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Mpeaovcnosue

Lienn n npuHumunbl ctaHgapTusauyum B Poccuiickoii ®efepauun ycTaHoBAeHbl ®efepasbHbIM 3aKOHOM OT
27 pekabps 2002 . N>184-93 «O TexXHUYeCKOM perynnpoBaHun», a npasnaa nprMeHeHns HaluMoHabHbIX CTaH-
naptoB Poccuiickoii Pegepauymn — FOCT P 1.0 — 2004 «CtaHgapTusaumna B Poccuiickoin degepaumnm. OCHOB-
Hbl€ MOJIOXEHNSA»

CeefeHus o ctaHgapTe

1 NOArOTOBJ/IEH 3akpbiTbiM aKLoHepHbIM 06wecTBoM «MEJNTECT» Ha OCHOBE ayTEeHTUYHOro NepeBo-
fa cTaHfapTa, yKkasaHHoro B nyHkTe 4

2 BHECEH TexHuuyeckum KoMuTeToM no ctaHgaptusauum TK 436 «YnpasneHune Ka4ecTsoM U COOTBETCTBY-
e acnekTbl 415 MeULUHCKUX U3Lenunii»

3YTBEPX/EH VI BBEAEH B IEVNCTBWE Mpukasom ®eaepansHOro areHTCTBa No TEXHNYECKOMY pery -
poBaHuio U MmeTponoruu ot 2 gekabps 2009 r. No 528-cT

4 HacTtosAwwnii cTaHaapT UAEHTUYEH MexXayHapoaHoMy cTaHaapTy M C 014971:2007 «W3penua meguuuH-
ckue. NMpuMeHeHne MeHemXMeHTa puUcka K MeguuuHCcKUM nsgenuam» (1ISO 14971:2007 «Medical devices —
Application of risk managementto medical devices»)

5 B3AMEH IrOCT P NCO 14971 — 2006

MHdopmaumsa 06 n3MeHeHnAX K Hac T osLLeMy CTaHfap Ty ny6vkye T CA B eXerofHo n3gasaeMom HAop-
MaLMOHHOM yKa3aTene «HauuoHanbHble CTaHAapThi», @ TEKCT U3MEHEeHUl 1 NONpaBoK — B €XXeMEeCSYHO
n3gasaemMblX MHPOPMAaLMOHHBIX yKa3aTenax «HaunoHanbHble CTaHgapThi». B cnyyae nepecmoTpa (3aMeHbl)
WM 0T MEHbI HACT OSALLEro CTaHjapTa cooTBe TCTBYyLLee yBefoM/eHe byaeT ony6/IMKOBaHO B eXXeMecsy-
HO n3faBaeMoM MHDOPMaLIMOHHOM yKa3aTesne «HaunoHanbHble cTaHaapThl». CoOoOTBETCTBYoLWas MHhop-
Mauus. yBeAoMIeHUe N TEeKCTbl pa3MeLlalnTCca Takke B MHPOPMaLMOHHOW cucTeme o6Liero nosnb3oBa-
HUA — Ha othuumansHoM caii Te dPefepalbHOro areH T CTBa N0 TEeXHNYECKOMY peryiMpoBaHuio v MeTposiorum
BceTn W HTepHeT

© CtaHpapTuHdcpm. 2011

HacTosiwuii cTaHfapT He MOXeT 6blTb NOMIHOCTLIO UM YACTUYHO BOCNPOU3BEAEH, TUPAXMPOBAH U pacnpo-
CTpaHeH B kauecTBe ohuLManbHOIO n3gaHus 6es paspelleHus defepanbHOro areHTCTBa No TeXHUYECKOMY pery-
NINPOBaHUI0 U METPOIOTUN
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BesepneHune

MexayHapoaHblii cTtaHgapt MCO 14971:2007 pa3paboTaH TexHuyeckum komutetom WMCO/TK2KO0
aAMeHe4XMEHT KayecTBa M COOTBETCTBYOLWME 06LWMEe acnekTbl MeAUUUHCKUX U3Aennii» N NoAKOMUTETOM
MO3K/MK 62A «O6Lwwmne acnekTbl 3NeKTPUYECKUX U3[eNnii, NPUMEHSAEMbIX B MEANLMHCKON NpakTuke». Mpunoxe-
Hne H «PyKkoBOACTBO MO MEHEAXXMEHTY pUCKa MeANLMHCKNX N34ennii 415 AUarHoCcTUKK in Vvitro» NoOAroTOB/IEHO
TexHuyecknm komutetom MCO/TK 212 «KnnHnueckme nabopatopHble nccnefoBaHusa n auarHoctTmyeckme TecT-
CUCTEMBI in Vitro».

HacTtosAwwii cTaHgapT pekoMeHAyeTcs paccMaTpuBaTh Kak OCHOBY /11 OCYLLeCTB/IE€HUSA U3TOTOBUTENSIMY
pe3ynbTaTMBHOIO MEHeAKMEHTa BCEX PUCKOB, CBA3AHHbIX C NPUMEHEHNEM MeANLUHCKNX n3genunin. Cogepxatim-
ecs B HacToslem cTaHfapTe TpeboBaHUA ABNAIOTCA 418 U3roTOBUTENEN Ton 6a30i, B paMKax KOTOPOW NpakTu-
4eCKUii onbIT, UHTYUTUBHOE MOHUMAaHNE N YMEeHNe NPUHATb NPaBuUbHOE PeLlleHne NCMONb3YIOT A1 MeHeAXKMeHTa
BbllLeyKa3aHHbIX PUCKOB.

HacToawwmii ctaHaapT npefHasHavyeH HeNOCPeACTBEHHO A1 U3roToBUTENER MeAULMHCKUX U34enunii n cuc-
TeM, NPUMEHALWMX YCTAHOB/IEHHbIE B JaHHOM CTaHAapTe NPUHLMNbI MEHEA)XMEHTa pucka.

Buabl AeATEeNbHOCTY, B KOTOPbIX yYacTBYIOT OTAE/IbHbIE NN, OpraHmu3anum nam opraHbl rocyfapCTBEHHOIO
ynpaBneHnsa, MOryT cTaTb A1 BbllWeyKa3aHHbIX AN APYTUX y4acTBYHOLWMUX CTOPOH MCTOYHUKOM ONacHOCTEW,
CMOCOBHbIX MPUYMHUTL BPe [ UM HAHeCTH ylep6. MeHeKMEHT pUCKOB NpeAcTaBnseT Co60i COXHbIV A5 pac-
CMOTpPEeHUA nNpegMeT, T. K. Kaxaasa u3 y4acTBYOLUX CTOPOH MOXET No-pa3HOMY OLleHUBaTb BEPOSATHOCTb NPUYnHe-
HWS Bpefa M BO3MOXHOCTb HaHeceHus yuepba B ciyyae onacHoCTU.

KoHuenuusa pucka BKIoYaeT ABa KOMMNOHeHTa:

a) BEpOSATHOCTb MPUUYUHEHMUA Bpeaa:

b) nocneacTBUA NPUUYUHEHHOTO BPeaa, T. €. ero TAXeCTb.

PaccmartprBaemas KOHLENUUsa 0CoO6eHHO BaxHa NPUMEHUTESIbHO K MEeAULIMHCKAM U34eNnsamM U3-3a 60/bLo-
rouyncna yyacTBYHLLMX CTOPOH, BKIOYAS NPaKTUKYOLW WX Bpayel, yupexaeHns 3gpaBooxpaHeHuns, ynoaHoOMo-
YeHHble opraHbl, NPOMbILL/IEHHbIE NPEANPUATUA, NALNEHTOB 1 APYTUX NoNb3oBaTenei.

Mo cpaBHeHMWIO C NpeablAyLLeil pefakuneli OCHOBHAs YacTb HACTOSLWEro cTaHAgapTa pacllupeHa, Ho riaB-
HOe BHMMaHWe yfesieHo nNpunoxeHnsam. VX yncno ysenmumnoch 3a cyet npunoxeHua F, cogepxalwero nnax
MeHe)KMeHTa pucka, NpuIoXeHns |. NOCBALLEHHOro 6MONOrMYEeCKUM ONacHOCTAM, NPUIOXeHNA No 6e3onacHoc-
T J 1 0CTaTO4YHOMY pUCKy. CyLLeCTBEHHO YBENIMUYNIOCHL B 0O6bEME NPUTOXKEHNE, MNOCBALLEHHOEe MEHE)KMEHTY
pucka MeauLUHCKUX U3AeNunin NS AMarHocTukm in vitro.
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HALULMWOHANBHBLMNW CTAHAAPT POCCUMNCKOWN SGEALEPALUMN

N3LENNSA MEAULMHCKUE

MpyMeHeHVe MeHedXXMeHTa pUcKa K MEAULNHCKUM U3LENNAM

Medical devices. Application of risk management to medical devices

[arta seegerHna — 2011 — 01 — 01
1 O6nacTtb npnMeHeHuns

HacToswuii cTaHgapT ycTaHaBnmBaeT 419 U3rOTOBUTENA NpoLecc onpesesieHns onacHocTel, CBA3aHHbIX C
MeAULUHCKUMUN N3LeNNAMMN, BKAKOYAS U3LENNA AN ANArHOCTUKY in vitro, n npoueaypbl onpeaeneHuns, oueHuea-
HUA, yNpaBneHns puckamm 1 MOHUTOPUHTa pe3ynbTaTUBHOCTM AAHHOTO YNpaB/eHUs.

Tpe6oBaHNs HacTOsILEro cTaHAapTa NPUMEHWMbl KO BCEM CTafWUAM XW3HEHHOTO LMKna MeauLUHCKNX
n3nenui.

HacTosiuii cTaHAapT HEe MOXET 6bITb UCNOJb30BaH A5 NPUHATUS KNTMHNUYECKNX PeLLeHWiA.

HacTosiwuii cTaHgapT He ycTaHaB/MBaeT YPOBHM J0NYCTUMOr0 pucka.

HacToswwunii cTaHaapT He TpebyeT Hannumsa y N3roToBUTENA CUCTEMbI MEHEA)KMEHTA KayecTBa, 04HaKko me-
HEXXMEHT pucka MOXeT 6blTb COCTABHOW YaCTbio CUCTEMbI MEHEAXXMEHTA KayecTBa.

2 TepMUHBbI 1 onpeaeneHns

B HacToAWEM cTaHAapTe NPUMEHEeHbI Cieayoune TEPMIUHbLI C COOTBETCTBYIOLW UMY ONPeAeNeHNsMN:

2.1 aKcnnyaTaunoHHbIi 4OKyMeHT (accompanying document): LokyMeHT, npunaraemblii K Me4ULUHCKO-
MYy U3LEeNnio 1 coaepxawnii nHpopmaLuo AN NNUL,. OTBETCTBEHHbIX 32 C60PKY, NPUMEHEHMWE 1 TEXHUYEeCcKoe
o6CnyxmBaHne MeANLMHCKOIO N3aenuns, oneparopa win nosb3osartesis, 0CO6eHHO B OTHOWEHUI 6e30MacHOCTH.

MpumeyaHune — [laHHOoe onpefesieHne 3aumcTBoBaHo u3 [1], 3.4.

2.2 Bpep (harm): ®usnyeckas TpaBmMa unv ywep6 340p0BbI0 N0AEH NN UMYLLECTBY, UIN OKPYXatoLLeit
cpege (cm. [2]. 3.3).

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

2.4 onacHas cutyauus (hazardous situation): O6¢cTossTeNbCTBA, MPU KOTOPbIX NHOAN, UMYLLECTBO UK OK-
pyxatwowian cpega nogsepxeHbl 04HOW NN HECKO/IbKMM ONacHOCTAM (CM. [2). 3.6).

MpumeuaHnune — Cm npunoxeHne E Ana NoHWMaHWS B3aMMOCBSI3N MeX/y TEPMUHAMW «OMACHOCTb» U
«onacHasi cuTyauusi».

2.5 npegycmoTpeHHoe npumeHeHue (intended use): NMpumeHeHne nsgenuns, npoyecca Wan ycayru no
Ha3Ha4YeHWI0 B COOTBETCTBNM C TEXHNYECKNUMYU TPeBOBaAHNAMU, MHCTPYKLUAMU N MHGOpMaLneil, npesocTaBneHHbl-
MW U3roTOBUTENEM.

2.6 megnunHCcKkoe wmnagenue Ana pguarHoctukm In vitro (IVD) (in vitro diagnostic medical device)
(IVD medical device): MeguuuHckoe wusgenve, npefHasHayeHHOe U3roToBUTENEM A1 UCC/Ie[oBaHUsA nNpoo,
B3ATbIX U3 TeNa Yenoseka, B LeNax noNyvyeHmna nHopmMmauum AN guarHocTUKN, MOHUTOPUHIA U onpeAeneHuns
COBMECTUMOCTMU.

M3paHue ouunanbHoe
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NMpumep — Takumu u3genusMum MoOryT 6bITb peareHTbl, KanubpaTopbl, ycTpoilicTBa ANs
oTG6opa v xpaHeHUs: Npo6, KOHTPO/bHbIE MaTepuanbl ¥ CONyTCTBYIOLMEe UHCTPYMEHTbI, annapaTbl UIun
cpeacTBa.

MpumeuaHune — MOXET 6biTb UCMOML30BAHO OTAE/LHO UM B KOMGUHALMU C NPUHAAIEXHOCTAMU UK
APYTUMU MEANUMHCKAMU U3AENHSMU.

2.7 xun3HeHHbl uukn (life-cycle): Bce cTagum cywecTBoBaHMA Me4ULNHCKOrO N3aenus, oT nepsoHavarb-
HOIi KOHLLeNUUK 40 BbIBOAA U3 3KCNyaTauumn n yTunnsauum.

2.8 nsrotoBunTenb (manufacturer). dnsmyeckoe nnun LpPUANYECKOe 1L, OTBETCTBEHHOE 3a NPOEKTNpOBa-
HWe, N3roToB/IEHNE, yNaKOBbIBAHWE N/UNN MapPKUPOBKY MeAMNLMHCKOr0 N34enuns, yCTaHoBKY/MOHTaX UM moaudu-
Kauui MeauLMHCKOro N3fenns nepes BbiMyckoM ero B o6palleHvie nav BBOAOM B 3KCMyaTaluio He3aBUCcUMOo OT
TOrO, BbINO/IHSIET 1N 3TV ONepaLuy BblLLeYNOMSHYTOE SINLL0 UK TPEeTbSA CTOPOHA OT €0 UMEHM.

MpumeuaHuns

1 B onpegeneHun TepMUHA «M3rOTOBUTE/b» CredyeT YUuTbiBaTb NOMOXEHUS HaLMOHa/IbHBIX U PermoHasIbHbIX
HOPMAaTUBHbIX [JOKYMEHTOB.

2 OnpepeneHvie TepMMHa «MapknpoBka» cMm. [3]. 3.6.

2.9 MmeguumnHckoe nsgenue (medical device): /llo60i MHCTPYMEHT, annapar, npubop, ycTpoincTBo, 060py-
[oBaHve, UMNAaHTar, in vitro peareHT unun kanuépaTop, NporpaMMHoe obecrneyeHne, maTepuan UM nHole Nogo6-
Hble UK CBSAI3aHHbIE C HUMU M3aennsa, npefHa3HauYeHHble U3roToBUTeNneM 418 NPUMEHEHNUS K YEN0BEKY N0 OT-
[eNbHOCTU UK B COMETaHUU APYT C APYTOM B LLeNsixX:

-ANarHoCTMKN, NPOONIAKTUKM, MOHUTOPUHIA, NevyeHns nnm obieryeHns 3abonesaHui;

- ANAarHOCTUKN, MOHUTOPUHIA, IeYeHNs, 06/1er4eHns Uan KoMneHcawl M NnocneacTBMii TpaBMmbl;

- UccnefoBaHWsi, 3aMeleHUss WM W3MEeHEeHWsi aHaTOMMWYECKOro CTPOEHUs UM PU3N0N0TUYEeCKMX
npoLeccos:

- NoAAepXaHns NN COXPAaHEHUS XNU3HU:

- ynpaBneHus 3avaTvem:

-[e3nH( eKLMn MeAULUHCKUX N3AeNNiA:

- NoslyYyeHUs nHchopmauun Ana MeAULUHCKUX Liesieil NocpeAcTBOM UCCAeA0oBaHMA in vitro npo6, B3sTbIX U3
TenayenoBeka, Npy yCnoBum, YTo UX PYHKLNOHANIbHOE BO3eliCTBME Ha Ye10BEeYEeCKNIi OpraHu3m He peannsyercs
3a cyeT hapmMaKkosiornyecknux, UMMYHOIOTMYECKUX NN MeTab0onYeckux cpescTB, HO MOXET NoALePXMBATbCA
Takumu cpefcTBamu.

MpumevaHus

1 faHHOB onpegeneHve paspaboraHo Lienesoit rpynnoii no rno6ansHoii rapMoHusauum (Global Harmonization
Task Force — GHTF) (cm. [4]).

2 Cnepyrouime n3genuns MoryT pacCMaTpuBaTbCs B HEKOTOPbIX CTPaHaxX Kak MeAULMHCKME, HO B MX OTHOLLEHUN eLle
He BblpaboTaH eauHbIi NOAX0A,:

- BCNomoraresibHble CpefcTBa /19 UL, C OrPaHNYeHHbIMU BO3MOXHOCTAMU UK C (DU3UYECKUMU U YMCTBEHHbLIMMN
HegocTaTkamu;

- U3genus ans nevyeHns/anarHocTKM 3abosieBaHuii N TpaBM Y XUBOTHbIX;

- NPVHAANEXHOCTU MEAULMHCKUX U3aenunidi (cM. npumedvaHue 3);

-Ae3vHuumpyoLLve BelecTsa:

- U34envs, BKIYatoLme TKaHW XUBOTHbIX MW YenioBeka.

3 TpeboBaHWs1 HACTOALLEro CTaHAapTa NPUMEHSIOT Ta3oke K NPUHALNEXHOCTAM, KOTOpble npegHasHaueHbl U3ro-
TOBUTENIEM NS UCNOMBb30BAHUA B KOMMIEKTE C KOHKPETHbIM MEAULMHCKUM U3LeNMeM B Lensx obecneyeHus ero npe-
[YCMOTPEHHOTO NPUMEHEHMS.

2.10 06bekTMBHOE cBUAeTenbCcTBO (Objective evidence): [laHHble, NOATBEPXAAOLIME HANMYME NN UC-
TUHHOCTb 4ero-nn6o.

MpumeyaHune — OBGLEKTMBHOE CBMAETE/NLCTBO [NIOXKET ObITh NOJYYEHO NOCPELACTBOM HabMOAEHNS, n3mepe-
HUS. UCMbITAHUS WK Apyrumu cnocobamm (cm. [5]. 3.8.1).

2.11 noctnpoun3soacTBo (post-production): HacTb )XM3HEHHOTO LUKNa N34e/nsa nocsie OKOHYaHusa ero npo-
eKTUPOBaHUSA N U3TOTOBNEHUS.

Mpumep — KnocTnponsBoACTBY OTHOCAT: TPaHCNOPTUPOBAHUE, XpPaHeHWe, MOHTaxX, NpuMeHe-
HVWe usgenus, TexHuyeckoe o6GCNyXMBaHWe, PEMOHT, MoAuuKkaLunio, CHATWE € aKcnayaTauun u yTunmsa-
Lm0,

2
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2.12 npouepypa (procedure): YCTaHOB/EHHbIi CNOCO6 OCYLWeCTB/IEHNA AeATeNbHOCTW WM npouecca
(cm. (5). 3.4.5).

2.13 npouecc (process): CoBOKYyNHOCTb B3aMOCBSA3aHHbIX U B3aMMOAENCTBYIOLLMX BUAOB AeATENbHOCTH,
npeo6pasytouian Bxoabl B Bbixoabl (cM. (5], 3.4.1).

2.14 3anucs (record). [lokyMeHT, cofepxXalluii 4OCTUTHYTble pe3y ibTaTbl N CBUAETENbCTBA OCYLLECTB-
neHHol gesitenbHocTH (cm. [5], 3.7.6).

2.15 ocTtaTtouHbln puck (residual risk): Puck, octawwwmniics nocne BbINOSHEHNA Mep N0 ynpasaeHuto
pricKoMm.

MpumeyaHuns

1 3anmcTBOBaHO 13 [2]. 3.9.

2 B [2), 3.9. ucnonb3oBaH TEPMUH «3alLUTHbIE MEPbI» BMECTO TEPMUHA «Mepbl M0 yNpaBieHno puckom». OgHaKko
B KOHTEKCTE HaCTOSILLEro ctaHaapTa «3alyTHble Mepbl» SB/AIOTCA TO/ILKO OAHONA 13 BO3MOXHOCTEl ynpasfieHns puc-
KOM. Kak onucaHo B 6.2.

2.16 puck (risk): CoyeTaHne BepOSATHOCTY NPUYNHEHMNS Bpea u TaxecTu aToro Bpega (cm. {2], 3.2).
2.17 aHanuns pucka (risk analysis): Cuctematuyeckoe Ucnosb3oBaHne nMetroweincsa nHdopmalmmn ansa Bbl-
ABNEHUA onacHocTel nonpegenexnns pucka (cm. [2], 3.10).

MpumMeyaHue — AHaiu3 pucka BKIKOYAET M3yyeHUe MNoc/nefoBaTeNbHOCTEN COBbITUIA, KOTopble MOryT
NPUBECTM K ONACHbLIM CUTYaLMsiM 1 NPUUUHEHUIO Bpeaa (CM. npunoxeHue E).

2.18 oueHka pucka (risk assessment): MonHbI Npoyecc aHannsa n oueHnBaHusa pucka (cm. {2]. 3.12).

2.19 ynpasneHue puckom (risk control): Mpouecc npUHATUS peLleHnii 1 BbINOTHEHUSA MepP N0 yMeHbLle-
HUIO PUCKOB [0 YCTAHOB/IEHHbIX YPOBHEN AN NoAAepXaHUA PUCKOB Ha YCTAHOB/IEHHbIX YPOBHSAX.

2.20 onpegeneHune pucka (risk estimation): Mpouecc, npuMeHaeMblii 418 NPUCBOEHNS 3HAYEHUIT BEpOAT-
HOCTW HacTyneHnsa BpeAa u TAXeCTU 3TOro Bpeja.

2.21 ouyeHunBaHue pucka (risk evaluation): Mpouecc cpaBHEeHUSA pucka, KOTOPbI yXxe onpeaeneH, c ycta-
HOBJ/IEHHBIMU KPUTEPUAMYU pUCKa AN1A oNpefeneHns 4onycTuMocTun pucka.

2.22 meHeaXMeHT pucka (risk management): Cuctematmyeckoe nNpuUMeHeHWe NOMAUTWKU, NpoLeayp u
npaxkTUYyeckMx MeTo0B MeHeKMeHTa A1 peLlleHns 3agay aHanunsa, oLeHnBaHus, ynpasieHns 1 MOHUTOpPUHra
pucka.

2.23 haiin meHegxmeHTa pucka (risk managementfile): CoBokynHoCTb 3anuceit u 4pyrux 4OKYMeHTOB,
co3faBaeMblX B poLecce MeHeXMeHTa pucka.

2.24 6e3onacHocTb (safety): OTcyTcTBME HegonycTMMoro pucka (cm. (2). 3.1).

2.25 TAxecTb (severity): Mepa BO3MOXHbIX MOCNEACTBWI ONACHOCTH.

2.26 BbiCclWee pykoBOACTBO (top management): JIMLO uaun rpynna nny, ocyLwecTBAAIOLWMX HanpaBieHne
neATeNnbHOCTU 1 ynpaB/ieHne opraHu3almein-n3roToBuTeemM Ha BbiCLLEM YPOBHE.

MpumeyaHune — 3aumcTeosaHo K3 [5, 3.2.7.

2.27 ownbka npuMmeHeHus (use error): BolNnoNHEHNE UK HEBLINOTHEHWE AeiCTBUSA, NpMBOASLLEE K PYHK-
LMOHMPOBAHNIO MeNLIVUHCKOIO U3e/Ns, OT/IMYalLemMycs oT npesyCcMOTPEHHOrO N3roTOBUTENEM UM OXUAAEeMO-
rononb3osarenem (cMm. (6]. 2.12).

MpunmeyvaHunsa

1 K owmbkam npuMeHeHNss OTHOCAT NpoMaxu, ynylieHus u 3abnyxaenus (cm. [6). 2.12).

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

3 HeafiekBaTHyI0 (oM3MOMOTMHECKYIO peakLMio naumeHTa camy no ce6e He OTHOCAT K OLUMGKE NPUMEHEHUA.

2.28 Bepudukaums (verification): MoareepxaeHne Ha OCHOBe NpeAcTaBeHNa 00 bEeKTUBHbIX CBUAETENLCTB
TOr0, YTO YCTaHOB/IEHHbIe Tpe6oBaHUA GblN BbINOIHEHbI (CM. [5]. 3.8.4).

MpunmeyvaHunsa

1 TepMuH «BepPUULIMPOBAHO» UCNOMb3YIOT A1 0603HAYEHUS COOTBETCTBYIOLLErO cTartyca.

2 [leATeNnbHOCTb MO NOATBEPXAEHUIO MOXET BK/OYaTb:

- OCYLLECTB/IEHNE a/IbTEPHATUBHbIX PACYETOB:

- CPaBHEHWE Hay4YHOI U TEXHWYECKOW AOKYMEHTauMU No HOBOMY MPOEKTY C aHasIOTMYHOW AOKYMeHTauueld no
anpobmpoBaHHOMY NPOEKTY;

- NPOBefeHNe WUCMbITaHWiA 1 4eMOHCTpaLWii;

- aHaNn3 JOKYMEHTOB [10 VX BbiNycka.
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3 O6lwme TpeboBaHNS K MEHEIKMEHTY pucKa

3.1 Mpouecc meHeXXMeEHTa pucka

M3roToBUTENb AO/MKEH YCTAHOBUTL, JOKYMEHTUPOBATL U NOAAEPXMBaTb B paboyeM COCTOSSHUN HenpepbIB-
Hblli NpoLuecc nageHTudnKauny onacHocTel, CBA3aHHbIX C MeAULUHCKUM U3genuem, onpeseneHns u oueHnBaHns
CONyTCTBYIOLWMNX PUCKOB, yNpPas/ieHNs JaHHbIMU PUCKaMW 1 MOHUTOPWHIa pe3yibTaTUBHOCTY TaKoro ynpas/ieHuns
Ha NPOTAXEHUN BCEro XXM3HEHHOTO LMKNa MeANLMHCKOro n3genusa. 9ToT NPoLecc A0/MKEH BKOYaATh cnegyoume
3/1EMEHTbI:

-aHasin3 pucka;

- OLeHUBaHMe pUcka,;

- ynpaBneHune puUckom;

- NPOV3BOACTBEHHYIO U MOCTNPON3BOACTBEHHYIO MHhopMaLMIo.

[loKyMeHTNpOBaHHbIe NPOLeCChl XXU3HEHHOrO Lukna npoaykunm (cm. pasgen 7 [3]) AOMKHbI BKAOYATbL COOT-
BETCTBYIOLLME 3IEMEHTbI NpoLLecca MeEHe)KMEHTa pucka.

MpumeuaHnsa

1 [lokyMEHTUPOBAHHbIA NPOLLECC CUCTEMbI MEHEKMEHTa KayecTBa MOXeT ObITb MCMO/b30BaH /151 06ecneyeHunst
CUCTEMHOrO Nofxofa K pacCMOTPeHUo NpobeM 6e30nacHOCTU, NO3BO/SAIOLIEr0, B YACTHOCTU, UAEHTUULMPOBATL Ha
paHHUX CTaaunsiX ONacHOCTU W ONacHble CUTyauun, CBSA3aHHbIE CO C/IOXHLIMU MEAULMHCKUMU U3AENUSMU U CUCTEMaMK.

2 lNpouecc MeHeMHKMEHTaA puUCka cxemaTuyecku npeacTas/ieH Ha pucyHke 1

B 3aBMCUMOCTM OT KOHKPETHOW CTafun XU3HEHHOro LKIa MeAWLMHCKOrO U3fenns oTAeNbHbIM 3/1eMeHTaM Me-
He[DKMEHTa pucka MOXET 6biTb yAeneHo 0coboe BHUMaHue. [leiTeNIbHOCTb M0 MeHeMKMEHTY pucKa MOXEeT OCyLLecTB-
NATbCA UTEepaTUBHO WK NO3TanHO B 3aBMUCHMOCTU OT pacCMaTpyvBaeMoro MeAuuMHCKOro usgenus. MNpunoxeHve B
coAepxXuT 60/1eB NOAPOGHLIA 0630p 3TanoB nmpouecca MeHeLKMeHTa pucka.

CooTBeTCcTBME TPeb6OBAHMAM AaHHOTO NoApasfenia NpoBepsatoT NyTEM 3KCNEPTU3bl COOTBETCTBYOLLUX [OKY-
MEHTOB.

3.2 OTBEeTCTBEHHOCTb BbICLIEr0 pyKOBOACTBA

BbicLiee pykOBOACTBO J0/KHO o6ecneynBaTb CBUAETENLCTBA CBOEI NMPUBEPXEHHOCTU NPOLLEeCcCY MeHeax-
MEeHTa pucka nocpeacTsoMm:

- o6ecneyeHnss He06XoAUMbIMY pecypcamu;

- HazHayeHna keanudnumpoBaHHOro nepcoHana (cM. 3.3) 4N ueneil MeHeKMEHTa pucka.

Bbiclwiee pykoBOACTBO A0/HKHO:

- pa3pabaTbiBaTb 1 JOKYMEHTMPOBATb NOSIUTUKY YCTAHOBIEHUSA KpUTEpPMEB AONYCTUMOCTU pucka. JaHHas
noNTUKa AO/KHA rapaHTUPOoBaTh, YTO YCTAHOB/IEHHbIE KDUTEPUN OCHOBAHbI HA MPUMEHUMbIX HALMOHANbHbIX U
pernoHasibHbIX HOPMATUBHbIX JOKYMEHTAX N COOTBETCTBYIOLLMX MEXAYHAPOAHbIX CTaHA4apTax, a Takke yunTboisa-
10T AOCTYMHYI MHAOPMaL MO, Takyt Kak COBPEMEHHbI YPOBEHb HAYYHO-TEXHUYECKOTO pa3BuTNSa U NoTpebHoCTH
3aMHTepecoBaHHbIX CTOPOH;

- NPOBOAMUTL aHa/IN3 NPUTOLHOCTU NpoLlecca MeHeJXMeHTa pucka B 3an/iaHMpoBaHHbIE NPOMEXYTKN BpeMe-
HW ans obecneyeHna NOCTOSAHHON pPe3yNbTaTUBHOCTU AAaHHOMo npouecca u 4OKYMEHTUPOBaTh BCE pPeLUEHNs U
npefnpuHaTbIe AeiicTBUA. ECAv n3rotoBnTe b UMEET AeCTBYIOLLYI0 CUCTEMY MEHEAXKMEHTA KayecTBa, TO AaH-
HbI aHaN3 MOXeT 6bITb YaCTbI0 aHasn3a ero CMCTeMbl MEHEe)KMeHTa KayecTBa.

