOXeT
OblTb OCOGEHHO MOJSI030M 4719 0o6ecneyeHns 6e30MacHOCTU Ha PaHHUX CTaausax paspaboTku MeAVLMHCKOro usgenus a
Lensax naeHTudukaumm n ycTaHOB/IEHUS NpuopuTeTa OMacHOCTEl M OnacHbIX CUTyauuid, a Takke A9 aHanu3a Hexena-
Te/bHbIX COObLITUIA.

AHanns xapaktepa u nocneacteuii otkasoB (Failure Mode and Effect Analysis — FMEA) n aHanu3 xapakrtepa,
nocneacTeuii 1 KpuTuYHocTn otkasoB (Failure Mode. Effects and Criticality Analysis — FMECA) siBnsitoTca MeTogamu,
NPUrogHbIMN ANA CUCTEMATUYECKOW nAeHTUMKaUMN BAVUSHUA WU NOCNEACTBUI OTKA30B OTAE/IbHbIX KOMMOHEHTOB; 3T
MeToAbl 60/bLe NOAXOAAT AN NPaKTUYECKN 3aBePLUEHHbIX KOHCTPYKLWIA.

ViccnepgoBaHue onacHOCTEN M 3KcnayaTaunoHHoOW npurogHocTtu (Hazard and Operability Study — HAZOP) n aHa-
NIN3 OonacHocTell B KPUTUYECKMX KOHTPONbHbIX Todkax (Hazard Analysis on Critical Control Points — HACCP) — 3710
MeToAbl, 0ObIYHO MpUMEHsIEMble Ha 60/iee MO34HMX CTaAmsaX pPaspaboTkM MeAULMHCKOro ulgenuns Ans sepuduvkauuu, a
3aTeM 418 ONTUMM3ALNN KOHLENLUMIA NPOeKTa NN BHECEHUS U3MEHEHUIA.

&. MpeaBapuTenbHbI aHann3 onacHocTen (PHA)

MpeaBapuTeNnbHbIA aHanM3 onacHocTell (PHA) — 3TO MHAOYKTMBHbIA MeTO[, aHa/n3a, Lesiblo KOTOPOoro siBfseTcs
naeHTUdrKaLmMsa onacHOCTEN, OMacHbIX CUTyaunini U Cob6bITUI, KOTOpPble MOrYyT NMPMBECTU K NPUYMHEHUIO Bpeaa onpeje-
NEeHHOMY BUAY [AeATesIbHOCTW, YCTPOWCTBY WM cucTeme. Yaule BCero AaHHbIi MeTof MPUMEHSIOT Ha paHHel cTtaguun
pa3paboTku MNpoeKTa, Korga UMeeTcss HeAOCTaTOYHO MHopMauuMm O AeTansaX KOHCTPYKUUW MAWM MPOU3BOACTBEHHbLIX
npoueccax; 3a4yactyto PHA onpegensieT HanpasfeHve AanbHEMWNX uccnefoBaHuii. OH MOXeT ObiTb MOJie3eH Npu aHa-
nn3e AeNCTBYIOWMX CUCTEM UM YCTaHOBIEHNN NPUOpPUTETA ONACHOCTEN B YC/10BUSX, KOr4a 06CTOATENbCTBA NPEnsaTCTBY-
0T NPUMEHEHNIO APYrOoro meToaa.

Mpn ncnonb3oBaHuM PHA cocTaBAsilOT NepeyeHb ONACHOCTEN M CBA3AHHbLIX C HUMW OMAaCHbIX CUTyauuii ¢ y4eToMm
cnefyrowmx hakTopos:

a) NpuMeHsieMble UK U3roTaBNMBaeMble MaTtepuasibl U UX PeakTUBHOCTb;

b) npumeHsemoe ob6opynoBaHue;

C) Npon3BOACTBEHHadA cpeaa;

d) nNpoekTHas cxema:

€) B3aumozericTBMe KOMMNOHEHTOB MeAMLMHCKOIO U34ens Uiv CUCTEMBbI.

B 3aBeplueHne oOnpeaensitoT BEPOSATHOCTb HECYACTHOrO Criyyasi, BbINOJSIHAOT OLEHUBaHME BO3MOXHOW TpaBMbl
AN BO3MOXHOIO yllep6a 340pOBbI0 MO Ka4YeCTBEHHbLIM MPU3HaKam N UAEHTUMPUUMPYIOT NMPUMEHUMbIe BOCCTaHOBUTE/Ib-
Hble Mepbl. MNosyyYeHHble pe3ybTaTbl MOXHO Har/IS4HO NpeAcTaBUTb B BUAE Tabny, niv ApeBOBUOHbIX CXEM.

Bornee nogpobHasa nHcdopmaumsa o npouegypax PHA npuBegeHa B [8]. A.5.

&. AHanu3 gnarHocTM4eckoro gepesa HencrnpaBHocTel (FTA)

MeTon FTA sBNAsieTCa O MOPOYH oYepedb CPeACTBOM aHaiM3a OMNacHOCTEN, MAEHTUMLMPOBaHHbIX C MOMOLLbIO
OpYrux MeTo[0B; ero HauyMmHatoT C NocTynara O HexesnaTeNlbHOM MOCNeACcTBUKM, Ha3blBAEMOM Takxke «r/laBHOe COObITuEe».
MeTogoM AeAyKuuKn, HaUYMHAsA C rNaBHOrO COObITUSA, UAEHTUMULNPYIOT BO3MOXHbIE MPUYNHBLI NI XapakKTep HeucnpaBHO-
CTeli, BbI3blBaloLWMe HexenaresibHble NOCNeACTBUA (OTKasbl CUCTeMbI). Kaxabld pa3 naeHTUrKauuio BbIMOTHAKT Ha
BCe 60siee HN3KOM (PYHKLMOHa/IbHOM YpPOBHe cucTeMbl. Criegytowas 3a 3TUM noatanHas naeHTudmkaumsa HexenaTesb-
HOro hYHKUVNOHMPOBAaHUS CUCTEMbI C Noc/eAoBaTe/IbHbIM NOHMXEHWEM YPOBHEN NPUBOAUT K MCKOMOMY YPOBHIO CUCTe-
Mbl, KOTOPbIi 0ObIYHO COAEPXUT UCTOYHUK HEUCNPaBHOCTU WUAN ABMSETCHA CaMbiM HU3KMM YPOBHEM, Ha KOTOPOM MOryT
NPUMEHATb Mepbl MO YMpPaB/IEHNIO PUCKOM. 3TO MO3BOJSAET YCTAaHOBUTH LEMOYKM COObITUA, C Haubonblleli BeposT-
HOCTbIO MpUBOASLLME K 3asB/IEHHOMY HexenateslbHOMY nocneAacTBuio (0Tkaly). PesynbTaTbl npeactaBnsaoTca rpadum-
Yyeckm — B BuAe AepeBa HeucnpaBHOCTeN. Ha kakAoM ypOBHE CXeMbl KOMOGUHAUMW BUAOB HEWCMPABHOCTEN OMNUCaHbl
nornyeckumn oneparopamun (U, WIN n T. A4.). Buabl HencnpaBHOCTel, MAEHTU(MUMPOBaHHbIE Ha AepeBe HeucrnpasBHOC-
Teil. MoryT 6biTb CBs3aHbl C HEUCMPaBHOCTbIO arnnapaTtHOro obecrneyeHusi, C YesloBeYeCKUM (DaKTOPOM WAKU C NH6bIMU
OPYrMMU CcOBbLITUAMM, BeAyWMMU K HexenaTeNbHbIM Nnoc/ieacTBusaM (O0Tkasam). OHM He OrpaHuM4yeHbl YC/ioBUAMU ean-

HUYHOI O OTKasa.
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MeTon FTA no3BosiieT CUCTEMATUYECKN N B TO Xe BpeMs JOCTATOYHO IMOKO aHa/IM3npoBaTb pasHble hakTopsbl, B
TOM 4MC/ie YenoBeYecKnin akTop. JaHHbIN MeTo4 UCNOo/b3YIOT NpU aHa/In3e pUcka B Ka4yecTBe MHCTPYMeHTa onpegene-
HUS BEPOATHOCTEN OTKAa30B UNW A8 UAEHTUUKALUNN eaNHNYHBIX UIN MHOXECTBEHHbIX OTKa30B OA4HOro BuAa, NpuBoas-
LWNX K pasBUTUIO onacHbIX cuTyauuii. Mpadnyeckoe npeacTaBfieHMe B BuUAe AepeBa HeMCrnpaBHOCTEN MO3BOMISET fierko
NOHATb NOBeAeHNe CUCTEMbl U BXOOAWNX B Hee (DaKTOPOB, HO €C/iM [AepeBO HEMUCNpPaBHOCTEN CTaHOBUTCA 60NbLUUM, TO
ero o6paboTka MOXeT noTpeboBaTb NPUMEHEHNS KOMIMBIOTEPHBLIX CUCTEM, YTO, BMPOYEM, HE NPeACTaBNAET C/IOXKHOCTN.

Bonee nonHasa nHopmauus o npouenypax FTA npuBegeHa B [17].

&. AHanus xapaktepa v nocrieactBuii otkasoB (FMEA)

AHann3 xapaktepa u nocnefactemii otkazoB (FMEA) saBnseTca MeToAoM, C MOMOLLBbH KOTOPOro cuUcTeMaTUYecKu
MAEHTUMULMPYIOT 1 OLEHMBAIOT NOC/AeACTBUS OTAE/IbHOW HEUCNPaBHOCTU (EAUHUYHOIO OTKasa). 3TO MHAYKTMBHbIA Me-
TO4, MPW MCNOMb30BaHMM KOTOPOro OTBEeYaroT Ha BOMpOC: «YTo npounsoiigeT, ecnu...?». KOMNOHEHTbI aHa/IM3npyrT noc-
NneposaTefnibHO, OAMH 3a APYrM, YTO B OCHOBHOM COOTBETCTBYET YC/IOBMIO €4MHUYHOIO OTKa3a. AHa/IM3 BbIMOJHAIOT B
pexvMe «CHU3Y BBEPX», T. €. criefys npoueaype nepexofa K odyepefHomy, 6onee BbICOKOMY (PYHKLUMOHAIbHOMY YPOBHIO
MeOVLNHCKOTO U34e/ N U CUCTEMBI.

MeTon FMEA He cBOAUTCA K aHa/In3y OTKa30B, ABMAIOWMXCA CMeACTBMEM OLUMGKMA NPOEKTUPOBaHNSA KOMMNOHEHTOB
MeNLUNHCKOro N3LeNns, HO MOXET TakXe BK/YaTb aHa/iM3 OTKa3oB B MNpoLEecce U3roTOBIEHUS M MOHTaXa KOMIMOHEH-
TOB M34eNUn MAn fnpu NPUMEHEHUN WAN OLIMBOYHOM MNPUMEHEHUN WU3AE/INN KOHEYHbIM MOofb3oBaTesieM (NpPUMeHeHue
metoga FMEA). Metog FMEA MOXeT 6bITb paclUMpeH 3a CUYeT nccrefoBaHus O0TKa3oB OTAe/IbHbIX KOMMIOHEHTOB, BEPOAT-
HOCTU NX BO3HUKHOBEHUS N BO3MOXOCTU BbISIB/IEHNSA (40 TOrO YPOBHSA, KOrAa BbisiB/IeHVE MO3BOJISET NPUMEHATb Npeayn-
pexparowe OelcTBUA), a TakkKe CTEMeHU TSXKEeCTU MOCAeACTBUMIA OTKas3oB. AHa/IN3 XapakTepa WU MocneacTBuii oTkasoB
(FMEA) MOXeT cTaTb aHa/In30M xapakTepa, NocneacTBuMili M KpUTUYHOCTUM oTkaszoB (FMECA). Onsa BbinosnHeHns FMECA
KOHCTPYKUUA MeANLNHCKOro U3genunsa Ao/mkHa 6bITb N3BECTHA BO BCEX NOAPOBHOCTAX.

Metogq FMEA MoOXeT ObITb Takke MNoJsie3eH MNpU paccCMOTPeHUM owmnboK NpuMeHeHus. HepgoctaTtkamu [aHHOro
MeToga SBNSAKOTCA TPYAHOCTU €ro MPUMMEHEHWS MNPV Ha/iMuum M36bITOYHOW MHGOPMauuKW, NMpyM BKIKOYEHUN B aHanu3
LEeNCTBUA NO PEMOHTY M NPOUIAKTUHECKOMY TEXHUYECKOMY OOBCNYXMBaHUIO MEOULMHCKOTO MU3Aenns, a Takke orpaHu-
YyeHve AaHHOro Metoja yc/ioBUsMU eANHUYHOro oTKasa.

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

B&. lccnepgoBaHue onacHoOCTel 1 akcnyaTauMoHHoM npurogHoctn (HAZOP)

MeToa MccnepoBaHWsi onacHoOCTelr U akcnsyaTtauMoHHol npurogHoctn (HAZOP) aHanornyeH metogy FMEA. WUc-
cnefoBaHve onacHoCTell 1 akcnayaTauMOHHOW MPUrogHOCTM OCHOBaHO Ha TeopeTU4Yeckol npeanocblike, YTO MHUMAEH-
Tbl 06YCNOB/IEHbl OTK/IOHEHUSAMU OT MPOEeKTa WKW NPeayCMOTPEHHOrO MPUMEHEHNs. TO CUCTEMATUYECKU MeTod UAEH-
Tnhmkaumm onacHocTel N NpobseM 3KcnayaTaunoHHOW NpUrogHocTn. OH 6biN NepBOHaYasibHO pa3paboTaH AnAsa npu-
MEHEHUSA B XMMUYECKOW MNPOMbILNEHHOCTWN. [MOCKONbKY NMPYMEHeHne MeToda B XMMWUYECKOW MPOMbIWIEHHOCTU CPOKy-
CMPOBaHO Ha OTK/IOHEHMSAX OT MPOEKTa, TO CYLIECTBYHOT BO3MOXHOCTU €ro a/isTEPHaTUBHOIO UCMOJIb30BaHNA B 06nactu
pa3paboTkn MeguUUHCKUX mnsgenuii. Metogq HAZOP MOXHO MCNOMb30BaTb B OTHOLIEHUM MPUMEHEHUSA/DYHKLMOHNPOBA-
HUS MeAVLUMHCKUX n3genuii (Hanpvmep, NPUMEHUTENbHO K CYLIEeCTBYHOLWMM cnocobaM AMarHOCTUKMW, NIeYeHUs uam o6-
neryeHnsa 3a6oneBaHVi, BbICTyNaloWMM B KayecTBe Lenn NpoekTa) WM B OTHOLIEHUW MNPOLLEeCCOB, NPUMEHSEMbIX Npu
N3roTOB/IEHUU NN NPOMOUNAKTUYECKOM YXOAe/TEXHUYECKOM 0OCNYyXMBaHUN MeOUUMHCKUX u3genuii (Hanpumep, crepu-
nn3aums), KoTopble MOryT OKasblBaTb 3HAYMTE/IbHOE B/IMSAHWE Ha UX (DYHKUMOHWMPOBaHMe. [ AaHHOro MeToja Xapak-
TepHo:

a) mcnosib3oBaHWe Fpynnbl CeLancToB, KOMMETEHTHbIX B 06/1aCTU MPOEKTUPOBaHUA M NPUMEHEHUsS paccmart-
pvBaemMoro MeguLUuHCKOro n3aenus;

b) npumeHeHne cooTBeTcTBYHOWMX KtoUeBbIX c¢fioB (NONE — HWUTO, HUKTO, HUCKO/LKO; PART OF — yacTb 4ero-
nnéo v T. A4.) AN naeHTudrKaunm oTKNIOHEHNIA OT HOPMa/TbHOIO NMPUMEHEHNS.

LlenaMmn paHHOro metoa ABMAKTCA:

- COCTaBJ/1eHME NOJIHOro ONNCaHUA MeLULIMHCKOIO U3aeNns 1 ero npeyCMoTPeHHOro NpYMeHeHns;

- cucTemMatM4yecKuii aHanInM3 Kaxgoro acrnekra npefyCcMOTPEHHOro MpUMEHEHUS MeAVLMHCKOTO u3genus B Lensx
onpeaeneHns NPUYNHbI OTKITIOHEHWSI OT HOPMaJIbHbIX PaboynX YCIOBUIA N YTBEPXKAEHHOIO NPOEKTA;

- onpegesieHVe NOCMeACTBUA TakUX OTK/IOHEHUA W MNPUHATME PeLleHUs O TOM, MOTYT /I [aHHble NocfeAcTBuUs
NPMBECTN K BO3HMKHOBEHWNIO ONAcCHOCTEN N co34aTb Npo6sieMbl ¢ PYHKLMOHNPOBaHNEM MELVULIMHCKOTO U3aenns.

[ocTmkeHne nocnegHein LesM O0COBEHHO BaXHO MPUMEHUTENbLHO K Mpoueccam, UCMOosb3yeMbIM MpU U3roToBre-
HUW MeANLMHCKUX U34eNiA, KOoraa XapakTepucTnku MeaAnUnuHCKOro n3fenmns 3aBUcAT oT npouecca N3roToBs1eHNS.

Bonee nogpobHasa nHhopmaumsa o npouegypax HAZOP npusegeHa B [19].

6. AHaNIM3 onacHocTel B KpUTUYECKUX KOHTPO/IbHbLIX Toukax (H ACCP)

AHasiM3 onacHocTeli B KPUTUYECKUX KOHTPOJIbHbIX Todkax (HACCP) — 3To cucTematuyeckuii Meton naeHTudumka-
LMWN. OUEHWBAHUA W YyNpaB/ieHUs OMacHOCTAMU. MepBOHayasibHO OH 6bls1 pa3paboTaH HauMOHas/IbHbIM areHTCTBOM [0
aspoHaBTUKE U UCCMefoBaHUIO KocMu4yeckoro npoctpaHctea (NASA) ana npefynpexaeHns nuLleBoro oTpasfieHnsa ac-
TpOHaBTOB. MeTo4 OCHOBaH Ha WCMNOJIb30BaHUM YCTaHOB/IEHHOrO HaGopa MPUHUUMNOB M TEPMUHOB C OMNpeaesieHUsIMU.
MpyMeHuTeNbHO K MeauumHCcKUM mn3genmam metog HACCP ucnonb3yoT 419 MOHUTOPUHIa U ynpas/ieHUs npuymMHamm
OrnacHoCTel, CBfA3aHHbIX C MEAULMHCKAM U34e/IMeM N UHULUMPOBAaHHbIX COMYTCTBYIOLWMMU MpoLeccaMmn, 0CO6eHHO npo-
LieccamMmu U3roToB/IEHUA.
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MeTtoa HACCP ocHoBaH Ha ceMu nNpuHumnax:

1) npoBeAgeHve aHanM3a oONacHOCTEW cornacHo 4.3 1 uaeHTUhMKauma npegynpexgarowmnx AeAcTBUn cor-
nlacHo 6.2;

2) onpegeneHne KPUTUHECKNX KOHTPOSIbHbIX Touek (CCPs) cornacHo 6.2;

3) ycTaHOB/eHVe npeaesibHO AOMYCTUMbIX 3Ha4YeHU cornacHo 4.2 n pasgeny 5;

4) MOHUTOPVIHI KaXXA0M KPUTUUYECKOM KOHTPOIbHOM Toukn (CCP) cornacHo 6.3 n pasgeny 9;

5) paspaboTka KOPPEeKTUPYHOLWNX AEACTBUI cOrflacHo pasgeny 9;

6) paspaboTka npouenyp BepmndmrkaLnm cornacHo 6.3 n pasgeny 9;

7) pa3paboTka npoueayp BeAeHNS N XpaHEHNS 3anncen u 4pyrnx 4OKYMeHTOB coriacHo 3.5 n pasgeny 8.