MpumeyaHne — BblweykasaHHble AOKYMEHTbl MOTYT ObiTb BK/OYEHbI B AOKYMEHTbI CUCTEMblI MEHEeX-
MEeHTa KayecCTBa U3rotoButTens, N Ha HUX Moryt ObITb CCbINKM B q3a|71ne MeHe[KMEeHTa pucka.

CooTBeTCcTBME TpeboBaHNAM AaHHOTO nogpasaena NPoBepPSAT NyTeM 3KCNepTU3bl COOTBETCTBYOLNX JOKY-
MEHTOB.

3.3 KBanudukauunsa nepcoHana

MepcoHan, BbINOMHAKLWNIA 3a4a4M N0 MEHEAXXMEHTY pUcka, AO/HKEH UMETb 3HAHUSA M ONbIT, 06ecneynBato-
LMe BO3MOXHOCTb BbINO/THEHUA AaHHbIX 3afa4. KBanudukauma nepcoHana fo/kHa BKAYaTb 3HaHWe paccmar-
pusaembix (MNN NOAO06HbBIX) MEAULMHCKNX N34ENNIA, ONbIT UX NPUMEHEHUNSA, & Takxe BnafeHne npuMeHsemMmbiMmun
TEXHOMOTMAMU 1 METOAaMUN MEHEAKMEHTA pUCKa. 3annucy o Heo6xoAuMOI kBanurkaLm nepcoHana cnegyet
noagepxuBaTb B paboyem COCTOAHUM.

MpumeyaHune — 3agaym No MEHELKMEHTY pucka MOTYT peluatb NpeacTaBuTeNny pasHbiX yHKUMOHATbHBIX
noApasAenieHnii ¢ y4eToM UMEIOLLMXCA Y HUX CneupasibHbIX 3HaHWIA.

CooTBeTCTBME TpebOBaHUAM [AaHHOrO nogpasfgesna NpPoBEpPSAT NYTEM 3KCNEPTU3bl BbllleyKa3aHHbIX
3anucei.

4
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PucyHok 1 — CxemaTvnyHoe npefcTaBneHne npouecca MeHemkMeHTa pucka

3.4 TlnaH MeHeOXMeHTa pucka

[leaTenbHOCTb N0 MEHEAXMEHTY pucka Heo6XxoAUMO naaHMpoBaThb. BBUAY 3TOro U3roTOBUTENb AO/IKEH
COCTaBUTb U [JOKYMEHTMPOBATb NaH MeHegXKMeHTa pucka AN paccmaTpuBaemMoro MeuLMHCKOro n3genma B
COOTBETCTBUYM C NPOLLECCOM MeHeAXMeHTa pucka. MNnaH MeHeAXMeHTa prcka J0/KeH 6bITb YacTbio haiina me-
HeKMeHTa pucka.

[aHHbIV NnaH foMKeH BKAOYATb, KaK MUHUMYM;

a) 06beM NpMMeHeHUs 3aniaHpoBaHHOW AeATeIbHOCTU N0 MEHEeL)KMEHTY pucka, B TOM Yncne ngeHtudu-
Kaumno n onucaHme MeauLUHCKOro N3AeNna U CTafuil ero XXM3HEeHHOro UMkaa, K KOTOpbIM NPUMEHUM Kaxnbli
3N1EMEHT NnaHa,;
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b) pacnpegenernve oTBETCTBEHHOCTU U NO/THOMOYMWIA:

c) Tpe6oBaHus kK aHann3y AeATeIbHOCTU N0 MEHEAXXMEHTY pucka:

d) KpuTepun 4ONyCTUMOCTMN PUCKA, OCHOBaHHbIE Ha NOIMTUKE U3rOTOBUTENS MO YyCTAHOBIEHUIO ,ONYCTUMOrO
pvcka, BKtouas cayyau, Korga BeposiTHOCTb MPUYNHEHNSA BPeAa He MOXeT ObiTb onpejesneHa.

e) pelicTBns no Bepudmkaunu;

f) geiicTBus no c6opy M aHanNn3y nHopMaL M, OTHOCALLENCA K MEHE)XMEHTY pUcka, Ha NPOU3BOACTBEH-
HO 1 NOCTNPON3BOACTBEHHON CTAANAX.

MpumevaHunsn

1 PykoBofslume yka3aHus o paspaboTke nniaHa MeHe[pKMeHTa pucka CM. B NpuioxeHun F.

2 Heobna3saTtesibHO BCe 3/1eMEHThbl NiaHa MeHeMKMeHTa pucka paspabartbiBaTb OAHOBPEMEHHO. [naH uaun ero
3/1eMEHTbLI MOXHO pa3pabatbiBaTb NO3TanHo.

3 KpuTepun gonycTMMOCTM pucka MMeoT 60/bLIoe 3HauYeHue A1 onpefesneHnst KOHeYHoW pesynbTaTuBHOCTU
npotiecca MeHeMKMeHTa pucka. [ KakAoro nnaHa MeHepkKMeHTa pucka M3roToBUTENO CriedyeT BbiGupaTtb Hafnexa-
Lme KpuTepum AonycTUMOCTU puUCKa.

Cpeau npoumnx MOXHO paccmaTpuBaTh C/iefyoline BapuaHThbl:

- nocTpoeHue matpuubl [pucyHkn D.4 n D.5 (npunoxeHue D)]. nanocTpupytoLleii 4onycTUMble U HeonyCTu-
Mble KOM6UHAL N BEPOATHOCTM NPUUYNHEHUS Bpeda 1 TAXECTN Bpeaa,;

-AanbHeiiwee nogpasgeneHune obnactn MmaTpulbl (<NpeHebpexnmMo mMasblii pbiCK», «40MYCTUMbIA PUCK NpK
YCNOBUM €ro MUHUMU3ALMN» U T. [.)C TpeboBaHNEM K pUCKaM, YTOObl OHU CHavana 6blIn YMeHbLUEHbI, HACKObKO
3TO NpaKTUYeCKN OCYLLeCTBUMO, Npexje Yem npu3Hatb ux gonyctumbimm [cM. D.8 (npunoxeHue D)].

Mo6oii 3 BapnaHTOB crieAyeT Bbl6MpaTh B COOTBETCTBUM C NOJIMTUKONR N3rOTOBUTENS B OTHOLIEHUN YCTAHOB-
NIeHns KpuTepueBs AONYCTUMOCTM PUCKA U HA OCHOBaHWMW NPUMEHNMbIX HALMOHA/IbHbIX UM PernoHasnbHbIX Hopma-
TUBHbIX [IOKYMEHTOB, a TakXe COOTBETCTBYIOLNX MEXAYHAPOAHbIX CTaH4aPTOB C y4eTOM AOCTYNHOW nHdopMma-
LiMW. TaKol Kak COBPEMEHHbI YPOBEHb HayYHO-TEXHUYECKOTO Pa3BUTUA U MHTEPECHI 3aMHTEPEeCOBaHHbIX CTOPOH
(cm. 3.2). PyKoBOACTBO MO YCTAHOBMIEHWIO AaHHbIX KpUTepues cM. B D.4 (npunoxeHue D).

Mpu BHECEHUN N3MEHEHWIA B N1aH MeHeAXMeHTa puUcka B TeHeHWe XXM3HEHHOro LnKna MeanLHCKoro nie-
nva HeobxoauMoO cAenaTh 3anMcb 06 M3MEHEHMAX B (haiiie MeHe)KMeHTa pucka.

CooTeeTcTBMe TpeboBaHMAM AaHHOro NoApasfesna NpoBepsoT NyTeM aKCnepTusbl haina MeHeaxMeHTa
pucka.

3.5 ®aiin MeHeAXMeHTa pucka

[lns paccmaTpuBaemoro MeguLUHCKOro U3gennsa N3roToBuTe b AO/KEH co34aTh U NoafepxuneaTth B pabo-
yeM COCTOSIHUU halin MeHeXMeHTa pucka. B gononHeHne K TpeboBaHnAM 4PYrUX pasfesioB HacTOSLWero cTaH-
fapTa haiin MeHeXMeHTa pucka Jo/keH obecneynBaTb BOSMOXHOCTb MPOC/EXNBAHNSA KaXA0 naeHTuduLmpo-
BaHHOI 0NacHOCTU Npu:

- aHanuse pucka,

- OLLleHMBAHUN pUCKa,;

- BbINO/IHEHUN 1 BepuchuKaLmm Mep no ynpasneHnto pUckom;

- OLLeHUBAHUN [ONYCTUMOCTN N060ro(bix)ocTaTouHOro(bix) pucka(os).

MpumevaHunsn

1 3anucy v gpyrue AOKyMEHTbI, cocTaBnsioLLve haiil MeHepKMEHTa prcka, MOryT 6bITb YaCTbIO APYTUX AOKYMEH-
TOB 1 (paiinos, Tpebyembix, Hanpumep, CUCTEMON MeHeMHKMeHTa KadecTBa M3rotoButens. daii MeHemKMeHTa pucka
Heobs13aTe/IbHO [O/HKEH HemocpeACTBEHHO BK/OYaTb BCE 3anucy U pyrme JOKYMEHTbl, OTHOCALLMECS K HACTOALLEeMY
cTaHaapTy. OfiHaKo OH AO/MKEH cofepXaTb, N0 MeHbLUel Mepe, CCbIIKA WU yKa3aHWs Ha Bce Tpebyemble [AOKYMEHTbI.
M3roToBuTenio cnefdyeT CBOEBPEMEHHO cOBpaTh CCbIIOYHYIO MHhopMauuio B haiine MeHeKMeHTa pricka.

2 daiin MeHeMXMeHTa pucka IMokeT 6bITb NpefcTaBneH B 1060l hopme nam Ha No6oM HocuTene nHopmalmum.

4 AHanu3 pucka

4.1 NMpouecc aHanu3a pucka

AHanus pucka paccmaTpuBaemMoro MeuLMHCKOro U3genums Heo6xo4MMOo NMPOBOAMTL B COOTBETCTBUM C
4.2—4.4. leATeNbHOCTb MO 3an/laHNPOBAHHOMY aHanM3y prcka, a Takke pesynbTaTbl aHanm3a pucka AOMKHbI
6bITb 3aperncTpupoBaHsl B palifie MeHegXMeHTa pucka.

MpumeyaHunna
1 Ecnm pocTynHbl pesynbTaTbl aHanmsa pucka uam apyras oTHOCALWAACA K pucky MHdopmaums ans nogobHoro
MeJULMHCKOTO U3Aennsl, TO UX MOXHO MCNOMb30BaTb B kayecTBe OTMPaBHON TOUKM MpU HOBOM aHanuse. CTeneHb
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COMOCTaBMMOCTH 3aBWUCUT OT pasfMuunii Mexay W3AenMAMA 1N OT TOro, MOTYT N [JaHHble pas/nyusa CTaTb WCTOYHKKOM
HOBbIX OMAaCHOCTEl WM CyLLeCTBEHHbIX Pas3/nyunii B roTOBOV NPOAYKLMW, XapakTepucTukax, PyHKLUOHUPOBaAHUN WK
pesynbTarax MpYMeHeHWsl. BO3MOXHOCTb MPVMEHEHWS YXe WMEIOLLErocs aHaan3a pucka OCHOBaHa Takxe Ha
CUCTeMaTUYECKOM OLIEHMBaHUM BMSAHUA M3MEHEHWI Ha pa3BUTVE ONacHbIX CUTyaLuii.

2 HekoTopble MeTofbl aHa/M3a pucka onvcaHbl B MpuioxeHnn G.

3 [lononHMTENbHbIE PYKOBOASLLME YKa3aHUA Mo MeToAaM aHasimsa prcka MeavLIMHCKUX n3genuii Ans amarHocTtu-
KU in vitro npuBefeHbl B NpunoxeHun H.

4 [lononHNTeNbHble PyKOBOASLLME Yka3aHUsA Mo METoAaM aHann3a pycka B OTHOLLEHUW TOKCMKOIOrMYECKMX onac-
HOCTeli npuBefeHbl B MPUAOXKEHN .

B pgononHeHve k 3anucsaMm, TpebyembiM B 4.2—4.4. AOKYMEHTbI, OTHOCSLLIMECA K NPOBEAEHWI0 U pe3ynbTaram
aHa/mM3a pucka, A0DKHbI BK/IOYATb, Kak MUHUMYM:

a) onucaHue n UAeHTUMKaLMIO paccMaTpUBAEMOro MEAVLIMHCKOTO M3Aems:

b) ngeHTUchMKaLMio amua (L) U opraHmsauum, BbINOHUBLLMX aHAIN3 PUCKA;

c) obnacTb NPUMEHEHWs1 1 JaTy NPOBEAEHNS aHa/m3a pucka.

5 O651aCTb NPUMEHEHNS aHaM3a pucka MOXET ObiTb O4YEHb LUMPOKOI (HampumMep, pa3paboTka HOBOro M3genus,
B OTHOLLEHWW NPUMEHEHUS KOTOPOrO Y U3rOTOBUTENA MaUslo OMbITa UM AaHHbIN ONbIT BOOGLLE OTCYTCTBYET) UM OrpaHu-
YeHHOI (Hanpumep, aHa/M3 BAMSIHUA NPUBHOCKMBIX U3MEHEHWIA Ha BbiNyckaemoe u3fenue, 0 KOTOpoM B dhaiiax usro-
TOBUTENSA MMeeTcs obwvpHas MHdopmMaums).

CooTBeTCTBME Tpe6GoBaHVAM AAHHOTO Nogpasfena NpoBepsioT NyTeM aKcnepTusbl daina MmeHegxMeHTa
pucka.

4.2 MpefycMOTPEHHOE TMNpPUMEHEHWE U OonpeAesieHne XapaKTepucTuk, OTHOCHALWMNXCS
K 6e30nacHOCTU MeAULUHCKOTO N3fenns

[na paccmaTtpuBaemMoro MeVLMHCKOro N34ensa N3roToBUTeNb AO/KEH JOKYMEHTUPOBATL BCE C/lyYau npe-
LYCMOTPEHHOTO NPUMEHeHNs 1 060CHOBaHHO MPOTrHO3MPYEMOT0 HENPAaBUILHOTO NPUMEHEHNS. VI3roToBUTeNb J,0/1-
XEeH Takke UAeHTUNLMPOBaTbL U JOKYMEHTNPOBATL BCE KAYECTBEHHbIE U KONIMYEeCTBEHHbIe XapakTepucTrKM, KOTo-
pble MOryT NOBAUATL Ha 6€30MacHOCTb MeAULIMHCKOTO N3AEeNNs, N Npyu He06XO0ANMOCTHN yKa3aTb UX NpeAenbHo
[ONYyCTUMbIE 3HA4YeHWA. [laHHble JOKYMEHTbl Heob6XoAMMO nojfepxXuBaTb B paboyem COCTOSIHUU B haiine
MeHeKMeHTa pucka.

MpumeuyaHuns

1 B KOHTEKCTE HaCTOSILLEero ctaHgapTa Henpasu/ibHOE NMPUMEHEHUE O3HavaeT HenpeAyCMOTPEeHHOe WN HeHagd-
nexatiee nNpUMeHeHne MeauLUHCKOTro usgenus.

2 MpunoxeHne C coAepPXUT BOMNPOCHI, OTHOCAWMECS K NMPUMEHEHWNIO MEAVLMHCKOrO U3AEeNus, KOTopble MOryT
CTaTb NOME3HbIM OPUEHTUPOM NPU MAEHTUMKALUN XapaKTepUCTUK AAaHHOTO U3AeNns, CNOCOGHbLIX NOBMMSATL Ha ero
6e30nacHoCTb.

CooTBeTCTBME TPEOOBAHNSAM fAHHOTO Nogpasaena NpoBepsoT NyTeM 3KcnepTusbl haiina MeHegxXMeHTa
pucka.

4.3 NpeHTndukaums onacHocTel

MN3roToBuTENb AOMXEH COCTABUTL NEPeYEeHb N3BECTHbIX UM MPOrHO3MPYEMbIX ONACHOCTEN, CBA3AHHbIX C
paccmaTpuBaemMbiM MeAULMHCKUM U3gennemM Kak 415 HOpManbHbIX YCN0BUIA, Tak M 4NSA YCNOBUIA OTKasa.

[laHHbI NepeyeHb HEOO6XOAMMO NOAAEPXKMBATb B paboyem COCTOAHMN B haline MeHegXMeHTa pucka.

MpumeuvyuaHune — Tlpyumepbl BO3MOXHbIX ONAacHOCTEW, NpuBegeHHble B E.2 (npunoxenue E) n H.2.4
(npunoxexne H). MOryT 6bITb MCMO/Mb30BaHbl Kak PYKOBOACTBO A1 U3rOTOBUTENS, BbINOHAKLLEro naeHTugmkaumo
onacHoCTeil.

CooTBeTcTBMe TpeboBaHNAM faHHOrO NogpasAena nNpoBepsaloT NyTeM aKCnepTusbl halina MeHegpKMmeHTa
pucka.

4.4 OnpepeneHue pucka(os) 4Na Kaxaoi onacHoli cutyayunu

Heo6xoanMmo paccMatpuBaTb 060CHOBaHHO NPOrHO3UPYeMble NOC/1ef0BaTeNbHOCTU UM KOMBUHaLMKN CO-
6bITWIA. NpUBOAALLME K BOSHUKHOBEHWIO ONACHON CUTyaLuu, n perncTpupoBaTth BO3HMKaloLyo(Me) onacmyto(blie)
cutyauumo(n).

MpumeyaHuns

1 AnA naeHTUdMKaLumM He BbISIBIEHHbIX paHee OMacHbIX CUTyauuii MOXHO MCMOMb30BaTb CUCTEMHbIE METOfpbI,
NpUMEHUMble B KOHKPETHOW cuTyaumm (cMm. npunoxeHue G).

2 MpumMepbl onacHbIx cutyauuii npueeaeHsl B H.2.4.5 (npunoxexne H) n E.4 (npunoxenve E).

3 VICTOYHMKOM OnacHbIX CUTyauuii MOryT cTaTb NpoMaxu, YnyLeHnsa n 3abnyxaeHns.

Ona Kaxaoin naeHTUGUUUPOBAHHOW ONacHoi cuTyaunm Heo6Xxo4MMo onpeaensiTe CBA3aHHbIi(e) ¢ Hei
prck(v). NCnonb3ys Ans 3TOro AOCTYNHY MHOPMALMI0 N AaHHble. [N onacHbIX cMTyaluii, B OTHOWEHUN

7



FOCT PNCO 14971 — 2009

KOTOpbIX HE MOXeT 6bITb ONpeAeneHa BEPOATHOCTb NPUUYNHEHNSA BpeAa, A0/KEH OblTb MOATOTOB/EH NepeyeHb
BO3MOXHbIX NOC/eACTBUII MPUMEHEHUS MEAULMHCKOTO N3AEe/NS, NCMNOJIb3yeMblii NPV OLLeHNBAHUN 1 ynpaBieHnn
puckom. Pe3ynbTaTtbl 3TON feATeNbHOCTY [O/MKHbI ObITh 3aperncTpupoBaHsl Baline MeHeKMeHTa pucka.

NMobas cuctema, ncnonblyemas Ans Ka4eCTBEHHON MM KONMYECTBEHHOI rpajaLn BEpoATHOCTM MPUYMHe-
HWS Bpeja Wan TSXecTun Bpeja, Takxe Jo/mkHa 6bITb 3aperncTprposaHa B paiifie MeHe)KMeHTa pucka.

MpumeyvaHunnd

1 OnpegeneHne pucka MeAMUMHCKOrO W34eNns BKIYAEeT aHa/M3 BEPOSITHOCTY BO3HUKHOBEHMWS puUcka n
nocnesicTBUin NPUMEHEHNS AAHHOro u3fenvs. B 3aBUCUMMOCTY OT NPYMEHEHUS MeAWLMHCKOTO U3Aenus, BO3MOXHO,
[OCTaTOYHO pacCMOTPEeTb /b HEKOTOpblE 3/1IEMEHTLI MpoLecca onpeaeneHns pucka. Hanpumep, B OTAE/NbHbIX
cnyyasx HeT HeobxoAMMOCTW UATY fasiblie aHann3a UCXOAHOM ONacHOCTW W NOCNeACTBUIA NpuMeHeHns [cM. Takke D.3
(npunoxexune D).

2 OnpepeneHvie pucka MOXeT BblTb KOMMYECTBEHHLIM UM KavyeCTBEHHbIM. MeToabl onpeAeneHns pucka, B TOM
yucrne ABNAIOLWMECA CNEACTBMEM CUCTEMATUYECKMX OTKA30B, OnucaHbl B npunoxenun D. MpunoxeHne H copepxut
MHhopMaLmMio, NONE3HY0 NpU onpeaenieHnn pUCKOB MeAULMHCKMX U3genuii Ana AnaTocTuKK in vitro.

3 VHchopmauuio nnm faHHble AN onpefenieHns pUckoB MOXHO MOYYnTb U3:

a) ony6/IMKOBaHHbIX CTaHAAPTOB;

b) Hay4HO-TEXHMYECKON MHhopmaL K.

C) A@HHbIX O MPVMEHEHUN MOAOOHbLIX MEAMLMHCKAX W3Aenuii, Bkodas onybnnkoBaHHble cBefeHus 06
NHUMAEHTaX:

d) faHHbIX UCMbITAHWIA 3KCNyaTauWOHHON NPUrogHOCTM TUMWYHBIMK NOMb30BATENSAMU:

B) K/IMHWYECKUX JaHHbIX:

f) pe3ynbTaTtoB COOTBETCTBYHOLMX UCCNEA0BAHNIA;

[) 3KCMEePTHbIX 3ak0UeHI:

M) cxem BHELUHEN OLEHKN KayecTsa.

CooTBeTcTBME TPpe6OBaHMSAM AAHHOTO NogpasAena NpoBepsoT NyTeM aKCNepTU3bl paiina MeHeLKMeHTa
puvcka.

5 OueHMBaHMe pucka

ONs KaxA0 NAEHTUULYPOBAHHOR ONACHO CUTYaL MM M3rOTOBUTE b fO/IKEH NPUHSATL peLleHne o Heo6xo-
AVMOCTU YMEHbLUEHUS PUCKA C YYETOM KPUTEPUEB, YCTAHOB/IEHHbIX B NAaHe MeHeAXMeHTa pucka. Ecim B
YMEHbLUEHUN pUCKa HET HEOBX0AUMOCTU, TO Tpe6oBaHNA 6.2—6.6 A5 JaHHO ONacHO CUTyaunn He MPUMEHSIIOT
(T. e. nepexoAsT K 6.7). Pe3ynbTaTbl TAaKOro OLEHUBAHWUSI PUCKa fO/MKHbI 6bITb 3aperncTpupoBaHbl B daiine
MeHeKMeHTa pucka.

MpumeyaHuns

1 PykoBogsLLe yka3aHusi MO NPUHATUIO PeLLeHrst 0 AOMYyCTUMOCTU pucka npusefeHsl B D.4 (npunoxexue D).

2 MprMeHeHVe COOTBETCTBYIOLMX CTAHAAPTOB, Kak OVH U3 KpUTEPUEB MPOEKTUPOBaHUA MeAULMHCKIX U3aervi,
MOXET SIB/IATbCA YaCTbio AeATeIbHOCTM NO YNpaB/eHNI0 PUCKOM, YTO OoTBevaeT TpeboBaHuAM 6.3—6.6.

CooTBeTcTBME TpeGoBaHMSIM JAHHOTO pasgena NpoBepsioT NyTeMm 3KcnepTusbl aina MeHemKMeHTa
pucka.

6 YnpaB/ieHne pUCKOM

6.1 YMeHblleHne pucka

Mpn HEO6XOANMOCTN YMEHbLLEHUS pUcKa cneayeT ocyWwecTBNATb AeATENbHOCTb N0 YyNPaBieHUI0 PUCKOM,
Kak onucaHo B 6.2—6.7.

6.2 AHaNM3 BO3MOXHOCTEN ynpaBaeHns puckom

M3roToBuTENb AO/MKEH NAEHTUULMPOBATL Mepy(bl) N0 yNpaBieHNio pUCKOM. Heo6xoanMYyto(ble)4Nsa yMeHb-
LeHna pucka(os) 40 AONYCTUMOTO YPOBHSA.

M3roToBuTENb AOMIKEH MPUMEHATHL OAUH NN HECKOMBLKO CNOCO60B YNpaB/ieHNs PUCKOM, MEPEeUYNCIEHHbIX
HWXe B NopsAAKe NPUOPUTETOB:

a) BHYTpEeHHI0to 6e30macHOCTb, 06ecneyrBaemMyto MPOEKTOM U KOHCTPYKLMENR;

b) 3aWUTHbIE Mepbl, NpeAyCMOTPEeHHbIe B CaMOM MeAMLWHCKOM u3fenuu Wi B npoLlecce ero u3rotos-
neHus;

C) MHdhopmMaumio no 6€30nacHoCTy.
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MpumeyvaHunsa

1 Mpn NpUMEHEHUN CMNOCOGOB, NPUBEAEHHBLIX B NEPEUNC/IEHUSAX b) U C), N3rOTOBUTE/Ib MOXET paccMoTpeTb
060CHOBaHHbIE W MPaKTUYEeCKN OCYLLEeCTBUMbIE Mepbl MO YNpaB/ieHUId PUCKOM U BbiGpaTh CMoco6, obecrneunBaroLLmii
HeobX0AMMOe yMeHbLUeHNe pucka, npexae Yyem GyAeT yCTaHOBMEHO, ABNSETCS /I PUCK AONYCTUMBIM.

2 Mepbl N0 yNpas/IEHNIO PUCKOM MOTYT YMEHbBLUUTL TAXECTb BpeAa WUin BEPOATHOCTb NPUUYNHEHNS Bpeda, Win 1 To
napyroe BmecTe.

3 MHorve ctaHgapTbl pacCMaTpyBatoT BOMPOCkI BHYTPEeHHel 6e3onacHoCTy, o6ecneymBaemMoli NPOeKToM U KOHCT-
pyKUWe. 3awmTHbIe Mepbl 1 MHGOopMaLMio Mo 6e30nNacHOCTU MeAULMHCKUX u3denuii. Kpome Toro, Apyrue craHgap-
Tbl HA MEAULMHCKME U3[eNnsa paccMaTpuBaloT Te 3/IeMeHTbl npouecca MeHepKMeHTa pucka (3N1eKTPOMarHUTHY
COBMECTUMOCTb, 3KCNyaTaunoHHYI0 NPUrogHOCTb, BUONOrMYECcKyl0 COBMECTUMOCTL), KOTOpblE ABAAKTCA O6LMMU ANS
MeAVLMHCKUX u3genuii. Mpy aHann3e BO3MOXHOCTEW YNpaBfieHWs PUCKOM criefyeT NPUMEHSITb COOTBETCTBYHOLLME
CTaHaapThl.

4 B OTHOLUEHVN PUCKOB, A1 KOTOPbIX HE MOXeET 6bITb onpeaesnieHa BepOATHOCTb NpUYnHeHns Bpeda, cMm. D.3.2.3
(npunoxenune D).

5 PykoBogsLMe yKka3aHus B OTHOLEHUW MHopmaumm no 6e30nacHoOCTU NpuBeaeHbl B NMPUIOKEHUN J.

Bbl6paHHble Mepbl MO yNpas/ieHUI0 PUCKOM [0/DKHbI 6biTb 3aperncTpupoBaHsl B haiinie MeHeXMeHTa
pucka.

Ecnu B npouecce aHann3a BO3MOXHOCTEN ynpaBieHns pUCKOM M3roToBuTe b ycTaHaBIMBaeT, uTo Tpebye-
MO€e yMeHblleHWe pucka NpakTUYeckn HeocCylwecTBMMO, TO OH AO/IKEH BbIMO/IHUTbL aHa/iIn3 COOTHOLWEeHUA
puck/nones3a A4/1s 0OCTaTOYHOrO pucka (nepexop K 6.5).

CooTeeTcTBMe TpeboBaHUAM [JaHHOTO Nojpasfena NpoBepsloT NyTeM aKCNepTu3bl haiina MmeHepKMeHTa
pucka.

6.3 BbinosiHeHWe MOp No ynpaB/ieHNI0 PUCKOM

MN3roToBuTENb [O/MKEH BbINOMHATL MEPbI N0 YNPaB/IEHUI0 PUCKOM, BbiOpaHHble B COOTBETCTBUM € 6.2.

BbINonHeHWe kax 4ol Mepbl N0 ynpaB/eHNI0 PUCKOM JOJIXHO ObITb BepudnumnposaHo. flaHHasa sepudrka-
uMa AomKHa 6bITh 3aperncTpupoBaHa Baline MeHeKMeHTa pucka.

Pe3ynbTaTMBHOCTL Mep M0 yrnpas/ieHN0 PUCKOM A0/KHa 6bITb BEpuMLmMpoBaHa, a pesynbTaTel Bepudnka-
LM — 3aperncTprpoBaHbl B haiifie MeHexXMeHTa pucka.

MpumeyaHue — Bepudukaums pesybTaTUBHOCTM MOXET BKIOUATL AEACTBUS NO BAUAALMUN.

CooTBeTcTBMe TpeboBaHVAM fJaHHOrO NogpasAena NnpoBepsaloT NyTeM aKCnepTn3bl haiina MmeHegKMeHTa
pucka.

6.4 OueHnBaHMe OCTaTOYHOrO puUckKa

No60i1 0CTaTOUHBIN PUCK, COXPAHAIOLWMIACA NOC/e BbIMOTHEHNA MepP MO yNpaBeHNo PUCKOM, HE06X04UMO
oLeHnBaTb B COOTBETCTBUU C KPUTEPUAMM, YCTAHOB/IEHHBIMU B NN1aHE MeHe)XKMeHTa pucka. Pe3ynbTaTbl 4aHHOro
OLleHMBaHMA AO/DKHbI O6bITb 3aperncTpupoBaHbl B dhaiiie MeHeg)KMeHTa prcka.

Ecnu octatouHblii(e) puck(1) cornacHo ycTaHOBMEHHbIM KPUTEPUAM OLeHEH(bl) Kak HeLoNyCTUMBbIi(e), TO
HEeo6Xxo04MMO NPUMEHNTb AONONHUTENbHbIE MEPbI N0 yNPaB/eHNo PUCKOM (CM. 6.2).

Ecnun ocTtaTtoyHble pUCKM OLLeHEHbI Kak 4ONYCTUMbIE, TO U3TOTOBUTESb JO/IKEH NPUHATL PELLEHNE, O KaknuX
OCTaTOYHbIX puUCKax Heo6XxoaMMO MH(OPMUPOBATH U KakKyld UMEHHO MHhopMaLMio HEO6X0AMMO BKIOUYNTL B
aKcnnyatalMoHHbIe OKYMEHTbI B Lie/1X NPpUBAeYeHNs BHUMaHNA KOCTaTOYHbIM puckam.

MprumeyaHune — PykoBogswpme ykasaHuss MO WMHPOPMUPOBaHWIO 06 OCTaTOYHOM pucke(ax) npuBefeHbl
B NMPUIOXeHUn J.

CooTeeTcTBMe TpeboBaHWAM fJaHHOrO Nojpasjena NnpoBepsaloT NyTeM akcnepTu3bl haiina MeHemKMeHTa
pucKa 1 aKcnayatalMoHHbIX JOKYMEHTOB.

6.5 AHanNn3 COOTHOWEeHNA puck/nonb3a

Ecnu ocTaTouHblii pUCK N0 KPUTEPUAM, YCTAHOB/IEHHbIM B N1aHe MEHeKMEeHTa pucka, CoUTeH HeonycTu-
MbIM. a flajibHeililee ynpasieHne puckoMm - NpakTMyeckn HeocyLLeCTBUMbIM, TO M3TOTOBUTE/Ib MOXET cobpaTb U
npoaHann3npoBaTb UMeloLwecs AaHHble N iMTepaTypy, YTo6bl yCTaHOBUTb, NPeBbILWaeT I Nofb3a npu npegyc-
MOTPEHHOM NPUMEHEHUN MeANLMHCKOrO N34enuns ocTaTouHblil puck. Ecnn cobpaHHble foka3aTenbcTBa cemje-
TeNbLCTBYIOT O TOM. YTO NOJIb3a OT NPEeJYCMOTPEHHOTO NPUMEHEHUSA MEULMHCKOrO N3eNINsA He NpeBbllaeT ocTa-
TOYHbI PUCK, TO pUcKcUnTaeTCcs HefonycTUMbIM. Ecan nonb3a oT NpesyCMOTPEHHOTO MPUMEHEHUS MeAULNHCKO-
ro u3fgenus npesblllaeT 0CTATOUYHbIA PUCK, TO MOXHO NePeiiTu K BbINO/THEHU0 Tpe6oBaHmnii 6.6.

B oTHOWeHWN pucka, rae nonb3a oT NPUMEHEHUA MeULMHCKOro N3eNns npesbliliaeT PUCK, U3roToBUTeNb
[OJ/IKEH pelnTb, Kakylo nHcopmaLuo no 6e3onacHoCcTN He06X0AMMO NpeoCcTaBnUTb 418 NHPOPMUPOBaAHUA 06
0CTaTOYHOM puCke.
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Pe3ynbTathbl OLeHNBaHWNA A0/KHbI 6biTb 3aperncTpmMpoBaHsl B haiine MeHeAXXMeHTa pucka.
MpumeyaHune — Cm. Tawke D.6 (npunoxeHue D).

CooTBeTcTBME TPEGOBAHMAM faHHOTO NoApa3jena NpoBepsT NyTeM sKCnepTusbl haiina MeHeKMeHTa
pucka.

6.6 Pnckun, Bo3HuKatLWwme BCAeacTBME BbINOHEHUA MeEP N0 yNpaB/feHU0 PUCKOM

O PEKTUBHOCTL BbINOSIHEHUA MEP MO YNpaB/eHNo PUCKOM HEO6X0A4MMO aHaIM3nPoBaTb CTOUKN 3pEHUS

a) BO3HUKHOBEHUS HOBbIX ONAacHOCTEW 1 OMaCHbIX CUTyaLuid:

b) BANAHNSA BbINOMIHEHHbLIX MEP N0 YNPaBeHWI0 PUCKOM Ha PUCKK, onpeAeneHHble A5 paHee ngeHTunduum-
POBaHHbIX OMACHbIX CUTyaLWi.

JTlo6bIMY HOBLIMU UIX BO3POCLLUMMY PUCKAMU HEO6XOAMMO YyNpPaB/iaTbL B COOTBETCTBUMN C TPE6OBAHNAMY,
npusefeHHbIMu B 4.4— 6.5.

PesynbTatbl aHann3a mMep No ynpaBfIEHUI0 PUCKOM crefyeT 3aperncTpuposatb B paiifie MeHeaXMeHTa
pucka.

CooTBeTcTBMe TpeboBaHUAM AaHHOTO NoApasfesia NPoBepPAT NyTeM 3KCNepTusbl haina MeHegxMeHTa
pucka.

6.7 MonHoTa ynpaB/aeHUA PUCKOM

M3rotoBuTeNb A0/KEH 06ecneynTb paccCMoTpeHre pucka(oB) A1 BCEX UAEHTUMULMPOBAHHBIX ONaCHbIX
cuTyauumin. PesynbTatbl faHHON AeATeIbHOCTU AO/KHbI 6bITb 3aperncTpmpoBaHsbl B haline MeHeXMeHTa pucka.

CooTBeTcTBMe TpebOBaHNAM AaHHOro noApas/esna NpoBepsoT NyTeM aKCnepTusbl haina MeHeAXMeHTa
pucka.

7 OueHMBaHNe AONYCTUMOCTM COBOKYMHOIO OCTaTOYHOro puUcka

Mocne BbINONHEHUA 1 BepVICbVIKaLWII/I BCeX Mep no ynpaB/ieHNK PUCKOM N3roToBUTE b AO0/KEH NPUHATH
peweHne o 4oNyCTUMOCTM COBOKYNMHOIo OCTato4yHOro pnucka, cosgasaemMoro MmeanunHCKum n3gennem, ¢ ToO4kun
3peHna Kputepunes, yCTaAHOBJ/IEHHbIX B N/1aHe MEeHeQXXMeHTa pucka.

MpumeyaHune — PykoBogasLme yKka3aHWs MO OLEHNBaHNI0 COBOKYMHOIO OCTAaTOYHOIO pucka npuBeseHsl B D.7
(npunoxexue D).

Ec/in cOBOKYMHbIi 0OCTATOYHbI PUCK N0 KPUTEPUSAM, YCTAHOB/IEHHBIM B M/1aHe MEHeAXKMEHTa prcka, OLeHeH
Kak HeoMyCTUMbIIi, TO M3rOTOBUTE b MOXET cobpaTh M NpoaHanM3npoBaTh MMeLNecs AaHHble n nTepaTypy,
4TO6bI YCTAHOBUTHL, NPEBLIWAET /1N N0/Ib3a NPU NPeAyCMOTPEHHOM NPUMEHEHUN MeAULMHCKOTO U3enuns coBo-
KYMNHbI/i OCTaTO4HbIN puck. Ecnn cobpaHHblie Aoka3aTenbcTBa CBMAETENBLCTBYIOT O TOM. YTO No/ib3a 0T NpefycMoT-
PEHHOrO NPUMEHeHUst MeAULIMHCKOTO N3AEeNNs NpeBbIlaeT COBOKYMHbI OCTATOYHbI PUCK, TO PUCK cUnTaeTCA
[onycTUMbIM. B NpOTUBHOM c/lyuae COBOKYMHbI OCTATOUHbI pUCK cunTaeTcst HeAoNyCTUMbIM.

B O0THOLWEHNN COBOKYMHOrO 0CTATOYHOIO prcKa, KOTOPbI OLLleHeH Kak AoMyCTUMbIiA, N3r0TOBUTEb JO/KEH
pelwnTb, Kaky MHopMaL Mo HE06X0A4MMO BKIHOUYNTL B 3KCNIyaTaLOHHbIe OKYMEHTbI 47151 MH(POPMUPOBaHUS O
COBOKYNMHOM OCTaTO4YHOM pUCKe.

MpumeyaHune — PykoBogswime ykasaHns MO WHGOPMMPOBaHUI0O 06 OCTaTOYHOM pucke(ax) npuBeaeHbl
B NMpUIoXeHnn J.

Pe3ynbTatbl OLEHWBAHUS COBOKYMHOrO OCTATOYHOrO puUcka A0J/IXHbI 6biTh 3aPErNCTPUPOBaHLI B (haiine
MeHeaXMeHTa pucka.

CooTBeTCTBME TPEGOBAHMAM AAHHOTO pa3Aesia NPoBEPSIOT NyTEM 3KCNepTU3bl haiiia MEHEAXMEHTA pUcKa
1 3KCNIyaTaunoHHbIX OKYMEHTOB.

8 OTUeT No MeHeKMEHTY pucka

Mepep BBEAEHNEM MEAMNLMHCXOTO U3AeNns B o6palleHne n3rotToBuTe b 0/XKEH NPOBECTM aHanu3 npoLec-
ca MeHe[)XMeHTa pucka. [laHHblli aHaNn3 LO/IXEeH, N0 MeHbLIEl Mepe, CBMAETENbCTBOBATL O TOM. YTO:

- MEHE[)KMEHT p1CKa OCYLLECTB/IEH B COOTBETCTBUY C N/IAHOM.

- COBOKYMHbI/i OCTATOUHbIV PUCK ABNSIETCS AONYCTUMbIM:

- NPUMEHSIIOT HaZiexallyue cnocobbl NosyYeHns Heo6XoAMMON NPOVN3BOACTBEHHON N MOCTNPOVN3BOACTBEH-
Hoi MHpopmauun.

10
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PesynbTaTbl aHanM3a npouecca MeHeAXXMeHTa pucka A0/KHbI 6bITb 3aHECEHbI B OTYET N0 MEHELKMEHTY
pvicka v BK/IOUYEHbI B (haitl MeHea)XMeHTa pucka.

B nnaHe MeHepKMeHTa pucka fo/MKHbI 6bITh YKazaHbl 1La, MMetoLe Heo6Xo4MMble NMOSIHOMOYNS U OTBET-
CTBEHHbIE 3a NPOBeAeHNe aHann3a npoyecca MeHekKMeHTa pucka [cM. 3.4, nepeuuncrieHue b)].

CooTBETCTBME JaHHOMY pa3fesy NpoBePSOT NyTeM IKCNEPTU3bl (haiina MeHeAXXMeHTa pucka.

9 lMpousBoACTBeHHas U MOCTNPOM3BOACTBEHHAs MHGOpPMaL s

M3roToBuTeNb fOMXEH pa3paboTaTh, OKYMEHTUPOBATbL U NOALEPXMBATb B pa604eM COCTOSHUN CUCTEMY
cbopa v aHanusa nHopmaLmm o paccMaTpMBaeMoM MeULMHCKOM U3A4ennn Nam nofo6HbIX U3Aenunsax Ha ctagmu-
AX NPON3BOACTBA 1 NOCTNPOM3BOACTBA.

Mpu paspaboTke cucTembl c60pa u aHanusa nHGopmMaLumn o paccmaTpuBaeMoM MeAULUHCKOM U3genum
N3roTOBUTENb CPeAM NPOYEro fO/KEH YYNTbIBATh!

a) MexaHu3Mbl, C MOMOLLbI0 KOTOPbIX MOXHO co6MpaTh M o6pabaTbiBaTh MH(OPMALUIO, NOCTyNaLW Y0 OT
onepaTopoB, MO/Ib30BaTENEN UK APYTUX UL, OTBETCTBEHHbIX 38 YCTaHOEKy/MOHTaX. NPUMeHeHne 1 noaaepxa-
Hue B paboyem COCTOAHUN MeANLMHCKOro U3aenns;

b) HOBblE U/ NEPECMOTPEHHbIE CTAHAAPTLI.

B pamkax gaHHOI cuctembl ciedyeT Takxke cobupaTb M aHann3npoBaTb 06LWeA0CTYNHY0 NHhopMaLmio,
ony6/1MKOBaHHY0 O NOAOGHbBIX MeANLUHCKUX U3AENNAX, HAXOAAWMNXCSA Ha PbIHKE.

[aHHyl0 MHOpPMaL Mo HeO6XOANMO OLEHMBATBL C TOUKM 3PEHNA COOTBETCTBUSI Tpe6OBaHMAM K 6e30nacHo-
CTW, 0COBEHHO C y4eTOM TOro:

- CYLLECTBYIOT 1N HE BbISAB/IEHHbIE paHee ONacHOCTW UK ONacHble cuTyauuu;

- He CTasl I HeJoNyCTUMbIM pUcK(K). onpeaeneHHbli(ble) paHee A5 Kakoli-nMbo onacHomn cutyayum.

Mpu NON0XNTENBHOM OTBETE Ha /10601 N3AaHHbIX BOMPOCOB HEOO6XOANMO:

- OLLeHUTb BNIMAAHUE BblleyKa3aHHbIX QaKTOPOB Ha paHee OCYLLEeCTBIEHHYI0 AeATEeNbHOCTb N0 MEHEAXMEH-
Ty pycka 1 no pesynbTaTtam OLeHWBaHUA HayaTb NPOLECC MEHEAXMEHTA pUcka 3aHOBO;

- npoBecTV aHanu3 halina MeHeXMeHTa pucka No paccMaTpuBaeMoMy MeAULMHCKOMY U3AeNuio; Npu Ha-
NNYNKN NOTEHLNANBbHON BO3MOXHOCTN M3MEHEHWS OCTATOYHOro pucka(oB) nam ero (Mx) 4onycTuMocTu cnegyet
OLEHNTbL BO3eliCTBME BbileyKa3aHHbIX (DaKTOPOB HA paHee BbINOJ/IHEHHbIE Mepbl M0 YNPaB/IEHUI0 PUCKOM.

PesynbTaTbl OLLeHMBaHUSA [0/KHbI GbITh 3aperncTpupoBaHbl B paiisie MeHeg)KMeHTa pucka.

MpunmeyvaHunsa

1 OTaenbHble acnekTbl MOCTNPOU3BOLACTBEHHOIO MOHUTOPUHIa ABAAIOTCA NPeAMEeTOM HauMOHa/bHbIX Un
peruoHasibHbIX pernameHToB. B Takmx cnyyasx MOryT 6biTb 3a/elicTBOBaHbl [ONOMHUTENbHbIE Mepbl (Hanpumep,
nepcnekTMBHOE NOCTNPOU3BOACTBEHHOE OLIEeHVBaHUE).

2 Cwm. TaKke [3], 8.2.

CooTBeTCTBME TPE6GOBAHUSIM flaHHOTO pa3zena NpoBepsioT NyTem 3KCnepTu3bl haiina MeHeXKMEHTa pucka
1 Apyroii COoTBETCTBYIOLLEN JOKYMEHTALUN.
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MpunoxeHue A
(cnpaBoyHoe)

O6ocHOBaHNe TpeboBaHui

A.1 ObLme NonoxeHns

O6beanHeHHasn paboyas rpynna 1 MCO/TK 210 — M3K/MK 62A «lMpuMeHeHne MeHeMKMeHTa pucka K MeanumH-
CKMM un3genvsmy paspaboTana faHHOe MPUIOXKeHWe, A1s1 TOro 4Tobbl JOKYMEHTUpoBaTb 060CHOBAHHOCTbL TpeboBa-
HUWIA. copepxalmxca B NepBOi BepCcUM HacTosLero ctaHgapTta. B xoge pa3paboTku HacTosleli Bepcum 060CHOBaHue
TpeboBaHuii 6bI/1I0 OGHOB/IEHO C YMETOM M3MEHEHUI B HOPMAaTUBHbIX JOKyMeHTax. [pu ganbHelillem nepecmoTpe Ha-
CTOALLEro cTaHgapTa MOXHO UCMOMb30BaTh fJAHHOE NPUIOKEHNE HapsAay C ONbITOM, NPUOBGPETEHHbIM B XoAe NpuMeHe-
HWS1 HACTOSLLEro cTaHdapTa, 4715 TOro YTo6bl CAeNnaTh HACTOALLMIA CTaHAapT elle 6osee NonesHbIM 4151 U3roTOBUTENE,
perynmpyoLLmMx opraHos v NOCTaBLUMKOB MEeAULMHCKUX YCAyT.

BaxHOCTb pa3paboTku CTaHjapTa, paccMaTpuBaloLLero MeHeMKMEHT pucka MeAULMHCKUX M3fenuni, sBo3pocna
6narofapsa OCO3HAHWIO pPeryavMpyoLlmMMn opraHamm Heob6xoAMMOCTU NMPUMEHEHNA NpoLiecca MeHe[XMeHTa pucka
M3roTOBUTENAMU MEANLIMHCKUX U3aenuii. PaHee He CyLLeCcTBOBas1O HM OAHOr0 CTaHAapTa no MeHeMKMEHTY pucka Meau-
LIMHCKUX U3LeNniA, 1 HacTosALWMiA cTaHAapT 6bin NpU3BaH 3anonHUTL Npoben B faHHol obnactu. [na pa3paboTku cTaH-
fapTta 6blna cdopmmupoBaHa pabodas rpynna 4 MCO/TK 210. TMpakTuyecks OAHOBPEMEHHO 6blI0  3annaHnpoBaHo
BK/IOYEHVE B CTaHAapT 3/1IEMEHTOB, KacalolMXCa MeHeMpKMeHTa pucka. Bblna npusHaHa Heo6XoAMMOCTb BbifeNeHns
[esATeNbHOCTMN N0 MeHeMKMEHTY pucka 1 cdhopmupoBaHa paboyas rpynna 15 M3K/TK 62A. Oco3HaB, 4TO MHTepeChl ABYX
pabounx rpynn nepecekatotcs. M3K n NCO chopmmpoBanin o6beanHeHHyto pabodyto rpynny 1 (JWG 1) no MmeHeaxMeH-
Ty pucka. CoBmecTHas paboTa npusena K u3gaHuio ctaHgapTa ¢ Agsymsa norotunamu — MICO n M3K. O6e opraHunsaumum
(kak NCO. Tak n M3IK) Takke npusHaloT cTaHdapTbl ApYr Apyra, OTHOCALUMECS K MEHEIKMEHTY pucka, HO onyb/iMkoBaH-
Hble MOof KakKuM-TO OLHMM IOTOTUMOM, B KQUECTBE MEXAYyHapOAHbIX CTaHAapToB. [BOWHON Norotmn nogyepkuBaeT, yYTo
cTaHapT pa3paboTaH yCcunmamu iByx coOo6LwecTs — NocpeAcTBOM yHacTusi rocyapcts— yneHos ICO 1 HauMOHasTbHbIX
KomutetoB M3K.

Ha nepsoHayasibHOM 3aTane 06CyXaeHns cTaHjapTa no MeHeKMEHTY pucka Heo6XoAuMO Bblfio PeLunTb KoYye-
Bble BOMPOCbl MEHeMKMEHTa puCKa, Takme Kak MnpoLecc OLEeHWBaHWA pucka, JOCTUXKEeHWEe 6anaHca COOTHOLUEHUS
pucto'nonb3a A5 MeAULMHCKUX U3Aenuii. 13rotoBuTenun, peryivpytowye opraHbl U NOCTaBLUVKN MeAWLMHCKWX YCyr
NPULLAM K OCO3HAHMIO TOro chakTa, 4TO «abContTHas» 6e30NacHOCTb B OTHOLIEHUN MeAULMHCKUX U3fennii HegocTu-
Xuma. Kpome TOro, pucku, BO3HUKalOLMe BCAEACTBME YBEIMUYEHUS AMBepCUUKaLMn MeanLMHCKUX N34ennii u pactum-
peHus o6nactTu UX NPUMEHeHWs, HEBO3MOXHO BCECTOPOHHE PaccMOTPeTb B paMKax CTaHAapToB No 6e3onacHocTu
npoAaykuum. Oco3HaHve AaHHbIX (DAKTOB M BbiTeKalowWwas 13 HUX NOTPEGHOCTb B MEHEeMKMEHTEe pucka MeAMLIMHCKUX
M3eNnii Ha NPOTSXKEHUN BCETO UX XM3HEHHOr0 LMKna Cnoco6CTBOBaIM MPUHATUIO peLleHns O pa3paboTke nepsoit
BEpCUM CTaHdapTa Mo MeHeKMEHTY pucka.

MepBoHaYanibHO CTaHAAPT NNaHMpoBasn pa3paboTaTb B HECKOMbKMX YaCTAX, Kakaas M3 KOTOpbIX Oblia 6bl no-
CBsilLleHa KOHKPEeTHOMY 3/IEMEeHTY MeHekKMeHTa pucka. YacTb, MOCBALLEHHas aHaau3y pucka, Ao/hkHa 6blna ctaTtb
nepBoi YacTblo 06LLEero ctaHgapTa No MeHeMKMEHTY pucka. Mo3xe 6bl10 NPUHATO pelleHne o pa3paboTke eamHOro
[OKYMEHTA, BK/HOHAIOLLEro BCe 3/1IeMEHTbI MEHeKMEHTa pucka. [NaBHOM NPUYMHON CTana O4eBMAHOCTb TOro drakTa,
4TO BbIMOSIHEHWE MEHeMKMEHTa pucka ABNsSeTcs 06a3aTeflbHbIM BUAOM AeATENbHOCTU Cpasy B HECKOMbKMX MeXAay-
HapoAHbIX perynnpyrowux cuctemax. Moatomy 6bi10 NpU3HAHO HelieniecoobpasHbiM UMEThb OTAEeSbHbI cTaHAapT no
aHanusy pucka ANns Kakaon u3 aTux cuctem. Kpome Toro, paspaboTka efuMHOro ctaHgapTa no MeHemKMeEHTY pucka
BMECTO HECKO/IbKMX 4YacTeil [O/hkHa Oblia fydlle MPOAEMOHCTPUPOBATh CBA3b MeXAy PasHbIMU 3/1eMeHTamu
MeHeKMeHTa pucka.

HacToswas Bepcua paspaboTaHa A Toro, 4Tobbl BHECTU JOMNOHUTE bHBIE PYKOBOASALLME YKa3aHus Mo npume-
HEeHWI0 HacTosLero craHgapTa. HesHaunTernbHble U3MEHEHUS BHECEHbI B OCHOBHYIO YacTb: fo06aBneHo TpeboBaHve
NNaHUPOBaHNS MOHUTOPWHIa MOCTNPOU3BOACTBEHHON AEATENbHOCTA U U3 OTYeTa M0 MEeHe[MXMEHTY pucka yAaneHo
TpeboBaHWe NpocnexnBaemMocTy.

B npunoxennn E (paHee — npunoxeHne D) npuBefeHbl HOBble PYKOBOASALLME YKa3aHWs B OTHOLLEHWW B3auUMO-
CBSA31 ONACHOCTEel M onacHbIX cUTyauuii. Bce cnyyan NCnonb3oBaHUS faHHbIX TEPMUHOB B HACTOSAILLEM CTaHZapTe npo-
aHa/IM3MpoBaHbl B LiefifAX 06ecrneyeHns CornacoBaHHOCTY C JaHHbIMW PYKOBOAALLWMU YKa3aHUAMU.

[JanbHelilwasn nHhopMaums COAepXnUTCA B HDKENPUBEAEHHbIX pa3fenax u nogpasfenax HacToALwwero ctaHgapTa.

A.2 O6ocHOBaHWe TpeboBaHWU, copepxXaliuxcsa B KOHKPETHbIX pasjenax u nogpasgenax HacTosLero
cTaHfapra

A.2.1 O6nacTb NpUMEHEeHNs

Bo BBefeHUN K HacTosWweMy CTaHfapTy COLEPXUTCH 06bACHEHWE HeobXOAMMOCTM pa3paboTku cTaHdapTta no
MEHeKMEHTY pucKa, NMPYMEHUMOrO K MPOEKTUPOBaHWIO U U3TOTOBMEHWIO BCEX MEAULMHCKMX nU3fenwii. MeauumHckme
n3genusa Ana AUarHoCTUKKM in Vitro cneumasibHO OroBopeHbl B 061acTV NPUMEHEHNS BO U3bexaHue /110600 HenoHMma-
HWS. KOTOPOE B CWU/Y Pasnunumnii B perynnpyrowmx 4oKyMeHTax pasHbix CTpaH MOro 6bl UCKIYNTL AaHHbIe U34enuns u3
06/1aCT NPUMEHEHVS HAaCTOSILLEro CTaHaapTa.
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PUCKM CyLLECTBYIOT Ha MPOTSXXEHUA BCEr0 XM3HEHHOIO LKA MeAUUMHCKOro U3fenus. Puckamu, BbisiBIEHHbIMM
Ha OHON CTaAMN XU3HEHHOTO LKA MeANLIMHCKOrO U3AeNnsi, MOXHO YNpaBasaTb C NOMOLLbIO AeACTBUIA, BbINOSHAEMbIX
Ha COBEpLUEHHO APYroi CTagym XW3HEHHOro umkna. 1o 3Toi NpuunHe HaCToALWMI CTaHAAPT A0/DKEH ObITb NPUMEHNM
KO BCEM CTafusM XW3HEHHOTO LMKIa MeAMLMHCKOro n3genuns. 3T0 O3Ha4aeT, YTO CTaHAapT OpPUEHTUPYET M3roTOBUTENS
NPUMEHATL NMPUHLMMBI MEHEMKMEHTA pUcka K MeAVLMHCKOMY U3AENnIo, HauvHas OT nepBOHa4asIbHOro 3ambicria v Ao
BbIBOJA V3 3KCMyaTauum v yTuamsaumm.

O6nacTb NPUMEHeHNA HacToALWEro cTaHAapTa He BK/YaeT NPUHATAE pelleHUss OTHOCUTESIbHO MPUMEHEHUs
MeAuUMHCKOro usgenus. TpuHATUE pelleHns 0 NPOBeAEeHUN KTMHUYECKON npoLiefypbl C NPUMEHEHeM MeAULIMHCKO-
ro n3genus TpebyeT JOCTWKEHUS ONTUMAaSIbHOTO COOTHOLLEHWSI MeX/Y OCTaTOYHbIMW pUCKaMK 1 OXMAAEMON NOMb30iA
OT npoBefeHus AaHHON npoueaypbl AN anbTepHaTUBHbLIX npouedyp. MNpu BbIHECEHUM TakMX pelleHuii Heo6XoAMMO
yunTbiBaTh NPEAyCMOTPEHHOE NPUMEHEHNE, K/IMHUYECKYIO MOMb3Y U PUCKW, CBSI3aHHbIE C KOHKPETHbIM MeAULMHCKUM
n3genneM, a Taikoke pUCKM 1 Nosb3y, CBA3aHHbIE C KAVMHUYECKOWR npoueaypoii Wan yCrnoBusiMy NPUMEHEHWUs MeauLuH-
CKOro msfenus. HekoTopble M3 3TWX PelleHnit MOryT 6biTb MPUHATLI TOMBKO KBAIMULMPOBAHHLIM MEANLMHCKUM
paboTHMKOM, BNaderLwmm nHdopmaumeli 0 COCTOSHAN 3[0PO0BbSA KOHKPETHOTO MauveHTa Uan 3HaloLWuM CyObekTuBHOe
MHEHWe camMoro nauueHTa no gaHHomy BOMpocy.

HecmoTpsa Ha cepbesHyto NosemMuky no nosofy YpoBHel [OMyCTUMOCTU PUCKA, HACTOALLMIA CTaHAapT He ycTaHaB-
NIMBaeT flaHHble YPOBHW. YCTaHOB/IEHNE eAVHOTO /19 BCEX C/lyHaeB YPOBHSA AONYCTUMOrO pucka 6b110 6bl HEYMECTHBIM M0
cneayloLwmM npuynHam:

- 13-3a 60MbLIOT0 pa3sHOO6pasus W3fennii 1 cUTyaumii, 0XBaTbiBaeMbiX 06/1aCTbl0 NPUMEHEHUS HACTOSLLErO
CTaHAapTa, YTO aeT CMbICNa BbIPaboTKy eMHOr0 YPOBHS f0NYCTUMOrO pUCKa;

- N3-3a Ha/IMUMA MECTHbIX 3aKOHOB, 06blYaeB, LEHHOCTeN 1 0coGeHHOCTel BOCNPUATUSA pucka, 6o/ee noaxoas-
WX AN8 onpefeneHns AonycTMMOro pucka B KOHKPETHONM Ky/lbTypHOI cpefe U KOHKPETHOM pervioHe.

MockonbKy He BO BCEX CTpaHax TPebyeTcs HaivMune CUCTEMbl MEHEeMKMeHTa KayecTBa y M3roToBuTenein meau-
LVHCKUX WU3[enuii, TO cucTemMa MeHeMKMeHTa kayecTBa He siBnseTcs TpeboBaHWeM HacTosilero craHgapTta. OgHako
Ha/muve CUCTeMbl MEHeKMEHTa KayecTBa Upe3BblYaiiHO BaxkHO A1 Haj/iexallero MeHempkmeHTa puckoB. Mo aToit
npuunHe, a Takke NOTOMy, 4YTO OO/BLLUMHCTBO W3rOTOBWUTENEN UCMO/Mb3YIOT CUCTEMY MEHeIXMEeHTa kayecTsa, HacTos-
LKA CTaHAAPT NOCTPOEH TakM 06Pa3oM, YTO OH /1IErKO MOXET GbiTb BK/IOYEH B MPUMEHSIEMYIO U3TOTOBUTENIEM CUCTEMY
MeHeKMeHTa kauecTsa.

A.2.2 TepMmuHbI 1 onpeaeneHns

Bo n3bexaHne M306peTeHNss MHOXECTBa HOBbIX M. BO3MOXHO, HEMpPMBbIYHbIX TEPMUHOB HACTOALLWIA CTaHfapT
HamMepEeHHO OCHOBaH Ha 6G0/bLIOM KOMMYECTBE MHCGIOPMAaLMM MO MEHEMKMEHTY pucKa, COAepXallelics Kak B cTaHAap-
Tax. Tak U B NPOYMX U3faHuax. Tam. rae BO3MOXHO, VCMO/b30BaHbl Y)Xe VMeoLMecs TepMUHbI C COOTBETCTBYIOLLIMMU
onpeaeneHnsMn. OCHOBHbIMU UCTOYHMKAMW TEPMUHOB U onpeaenenunii ssnswotes [2]. [3), [5].

OnpepfeneHnst HEKOTOPbIX TEPMUHOB B HACTOSILLEM CTaHJapTe OT/IMYatoTCs OT O6LLEenpuHATLIX. Hanpumep, o6be-
OvHeHHasn pabouas rpynna 1 (JWG 1) HamepeBasniacb BKIOUUTbL B onpefenieHne TepMuHa «Bped» (2.2) ynoMuHaHue
0 upe3MepHOM MCUXOSIOTMYECKOM CTpecce WKW HexenaTtesbHOW 6epeMeHHOCTM Kak YacTu «Bpefa, HaHOCMMOro
300pOBbI0 Ntofeli». bBblN0 M3BECTHO, YTO BbLIMOSIHEHVNE MeHeMXMeHTa pucka byaeT ob6si3aTeslbHbIM TpebGoBaHNEM,
BbIPa)XXEHHbLIM B SIBHOW WM CKPbITOV hopMe, BO MHOIMX CTpaHax Wy permoHax. B aToli cBs3n Gbina caenaHa nonbitka
MCMNob30BaTb ONpefesieHns, WNPOKO pacnpoCTPaHeHHbIE B PEry/npyowWwmx AoKyMeHTax. Hanpumep, onpefeneHve
TepMMHa «M3roToBUTeNb» (2.8). cogepxalleecs B (10), COOTBETCTBYET ONpeAeeHNto TOro Xe TepMUHa, UCNOb3yeMOMY
B CLWA. TepMuH «mMeauumHCKoe nsgenne» u ero onpegenenve (2.9) B3atbl us (3), rae OHY 3aMMCTBOBaHbI y 'pynnbl No
rno6anbHol rapmonHusaumn (GHTF) [4J.