Kakpgoe meguuMHCKOe wu3fesnive noABepraeTcs ONacHOCTAM, CBA3@HHbIM C €ro npefycMOTPEHHBIM MPUMEHEHU-
eM. OnacHble cuTyaumm MoryT 6bITb Bbi3BaHbl COOLITUAMU (NPUYMHAMWU WX CONYTCTBYHOWMMKU dhakTopamm), NPOUCXoas-
WMMM Ha pasHbIX CTagusaxX XW3HEHHOro UMKNa U3genus, Takmx, Kak NpoeKTUpoBaHue, U3roTOoBJIEHWE, OBCNYyXuBaHue,
npuMeHeHne, yTunm3auus v T. 4. MprvMepbl HEKOTOPbIX BUAOB ONacHOCTEeW NpMBeAeHbl B NPUioxeHun E.

3anorom pesynbtatmBHocTM HACCP cnyxaT HenpepbiBHbI MOHUTOPVHI U yNpaBsieHne UAeHTUULMPOBaHHbLIMU
onacHocTaAmMU (NpuHuunel HACCP 2. 3 u 4). 3rotoButeslb AEMOHCTPUPYET Pe3y/IbTaTUBHOCTL YCTaHOBJIEHHLIX Mep Mo
ynpaBneHnto onacHoctamn (NpuHumnbl HACCP 5 1 6) nocpeAcTBOM pa3paboTkyM AOKYMEHTMPOBAHHOM Cxembl npoLlec-
ca, AHANWA MOACHOCTAM U NAAHA KOHTPONA KpUTuyecknx Toyvek (npuHumn HACCP 7)

B cucteme HACCP B KadecTBe [AOKYMEHTA/IbHOrO MOATBEPXAEHUS WCMOMB3YIOT Crefylolwme cpeactBa BefeHus
3anuceii:

a) 6nok-cxema npotecca.

Llenbto 6/10K-CXeMbl ABASETCA MPOCTOe U 4YeTkoe rpadhmyeckoe BOCrpousBeneHne nocnefoBaTenlbHOCTU CTaauii
npouecca. Bnok-cxema Heobxoauma An1s nocnegyrouweli pabotbl No metogy HACCP. OHa MOXeT cTaTb B OyayLieM pykKo-
BO/ACTBOM A/15 TeX, KOMy Heobxoanmo byaeT pa3obpaTbCs B npouecce B Lensax ero sepudukaumm. O6nactb pacnpocTpa-
HeHNs 6/10K-CXeMbl [O/TKHA OXBaTbIBaTb BCe CTaAuMM NpoLecca, HenocpeACTBEHHO yNpaBiseMble N3roToBUTeNeM;

b) pabouas kapTa o5 aHanM3a OoNacHoOCTEN.

AHann3 onacHocTell BK/tOHaeT MAEHTUUKALMIO OMacHOCTel M BbI3bIBAOWUX UX MAPUYMH. 3anucy no aHanmsy
ornacHocTel fo/MKHbI coaepXaTb:

- naeHTUMKauuIo 1 NepeyeHb TeX CTaAnii NpoLecca, Ha KOTOPbIX BO3HMKAKOT 3HaYUTe/IbHbIE OMAacHOCTY;

- rnepeyeHb BCeX MOAEHTUPIULMPOBAHHbBIX OMACHOCTEN C yKa3aHMeM X 3HAUMMOCTU Ha KaxKA0M cTagmm npouecca;

- nepeyeHb BCeX NpeaynpexaatroLmx 4eicTBUin, HeO6X0AUMbIX AN1S YNPaB/IeHUS KaKA0N ONacHOCTbIO;

- nAeHTUMKaLMIO BCEX KPUTUYECKUX KOHTPO/IbHbIX ToUek (CCPS), cpeCcTB MX MOHUTOPUHIA 1 yNpaB/eHNsa nMu;

c) nnaH HACCP.

MnaH HACCP npepctaBnsas! co6oli fOKYMEHT B NMUCbMEHHOW hopme, OCHOBaHHbIM Ha cemu npuHumnax HACCP n
onvcbiBalOWMii Npoueaypbl, KOTOPbIM HEO6XoAMMO cnefoBaTb A5 obecneyeHWs ynpaBrieHUS MPOEKTOM, U3Aenvem,
npoLeccom unu npouenypoii. NnaH BkOYaeT:

- MAEHTUMKaLUIO KPUTUUYECKUX KOHTPO/IbHbBIX TOYEK U NpeaesibHO A0MYCTUMbIX 3HAUEeHWI;

- BUAbI AeATENbHOCTM MO MOHUTOPUHTY N HEMPEPBIBHOMY YIpaB/1eHUIO;

* UAEHTUUKALMIO U MOHUTOPUHI KOPPEKTUPYIOLNX AeACTBUI, BUAOB AEATENbHOCTM MO Bepudukaumum n BeLEHNIO
3anucein.
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Mpunoxexne H
(cnpaBo4Hoe)

PykoBOACTBO MO MEHEMKMEHTY pUCKa MeANLNHCKUX N34enni
LN ANarHOCTUKM in vitro

H.1 O6wme nonoxeHms

HacTosilee nNpuIoXeHUE COAEPXUT AOMNOJSHUTENbHbIE PYKOBOASALUME YKa3aHUs MO MNPUMEHEHUIO MeHeaXMeHTa
pucka K MeAVLUMHCKUM M3genvam Ans gumarHoctuku /n vitro (IVD). OCHOBHOe BHUMaHWe yAesieHO MeHeKMEHTY pucka B
OTHOLIEHUN MaUVEHTOB Ha OCHOBAHWW MPUMEHEHUS Pe3yNbTaTOB MCCNeAoBaHWA MeOULMHCKUX U3Aenvii Ans guarHoc-
TUKK in vitro. MprBeAeHHble MPMMEpPbI He ABAAIOTCSA MCUYEprnbIBAOWVMK, OHU MpefHa3HauyeHbl AN pa3bsACHEHUST 06LMX
NPUHLMNOB U CAYXAT OTNPaBHOW TOUYKOM NPU MEHeI)KMEHTe pucka.

MeguunHCKMe un3genus NS ANarHoCTMKWM in vitro npegHasHadeHbl ANns 0T60pa, NOArOTOBKM W MCCNeAoBaHUs
npo6, B3ATbIX M3 Tena 4venoBeka. K AaHHbIM M34eMsAM OTHOCAT peareHTbl, NpuBOpbI, MporpaMMHoe obGecrneyveHue,
n3genusa ans otéopa Npob M eMKOCTU O/1 UX XPaHeHWsi, KaimbpaTopbl, KOHTPOJIbHbIE MaTeprasibl U COOTBETCTBYHOLLME
npuHaaexHocTu. MNepeyvncrieHHble N3aennsi MOXHO NMPUMEHNATb Kak OTAE/IbHO, Tak U KOMGUMHUPYS X B CUCTEMY.

Pe3ynbTaTbl, MNO/IyYEHHbIE C MOMOLLLID MEANUUNHCKUX U3AENUIA ANS UArHOCTUKM in Vitro, MOXHO MCMNofib30BaTh
OJ151 AMarHOCTMKM 3a601eBaHWii UM ApYrux COCTOSIHWIA, B TOM YMC/le COCTOSIHUS 340POBbsS MauveHTa, 4/ BOCCTaHOB/Ie-
HUSA 300POBbS N 06/IerYeHns COCTOAHUA NauMeHTa, /leYeHus UNn npeaynpexaeHns 3aboneBaHns, a Takke A1 MOHU-
TOpVHra NekapCcTBEHHOW Tepanun K onpefeneHus 6e30nacHOCTVM AOHOPCKOW KPOBW WMAN AOHOPCKMX OpraHoB. [aHHble
n3genus MoryT MCMnosib30BaTh /iMua C pasHbIM YpPOBHEM 06pa3oBaHUusl, NOATOTOBKM M pasHbIM MPaKTUYECKUM OMbITOM, a
TakkKe B pPasHOW OKpyxaloller cpege M Npu pasHOM CTeneHu ynpaBfieHUs OKpyXxarouwel cpegoi. Hanpumep, ogHu
MeAMLMHCKUE n3fenns Afs AWarHOCTUMKM in Vvitro npegHasHaueHbl O/1 MPUMEHEHUST cneunainctamm B MefMLMHCKUX
nabopaTtopusix, Apyrve — MeAULUUHCKMMWN pPaGoTHMKaMU Ha MecTaxX, TPpeTbU — HenpogecCUoHasIbHbIMWU Mo/Ib30BaTess-
MU B JOMALLHUX YCNOBUSIX.

C opfHoii CTOPOHbI, pe3ysbTaTbl NPOBeAeHHbIX B nabopatopumn IVD-uccnefoBaHuii nepenatoT Bpady, KOTOPbIA MH-
TepnpeTuMpyeT AaHHble U CTaBUT AMarHo3, NPOBOAUT fledYeHne uUnu Hab[aeT naumeHTa: ¢ Apyroil CTopoHbl. IVD-uccne-
[0BaHMsl MOXET BbIMOJIHATbL caM MNaumeHT, Korga Ucrnonb3yeT peldysibTaTbl UCCeA0oBaHNn ANS HaBNAEHNSA 3a COCTOSHU-
€M CBOEro 340p0Bbs 1 MOC/IeAYIOLWEro NeveHns.

BBuay MHOroo6pasvsi MeAVUMHCKUX W3Lenuii Ans AMarHOCTUMKM in Vitro U MX npesycMOTPEHHOro npuMeHeHust
HaclosilMe PYKOBOAsLLME YKa3aHUs MOXHO MpPUMeHM ib He bo Bcex criyvasix. B 0 i HOWeHUn MeguLMHCKUX U3fennii anm
ONarHoCTUKK in vitro, NpeAHa3HaYeHHbIX OJ/151 CAMOTECTUPOBAaHUSA, TEPMUHbI «NaLUEHT» N «HeNnpPogecCuoHabHbIl NONb30-
BaTe/ib» 6yayT B3aMMO3aMeHsieMbIMUK, XOTS MOryT 0603HauyaTb W pasHbIX MNosib30BaTesieli (Hanpumep, onpeaeneHve
YPOBHA caxapa B KpOBW Yy pebeHka, cTpajalolero AnabeTom, MOXeT MNpoBeCcTW ero poACcTBeHHWUK). Ecnn mcnonbsyroT
TEPMUH «Bpay», TO criegyeT MOHMMaTb, YTO J/IHO6ON MeUMUMHCKNIA paboTHUK Takke MOXET 3anpalivBaTb, Nosy4yatb,
WMHTepnpeTUpoBaTh pe3ysibTaTtbl in wfro-nccnegoBaHuii, NPoBeAeHHbIX B 1abopaTopun, 1 AeiicTBOBaTb Ha UX OCHOBaHUN.

MeauuMHCKNe un3genus ANAst AMarHOCTUMKM in Vitro NoTeHuuasibHO MOryT crnoco6CTBOBaTh MPUYMHEHUIO Bpefa
naumeHTy. OwmnboYHble NN 3ano3gabie pe3ysbTaTbl MOTYT MPUBECTU K OWMOBOYHBIM WMAN 3ano34a/1biM MeAULUHCKUAM
pelleHnaM 1 AelicTBUSIM, KOTopble MOTYT HaBpeAuTb NaumeHTy. OWnGOoUHbIe pe3ysibTaTtbl, NOlyYeHHble NPU NPUMEHEHUN
MeAVLMHCXUX U3AenniA ANs OUarHOCTUKM in Vvitro, npegHasHayeHHbIX A1 CKPUHUHIA NepesiMBaHUs KPOBU M TpaHCMNIaH-
Tauun oOpraHoB, MOTEHUVaSIbHO MOTYT MPUYUHUTBL BPe peuunMeHTaM KpoBM UKW opraHoB. OWM604YHble pe3y/bTaThl,
Nosly4yeHHble NpU NPUMEHEHUN MEAUUMHCKUX WU3Lenuii Ans AuarHoCTUKWU in vitro, npegHa3HayeHHbIX A1 BbisiIB/IEHUSA
WMHEKLMOHHbIX 3a60/1eBaHNiA, MOTyT NPeACTaBNATb NOTEHUNA/IbHYO OMAacHOCTb A1 O6LECTBEHHOIO 3/10POBbSI.

Ha pucyHke H.1 npeacTtaBsieHa ogHa M3 Mofeneli pUCKOB NMPUMEHEHUS MeAULUMHCKUX U3AeNnid Onsi ANarHOCTUKU
in vitro B nabopaTopHbIX YCroBusiX. B 3aTOM npumMepe oOTka3 cucTeMbl MeHemkmeHTa kadecTBa (CMK) umsrotoButens
(HanpuMep, Ha cTaguMuM MNPOEKTMPOBaHUS, Pa3paboTKW, W3rOTOBJ/IEHUS!, YMakKoBbIBaHUS, MapKuMpoBaHWs, peannsaumm
UM 06CNYXMBaHUS) NHULUUPYET MocnefoBaTelbHOCTb COObITUM, KOTOpass HauYMHAEeTCs C HEeMCNPaBHOCTU WAV HeHagsle-
Xauwero yHKUMOHMPOBAHUA MeAVLMHCKOro mM3genus ANns AUNarHoCTUKKM in vitro. Ecniv oTka3 MeguUMHCKOro u3genuvs
NpoucxoauT B MeEAULVHCKOW nabopatopuu, TO 3TO NPUBOAUT K OWIMGOYHbLIM pe3ynbTaTam MccrefoBaHuii. Ecniv pesynb-
TaT He NUAeHTUMULMPOBaH B flabopaTtopuy Kak OWMGOYHbIM, TO OH nonagaeT K MeAMUMHCKOMY paboTHuKY. Ecnn meaun-
LMHCKNIA paboTHYK Takke He UAEHTUULMPYET pe3ysibTaT Kak OWMOO0YHbIA, TO 3TO MOXET MPUBECTU K HemnpaBU/IbHOMY
[narHosy n co3fatb ONacHyr CUTyauuio A0s naumeHTa.

Bpay npumeHsieT pesynbTatbl IVD-UccrefoBaHUii COBMECTHO C ApPYroi AOCTYMHOU MeAMUUHCKOW MHopmalmeid,
01 TOro 4to6bl OLEHUTH COCTOSIHWE 340pPOBbSA MNauMeHTa, MOCTaBUTb AMArHO3 WAW Ha3HauuTb siedeHne. B HeKoTopbIx
cny4asx pesynbTaTtbl in vVrtro-MccaefoBaHUi MOryT 6bITb F1aBHbIM UKW JaXe eOUHCTBEHHbIM OCHOBaHWEM A8 MPUHATUSA
K/IMHMYECKOro pelleHns. BepoAaTHOCTb MpuYMHEHUs BpeAa MauveHTy CKNaablBaeTCs U3 BEPOATHOCTEW HACTyM/eHus
KaXaoro cobbITWs, MOKasaHHOro Ha pucyHke H.1. Kaxaas oTaesibHasi BEPOSITHOCTb HACTYM/IEHUSI COOGbITUS YaCTUYHO
KOMMEHCUPYETCS BEPOSATHOCTbIO OBGHapyXXeHUsi OMacHOCTW WM OMAacHOW cuTyauuun M3roToBUTesieM, abopatopueid nnuv
BpayoM, 4TO MO3BOJISIET BMELIATLCHA M MNpeAoTBpaTUTb MpUUMHEHWE Bpefa nauueHTy. dakTnyeckasd nocnefoBaTefb-
HOCTb CObbITUI ByAET 3aBMCETb OT KOHKPETHOIO MEAULIMHCKOTO N3Aenns AN ANarHoCTUKN in Vitro u ero npMMeHeHus.
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M3rotoButensb Orxas CMK »y HenpasuibHoe
(MHnumupyrouwiee cobuitue) hyHKUMOHMpPOBaHWe
IVD-usgenus
Na6opartopus OwwnboqHoe OWKn6OYHbIN
IVD-uccneposaHwe N 3ano3nasnblii
pe3ynbTaTt uccnefoBaHus
(onacHocTb)
Bpau OwnBorHLIA anarHoa HenpaBunbHoe

W HECBOEBPEMEHHOEe
MeAMLMHCKOe fleyeHmne
(onacHas cutyauus)

NauneHT Nopaxemne
WNKY eTanbHbii KCXoR

PucyHok H.1 — Mogenb pyCcCKOB NpuMeHeHusa MeauLmMHCKOro n3genvsa gnsa
ANarHoCTUKK in vitro B 1abopaTopHbIX YCNOBUAX

Ha pucyHke H.1 BUOHO, 4YTO OWMOOYHbIE WKW 3ano3jasble pe3ysibTaTbl MOryT ObiTb MOJlydeHbl B slaboparopuu,
Hanpumep, BCNeaCcTBUE HECO6MI0AeHNA Npoueayp, rpPaduKkoB TEXHUYECKOTO OBCNYXUBaHUA UIN KasIMOPOBKU, UTHOPUPO-
BaHWA npeaynpexaeHnii n npepocrtepexeHunii. CobbITS, KOTOpble MOMyT MPUMBECTM K MPUYMHEHUIO BpeAa nauuneHTy,
TaKke MOryT 6biTb MHMLMMPOBaHbl B nadopartopuun. MNosaTomMy npuMsHaHa HeOO6XOAMMOCTb YMEHbLUEHUSA 4ncna owmnbokK ¢
NOMOLLBIO MPUMEHEHNS MpoLecca MeHeMKMeHTa pUcka K MeAWMUUHCKONM nabopatopuun, a mHopmauuss no 6e3onacHo-
CTW, No/slyyaeMas Ha BbIXO4e Mpouecca MeHeMKMEeHTa pucka WU3roToBUTEsISA, MOXET CTaTb BXOAOM npouecca MeHeox-
MeHTa pucka npuMeHnTesIbHO K naboparopum.

H.2 AHanus pucka

H.2.1 aeHTudmkaumsa npesycMoTpPeHHOro NpMeHeHns

H.2.1.1 O6wme NonoxeHns

MeanuuHcKue wm3genusa Ans ANarHoCTUKWM in vitro, npegHasHayeHHble ANnA nabopaTopHbIX WUCCefoBaHWi wan
nccnefoBaHuii Ha MecTe NpPoBeAeHUs JleYeHnsl, UMeroT ABYX Nosib3oBaTtesieil: MeAnUMHCKOro paboTHUKAE, NPOBOASLLErO
nccrefoBaHne, U MeguLMHCKOro paboTHMKA, Noyyatowero pesyibTarbl, MUHTEPNpPeTMPYIOLEero ux n AelcTBYIOWEro Ha ux
OocHoBaHun. B cnyyae IVD-n3genvs ans caMoTeCTUpOBaHUA nauueHT MOXeT OblTb e4MHCTBEHHbIM NOJ1b30BaTeNeMm.