OnpegeneHve TepMuMHa «NpefycMOTPEHHOE NpuMeHeHue» (2.5} ABnsieTcs KOMGUHaUMen n3 onpegenexnii Tep-
MWHOB «NpefycMOTpeHHoe npumeHeHue» (CLUA) n «npefycmMoTpeHHoe HasHadeHue» (EC). 3TM TepMuHbI UMEKT npak-
TUYECKM OJIHO 1 TO Xe onpefeneHne. CunTaeTcs, YTO NpPU PacCMOTPEHUN NPefyCMOTPEHHOrO MPUMEHEHWUS MEANLIH-
CKOro M3[enust U3rotoBuTe b NPUHUMAET BO BHUMaHWe npegnonaraeMbix Nosb3oBateneil 4aHHOro u3genus.

OnpefeneHns cemu Apyrux TEPMUHOB, NMPUBELEHHbIE B HACTOSILLEM CTaHAapTe, He OCHOBaHbI Ha OnpefeneHusx,
NpuBEeAEHHbIX B APYrUX CTaHdapTax. 3TO OnpefeneHus TakuX TePMUHOB, KaK <«KWU3HEHHbIV Lukn» (2.7), «nocTnpo-
n3BOACTBO» (2.11), «ynpasneHne puckom» (2.19), «oueHnBaHve pucka» (2.21), «onpegeneHue pucka» (2.20), «meHes-
XMEHT pucka» (2.22) n «haiin MmeHemxmeHTa pucka» (2.23). OnpegeneHve TepMUHA <«OKU3HEHHbIN LWKI» Heobxoau-
MO 415 Pa3bACHEHWS TOTO MOJSIOKEHUS, YTO B KOHTEKCTE HACTOALLEro ctaHjapTa AaHHblli TEPMUH OTHOCWUTCSA KO BCEM
CTaAuAM CyLecTBOBaHWUA MeAMUMHCKOro msgenus. OnpegeneHve TepMuHa «rnocT/IPOM3BOACTBO» BBeAEHO, ANS TOro
YTOObI MpVB/EYb BHUMAaHUE K B&XKHOCTM OXBATa BCETO XM3HEHHOTO Lykia MeANLMHCKOTO N3aenvst ANns uenein MmeHemx-
MeHTa pucka. OnpefeneHve TepMuHa «ynpasBfeHne pPUCKOM» COrNacoBaHO C OnpejesieHnemM TepMuHa «aHaius puc-
Ka». npuBeAeHHbIM B [2]. B nepBoHayaslbHOWM Bepcun HaCTOSILLEro cTaHjapTa B OnpefesieHny TepMuHa «OLeHUBaHue
pvcka» 6blna CCbllKa Ha «CyLeCTBYOLMe O6LLECTBEHHbIE LIEeHHOCTW». B faHHO Bepcumn aTta cebinka OTCYTCTBYET Mo
ABYM npuumHam: 1) onpefeneHve TepMmuHa He JO/DKHO coAepxaTb TpeboBaHue: 2) TePMUH «CyLiecTBytoLme obLue-
CTBEHHbIE LEHHOCTU» He ABNSETCA [OCTATOYHO TOYHbIM. YAaneHne AaHHOro TepMuHa M3 onpefeneHus KOMMeHCupy-
eTca onucaHneMm KOHLENUUM pucka BO BBEAEHWM K HACTOsLIeMy CTaHAapTy, o6ecrneyeHnem AOMOsHUTENbHbIX HopMa-
TUBHbIX TPEOOBaHUI K MOMNTUKE MEHEKMEHTa pUCKa, a Takke PyKOBOAALMMU YKa3aHUAMU B OTHOLLEHWW JOMYCTUMO-
CTU pucka. B onpepeneHun TepMuHa «MeHeMKMEHT pucka» cfenaH akUeHT Ha UCMOoJ/Ib30BaHWM CUCTEMHOro noaxosa
1 Heo6X0AMMOCTU KOHTPOJISi CO CTOPOHbI BbICLLETO PyKoBOACTBA. KoHUenuua «gaina MeHepkMeHTa pucka» BrepBble
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6blna onucaHa B (7], HO B onpejesieHne JaHHOrO TeEPMUHA BHECEHbI N3MEHEHWS, NMOCKOSbKY onpefesneHvie us (7] oTHo-
CUTCSA K 3anucsM Mo KadyecTsy.

OnpegeneHne TepMUHa «BbiCLLEE PYKOBOACTBO» (2.26) 3aMmcTBOBaHO M3 [5]. OHO OTHOCWTCS K /MLy WK rpynne
JINLL. HaXOAALLMXCA Ha BbICLLEN CTyNeHn opraHu3aLmm.

A.2.3 O6uwpme TpeboBaHUSA K MEHEI)KMEHTY prcka

A.2.3.1 Mpouecc MeHef)KMEHTa pucka

Tpeb6oBaHMe K U3rOTOBUTEIIO YCTaHOBUTL MPOLLECC MEHEeKMEHTa PpUCKA KaK 4YacTb MPOEKTUPOBAHUA U
paspaboTkn MeAULMHCKOTo u3genus cogepxut 3.1. 3To Heo6xoAMMO, AN TOro YTobbl U3roTOBUTENL MOT cUCTemaTu-
yeckn obecrneuvBaTb HasMune TpebyeMblx 3/1IEMEHTOB B NpoLlecCe MeHeMKMEHT pucka. AHasIM3 pucka, oueHuBaHue
pucKa ¥ ynpas/ieHne PUCKOM ABAAKTCA O6LLENPU3HAHHBIMU OCHOBHbLIMU 3/1eMEeHTaMn MeHepkMeHTa pucka. OaHaxo
B HacTosALEeM CTaHfapTe [enaeTcs akLeHT Ha TO. YTO MPOoLEecC MeHepKMEHTA PUCKa HEe 3aKaHUMBAETCA Ha NPOEKTUPO-
BaHUW. pa3paboTke W U3rOTOBMIEHUM (BK/tOYAA NMPU HEOOXOAMMOCTU CTEpUIU3aLmio, YNakoBbiBaHNE U MapK/poBaHue)
MeAVLMHCKOTO M3aennsi, a Npogo/mkaeTca Ha cTagum MmocTnpom3BogcTBa. 10 37Ol npuymHe c60Op MOCTMPOW3BOA-
CTBEHHOI MHdopMaumMK Bbln NPU3HaH HEO6XOAVMBLIM 3/1EMEHTOM npouecca MeHeKMeHTa pucka. Kpome Toro, npu
Ha/IMuYMK Yy M3roTOBUTENSI CUCTEMbI MEeHeMKMEHTa KadecTBa MPOLECC MeHeMKMeHTa pucka AO0/MKEH OblTb MOSHOCTbIO
MHTErpupoBaH B aHHYI0 CUCTEMY KauecTBa.

HecMoTpsa Ha TO. YTO AeATeNbHOCTb N0 MEeHeKMEHTY puUcKa BO MHOMOM 3aBUCUT OT KOHKPETHOrO MeAMLVHCKOro
13[enns, CyLLeCTBYIOT OCHOBHbIE 3/IEMEHTbLI, KOTOPblE HEO6XOAMMO BK/IOYATL B MPOLLECC MEeHe[KMEHTa pucka U KoTo-
pble pacCMOTpeHbl B JaHHOM nofpasgene. B gaHHOM nogpasfgene Takke OTpakeHa BO3MOXHOCTb pasnnuuii B perynm-
pYIOLMX JOKYMEHTaxX Mo NPUMEHEHUIO MEHeKMEHTa PUCKa K MEJULMHCKUM W3LE/NAM.

Tpeb6oBaHMAM CTaHAAPTOB MO CUCTEME MEeHepKMEeHTa KadecTBa CTporo cnefytot 3.2 n 3.3. B HEKOTOpbIX cTpaHax
NS BBEAEHWA n3genusa B obpalleHne HeobXOAMMO Ha/lume CUCTEMbl MEeHeKMEHTa KavecTsa (KpoMme Tex Cry4aes,
Korga usfienve cneumasnbHO UCKIYEHO U3 06/1acTU NPUMEHEHNsI CUCTEMbl MeHepKMeHTa kayecTsa). B gpyrux ctpaHax
NpUMEHEeHne CUCTEMbl MEHeKMEeHTa KauyecTsa AB/AEeTCA [O0OPOBO/IbHLIM BbIGOPOM M3roToBUTESNA. TeM He MeHee
BbINO/IHEHNe Tpe6oBaHWii 3.2 1 3.3 HeobXoAMMO 151 0becneveHnst pesybTaTUBHOCTU MeHeKMEHTa pucka He3aBucu-
MO OT TOro, UCMO/b3YET I U3rOTOBUTESIb BCE MPOYME 3/IEMEHTbI CUCTEMbI MEHEPKMEHTA KayecTBa.

A.2.3.2 0TBETCTBEHHOCTb BbICLLIEINO PYKOBOACTBA

Ob6n3arenbCeTBa BbICLIEr0 PYKOBOACTBA UrpatoT peLuatoLLyto posib B JOCTVXXEHUN pe3y/ibTaTUBHOCTU npolecca Me-
He[PKMeHTa pucka. Bbicllee pyKoBOACTBO [O/HKHO HECTU OTBETCTBEHHOCTL 3a NPOLIECC MEHEDKMEHTA pUCKa B LIE/IOM, 1
B [JaHHOM nogpa3sfene yaeneHo ocoboe BHUMaHWe posin BbICLLETO PYKOBOACTBA, OCOOEHHO criefyoWwmyM MOMEHTaM:

a) Npu OTCYTCTBMM HEOOXOAMMbIX PECYPCOB AEeATENbHOCTL N0 MEHEDKMEHTY pucka OyAeT MeHee pe3y/bTaTUBHON,
[axe ecnn oHa oTBeYaeT BCEM [pyruMm TpeboBaHMAM HACTOSILLEro cTaHjapTa:

b) MEHeDKMEHT puCKa AB/ISIETCA CreLnaIn3vpoBaHHON AUCLMIMIVHOV 1 TpebyeT BOB/IEYEHMS B npoLecc npodec-
CUOHAO0B. CneumnanibHo 06y4YeHHbIX MeTodaM MeHeMkMeHTa pucka (cM. A.2.3.3);

C) NOCKOJIbKY HACTOALLWMIA CTaHAapT He ycTaHaBMBaeT YPOBHM [I0MyCTUMOrO pUCKa, OT BbICLUEro PyKOBOACTBA Tpe-
6yeTcs paspaboTarb NOAUTUKY YCTAHOBIEHUS [ONYCTUMOCTN PUCKOB:

d) MeHemKMEHT pucka npeacTasnseT coboil 3BOMOLMOHHBIN NpoLecc, 1 N03TOMYy Heo6X0AVMMO NPOBOAWTL Nepu-
OfMYecKuNin aHanI3 AeATeIbHOCTM N0 MeHeMKMEHTY pucka, A1 TOro 4Tobbl yAOCTOBEPUTLCA B €e MPaBUIbHOCTY, WC-
npaBuUTb HeAOCTaTK1, BHEAPWUTb YCOBEPLUEHCTBOBAHUA W afanTupoBaTbCA K U3MEHEHUsM.

A.2.3.3 KBanudukauuns nepcoHana

[na BbINONHEHUS 334a4y MO MEHeKMEHTY pUCKa BaXHO MMETb KBa/MMUMpOBaHHbIi nepcoras. Mpouecc me-
He[PKMeHTa pucka TpebyeT NpuB/eYeHNs nepcoHasa, MMeLero NpakTMYecknii onbIT B TOM. Kak:

- YCTPOEHO MEeAULVHCKOe WU3fenue;

- PyHKLMOHMPYET MeANLIMHCKOe U3fenme:

- W3roTOB/IEHO MEAULIMHCKOE U3fenne:

- NPUMEHATb MeAULMHCKOE W3fenue;

- NPUMEHATb NPOLIEeCC MeHepKMEeHTa pucKa.

K BbINOHEHNIO MeHepKMEHTa pucka Heobxo4MMO MpuB/ekaTb NpefcTaBuTened pasHbiX YHKLMOHa/IbHbLIX Nog-
pasgeneHnini u QUCUMNINH — CMeLManncToB B CBOel o6nacTu. MNpu 3TOM cnedyeT B3BELUEHHO NOAXOAMTb K BOMPOCY
B3a/MOOTHOLLEHWA MeXay COTPYAHWKAaMM, BbINOMHAIOWMMU 3a4a4us MeHe[pKMeHTa pucka.

[ns obecneyeHns 06bLEKTUBHOCTU CBMAETENLCTB HEOH6XOAMMO BECTM 3anucu O kBanudukaumm nepcoHana. Ha-
CTOALWIA CTaHAAPT He COAEPXUT TpeboBaHWSA XPaHUTb 3T 3anucKn B dhaiine MeHeKMeHTa pucka Bo nsbexauune ay6num-
poBaHWsl 1 U3 COOBPaXeHN KOH(MAEHLMATBHOCTU 1 3aLLUTbl MHOpMaLMK.

A.2.3.4 T1naH meHe)XMeHTa pucka

MnaH MeHefXMeHTa pucka Heo6xoAMM MO CAefyloLnM COOBPaKEeHNAM:

a) A4na Hagnexallero MeHeKMEHTa pucka BakeH OpraHu3oBaHHbIA NoAxof;

b) NnaH ABNSETCSA ONepaTUBHON CXeMOW AN MEHeMKMeHTa pucka;

C) NNaH cnoco6CTByeT 06 LEKTUBHOCTY MEHEPKMEHTA PrCKa 1 MOMOraeT He 3abblBaTb O €70 OCHOBHbIX 3/1eMEHTax.

Mepeuncnenns a)—f) (cm. 3.4) ob6A3aTeNbHbI N0 CNEAYIOWMM CO0BPaXKEHNAM:

- 06/1aCTb MPUMEHEHUA N1aHa BK/IOYAET ABE OT/IMYHbIE APYT OT Apyra cocTasnstowye. Mepsas U3 HUX naeHTudmn-
LmpyeT paccMaTtpuBaemMoe MeAuLUMHCKoe usgenune, BTopas — CTafun XU3HEHHOTO LuKIa JaHHOro U3fenus u cooTsBeT-
CTBYIOLIME UM 3/IEMEHTHI MaHa. Onpeenns 06/1acTb NPUMEHEHUA NflaHa MeHe[KMEHTa pucka, U3roToBuUTeSlb Co3aeT
6a3y, Ha KOTOPOI CTPOUTCA BCA AEATENIbHOCTb N0 MEHEKMEHTY PUCKa;
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- pacnpegfeneHne 0TBeTCTBEHHOCTW U MOIHOMOYMI A HEOBXOAUMO AS rapaHTUM TOro, YTO HEeT YMYLEHHON OTBeT-
CTBEHHOCTU:

- aHa/IM3 Takoro BuAa AesiTeNbHOCTU, Kak MeHeKMEHT pucka, SBMSETCA 0653aHHOCTLIO BbICLLErO PYKOBOACTBA,;

- KpUTEpUM AONYCTUMOCTU pUCKa ABNAKOTCA OCHOBOMONAraloLLMMy ANa MeHeKMEHTa pucka, UX crepyeT ycTaHas-
nvBaTb [0 Hayasna aHasm3a pucka. 3TO MOMOXET COXpaHMTb 06BLEKTMBHOCTL MpoLiecca, ONMcaHHoro B pasgene 5:

- Bepumkaums ABNSETCA OAHUM W3 OCHOBHbIX BWOB AEATENbHOCTM, ee NpoBeAeHuWe SBNseTcs TpeboBaHu-
em 6.3. MnaHMpoBaHWe AaHHOro BUAA AeATeNbHOCTY nomMoraeT obecneynTb Hanyme HeobXoauMbIX pecypcos. Ecnu
BepurkaLma He 3aniaHnpoBaHa, ee BaxHble COCTaBNSAIOLME MOTYT ObiTb YNyLLEHSI;

- Heo6X0AMMO paspaboTaTh chneupasibHble MeToAbl NoJyYeHUsi NPOV3BOACTBEHHON U MOCTNPOVN3BOACTBEHHON
nHdopMauum 06 n3genuu, ANs Toro 4Tobbl cyllecTBoBasia odmumanbHas U Hagnexawym obpas3oM opraHM3oBaHHas
obpaTtHas cBsi3b, 06ecneynBaioLLas BKIOYEHNE NMPON3BOACTBEHHOW M NOCTNPOM3BOACTBEHHON MHhopMaLyn B npouecc
MeHeIKMeHTa pucka.

[na obneryeHna ayauta v aHasimsa npouecca MeHeMKMeHTa pucKka BK/OYEHO TpeboBaHve XpaHuTb 3anucu 06
N3MEHEHUAX.

A.2.3.5 daiin meHegpKMeEHTaA pucka

B HacTosilwem cTaHgapTe TepMuH «dhalin MeHefXMeHTa pucka» NPUMEHST A8 0603HaYeHNs HaMepeHus
N3roTOBUTENSI Pa3MeCcTUTb B KOHKPETHOM MecTe WM 0603HaunTb MECTOMO/IOKEHNE BCEX 3anuceid, OTHOCALUMXCS K
MEHeKMEHTY pucka. ITo obneryaet nNpoLecc MeHemKMEHTa pucka 1 cnocobeTByeT 6onee adhhekTMBHOMY npoBese-
HUIO ayuTa Ha COOTBETCTBME TpeboBaHWAM HacTosAWero ctaHaapTa. BbinonHenne TpeboBaHWs O NPOC/IEXUBAEMOCTH
Heob6xoAMMO ANA AEMOHCTpaUMK TOro, YTO MPOLEeCcC MEHeMKMEHTa puCcKa MPUMEHEH K KaXAon MaeHTUGULMPOBaHHON
OMacHOCTH.

BaxHyo posib B npoLecce MeHeMKMEHTa pucka urpaeT ero 3aBeplleHHOCTb. HesaBeplueHHas 3ajada MoXeT
03HauyaTb, YTO MAEHTUMLIMPOBAHHOW OMACHOCTLIO He YMPaB/AT, CEACTBUEM YEro [JIOKET CTaTb MPUYMHEHNEe Bpepa.
Mpo6nema MOXeT 6bITb CNeACTBMEM He3aBepLUEHHOCTU AeCTBUIA Ha Nobol CTagum npouecca MeHemKMeHTa pucka.
3TO HenAeHTUULMPOBaHHbIE ONacHOCTW, HEOLIeHEHHbIE PUCKWU, HEYCTAaHOB/IEHHbIE MepPbI MO YNPaBfEHNIO PUCKOM,
HEBbINO/IHEHHbIE Mepbl N0 YNPaB/eHWI0 PUCKOM WM Mepbl MO YNPaBieHNI0 PUCKOM, NPU3HaHHbIE Hepe3ybTaTUBHbI-
My, [ina obecneyeHns yBEPEHHOCTU B 3aBEPLUEHHOCTU Mpouecca MeHeKMeHTa pucka Heo6Xo4UMO OCyLLEeCTB/IEHNE
npocnexmBaemMocTy.

A.2.4 AHanuns pucka

A.2.4.1 Mpouecc aHanm3a pucka

B 4.1 onucaHo, KaKk NPUMeHATb JOCTYMHYI NOMEe3HY WHOopMaLMio, UCMOMb3ya pesynbTaTbl aHanmsa pucka
nogo6HOro MeauuMHCKoro usgenus. Mpumedanue 1 (cm. 4.1) nHdopmupyeT nonb3oBaTenieil HacToAWEero craHgapTa
0 TOM. YTO MpY HaIMUMM HEOBXOAMMON MHGOPMAaLMKM O NOAOGHOM M3AENUN €e MOXHO U HYXHO MCNOMb30BaTh ANs
3KOHOMWW BPEMEHU, yCUnuii n gpyrux pecypcos. OAHako Nosb3oBaTeNiaM HacTosALWero ctaHgapTa Heo6xoAMMo BHUMA-
TefIbHO U CUCTEMATUYECKM OLeHUBATL JaHHY0 UHGOPMALMIO C TOUKM 3PEeHUs ee MPUMEHUMOCTU K TeKyLleMy aHam3y
pucka.

CnepyeT oTMeTUTb, UTO nepeyncneHmns a), b) n c) (cm. 4.1, npumeyaHue 4) cogepxart TpeboBaHUSi K OCHOBHOMY
MUHUMaNIbHOMY Habopy [AaHHblX, HeobxoAuMOMy [ANs o6ecneyeHVss MPOCAeXMBAEMOCTU U NpeAcTaBnsoLemy
Ba&XHOCTb /11 aHasi3a CO CTOPOHbI BbICLLEr0 PYKOBOACTBA W MOCNenyoWmx ayamTos. TpebosaHus, cogepxalimecs B
nepeuncnenuu c) (cm. 4.1. npumeyaHue 4), NOMoratT Takke YyTOUHUTb 06/1aCTb NPUMEHEHNS aHanm3a pucka n sepudun-
uMpoBaTth ero 3aBepLUEeHHOCTb W MOJHOTY.

A.2.4.2 NpegycMoTpeHHOe NpUMEHeHVe N naeHTUrKaunsa xapakTepucTuk, OTHOCALLMXCS K 6e30macHoCTH
MeULMHCKOro n3genus

Ha gaHHOM 3Tane npouecca MeHeMKMeHTa pucka M3roToBUTENb AO/KEH MpoaHann3npoBaTb XapakTepucTuku,
B/IMSAIOLLME HA 6€30MacHOCTb MeANLIMHCKOTO U3genus. 3rotosuteslb Takke [0/DKEH NPUHUMATL BO BHUMaHWe npeano-
naraemoro nosnb3oBarensi(eil) MeauLUMHCKOro u3genus, T. e. yunTbiBaTb, ByJeT M 3T0 HeobyyeHHbIl Nonb3oBatenb Uan
KBa/IMQMLMPOBAHHBIA MeauLUUHCKMIA paboTHUK. Mpy NpoBeAeHMU aHaIM3a pucka HEOOXOAUMO Takke YuuTbiBaTb, YTO
MeaULMHCKMe U3[enns MoryT 6biTb NPUMEHEHbI B OT/IMYHBLIX OT NPeAyCMOTPEHHbIX M3rOTOBUTENEM CUTyaumsax, a Takke
B CUTyaumsix, He NPefyCMOTPEHHbIX Ha 3Tanax MPOEKTMPOBaHUA W Pa3paboTKM MELULMHCKOTO u3aenvs. BakHo,
YTOGbI M3rOTOBUTENb MOMBLITA/ICA 3arnsHyTh B Byayliee v NpefycMOTpeTb ONacHOCTW, BO3MOXHble NpU NPUMEHEHUN
MEeANLMHCKOTO U3aenus.

MpunoxeHne C npefHasHayeHO AN OKa3aHWs MOMOLLM B OMUCAHUN XapakKTEPUCTUK KOHKPETHOTo MeaMLMWH-
CKOTO M3Oenus 1 ycroBuii ero npumeHeHusi. MpuBeLEHHbI B HEM MepeyeHb BOMPOCOB, Ha KOTopble creayeT AaTb
OTBETbI, HE ABNAETCA UcHepnbIBatOWMM. Kaxabli M3roToBUTEb AO/MKEH TBOPYECKN OTHECTUCH K ONPeAeneHuno XxapakTe-
PUCTUK. OTHOCALLUXCA K 6€30MacHOCTVM KOHKPETHOrO MeAMLMHCKOTO usgenuns. Cnucok, npuBeaeHHbIli B npunoxexnun C,
B3ST M3 MepBOHAYa/IbHON BEpPCUM HAaCTOSALEero cTaHfapTa W UMeeT [OMNOSHEHWs, NOSBMBLUMECHA B pesyfbTare
N3y4YeHUss KOMMEHTapWeB K NpoekTaMm cTaHfapTa. Cnucok [o/MmKeH nobyxaaTb W3roTOBUTENS K NPOBEAEHUI0 aHan3a
B OTHOLLEHUW TOTO, «KOrAa 1 YTO MOXKET MONTU HenpaBuibHO». MpunoxeHne H B OTHOLLEHUM MEAWULMHCKUX U34eNni Ans
AWarHocTuku in vitro paspabotaHo WCO/TK 212 «KnuHuyeckne nabopaTopHble WUCCNefoBaHWs W AuarHocTuyeckue
TECT-CUCTEMbI in Vitro» cneupanbHo A5 HACTOsILLEro cTaHaapTa. TeKCT NPUIoXeHUs | B OTHOLLEHUW TOKCUKOMOrMYECKNX
OMacHOCTen 3aMMCTBOBaH M3 NPUIOXEHUS B nepBoHayYasibHON Bepcuy HaCTOSILLEro CTaHAapTa C He3HauuTeslbHbIMW
N3MEHEHUAMN.
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A.2.4.3 \geHTupmkaumsa onacHocTeli

Ha faHHOM 3Tane W3roTOBMTE/NNI0 HEO6GXOAMMO CUCTeMAaTU4ecku WAeHTUMLMPOBaTL MPOrHO3MpyeMmble onac-
HOCTW. CBSi3aHHbIE C KOHKPETHbIM MEAULMHCKAM U3AeneM, Kak A1 HOPMasibHbIX YC/IOBWIA, Tak 1 A1S YCNOBWIA OTKasa.
MpeHTudukauma gomkHa 6biTb OCHOBaHa Ha XapakTepucTukax, OTHOCALMXCS K 6e30nacHOCTM MeAMLMHCKOro n3genus,
naeHTMnupoBaHHbIX B 4.2.

A.2.4.4 Onpegenenune pucka(oB) 415 KaXA0lM onacHol cutyaunm

OueHunBaTb PUCK W OCYLLECTBNATb MEHeKMEHT pucka MOXHO TO/IbKO MOC/ie TOro, Kak ornacHas cutyaums
naeHTudnumposaHa. HeobxoAMmo cucTeMaTnyecku AOKYMEHTMpOBaTb 060CHOBAHHO MPOrHo3vpyemble nocsefosa-
TENbHOCTW COGbITUIA, KOTOPbIE MOTYT NPeo6pas3oBaTh ONACHOCTb B OMACHY CUTYaLyHO.

MpunoxeHne E BkNOYaeT nepeyeHb TUMWYHLIX ONacHOCTEW WM NpUMepbl, AEMOHCTpUpYIoLWMe B3avMOCBS3b
MeXJy OMacHOCTAMM, MPOTrHO3UPYeMbIMW NOCe0BaTeIbHOCTAMU COGbITUIA, ONACHLIMKW CUTYaUMSIMU U BO3MOXHbIM
BpeAoM, YTO MO3BONSET NOMOYb U3rOTOBUTEN0 B UAEHTU(MKALMM ONACHOCTEN W ONacHbIX cutyauuii. 9To 0CoH6eHHO
BaXXHO MPU Ha/MumM Noc/efoBaTe/lbHOCTU COObITWIA, KOTopas MOXET MPVMBECTW K OMAacHoW cuTyaumu u B utore —
K NpUYMHEHNIO Bpeaa. V3roToBuTento cnegyeT pacnosHasaTth U MAeHTUMLMpOBaTh Takve nocnegoBaTeslHOCTU Cobbl-
TWIA. gNst TOro YTOGbI A0/MKHLIM 06Pa3oM onpeaenunTb BO3MOXHbIN(bIe) puck(v) [cM. pucyHok E.1 (npunoxexune E)}.

MepeyeHb, NpUBEAEHHbLIN B NPUIOXEHUN E. He SBNSIETCA MCYEPnbIBAIOLWMM U HE AO/MKEH paccMaTpuBaTbCs Kak
KOHTPOJIbHbI NepeyeHb; OH MpW3BaH CTUMY/IMPOBaTb TBOPYECKOE MbILL/IEHNE W3TOTOBUTENS.

370 nocnefHwii aTan aHaan3a pucka. [NaBHOW TPYAHOCTbIO Ha JaHHOM 3Tane sB/AeTCs TO. YTO AesATe/IbHOCTb
no onpefenieHntio pucka OyAeT pasHOi AN KaKAOW Mccrefyemoii onacHoi cuTyaumn 1 ons KakAoro paccmarpusa-
emMoro MeuUMHCKOro usgenus. Moatomy 6bI10 NPUHATO peLleHne U3N0XWTb CoAepxaHue AaHHOro nogpasfena B
o6Wwux Yyeptax. MockosbKy ONACHOCTU MOMYT BO3HUKHYTb Kak Npy HOPMaslbHOM, Tak U MPU HeNnpasW/IbHOM MPUMEHEHWN
n3genus, cnefyeT BHUMaTe/IbHO pacCMOTpeTb 06e cuTyaumn. Ha npakTuke obe cocTasnsiolye pucka — BEPOATHOCTb
NPUYMHEHNS U TAXECTb Bpefa — PEeKOMEHAYIT aHa/mM3nMposBaTb OTAeNbHO. ECiM  M3rotoBuUTENb CUCTEMaTUYecKu
npuMeHsieT cnoco6 pas3feneHus Ha kaTeropuv B 3aBUCMMOCTW OT YPOBHEN TSXECTU UM BEPOSATHOCTU NPUUMHEHUA
BpeJa, TO eMy crefyeT pa3paboTaTb CBOK CXEMy pasfe/fieHus Ha kaTeropuu u 3apeructpuposatb ee B chaiine
MeHe[KMeHTa pucka. 3TO MO3BOAUT W3rOTOBUTEN0 NpPaBW/IbLHO pearMpoBaTb Ha MOBTOPHOE  MOSIB/EHKE
3KBUBA/IEHTHBIX PUCKOB U MOCYXWUT CBUAETENLCTBOM TOrO, K&Kk OH paHee nocTynasn B Nogo6HOM cryyae.

HekoTopble onacHble cuTyauun SBASKOTCA CAeACTBMEM CUCTeMAaTUYeckuxX OWnbOoK WM nocnegoBartesibHOCTeN
COo6bITUIA. [0 CX NOP HET AMHOr0 MHEHWS B OTHOLLEHWW TOTO, KaK paccuutaTb BEPOATHOCTb CUCTEMATUYECKON OLLIMOKM.
B cnyuas, Korga BepOSATHOCTb MPUYMHEHUS Bpeda He MOXeT ObiTb paccuMTaHa, BO3MOXHbIE OMNacHOCTW BCe paBHO
HEeo6x04MMO MPMHUMATL BO BHAMaHWe, a COCTaB/ieHNe NepeyHs CBSI3aHHbIX C HMMW ONacHbIX CUTyauuii No3BOSIUT U3ro-
TOBUTE/HO CKOHLIEHTPUPOBATLCA Ha YMEHbLUEHUN PUCKOB BCNEACTBME Pa3BUTUA 3TUX ONACHbLIX CUTYaLMWiA.

YacTo Henerko nosyunTb AOCTaTOYHbIE KO/IMYECTBEHHbIE AaHHble NPU onpegeneHun pucka(os). NO3TOMY Npego-
XeHVe OCyLLEeCcTBNATL onpefeneHne pucka(oB) TOIbKO KOMMYECTBEHHLIM CNOCOBOM 6blNI0 OTBEPTHYTO.