Mpn ngeHTUdMKaLmMm nNpegycMOTPEHHOro NPUMEHEHUS CrlefdyeT paccMaTpvBaTtb 3asiBfIEHHbIE LEesin U3rotoBute-
NA B OTHOLWEHUN 060MX BapuaHTOB MpuUMeHeHuns: 1) npumeHeHue IVD-usgenus Ans nonyyvyeHus pesynbtaTtoB Uccieno-
BaHWs; 2) NpYMeEHeHe pe3yNbTaToB UCCNef0BaHUSA ANA AMAarHOCTUKN, IeHeHNA UM HabNaeHNA 3a nayMeHToM.

B HacTosLWweM NPUIOXKEHUM NPUMEHEHbI Cliefylolme TEPMUHbI C COOTBETCTBYOLWMMU ONpeaesieHNAMU:

- oneparop — 1uUo, npoBogsLee in v/fro-uccnefoBaHna; aHHOE NULO MOXeT ObITb Kak COTPYAHMKOM flabopaTo-
pun. Tak N MeAULMHCKMM PabOTHUKOM WM HeNpodIeCCUOHa/IbHbLIM MONb30BaTesieM C MUHMMa/IbHOW MOArOTOBKOW mMnun
ee OTCyTCTBMEM;

- MeAUUMHCKMIA paboTHUK — NUL0, 3anpaluvBaiollee, nonyvarollee pesynbTaTbl UCCMef0BaHNA UK AelicTBytollee
Ha OCHOBE [aHHbIX pe3y/ibTaToB OT MMEHW NauueHTa; MeAUMUUHCKUM paboTHUKOM SB/SAETCA Bpad, mMencecTpa, enbn-
Lep «CKOpOW MomMowu» unn awb6oe pyroe Avuo, NpUHMMAaloLlee KIMHUYECKOEe peLleHne Ha OCHoBe pesynbtaTtoB IVD-
nccnenoBaHuii.

H.2.1.2 NpeaycMoTpeHHoe NpuMeHeHne

MpefycMOTPEHHOE MPUMEHEHWE MeAULMHCKOro M3fenus A8 ANarHOCTUKM in Vitro MOXeT Bk/IoyaTb TpeboBaHus
K WN3MepUTESIbHOI cucTemMe, aHaM3MpyemMbiM Mnpob6am (o6pasuyam), nabopaTopHOMy 060pyAOBaHWUIO, MaTpuue npoo,
npoueaype mccrnefoBaHns (aHa/iM3 MO KayeCTBEHHbIM, MOJTYKO/IMYECTBEHHbLIM W/IN KOJ/IMYECTBEHHbIM MNpuU3Hakam), ore-
paTtopy 1 MecTy NpUMEHEHUS.

Hanpumep, MoxeT BO3HUMKHYTb HeOob6XOAMMOCTb B MWCC/efOBaHUN COAEPXaHUA XOPWOHMYECKOro 6eTa-roHagoT-
ponuHa 4enoBeka (P-hCG) B o6pasuax CbIBOPOTKM, Mas3Mbl KPOBM MM Moun. He kaxgas npouenypa mccriegoBaHus
Ji-hCG nmeeT Te xapakTepuUCTUKN, KOTOPble COOTBETCTBYIOT BCEM TPEM BUAaM MaTpuLbl Npo6.
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H.2.1.3 lNoka3aH1Aa K NPUMEHEHNIO

MokasaHUs K MPUMEHEHUIO BKIKOYAKOT MeOULMHCKOEe MNPUMEHEHME U onpefesieHne MNonynsumii nosib3oBaTeneid,
ONA KOTOPbIX NpefHa3HavYeHo MegULIMHCKOE usaenne s AMarHoCcTUKNY in vitro.

Hanpumep, pesynbTatbl uccrnegoBaHus cogepxaHus p-hCG MOXHO uMcnonb3oBaTh AN NOATBEpPXAeHUs 6epe-
MEHHOCTUW, CKPUHMHIa 6epeMEHHbIX XEHLUMH Ha Hanuuuve y nnoga cuHapoma [ayHa, a Takke OJ/15 MOHUTOPUHIa HEKOTO-
pbix chopm paka. Kaxkgoe meanuuHCKOe NPUMMEHEHVWE MOXEeT BblABUraTb pasHble TpeboBaHUA K 4YyBCTBUTENILHOCTMU,
CNeundUnYHOCTU, TOYHOCTU N NOTPELUHOCTU N3MEPEHWNIA.

H.2.2 aeHTudmrKaumsa BO3MOXHbIX OLUMOOK NPUMEHEHNS

H.2.2.1 OWwn6Kn NnpUMeHeHns

OWKnBKM NPUMEHEHUA BKIKOYAKOT [EACTBUSA, He MpedyCMOTPEHHble W3roTOBUTENEM, Takue, KaK YCKOpeHue
npoueayp, NOMbITKM ONTUMMU3ALUN N UMNPOBU3ALNKN, & Takke HEBbINOJIHEHWE AeNCTBWUi, NpPeayCMOTPEHHbIX U3roTOBU-
TeneM 1 ONUCaHHbIX B UHCTPYKLMAX MO MPUMEHEHUIO.

H.2.2.2 MpuMepbl BO3MOXHbIX OLLMOGOK MPUMEHEHUSA CO CTOPOHbI COTPYAHMKOB flabopaTopun

Huxe npuBefeHbl NMpyMepbl BO3MOXHbIX OLUIMOGOK MPUMEHEHUS B NabopaTtopHbIX YC/10BUAX. [aHHble npumepsbl
ABNAKOTCA NOKa3aTes/IbHbIMY, HO HEUCYEPIbIBaOLWUMN:

- NPUMMEHEHVE MeAMUMHCKOro M3Lenvs ANS OMarHOCTUKM in Vitro ¢ HeHagnexawmm KasmbpaTtopoM, peareHToM,
NpU60opPOM AN aHaNN3npyemMbIM 06pasLoM;

- NoNbITKa ONTMMU3aLUnK NPoLeaypbl UCCNef0BaHNA AN YNYULEHNS IKCNTyaTalMOHHbIX XapaKTepPUCTHUK;

- COKpallleHVe npoueaypbl uccnenoBaHus (yCKopeHue npoueaypbl);

- HeBbIMNO/IHEHME TEXHNYECKOrO 06CyXnBaHus npuéopa;

- HECrnocobHOCTb NN HEBO3MOXHOCTb OCYLLECTBNEHUA Mep NO ob6ecrneyeHnto 6e30NacHOCTY;

- (hyHKUMOHMpPOBaHVE B He6AaronpuUATHbIX YCNOBUAX OKpYXXatoLlei cpefbl.

H.2.2.3 Mpumepbl BO3MOXHbIX OLUINOOK MPUMEHEHUSI CO CTOPOHbI MEAVLIMHCKOIO NepcoHana

Hwxe npuBegeHbl NpyMepbl BO3MOXHbIX OLWMOOK MPUMEHEHUSA CO CTOPOHbl MeAMLMHCKOro rnepcoHana. JaHHble
npuMepbI ABAIOTCA NokKasartebHbIMU, HO HencYeprbIBaLWUMU:

- NpuMeHeHVe pe3ynbTatoB in V/fro-uccnegoBaHUA ONS CKPUHUHTA HacesfleHWsA Ha Hanmyue 3aboneBaHus, B TO
BpemMs Kak npoueaypa uccnefoBaHUA npefHasHavyeHa ANS AUArHOCTUKW fJaHHOro 3aboneBaHus (3KCnsyaTaunoHHble
XapakTepucTukn IVD-n3gennsa moryT He COOTBETCTBOBATb 3aayve CKPUHMHIA HAcesIeHus);

- nNpuMmeHeHue pe3ynbTatoB IVD-nccnegoBaHna O OUAarHOCTUKM 3aboneBaHWs, B TO BPEMSA Kak npoueaypa
nuccnefoBaHnsa npefHasHadeHa A5 HabnogeHuss 3a COCTOsSHMEM  3[40pOBbsA  (3KCMyaTalMOHHble  XapaKTepucTUKM
IVD-n3genvst MoryT He COOTBETCTBOBaTb 3a/,a4amM AMarHOCTUKN);

- npumeHeHue pesynbTaToB IVD-nccnegoBaHua A0S HOBOro crnocoba MeAuUMHCKOro NPUMEHeHUs, He 3asB/ieH-
HOro un3rotoBuTENEM (3KCM/yaTauMoHHble XapakTepuctukm IVD-n3genuss mMoryT okasaTbCs HenpurogHbIMW Ans HOBOTro
cnoco6a K/IMHNYECKOro NPUMeHeHUs).

H.2.2.4 MpuMepbl BO3MOXHbIX OLLUMOOK MPUMEHEHUSA NauneHTamMmn npyv camoTecTMpoBaHum

Hwxe npusBefeHbl NPUMeEPblI BO3MOXHbIX OLIMOOK MPUMEHEHUA nauueHTamu Mnpu camoTecTMpoBaHUW. dTU Npwu-
Mepbl AB/ATCA NoKasaTeNbHbIMW, HO HEMCYepnbIBaoLWNMU:

- MCMoJib30BaHne HeJoCTaToOYHOro o6bLema obpasua;

- HECNOCOBHOCTbL NPaBW/IbHO BCTaBUTbL MOAY/1b C PeareHToM;

. pasgesnieHne peareHTHbIX CTPUMNOB (419 YMEHbLUEHUA MaTepuasibHbIX 3aTpar);

- HecCrnocobHOCTb NN HEBO3MOXHOCTb OCYLLECTBNEHUA Mep NO obecrneyeHnto 6e30NacHOCTH;

- XpaHeHVe peareHTa B HeHaZ/1exallux yCnoBusax.

H.2.3 aeHTrdrkauma xapakTtepucTmK, OTHOCALLNXCA K 6e30nacHOCTU

H.2.3.1 O6wme nonoxeHns

MOMUMO XMMWYECKMX, MEXAHUYECKNX, INEKTPUYECKNX U BMOMOrMUYECcKUX XapakTepPUCTUK N Hapsay C ApyruMn meaum-
LMHCKAMUN MN34eNIMAMUN MeULNHCKNE n3gennsa ANs AUNarHOCTUKM in Vitro MMerT 3KCniyaTauMoHHble XapakTepUCTUKW,
onpegensiowme TOYHOCTb pe3y/ibTaToB MccnefoBaHusa. HecnoCco6HOCTb OaHHbIX MeAUMLUWHCKUX Mn3aesiMii COOTBETCTBO-
BaTb 3KCMJlyaTauMOHHbIM XapakTepucTukam, HeobXoAUMbIM AN KOHKPETHOrO0 MeAMUMHCKOrO NPUMEHEHUSA, MOXET Mpu-
BECTU K CO3aHM1I0 OMacHoOm cntyaumm n COOTBETCTBEHHO puUcKa A/15 NaunueHToB.

H.2.3.2 XapakTepncTuku npolenyp nccriefoBaHna no KosIMYeCTBEHHbLIM NpusHakam

Mpouenypbl nccnefoBaHNA MO KOSIMYECTBEHHbIM MpPU3HaKam npefHasHadeHbl A9 OnpefesieHns Kosm4vectsa
WAN KOHLUEHTpauum aHaam3upyemoro BellecTBa (aHannta). PesynbTaTbl OTMeYaloT Ha UHTepBasibHOW WKaie. OCHOBHbI-
MW aHa/IMTUYECKUMU XapakKTepucTukamu rnpoueayp WccnefoBaHus Mo KOSIMYECTBEHHbIM MNpuU3HakaMm SB/ISKOTCA TOu-
HOCTb (HETOYHOCTb), MOrPeLHOCTb (CucTemMaTmyeckass owmnbka OuUEHKM, OOyCNnoB/ieHHass CYyOBbEKTUBHbIM (DakTOPOM W/n
HETOYHOCTbIO Npubopa), cneundNyYHOCTbL aHasiM3a W Anana3oH KOJIMYECTBEHHOrO onpefesieHns. OKCrsyaTaunoHHble
Tpe6boBaHNS 3aBUCAT OT BMAA MeLULMHCKOro npumMeHeHus. OWMB0YHO BbICOKUI UM OWMGOYHO HU3KUI pe3y/ibTaT Mo-
XeT NPUBECTU K HEMPaBW/IbHOMY AMarHo3y Wnun 3anosfasioMmy sledeHuto, a nocneayowuni Bpes, NPUUYNHAEMbIA NaumeHTy,
MOXeT 3aBUCETb OT KOHLEHTPaL M1 aHa/IM3MpyemMoro BeLecTBa 1 3HaueHnst CUcCTeMaTUYeCKOW MOrpeLLuHoCTy.

H.2.3.3 XapakTepucTtumku npouenyp nccrnenoBaHus No kKa4eCTBeHHbIM Npu3HaKam

Mpouenypbl MccnefoBaHNSA NO KaYeCTBEHHbIM MpPU3HakaMm npegHasHavyeHbl TO/IbKO AN BbISAB/IEHUS MPUCYTCTBUA
WA OTCYTCTBUA aHanuta. Pe3ynbTaTbl npouefyp K1acCUUUUpyroT Kak MoMoXUTe IbHble, oTpuuaTenibHble Wn
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HeornpegeneHHble. K xapakTepucTukam npouefyp MccnefoBaHUs MO KayeCTBEHHbIM MPU3Hakam OObIYHO OTHOCAT Aumar-
HOCTMYECKYIO YYBCTBUTE/IBHOCTb U CNeuudunYHOCTb. MoMoXNUTe NbHbIN pe3ynbTaTt Npu OTCYTCTBMM aHanuTa v otpuua-
TeNbHbIN pe3ysibTaT NpU Ha/IMYMM aHaIMTa MOXET NPUBECTU K MOCTaHOBKE HeNpaBW/IbHOIO AuarHosa wiav 3anosgasiomy
NeyeHno N NPUYNHEHUIO Bpeda NauneHTy.

H.2.3.4 XapakTepncTukun pyHKLUNOHAIbHOW HageXHOCTN

Ecnn nevawemy Bpayy Heo6xoAumbl pesynbTarbl in wfrn-uccnegoBaHna ANA NPUHATUSA CPOYHOTO K/IMHNYECKOro
pelleHns, Hanpumep, O Hanpas/eHUWM NauueHTa B OTAeNeHWe MHTEHCUBHOW Tepanuu, TO CBOEBPEMEHHOCTb pe3ysbTa-
TOB MOXET ObITb TaK >Xe BaXHa, KaK U MX TOYHOCTb. HEeBO3MOXHOCTb MOJIyYeHUs pe3ynbTara, Korga OH Heo6Xoaum,
MOXeT MPMBECTN K CO34aHM1I0 OMacHOM cutyaumnmn.

H.2.3.5 JlononHutenbHasa nHopmMauus o nauneHTe

B HekoTOpbIX Cryyasax A9 NpaBUIbHOW MHTepnpeTauun pesynbTaTOB UCCNefoBaHus MOryT notpeboBatbecs fe-
Morpaduyeckme faHHble naumeHTa, a Takke [faHHble O npobe wan ee uccneposaHuu. pumepaMn TakmxX LOaHHbIX,
BBOAVMbIX BPY4YHYHO NabopaHTOM-aHa/IMTUKOM WM aBTOMATMUYECKU C MOMOLLbIO N1abopaTOpHOM KOMMbIOTEPHOW cucTe-
Mbl, ABAAIOTCA nAaeHTUMKauna nauneHTa, ngeHTndurkaumsa npobbl, BMA Npobbl, onvcaHwe Npobbl, eAuHULbl U3Mepe-
HUSA. 06pasuoBbIi MHTepBasl, BO3PacCT, MO/ U reHeTuveckne paktopbl. Ecnn meanuuHCKoe msgenve As AUarHOCTUKN
in vitro cnNpoekTMpoBaHO Tak. YTOObl BMeCTe C pe3y/bTataMn UccrefoBaHnAa coobwartb AONO/HUTENbHYIO MHAOPMaLuIo
(T. e. aBnAeTCA NHTEPNPETUPYIOLMM), TO HECNOCOBGHOCTb M3AesINA BblAaTb MPaBU/IbHYIO MHOPMAaUV0 COBMECTHO C
pe3ynbTaramMmm UCC/ef0BaHUA MOXET HapyLUTb NPaBWUIbHOCTb MHTeprpeTaunun AaHHbIX Pe3y/ibTaToB M MPUBECTU K CO-
34aHM1I0 OMacHol cuTyaunmn.

H.2.4 \aeHTudmKaLms N3BECTHbIX N MPOrHO3MpPYyeMbIX OnacHocTel

H.2.4.1 OnacHocTu A1 nauneHToB

C TOo4YKM 3peHns naumeHTa, pesynbTart IVD-uccnegoBaHna npencraBnsetT cob0M ONacHOCTb, €C/IM OH MOXET Mpu-
BECTW K HECOOTBETCTBYIOLEMY MeAULMHCKOMY BMellaTe/NlbCTBY, C/IeICTBMEM KOTOPOro MOXeT CTaTb MPUYNHEHWE Bpeaa
340pPOBbI0 WIN CMepPTb, WX K HEBO3MOXHOCTWM OKas3aTb MeAWLMHCKYH MOMOLLb, KOTopas morna 6bl npeaoTspatuTb
npuYnHeHve Bpefa 3[40POBbLI0 UAN CMepPTb. OWMOOYHBIA WK 3ano3fasiblin pesynbTtar IVD-uccnefoBaHuss MOXeT OblTb
obycnoBneH HeHagnexawum ¢QYHKLUNOHNMPOBaHNEM MEAULMHCKOro u3genvs AN8 ANarHocTuKW in vitro, 4to saBnseTcs
WHULMMPYIOLLE i ONacHOCTbIO B MPOrHO3MpyeMoi nocriefoBaTesIbHOCTU COObITUIA, NPUBOAALEA K CO3[aHUI0 OMacHo
cutyaumn. MaeHTudmkaLmss onacHoOCcTe M nocnefoBaTe/lbHOCTel CcOoObITWIA MOMOraeT WM3roTOBUTE/IIO B COCTaB/IEHUN
noapo6HOro nepeyHsi onacHblX cuUTyauuii. B npouecce aHanmM3a pucka M3roToBUTE/lb YCTaHaB/IMBAET, YTO MMEHHO Heob6-
XOAMMO paccMaTpmBaTh Kak OMacHOCTb.

Kak nokaszaHoO Ha pucyHke H.1. onacHas cuTyaumss MOXeT BO3HWKHYTb, €CNN MEeAULMHCKUA paboTHUK nosiyvaet
OWNBOYHBbIN pe3ynbTaT MUCCNefoBaHMA W NPUHMMAaET pelleHUs Ha ero OCHoBaHuW. OnacHas cuTyaumst MOXeT Takxke
BO3HWKHYTb B OTCYTCTBME pe3yfnbTaTa, Korga oH Heobxoaum. B cnyyae ¢ vsgenusamm ans camMoTecTMpOBaHWA onacHas
CUTyaunss MOXeT BO3HUKHYTb Mpu NoJsTlyYeHUN OLMOGOYHOro pesysibTata nauneHToM WUam OTCYTCTBUM pe3ynbTarta, Koraa oH
Heob6xoanM.