MpunoxeHve D cogepXuT nofiesHble PyKOBOAALIME YKasaHus Mo aHanu3dy pucka. WHdopmauus B3sTa us
HeCKO/IbKUX UCTOYHUKOB, BKtoYas [8]. HacToAwmiA ctaHgapT npusHaeT npakTuyeckyro nosnb3y [8]. npu aTom o6nactb
ero NpuUMEHeHUs pacrnpocTpaHeHa Ha BCe MeAWLMHCKME U3fenus 1 BCce 3Tanbl Mnpouecca MeHe[KMeHTa pucka.
HecmoTps Ha LUMpOKOe WCNOMb30BaHMEe B KayecTBe MNPUYMEPOB B NpuaoxeHun D rpadmkoB v maTpul, NO PUCKY,
HacTosILLMI cTaHAapT He TpebyeT 0643aTeNbHOr0 NX MPUMEHEHNS.

A.2.5 OueHunBaHue pucka

M3roToBuTE b AO/MKEH NPUHMMATL PeLleHWs B OTHOLLEHUWU AONYyCTUMOCTU pucka. OH MOXET WCnosb3oBaTb
MHOpMaLMIO O puUCKax, KOTOpble YXe OnpeAeneHbl, ¥ OLEHUTb 3TU PUCKN C NMOMOLLBIO KpUTEPUEB A0NYCTUMOCTH,
YCTaHOB/IEHHbIX B MN/1aHe MeHeKMeHTa pucka. OH [/IOXET Takke pPacCMOTPETb PUCKU B LIENsX onpefenieHns Tex
13 HUX. KOTOpble TpebyeTca yMeHbWNTb. Pasgen 5 HanucaH Takvm o6pa3om, 4To6bl NOMOYb NOMb30BaTeNto n3bexarb
HEHY)XHOI paboTbl.

A.2.6 YnpaBneHue puckom

A.2.6.1 YMeHbLUEHME pUCKa

OTanbl 6.2—6.7 06pa3yloT lorMyeckyto nocnefoBaTesibHOCTb. Takoii cuctemaTuyeckuii Noxog BaxeH ans obec-
neyeHns focTyna K Heo6XxoAUMOl MHchopMaLumu.

A.2.6.2 AHann3 BO3MOXHOCTEl ynpaB/ieHNsi pUCKOM

YacTo cyLecTByeT HeCKo/IbKO Cnoco60B YMEHbLLEHUA puUcka. B HacToslem cTaHgapTe npusefeHsl Tpu crnocoba:

a) BHYTpeHHss 6e30MmacHoCTb, obecneunBaemas NPOEKTOM U KOHCTPYKLMEN;

b) 3aWyTHbIE Mepbl, MPeAyCMOTPEeHHbIe B CAMOM MEAMLVHCKOM W3AE/NN WM B MpoLiecce ero U3roToB/EHNS;

C) nHdopmauya no 6e3onacHoCTy.

TakoBbl CTaHAaPTHbIE MEpPbI N0 YMEHbLUEHUIO PUCKA, NPUBEAEHHbIE B [2] M NnepeyncrieHHble B NMopsiake npuopu-
Teta. [aHHbli NPUHLUMN OnucaH B HECKOJSIbKUX AOKYMEHTax, BKIYas [9]. B TOM uYMCNe B MECTHbIX W PErMOHasIbHbIX
fokymeHTax (Hanpumep, B [10)). Korga 3TO npakTM4Yecku OcCyLuecTBMMO, 6e30MacHOCTb MW3Aenns pekomeHayeTcs
3aKnafblBatb B €ro KOHCTPYKUMW. B NpoTMBHOM cfnyyaB Heob6xoAMMO NpeaycMOTpeTb 3alluTHbIe Mepbl, Hanpumep
OFPaXXAEHNA WU CUCTEMbI CUrHaM3auun. HavmeHee NpeanoyTUTENbHOW 3alUMTHON MEepoit ABNSKOTCH MUCbMEHHbIE
npegynpexaeHnsa U orpaHnyeHna/npoTnBonoKasaHus.

O6LenpusHaHo, 4YTO OAHUM U3 pe3y/nbTaToB aHasm3a BO3MOXHOCTEN ynpaBfieHUs PUCKOM MOXEeT CTaTb OTCyT-
CTBME MPaKTUYECKN BO3MOXHOro cnocoba yMeHbLUeHUs pucka A0 AOMNYyCTUMOrO YPOBHS COrNacHO npeABapuTesibHO
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YCTaHOB/IEHHBIM KPUTEPUAM [OMYCTUMOCTU pucka. Hanpumep, MOXeT 6blTb MPaKTUYEeCKn HeOCYLEeCTBUMbIM NPOEek-
TUpOBaHWe u3fenus A8 NOAAEPXKAHUSA XKWU3HWU C OLEeHEHHbIM AOMYCTUMbIM OCTATOYHbIM PUCKOM. B aToM cnydvae
cneflyeT BbINOIHUTL aHaIN3 COOTHOLLEHWS PUCK/NONb3a. kak 3TO onucaHo B 6.5. 4Tobbl onpeAenuTb, NepeselUnBaeT
/M NonNb3a OT NPYMEHEHNS W3AeNnA OCTaTOuHbI pucK. Takas BO3MOXHOCTb OMnMcaHa B COOTBETCTBYHOLLEM nogpas-
[ene HaCTOALLEro cTaHgapTa u CAyXuT AN obecnevyeHns yBepeHHOCTU B TOM. YTO NPeAnpUHATLI BCe YCUNNA 4118 YMeHb-
LLIEHNA PUCKOB A0 NpeaBapuTesibHO YCTaHOB/IEHHOrO JOMYCTUMOrO YPOBHS.

A.2.6.3 BbIMoNHeEHNEe Mep No ynpaB/eHNI0 PUCKOM

BbInosiHEHME Mep MO yNpaB/ieHWI0 PUCKOM BK/IKOYAeT MpoBeAeHVe ABYX pasHbix Bepudmkauwuii. Mepsas
Bepuukauma HeobxoaMma Ana obecneyeHns Toro, YTO B OKOHYATE/IbHOM MPOEKTe MPUHATLI COOTBETCTBYIOLLME Mepbl
no ynpaBfieHN0 PUCKOM, BTOpas BepudmKaumus — UTO NMPUHSATLIE Mepbl MO YNpaB/ieHUI0 PUCKOM AeACTBUTENBHO
NpUBOAAT K €ro YMeHbLUEHNIO0. B HEKOTOPbIX cnyyasx Ans NOATBEPXAEHUS Pe3yNbTaTMBHOCTM Mep MO ynpaBieHuo
PVCKOM MOXHO BbINOSIHATL AEWCTBUA NO Ba/ngauum.

A.2.6.4 OueHuBaHMe 0CTaTOYHOrO prUcka

Ha gaHHom 3Tane onpefensioT AOCTATOYHOCTb MPUHATLIX Mep, A1 TOro Y4ToObl pUCK cTan fonycTuMbIM. Ecnmn
OCTaTOUHbIi PUCK He YyAOBNETBOPSAET KPUTEPUSM, YCTaHOB/EHHbIM B MiaHe MeHeMKMeHTa pucka, TO M3roToBUTesb
[OO/DKEH NPUHATL JOMOJSIHUTE bHBIE MEpbl MO YNPaB/IEHUIO PUCKOM. [aHHbI MTepaTUBHbLIA MPoLEecc pekoMeHayeTcs
OCYLLECTBNATb 40 TeX NOp. MoKa OCTaTOYHbIA PUCK He ByAeT YMeHbLUEeH A0 [OMYCTUMOrO YPOBHS, YCTaHOB/IEHHOIO B
nnaHe MeHe[KMeHTa pucka.

Monb3oBarens MefuUMHCKOro usgenus cnegyet obecneyntb HeobxoAMMON uHdopMaumein 06 OCTaTOYHbIX
puckax, 418 TOro 4Tobbl AaTb eMy BO3MOXHOCTb MPUHUMATL MHDOPMUPOBAHHOE pelleHne. OfHaKo U3roTosuTe/lb cam
NPUHMUMaET peLleHne O TOM. Kakylo MHJopmMauuio 06 OCTaTOYHOM pUCKE M B KakoM o6beme crefyeT NpefoctaBuTb
nosib3oBaTesnto. 1o TpeboBaHNe oTpakaeT NOAX0A, NPUHSTBLIA BO MHOTVX CTpaHax v pervioHax.

A.2.6.5 AHann3 cooTHOLWEHMA puck/nonb3a

BO3MOXHbI ciiyqan, Korga puck MNpPUMEHEHUS MeAMLMHCKOTO W3Aennsa npesbiluaeT Kputepun [onyCTUMOCTU
pvcka, yCTaHOBNEHHble n3rotoButenem. B 6.5 npegycMoTpeHa BO3MOXHOCTb BBeAEHMSI B obpalleHne MeauLuHCKOro
N3[e/Ns C BbICOKOW CTENeHbI0 MOTEHLMaTbHOMO prcka MPUMEHEHUA NpU YC/IOBUW, YTO M3rOTOBUTE b MPOBE/T B OTHOLLE-
HUX 3TOrO MU3AeNusa TwarefnbHoe OLeHVWBaHWe M MOXeT NPOAEMOHCTPUPOBATb, YTO MOMb3a OT NPUMEHEHWUS AAHHOro
MEJMLMHCKOTO U3AeNna MpesbillaeT puck. BaxHO [OBeCcTW [0 Nonb30BaTeNIs CBEAEHUS O 3HAUYUMBbIX OCTATOYHbIX
puCKax 1 KOHEYHOI Mo/b3e, YTO6bl OH MOT MPUHATL MHOPMMPOBaHHOE peLleHne (CM. npunoxexue J).

A.2.6.6 Prckn, BO3HMKaloLW e BC/IeACTBME BbINMOJIHEHUA Mep MO ynpasBeHUi0 PUCKOM

B 6.6 cogepxutca uMHdopMauma o TOM. YTO Mepbl NO yNpaBfEeHUI0 PUCKOM, MPeANpUHATbIE OTAENbHO UK B
coyeTaHuu gpyr c APYroM, MOFyT CTaTb WCTOYHUKOM HOBOI OMAcHOCTM, OT/IMYHOW OT YXe W3BECTHbIX, a Mepbl,
npeanpuHATbIE A5 YMEHbLUEHNS OAHOMO pUCKa, MOTYT NPUBECTM K YBEIMYEHUIO APYrOro pucka.

A.2.6.7 NonHoTa ynpas/ieHNs pUCKOM

Ha paHHOM aTane cneflyeT NpoBecTU OLEHWBAHWE PUCKOB BCEX W3BECTHbIX OnacHocTell. Takoe OLeHuBaHue
Heo6xoAMMO ANt obecnevyeHnss YBEPEeHHOCTU B TOM, YTO HM OfHa W3 oOnacHocTell He ocTanacb 3a npefenamu
MOJIHOTO aHan3a pucka.

A.2.7 OueHvBaHve foNyCTUMMOCTN COBOKYMHOMO OCTATOYHOIO prcKa

Mpu ocyliecTsneHNn npouecca, ONUCaHHOro B pasgenax 4—6. W3rotoBuTeslb UAEHTUULMPYET ONacHOCTH,
OLleHMBAET PUCKN 1 MPUHUMAET HeobXoAuMble Mepbl MO YNpaB/ieHWI0 PUCKOM B pamkax CBOero npoekra. Ha gaHHOM
3Tane U3roToBUTENb [O/KEH OCTAaHOBUTLCH, PACCMOTPETb COBOKYMHOE B/IMSHWE OTAE/IbHbIX OCTaTOYHbLIX PUCKOB U
NPUHATbL peLLeHne 0 BO3MOXHOCTM AasibHellel paboTbl Haf MeAuUMHCKUM  n3genvemM. COBOKYMHbIA OCTaTOuHbIM
PUCK MOXET MpeBbilaTb YCTAHOB/IEHHbIE W3OTOBUTENIEM KpUTEPUW [OMYCTUMOCTU PUCKA, [aXe ecC/n COCTaBsio-
LLMe ero oTAe bHble OCTaTOYHbIe PUCKM ByAyT AONYCTUMbL. ITO KacaeTca npexae BCero C0XHbIX CUCTEM U u3genui
C 60MbLUINM YUCIOM BO3MOXHbIX PUCKOB. [laxe ec/ii COBOKYMHbI OCTaTOYHbI PUCK HE YAOBMETBOPSET KPUTEPUAM
nnaHa MeHe)KMeHTa pucka, W3roToBuUTENb MMEeT BO3MOXHOCTb OCYLLEeCTBUTb BCECTOPOHHEE OLEHNBaHWe COOTHOLUe-
HWA puck/nonb3a, YTobbl oNpeAenuTb, MOXHO NV BBOAUTL B OOpallieHe MeuLMHCKOe W3Aenve C BbICOKON CTeneHbio
NnoTeHUManbHOro prcka NPUMEHEHUS, HO MpUHOCSLLee NP 3TOM 6ONbLIYD MOoMb3y. OuYeHb BaXHO MPOUHAOPMUPO-
BaTb M0/1b30BATE/IA O 3HAYMMbIX COBOKYMHbIX OCTATOYHbIX PUCKAX, MO3TOMY W3rOTOBUTE/NAM MPeAnucaHo BKIYaTb
COOTBETCTBYHIOLLYIO MHDOPMALIMIO B IKCN/TyaTaLMOHHbIE AOKYMEHTbI.

A.2.8 OTYeT N0 MEHEKMEHTY prcKa

OTYeT N0 MEHeMKMEHTY puUCKa ABNSETCA BadkHelWel yacTbio haiina MeHemkmeHTa pucka. Mpegnonaraercs,
YTO OH JO/DKEH MpeACTaBNATb CO60/i CBOAHYIO MHGOPMALMI0O MO aHa/M3y OKOHYaTeslIbHbIX Pe3y/bTaToB MeHemKMeH-
Ta pucka. OTYeT SBNSETCSA AOKYMEHTOM BbICLLETO YPOBHS U CAYXWUT AOKa3aTeNbCTBOM 06ecneyeHns 13rotosutenem
YAOBNETBOPUTE/NIBHOTO  BbLINOMIHEHUSA M/1aHa MeHepKMEeHTa pucka, a Takxe TOro, YTo MOJyYeHHble UM pe3ynbTarbl
noATBEPXAAIOT AOCTUXKEHNE NOCTaB/IeHHON Lenu. lNepBoHavYasibHas Bepcus cofepxana TpebosaHwe, 4Tobbl npocne-
XMBaAeMOCTb Obla YacTbio OTYeTa Mo MeHeMKMEHTY pucka. 3To TpeboBaHMe 6bl10 OTMEHEHO, Tak Kak aHasu3
NPOC/IEXNBAEMOCTN B OTHOLLEHWW C/IOXHBIX U3AE/NiA 3HAUUTENbHO YCIOXHSAET hopMy OTHeTa N0 MEHeKMEHTY pucka
Mo CPaBHEHMWIO C NEPBOHAYa/IbHO NPeAYyCMOTPEHHON 06beAnMHEHHON pabouyein rpynnoit 1 (JWG 1). OgHako BbIinosHe-
HVe MPOC/eXnBaeMOoCT OcTaeTca uacTbio haiina MeHemxmeHTa pucka, n 3.5 6bl1 U3MEHEH C y4eTOM [JaHHOro
TpeboBaHus.
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A.2.9 MponsBoaCcTBEHHAA M NOCTNPOMN3BOACTBEHHAS MHhopMaLns

HeobXxoauMo noAvepkHyTb, 4YTO MEHE[XMEHT pucKa He 3akaH4MBaeTCs BbIMYCKOM FOTOBOTO MeAMLMHCKOro
n3genvsa. MeHeKMEHT pucKa 4acTO HauMHaeTCs elle Ha cTagun ugew, korga MeauuuHCKoe usgenve oTcyTcTeyeT
hmanyeckn. OLEHOYHbIe NokasaTesn pucka MOryT ObiTb YTOYHEHbl Ha CTaAMu NPOEKTMPOBaHWA U paspaboTku,
0COOEHHO B C/lyyae W3roTOBMEHUS (PYHKLMOHMPYIOWEro OMbITHOrO obpasua. VHdopmauus ans MeHeXMeHTa pucka
MOXeT MOCTynaTb M3 /II06bIX NCTOYHWUKOB, B TOM YMCAE M3 NMPOU3BOACTBEHHbIX 3anuceli 1 3anuceli no kadecTsy. OaHako
HUKaKol OMbITHbI 06pasel, He MOXET 3aMeHUTb peasibHOe MeAMLMHCKOE U3fenne B Mpouecce ero NpuMeHeHus
peanbHbIMM  nosb3oBaTensMu. o3TOMy W3roTOBUTE b AO/MKEH OCYLECTBASATb MOHUTOPUHT  NPOWU3BOACTBEHHON K
NOCTNPOV3BOACTBEHHOV WHCOpMaLMK, KOTOpasi MOXET MOBAUATb Ha ONpPefeNieHne UM PUCKOB W, CriefoBaTesbHO,
Ha NPUHATUE peLUeHWii N0 MeHeMKMEHTY pucka. M3roToBUTeNto Taxke Heo6XOAMMO YUWTbIBATb COBPEMEHHbIN ypo-
BEHb HAyYHO-TEXHWYECKOro PasBUTUA W NPaKTUHECKY NMPUMEHUMOCTb MEAULIMHCKOTO usgenus. [laHHyo nHopmaumio
cnefyeTt UCMonb30BaTh AN YNyULEeHUs npouecca MeHempkMeHTa pucka. Mpy Hanmymm nocTnpon3BOACTBEHHOW MHADOP-
Mauuy npoLecc MeHeMKMeHTa pucka CTaHOBUTCA AeNCTBUTENbHO UTEPATMBHBLIM MPOLLECCOM C 06paTHOW CBA3bIO.

B HacTosllell Bepcun CTaHfapTa HaMMeHOBaHMe [aHHOTO pasfena Wu3MeHeHo C  «[locTnpousBOACTBEHKAs
MHhopMaums» Ha «pon3BOACTBEHHASA M MOCTNPON3BOACTBEHHASA MHGOPMALWS» MO TOW NPUYMHE, YTO BaHAas WMHAOp-
Maumsa No MeHeMKMEHTY pucka MoXeT ObiTb NOMyYeHa eLle Ha CTafuu U3roTOB/EHWS MeAULMHCKOro usgenuns. Tpeb6o-
BaHWs pasgena 9 Takxe 6blM NepecMoTpeHbl, 415 TOro YTOObl NOAYEePKHYTL 3HaYeHUe noc/ieoBaTeIbHOCTN AeACTBINA,
OXunaaembIx OT U3rOTOBUTENS.

MpunoxeHue B
(cnpaBoyHoe)

0O630p Npouecca MeHeAKMEHTa pUCKa MeANLUHCKUX N3aennii

PucyHok B.1 npegHasHaueH A1s Toro, YTobbl faTh NOb30BAaTENsIM HACTOSALLEro cTaHjapTa KpaTkoe npeactasne-
HWe 0 mpoLiecce MeHeMKMEHTa pucka MeauUMHCKMX usgenuii. Kak nokasaHo Ha pucyHke B.1, AaHHbIi npouecc sBnseT-
CSl UTepaTMBHbIM, Kaxkablli PUCK paccmaTpuBatoT nocnefosatesibHO, BO3BpaLlasich Ha 60/ee paHHue cTaguu B cryvae,
ec/in Mepbl NO YNpaB/ieHUo PUCKOM NPUBOASAT K BO3HVKHOBEHWIO HOBbIX OMACHOCTEN WM eCny CTaHOBUTCS JOCTYMHOM
He n3BecTHas paHee WHopmaums.
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MpunoxeHue C
(cnpaBoyHoe)

Bonpochbl, Ha KOTOpPble HEO6XO4UMO OTBETUTL
ONA onpefeneHns xapakTepucTuk MeAnNLUHCKOTO n3genus,
BANAKOLWMNX HAa 6€30NacHOCTb ero NpuMeHeHus

C.1 O6wue nonoxeHns

TpeboBaHue K U3roTOBUTENI0 UAEHTUMLMPOBATL XapakTEPUCTUKM MEAULMHCKOTO W3fennsl, BAvsiolwye Ha
6e30MacHOCTb ero NPUMeHeHNs, coaepxunTcs B 4.2. PaccMoTpeHue 3TUX XapakTePUCTUK SBMSETCS OCHOBHLIM Tpe6o-
BaHMeM B MAEHTUUKaLUM ONacHOCTEN, CBA3AHHbLIX C MeauLUHCKUM usgennem (cMm. 4.3). OfHUM 13 cnoco60oB BbINOS-
HeHWA iaHHOro TpeboBaHUA ABMAETCA COCTaB/IEHWE MEPeYHs BOMPOCOB, OTHOCALYMXCS K U3TOTOB/IEHUIO, NPELYyCMOT-
pPeHHOMY NpUMEHeHUIo, npeAnonaraemMbiM Mosb3oBaTeNsiM, O0H60CHOBAHHO MPOrHO3VPYEMOMY HenpaBu/ibHOMY Mpu-
MEHEHUIO 1 YTUAN3aunM MeauLMHCKoro nsgenusa. Ecnv 3afasBartb 3TV BOMPOCHI OT MMEHW BCEX 3auMHTepPeCcOBaHHbIX
vy (Hanpumep, nonb3oBaTteseil, CneLnanmcToB No TEXHUYECKOMY 06CTyXUBaHMIO, NaLMEHTOB U T. 4.). TO MOXHO Nosy-
unTb 60s1e€ MOJIHYIO KapTUHY O BO3MOXHbIX OMaCHOCTAX. [MpMBEAEHHbIE HUXE BOMPOCHI MOTYT MOMOYL B MAEHTUMMKA-
LMK XapakTepucTUK MeAULMHCKOTO U3fenns, BAUSIOWMX Ha 6e30MacHOCTb ero NpuMeHeHus. Bonpochl, nomorawoLye
onpeaennTb PUCK ANS1 NauyeHTa OT NPYMEHEHNs MeAULVHCKUX W3Aenuil ANns AUarHocTViKK in vitro, cogepxut H.2.5.4
(npunoxexue H).

JaHHbIll NnepeyeHb He ABMAETCA NCHEPMbIBAIOWMM WM TUMUYHBIM /151 BCEX MeAULVHCKUX W3Ae/NiA, B HEr0 MOXHO
[06aBNATb BOMNPOCHI, OTHOCALLMECS K KOHKPETHOMY Me[MLIMHCKOMY U3Aennto, U n3beratb pacCMOTPEHUSI BOMPOCOB, He
OTHOCALLMXCA K faHHOMY usgenuio. MNpeanaraeTcs Takxe paccmaTpuBaTh Kadk[blii BOMPOC He TOIbKO MO OTAEbHOCTH,
HO 1 BO B3alMOCBSI3M C APYTMMMW BOMNpPOCamu.

C.2 Bonpocsl

C.2.1 KakoBO npeycCMOTPEHHOE NPUMEHEHKE 1 KakK crnefyeT NpUMeHATb MeuLMHCKoe n3genne?

PaccmartpuBaeMble hakTopbl:

- posib MEAULMHCKOTO M3aenus:

- B fuarHoctuke, npounakTike, MOHUTOPUHTE, NIEYEHUN UK 0bneryeHun 3aboneBaHus.
- B KOMMeHcauum TpaBM Un U3nNyYecknx HefocTarTkoB.
- B 3aMeLLeHnn uan Moandmkaummn vyacTeid Tena uam ynpasieHnn 3adatvem:

- MoKasaHus K NpuMMeHeHuto (Hanpumep, npegnonaraemble rpynnbl Nonb3osartesnei):

- NpegHasHa4YeHo Ny MeavLMHCKOe u3genve A7 COXPaHeHUs WM MOAAePKaHUs XN3HW;

- HE06X0AMMOCTb BMeLLAaTe 1bCTBa CMeLnasMcToB Npu oTkase MeAULMHCKOTO U3fenus.

C.2.2 MNpepycmoTpeHa v umnaaHTauus meguLMHCKOro usgenunsa?

PaccmaTprBaeMble (pakTopbl: MECTOHAXOX/EHWe UMMIaHTaTa; XapakTepucTukn npejnonaraeMbix nosib3osare-
neii: BO3pacT, BeC. (hm3mnyeckas akTVBHOCTb; BVSHUE CTapeHusi Ha paboyne xapakTepucTuki UMNAaHTaTa: npegnonara-
eMblli CPOK [efCTBMA UMMIaHTaTa; BO3MOXHOCTb M3B/IEYEHUS UMMNaHTaTa.

C.2.3TpeyCMOTPEH /1N KOHTaKT MeULMHCKOro N3Aenns ¢ nayueHTom an apyrumu nugamm?

PaccmaTpmBaeMble (hakTopbl: XapakTep npeanonaraeMoro KOHTakTa (MOBEPXHOCTHbIA KOHTaKT, WHBa3MBHbIN
KOHTaKT WM UMMAAHTaLWs) N B K&XKA0M crlyYae — AANTENbHOCTb M 4acToTa KoHTakTa.

C.2.4 Kakne matepuasibl WM KOMMOHEHTbl BXOAAT B COCTaB Me[ULMHCKOrO W3fesnns, UCMNoJb3ylTcs
COBMECTHO 160 KOHTAKTUPYIOT C HUM?

Paccmarpusaemble hakTopsbl:

- COBMECTUMOCTb C paccMaTpuBaeMbIM/ BeLeCTBaMu:

- COBMECTVMMOCTb C TKaHAMMW WM BUONOTNYECKUMUN XUOKOCTAMU:

- XapaKkTepucTukn, oTHocALLMecs kK 6esonacHocTy;

- Ha/IMume B COCTaBe MEAULIMHCKOrO U3Aesnns MaTepuasioB XXMBOTHOTO MPOUCXOXAEHUS.

MpumeuyaHune — Cwm. npunoxeHue . a Takke ctaHgapTbl cepum [11].

C.2.5 MoxeT nn 3Heprua 6bITb NepegaHa nauneHTy unu BeipaboTaHa nauneHTom?

PaccmatpuBaeMble hakTopbl:

- BWA nepefaBaemMoli aHepruu:

- ynpaB/ieHue 3Heprueid, KauecTBo, KOIMYECTBO, UHTEHCUBHOCTb W A/IMTENIbHOCTL BO3AENCTBUS:

- ABNATCA NI YPOBHW SHEPrUY BbiLLE, YEM B YK€ NPUMEHAEMbIX MOAOOHbLIX N34ENnsX.

C.2.6 BBOAAT N1 NnaumeHTy WA BbIBOASAT U3 HEro kakne-nnbo Bewectsa?

PaccmatpuBaemble thakTopsbl:

- CBElEHNA O BBEEHWNN WU BbIBEEHNN BELLECTB;

- CBeAieHVs 0 TOM. OZHO 3TO BELLECTBO WY rpynna BELLECTB:

- [AaHHble 0 MaKCUMasIbHON W MMHVMMAasbHON CKOPOCTY BBEAEHUA'BbIBEAEHVS BELLeCTBa W ynpaB/ieHun 3TUM
NpoLLeccom.
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C.2.7 MpoBOAAT N1 8 MeULMHCKOM n3fenmn o6paboTky 6M0N0rnyecknx BewwecTs 418 Ux nocnegyoLwero
MCNONb30BaHWA, TpaHchy3umn unm TpaHcnaaHTayun?

PaccmatprBaemble hakTopbl: BMg, 06paboTkm 1 obpabaTtbiBaeMoe(ble) Bellecrso<a) (Hanpumep, ayToTpaHcdy-
3V51. Ananus, o6paboTka KOMMNOHEHTOB KPOBM WM KETOYHas Tepanws).

C.2.8 CTepunbHO N noctaBnsieMoe MefULMHCKOe U3fenne, Wav OHO NpejHasHayeHo Ana ctepunusayum
nonb3oBaTtesieM, UM Heo6xo4UMbI Apyrue BUAbl MUKPOOUONOrnYeckoin 06paboTkn?

PaccmaTtpusaemble hakTopsbl.

- NpefHasHa4YeHo N1 MeJuuMHCKoe usgenue Ans OfHOKPaTHOro WM MHOrOKPaTHOro NMPUMEHEHWUS;

- flaHHble 06 YCNOBUAX XpaHeHus;

- orpaHuyeHue yncaa NOBTOPHbIX NMPUMEHEHUA;

- cnocobbl cTepunnsaumu;

- BO3/eiicTBMe CNOCO60B CTepuamsauumn, He nNpeaycMOTPEHHbIX N3roTOBUTENEM.

C.2.9 NpegHa3Ha4yeHo N1 MeULUHCKOe usgenve Aas PyTUHHONW OYMCTKU U Ae3NHGEeKLUN, BbINOIHSAEMbIX
nosib3osarenem?

PaccmatpuBaeMble hakTopbl; BUAbI MPUMEHSAEMbIX YUCTAWMX U AE3UH(ULMPYIOWNX CPeaCcTB, a Takke nobble
orpaHnyeHnsa Yucna LMKI0B O4MCTKU. KOHCTPYKUMA MEeAULMHCKOro U3fenns MOXET B/INATL Ha Pe3y/ibTaTUBHOCTL PYTUH-
HOW OUNCTKM U Ae3unHdekumn. Kpome Toro, crefyeT yunTbiBaTb BAUSHUE YNCTALMX U AE3NHAMLMPYIOLLUX CPEACTB Ha
6e30MacHOCTb WM XapakTePUCTUKA MeAWLMHCKOro U3fenus.

C.2.10 Bnuaet nn MmeguUnHCKOE n3aenve Ha cpefly, OKpyXaloLLyo nauveHra?

PaccmatpriBaemble hakTopbl;

- Temneparypa;

- B/IaXHOCTb;

- cOCTaB aTMOCHEPHbIX ra3os;

- laBfieHue;

- OCBELLEHHOCTb.

C.2.11 MNpepHa3Ha4YeHOo NN MeuLMHCKOe n3genve NS npoBefeHnsa naMepeHnii?

PaccmatpuBaemble (hakTopbl; M3MepsieMble NepeMeHHble, NPaBUIbHOCTb W TOYHOCTb Pe3y/bTaToB N3MEPEHWIA.

C.2.12 fiBnsAeTtca N MeAULNHCKOE n3fenine MHTepnpeTupyoLwmm?

PaccmaTtpuBaemble hakTopbl: CNOCOGHOCTL MEAUNLMHCKOIO M3feNnns AasaTb 3ak/l04YeHUe Ha OCHOBE BXOAHbIX
WM MOMyYEHHbIX B NpoLiecce MNPUMEHEHUsI AaHHbIX, WCMO/b30BaHHbIX a/ifOPUTMOB U AOBEPUTE/bHBLIX UHTEPBasIOB.
Ocoboe BHUMaHWe crnefyeT YAenuTb HenpegyCMOTPEHHOMY NPUMEHEHWNIO JaHHbIX WU afrOPUTMOB.

C.2.13 NpeaycMOTPEHO N1 NPUMEHEHNE MeAULMHCKOro U3fennsa B coveTaHuu ¢ Apyrumm MeguLMHCKUMU
n3gennMammn, MegukaMmeHTaMun uan 4pyrumun MeauumMHCKuMun cpeacrsamm?

Paccmatpusaemble hakTopbl: aeHTUdMKaUmsa Mbbix 4PYrMX NpUMeHSIeMbIX MeAWLMHCKUX U3denui, meavka-
MEHTOB WU MEJMUMHCKMX CPEeACTB M BO3MOXHblE MPOGMeMbl, CBA3aHHble C WX B3auUMOAEWCTBMEM; peakumsi
nauueHTa Ha nosly4aemMoe fieHeHue.

C.2.14 MpouncxoanT Nu HexenaTesibHOe BblAeNeHne 3HePTrun NIn BeLwwecTs?

PaccmatpuBaeMble hakTopbl, CBsi3aHHbIe C 9Heprueii: Wwym 1 Bubpauus, Tenno, usnyveHme (B TOM Y1Cie NOHN3MN-
pyloLee. HenoHusmpyoLee 1 ynbTpadmonetTosoe/BuanMoe/HpakpacHoe nsnyyeHne), Temnepatypa Ha KOHTaKTHbIX
NOBEPXHOCTAX, TOKW YTEUKW, INEKTPUYECcKMe WAn MarHuTHble Mons.

Paccmatpusaemble (hakTopbl, CBA3aHHbIE C BELLEeCTBAMU: BELLLECTBA, UCMO/b3yeMble NMPU U3rOTOB/IEHUN, OUYUCTKE
N MCMbITAHUAX W OKasblBatloLlue HexenaTtenbHoe (U3Monormyeckoe BO3AeiCTBME B CNyvas, eC/IM OHW OCTalTCa Ha
n3genuu.

[pyrne paccmatpvBaeMble (DakTopbl, CBA3aHHbIE C BeLLecTBamy: BbiBEAEHWE XMMUYECKMX BelecTB, NPOAYKTOB
XKU3HEAEATENIbHOCTM N BUONOTMYECKUX XUAKOCTEN.

C.2.154YyBCTBUTEBHO NN MEAULMHCKOE U3aenve K BO3AeNCTBUI0 OKpyxatoLwen cpeabl?

PaccmaTpusaemble (hakTopbl: NPOM3BOACTBEHHAA Cpefa, TPaHCMOPTHbIE CPeACcTBa U YCNOBUA XpaHeHus. K HUM
OTHOCSIT: OCBELLEHHOCTb, Temnepatypy, Bubpauumn, yTeuku, YyBCTBUTENbHOCTb K M3MEHEHUSIM B 3HeprocHabxeHun n
OX/1aXKAEHUN, 3NEKTPOMArHUTHbIE MOMEXN.

C.2.16 Bo3geicTByeT M MeAULMHCKOE U3genme Ha okpyxatLulyo cpeay?

PaccmarprBaemMble (hakTopsbl:

- BO3[eiiCTBME Ha CpPeAcTBa 3HEPrOCHAGKEHNA U OXNaXAEHNS;

- Bblfle/IeHNe TOKCUYHbBIX BELLECTB:

- reHepvpoBaHue 3N1eKTPOMArHUTHbLIX NMOMEX.

C.2.17 VimeloTca Nn pacxofHble MaTepuasnbl N NPUHaaIeXHoOCTH, CBA3aHHbIe C MEAULUHCKUM n3fenmem?

PaccmaTpuBaemble hakTopbl: TeXHUYeckMe TpeboBaHUS K pacXxofHblM martepuanam uam npuHaLNexHOCTAM,
CBSA3aHHbIM C MeAULMHCKUM M3fenveMm, 1 nobble orpaHuyeHns Ans nosib3oBartesnieli B BbIGOpe faHHbIX MaTepuaios
WM NpUHaAIEXHOCTENR.

C.2.18 Heo6x04MMbI 11 TEXHUYECKOE 06CAyXUBaHNe UK KanmbpoBka MeANLMHCKOTrO N3aenmnsa?

PaccmatpuBaeMble hakTopbl BKIOYAKOT CBELAEHNA O TOM:

- BO/MKHbI /I TEXHUYECKoe 06CNyXMBaHWe WM KaimbpoBKa BbIMOHATLCA ONepaTopoM, Nosb3oBaTenieM Wam
cneymanncTom;
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- Heo6XoAVMbI NN cneuyasbHble BelecTsa W obopyAoBaHue ANA Hafexallero TEXHUYECKoro o6ecnyxmsaHus
VN KannbpoBKu.

C.2.19 BXoguT 1 B COCTaB MeAULUHCKOro n3genusa nporpaMmHoe obecneyeHvne?

PaccmaTprBaemble hakTopbl: CBEAEHVNS O TOM. AO0/DKHO /M MporpaMMHoe obecneyeHre ObiTb YCTaHOB/EHO,
BepucuLmpoBaHo, MoAMMLMPOBAHO WKW 3aMEHEHO OMepaTtopoM, Nonb3oBaTeneM WK CneuyasmcToM.

C.2.20 /imeeT nn MeANLMHCKOE n3fene orpaHnyeHHbI CPOK XpaHeHna?

PaccmaTpuBaemble (hakTopbl: COOTBETCTBYIOLLAA MAapPKMPOBKA MW UHAUKATOPBI, a Takke cBefeHus 06 yTuausa-
L1 MeAWLMHCKOrO M3Aenna no UCTeYEHUN CPoKa rofHOCTW.

C.2.21 CyuecTBYIOT /N OTCPOYEHHbIE UAN ANNTENbHbIE NOCNEACTBUSA NPUMEHEHNA MEAULNHCKOro n3aenna?

PaccmaTpuBaemble (hakTopbl: 3ProHOMUYECKUE U KyMYNIATUBHbIE 3)heKTbl. K HUM OTHOCAT: BO3AECTBME KOPPO-
311 Ha Hacocbl A8 PM3NOMOrMYECKOr0 pPacTBOpa, MexaHWYeckyl YCTanocCTb, ocrabneHve y3noB WM KpenaeHui,
BO3/eliCTBME BMOpaLWK, NCTUPaHVE UIN OTKeNBaHWe MapKupOBOK, YXYALLEeHWe CBONCTB MaTepuasioB nNpu JO/ITOCPOY-
HOM NPUMEHEHUN MeAMLMHCKOTo U3aenus.

C.2.22 Kakne mexaHW4yeckve cuibl MOryT BO3elicTBOBaTb Ha MeAULMHCKOE n3aenve?

PaccmaTpuBaemble hakTopbl: CBEAEHNUS O TOM. YNpaBAseT M MeXaHUYeCKUMN Cunamm, oKasblBaloWwmymMmn Bo3aeli-
CTB/E Ha MeULIMHCKOe n3fenne, TOIbKO No/b30BaTe b WK MoJsib30BaTeslb COBMECTHO C APYrMMU NhLamm.

C.2.23 Yem onpegensietcss CPOK CNYXObl MeANLMHCKOro nsgenns?

PaccmaTpusaemble (hakTopbl: CTapeHne U3fennsa U UCTOLLEHUE 3/1IEMEHTOB MUTaHUS.

C.2.24 T1peHa3HavyeHo M MeAuLuHCKoe nsgenve oasa o4HOKPaTHOro npuMeHeHna?

PaccmarpriBaemble (hakTopbl: BO3MOXHOCTb CamOIMKBMAALUN MEAULMHCKOTO U3Aenns nocre npuMeHeHus;
Hannyme ykasaHuii Ha To, YTO AaHHOe u3genue yxe 6b110 NPUMEHEHO.

C.2.25Heo06x04MMbl 1 6€30MaCHbI AEMOHTAX UIN YTUIM3aLNS MeAULUHCKOTo n3aenna?

PaccmaTpuBaemble hakTopbl: OTXOAb!, BO3HMKAIOLLME Npu yTUAU3aumMm MeauumMHCKoro nsgenvs. Hanpumep, cne-
[yeT OTBETUTL Ha BONPOC, COAEPXUT N1 flaHHOe U3[enne TOKCUYHbIE WV ONacHble BelecTsa Um BelecTsa, NpurogHele
AN nepepaboTku.

C.2.26 Heo6xoauMbl 1 crieymanbHoe o6yyeHune uam cneunanbHble HaBblkU 415 MOHTaXa Uin NpuMeHeHuns
MeMWLMHCKOro n3genna?

PaccmaTpusaemble (hakTopbl: HOBM3HA MEAULMHCKOTO U3LE/NA: HABbIKU U 3HaHUS,, HEOBXO4MMbIEe A1 MOHTaXa
[aHHOro usgenus.

C.2.27 Kakasi nHchopmaumsa no 6esonacHoMy NnpuMeHeHWo byaeT npeAocTaBieHa nosb3oBatento?

PaccmatpuBaemMble hakTopbl:

- cBefleHns 0 ToMm. ByaeT N nHdopMauma npefocTasfieHa KOHEYHOMY M0/1b30BaTesio HenocpeACcTBEHHO U3ro-
ToBMTENEM WM ByAyT 3afeicTBOBaHbl Apyrue nuua, Hanpumep CneunanncTbl N0 MOHTaKy/yCTaHOBKE. MOCTaBLLyKM
MEAMLMHCKNX YCNYr, MEAULIMHCKME PaboTHVKM nnn hapMaLleBThl, U Kak 3TO NOB/IMSAET Ha 0byYeHwe;

- MHhOpMaumMsi O nNyckoHanadouHblX paboTax (BBOAE B 3KCn/yaTauuio) U nepejave uU3genus KOHEYHOMY
nonb3oBaTenio, a Takke O LenecoobpasHOCTU/BO3MOXHOCTU MOHTaXa /fMuamu, He WMEWWMN  CrneunasibHbIX
HaBbIKOB;

- CBeAeHVA 0 HeO6X0AMMOCTU NepeobyyeHns uan nepeatTecTalymn onepaTopos Wan 06CYXMBAIOLLETO NepcoHa-
na ncxoaa M3 npefnonaraemMoro Cpoka Crayxobl n3genms.

C.2.28 ByayT i1 Heo6Xxo0AUMbI pa3paboTka 1 BHeApeHNe HOBbIX MPON3BOACTBEHHbIX NPOL,ECCOB?

PaccmaTprBaemble (hakTopbl: HOBble TEXHOMOTMN WM HOBblE MacLUTabbl NPOVN3BOACTBA.

C.2.29 3aBMCUT NN ycnelwHoe NpYMeHeHne MeAWLUHCKOTO M3genus oT YyenoBeyeckoro dpaktopa, Takoro
Kak nonb3oBaTeNbCKuii UHTepheinc?

C.2.29.1 MoryT 11 0CO6EHHOCTU KOHCTPYKLUM NO/Ib30BaTE/IbCKOrO0 MHTepdelica npuBecTn K owunbkam
npuMeHeHna?

PaccmaTpuBaemble (hakTopbl: OCOBEHHOCTM KOHCTPYKLMW MO/b30BATENbCKOrO WHTepdeiica, KoTopble MOryT
NPMBECTM K owmbKam npumeHeHusi. K HAM OTHOCAT: 3/1eMeHTbI YNpaBieHuss Wiv UHANKATOPbl, UCMO/Ib3yeMble CUMBO/Ib,
3pProHOMUYeCcKMe CBOICTBA, AW3alH U3L4ena U CXeMy PacrnofiOXEHUs 3/1EMEHTOB YNpaB/eHUs, nepapxuio AencTBuii,
MeHI0 411 U3AeNniA C NPOrpaMMHbIM YrpaB/eHVeM, HarIaAHOCTb NPeaynpexaeHVii, XOPOLLYO C/bILUMMOCTb CUTHaUTOB
TPeBOrn, CTaHJapTHble LBETOBble KoAbl. JOnoNHUTENIbHOE PYKOBOACTBO MO 3KCM/yaTalMOHHOW NpUrogHocTm cm. [12],
no cuctemam curHasmsauum — [13].

C.2.29.2 icnonb3yoT N MeAuLMHCKOe n3genve B cpefe, B KOTOPOK oTBNekatoLwmne hakTopbl MOryT NPUBECTU
K OLIMBKaM NpUMeHeHnsA?

PaccmatpuBaemble thakTopsbl:

- NOCNeACTBUS OLUMOOK NPUMEHEHWS;

- CBeAEHVSA 0 TOM. ABNSIOTCA /1N OTBMEKaoLWwye hakTopbl NPUBbLIYHLIMK AN NOSb30BaTeNs;

- BEPOATHOCTb NOSABMEHNA PefiKO CyHaloLWMXCA OTBEKAOLWMX (haKTOPOB.

C.2.29.3 NmeeT i1 MeULMHCKOE n3fenime CoeAUHUTE IbHbIE YacTu UAN NPUHAANEXHOCTN?

PaccmatpuaeMble hakTopbl: BO3MOXHOCTb HEMpaBU/IbHbIX COeAMHEHUN, CXOACTBO C COEAVHEHVUAMU B APYrux
n3genusix, NPOYHOCTb COoefMHeHns, obpaTHasi CBA3b MPU MOBPEXAEHWUN COeAVHEHMUS, a Takke CAULIKOM MPOYHOe Wn
HeAoCTaTO4YHO MPOYHOE COeAnHEHMe.
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C.2.29.4 imeeT M MeuUUHCKOe n3aenne ynpaensawwmii uHTepdeinc?

PaccmaTtprBaemble (hakTopbl: NPOCTPAHCTBEHHOE pacrnpefefieHne 3/1eMEeHTOB yNpaB/ieHus, UX KoAupoBaHue,
rpynnupoBKa, CXema NpPOCTPaHCTBEHHOrO pacrnpefesieHus, pexumMbl 06paTHoOV CBA3W, rpyoble OLNGKWM, He3HauMTesb-
Hble npomaxu, gudepeHumauma ynpasneHusi, ka4ecTBO U306paxeHuii, HanpasieHne akTMBMPOBaHWUA WAN U3MeHe-
HUS,, AUCKPETHOCTb UM HeNpepbIBHOCTb (PYHKLMOHWPOBAHWUA 3/1EMEHTOB ynpasfieHns, 06paTMMOCTb HacTpPoeK Wn
[EeRCTBUIA.

C.2.29.5 ImeeT N1 MeanunHCKOe n3genue yHKUNI0 oTobpaxeHus nHdopmaunmn?

PaccmaTprBaeMble (hakTOpbl: Kau4eCTBO M306padKeHWsi B PasHbIX YCNOBUSX; OpPUEHTaLys, 3puTesibHble Crnoco6-
HOCTW MOJIb30BaTeNA: CTEMNeHb 3ano/iHeHNs aKpaHa MOHWTOpPa W NepcrnekTMBHOe M306paxeHue; YeTKOCTb npejacTas-
NeHHOM MHopMaLmn: eauHNLBl 0TOBpakeHUs WHdopMaumK; LBEeTOBble KOoAbl; AOCTYN K Hanbosee BaXHOW UHAGOp-
Mauuu.

C.2.29.6 meeT 1 MeULMHCKOE U3feNine MeHI0 ynpasieHunsa?

PaccmatpuBaeMble (hakTopbl: CIOXHOCTb 1 YMC/IO YPOBHE MEHI0, 0CBEAOM/IEHHOCTb NO/b30BaTENsA O COCTOSA-
HUW MEHI0, PacnooXeHNe HacTpoek, Cnocob nepemelleHVss Mexgy obbekTamu, YAC/IO LIaroB B OAHOM [elcTBuUM,
npo6nembl YeTKO MocnefoBaTeNbHOCTW AENCTBUI U 3aMOMUHAHUS, COOTHOLLEHWE BaXKHOCTU W JOCTYMHOCTY (hyHKLMM
ynpas/ieHns, a Takxe B/MsHME, OKa3blBaEMOE OTK/IOHEHUAMMW OT YCTaHOBJ/IEHHbLIX OMepaLyoHHbIX npoLeayp.

C.2.29.7 byaeT N1 MeAuLMHCKoe n3genne npuMeHsaTbCs Mnuamm ¢ ocobbiMy noTpebHoCTAMMK?

PaccmaTtpuBaemble hakTopbl: Npenonaraemblii Nofb3oBaTeslb, ero YMCTBEHHblE CMOCOBGHOCTM 1 hu3ndeckme
BO3MOXHOCTU, HaBbIKU W MOArOTOBKA, 3PrOHOMUYECKME acnekTbl, cpefa NPpUMeHeHUs, TpeboBaHus K ycraHOBKe/MOHTa-
Xy. CMOCOGHOCTb NauueHTa ynpasisaTb NPUMEHEHNEM MEeAVLIMHCKOTO U3Aenns WM BO3[eiCcTBOBaTb Ha JaHHOe npume-
HeHne. Ocoboe BHUMaHWe cnefdyeT yAensaTb Nonb3oBatenaM co cneuuduyeckumm noTpebHOCTAMU, TakuM Kak 1vua ¢
OrpaHMYeHHbIMU BO3MOXHOCTSIMU, NOXUW/ble Noan 1 fetn. K cneuudmyeckum noTpebHOCTAM MOXHO Takke OTHEeCTM
NoTPe6HOCTb B JONOMHUTENBHOM NOMOLLM APYroro fivua B npouecce NpPUMEHEHWs MeauuuHCKoro usgenus. Cnegyet
paccMoTpeTb BO3MOXHOCTb MPUMEHEHNS MeAMLMHCKOro U3henus NnuamMmn ¢ pasHbiM YPOBHEM MOArOTOBKM W Ky/NbTyp-
HbIMW OCOBEHHOCTAMM.

C.2.29.8 MOXHO NM KUCNOMb30BaTb MNO/b30BATENbCKMI  UHTepdeiic ANA WHWLUMUPOBAHUS AelCTBUl
nonb3osarens?

PaccmaTprBaeMble (hakTOpbl: BO3MOXHOCTb MHULIMPOBAHNSA HaMepeHHbIX AeliCTBUIA Nonb3oBaTens 41a Bxoja B
ynpaBnsiemMblii pabounii pexuM, 4To yBeMUYMBaeT PUCKU NS NauueHTa; OCBeAOM/IEHHOCTb NOSb30BaTENS B AAHHbIX
obcTosATeNbCTBAXx.

C.2.30 icnonb3yT N B MEAULMHCKOM U34EeNUN CUCTEMY CUTHaNM3aunn?

PaccmatpuBaeMble (hakToOpbl: PUCK MOAAYN NTOXHbIX CUTHANIOB TPEBOrW, HecpabaTbiBaHe CUCTEMbl CUTHaM3a-
UMK, OTCOeAMHEHNE CUCTEMbI CUTHAUTM3AUMUW, HEHAAEXHOCTb YAa/IeHHbIX CUCTEM CUTHa/IM3aLUuMK, a Takke BO3MOXHOCTb
MOHNMaHNA MEeAWNLMHCKUM NEPCOHaIOM MPUHLMMOB paboTbl CUCTEMbI CUrHaM3aumn. PyKoBOACTBO MO cUCTEMaM Cur-
Hanm3auum npueegeHo B [13].

C.2.31 KakoBbl cNOCO6bI HENPABU/ILHOTO MPUMEHEHUSA MEAULMHCKOro n3aenna?

PaccmaTtprBaemble hakTopbl: HemnpaBu/bHOE MPUMEHEHWE nepekoyaTeneli; BbIXOA4 W3 CTPOSi CUCTEMbI
cUrHanmsauum Mam aneMeHToB, obecneymsarolmx 6e30NacHOCTb NPUMEHEHNS; NpeHe6pexeHne pekomeHgaLnaMm
N3roTOBUTENSA B OTHOLLEHUWN TEXHUYECKOTO 0BCYXNBAHWS.

C.2.32 O6ecneunBaeT NN MeAULUHCKOE n3genne XxpaHeHune AaHHbIX, BaXHbIX 415 BeAeHUa naumeHTa?

PaccmatpuBaeMble hakTopbl: NOCNEACTBUA U3MEHEHUS WIW UCKEXKEHUS AaHHbIX.

C.2.33 ABnsAeTca N MeanLMHCKoe n3genne MobunbHbIM UAN NOPTaTUBHLIM?

PaccmatpuBaeMble hakTopbl: HEOGXOAMMbIE 3aXKWUMbl, PYKOATKM, Ko/eca, TOpMO3a, MeXaHuyeckast ycToium-
BOCTb W MPOYHOCTb MEAULMHCKOTO U3aenus.

C.2.34 3aBUCMT NN MpPUMEHEHME MEeAMUMHCKOTO U3A4enns OT ero BaXHeWWuX IKcnayaTauMoHHbIX
XapakTepucTuk?

PaccmatpuBaemble (hakTopbl: BbIXOAHbIE XapakTepPUCTUKW U3Aenuii, obecrneuvBalowyx XusHeobecneyeHme
opraHusma; cpabartbiBaHMe CUCTEMbl CUrHaM3ALU.

B (1J paccmoTpeHbl BaXHEWLLMEe 3KCNIyaTauyoHHble XapakTepUCTUKN MeANLMHCKUX 3NeKTPUYECKUX U3genuii n
MEANLIMHCKMX 3N1EKTPUYECKNX CUCTEM.
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MpunoxeHue D
(cnpaBoyHoe)

KoHuenumn pucka, NPUMEHNMbIe K MEAULMHCKUM U3Lennam

D.1 O6Lume nonoxeHus

[laHHoe npunoxeHne CoAepXUT PyKOBOAALLME yKa3aHWs MPUMEHUTENIbHO K CNefylowmnm KOHLUENUusam pucka,
BaXXHbIM [N151 MEHeKMEHTa prcka MeANLIMHCKUX W3LeNnnii:

- ONACHOCTY ¥ OMacHble cUTyauum:

- onpefeneHne pucka:

- AONYyCTUMOCTb puCKa.

- ynpaB/fieHye p1UCKOM:

- aHanM3 COOTHOLLEHWA PUCIOTIONB3A;

- BCECTOPOHHee OLieHMBaHWe pricka.

TepMuH «puck» onpefeneH B 2.16 kak «coyeTaHne BEPOATHOCTU NPUYNHEHNS BPeAa U TSXEeCTV aToro Bpeaa». Ho
9TO He 3HAUMT, YTO A/1A ONpefeneHns BEMNYMHbI puUcka AaHHble (hakTopbl ciefdyeT NPOCTO NepeMHOXUTb. OgHUM 13
CNoco60B ONMCaHUsl puUcKa WU BM3yanbHOTO BOCMPOW3BELEHUS CMbICMA, 3a/I0KEHHOTO B €ro onpeAeneHun, SBnseTcs
NoCTpOeHWe ABYMEpHOIi AnarpaMmbl purcka.

[narpamma pucka, Kak nokasaHo Ha pucyHke D.1, obecneuvBaeT BU3yasibHOe NpeAcTaBfeHVe TAXeCTU Bpeda
no ocv X 1 BEPOSATHOCTV HACTynneHus Bpefa no ocu Y. [inA Kax[ol onacHOCTV WM ONacHOW CUTyauyn 4uCnoBOe
3HauyeHWe, paccuMTaHHOe UCX0AA U3 TAXECTW BpeAa U BEPOATHOCTU MPUUMHEHWUS Bpefa, HaHOCAT rpadmyecku Ha
AnarpaMMy pucka B Bufe OTAE/bHOM ToUKM. B 3TOM npumepe Ha guarpammy HaHeceHbl PUCKW, BEMYMHA KOTOPbIX
yxe onpegeneHa (/?,. R2. 43,...).

YCNnoBHble 0603HAYEHNS:

X — yBe/nnueHmne TSKECTN Bpeaa:

Y — yBennueHne BEpOSITHOCTU MPUYUHEHUS
Bpesda

PucyHok D.1 — lpumep gnarpamMmbl pucka

D.2 OnacHocTu v onacHble cutyauum

D.2.1 O6wme nonoxeHus

MeguumHckoe wu3genue npuYnHAEeT Bped TO/bKO B TOM C/lyyae, Korja BO3HMKaeT nocnefoBaTteflbHOCTb CObbl-
TUIA. NPMBOAALLAA K ONacHOl cuTyauun n BNOCNEeACTBUM K NpUUMHEHMO Bpeaa. MocnefoBaTeflbHOCTb COObITUIA MOXeT
BK/IIOYATb Kak OTAENbHOe COObITME, Tak U KOMOGMHaUMo cobbiTuiA. OnacHasi cuTyauus ckiafblBaeTcs, Korga Jioau,
MMYLLEECTBO WM OKpYyXatoLlas cpefa noAsepraroTcs ONacHOCTU.

MpunoxexHne C cofepxuT PyKoBOAALLME yKa3aHUsi B BUAE BOMPOCOB, Ha KOTOpble HEO6XOAMMO OTBETUTb AN
onpefeneHns XapakTepucTuk MeaULMHCKAX W3AeNnid, BAUAIOWMX Ha 6e30MacHOCTb WX MNpUMEHeHWs, 4To OyaeT
cnoco6CcTBOBaTL MAEHTUHMKALMU BO3MOXHBIX OnacHocTeid. MpunoxeHne E cogepXut pykoBoAsLMe yKasaHWs OTHO-
CUTENBbHO WAEHTUMKaLMKM ONacHOCTen 1 nocnefoBaTeNlbHOCTel COObITUIA, KOTOpble MOFYT MPMBECTU K ONAcHOM
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cutyaumn. lMpunoxeHne H coaepxuT pykoBOASLWME yKa3aHWA Mo uaeHTudumKaumym onacHocTeld U nocnegoBatesb-
HOCTeli CO6bITUIA, KOTOPble MOTYT MPMBECTW K OMACHBIM CUTYyaLVsIM U MPUYMHEHWUIO Bpefa B OTHOLUEHUM MeAULHCKUX
n3genuii 4N AUarHoCTVKuM in vitro.

Heo6x0A1MMO NoAYEepKHYTb, YTO OMaCcHbIe CUTyaLun MOryT BO3HUKaTb faxke B OTCYTCTBUE OTKa30B, T. €. B YC/IOBUAX
HOPMasIbHOr0 NPUMEHEHUS MEeAMLIMHCKOro U3genus.

D.2.2 OnacHble cutyauuu, ABNAOLLMECS CeACTBUEM OTKa30B MeANLMHCKOTo n3genns

0.2.2.1 O6wpme NoNoxXeHnsa

B cnyuyae, korga onacHas cUTyauus BO3HUKAeT BC/EACTBME OTKasa MeAMLUMHCKOro usgenus, crefyet pasnnyarb
BEPOATHOCTb OTKa3a U BEPOATHOCTb NpUUMHeHUs Bpeda. OTkas MeauLMHCKOro U3fenusa He Bcergja npuBoAvT K BO3HUK-
HOBEHMIO ONACHOM cUTyaLumn, Tak Xe Kak 1 onacHas cuTyauus He Bcerga NpuBOAUT K NPUYMHEHWIO Bpeaa.

Ocoboe BHVWMaHue cnefyeT yAenaTb OnacHbIM CUTyauusMm, SBNAIOLWMMCSA CNefCcTBUEM OTKA30B MeAMLMHCKOro
n3genusa. BaxHo NoHMMAaTh, YTO. Kak npaswio, 6biBaloT ABa BuAa 0TKa30B, KOTOPbIE MOTYT NMPUBECTU K BO3HVKHOBEHUIO
OMacHol cuUTyauuu: ciyyaiHble 1 cuctemaTmyeckne oTkasbl.

0.2.2.2 OnacHble cutyaLuu, aBAatoLWmecs cefcTBMEM CyYaliHbiX 0TKa30B

B OTHOLIEHUN MHOTMX COGbLITUIA BEPOATHOCTM BO3HUKHOBEHUS OTKA30B MOXHO NPUCBOWUTbL YMC/IOBOE 3HAYEHMWE.
HekoTopble mpumepb! CiyvaliHbIX OTKa30B:

- 0TKa3 YyacTu U3f4enus, Hanpumep UHTerpasibHoOl CXeMbl B 3/1IEKTPOHHOM 6/10Ke;

- NoJlyYeHne HeBepHbIX pesysibTaToB M3-3a 3arpsA3HeHns usaenus BcnefcTeme ctapeHns [VD-peareHTa (peareHta
LN AUarHoCTUKM in vitro);

- 0TKa3 u3-3a Haamuus Bo3byauTenein MHeKUin Namn TOKCUYHBIX BELLLECTB B/HA MeAULVHCKOM usgenuu. Konvue-
CTBEHHOE onpegeneHne 6GMOMNOrMYECKUX PUCKOB BO3MOXHO TOMbKO B TOM C/y4ae, Korja umeeTcs gocTaToyHas
MHhopMaLmsi 06 OMacHOCTM ¥ 06CTOATENbCTBAX, B/IMAIOWMX Ha BEPOSITHOCTb BO3HWKHOBEHWSI OMAacHON CcuTyaumw,
Hanpvumep, npyu obecnevyeHnn CTePUNbHOCTU. 3Ty CUTyaLMio MOXHO TpaKTOBaThb Tak Xe. Kak c/yvaiiHblil 0Tkas anna-
paTHoro o6ecneyeHus. Bo MHOTMX ApYrux cayvasx Hannune Bo3byavteneil HeKLMiin M TOKCUYHBIX BELLEeCTB cefyeT
paccmaTtpumBarth Kak cucteMatnyeckmin otkas (cm. D.2.2.3). Puck, BO3HMKalOWMA M3-3a HaNMumst TOKCMYHOTO BeLlecTsa
B Martepvasie n3fenus, cnegyet onpeaenatb B COOTBETCTBUM C [14]. Sro MOXeT rapaHTUpoBaTtb, YTO OXugaemas cre-
neHb NpUYMHEHUs Bpefa OT NPUMEHEeHUs MeULMHCKOrO U3fenns HUuxe TOW, KoTopas CnocobHa NpUUMHWUTL Bpes,
3[10pOBbLI0 MOJIb30BATENA.

0.2.2.3 OnacHble cuTyauuu, ABASOLWMECA CIeACTBUEM CUCTEMATUYECKMUX OTKa30B

CucteMaTnyecknii oTkas rokeT 6biTb pe3ynbTaTtoM OWMOKMA NpU OCYLLEeCTBIEHNM N060r0 BUAA AEeSTeNIbHOCTU.
OnpefeneHHoe coyeTaHne BXOAHbIX AaHHbIX UM YCNOBUIA OKpyxatolei cpedbl byaeT cuctemaTnyeckn npuBoAnTb K
0TKasy MeAVLMHCKOrO U3fenus, Toraa kak B APYrux ciyyasx oTkas He npousoigeT.