Mpn npoBefeHUN UCCNEfOBaHUA MO KOJIMYECTBEHHbLIM MpPU3HaKaMm pe3ysibTarT MOXHO paccMaTpuBaTb Kak OLUu-
OOUHbIN. ecniM pasHULa NO CPaBHEHWUID C MpaBW/IbHbIM 3Ha4YeHWEM MpeBblWaeT npenesibHoe 3HayeHne, OCHOBaHHOE Ha
K/IMHMYECKOW MNOosib3e OT MPUMEHEHUs MeAULMHCKOro usgenus. KnvHuyeckass 3Ha4YMMOCTb HenpaBW/IbLHOrO pesysbraTa
MOXeT 3aBMUCETb OT BENNYMHbI PasHULbl MeXAy WU3MepPeHHbIM U MPaBU/IbHbIM 3HAaYEHUSIMU, a Takke OT un3nonormyec-
KOro COCTOSIHUA nauyeHTa (Hanpumep, HaIMYUSA Y HEro rTMNOorANKEMUM UKW TUNEPTIKEMUN).

Mpn npoBegeHUN uccnefoBaHWA MO KayeCTBEHHbIM MNpu3Hakam, Korga MOXeT O6biTb MOAy4YeH TONbKO MOSI0XKM-
Te/lbHbIA NN oTpULaTeNbHbIV pe3ynbTar (Hanpumep, nccneposaHms Ha BUY nnm Ha 6epeMeHHOCTb), AaHHbIl pesy/ib-
TaT ABAsgeTCA TaKke M60 BePHbIM, IM60 OLUNGOYHBIM.

Cnepytolme onacHOCTU MOTyT 0OYCNOBUTbH HENpPaBWU/IbHYHO OAWNArHOCTUKY M BO3MOXHOCTb MPUYUHEHUA Bpefa vnv
3ano3ganoe MeuLMHCKOE BMellaTe/IbCTBO:

- ownboYHble pe3ynbTaThbl (cM. H.2.3.2 1 H.2.3.3);

- 3ano3gasible pesynbTatbl (CM. H.2.3.4);

- owmnboyHast MHdopmauusa, coobliaeMasi NPUOOPOM a AOMNOJSIHEHME K pe3ysbTaTy uccregoBaHuii (cm. H.2.3.5).

H.2.4.2 B3aMOCBS3b C 3KCMJlyaTauMOHHbIMWN XapaKTepucTukamm

Heob6xoanmo ougeHMBaTb HECOOTBETCTBUE NHOGON M3 IKCM/IyaTauMOHHbIX XapaKTepucTuK, OTHOCALLMXCA K 6e3onac-
HoCcTU (cMm. H.2.3), npegbaBnseMbIM U3rOTOBUTENIEM TpeboBaHUAM, A1 TOro 4YTo6bl OnpefenTb BO3MOXHOCTb CO3[a-
HUWS ONacHoOM cuTyauuu.

MeToabl aHanM3a OMacHOCTel, Takue, Kak npegBapuTesibHbIi aHanm3 onacHocTer (Preliminary Hazard Analysis
— PHA), aHann3 gnarHoCTUYeCcKoro gepeBa HeucnpaBHocTelh (Fault Tree Analysis — FTA). aHa/iM3 xapaktepa v nocnep-
cTBUii oTkazoB (Failure Mode and Effect Analysis — FMEA) n aHasin3 onacHOCTell B KPUTUYECKUX KOHTPOJIbHbIX TOYKax
(Hazard Analysis on Critical Control Points — HACCP), onucaHbl B NPU/I0OXeHUn 6.

H.2.4.3 igeHTudmnkauma onacHocTel B yC/10BUAX OTKasa

Mpn nageHtTudmkaumn IVD-onacHOCTE B YCNOBUSX OTkasa crnefyeT paccMatpumBaTb pexuMbl OTKa3oB, KOTopble
MOTyT NPUBECTU K HECOOTBETCTBUIO 3KCM/yaTauMOHHbIX XapakTepPUCTUK, TpebyembiX A4 NPUMEHEHUA MeAULUNHCKOro
n3genunsa (Hanpumep, NOrpeLHoCTb, TOYHOCTb, CNeundUUYHOCTb U T. A.). & UMEHHO:

- HEOOQHOPOAHOCTb BHYTPWU OAHOV Cepun MegULMHCKNX U3LENNIA;
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HECOBMECTMMOCTb pPa3HbIX Cepuii MegULMHCKUX U3aenunii;
HEMNPOC/EeXNBAEMOCTb 3HAYEHMI KainbpaTopa;

HEBO3MOXHOCTb 3aMeHbI kasimbparopa;

HecneunpnyHoCTb (Hanpumep, PakTopbl, Co3gatoLme NoMexu);
MCNOJIb30BaHne 0CcTaTkoB NPO6 1N peareHToB 4191 HOBOrO UCC/eA0BaHUS;
HETOYHOCTb M3MepeHUiA (CBS3aHHasa Cc NPU6opom);

HapyLleHne cTabubHOCTU (MPY XpaHeHUW, TPaHCMOPTUPOBaHUN, MPUMEHEHUN).

Mpn ungeHTndmkaumn IVD-onacHOCTel B YCNOBUSX OTKasa MeAMLMHCKOrO M3genus cregyet paccMmaTpuBaTtb Te
pexuMbl 0TKa3oB, KOTOPble MOTYT NMPUBECTU K 3ano3jasbiM pe3ysibTaTam npu Heo6XOAMMOCTU OKa3aHUsi CPOYHOW Meaun-
LMHCKOW MOMOLLM, Hanpumvep;

- HECTabWU/IbHOCTb peareHTos;

- OTKa3 annaparHoro uav NporpaMMHoro obecrneyeHus;

- HeHaj/iexaltlee ynakoBblBaHUe.

Mpn ungeHTudmkaumn IVD-onacHOCTEN B YC/1I0BUSIX OTKasa MeAMLMHCKOro u3genus crefgyet paccMmaTpuBaTtb Te
peXxrmbl 0TKa30B, KOTOPbIe MOMYT NPUBECTU K Bblgaye OWMB0YHOM nHhopMaumm o nauueHTe, Hanpumep:

- ownboUHble ®.N.0. nNn NAeHTUNKALNOHHbLIA HOMEpP NauueHTa;

* OWMBOYHasA gaTa PoXAeHUs UM BO3pacT;

- HenpaBW/IbHO YKa3aHHbIW Mor.

H.2.4.4 \geHTdMKaLMsa ONacHOCTel B yCNOBUAX HOPMa/IbHOrO NPUMeHeHNs

OWwnbOoYHbIe pe3ynbTaTbl MOTYT MOSABUTLCA Takke B YCMNOBUSAX HOPMaslbHOrO NMPUMEHEHUS, faXe ecnn aKcnsyara-
LIMOHHbIE XapaKTepUCTUKN MEeANLMHCKOro u3gennsa Ans ANarHoCTUKK in vitro oTBevaloT TpeboBaHMsM MU3rotoBuTens. 310
MOXeT ObITb CrefCcTBMEM HEAOCTOBEPHOCTU pe3y/nbTaToB UCCef0BaHUsl, 61U00rnyeckoli BapnabensHoOCTM nNpob nauu-
€HTOB, Bbl6Opa rpaHuLbl OTCEKAHUSA UK ApYrux akTopoB. OWMO0UHbIA pe3ynbTaT B YC/I0BUSX HOPMasIbHOIO NpUMeHe-
HUSE MOXET MPUBECTM K CO34aHMI0 ONACHOW CUTyauumn B OTHOLLEHUM OTAE/IbHOrO NaumeHTa, Hanpumep:

- HeJOCTaTOYHO YeTKoe pasnnuve Mexzay MosoXUTe SIbHbIMU U OTpuUuaTesbHbIMU pe3dyfibTaTamu: npoueaypbl nc-
cnefoBaHNA MO KayeCTBEHHbIM MNpuU3Hakam AeMOHCTPUPYIOT TUMUYHbIE JIOXKHO MOJIOXKUTENbHbIE U JIOXKHO OTpuuaTesb-
Hble OLUEHKW, YaCTMYHO O6YC/I0B/EHHbIE MOrPELUHOCTAMU U3MEPEHUS, CBA3aHHbIMW C OonpeaesieHneM NoaxoAsuen rpa-
HULbI OTCEKaHWS;

- MOrpPeLHOCTb N3MEPEeHUs: COBPEMEHHbI YPOBEHb HayUYHO-TEXHWYECKOrO PasBUTUS MOXET OrpaHuynBaTb TOY-
HOCTb oOnpefeneHns 3HayeHWs napameTpa MeAVLUHCKUMU W3Zennamui Ansa AMarHoCTUMKW in vitro (r/1loKoMeTpbl, onwu-
caHHble B (20]); ecnu kputepnn OyHKUMOHMPOBaHNA TPeObytoT, 4TOObl He MeHee 95 % pe3y/ibTaTtoB Haxo4WU/IUCb B rPaHu-
Lax yCTaHOBJ/IEHHOro Auana3oHa 3Ha4yeHWil, OCHOBAHHOIO Ha MOHATUWN KIAVMHWYECKOW MNosib3bl, TO A0 5 % pe3ynbTaTtoB
MOTyT BbIXOAUTb 3@ paMKn AaHHOro Ananas3oHa;

- HenpeasuAeHHOE BNUAHME APYTUX 3/1EMEHTOB ((hakTopoB, CO3jalowmx MOMexu) B OCHOBHOM aHa/IM3npyemMom
obpasLe: HOBble fleKapCTBEHHbIE CPeACcTBa, BMOXMMUYECKne MeTabosnTbl, retepodnsibHble aHTUTeNa v BewecTBa A/
NnoAroToBKM NPo6 MOryT BO3A4elicCTBOBaTb Ha (DYHKLMOHa/IbHbIE XapakTepUcTUKM npoLleaypbl IVD-nccnegoBaHus;

- ecTeCTBEHHas reTepoOreHHOCTb aHa/MTa: aHTuTena n gpyrve 6enku B obpasuax KpoBu ABASIOTCA CMecsaMU pas-
HbIX U30(DOPM; M3BECTHbIE (PYHKLUMOHA/IbHbIE XapaKTepUCTUKM npoueaypbl [VD-uccnegosaHus Moryt ObiTb HenpuMeHU-
Mbl KO BCEM COCTaBHbIM YacTsM Takoli cmecu.

H.2.4.5 NgeHTudunKaumsa onacHbIxX cuTyaunii

K onacHbIM cuTyauusim, cosgaBaemMmbIM MeAUUUHCKUMUW U3LeNTMAMN ANA ANarHOCTUKK in Vitro, OTHOCAT:

- JIOXKHO oTpuuaTefibHbIli pe3ynbTaT aHasim3a Ha BWY (HIV) unm Ha noBepPXHOCTHbIN aHTUreH renatuta B (HbsAg)
NpW CKPUHWHIEe NepesiMnBaeMoi KpoBu, NoayvyaemMblii 6aHKOM KPOBU;

- QwarHocTupoBaHMve /evalum BpayoM 3abonieBaHWSA MeYeHW Ha OCHOBE pe3y/ibTaToB UccriefoBaHUs (QyHKLUN
neyvyeHu, KOTOpbIe 6bINN UCKaXKEHbI NOA BMSHUEM GUNNPY6UHa;

- oWwnboyHoe M3MepeHne NpUOOPOM A1 caMOTECTMPOBAHUA KOHLIEHTpaLMn caxapa B KPOBU (3aBbllleHHOe 3Ha-
YyeHus1) y 60/1bHOro rMNorIMKeMmei

H.2.5 OnpepgeneHne pucka gng naymeHTa

H.2.5.1 O6wme nonoxeHns

OnpefeneHve puvcka OCHOBaHO Ha orpefesieHUN TSHXKECTUM U BEPOSATHOCTU MPUYMHEHUS Bpeda Kaxaon uAeHTW-
omuympoBaHHO onacHo cuTyauueir, CBA3aHHOW C MeAVUMHCKM mM3genvemMm Ans ANarHocTUKM in vitro, Kak 8 Hopmasib-
HbIX YC/IOBUSAX, TaK U B YC/I0BUSAX OTKasa.

Ana nony4veHns owmnbo4YHOro pesynbTarta [VD-nccnegoBaHusa KAOUEBbLIMU ONpefenaiowmnmm dakropamn ABNsAT-
CAi: @) BEPOATHOCTb TOrO, YTO pe3ynbTaT 6yAeT Npu3HaH OWMB0YHbIM, N b) BEPOATHOCTL TOrO, YTO pe3y/ibTaT NpuBeeT K
HexesatesibHOMY MeAULMHCKOMY BO34elCTBUIO.

Mpn nonyyeHnn pesysibTaToB, OWIMOOYHO NOKa3bIBAKOWMX, YTO B MeAMLNHCKOM BMellaTeNbCTBe HET HeEO6XO0AMMO-
CTU (Hanpumep, NOXHO OTpuuaTesibHble pe3ynbTaTbl AN JIOXKHO «HOPMasibHbIe» pe3y/ibTaTbl), B NpoLecce oueHUBaHUs
pucka crnegyeTt yuntbiBaTb: 1) NPOrHo3 418 HeBbINEYEHHOro 3a60s1eBaHns; 2) BO3MOXHOCTb ANArHOCTUPOBaHUA [aHHOro
3aboneBaHus Apyrumn cpegcrtBamu; 3) nocneacTsusa ANAs WL, He SBASOWMXCA naumeHTamm (nepeHoc Bo3byautens
WHEKLMM UK HacneACTBEHHOro 3aboneBaHuns], BO34eNCTBYE Ha N/10/ ONacHbIX BELLECTB).
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Mpn nonyyeHnn pesynbTaToB, OWMOOYHO NOKa3bIBAKOLWMX, YTO TpebyeTca MeAMUMHCKOEe BMeLlaTesnlbCTBO (Hanpu-
Mep. JIOKHO MONIOXUTEeSIbHblE pe3ysibTaTbl UIN JIOKHO «aHOPMasibHble» pe3ysbTaTbl), B NPOUecCe OueHVBaHUS pUcka
cnefyeT yuuTbiBaTb: 1) BO3MOXHbIA Bpes OT HeHad/eXxallero fiedeHns; 2) BO3MOXHOCTb JledeHns OpyrMMun cpeacrsa-
Mu; 3) NocneacTBua ANna Apyrux nuy (MccnefoBaHue UM fiedeHre B CBSA3WM C 0MacHOCTbIO MHMbMUMpOBaHUSA, ANarHocTu-
poBaHve Uan nevyeHne HacneacTBEHHOro 3ab60s1eBaHus).

H.2.5.2 OnpegeneHvie TSXeCTn Bpeaa

MeanuuHCKoe npuMeHeHue pesynbTaToB |VD-uccnegoBaHus MO3BOSISET ONpeaesiNTb BO3MOXHbIA Bpefd, KOTo-
pbI/i MOXeT 6blTb MPUYMHEH MauueHTy BCeACTBME MONyyYeHUs owmboyHoro pesynbTtata. CnegyeT paccmarpuBaTb npe-
LYCMOTpPEeHHOoe NPUMEHEHME U BO3MOXHOEe HenpaBu/ibHOE NpUMeHeHne, onncaHHble B H.2.1 n H.2.2.

[Ona onpepeneHvs TsSHXeCcTU Bpeda HeO6XOAMMO MOHMMaHve MeAVMUMHCKUX MOCNeACTBUM MPUMEHEeHUs pesy/ibTa-
TOoB IVD-nccnenoBaHus, aHa/IMTUYECKUX 3KCMyaTauMOHHbIX TpeboBaHWU A1 KaXAOoro cnydas npuvMeHeHWs n Toro, B
KaKol CTeneHn K/MHUYECKME peLleHUss OCHOBaHbl Ha pesynbTatax IVD-uccnepgoBaHus. Mo 3TOW NpuyvHe pellarollee
3HayeHne MMEIT Haj/1exallne KIMHNYeCKe BXOAHbIe faHHble AN npoLecca onpeaesieHns pucka.

H.2.5.3 OnpegeneHve BEPOATHOCTM NPUYNHEHNSA Bpeaa

Kak nokasaHO B npunoxeHuu E, BEPOATHOCTb MPUYMHEHUS Bpeaa Npv npUMEHeHUV MeAMLMHCKOro usgenuna Aans
[OVNarHOCTUKM in Vitro 3aBUCKUT OT CYMMbl BEPOSITHOCTEN, CBA3aHHbIX C NOCNeA0BaTENBbHOCTLIO COObLITUNA.

Mpn NpyMeHeHUNn MeULMHCKOTO U3Lenva ANnsa ANarHOCTUKKM in Vitro e nabopaTtopHbIX YC/IOBUAX, Kak Nnokas3aHo Ha
pucyHke H.1, jaHHbIe BEPOATHOCTU BK/IKOYAIOT:

- BEPOSATHOCTb TOr0, YTO MEAULMHCKOE u3aenne s ANarHoCTUKM in vitro BblgacT OWMO0YHbI/ pe3ynbTarT;

- BEPOSATHOCTb TOro, 4YTo fnaboparopusa He MAEHTUMLUPYET NOMAYYEHHbIN pe3ynbTaT Kak OWMO0YHbLIN 1 nepegacT
[aHHbIN OLWMBOYHbIN pe3ynbTaT Bpady;

- BEPOATHOCTb TOrO, YTO Jlevalinii Bpay He naeHTUULMpyeT NosyYeHHbIN pe3yibTaT Kak OWMO0YHbIA 1 Npeanpu-
MeT (M1 He NPeanNpPUMET) Hag/iexalume AencTBus;

- BEpPOATHOCTb TOro, YTO NaumMeHTy GydeT NMpUUYUHEH Bpes B pe3ynbTaTte AeicTBUSA unu 6e3[4eicTBUA slevallero
Bpayva.

Nabopatopusa MOXeT naeHTUMUMpPOBaTb pPe3yibTaT Kak OLNOOUHbIV B Criefyowmx cnyyvasnx:

- cucTema ynpasJ/ieHUs KaYeCTBOM UAeHTUMLMPOBasia U3MEHEHMEe B NpoLeype UCC/efoBaHuns;

- 3Ha4eHue N3MEPEHHOr0 NapameTpa HECOBMECTMMO C XWU3HbIO;

- pe3ysibTaT NPeBbICU/ KPUTUYECKOE 3HaUYeHNe, YTO TPebyeT NpoBeaeHNa Bepuukaumnu;

- pasHuua No CpaBHEHMIO C Mpefblaywym pe3ynbTatoM ANA OAaHHOIo nauMeHTa NpeBbiCua OXUAaemyro WUnuv
BO3MOXHYIO BE/TNYNHY.

Mpn onpegeneHnn BEPOATHOCTU NPUYMHEHUS Bpeda CrieAyeT yuuTblBaTb, YTO He BCe nabopaTopun MMEKT pesy/ib-
TaTMBHbIe CUCTEMbl OBHAPYXeHUsI OLMOOK, KOTOPble B COCTOSIHUM MPefoTBpaTUTb COOOLEeHNe HenpaBu/bHbIX pe3y/ib-
Taros.