Ownbkn, NpuBoOAALLME K CUCTEMATMYECKMM OTkasaM, MOryT 6blTb Kak B annapaTtHOM, Tak U B NpPOrpaMmHOM
obecneyeHun n Ha nwo6oOV CTagum paspaboTKM, W3rOTOBMEHWUA W TEXHUYECKOTOo O6CNYyXMBaHWUSA MeAWLMHCKOro
n3genusa. Hekotopble NpUMeEpPbl CUCTEMATUYECKUX OTKA30B:

- HEBEPHO pacCyMTaHHbI NnaBkuii NpeAoxpaHuTeNlb He NO3BOMSET NPefoTBPATUTL ONAacHyl cuTyauumio: napa-
MeTpbI MNABKOro NpefoXpaHUTenst MOram 6biTb HEBEPHO OMpefesieHbl NN HenpaBuIbHO YCTAHOBIEHbI NPU N3roToBIe-
HWW. UM HENPaBWU/IbHO 3aMeHEHbl NPU PeMOHTe:

- B 6ase fjaHHbIX NPOrpaMMHOro obecrneyeHns He NpeycMOTPEHO COCTOSIHWE 3an0/IHEHHOCTU: ec/in 6a3a AaHHbIX
3anosiHeHa, TO HesACHO, YTO AenaTb NporpaMMHOMY o6GecneyeHunio; BO3SMOXHBIM CleACTBMEM MOXET cTaTb yaaneHune
MMEILLMXCA 3annceil B LiefaxX BbICBOOOXAEHNST MecTa A1 HOBbIX 3anucei;

- XWUAKOCTb, UCMNOMb30BaHHAA NPU U3roTOBIEHUN MEAMLIMHCKOTO U3AeNns, UMeeT TOUKY KUNEeHWs Huxe Temnepa-
Typbl Tena yenosBeka: OCTaTKM XWUAKOCTU MOIYT Npu onpefesieHHbIX 06CTOATeNbCTBaX NONacTb B KPOBb W. BO3MOXHO,
nNpuBECTN K aMBONNN:

- aHTUTena B Npobe Ha renatut He pacno3HatT HEKOTOPble (HOBbIE) BUAbI BUPYCOB;

- HeaflekBaTHOe ynpaBs/ieHve OKpyxXatoLLlei cpefoli unm cooii B cucTteMax ynpasieHns okpyxatoLein cpefoii npu-
BOJMT K 3arpsi3HEHUNI0 JaHHOV cpebl TOKCUMYHBIMK BellecTBaMu Uan BO3GYyANTENSMU MHCEKLWA.

TouHoe onpejesieHne 4acToTbl CUCTEMATUYECKUX OTKa30B 3aTpyAHWUTENIbHO B NEPBYIO ovepefb No CnefytoLmm
npuunHam:

- U3MepeHmne YacToTbl CUCTEMATUYECKMX OTKA30B TpebyeT 60/bLUMX 3aTpaT YesloBeUeCKX 1 AeHEeXHbIX PecypcoB.
[locTmxeHne npuemnemoin [J0CTOBEPHOCTU Pe3ysibTaToB HEBO3MOXHO 6e3 Hasmuusi NoApOo6HbIX JaHHbIX O YacToTe
0TKa30B WM 6e3 3HaHWS MapameTpoB, OTHOCALUMXCS K YNPaBEHNI0 PUCKOM:

- He [JOCTUIHYTO corfiacus No MeToAy KO/IMYECTBEHHOIO ONpeAeneHns YyacTtoTbl CUCTEMATUYECKUX OTKa30B.

MockonbKy KOoMMYecTBeHHOe ornpejesieHne pucka B JaHHbIX 06CTOsATeNbCTBax 3aTpyAHEHO, TO 415 npefoTepa-
LLEHNA OMAaCHbIX CUTyauuii NpesnoYTUTeNbHO NPUMEHeHNe POBacTHLIX CUCTEM.

D.3 Onpegenexune pucka

D.3.1 O6Lwwume nonoxeHus

[na onpegeneHns prcka MOXHO MCMOMb30BaTh pasHble MeToAbl. HacToswmiA cTaHgapT He TpebyeT npumeHe-
HUS KOHKPETHOrO MeToja onpefesieHns pucka, Ho OH TpebyeT npoBefeHWs npouecca onpefeneHus pucka (cm. 4.4).
Mpy Ha/ UMM HEOBXOAMMBIX JaHHbIX NPeAnoyYTUTE/IbHEE OCYLLECTBATL KONIMYECTBEHHOE ONMpejesnieHne prucka, OfHaKko
Aaxe B OTCYTCTBME 3TUX faHHbIX 415 ONpefeneHns pucka fJOCTaTOuHO NPUMEHEHNS KavyeCTBEHHbIX METOLOB.

25



FOCT PNCO 14971 — 2009

KoHuenuusa pucka sBnseTca KoM6uHaumen cneyowmx AByX COCTaBSOLWMX:

- BEPOATHOCTM NPUYMHEHUS Bpeaa:

- NOCNEeACTBUIA MPUYMHEHHOTO BPeAa, T. €. ero TSHKECTU.

Mpu onpegeneHun pucka cnefyeT paccMmaTpusath:

- MHUUMMpYyoLLee cobbITre WM 06CToATeNbCTBO [cM. E.3 (npunoxexue E)];

- MocnefoBaTeNIbHOCTbL COObITUNA, KOTOpash MOXET MPUBECTU K BO3HMKHOBEHWIO OMACHOW cuTyauumu;

- BEPOATHOCTb BO3HMKHOBEHWUSA Takol cuTyauumu;

- BEPOATHOCTb TOrO, YTO OMacHas cuTyauusi NpuBeLET K NPUUYMHEHNIO Bpea.

B 3aBMCMMOCTM OT 06/1aCTU NPUMEHEHUS BO3MOXHO PACCMOTPEHME TOSIbKO HEKOTOPbIX 3/1IEMEHTOB npoLecca
onpefeneHva pucka. Hanpumep, B Tex cnydyasx, Korja Bpef MUHWMasIEH WM BEPOATHOCTb NPUUMHEHUS Bpefa He
MOXeT 6bITb OnNpefeneHa, HeT He06X0AMMOCTU UATU Aasiblle NepBUMYHOTO aHan3a OnacHOCTY U ee NocnefCcTBUA.

Puck cnepgyeT onpefensiTe B BbIpaXXeHUsAX, 06/1ErYatoLLmX NPUHATAE PELLEHWA NO YNpaBiEHNIO PUCKOM, Hanpymep
MCNO/Mb3yA LIKasbl U eAUHMLBI U3MEPEHNS Bpefa W BEPOSTHOCTU NMPUYMHEHWS Bpeaa, oTpavkatolve akTmyeckoe npu-
MeHeHve npolecca onpegeneHns pucka. Npu aHanmse pucka ero coctasnsiolime, a UMEHHO BEPOATHOCTb U TSXKECTb,
cnepgyeT aHa/M3MpoBaTb OTAENbHO.

[lnarpamma puCKOB, kak NokasaHo Ha pucyHke D.1. oTob6paxkaeT pucku, KOTOpble onpefeneHbl, YTo UMeeT 3Have-
HVe AN JasibHeliluero NPUHATUA peLleHnii. PUCKM HaHOCAT Ha guarpamMmMy no Mepe ux onpefesieHus. Martpuupbl pucka,
co3fjaHHble Ha ocHoBe pucyHka D.1. ncnonb3oBaHbl B NpuMepax, NPUBEAEHHbIX B HACTOALLEM MPWUIOXKEHUN. DTO He
03HaYaeT, YTo JaHHbIA METOZ NPYMEHUM KO BCEM MEAULMHCKUM U3Ae/MAM, OGHAKO OH MOXeT ObiTb NMosie3eH BO MHOTUX
cnyyasx. Ecnn guarpamMmmy puckoB nnm MaTpuLy pUCKOB MCMONb3YIOT ANA rpajauuy pUcKoB, TO NPYMEHEHVE anarpaMmbl
NN MaTpuLibl KOHKPETHOTO pucKa A1 KOHKPETHOro ciyyas (C COOTBETCTBYIOWMMU PasbACHEHUSAMU) [O/MKHO ObiTb
060CHOBaHO.

D.3.2 BepoATHOCTb pucka

D.3.2.1 O6Lwue nonoxeHns

B KOHKpPETHbIX 06CTOATENLCTBAX NPU HA/IMYMN HEOBXOAMMbIX Aa@HHbIX NpefnovTUTENbHbIM ABNAETCA paspene-
HVe ypoBHeli BEPOATHOCTM pUCKa MO KO/IMYECTBEHHbIM XapakTepucTukam. Ecim 370 HeBO3MOXHO, TO M3roTOBMTENb
[OMKEH NpefocTaBuTb ONUCaHVWe MO KayeCTBEHHbIM Npu3Hakam. Xopollee OonucaHue No KauyeCTBEHHbIM Npu3Hakam
flyyle HEeTOYHOro OMnMcaHus MO KO/IMYECTBEHHbIM XapakTepucTvukam. [lpu pasgeneHvnn ypoBHeli BEpOSTHOCTW pucka
N0 Ka4eCTBEHHbIM NpU3HaKam M3roToBUTE/lb MOXET WCNOMb30BaTb AECKPUNTOPbI, NpefHa3HayeHHble AN15 KOHKpeT-
HOr0 MeAWLIMHCKOro M3fenms.

D.3.2.2 OnpepeneHvie BEPOATHOCTU pucka

HecmoTps Ha TO. UTO haKTUYeckn BEepOSITHOCTb NpefcTaBnseT coboii HenpepbiBHOE MHOXECTBO, Ha MpakTuke
MOXHO WCMNOMb30BaTb [AMCKPETHOE 4YMCNO YPOBHEW. B 3TOM cfyyaB MW3roTOBUTENb HA OCHOBE MpeAnonaraemoi
[IOCTOBEPHOCTU OMpefeneHnsi BeposTHOCTM puUCKa pellaeT, CKOIbKO YPOBHeW BEPOSITHOCTM Heo6xoaumo. Yem
6onble npeanonaraemas AOCTOBEPHOCTb, TeM 60/blue YpoBHel BEpPOATHOCTM Heo6xoAMMO Mcnosb3oBaTb. Ans
o6n1er4yeHns NMPUHATUA peLleHnil cnefyeT UCNo/b30BaTb, Kak MUHMMYM, TPU YPOBHSI BEPOATHOCTW. YPOBHW MOTYT 6bITb
onucatesnbHbIMW  (PUCK  MasIOBEPOATEH HA MPOTSXKEHUN XWU3HEHHOTO LMKIa MeAULMHCKOro u3aennsi, BeposTHOCTb
BO3HVKHOBEHMWS pPUCKA — HECKO/IbKO pPa3 Ha NPOTSKEHUWN XM3HEHHOTO UMKIA W3LeNnus, BEPOSATHO 4acToe BO3HWKHO-
BEHWe pucka 1 T.4.) Wn MoryT 6bITb BbipaxeHbl cumBonamu (P1. P2 n 1. 4.). M3rotoBuTento cregyet 4eTKo onpeenuTb
YPOBHW BEPOATHOCTW, AN TOr0 YTO6bI He BO3HMKaNO nyTaHuLpbl. OCOGEHHO pe3ynbTaTkBHLIM COCOGOM SBNSETCA Onpe-
[efnleHne YNCOBbIX 3HAYeHUiA AN AUCKPETHBIX YPOBHEVA.

OnpejeneHne BepOSTHOCTY puUcKa BK/KOYAET Bce 0O6CTOATENbCTBA WM BCHO MOC/EA0BATENbHOCTL COOLITUMA, HAaun-
Has OT BO3HWKHOBEHWS NMepBOHAYasIbHOW MPUYUHBI U 3aKaHYMBasi NPUYMHEHWEM Bpefa. PaccMoTpeHne BeposTHOCTY
NPUYMHEHNs Bpefa CBA3aHO C BO3MOXHOCTbIO BO3HUKHOBEHWA ONAacHOCTW. Ecnm HeT onacHOCTW, TO He MOXET ObITb 1
Bpega. Takum obpasom, npu onpefenieHnn BePOATHOCTU NPUUYMHEHNA BpeAa HeobXOoAMMO YUYUTbiBaTb BO3MOXHOCTb
BO3HMKHOBEHWS OMNAaCHOCTW, YTO MofpasymeBaeT OTBETbI Ha CrefytoLLye BOnpochl:

- BO3HMKAET /I OnacHas cutyauus B OTCYTCTBME OTKa3a MeAULIMHCKOTO U3aenus;

- BO3HUKAET /1N OnacHas cuTyauus B YC/I0BUSIX OTKa3a,;

- BO3HUKAET /I OnacHas cuTyaumsi TONbKO B YCIOBUSAX MHOXECTBEHHbIX OTKa30B:

- HacKoNbkO BEPOSITHO, YTO OMacHas cUTyauusi npueedeT K NPUYMHEHNIO Bpeda.

Ha BepoATHOCTbL TOro, YTO onacHas cuTyauus npuBeeT K NPUYUHEHWIO BPeAa, BAUSIOT XWU3HEHHbIA LKA Meau-
LIMHCKOTO M3AE/NA 1 YNCA0 Takux U3fennii Ha pbiHKe.

[ina onpefeneHns BEPOATHOCTU pucka 0ObIYHO NMPUMEHSAIOT CeMb NOAXOAO0B:
1Cnosib30BaHNe COOTBETCTBYIOLLMX A@HHbIX, OTHOCALLMXCS K NCTOPUN MEAMLIMHCKOTO U3Aenns:
NpPOrHo3npoBaHne BEPOSATHOCTW pPUCKa C MUCMO/Mb30BaHWEM aHaIMTUYECKUX MeTOAO0B WM MOAENNPOBaHUA:
NCMoMb30BaHNe 3KCNepUMEHTaUIbHbIX JaHHbIX:

Mcrnonb3oBaHne nokasateneli HageXHoCTw;

MCMOMb30BaHNE AaHHbIX, MOJTyYEHHBIX B MPOLIECCe U3rOTOBMEHNS;
- UCNONb30BaHNe NOCTNPOU3BOACTBEHHOM WHhOpMAaLMK:
MCNoMb30BaHNE 3KCMEPTHbIX 3aK/TOUEHWIA.
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Bce 371 nogxofbl MOXHO UCNO/Mb30BaTb Kak N0 OTAENLHOCTM, Tak U B KOMOMHauuW. Mepsble TpK noaxoaa SBsHOT-
CS1 B3aMMOZOMO/HSAIOLMMU: KKAbIA U3 HUX MMEeT CBOW CWU/bHble W criabble CTOPOHbI. TaMm. rae BO3MOXHO, crefyet
MCNONb30BaTb HECKO/bKO NOAX0A0B. TakuM 06pa3soM MOXHO O6ecrneunTb HesaBMCUMYK NPOBEPKY OAHOT0 Mnoaxoaa
C NMOMOLLIbIO APYTUX, YTO CMOCOBCTBYET NOBLILEHNIO JOCTOBEPHOCTU Pe3y/bTatos. B cyyas, ecnv 3T NoaxoAbl Hesnb3s
MCMoNb30BaTb UM X NMPUMEHEHNE ABMAETCSA HELO0CTaTOYHbIM, CriefyeT MOMIOXUTLCA Ha 3aK/loYeHNe 3KCNepToB.

D.3.2.3 Pucku, BeposiTHOCTb KOTOPbIX HE MOXET 6bITb OonpegeneHa

JlocToBEpHOCTL onpefesnieHns BEPOATHOCTU pUCKa MOBbILLAETCH, Korja Ha OCHOBE TOYHbIX WU HafeXHbIX AaHHbIX
[IOXET ObITb NPOBELEHO KOMMYECTBEHHOE OMpejeneHne BEPOATHOCTU puUcka Wan Korga BO3MOXHO 060CHOBaHHOE Orl-
pefeneHve BEPOATHOCTU pPUCKa MO KavyeCTBEHHbIM npu3Hakam. OfHakKo 3TO He Bcerga ocyLlecTsumo. Hanpumvep, Bepo-
ATHOCTb CMCTEMATWUYECKNX 0TKA30B, Takux Kak onucaHHble B D.2.2.3. onpeAenuTb YpessbluaiiHo TpyaHO. Ecnm TouHOCTb
onpegeneHns BEPOSITHOCTU prcka CTaBUTCA MO COMHEHME, TO YacTo GblBaeT HEOOXOAMMO YCTaHOBWTb LUMPOKUIA Avrana-
30H BEPOATHOCTW pUCKa WM YCTaHOBUTb, YTO TOYHOCTb ONPeAeNeHns BEPOATHOCTU pUCKa He Xy)Ke HEKOTOPOI KOHKpeT-
HOVi BENNYMHBI. MOXHO MPMBECTM NPUMEPbI OMAaCHOCTEN, Korga oueHb TPYAHO onpeaennTb BEepOSTHOCTb pucka:

- 0TKa3 NporpaMMHOro obecneveHus;

- caboTax Wan HecaHKLMOHMPOBaHHOE BMeLLATENbCTBO B KOHCTPYKUMIO MEAULMHCKOTO U3fenus:

- HOBble ONacHOCTU, MPMPOoJa KOTOPbIX ellie MI0X0 U3yyeHa (Hanpumep, HefOCTaTOYHOe 3HaHWe VHULMPYIOLLEit
CNOCcOGHOCTY BO3OyAMTENS Takoro 3aboneBaHus, Kak rybuaras aHuedanonatus KpynHoro poratoro ckota, mellaeT Ko-
JINYECTBEHHOMY OMpeesieHnio pucka nepegayn JaHHoro 3aboseBaHus);

- HEKOTOpble TOKCUKOJIOTMYECKME OMNacHOCTW, Takue Kak Ha/inmyMe TeHOTOKCUYHbIX KaHLiepOreHHbIX BELecTs 1
CEHCMBMIN3ATOPOB, Korga GbiBaeT HEBO3MOXHO YCTAHOBUTb MOPOrOBYK BE/NUMHY BO3AEWCTBUS, HYDKE KOTOPOI He
HacTynaeT agotpeKT TOKCUUYHOCTW.

B oTcyTCTBME fAHHbIX O BEPOATHOCTY MPUYMHEHUS Bpeda HEBO3MOXHO ONpefennTb Be/IMUMHY prUcka U 06bIYHO
Heobx0AMMO OLeHMBaTb PYCK TONbKO Ha OCHOBaHWUM XapakTepa Bpeda. Ecnn mMoxHO caenatb BbiBOA O TOM. YTO onac-
HOCTb MUMEET He3HauuTeslbHble NpakTUYeckne nocneAcTBus, TO PUCK MOXET ObITb COYTEH AOMNYCTUMbIM U B Mepax no
yNpaB/IEHNI0 PUCKOM HeT HeobxogumocTu. OfHako [ANS 3HAYMTE/NbHbIX OMACHOCTEN, TakMx Kak nMpuBeAeHHble B
D.3.2.3. koTOpble MOrK 6bl NPUYUHUTL BPE, BbICOKOW CTEMEHN TSAXECTU, HE MOXET OblTb YCTAHOB/IEH YPOBEHb BO3AEN-
CTBWS1. COOTBETCTBYIOLLMI HACTO/IBKO HU3KOMY PUCKY, KOTOPbIM MOXHO 6bln10 6bl NpeHebpeyb. B Takux cryyasx BennumuHy
pucka cneflyeT onpefensiTb UCXOAS U3 BEPOATHOCTM BO3HWKHOBEHMSI Hambosiee HebnaronpusiTHOrO MPOrHO3MPYyemoro
BapuaHTa. B HeKOTOpbIX Cyyasx yAo6HO Mo yMOIYaHUIO YCTAHOBUTL 3HAaYEHNe BEPOATHOCTM OTKa30B, paBHbIM eauHuLe,
1 MepbI MO YNpasB/IEHNI0 PUCKOM OCHOBbIBATb Ha WCK/IHOHYEHNN ONACHOCTU, YMeHbLUIas BEPOATHOCTb Bpeaa A0 AonyCTu-
MOrO YPOBHSI UMM YMeHbLUAs TsxecTb Bpega (cm. D.4).

OG6bIYHO cUATaETCSA, YTO CyLlecTByeT obpaTHas 3aBWCUMOCTb MEX[Y OT/IaXEHHOCTLIO MPOLECCOoB, UCMO/b3ye-
MbIX NPW NPOEKTUPOBAHNN 1 pa3paboTKe CIOXKHbLIX CUCTEM, Y BEPOSTHOCTHIO BbISB/IEHNA WAN HEBbLISBMEHWUS CUCTEMa-
TUYECKMX 0TKa30B. YacTo LenecoobpasHo onpeaeintb He0OX0ANMYO CTerneHb OT/IAXKEHHOCTU npoLecca NpPoeKkTuposa-
HMS1 1 pa3paboTkm C y4eTOM TSHXEeCTU NOocneACTBUli CUCTEMATUYECKUX OTKA30B W pe3ynbTaToB Mep Mo ynpas/eHuto
PVCKOM, BHELLHWX MO OTHOLIEHWIO K MeAULIMHCKOMY U3Aennio. Yem Taxenee nocniefcTBus OTKasoB W He3HauyuTesbHee
pe3ynbTaTMBHOCTb BHELLUHMX Mep MO ynpaB/eHNI0 PUCKOM, TeM 60siee OTNIaXeHHbIM A0/MKeH ObITb NPoLecC NPOeKTMpo-
BaHUA W paspaboTku.

D.3.3 TaxecTb Bpega

AnAa pasfgeneHns TAXeCTM BO3MOXHOMO Bpefa Ha YPOBHW U3rOTOBUTENIO CrefyeT UCMOMb30BaTh AECKPUMNTOPbI,
noaxofswme ANa MeAuLMHCKOro nsgenus. MoHsATMe TskecTu Bpeda hakTUyeckn npefcTaBnseT coboit HenpepbiBHOE
MHOXECTBO, OAHaKO Ha npakTuke AN obnerdyeHus aHaaMsa MOXHO MCNO/b30BaTb AWCKPETHOE YMC/I0 YpOBHel
TSHKeCTU. B Takmx ciyyasx N3roToBuUTe b CaM ycTaHaB/IMBaeT HEOOX0AMMOE YUC/IO YPOBHEl TAXECTW 1 cnocob vx onpe-
AeNneHns. YPoBHN MOryT 6biTb onucatesbHbIMU (He TpebyeTca MeauLyHCKoe BMeLLaTenbCTBO, TpebyeTca MeauLmHeKoe
BMeLLaTeNbCTBO, TpebyeTcs rocnuTasin3aumns, BO3MOXEH NeTallbHblil UCXoA 1 T. 4.). OHM Takke MOryT ObiTb BbIpaXXeHbl
cumBoniamu (S1, S2 n T. f.). HO B TaKOM Crlyyae KakAblii CMMBOS AO/DKEH ObiTb YeTKO onpeferneH. B nwbom cnyyae
onpegeneHvie ypoBHel TAXECTU He AO0/MKHO BKKYATb Kakol-nmbo aneMeHT BeposiTHOCTU (CM. npumepsl B D.3.4).

M3rotoButento Heo6xoAMMo BblbpaTb ¥ 060CHOBATL YPOBHWN TSXECTU [/151 KOHKPETHOrO MeAWLMHCKOro usgenus
Npun YeTKO YCTaHOB/IEHHBIX YC/IOBUSAX €0 NPUMEHEHNS.

D.3.4Mpumepsbl

D.3.4.1 AHann3 prcka no KayeCcTBEeHHbIM Npu3Hakam

[Ans aHanv3a pucka Mo KauyeCTBEHHbIM MPU3HaKam MOXHO WCMO/b30BaTb HECKOSIbKO MOAX0A0B.  TUMUYHLIM
noAXoA0M siBfSeTcs npumeHeHne matpuusl Ny M gnsi onucaHns BEPOSITHOCTY U TSHKECTV prcka AN1A Kaxaoi onacHoi
cuTyaumn. OnpegenstoT N ypoBHell BEPOATHOCTM U M ypoBHel TsxecTu. Kaxablli aneMeHT Matpuupbl npefcrasnseT
co6oli noArpynmny MosIHOroO Habopa BO3MOXHbBIX PUCKOB. OfIEMEHTbI MaTpuubl 06pa3oBaHbl NepecevyeHveM Auana-
30Ha BO3MOXHbIX BEPOSITHOCTEN M AnanasoHa BO3MOXHON TsxecTu (BO3MOXHbIX NOcNeAcTBWiA). MpocTbiM NpuMepom
aBnseTca matpuya 3x3, OCHOBaHHas Ha onpefeneHusx, B3sATbix 13 Tabnuy D.1 n D.2. N3rotoButento cnepyeT faBatb
onpefieNleHNss B COOTBETCTBUM CO CNeundUKOli KOHKPETHOro W3fenus; onpefesnieHus [O/MKHbl 6blTb  HACTOMBKO
TOYHbIMMW, YTOObI MOXHO 6bl/I0 06ecneunTb BOCNPOU3BOAUMOCTL UX MPUMEHEHUS.
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Ta6nuya D.1 — YpoBHU TSHXECTU MO KAYECTBEHHLIM MPU3HaKaMm
OnpepeneHne TAXecTu Onucaxune

3HaunTenbHas CmepTb, UK yTpata (yHKUMIA OpraHusma, WM U3MeHeHue aHatomuyec-
KOro CTpoeHus Tena

YMepeHHas O6patumas unu HesHaumTeslbHast TpaBMa (MopaxeHue)
MpeHebpexumo manas OTcyTCcTBME TpaBMbl (MOPAXEHWUS) UM OYeHb He3HauuTeslbHas TpaBMa
(nopaxeHue)

Tab6nu ua D.2 — ypOBHVI BEPOATHOCTWN NO Ka4eCTBEHHbLIM NMPU3HaKam

OnpepeneHve BEPOSTHOCTU Onucawune
Bbicokas OueHb BEPOSITHBIN, YaCTO BCTpeyatoLuincsa puck
CpefHsis B03MOXHbI, HO He YacTbllii puck
Huskas OO6bIYHO HEBO3XIOXHbIA, PefKWil, OTAaNEHHbIA pUCK

Mpy 1cnonb3oBaHWK B CTPOKax MaTpulbl 0603HaueHWii BepOSTHOCTH, a B cTonbuax — 0603HaYeHN TSHKeCTM
MOXHO co34aTb MaTpuLy pucka 3x3. Pucku, KoTopble onpegeneHsl (A,. A2 A3,...). He06X0A4MMO 3aHeCT B COOTBETCTBY-
foLLMe 3n1eMeHTbl MaTpyLbl. MonyyYeHHbI pe3ynbTaT n306paxeH Ha pucyHke D.2.

YpoBHU TAXecCTu
no KauyecTBEHHbIM MpuU3Hakam

YpoBHU BEPOATHOCTU NO MpeHebpexnmo YMmepeHHasn 3HauuTenbHas
KaYeCTBEHHbIM NpU3HaKam manas
Bbicokast I r2
CpepHasa R* A5 «5
Huskas

PucyHok D.2 — lMpumep matpuupl prcka 3x3 Mo KavyeCTBEHHbIM Mpu3Hakam

0.3.4.2 NMonyKoNnn4yecTBeHHbI aHanm3

B AaHHOM NyHKTE NpviBeAeH NpuMep MOJyKONMYecTBEHHOro aHanusa. Lkana SBNSeTCS NOsyKonMYeCTBEHHOW.
T. K 3HaYeHUst BEPOATHOCTY onpefesnieHbl HETOYHO, HO M3BECTHO, YTO OHW HaXOAATCA B rpaHuULax KOHKPEeTHOro gvana-
30Ha (T. e. onpejesieH MOPAAOK Be/IMUMHLI). PelleHVsi NMPUHUMAIOT, COOTHOCS 3HAYEHUsi BEPOATHOCTU C YPOBHAMMU
TSDKECTW, & He C YMCMOBOIA LWkasiol. Ha npakTuke YypoBeHb TAXECTW peako onpefensieTcsi KOMMYECTBEHHO, T. K. 3TO
HEBO3MOXHO MO OTHOLLEHMIO K TakVM COObITUSIM, KaK JleTaslbHblii UCXO[, CTOMKOEe HapylueHue COCTOSIHWS 3[40POBbS
WK NOpadkeHue, yrpoxaroliee X1sHu.

B jaHHOM npumMepe MUCnosb3yoT MaTpuLy pucka 5x5. YPOBHU BEPOATHOCTU M TSAXKECTU YCTAHOB/IEHbI B TabnmLax
D.3 1 D.4 cOOTBETCTBEHHO.

Ta6nuya D.3— MATb ypOBHEN TAXECTU NO KAYECTBEHHBIM MPU3HaKam

OnpepeneHne TAXECTH OnucaHue
KatacTpodmyeckas Befer K cMepTv nauveHta
Kputuueckas BeAeT K CTOWKMM HapyLEeHUSIM COCTOSIHWSI 3[0POBbSt WU K MOPaDKEHUAM,

YTPOXAIOLLUM XKM3HM
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OkoHuyaHne Tabnuubl D.3
OnpepenexHne TAXeCTH OnucaHune

3HauuTenbHas Befert K nmopaxeHnsM WM HapyLeHWssM COCTOAHWUSA 3[40POBbSA, Tpeﬁylo—
wnm ﬂpO(*)ECCVIOHaJ']bHOFO MeaULIMHCKOro BmellaTtesibCTBa

HesHauutensbHas BefeT K BpeMEHHbIM HapyLIEHWsIM YHKLMIA opraHn3Ma Win K HapyLueHu-
AIM COCTOSIHUS 3[0POBbS, HEe TPEOGYIOLMM NPOdECCHOHANBHOTO MEAVLMHCKOTO
BMeLlaTesbCcTBa

MpeHebpexnmo manas BblpaxaeTcs B Hey[o6CcTBe UM BPEMEHHOM AucKoMdopTe

Tab6nuuya D.4— YpoBH/ BEPOATHOCTW MPU NOSYKOIMHECTBEHHOM aHa/m3e
OnpepeneHne BepoOATHOCTU Mpumepbl Anana3oHa 3Ha4YeHUU BEPOATHOCTU

YacTas ro -3

Bo3moxHas <10"3 n 210-4

dnunsoanyeckas < 10-4 n 210-5
OTpaneHHas < 10~5un 210-®
HeBo3moxHas < 10-6

OnpeaeneHns BEPOSTHOCT MOTYT GbiTb PasHbIMU 151 pasHbiX BUAOB MPOAYKUMU. Hanpumep, W3roToBUTENb
MOXeT Bbl6paTb OAUH HAGOp oOnpeaeneHuii AN PeHTTeHOBCKMX annapaTtoB W APYroi — A5 CTePUIbHON ofexabl
0[lHOPA30BOrO MpPUMEHEHUsI. B 3aBMCMMOCTM OT 06/71acTM NPUMEHEHUS MOTYT 6biTb UCMO/b30BaHbl  pasHble
nokasaTteny BeposTHOCTU. LLikana BEpOSITHOCTY MOXET BK/IOUYATb «BEPOSTHOCTb MPUUMHEHUSI BpeAa Npu OJHOKPATHOM
NPUMEHEHNUU», «BEPOSTHOCTb NPUYMHEHWS BpeAa Npu MPUMEHEHUM OLHOTO W3AENVS», «BEPOSTHOCTb MPUUMHEHUS

Bpeja 3a OAWH Yac NPUMEHEHVs U3Oenns» u T. 4.

Pa3ninyaloT HEeCcKoNbKO CTATMCTMUECKMX (PAKTOPOB, BaXKHLIX A1 aHaM3a BEPOSTHOCTU MPUUUHEHUS Bpeaa.
OTU cTaTUCTMYECKME (PaKTOPbI BK/IKOUAKOT NOMUMO NPOYEro OTBEThI Ha CriefytoLime BOnpoch!:

- Kak yacTo npumeHsiloT paccMaTpuBaeMoe MeguuuHCKoe usgenue?

- KakoB CPOK WU3HWU MEeAMLIMHCKOTO W3aenmns?

- KakoB cocTas nonynsiyuii nosb3oBatenei 1 naumeHToB?