Bpayu MOXeT naeHTumunpoBaTb pe3yibTaT Kak OLUMGOYHbIM B Criefyrowmx ciayyanx:

- AaHHbIV pe3ynbTaT (OU3N0I0rNMYeCKN HEBO3MOXKEH;

- JaHHbIN pe3y/sibTaT He CornacyeTcsl C COCTOSSHUEM 340POBbS NauueHTa;

- JaHHbIN pe3ynbTaT BCTynaeT B NPOTMBOPeYne C ApYroii nHopmayme.

Ecnn meguumnHckoe usgenue Ans AMArHOCTMKM in vitro NpMMEHSIOT 3a npegenammn nabopaTtopun, TO Hagnexawme
AN pesynibTaTuBHbIE CUCTEMbI 0GHaPYXeHNA OWMOBOK NPU 3TOM 3a4acTyko OTCYTCTBYIOT. HenpodiecCnoHasibHble MoJ1b30-
BaTeNn MOryT He 3HaTb, Kakve pesyfbTaTbl ABMAIOTCA HeNpaBAonoA06HbIMU. ANA NOA06GHbIX MEeAMLNHCKUX n3aennin ans
OMarHoCTuKM in vitro nNpumepbl, NpuBeAeHHble B AaHHOM NYHKTe, criefgyeT BUAOU3MEHUTb, UCK/IHUUB HeNnpuMeHUMble
COBbITUA N BEPOATHOCTY.

[Ona Toro 4to6bl OMpefenuTb KOMMYECTBEHHbIE 3HAYEHWUS BEPOSATHOCTElM NPUYUHEHWS Bpeda, Pefko MMeroTcs
JocTaTouyHble AaHHble. Bonpocbl, npuBefeHHble B H.2.5.4. MOryT ObiTb MOME3HbLIMU ANA MOJIYYEHUS KAYeCTBEHHbIX U
NOJ/IYKONIMYECTBEHHbIX OLLEHOK BEpPOATHOCTel. B nepBylo oyepeib AaHHble BOMPOCbI OTHOCATCA K MeAULWHCKUM un3ge-
NMAM ONS ANArHOCTUKK in Vitro, NpYMeEHsAeMbIM B N1abopaTopHbIX YCOBUAX, HO NOAO6HbIE BONPOCHLI MOTYT ObITb COCTaB-
NeHbl N ANA Apyrmx BUAOB MeAULMHCKUX U3aenuii AN ANarHoCTUKN in vitro.

H.2.5.4 Mpo6nemMbl, KOTOPble HEO6XOAMMO PACCMOTPETL NPY ONpeaeneHnn pucka 414 naumeHTa

H.2.5.4.1 BepOATHOCTb MOIy4YeHUS OWMOBOYHOro pesynbTaTa Npu NPUMEHEHUN MeAULVHCKOro M3genus ans auar-
HOCTUKMU in vitro:

- B npejnonaraemMblX YCNOBUSAX OTKa3a,

- B HOPM&J/1bHbIX YCNOBUSX;

- Mpyv 060CHOBAHHO MPOrHO3MPYeMOM HenpaBu/IbHOM MPUMEHEHUM.

H.2.5.4.2 BepoATHOCTb MAeHTUdMKaLM ownbo4vHOro pesynbTata |VD-nccnegoBaHus nosib3oBartesiem/naboparto-
pueii:

- BO3MOXHOCTb NOCTaBKN KOHTPO/IbHbIX MarepnasioB BMecTe C MeANLMHCKUM U3gesinem A1 AUarHocTuku in vitro;

- HaJIM4mMe B cocTaBe MeNLIMHCKOro n3genimsa afieMeHTOB ynpaBieHus /19 BbIAB/IEHUS HEUCMPAaBHOCTY;

- pe3ysibTaTUBHOCTb 3/IEMEHTOB YrNpas/eHNs MPY BbISBNIEHNUN HENCNPABHOCTN;

- Hannume Apyrux cpeacTB obecrneyeHusi Ka4ecTBa, CNOCOGHbIX BbISIBUTb OLWIMGOYHBINV pe3ysnibTat (Hanpumep, npe-
Le/bHO AONYCTMMbIX 3HAYEHWI, MPOBEPKM AOCTOBEPHOCTN pe3y/ibTaTa);
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- BO3MOXHOCTb /15 NOJSib30BaTeNs OTKOPPEeKTUpPoBaTb Npob6sieMy Ha OCHOBaHMWM COOOLEeHUA 06 owmnbke 1 nony-
UNTb OOCTOBEPHbIV pesynbTaT UccrefoBaHNsa Mpu MOBTOPHOM MccnefoBaHun. Hanpumep, coobuieHne «HepgoctatouHoe
KO/IMYECTBO KPOBW» Ha Aucniiee npubopa AN8 caMOTeECTUMPOBaHUA AaeT No/sb30BaTesiio MoACKasKy O Heob6xoAMmMOCTU
NOBTOPHOrO MUCCNef0BaHs;

- Ha/M4ume B nabopaTopun pes3ysibTaTUBHOW CUCTEMbl 0GHAPYXXEHUS OLMBGOYHbLIX Pe3y/ibTaToB, ecnn MeguLMHCKoe
n3genve npegHasHavyeHo A5 NPUMeHeHNs B NabopaTopHbIX YCNOBUAX.

H.2.5.4.3 BEpOATHOCTb TOro, YTO OWNOOUHbINM pe3ynbTaT IVD-uccnegoBaHmsa 6ygeT BblsiBfieH BpayuoM:

- TpebyloT N AeicTBYOWMNe CTaHAaPThbl MEAVLMHCKOW NPakTUKM NOATBEPXAAOLEero nccnefoBaHns aHaImTa,;

- nNpoBOAMT NN nabopaTopus noaTBepxjatollee nccrefoBaHMe NOJIOXKUTENIbHOIO pesyfbTata CKPUHUHIOBOIO UC-
c/efoBaHNA aBTOMaTUYECKU;

- MOXHO /11 pacrno3HaTb OWWNGO0YHbIM pe3ysbTaT UCXOAA U3 APYTUX pe3ysibTaToB, NPU3HAKoOB, CUMNTOMOB U Meau-
LIMHCKOro aHamMHe3a naumeHTa,

- noATBepx4aeT N1 06bIYHO Bpay pesynbTaTbl, NOSlyYeHHble AN aHauTa, C NOMOLLbIO APYTUX CPeACTB U CTaBUT /n
noj, BONpoc pe3ysibTaTbl, HE COOTBETCTBYIOLME KIIMHNYECKOW KapTUHe 3aboneBaHus;

- CYLWEeCTBYIOT /1 Apyrve criocobbl NPOBEPKM HALEXHOCTU Pe3y/ibTaToB, MOJTyYeHHbIX OJ1A aHa/MTa, rnomoratoime
npefoTBpaTUTL BpayebHyo OLINOKY;

- gABNdeTCA NN uccnegoBaHne efMHCTBEHHbIM OCHOBaHWEM A1 MPUHATUSA BaXHbIX K/IMHUYECKUX pPeLlleHuii n B
Kakoli Mepe AmarHo3 OCHOBaH Ha pe3ynbTaTe uccnefoBaHus (T. €. Kak MccnefoBaHue BVSIET Ha MPUHATUE KIMHUYECKO-
ro peLueHus);

- TpebyeT N1 cuTyauns NPUHATUSA CPOYHOIO pelleHNss B OTCYTCTBME BO3MOXHOCTU MOJIyYeHUs NOATBEPXAAOLLMX
OaHHbIX 1M MHAOPMaUNN; NPUBOAUT NN Pe3y/ibTaT UCC/ef0BaHNA HEMOCPEACTBEHHO K MPUHATUIO K/IMHWYECKOrO pelle-
HUS NN K HA3HAYEHWIO JIeYEHUSA;

- 0OCTYMNHbI /1N a/lbTepHATMBHbIE MCCeA0BaHUs, HaNnpuMep, B LLeHTpasibHOWM flabopatopun B crlyvyae OTkasa Meau-
LIMHCKOTO N3Aennsa Ha MecTe okasaHns MeULMHCKON MOMOLLM.

H.2.5.4.4 BepoATHOCTb TOr0, YTO Bpay OyAeT AelicTBOBaTb (UM HE CMOXET AelicTBOBaTb) B COOTBETCTBUN C pe3y/lb-
TaToM nccnenoBaHuA:

- ABNSeTCA /1N MEQULUMHCKOE usgenue NS ANArHOCTUKW in Vitro onpegensowmm hakTopoM B Tepanuu TsKesblX
COCTOSIHUI, HanNnpUMep 3/10Ka4eCTBEHHbIX ONYXO0J1ei NN ONACHbIX A5 XN3HN MHAEKUNIA;

- MpegHasHayeHo M MeAULMHCKOe u3genue Ans ANarHOCTUMKWM in vitro ons TpaHcdy3uu, TpaHcnaHTauun uam
Apyroro MenLMHCKOro NPMMeEHeHNs, NP KOTOPOM BO3MOXHO 3apaXeHne peuunueHTa,;

- npegHasHayeHo M MeauuMHCKOe u3genve ANA OUMArHOCTUKM in Vitro A48 MOHUTOPUHIa XW3HEHHO BadKHbIX
dOyHKUMIA opraHn3me, Korga owunbke uam npomMedsieHne MOryT NMPUBECTU K CMEPTU WA TSHKeIOMY MOPaKeHUH 340pO0BbS
naumeHTa.

H.2.5.4.5 BeposATHOCTb TOr0, YTO AeicTBue unm 6e3gencTene Bpada nNpuBegeT unm 6yaet cnocobCcTBoBaTbL NpUYn-
HeHV o Bpeja nauueHTy:

- ABNseTCs MM AeiicTBME Heo6paTMMbIM, KaK. HanpuMmep, XMpypruyeckas pesekuusi Unn npepbiBaHne 6epeMeHHo-
CcTH;

- B Kakoli Mepe JelicTBue ABNsSieTCs 06paTnMbIM;

- B Kakoli Mepe AeiCTBME MOXET NPUUNHUTBL Bpes NauneHTy;

- B Kakoil Mepe 6e3aeiicTBMe BeAeT K IeTa/IbHOMY MCXOAY UK YXYALWEHNIO COCTOSAHUS 340POBbS;

- Kakue 13nosIornyeckme ycrioBus cnocobCcTBYOT NPUYMHEHMIO Bpea.

H.2.5.4.6 TakeCTb NPUYNHEHHOTO Bpeaa:

- neTasibHbI Ucxonq,

- NopaxkeHwe, onacHoe /15 XXU3HW;

- COKpallleHNe OXnAaemMor NPoAO/IHKUTENBHOCTN XNU3HU;

Heo6paTuMoe yXxyZlLleHne COCTOAHUA 340P0BbS;
CTOliKO€e HapyLleHne COCTOAHUSA 340POBbS:
MNOCTOAHHOE HapyLleHne OYHKL MM opraHn3mMa uiam aHaTOMUYECKOro CTPOEHUSA Tena,
rnopaxeHue, Tpebdylollee MeAUUWHCKOro BMellaTenbCTBa A9 NpeaynpexaeHns MNpUYMHEHNS Cepbe3HOro

Bpeaa;

obpaTtnmoe yxylleHne COCTOAHUA 340P0BbS;
He3HauuTeNnbHas TpaBmMa (NnopaxeHue);
BpeMeHHOe orpaHuyeHne phrnsnyeckmx BO3MOXHOCTEN, He TpebytoLlee MeANLNHCKOro BMeLLaTeIbCTBa;
BPEMEHHbI ANCKOMAOPT.

H.2.5.5 VIHhopMaLmsi 0 pycke Ansa MeAULMHCKUX U3AeNnii Ansa ouarHoCTUKK in vitro

H.2.5.5.1 Basbl gaHHbIX 0 HEGAroNPUATHBIX COOLITUAX

MporpammMbl KOHTPONSA MEeAULMHCKUX U3A4esinii cobmparoT OT U3roTOBMUTEsel U KOHEYHbIX Mob30oBaTefnieil faHHble,
BK/IOYHAKOLWME MPUMEPbI HeXenaTesbHbIX MOCMeACTBUIA OWMOOUYHBLIX UKW 3ano3fasibix pe3ynbTatoB 1VD-uccrenoBaHus.
N3roToBuTENb MOXET aHa/IM3MPOBaTb COOO6LLEHMS O MOAOOGHLIX MEeAULMHCKUX MU3Aenuax AAS AUarHOCTUKM in vitro, ans
TOro YTo6bI ONpeaesITb NX BO3MOXHOE COOTBETCTBUE CBOMM U3AE/NAM U MAEHTUMUUMPOBATE paHee He 0OHapyXeH-
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Hble OonacHOCTU UNu TeHAeHuun. OgHako, Aenas BblBOAbl Ha OCHOBaHWW OTAE/IbHbIX COO6LEHNA, HeO6X0ANMO CO6t0-
[aTb OCTOPOXHOCTb. MHdhopmaumsa B 6a3ax AaHHbIX O HEGAronpuATHbLIX COOLITUAX He BepuduMuMpoBaHa, a oTAeflbHble
COO0OLEHNA MOTYT coflepXaTb HEMOJIHbIE, OLUMBOYHbIE UM BBOASALLME B 3a0NyXAeHNE AaHHbIe.

H.2.5.5.2 MI3yuyeHune corniacoBaHHOro 3aKk/1to4eHns 3KCnepToB

CorslacoBaHHOE 3aK/1l0UeHUEe 3KCNePTOB OblI0 BMNepBble U3YYeHO Mpu Kraccudmkaumm BO3AeNCTBUS OLUMOGOYHOrO
onpejenieHnsl YPOBHA caxapa B KPOBMW Y NauveHToB, Npuberaromx K CaMOKOHTPOJI0 caxapHoro guabeta. B [21] onucaH
MeTo/, CMCTEMATUYECKOrO NcCnefoBaHna A0S NONYYEHUS KIMHUYECKNX BXOAHbIX AaHHbIX O pUCKe AN nauMeHTOB. ABTO-
pbl MeToga paspaboTasin KnaccudguKkaumio NOrpeLlHocTel ¢ NCMNONb30BaHMEM KaTeropuii pasHoM KAMHUYECKOW [0CTo-
BEPHOCTU. CMOZE/IMPOBAaHHYIO HA OCHOBaHWW rpadnyeckoro noaxoja, NPUMeHeHHOro B [22]. MeTopf nsy4yeHusi corsaco-
BaHHOIO 3aK/1OYEHNS SKCMEPTOB, ONUCaHHbIN B [21], MOXHO NPUMEHATb U A1 APYTNX U3MePSAeMbIX BETUUNH.

H.2.5.5.3 Becefbl ¢ Bpayamu

TpagUUMOHHBLIM CNOCOBOM MOTYHYEHUA K/TIMHUYECKUX BXOAHBLIX AaHHbIX O PUCKE ANA nauneHta ABNATCA 6ecefbl C
NpakTUKyOWUM1n BpadaMn A1 onpefesieHns Toro: 1) kak OHU NpPUMeHSAT pesynbtaTtbl [VD-uccnegosaHus; 2) MoryT v
OHWN BbISIBUTb OLINGOYHbIE pe3ynbTaTtbl; 3) Kakue AeNCTBUA OHM MOTyT NPeAnpUHATL NPU MONYYEHUU HeHaanexalmx
pe3ynbTatoB; 4) Kakue MOocCneACcTBUS MOXeT MMeTb HeHajnexallee MeAuUMHCKOoe feicTBue. XOTS [AaHHbI crocob
aBnsieTca 6osiee Cy6bEKTMBHBIM MO CPaBHEHUIO C METOAOM M3YUYEHUS COr/1aCoOBaHHOIO 3ak/1lOYEHUSA 3KCNEePTOB, HO MOX-
HO pa3paboTaTb cTpaTervio npoBefeHUs 6ecebl, MOMOrawLWy0 oNpeaesiTb BEIMUNMHY CUCTEMATMUYECKON MOrpeLHoCTU
WIN HETOYHOCTU, NPEACTaBAIOLLYO PUCK A/1A NaLMeHTOB.

H.3 OueHnBaHue pucka

FnybvHa oueHMBaHWA pucka [0/KHa OblTb MPOMOPUMOHa/IbHA TAXECTM BO3MOXHOro Bpea. OueHuBaHve pucka
NpY NOAYYEHUN KaXA0ro OWMBOYHOro pesynbtaTta, MAEHTUPNLUMPOBAHHOIO Kak ONacHbIi, cnegyeT NPoOBOANTL B COOTBET-
cTBUK c TpeboBaHusimu D.3 n D.4 (npunoxeHune D).

H.4 YnpaBneHvne pyckom

H.4.1 O6wwme NoNoXeHUs

TaxecTb Bpefa, NPUUMHAEMOro nauueHTy, onpegensercsa MegUUMHCKMM BMeLaTtesibCTBOM (MM ero OTCYTCTBU-
em). obycnosneHHbiM pesysbTtaTtom |VD-uccnegosaHus. CnocOBHOCTb W3roTOBUTENSA OKasbiBaTb B/NSHME HA TAXECTb
Bpea 3aBUCUT OT KOHKpeTHoro IVD-nccneposaHus.

Ecnn meguumHCKoe BMeLlaTesIbCTBO 3aBUCUT OT 3HAYEeHMs KOHKPETHOro hm3nyeckoro napameTpa, Hanpumep ot
coZlepXaHusi B KPOBW caxapa, 3/1eKTPO/INTOB, TepaneBTUYECKUX JIeKAPCTBEHHbBIX CPEACTB W/IN KOHKPETHbIX (DepMeHTOB,
TO TSXKECTb BpeAa MOXeT 6bITb YMeHbLUEeHa C NOMOLLbIO Mep MO yrNpaBAeHU0 PUCKOM, NpeaHa3HaueHHbIX 019 YMeHbLue-
HUS MNOrpeLIHOCTelr, HeTOYHOCTeNn M nomex. OAHaKo ecnu pesynbTaT SABSETCSA NOAOKUTENbHbIM UKW OTpULaTeNbHbIM,
TO TSXKECTb Bpeaa, MPUYMHAEMOro NauneHTy, He MOXET 6bITb YMEHbLLEHA N3TOTOBUTE/IEM.

Puckn gna naumeHToB BCeACTBME NOYUYEHUA OWNB0UHbIX pe3ybTaTtoB [VD-uccnegosaHus 06blYHO MOXHO YMEHb-
LWNTb NOCPEACTBOM CHWKEHUS BEPOATHOCTU UX BO3HUKHOBEHUA. BuUAbl AeATEeNbHOCTU NO YMEHbBLUEHUIO PUCKOB, SBJISIO-
LMXCA cnepcTBmemM OWMOBOYHBIX Pe3ynbTaToB, A0/DKHbI ObITb pacnpefenieHbl B MNopsaAKe npuopurteta CorsiacHo vepap-
X1K, NpuBeaeHHO B 6.2. B OTHOLWEHUN MeANLMHCKNX U3aennii Ans ANarHoCTUKM in vitro 3To o3HavaeT:

a) nonbITKY YMEHbLUUTb BEPOATHOCTb MOJTyYeHUS OWMOOYHOro pesynbTata 6narofaps BHYTPEHHeW 6e30MmacHOCTU
n3genns, obycrioBAEHHOW ero KOHCTPYKUUWER, yNyUlleHNI0 COOTBETCTBYIOLNX IKCMN/TyaTalMOHHbIX XapakTepucTuk (Hanpum-
Mep, aHaJ/IMTUYECKO U AMarHoCTUYeckol cneumdUYHOCTY, NOAJ/IMHHOCTA WAN TOYHOCTU), YTO MOXET ObiTb HE06X0AUMO
ONA obecnevyeHnss COOTBETCTBUA Pe3y/IbTaToB MeULIMHCKUM TpeboBaHUAM;

b) ecnu BHYTpeHHSAS 6e30nacHOCTb u3genuns, obecrneyvBaemMas MPOEKTOM U KOHCTPYKUMER, NMpakTU4ecKnm Heocy-
LecTBMMa, TO crieqyeT NPeanpuHATb 3alnTHbIe Mepbl A1 CHUXEHUS BEPOSATHOCTM nepefadn OWMBG0YHOro pesynbrarta
Bpady WUanM nauueHTy NMpeumMyLleCTBEeHHO NYTEM BbISB/IEHUS TakMX pe3y/bTaToB camMuM U3gesinemM UM ¢ NOMOLLbI Mpo-
Lefyp ynpasB/ieHUs Ka4eCcTBOM, NpefoCcTaB/iIseMblX BMECTE C U3[eNVeM;

C) ecnu 3auwuTHble Mepbl MPaKTUYeCKM HEeOoCYyLLeCTBMMbI, TO craefyeT NpefocTaBuUTb Mofb3oBaTesiaiM MHpopma-
LMo no 6e30MacHOCTW, HanpyMep WUHCTPYKUUK, npeaynpexaeHns n Apyryo nHdopMauunio, Heobxoammyto, 4tobbl nsbe-
XaTb ONacHbIX CUTyaLuiA.

MpumeyvaHusa

1 MpefyCMOTPeHHble A1 NPUMEHEHUS OTAe/bHO OT nNpubopa MeTofbl O6HapyXeHUs BO3MOXHbIX PUCKOB, Ha-
npumMep pekomMeHAOBaHHOE YMpaBsieHMe KayeCcTBOM, OCYLLeCTBisieMoe nabopaTopuenr, wUinM pekoMeHAOBaHHble MNoj-
TBepxJaloline nccnefosaHusi, 3aTpeboBaHHble BpayoM, criefyeT paccMarpumBaTb Kak MHpopmauumioo rno 6e3onacHocTw,
a He KakK 3allTHble Mepbl.

2 MuHuUMasibHasA MHopMauus, KOTOPYH [O/DKEeH MPefocTaB/ATb U3rOTOBUTENIb C MEUUMHCKUM n3genvem AOns
[MarHoCTuKM in vitro, onpegesieHa B HOPMaTUBHbIX JOKYMEHTaxX U MexayHapoAHbIX cTaHaapTax (cm. H.4.2.4).

H.4.2 AHanIn3 BO3MOXHOCTEN ynpaBfieHsi PUCKOM

H.4.2.1 BHYTpeHHsisi 6e30nacHoOCTb, 06ecneynBaemMasi MPOEKTOM N KOHCTPYKUMEN

Ecnn meguumHckoe usgenne Ans ANarHOCTUKKU in Vitro He NMOCTOSAHHO COOTBETCTBYET NpeAbsABSeMbIM MeAULMH-
CKUM TpeboBaHMsM, TO, BO3MOXHO, €ro KOHCTPYKLMS MOXeT ObiTb MU3MeHeHa BO u36exaHwe MNosyYeHUs OLNBGOYHBbIX
pe3ynbTaTtoB, HanpumMep, NOCPeACTBOM YJ/lyULUeHUs MpU HeoBXOO4MMOCTU OAHOW WM HECKOJIbKUX HWKecneayLwmx Xa-
PaKTepPUCTUK;
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TOYHOCTUN N3MEPUTESIbHOM CUCTEMBI;

COOTBETCTBUS 3HAYEHUI KasiMbpaTopa HOPMaTUBHbLIM TPe6OBaHUSAM;

- aHanMTM4ecKol cneunduyHocTn IVD-peareHTOB (HanpuMep, UCNOoJb30BaHUs 60/1ee KaYeCTBEHHbIX aHTUTeN);
- AnanasoHa 06HapyXeHust Uan guanasoHa NpeaenbHO A0NYCTUMbIX KOIMYECTBEHHbIX 3HAUEHWIA;

HafexXHocTn npubopa (HanpumMep, BO3MOXHOCTU NpeaynpexaeHns oWmnB0o4HbIX Pe3y/ibTaTos);
pasrpaHnyeHua Mexay NosIoXMUTeIbHbIMU U OTpuLaTe/IbHbIMKU Npob6amu;

aBTOMartumsaumn npoLeaypHbIX 3TanoB, UMELWMX BbICOKYO NPeapacnofioXeHHOCTb K OLUn6Kam;
MOeHTUhnKaLmmn NoNoXUTEbHbIX NPO6 (HanpuMmep, C NOMOLLbIO WTPUX-KOAO0B);

NPOCTOTbI NPUMeEHeHUs (Hanpumep, NOCPeACTBOM U3YyUeHNS YesI0BEYEeCKOro dhakTopa).

Mono6HbIM 06pa3oM MpoLecc M3roTOB/IEHUA MOXHO YCOBEpPLUEHCTBOBaTb, AJ19 TOro 4TOoObl mM3bexaTb BbIMycka
MeANLMHCKUX U34ennin Ans AMarHoCTUKM in vitro, ob6ecneunBaromx NosyyeHne owmnboUHbIX pe3ynbTaToB (T. €. He COOT-
BETCTBYHOLMX MEAULMHCKMM TpeboBaHUAM). AHaIM3 OMacHOCTEl B KPUTUYECKMX KOHTPOJIbHbIX Toukax [Hazard Analysis
on Critical Control Points — HACCP, cm. G.6 (npunoxeHne G)J MOXeT NOMOYb NMAEHTUPULMPOBATbL 3/1IEMEHTbI npouecca
N3roTOBJ/IEHNS, BAMSIOWME HA NPeAoTBpaLleHe N3roTOB/IEHNS HECOOTBETCTBYIOLLEN NMPOAYKLMN, & UMEHHO:

- peareHTbl C 0O4YeHb 60/IbLUONM pa3HuLel pe3ynbTaToB 418 pasHbIX cepuii n3nenuvi;

- KOMIMOHEHTbI NPUBOPOB, BNSAIOLNE Ha NOJTyYEeHNE HEBEPHBLIX Pe3y/1bTaToB;

KanmépaTopbl CO 3HAYEHUSAMU, MPEBBLIWANLLMMN TEXHUYECKME TPeOGOBaHUSA B OTHOLUEHUW CUCTEMATMYecKol Mo
rPeLHoCTH;

- KOHTPO/IbHble MaTepuasibl, Ka/iMbpaTopbl UAN peareHTbl, He YA0BNETBOPSAIOLWME 3asBNEHHbIM TPeboBaHUSAM K
CPOKY XpaHeHus.

H.4.2.2 3alnTHbIE Mepbl

Ecnn ynydweHne KOHCTPYKUMU MEAULMHCKOIO M3aenna ANa AMarHOCTUKM in Vitro ABNseTcs npakTUYecky Heocylle-
CTBUMbIM. TO A5 BbISABNIEHWS YCNOBUIA, MPUBOSAWMNX K OLIMGOYHbIM pe3ysibTataM, MOXHO BCTPOUTb 8 nsgenve AONOSHU-
TeslbHble 3/1IEMEHTbI, Hanpumep:

- cpeAcTBa KOHTPOS COXPaHHOCTU ANSA BbISABNEHUA HeNpuemaeMbix Npob (Hanpumep, reMosIN3NPOBaHHbIX);

- ycTpoWcTBa ANs yganeHuss ¢ Npobbl NeHbl (ecnu ycTpoiicTBO AnA otbopa npob6 cHaGXeHO AaTYMKOM YPOBHS
XUAKOCTUW) UK CrycTKoB (hnbpuHa:

- BCTPOEHHble JATUMKM WU CpeAcTBa KOHTPOJIA MPOrpamMHOro obecneyvyeHuss ONS BbIAB/IEHUS He6/1aronpuaTHbIX
COCTOSIHUI cucTeMbl (HanpuMmep, HeHazsexaieli Temnepatypbl, OTK/IOHEHMSI CNEKTPOdOoTOMEeTpa, BCTPOEHHOro A03U-
pyloLLero ycTpoiicTaa);

- BCTPOEHHbIE 3/IEMEHTbI YNpaBfeHns 4114 BbISB/IEHNA OTKa3a KasimbépaTtopa, peareHTa nnmv npmoopa;

* CUCTeMbl CuUrHanmsauyunm, COO6LL|,6HI/IF| 06 owunbKax nnun aqiropUTMbl ANAa nogaBneHUA HeHaanexauwunx pesyrsbTa-

TOB;

- a/IroOpUTMbI AOCTOBEPHOCTU A/191 AEHTNMKALNN HEAOCTOBEPHbIX Pe3y/IbTaToB.

Ecnn coseplueHCTBOBaHWE Mpouecca U3roToB/IEHNA MPaKTUYECKN HeoCyLecTBMMO, TO A8 NpefoTBpalleHns Bbl-
nycka HecOOTBeTCTBYHOLLelM MpoAyKUMM MOryT MOHafobuTbCA AOMOMHUTENbHbIE CPeACcTBa ynpasB/ieHUs MpPOLEeccoM unun
6oee XxecTkne TexHnyeckme TpeboBaHUs, Hanpumep:

- NPOBepKa BXOAHbIX MaTepnasioB Ha COOTBETCTBME TEXHNYECKNM TPe60OBaHUAM K Ka4eCcTBY;

- 3KCcn/yaTauMoHHble UCMbITaHUA B XO4e npouecca U3roToBNEHUA AN BbISABNEHUS HECOOTBETCTBYHOLMX KOMMO-
HEHTOB;

- NPUMMEHEHME KOHTPOJIbHbIX MaTepunanoB ANs o6ecrneyeHns MeTPOsIOrMYecKOM MPOCNeXBaeMOCTU Kanubparto-
poB (cMm. [23] un [24]);

- 9KCnJslyaTaumoHHble XapakTepUCTUKN, YA0BeTBOPSOLLIME TpeboBaHUAM NoNb3oBaTese;

- OKOHYaTesibHble UCMbITaHUA Nnepes, BbINMYCKOM NPOAYKLUN.

H.4.2.3 NIndhopmaumsa no 6e30nacHoOCTU

H.4.2.3.1 3kcnnyatauMoHHbIe XapakTepucTnku

PykoBoauTenam naéopatopuii 1 MeAUUUHCKMM paboTHUKaM Heo6XOAUMO 3HaTb 3JKCMyaTauMOHHblE XapakTepu-
CTUKM MEeLULMHCKOIo M3fenvsa ONsa OUMarHoCTUKKM in vitro, ANns TOro 4to6bl onpeaesnnTb UX COOTBETCTBUE paccMartpuBae-
MOMY MeAMULMHCKOMY M3Aenuto. JaHHyo MHAopMaunio npefocTaBnseT M3rotoBuTeslb. HafexHble YncnoBble 3HAYeHUSA
3KCM/IyaTauMOHHbIX XapakTepUCTUK NO3BOAIOT BbIABUTbL OCTATOYHbIE PUCKN B OCHOBHbIE MOMEHTbI MPUHATUSA KIIMHUYeC-
KOro peLleHns 1 Hag/sexawmm o6pa3om MHTeprnpeTMpoBaTh pesy/ibTaTbl UCCAefoBaHusA. 3TO crefylolime xapakTepuc-
TUKW:

- aHanMTN4Yeckas cneymUyYHOCTb (Hanpumep, MHTepepupyoLWmMX Nan NepekpecTHO pearnpyrowwmnx BeLwecTB);

- NOrpeLwwHocTb (T. €. foNycTUMasn cncteMaTmyeckas norpeLHocTb);

- TOYHOCTb;

- AvanasoH 06HapyXXeHUs NNn NpefesibHo A0NYCTUMblE KO/IMYECTBEHHbIE 3HAYeHUS;

- NPaBUIbHOCTb (CoYeTaHne TOYHOCTU U MOrpPeLLIHOCTH);

- [AuarHoctuyeckas 4yBCTBUTE/IbHOCTb ([0 MPaBU/IbHbIX NOSIOXUTENbHbLIX Pe3y/NbTaToB MCCNeAoBaHus y nauu-
€HTOB C 3abonieBaHNAMN);

- AnarHoctnyeckas crneymUYHOCTb (40158 NPaBU/IbHbIX OTPULATE bHbIX Pe3yNbTaToB MCCNef0BaHUSA Y NauneHToB
6e3 3aboneBaHuif).
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H.4.2.3.2 NHhbopmaLmsa. Heobxoammas ANs npefoTBpaLleHNs NoAyyYeH s OWNBOYHbIX pe3ynbTaToB

WNHCTpYKUMN N0 NpMMeHeHMIo, NpoLueaypHble OrpaHnyeHns 1 TpeboBaHNA K OKpYXKatoLLen cpefe nomMoratoT nosb30-
BaTes1to NpefoTBPaTUTb NOSyUYeHUE OWNOOUYHbIX (OMacHbIX) Pe3yibTaToB, & UMEHHO:

- TpeboBaHUA K 0TOOPY, XPaHEeHUIO 1 NOArOTOBKe Npoob;

- BELeCTBa, N3BECTHbIE KaK obecneymBaloLLme NOMexXu:

- BaIMANPOBaHHbI U3MepPUTENbHbIA UHTEPBaT;

- npeaynpexgeHns B OTHOLIEHUW HenpaBWU/IbHOrO MPUMEHEHUS!, CNOCOOCTBYIOLLEro MNOJ/YYEHUID OLINGOYHBbIX pe-
3y/bLTaTOB,;

- OorpaHvyeHnst B OTHOLLEHNN HEKOTOPbIX KaTeropuii nauneHTos;

- NpefynpexaeHns 0 HeHaa/iexallmx KTMHUYECKUX YC/TOBUAX NN HeHag/iexallmx Bngax npoo;

- Hapg/exawme MeTobl OYNCTKU;

- npoueaypbl NPOUIaKTUYECKOro TEXHUYECKOTO 0OC/TY)XMBaHUA U UX NEPUOANYHOCTD;

- TpeboBaHNA K XpaHEHUIO peareHToB U JaTa NCTeYeHNs CpoKa UX roAHOCTN.

H.4.2.3.3 lHchopmauus, cnoco6CTByOWAsA BbISB/IEHUIO OLUMOOYHbIX Pe3yibTatoB

Cnegytowne [ONONHUTENbHbIE WHCTPYKUMM M PeKoMeHAauun noMOoratoT YMEHbLUMTb BEPOATHOCTb COOO6LLEeHNS
Bpayy OWMNB0YHBbIX (ONAaCHbIX) pe3yNbTaToB:

- NN npAupAypamM KOHTPONS AN AbISANeHns yCoaui, CNoCN6CTPy WX NOAYHYEHNIO OWNGOYHBIX Pe3ynkTaTos (CM
[25]);

- MO npougeaype MOHTaXxa, Heo6XoANMOro 4715 BepumKaumm Hagsiexatero dyHKUMoHNpoBaHus M3-usgenus;

- pyKoOBOAALME yKa3aHus Mo NpUrogHoCTU cucTeMbl onsa naeHtudmkaumm otkasa HPLC- nnm GC-KO/IOHOK (KONo-
HOYHasA XWAKOCTHas XpomMaTorpadus BbICOKOro AaB/ieHNs N KOJIOHOYHas rasosas xpomartorpadus);

- No noATeepxaaroLleli npoueaype nccnefoBaHusi, OCHOBaAHHOW Ha MpuHUMNE U3MEepPeHUs, OT/IMYHOM OT UCMOSb-
30BaHHOrO.

H.4.2.3.4 NoaroToBka n kBaniMdmkaLmsa nonb3oBaresns

Bo wm3bexaHne OLWMOOK MPUMEHEHUs U3rOTOBUTENb MOXeT MpeAsiokKUTb MOoSb30BaTesto MPONTU HeobXoAnMYIo
NoAroTOBKY.

Monb3oBaTento MeAUUMHCKUX U3LEeNUA ANS ANArHOCTUKK in Vitro MoryT 6bITb NpefocTaB/eHbl yyebHble MaTepua-
Nbl A0S NpOrpaMm HenpepbIBHOMO 00y4YeHus. B OTHOLWEHMU HEKOTOPbIX KPUTUYHBLIX MeANLMHCKUX U3aenuii Ans guarHo-
CTUKM in Vvitro (HanpumMep, CUCTEM MOHUTOPUHIa NepopasibHOro NpuemMa aHTUKOaryssHToB, NPUroAHbIX AN AOMAalUHEro
MPYMEHEHNS) MOXHO MPeaNoXnUTb oduLMasibHble NporpamMmMbl MOBbIWEHUSA KBanudukaumMm nosib3oBarteneii, onHaHcu-
pyemble nsrotosmtenem (cm. [26]).

H.4 J.4 O6a3atensHast nHdopmaymsa no 6e30nacHoOCTn

Bo MHoIMx ci paHa* yCbIHOB/eHbl perynupytowme 1lpebobaHus K WHGOpMaunn. MNpefocChblb/sSemMor uaowmte-
nemM. K HUM MOXHO OTHECTM TpebOoBaHMsA K YNpaB/IEHNIO PUCKamMK, CBA3aHHbIMW C BO3MOXHbIMW OLWMOKaMn npumMeHe-
HUA U APYTMMU OMACHOCTAMW, TUMUYHBIMU 4191 MeAVUMHCKUX U3Lenuii Ans AMarHoCTMKM in vitro. CooTBeTCTBUE Npume-
HUMBIM PErysiMpyrowmmM AOKYMEHTaM 1 CTaHAapTam MOXET CNY>XWUTb CBUAETE/IbCTBOM YMNpaB/ieHUA pPUCKamMu, BO3HUKalO-
LWMMM MPU KOHKPETHbIX OLWn6Kax MpUMeHeHUs, Npu ycroBun BepudmKaumn pesyibTaTUBHOCTU Takoro yrnpasseHus (CMm.
H.4.3).

Ta6bnvua H.1 cogepxuT npuMepbl BO3MOXHbIX OLWMOOK MPUMEHEHNS U COOTBETCTBYIOLYIO MHAOPMaLMIO, 06bIYHO
nocTaB/ISEMYIO N3FOTOBUTENEM, A1 TOFO YTOGbI MOMOYb MOJ1b30BaTENAM N3bexaTb AaHHbIX OLUMOOK.

Ta6numua H.1 — MNpriMepbl BO3MOXHbIX OLIMGOK NPUMEHEHUS U UAEHTUDULMPOBAHHBLIX Mep MO YNpPaBfeHNo PUCKOM

OwunbKa NPUMEHEHUS Mepa Mo ynpas/ieH1o PUCKOM

Hekann6poBaHHbI Npu6op

YcTaHOB/EHNE MEXKA/IMGPOBOYHOIO MHTepBaa

PeareHTbl, NOTepsBLUME PEAKLMOHHYIO CMOCO6-
HOCTb

YKa3aHve cpoKa rogHOCTU Ha YyrnakoBKe peareHTa

HeHagnexalllee TexHM4Yeckoe o6CnyxnBaHne
npmnbopa

Hagnexalme MHCTPYKLUN MO TEXHUUYECKOMY OGC/TYXU-
BaHMIO

CMeluvBaHne HECOBMECTUMbIX CEPUii peareHToB

MapK1npoBaHue cepuii 1 Hag/exatime MHCTPYKLUKU No
NPYIMEHEHUIO

WccnepoBaHve HeB3avMo3aMeHAeMbIX 61ooru-
YeCKUX XNAKocTel

TexHn4yeckme TpeboBaHNS K COOTBETCTBYIOLLMM BUAAM
npo6

HenpaBuibHOe NpUroToB/ieHre NpPo6

WHCTPYKLUM NO NPUroTOB/EHMIO NPO6

HenpaBunbHOe XpaHeHne peareHToB

Tpe6oBaHNsA K XpaHEHUIO, BK/IIOYAIOLLME KPUTUYECKME
hakTopbl (TEMNepaTypy, OCBELEHNE, BNAXHOCTb U T. A.)
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OKOH4YaHMe Tabnuubl H. 1

Owmnbka NPUMeHeHUs Mepa no ynpaBneHno pUcKom
MyTaHnua B eAMHNLAX U3MepPeHNs (Hanpumep, Busyanusauuns nam pacnedarka eauHUL, UsmepeHnst no
MMOJIb/N UNn mr/an) KaXXaoMy pe3ynbrarty

HeHagnexatlasn yctaHoBka npubopa VHCTPYKUMN NO yCTaHOBKE; KBaUIMOMKALMOHHbIE UCTbI-
TaHUA

HeHagnexaulee dyHKUMOHMPOBaHVe Nnpnbopa VIHCTpYKUMY MO NPUMEHEHUI0 ¢ naeHTudmkaumei oc-
HOBHbIX 3TanoB

HeHagnexauee pasegeHve Nnpo6 Tpe6oBaHMA K pa3BefeHNio, BKIKOYatoLLme npueMaemble
pasbaButenn

H.4.2.5 MpepynpexaeHns, npeaocTepexeHns 1 orpaHnyeHns

UeTKkne npeaynpexaeHns, MHCTPYKUMM M MPOTUBOMOKa3aHUA MOTYT CAYXUTb pe3yNbTaTMBHbIMKW Mepamu Mo yni-
paBNEHNIO PUCKOM MPU NPOEeCcCUOHaIbHOM MPUMEHEHUN MEAULUHCKUX U3LeNuii ANns ANarHoCTUKW in Vitro, MOCKO/bKy
NnocneAcTBUA HEBBLIMOSIHEHUSA [aHHbIX Mep ONy6/IMKOBaHbl U ABAAKOTCA O4YeBUAHbIMU. VHopmauunsa, He oTpaxatrollas
OonacHbIX NOCNeACTBUIN HECOBMIOAEHUS UHCTPYKLUMIA NO NPUMEHEHUIO, HE MOXET ObITb pe3y/ibTaTUBHOW Mepoi No ynpas-
NEHNIO PUCKOM.

Hanpumep, mMeguuMHCKoe u3genue Ansa ANarHOCTUKWM in Vitro MOXeT ObITb npejHa3HayeHO A8 MUCcefoBaHus
06pasyoB nnasmbl UM CbIBOPOTKM KPOBU, HO He Moun. ECn B MHCTPYKUUAX MO NPUMEHEHMIO HE COAEPXUTCA MHAOopMa-
LUMA OTHOCUTESIbHO MPUMEHEHUS MEeAULVHCKOrO u3genvs A1s nccnepoBaHus o6pasLoB MOYM, TO HekoTopble nabopa-
TOpUM MOFYT MPUMEHATb AaHHOe mu3genue A1 NOoAOOHbIX MUCCefoBaHWi, 0OCO6EHHO ecnn MeAuuMHCKUEe usgenus ans
OVarHocTukuM in vitro, oTBevaloLwme COBPEMEHHOMY YPOBHIO TEXHUYECKOrO pa3BUTUA, CNOCOOHbI NMPOBOANTL UCCefoBa-
Hne o6pasuoB Mouu. MNpu OTCYTCTBMM YyKasaHWl Ha HEBO3MOXHOCTb YAOB/IETBOPUTE/ILHOrO MccnefoBaHus 06pasuos
MOuM nccrnegoBaHne Nogo6HbLIX 06pa3LoB 6yaeT ABNATLCSA MPOrHO3MPYEMO OLLNGKOW MPUMEHEHUS.

Mopo6HbIM Xe 06pa3oM pe3ynbTaTbl UCCNefoBaHUA MOTyT OblTb MCMONL30BaHbl A1 He NPeAyCMOTPEHHOIO U3ro-
TOoBUTENIEM MEeAULUNHCKOro NpUMEHEHUS, He MPUIroAHONoO A1 AAHHOro MeAMUMHCKOro U3fenus Afs AUarHOCTUKKM in vitro.
M3rotoBuTeNb [O/DKEH OLEHUTH PUCKM OT Takoro MpuUMEeHEeHWs C Y4YeTOM OrnbiTa paboTbl C MNOAOOHBLIMU U3LENUAMN,
noAo6HbIX YCNOBUI NPUMEHEHUA APYrnX U34esiii 1 BO3MOXHOCTU [aHHbIX YCNOBUA NpUMEHeHUs. M3rotoButenb A0N-
XeH npefocTaBUTb MOJIL30BATE/IAM MPeaynpexaeHnsa, NPefoCcTePeXeHns N OrpaHNYeHnss B LENSAX YMEHbLUEHUA BO3-
MOXHbIX PUCKOB.

H.4.2.6 CtaHgapTbl N0 MEAULNHCKUM U3LENNAM A9 OUarHOCTUKN/A Vitro

Mo HeKOTOpbIM BUAaM MEANLMHCKUX U3AenviA AN OUArHOCTUKW in Vitro MMeKTCa MeXAyHapoAHble cTaHAapThl,
HauMOHa/bHble CTaHAapTbl, HOPMaTUBHbIE W perynvpyrowmne AoKyMeHTbl. CobnofeHne o6Lienpu3HaHHbIX CTaHOapToB
Ha uM3genus, perynupyrowmx TpeboBaHUi M PyKOBOASALWMX YKa3aHWiA, paccMaTpuBaloLWMX BHYTPEHHIOD 6e30MacHOCTb,
obecneunBaemMyto NPOEKTOM M KOHCTPYKUMeElN, 3alnTHble Mepbl U MHOpMaumio no 6e3onacHOCTU, CNOCOGCTBYET ycTa-
HOB/IEHUIO TPeGOBaHU K MPOEKTUPOBAHMIO 1 MPOBEAEHUI0 WCMbITaHW, COOTBETCTBUE KOTOPbIM CHYXUT CBUAETEb-
CTBOM YyrnpaB/ieHns puckom (Hanpumep, (20). (26]. (27)).

H.4.3 Bepudukaums pesynbTaTMBHOCTM Mep MO ynpaB/ieHMNIO PUCKOM

OcyulecTB/eHNEe N pe3yNbTaTUBHOCTb Mep MO YMNpaB/eHUID PUCKOM, BK/OYas MHopMauuio no 6e30nacHoOCTMU,
Heo6xoanmo BepuduunposaTb. CTeneHb Bepudmnkaunm 3aBUCUT OT CTENEHWN YNPaBIEHNA PUCKOM.

[ONs pUCKOB C HU3KOWM TSHXKECTbIO WM BEPOSITHOCTbIO MPUYMHEHMS Bpeda LOCTaTOYHOW Bepudnkaunen MoxeT
CNYXUTb aHasm3 >xanob noTpebuteneii Ecnu uenecoobpasHo, TO AaHHasA Wepudukaumsa MOXeT sSKI4vaTb aHam3
nmetoLlelica nHopmauum no MegUUMHCKUM U3AeNnuaMm A1 AUNarHOCTUKKU in Vitro ¢ Nogo6HbIMU 3nemMeHTamMu ynpasrie-
HUS PUCKOM. [INA PUCKOB C BbICOKOW TSHXKECTbIO UM BEPOSATHOCTbLIO NPUUYMHEHUSA Bpefa MOXeT noTpeboBaTbCAa nepcrek-
TUBHOE uccefoBaHve B Lensax Bepudmkaumn pesynbTaTMBHOCTY yNpaBsieHNs pUCKOM. Hanpumep, nocpeacTBoM mnsydye-
HUS 4YefIOBEYECKOro (pakTopa MOXHO OLEeHUTb CTerneHb OCO3HaHWA Mofb3oBaTtesieM M COo6AIAeHVA UM npeaynpexae-
HUA N MHCTPYKUWIA, a Takke BepucmumpoBaTb pe3y/ibTaTMBHOCTb MHGpopMaumn no 6es3onacHocTn. UYenoBeuyeckuii hak-
TOp BK/IOYaeT hopmaTt neyatu, ypoBeHb UMTAeMOCTWU MpeaynpexaeHnin 1 npefocTepexeHnii, BblAeneHne npeaynpex-
Jaowein nHdhopMauumn Hagnexalm o6pa3om u T. A.

[JonylieHna B OTHOLWEHUN pe3yNbTaTUBHOCTU MHGopMauun no 6e30nacHOCTM HeObXoAMMO AenaTb C OCTOPOXHO-
cTbto. MNpu onpegeneHnn BO3MOXHOCTM YMEHbLUEHUSI pyUcka B pe3yfibTarte NpefoCTaB/IeHHON M3roToBuTesieM UHgopMa-
unmn cnegyet NPUHMMaTb BO BHYMaHWe criefytollee:

- TpeboBaHMA K akkpeauMTauuu riabopaTtopuii, HOPMaTUBHbIE LOKYMEHTbl U Mepbl MO O06ecrneyeHno UX BbINOJHe-
HUS He ABNAIOTCA YHUBEPCa/IbHbIMW; MPaKTKa ynpaBfeHns KavyecTBOM M obecneveHus KavyecTBa CU/IbHO OT/IMYaeTcs B
pa3HbIX cTpaHax;
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- VHCTPYKLMKN MO NPUMEHEHUIO, NpuiaraemMblie K MegULUHCKUM U3Le/INAM A1 ANarHocTukuy in vitro gnsa npodpec-
CUOHa/IbHOTO MNPUMEHEHUs, npefHa3HadeHbl ANA MeAUUUHCKUX fabopaTopuii; MHopmMauus O MPOTUBOMOKa3aHMUsX,
HECOBMECTUMbIX MeAMUUHCKUX CpefcTBax, a Takke Apyras MHdopmaumsa, OTHOCAWAACA K MPUMEHEHWUIO pe3ysibTaTtoB
IVD-nccnenoBaHus, MOXET ObITb HEM3BECTHa JlevallMMm Bpadam, HasHavatoLlmm UccneoBaHus.

H.5 MOHUTOPUHI NPON3BOACTBEHHOW N NOCTAPOU3BOACTBEHHON MHGOPMaLLUKn

H.5.1 MOHUTOPUHI (PYHKUMOHMPOBAHUA MEAMLMHCKOro u3genus Ans ANarHOCTUKWM in Vitro Ha OCHOBaHWW AaH-
HbIX U3 BHELUHNX UCTOYHUNKOB

M3rotoBuUTEIM MEANLUMHCKUX U3LeNui ANna ANarHOCTUKWU in Vitro 06bI4HO UMEOT AO0CTYN K AaHHbIM U3 BHELUHUX
MCTOYHUKOB, KOTOPble MOXHO MCMO/Ib30BaTh A/ MOHUTOPUHIa HEKOTOPbIX acrnekToB (PYHKLMOHUPOBAHUA MeAMLMHCKO-
ro nsgenus. K nogo6HbIM NUCTOYHUKAM MOXHO OTHECTU:

- OTYeTbl O HEBNAronNPUATHBIX COObITUSAX;

- Xani06bl B OTHOLIEHMN OWMBOYHbIX Pe3yNbTaToB, HENPaBWU/IbHO UAEHTUULNPOBAHHBIX NPO6, YHKLMOHaILHOM
HaAeXHOCTU NPUBOPOB U T. A.;

- AaHHble No ynpaBNeHUIO KaYeCTBOM B Nnpegeniax naboparopuu;

- CXeMbl OLEHKM KayeCTBa Ha OCHOBaHUM [aHHbIX U3 BHELHMX NCTOYHMKOB (External Quality Assessment Schemes
— EQAS), Ha3blBaeMble Takke 0630pamum nNpoeccnoHanbHOM NPUrogHocCTy;

- nuaHvHaHUp QPYHKUWIHUPNAAHUA MELULUMHCKOTO U3fgenns Hes3aBUCUMbIMKU flabopatopusamu (pesynbTaTbl 4acTo
ny6nuKyoT B Hay4YHO nuTepaType).

H.5.2 BHYTPEHHUI A MOHUTOPWHT 3KCM/lyaTauNOHHbIX XapaKTepUCTUK

[aHHble, perynsapHo nosiyyaemble OT U3rOTOBUTENEN, MOXHO NPUMEHATb A8 MOHUTOPUHIa HEeKOTOPbIX 3JKCrsya-
TaLMOHHbIX XapakTepPUCTUK MeAULMHCKOro U34enusa Aasa ANarHOCTUKK in Vitro B perysimpyembsiX yC/10BUSAX, 8 UMEHHO:

- MOHWUTOPWHra rnpoLecca;

- MOHUTOpPWHra cTabuabHOCTY;

- MpUNUCbIBaHMSA 3HAYEeHN KannbpaTopam;

- UCMbITaHUS HAOEXHOCTN 060pPYyAOBaHNS;

* BU0B [eATe/IbHOCTN N0 Ba/IMANPOBAHUIO.
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MpunoxeHwne |
(cnpaBo4Hoe)

PykoBoAsiLLiMe yKa3aHWsi MO NPOoLeccy aHanm3a pucka
B OTHOLLEHUN 6MOJIOrMUECKNX ONacHoCTel

1.1 O6Lme NoNoXKeHUS

HacTtosiee NpunoxeHne cOAEPXUT PyKOBOAALME YyKa3aHWsA NO MPUMEHEHWIO aHasiM3a pucka K GMosIormyeckum
onacHocTAM. [lmana3oH BO34eNCTBUA BO3MOXHbIX GMONOrMYECKUX OMacHOCTEl Be/MK U MOXEeT BK/IAYaTb KakK KpaTKoB-
pemMeHHble BO34eNCTBUA (OCTpas TOKCUYHOCTb, pasgpaXeHne KOXW, rnas U CrAM3UCTbiX 060/104eK, remMonns n Tpomobo-
reHHOCTb), TakK W [0/ITOBPEMEHHbIE UMW Cneundunyeckne TOKCUYeckme BO3AeNCTBUSA (NOJOCTPbIE M XPOHUYECKME TOKCU-
yeckne BO3AENCTBUSA, CEHCUBUIM3AUUSA, TeHOTOKCMYHOCTb, KaHLEepPOreHHOCTb WM OHKOFeHHOCTb W BO3AelicTBUE Ha pen-
POAYKTUBHYK CNOCOBHOCTL, B TOM YMC/1e TEPaTOreHHOCTb).

CrtaHpapT (28) ycTaHaBnmMBaeT 06LliMe MPUHUMMAbI OLEHKU 6MOSIOTMYeCcKOro AeicTBus MaTepunanioB/MeanLMHCKNX
n3[ennia.

1.20npegeneHne 6MONOrNMYECKNX PUCKOB

1.2.1dakKTopbl, KOTOPble HEO6XOAMMO paccMaTpmBaTh

Mpw NnpoBefeHUM aHanM3a 6MON0rMYEeCKNX PUCKOB CrleAyeT yUnuTbiBaTb:

- (hmsmyeckue n xmmmnyeckne CBOMCTBa paccMaTpmBaeMbIX MaTepranios;

- NCTOPWVIO KNIMHNYECKOro NPUMEHEHUS NN faHHblE O BO3AENCTBMM Ha YENOBEKA;

- MMelowmecs AaHHble Mo 6MOMOrMyYeckor M TOKCMKOJSIOTMYECKOW 6e30MacHOCTU B OTHOLLEHWW MaTepuasioB, UC-
Nnosib3yeMbIX B MeULIMHCKOM U3LENUU U €r0 KOMIMOHEHTaXx;

- MeToAUKY UCMNbITaHUA.

KonunyectBo HeEO6XOAMMbIX AaHHbIX U FNy6uHa uccnegoBaHus 6yayT OTIMYaTbCs B 3aBUCUMOCTU OT NpeayCMOTPeEH-
HOrO MPUMEHEHUS, a TakkKe OT XapakTtepa WM MpPoAO/HKUTENIBHOCTU KOHTaKTa ¢ nauMeHTom. TpeboBaHWA K faHHbIM OOblu-
HO SB/IAOTCA MeHee CTPOrMMW A1 YNakoBOYHbIX MaTepuasioB; MeOULMHCKUX W34esni, HaxoAsWUXCS B KOHTakTe C
HENOBPEXAEHHOW KOXel; /M0OblX KOMMOHEHTOB MEAULMHCKUX MU34eNuid, He BCTynalwlmx B HENOCPEeACTBEHHbIA KOHTaKT
C TKaHsIMW Tena, pacTBopamMu 4151 BHYTPUBEHHOIO B/IMBAHUS, C/IM3UCTbIMU 060/104KaMM UM NOBPEXAEHHOM KOXEN.

[Ons onpegeneHns NOTpPeGHOCTM B AOMOSTHUTE/bHbIX AaHHbIX CriefyeT NpoaHaIn3MpoBaTb UMEIOLLYHOCS B Hay4HO
ntepaTtype MHGOPMaUUI0 O MPUMEHSEMbIX MaTepuaniax/MeguLMHCKMX MU34enusax, npealecTBYOWMiA KINHUYECKNA ONbIT
MX NPUMEHEHUSA U ApYyrne COOTBETCTBYHIOLME AaHHble. B HEKOTOPbIX Criyyasx HeO6X0AMMO NOAYUYUTb AaHHbIE O XMMUYec-
KOM cOCTaBe, OCTaTO4YHbIX NpoAykTax (0Txogax) (Hanpumep, MOHOMepPax, 0TXo4ax Npu cTepunusauunm), aHHbIX 6rosoru-
YECKMX UCNbITAHUA N T. 4.

1.2.2 Xvmnyeckas npupoga marepnasios

MHdopmauus, xapaktepuaylowas XMMUYECKY WAEHTUYHOCTb M 6MONorMvyeckoe BO3AeliCTBME MaTepuasioB, MNo-
fie3Ha npu oueHMBaHUM NPeLyCMOTPEHHOro NPUMEHEeHUs MeaUUMHCKOro ulgenus. K dakropam, Cnoco6HbIM MOBAUATb
Ha 6M010rMYeCKy0 COBMECTUMOCTb MaTepnanoB, OTHOCAT:

- WOEHTUYHOCTb, KOHLEHTPaLUMio, OCTYMHOCTb U TOKCUYHOCTb BCEX WHIPeAMeHTOB (406aBOK, cpelCcTB 06paboTKu,
MOHOMEPOB, KaTasIn3aTopos, NPOAYKTOB peakunn);

- BIUSIHME Buoaerpajaunmy n Kopposum Ha matepmanbl.

Ecnun npn nponssoacTBe, 06paboTke, XpaHEHUN UNN Aerpajaunn mMatepuasioB 6blIM NPUMEHEHbI AN MO 6bITb
NnoslyYeHbl pearnpylrowiye Uan onacHble WHIpeaneHTbl, TO criefyeT pacCMOTPETb BO3MOXHOE BO3AeiCTBME OCTaTOYHbIX
NPoAYKTOB. MOXeT NoHagobuTbCcA MHopMauMs O KOHLEHTPaUUW WMAW BbilWenadyMBaHUM OCTaTOYHbIX MPOAYKTOB. 3TO
MOryT ObITb 9KCNEepUMeHTa/IbHble AaHHble NN NHpOopMaLMS O XMMUYECKMX CBOMCTBAxX NPYMEHSEMbIX MaTepuasioB.

Ecnn Heobxogumble AaHHble (Hanpumep, O MOJSIHOM XMMWYECKOM COCTaBe) HefOCTYMHbI U3rOTOBUTENIO MO NPUYKn-
He KOHMAEeHUMa/lbHOCTN, TO criedyeT BepudunumpoBaTb OLEeHMBaHWE COOTBETCTBUSA Matepuasia Ha npegnosiaraemoe
npYMeHeHue.

1.2.3MpeabiayLwmii onbIT NPUMEHEHNS

Heobxoanmo aHanm3vpoBaTb LOCTYMHYKO MHAOPMauMio O npefblaylieM OMnbiTe MPUMEHEHUA KaXk[oro marepua-
na. NpeaycMoTpeHHbIX f06aBKax M 0 NO6bIX HexenatesibHbIX peakumsax. OgHako npeabloywmii onbIT NPUMEHEHNS WHT-
peaveHTa WM MaTepuasia Heobs3aTeNbHO rapaHTMpyeT ero MNpUrogHoCTb AN aHaslorMyHbiX NpuMeHeHuid. Cnepyet
yuuTbiBaTb NpeayCMOTPEHHOe MPUMEHEHME, KOHLEHTPaLMIO MHIPEOVUEHTOB U TeKyLLYH TOKCUKOIOrnyeckyto mHdopma-
LMo,

1.2.4 laHHble NcnblTaHUi Ha 6GUoNorMyeckyto 6e3onacHOCTb

Cepusa MexayHapoAHbIX CTaHO4apToOB [28] coAepXUT pyKOBOASLLME YKa3aHUs O TOM, Kakme MCnbITaHUa Heobxoawm-
MO MNPOBECTU B KaXAOM KOHKPETHOM cny4dae npumeHeHus. HeobxoguMMoCcTb UCMbITaHWMIA cnepyeT paccmartpumBarb B
ceeTe VMMEKLWUNXCA AaHHbIX AN KaXAOro cryyas OTAeNbHO, AN TOro 4YTobbl M3bexaTb NpoBefeHUA Heob6s3aTesIbHbIX
MCNbITAHWNA.
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Mpunoxexne J
(cnpaBo4Hoe)

NHpopmaLumsi no 6e30MacHOCTU U OCTaTOUHOMY PUCKY

J.1 O6wue NoNnoxeHus

B HacTosLeM NpUIoXKeHUN cofepxaTcs pyKoBOAsLWME YKa3aHWs B OTHOLLEHUM TOro, Kak:

- nHdopmauma no 6esonacHocTn [cm. 6.2, nepeuncnenuve c), n 0.5.1, nepeuncnenve c) (npunoxeHne 0)] MoxeT
ObITb MEPOI MO yrnpaBAeHNIO PUCKOM;

- nHopmMmupoBaTb 06 ocTaTo4HOM(bIX) pucke(ax) (cm. 6. 4 n pasgen 7) B uUenaAx ynpasB/ieHUss MU OCO3HaHUA
pucka(oB).

MHdopmauua no 6e30MacHOCTU ABNSAETCA MNOCAEAHUM MO  CTENeHW npeanoyvYTeHns Crnocobom yrnpassieHus
pvuckom(amu); ee crnefyeT UCMNOMb30BaTb TOJ/IBKO B TOM C/lyyae, Korga mcyepnaHbl Apyrve Mepbl Mo yrnpasJ/ieHUO puc-
koMm(amun). MHopmMaumss no 6e30MacHOCTU CAYXUT PYKOBOACTBOM K BbINO/IHEHUIO (HEBbLINO/HEHUIO) AeACTBUA (Oei-
CTBUIA) e Lensax nsdexaHus pucka(oe).

MHcopMmupoBaHne 0 KaXaoM OTAEe/IbHOM U COBOKYMHOM OCTaTOYHOM PUCKE C/TY)XXUT OCHOBOW M paeT Heobxoam-
Mble cBefleHNs AN 06bSACHEHUs OCcTaTo4HOro(bixX) pucka(oB) Mosb3oBaTensAM, YTo6bl OHM MOFN 3apaHee NpeanpuHATb
Hagniexalume feiicTBUA B LieSISX MUHUMU3aUMn BO34eCTBUSA OCTaTOYHOro(bIX) pucka(oe).

Mo BO3MOXHOCTM HEOOGXOAMMO Y4YUTbIBaTb Kak CTPYKTYpPYy W cofepxaHuve uHdopmaumm no 6e3onacHocTu, Tak u
Cnocobbl ee NPUMEHEHNA.

MHdopmauuvio no 6e30MacHOCTU MOXHO CO06WaTh pasHbIMW CNoco6amMy B 3aBUCMMOCTW OT TOFO, Ha KakoW cTa-
OUN XU3HEHHOTO UuKna MeAVLMWHCKOro usgenns AaHHas uHdopmaums Aos/mkHa 6bITb AoBefeHa A0 CBeAeHWUS MOMb30-
BaTens, Hanpumep B BuAe npeaynpexaeHunin 8 conpoBOANTENBHOW AOKYMEHTauuu Wav B BUAe NpuMedaHus uam 4vepes
nosib3oBaTeNIbCKNii MHTepdenc n3agenus, ynpasaseMoro ¢ MoMoLLblo MeHIO.

J.2 Hdhopmauma no 6es3onacHocT

Mpu noarotoBke MHdoOpMauun rno 6e30NacHOCTM BaXHO YCTaHOBWUTb, KOMY MpefHasHadyeHa faHHas uHgopmaums
M Kak ee criegyeT coobwartb. M3rotoBMTENO HEOGXOAUMO NMPeaoCcTaBUTbL OMUCAHMEe PUCKA, ero NocneacTBui U AencTBuiA,
HEO6X0ANMbIX AN NpefoTBpaLLeHNS NPUYMHEHUS Bpeaa.

Mpn nogrotoBke NHPOpPMaLMN N3roTOBUTENIO CrieflyeT PpacCMOTpeTb;

- CTeneHb NpuopuTeTa, HeOBXOAMMYHK A/1s Knaccudmkaumm aelicTBuii (omacHocTb, NpegynpexaeHve, npegocTe-
pexeHue, npumMevaHne U T. 4.);

- CTeneHb geTasin3aumm Heo6xoaAnNMor NHopmaymn;

¢ MEeCTOMONOXeHne NHopmaLmmn no 6e3onacHOCTY (HanpumMep, NpeaynpexaaroLlas MapkupoBKa);

- C/IOBECHble (OOPMY/IMPOBKN WV N3006paKeHUs, NpuMeHsieMble A1 06ecneyeHuss ACHOCTU N [0XOA4UYMBOCTU
MHdopmauuu;

- HenocpeACTBEHHbIX Mosyyartesneil nHpopmaumm (Monb3oBaTeNnn, 06CNYXMBAIOLWNIA NEPCOHaST, MOHTaXXKHUKM, Na-
UMEHTBI);

- COOTBETCTBYHOLWME cpeAcTBa obecneyeHns MHdopmaunm (MHCTPYKUUKM MO 3IKCn/yartaumn, MapKUpoBKW, CUTHauIbI
TpeBoru, NpegynpexaeHnsi B Nofib3oBaTe/IbCKOM UHTepdeiice);

- perynupytouime TpeboBaHua U T. 4,

J.3 VIHhopmumpoBaHue 06 octaTouHOM(bIX) pucke(ax)

Mpu pa3paboTke crnoco6a MHOPMUPOBaAHUA O KaXKAOM OTAE/IbHOM WAN COBOKYMHOM OCTATOYHOM PUCKE BaXHO
YCTaHOBUTb, YTO UMEHHO HEeO6X0AMMO COOBWUTL M KOMY MpefHasHayeHa faHHas UHdopmaums, 4ns Toro YTobbl AoBec-
TN ee [0 CBefeHUs MONb3oBartesis, 0O0bACHUTbL WU MOMOYb MOMb30BaTeNto 6e30nacHO N pe3y/bTaTUBHO MNPUMEHATb
MeaunuuHCKoe usgenue. W3rotoBuTento cnepyetr paccMOTpPeTb OCTaTOuHbIN(blE) pUCK(M), MOAEHTUPULMPOBAHHbLIN(bIE)
cornacHo 6.4 v pasgeny 7. v onpegennTb, 0 YeM crieyeT MHPOPMNPOBaTb NMOb30BaTenNs.

M3roToBuTE/Ib TAKXE AO/DKEH PACCMOTPETb:

- HeobxoaAMMYyIO CTerneHb geTanusaumm nHdopmaumnm;

- hopmMyNnpPOBKU, MPUMEHSIEMbIE A1 06ecneyeHns ACHOCTN N AO0XOAUMBOCTUN NHPOpMaLmK;

- HenocpeacTBeHHbIX nosyyateneii nHgopmaumn (Nnonb3oBaTesieil, 06CAYXUBaKOLWNIA NepcoHasn, MOHTaXHUKOB,
naumeHToB);

¢ MCNO/Ib3yeMble CpeAcTBa COOOLLEHNSA/MCTOYHUKM NHhopMaLmn.
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Bnénuorpadusa

Medical electrical equipment — Part 1: General requirements for basic safety and
essential performance

(9nekTpoannapatypa meguumHckas. Yactb 1. O6wue TpeboBaHuA K obuieli 6e30-
NacHOCTY U CYLLIECTBEHHble paboune XapakTepucTmKm)

Safety aspects — Guidelines for their inclusion in standards

(AcnekTbl 6e3omacHOCTU. PykoBoaslmMe yKasaHUs Mo BK/IHOUYEHUIO UX 8 cTaHAapTbl)

Medical devices — Quality management systems — Requirements for regulatory
purposes
(N3penua meguumHckme. CuUCTeMbl MeHeKMeHTa kadecTBa. TpeboBaHMA K perynu-
poBaHuIo)

Global Harmonization Task Force (GHTF) — Study Group 1 (SG1)

(LleneBas rpynna no rno6aabHOW opraHusauun, nccnegoBaTtesibckas rpynna 1)
Quality management systems — Fundamentals and vocabulary

(Cnctembl MeHefKMeHTa kadecTBa. OCHOBHble MOJSIOXEHMS U C/OBapb)

Medical devices - Application of usability engineering to medical devices
(Annapatypa meguuuHckas. Mlcnonb3oBaHve TeXHOIOMMA MO MPUMEHMMOCTU K Me-
OVUVHCKOW annapaType)

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

(SnekTtpoannapatypa MeguuuHckas. Yactb 1-4. O6wme TpeboBaHMA K OGesonac-
HocTu: [lononHawwmi ctaHgapT. lMNporpammupyemMble MefMLUMHCKNE 3/1eKTpuyeckune
cucTeMbl)

Dependability management — Part 3: Application guide — Section 9: Risk analysis of
technological systems

(YnpaBneHue o6Lieit HagexHocTbl. YacTb 3. PykoBoACTBO MO npuMeHeHuto. Pas-
nen 9. AHann3 pucka ansa TeXHUYEeCKNX CUCTEM)

Fundamental aspects of safety standards for medical electrical equipment
(@nekTpoo6opyaoBaHe MeguuMHCKoe. OCHOBHbIE acnekTbl 6e30MacHOCTH)

Directive concerning medical devices as amended by Directive 98/79/EC of the
European Parliament and of the Council of 27 October 1998 on in vitro diagnostic
medical devices

(O mMeguuMHCKMX n3aenuax (C M3MeHeHUsMU, BHeCeHHbIMU [AupekTuBon 98/79/EC o
MeOVLNHCKNX N34ennax aNnsa ANarHOCTUKK in vitro)]

Medical devices utilizing animal tissues and their derivatives

(MeguumHcKue M3[ennsi, UCNOMb3yHoWMe TKaHU U UX MPOU3BOAHbIE XMBOTHOFO MpO-
NCXOXOEeHNSA)

Medical electrical equipment — Part 1-6: General requirements for basic safety and
essential performance — Collateral standard: Usability

(9nekTpoobopynoBaHue meguumHckoe. Yactb 1-6. O6wme TpeboBaHuUA 6Ge3onacHO-
CTU N OCHOBHble pabouve XapakTepucTuku. JononHswowmi ctaHaapT. Bo3aMoXHOCTb
MCMoJIb30BaHNsA)

Medical electrical equipment — Part 1-8: General requirements for basic safety and
essential performance — Collateral standard; General requirements, tests and
guidance for alarm systems in medical electrical equipment and medical electrical
systems

(OnekTpoannapatypa mMeguumHckas. Yactb 1-8. O6wme TpeboBaHusA K 6Ga3oBoli Ge-
30MacHOCTU U CYLIEeCTBEHHble paboune XapakTepucTuku. [onosiHAlWMiA cTaHaapT.
O6Lwwme TpeboBaHWA, UCMbITAHNUA N PYKOBOACTBO CUCTEMAMW CUTHa/IN3ALMU B 3M1EKT-
puyeckoi MeanUUHCKOM annapartype U cuctemax)

Biological evaluation of medical devices — Part 17: Establishment of allowable limits
for leachable substances

(OueHka 6uonornyeckas MeguUMHCKMX n3genuii. Yactb 17. YcTaHOBNEHWe [onyctu-
MbIX NPeaenoB BblllesladyBaeMblX BELLECTB)

Clinical investigation of medical devices for human subjects — Part 1; General
requirements

(UcnblTaHnA KAMHUYECKUe MeUUMHCKUX u3genuii ana nogein. Yactb 1. O6wme Tpe-
6oBaHunA)
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Clinical investigation of medical devices for human subjects — Part 2: Clinical
investigation plans

(McnblTaHnA KNMHUYECKNE MeAUUUHCKUX usgenuii ana ngei. Yacte 2. CxeMbl Kv-
HUYECKNX NCMbITaHWIA)

Fault tree analysis (FTA)

(AHanNn3 gMarHoCTMYECKOro AepeBa HeMcrnpaBHOCTEN)

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

(TexHMKa aHanu3a HafeXHoOCTU cucTeM. MeTog aHasvM3a BUOa WM MOCMeacTBuiA OTKa-
3a)

Hazard and operability studies (HAZOP studies) — Application guide
(MccnepoBaHma onacHocTM n paboTtocnoco6HocTn (HAZOP). PykoBoAcTBO MO npu-
MEHEHMIO)

In vitro diagnostic test systems — Requirements for blood-glucose monitoring
systems for self-testing in managing diabetes meNitus

(CncTtembl gnarHocTuyeckme in vitro. Tpe6oBaHUA K cuMcTeMamM MOHUTOPHOro Habsito-
OEeHVs 3a KOHUeHTpauuel roKo3bl S KPonu A5 CAMOKOHTPOSA NPy NleYeHnn caxap-
HOro ana6eta)

A new consensus error grid to evaluate the clinical significance of inaccuracies in the
measurement of blood glucose

(HoBas cornacoBaHHas Tabvua OWM6G0OK A5 OLEeHUBAHUS KIMHUYECKOW 3HauMmoc-
TN HETOYHOCTEN NPU U3MEPEHNN KOHLEHTpaLuumn rnioKo3bl B KPOBU)

Evaluating Clinical Accuracy of Systems for Self-Monitoring of Blood Glucose
(OueHnBaHVe KIMHNYECKOM TOYHOCTU CUCTEM A1 CaMOKOHTPO/SA KOHLEeHTpaumm
r/1H0KO3bl B KPOBW)

In vitro diagnostic medical devices — Measurement of quantities in biological samples
— Metrological traceability of values assigned to calibrators and control materials
(O6opynoBaHVe MeAuUMHCKOe A1 ANArHOCTUKWM in vitro. KosimyecTBeHHble mM3mepe-
HUSA B 6uonorvyecknx obpasyax. MeTposiormyeckas nNpPOCNeXMBAaeMOCTb BesINUUH,
3a/laHHbIX 418 KaNnbpaTopoB U KOHTPO/IbHbIX MaTepranoB)

In vitro diagnostic medical devices — Measurement of quantities in biological samples
— Metrological traceability of values for catalytic concentration of enzymes assigned
to calibrators and control materials

(O6opynoBaHVe MeaMUMHCKOe A9 ANArHOCTUKWU in vitro. KosinyecTBeHHble n3mepe-
HUA B OGuonornyecknx obpasuax. MeTposiormyeckass MpPOCNEXNBAEMOCTb BesIMUYUH
KaTa/IMTUYECKON KOHLeHTpauum depMeHTOB, 3afaHHbIX A75 KaMbpaTopoB U KOHT-
PONbHbIX MaTepuanoB)

Clinical laboratory medicine — In vitro diagnostic medical devices — Validation of
user quality control procedures by the manufacturer

(KnuHnuyeckass nabopatopHas meguumHa. MeguumMHCKME Npueopbl ANS ANarHOCTUKM
in vitro. Basingauuna nosib3oBaTesIbCKMX NpoLeayp KOHTPOIS KayecTBa U3rotoBuTe-
nem)

Clinical laboratory testing and in vitro diagnostic test systems — Requirements for
in vitro monitoring systems for self-testing of oral-anticoagulant therapy
(KnuHnyeckne nabopaTopHble MCCMefoBaHUSA U MeOUUMHCKME YCTPOMCTBa in vitro.
TpeboBaHUA K CUCTEMAM KOHTPOASA in Vitro ANs caMOKOHTPOASA NepopasibHOW aHTw-
KOarynsiuMoHHoOM Tepanmn)

In vitro diagnostic medical devices. Information supplied by the manufacturer with
in vitro diagnostic reagents for staining in biology

(Mpubopbl MeanUUHCKME A1 AMAarHOCTMKM in vitro. VIHpopmaums, npepoctaBnsie-
Masi MU3rotoBuTesIeM BMeCTe C AMAarHOCTUYECKMMUW peakTMBamu in vitro Ans okpaiuu-
BaHWs B 6uosiornn)

Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management system

(OueHka 6uonornyeckas MeguUMHCKMX u3genuii. Yactb 1. OueHka M UCNbITaHUSA
npotecca MeHepKMeHTa pPUCKa)
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