- CKO/IbKO Mosib30BaTeNeii'naumMeHToB Nogseprainc BOo3AEACTBUAI MEANLMHCKOTO U3aenus?

- Kak gonro v npu kakmx 06CTosiTeNIbCTBAxX Nosib3esarenim/nayyeHTsl nogseprasich BO3AeicTBuio MeauLyHCKOro

n3genua?
Puickn, KoTopble onpegeneHsl (/?,, R2, r3....), 3aHOCAT B COOTBETCTBYIOLLME 3/1eMEHTbI MaTpuubl. MNpumep 3anon-

HEHHOW maTpuubl 5x5 npuBeaeH Ha pucyHke D.3.

ypOBHVI TAXEeCTN No KayeCTBEHHbIM MNpu3Hakam

YpPOBHU BEPOATHOCTU Mpwu MpeHe6pexnmo HesHaunTenbHasn CepbesHas Kputuueckasn Kartactpodu-

nonyxonnyectseHHoOM aHanuse Manas yeckasa

Yacras

Bo3moxHas R, r2

anusoguueckas 5 6
OTpaneHHas

HeBo3moxHasn «3

PucyHok D.3 — TMpuMep mMaTtpuusl pucka npu nosyKoAnyecTBEHHOM aHasn3e

29



FOCT PNCO 14971 — 2009

Momumo matpuy, 3X3 1 5x5 MOXHO NPUMEHATb Apyrne maTtpuubl, O4HAKo ANA MaTpul ¢ 60nee YyeM NATbIO
YPOBHAMU MOXET NoTpeboBaTbCA 3HAUMTEIbHO 60/bLUE JaHHbIX, A/15 TOr0 YTOObI JaHHbIE YPOBHU CYLLIECTBEHHO OT/IMYa-
nucb gpyr ot gpyra. HeobXxoaMMo AOKYMEHTaslbHO 060CHOBaTb BbIGOP MaTpuL, U 3HaYeHUs nokasatesieil Ha BbIXOAe.
CnepyeT Takxe y4ecTb, YTO TPEXYPOBHEBblE MaTpuLbl He BCerga ABNAIOTCA [OCTATOYHO TOYHLIMW ANA NPUHATUA npa-
BWJIHOrO peLleHns. HecMoTps Ha TO. YTO B KauyecTse NpYUMepPoB npusefeHbl Matpuubl 3xX3 1 5x5. HeT Heob6xoAMMOCTH
Bb/lMpaTbh UCKIHOUUTENBHO MeXAy HUMU. Hanpumep, matpuua 4x5 Takke MOXeT 6biTb yMEecTHa B JaHHOM Clly4yas.

D.4 OueHvBaHVe pucka n fonycTUMOCTb puUcka

HacTosawwmii cTaHgapT He ycTaHaBMBaeT YPOBHM A0MYCTMMOCTM pucka. ITO pelleHne ocTaeTcs 3a U3roToBUTEIEM.
MeTogabl onpeaeneHns AONYCTUMOCTU pUcKa BK/IHOHAOT MOMUMO MPOYMX:

- MCMO/b30BaHNe NPUMEHUMbIX CTaHAAPTOB, yCTaHaB/MBaOLWMX TpeboBaHWs, COOTBETCTBME KOTOPbIM yKasbliBa-
€T Ha JOCTWXKEHNE AOMYyCTUMOrO PUCKa B OTHOLLIEHWUU KOHKPETHBIX BUAOB MEAULMHCKNX U3AENNIA UNN OTAENbHbIX PUCKOB;

- CpaBHeHVEe YPOBHEN pucka, O4EBUAHBIX 415 YXe NPUMEHSEMbIX MEANLMHCKUX U3LEeNNiA;

- OLieHMBaHMe JaHHbIX KIMHUYECKUX UccnefoBaHuii, 0CO6EHHO NpY NOUCKE HOBbLIX TEXHOMOMUIA UM HOBbLIX Npeayc-
MOTPEHHbIX NPUMEHEHHUIA, C YHETOM COBPEMEHHOTO YPOBHSA Hay4YHO-TEXHUYECKOTO PasBUTUSI U MMetoLLeiics nHdopmaumm
N0 HOBbIM TEXHOMIOTMSAM U NPaKTUYECKOMY NMPUMEHEHUIO NOA0GHbLIX U3aenuii Ha MOMEHT NPOEKTUPOBaHWA paccMmaTtpu-
BaeMOro MeAuLMHCKOro U3fenus.

TepMVH «COBPEMEHHbIN YPOBEHb HAYYHO-TEXHMYECKOTO PasBUTUS» WCMO/b3YIOT 34eChb A5 0603HAaYEeHUs Toro,
4YTO B HACTOSALLMIA MOMEHT ABNAETCS 06LeNpU3HaHHON Hagnexallel npakTukoii. lns onpefeneHns cooTBETCTBUS KOH-
KPETHOro MefULMHCKOTO U3fennsa COBPEMEHHOMY YPOBHIO Hay4YHO-TEXHMYECKOTO pPas3BUTUSA MOXHO WMCMONb30BaTb pas-
Hble MeToAbl:

- CTaHZapTbl, NPUMEHSEMbIE ANA aHaNOMMUHbIX UM NOAO0GHLIX U3AeNuii:

- CBEleHNs1 0 Hausydlwem NpakTU4YeckoM NPUMEHEHUWN aHaNOTMYHbIX UKW NOAOGHbLIX U3Aenuii;

- pe3ynbTaThl 06LENPU3HAHHBIX HAY4YHbIX UCCeA0BaHWIA.

CoBpeMEHHbI  YpOBEHb Hay4YHO-TEXHUYECKOTO pas3BUTUSA Heobs3aTeNlbHO O3Ha4yaeT MCMo/Sb30BaHWe CamMoro
NPOrPECCUBHONO TEXHUYECKOTO PeLLeHUs.

XOpoLo U3BECTHO, YTO BOCMPUATME pUCKA YAacTO OT/IMYAETCSA OT KOJIMYECTBEHHOrO OMNpefeneHns pucka,
NOIYHEHHOTO OMbITHLIM NyTem. o 3TOW NPUYMHE NPU NPUHATUN PeLUeHUs O AOMYCTUMOCTU pucka CnefyeT yunTbiBaTb
BOCMPUATUE PUCKA BO3MOXHO 6O/BLUMM YMC/IOM 3aMHTEPECOBAHHbLIX CTOPOH. lMpuMHMMas BO BHUMaHWe O6LLECTBEH-
HOe MHeHue, 6biBaeT HeobXoAMMO yAeNUTb 0CO60e BHUMAaHVE HEKOTOpbIM puckam. lMpu 3TOM MHOrga efUHCTBEHHO
BO3MOXHbIM BapvaHTOM MOXeT ObiTb Cneaylowmii: cumTarb, YTO WMHTEpEeChbl UAEHTUPULMPOBAHHLIX 3auHTepecoBaH-
HbIX CTOPOH ABNAIOTCA O6LECTBEHHO 3HAYMMbBIMU W YUYTEHbI U3rOTOBUTENIEM NPU UCMO/b30BaHUM METOOB, NpUBeAeH-
HbiX B D.4.

OpgHUM 13 cnocoboB MPUMEHEHWS KpUTEpUEB AOMYCTUMOCTU puUCKa SBASETCA AeMOHCTpauus Ha npuMepe
MaTpuLbl 4ONYCTUMBIX ¥ HEAOMYCTUMbIX KOMOVHALWI BEPOSTHOCTN BpeAa M TAXECTU Bpeda, Kak nokasaHo Ha pPUCYH-
kax D.4 n D.5. Takoro poga maTpuupsl 06bI4HO (HO He Bcerga) Co3aatoT A1 KOHKPETHOro MeAMLMHCKOro nusgenus u ero
npesyCMOTPEHHOTO NPUMEHEHNS.

YPOBHU TAXECTU MO KayeCTBEHHbIM MNpusHakam

YPOBHM BEPOATHOCTU

N0 Ka4eCTBEHHbIM I'Iperllwe:ryl)aeﬂmmmo YmepeHHas 3HaumTenbHas
npu3Hakam
Bbicokast «1 «Tr
CpegHss *4 A5*"6
Huzkasa «3

YcnoBHble 0603HaYEHUS:
- Cepblii LBET — HeAoNyCTUMBINA prCK;
- 6efblil UBeT — [oNYCTUMbIN PUCK

PucyHok D.4 — TMNpumep mMaTpuLibl OLEHNBaHUS pucka 3X3 Mo KauyeCTBEHHbIM
npusHakam
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YPOBHN TAXECTU MO KauyeCTBEHHbIX MpU3HakKax

YPOBHWN BEPOATHOCTU
MPW NosyXoSMYECTBEHHOM
aHa/mse

MpeHebpexmmo

Manias HesHaunTenbHas ~ CepbesHas Kputnueckass  Karactpodmueckas

YacTas
Bo3moxHas Ri b
3nusoanyeckas *4 a3
OtganeHHas

HeBo3moxHas «3

YcnoBHble 0603HaYeHUs:
- Cepblii LBeT — HeAoNyCTUMBII pUCK;
- 6enblii UBET — JOMYCTUMBIV pUCK

PucyHok D.5 — lMpumep MaTpuubl OLEHWBaHUS pUCKa MpU MOSTyKONYECTBEHHOM aHam3e

CnepyeT yyecTb, YTO U3rOTOBUTE/Ib MOXET U Aasiblue nofpasfenaTs 06/1acTb MaTpuLbl, 0603HaYaOLLYHO A0NYCTU-
MbIi pUCK (HanpuMep, Ha «He3HauuTeNbHbIN» 1 T. A.), uccneaysn fanbHelillee ymeHblleHne pucka (cm. D.8.5).

0.5 YnpasneHune puckom

D.5.1 AHanun3 BO3MOXHOCTEW ynpaB/ieHUsi pUCKOM

Pa3nunualoT HecKonbKo NoAXOA0B K YMEHbLLUEHWIO PUCKA, KOTOPbIE MOXHO MPUMEHATb N0 OTAENbHOCTU WU B
KOM6VHaummn apyr ¢ ApyroM. COOTBETCTBEHHO pa3paboTUMK/MHXEeHep AO/KEH PacCMOTPeTb BO3MOXHOCTU 060CHOBAH-
HOrO NPaKkTUYEeCKOro YMeHbLUEHUA pucka(oB) A0 A0NYCTUMOro ypoBHs. [laniee npuBefeH HENosHbI nepeyeHb obLe-
NPMU3HaHHbIX CNOCOG0B YMpPaB/IEHUS PUCKOM:

a) KOHCTPYKUMS MeAULMHCKOro n3faenus, obecneunBaroLlas ero BHyTPEHHIO 6e30nacHOCTb NOCPeACcTBOM.

- YCTpaHeHUs1 KOHKPETHOI OMacHOCTU.

- YMEHbLUEHNA BEPOATHOCTU MPUYMHEHNUA Bpeaa uin

- YMeHbLUEHUA TAXKECTN Bpeaa;

b) go6aBneHne cpeacTB 3alnTbl NOCPeACTBOM:

- MPVMEeHEeHNs1 aBTOMaTUYeCKNX NpefoxpaHuTenein nam knanaHoB 6e30macHoCTy,

- MPUMEHEHNA BU3YasibHbIX W 3BYKOBbIX CUTHaU/I0OB TPEBOTM ANA NpeaynpexaeHus onepatopa 06 onacHbIX
COCTOSIHUSAX;

c) obecnedyeHne MH(opmaumein No 6e30nNacHOCTU NOCPeACTBOM:

- pasMelLeHVs NpeaynpeXxaeHnii Ha MapkMpoBKe MEeAULMHCKOro U3aenus.

- OrpaHVy4eHnss NMPUMEHeHNsT UK 061acTy NPUMEHEHUS MEAULMHCKOTO U3henus.

- 06MeHa MHopmMaLmeil 0 HenpaBUIbHOM MPUMEHEHUI, BO3MOXHbIX OMACHOCTSAX WMAW APYroi WHdopmaumei,
CNOCO6CTBYIOLLEN YMEHbLLEHNIO prCKa.

- 6onee LWMPOKOro NPUMEHEHVs1 CPeACTB UHAMBUAYa/IbHON 3alUnTbl, HANPUMeP NepyaTok UK OYKOB, Npu paboTe
C TOKCUYHBIMW WM ONACHLIMU MaTepuanamu.

- npefocTasneHnsa MHgopmMauym 0 Mepax no YMeHbLUEHUIO Bpesa,

- 06y4YeH s oNepaTopoB B LeNsiX YIy4YLlleHns nx paboTbl UM CNOCOGHOCTU K OBGHAPYXXEHUIO OLIMGOK.

- ONUCaHUA HaANexallero TEXHUYECKO 06CMYXMBAHWUA U ero NepUoaMYHOCTH, MakCUMasibHOTO Cpoka CyXobl
MeAVLMHCKOrO M3AeNns Uan ero NpasBubHOM YTUAn3aumu.

Cnocobbl, ONMcaHHbIe B NepeyncneHnsax a}—c), NpMBeaeHbl B Nopsake yobiBaHUS UX 06LLenpu3HaHHoN pesynbTa-
TUBHOCTV B YMEHbLLUEHUN PUCKOB. PaspaboTuvkam/MHxeHepam crefyeT yunTbiBaTb 3rv (hakTopbl, Npexie 4eM NpuHATb
pelleHne 0 NpUMEHEHNN KOHKPETHON KOMOUHAaLMW Mep MO YyNpasB/eHUIO PUCKOM.

D.5.2 KOMNOHEHTbI 1 134enns, CIpoekTMpoBaHHble 6e3 yyeTa Tpeb0oBaHuii HacTosLWero ctaHaapTa

M3BECTHO, 4TO W3roTOBUTENb He BCErga UMeeT BO3MOXHOCTb CnefoBaTb BCEM MpoueccaM, YCTaHOB/IEHHbIM
B HACTOSILLIEM CTaHAapTe A1 Kak40ro KOMMOHEeHTa paccMaTpyBaeMoro MeAuLMHCKOro U3fenns, a UMEeHHO 15 cocTas-
HbIX YacTeil [JaHHOro MW3fenus, HeMeAMUMHCKMX MOACUCTEM, a Takxe A1 MeAULMHCKUX U3LeNuii, KoTopble 6blan
CNPOEKTUPOBaHbI 4,0 ONy6/IMKOBaHWUA HACTOALLEro ctaHgapTa. B atom cnyyae n3rotoeutento cnegyeT obpatuts ocoboe
BH/MaH1e Ha Heo6X0AUMOCTb AOMOSHUTENIbHBIX Mep MO YNpaB/eHN0 PUCKOM.

D.5.3 Mpumepsbl ynpasrieHnsa pyckom

B tabnuue D.5 npefcTaBneHbl HEKOTOpble LUMPOKO MPUMEHSieMble Mepbl MO YNpaBieHWio puckoMm. Peluexve
0 MPUMEHEHWN OAHOM U3 AaHHbIX MEp 3aBMCUT OT cheuudukn npogykTa (MeAMLUMHCKOro U3genvst) u npouecca.
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Ta6nnya D.5— HekoTopble Mepbl N0 yNpaBAeHNO PUCKOM

MpoaykT' MegvumHckoe OnacHocTb Egzg;ii:%f% 3awyHaa mapa/ WHdhopmaLyst no
npovecc vzfenve CpOACTBO 6e30rMacHoCT
KOHCTPYKLMK
Meaunums- KarteTep Buonornyec- Camopaspy- YeTkaa uHAM- MpepocTtepe-
cKkoe  u3penve Koe (nepekpecT- LleHWe mnocne Kauus rnocsne nep- >eHuwe npotus He-
0/jHOKpaTHOro HOe) 3apaxeHne npUMeHeHus BOrO NPUMEHEHNs1 TaTuBHbIX nocnej-
npumMeHeHus CTBUIA MOBTOPHOIO
NpYMeHeHns
AKTVBHbIN Bogutens QnekTpuyec- MpumeHeHune MpumeHeHne Mpepynpexae-
nMmnnadTar putma Kve nons HeanekTpuyeckux AuddepeHumans- HMe O 4acTo BO3-
NPUBOAOB U 371e- HbIX YCUIUTENel Hukalowmx onac-
MEHTOB yrnpas/ie- W [OMNOJIHUTENb- HbIX CUTyauusax
HUA HbIX  PUALTpPYIO-
OWUX  asIropuT-
MOB
MeanunH- AHanusaTtop Henpasunb- MNpumeHeHne MpumeHeHve WHdpopmmpo-
cKoe n3genve Kposu Hbli  pe3ynbTaT  NpOC/eXvBaeMbIX Mpoc/exvBae- BaHVe noTpebu-
ANa - anarHocTu- BC/MleACTBME Me-  KambpaTopos MbIX 3/1IEMEHTOB Tesieil 0 Hegonyc-
KK in vitro TOANYECKUX  no- ynpasneHus TUMOM  OTK/IOHe-
rpeluHocTen HWUM OT 3af@HHbIX
3HaYeHwni
Mporpam- MeHe k- HesepHble MNporpam- MpumeHeHne MNosiBneHve Ha
MHOe ob6ecne- MEHT [aHHbIX  AaHHble MHOe obecrneye- KOHTPOJILHOTO 3KpaHe npegay-
yeHune naynMeHToB HMEe C BbICOKAM  CYMMWPOBaHUsA npexaeHnii  ans
YPOBHEM  UHTEr- nosb3osarens
paumun
Crepunusa- VHCTpyMeHT Bbicokas Tem- MNpumeHeHne MOHUTOPUHT 1 VHCTpyKunn
1S napom ana  6uwoncuu, nepatypa  (pe- MaTepuasos, yc-  pernctpauus gas- N0 YnakoBblBa-
Xupypruueckme  3ynbtar — Ccra- TOWUMBBIX K Bbl- JIEHUA W Temne- HUIO W 3arpyske
LLMNLbI peHve maTepua-  COKUM Temnepa-  paTtypbl

na)

Typam

D.5.4Mpouecc n3rotoBneHnUs 1 ynpasieHne puckom
HeHagnexaulee ynpasfeHWe MpOLEecCOM W3roTOB/IEHUSI MOXET MOCTaBUTb NOf Yrpo3y 6e30MnacHOCTb MeAULMH-
CKOro usgenvs BcneacTaue:
- HaUIM4MA OTXOZ0B MPOU3BOACTBA WM HeXenatesibHbIX 3arpA3HALWNX YacTuLl;
- BO3JENCTBMSA Ha CyLLECTBEHHble hM3nyeckne n Xummyeckne CBoicTBa Matepuana, Takve Kak NnokpbiTme noBepx-
HOCTUW. MPOYHOCTL Ha paspblB, COMPOTUB/IAEMOCTb CTAPEHNO, OAHOPOAHOCTL U T. A.;
- NPEBbIWEHNS KPUTUYHBIX AONYCTUMbIX OTK/IOHEHWIA 1K
- HapyLIeHUs LeN0CTHOCTN NasHbIX, KNeEeBbIX U APYTUX COeANHEHU KOMNOHEHTOB U3AeNNs.

[ins ynpaBfieHns AaHHbIMU pUCKaMy BaXKHO WAEHTUCULMPOBATL 3/1IEMEHTbI MpoLiecca U3roToB/IEHUS.

Ynpas/ieHne HeKoTOpbIMU puUckami Hanbosiee pesynbTaTMBHO Npu TLIATe/IbHOM CO6/0A4eHUn npoLecca M3roTos-
NEHNS1 C MOMOLLbIO TakMX METOAOB, KaK. Hampumep, aHa/in3 OMacHOCTE B KPUTUYECKUX KOHTPOJIbHbIX Toukax (Hazard
Analysis on Critical Control Points — HACCP) [cm. G.6 (npunoxeHue G)J.

D.5.5CraHgapTbl v ynpasiieHe puckom

MpUMeHas cooTBETCTBYIOLME CTaHAAPTbI, U3rOTOBUTE/b MOXET YNPOCTUTL 3afady aHasm3a OCTaTOYHOro pucka,
OfiHaKo cnefdyeT NOAYEPKHYTb, YTO 061aCTV MPYMEHEHUS NCMOMb3yeMbIX CTaHAAPTOB HE MOTYT OXBaTUTb BCE PUCKU,
CBSi3aHHble C paccMaTpuBaeMbiM MELULMHCKUM U3LeNnem.

MHorve craHgapTbl paccmaTpuBaloT 6e30MacHOCTb, 3a/I0KEHHYI0 B KOHCTPYKUMW  U3Lenns, 3alyTHble
Mepbl/cpefcTBa 1 MHGopMauuio No 6e30nacHoOCTV AN8 MeAULMHCKUX U3Aennii. B cooTBETCTBYIOWMX CTaHAapTax no
6e30nacHOCT MOryT ObiTb PACCMOTPEHBbI HEKOTOPbIE UM BCE PUCKU, MPUMEHKMbIE B OTHOLUEHWU KOHKPETHOro Meau-
LIMHCKOrO n3gesmsa. CuutaeTcs, 4TO B OTCYTCTBME OOBEKTUBHBLIX [OKa3aTe/IbCTB 06paTHOro aekTa BhINoHeHNe
TpeboBaHUii COOTBETCTBYIOLMX CTaAHAAPTOB MNPUBOAUT K YMEHBLLUEHWNIO KOHKPETHbIX PUCKOB 0 AONYCTUMOrO YPOBHS,
OflHaKO OTBETCTBEHHOCTb 3a AO0CTOBEPHOCTb TaKOW apryMeHTauuu As KOHKPETHOro MeAMLIMHCKOTrO W3genus Hecet
N3roTOBUTESIb.
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D.6 AHan13 COOTHOLWEHNS puck/nonb3a

D.6.1 O6Lme nonoxeHus

HacTosiwmin ctaHgapT He TpebyeT aHa/M3a COOTHOLUEHWUS PUCK/MONb3a AN KKAOro pucka. AHasM3 COOTHoLUe-
HMA puCk/Nonb3a NPUMEHsieTca A7 060CHOBaHWA OCTaTOYHOTO PUCKa MOC/E BbINOSHEHUA BCEX NPakTU4ecku ocylie-
CTBUMbIX MeP N0 YMEHbLUEHUIO pycka. ECnn nocne BbINOHEHUS JaHHbIX Mep PUCK BCe elle cuuTaeTcs Hefonyctu-
MbIM. TO HEOBXOAVM aHasIM3 COOTHOLLEHUA pUcK/Nonb3a. AN TOro YTo6bl YCTaHOBUTL, AENCTBUTENIbHO /N NoMb3a OT
NpYMEHEHNs MeAMLMHCKOro M34enus npeBbillaeT NpUUMHSEMbIA UM Bpes.

Kak npaBuio, ecnu Bcex NpakTU4eckn OCYyLLEeCTBUMbIX Mep MO ynpasBieHWo PUCKOM He40CTaToO4HO ANl YA0BeT-
BOPEHWS YCTAHOB/IEHHbIX B N/laHe MeHe[MKMeHTa pucka KpuTepues AONyCTUMOCTU pucka, TO paspaboTka usgenus
[OMKHa 6biTh NpekpalleHa. OfHako B HEKOTOPbIX Cy4asX faxe 3HauMTeslbHble PUCKN MOTYT 6biTb ONpaBAaHbl, eCin
OHV MeHbllUEe OXWAAEMON No/b3bl OT NPUMEHEeHUsT MeAULMHCKOro u3genus. Hactoawwmii cTaHgapT npegoctasnsieT
N3roTOBUTENAM BO3MOXHOCTb NPOBECTW aHa/IM3 COOTHOLLEHUS puck/nonb3a. ANs TOro 4To6bl onpefenvTb, sABnseTcs
JIN OCTaTOYHbI PUCK AONYCTUMbIM C YYETOM MMEIOLLECA NOb3bl OT NMPUMEHEHUSI MEAULMHCKOTO U3enus.

PelueHne OTHOCWUTENIbHO COOTHOLLEHWUS PUCK/MOMb3a MNPUHUMAIOT [N1aBHbIM 06pPa3oM Ha OCHOBaHWM 3Kcnep-
TV3bl. NPOBOAMMOIA OMbITHLIMA U KOMMETEHTHbIMM crheunanMcTam. BaxHbIM cooGpaxeHuem B MO/b3y AOMYCTUMO-
CTW OCTATOYHOrO puCcKa SBNSETCA BO3MOXHOCTb JOCTMXKEHUS OXMAAEMON KIMHUYECKOW 3(DheKTUBHOCTUA C NOMOLLLIO
a/IbTEPHATVBHBIX MPOEKTHbIX PELUEHWA UM BO3MOXHbIX METOAOB SIeYEHNS, UCK/TIOHAIOLMX KOHKPETHbIA OCTaTOUHbI
PUCK UM YMEHbLLAIOLLIMX COBOKYMHbIA OCTaTOUHbIV puck. Mpn paccMoTpeHun oxuaaemoi nonb3bl (cM. D.8.4) cnepyet
YUMTbIBATb NPAKTUYECKYID OCYLLECTBMMOCTb JasibHeWLIero ymeHblleHUs pucka. B HacTosiliem craHgapTe OnucaHo,
KaK MOXHO MAeHTUMLMPOBaTbL PUCKKU, A5 TOrO YTOObLI NOMYYUTh JOCTOBEPHOE KONIMYECTBEHHOE onpefenieHne pucka.
K coxaneHuto, He cyliecTByeT CTaH4ApPTUM30BAHHOIO MeTOAAa KOMMYECTBEHHOTO OMpefeNieHns OXWMAAEMON Monb3bl
OT NPUMEHEHUSA MEeLULIMHCKOTO M3aenus.

D.6.2 OnpegeneHne nonb3bl

Monb3a OT NPUMEHEHNUs MeAMLMHCKOTO U3fenns 3aBUCUT OT OXWAAEeMON BEPOATHOCTM U CTENeHW ynyudlleHus
3[0poBbSA NaumeHTa. Monb3y MOXHO onpefennTb, 3Has:

- npegnonaraemoe (PyHKLMOHMPOBaHWE MEAWLIMHCKOrO WU3Aenuns npu ero KAMHUYECKOM MPUMEHEHNN:

- npegnonaraemyto KAMHUYeckyto 3heKTUBHOCTb NPW BbileyKka3aHHOM (OYHKLMOHUPOBaHUN;

- (haKTopbl, OTHOCALLMECS K pUCKaM W MOMb3e MPU UCNOMb30BaHWUK APYTUX CNOCOO0B NIeUeHMs.

JloCcTOBEPHOCTL ONpefenieHns Nonb3bl CyLLECTBEHHO 3aBUCUT OT TOYHOrO 3HaHWS BbllLenepeyuncrieHHbIx akTo-
POB U BK/IOYAET NMPU3HaHKNE CyLLECTBOBaHWS C/eAytoLMX BO3MOXHbIX NOCNeACTBUIA 1 (hakTopoB, KOTOpble HEO6XOAUMO
yuuTblBaTh:

- C/IOXHOCTW CpaBHEHUS pas3HbIX NO XapakTepy NocneAcTBuii (HanpumMep, 4To Xyxe: 60/1b UM NoTeps NOABWKHO-
CTU?). PasHble NocneACTBUSt MOTYT ObITb 06YC/IOB/IEHbI Pa3HbIMU NOGOYHBIMU 3hHEKTaMN NPU peLLeHNN OAHO 1 TOW xe
npobnembl;

- TPYAHOCTU yyeTa HecTabusbHbIX pe3ysibTaTtoB, KOTOPble MOTYT BO3HWKATL KakK B Nepuof, BbI3[A0POB/IEHNA NaLWeH-
Ta. Tak U Npu 4NNTENbHOM BO3AENCTBUM Ha Hero.

W3-3a TpygHOCTEl, BO3HMKAOLLMX BBMAY OTCYTCTBMSA TOYHOTO NOAxoAa, B 60/bLUMHCTBE C/lyyaeB HEO6X0AMMO KC-
nonb30BaTh YNPOLLEHHbIE AoNyLleHNs. Mo3TOMy YacTo GblBaeT LenecoobpasHo coCpefoTounTbCS Ha Havnbonee Bepo-
ATHBIX NOCNEACTBUAX KaX/A0ro BapuaHTa — Kak camblX 6/1aronpuATHbIX, Tak U caMblX HEGIaronpuaTHbIX.

OnpegeneHne KIVHUYECKOW MoMb3bl MOXET 3aMeTHO OT/IMYaTbCA Ha pasHblX CTaAusX NPOEeKTUpOBaHWA Meau-
UMHCKOTro n3genus. Mpu HaMumm HaAeXHbIX KIMHUYECKUX AaHHbIX, AEMOHCTPUPYLLMX Hagnexawme oyHKUMOHN-
poBaHMe N KIMHUYeCKyl0 3dheKTUBHOCTb MEAULIMHCKOTO U3AEeNNS, MOXHO [AOCTOBEPHO OMpeaennTb KAVHUYECKYHD
nosib3y OT MPUMEHEHWS AAHHOTO u3fdenus. Ecam KAMHUYECKUX AaHHbIX HEAOCTaTOYHO MM UX Ka4yecTBO He BHyLaeT
[0Bepus, TO KIMHUYECKYIO MOJIb3Y ONPeaensioT C MeHbLUeli [OCTOBEPHOCTbID Ha OCHOBe /06Ol [OCTYNHOM COOTBET-
cTBylOLel MHbopmauun. Hanpumep, MHOrAa HEO6XOAMMO OMpeAenuTb OXMAAEMYIO CTENeHb YTy4lleHUsi COCTOSHNS
3[40POBbS NALMeEHTa Ha paHHWX CTafusax npouecca NpoeKTMPoBaHUA MeAWUMHCKOro msfgenus. OfHako B OTCYTCTBUE
[OCTOBEPHbIX K/IMHUYECKUX [AHHBIX BEPOSATHOCTb AOCTWXEHWUS MpeanosiaraeMoro (PYHKLMOHMPOBAHUS W oXuaae-
MO KNIMHWMYecKol acpheKkTUBHOCTN MEAULMHCKOTO U3Aenuna cnedyeT NporHo3npoBaTb NCXOAA M3 Mep Mo obecneyveHnto
KayecTsa, a Takke Ha OCHOBe CBeAeHUli 0 (PYHKLIMOHMPOBaHUM MEAMLIMHCKOrO 134enus in vivo uam in vitro.

Mpy HaNMUMKM 3HAUUTENBHLIX PUCKOB 1 BbICOKOW CTENeHN He0CTOBEPHOCTM B ONpeAeneHnn KTMHUYECKON Nosb3bl
HeobX0AMMO Kak MOXHO 6bicTpee BepuduumpoBaTb npegnonaraemoe (YHKLUMOHVPOBAHWE WM KIMHUYECKYIO
3hheKkTMBHOCTb MeANLMHCKOTO U3AeNnUs C NOMOLLbI UCCNefoBaHUi Ha MOAENW WM KIMHWUYECKUX UCTbITaHWUiA. 3To
BaXXHO 151 MOATBEPX/AEHUA TOro, YTO COOTHOLUEHWE PUCK/NONb3a COOTBETCTBYET OXWAAEMOMY pesy/ibTary, a Takke
[ONA NpefoTBpaLleHns HeXxenatenbHOro BO3AeliCTBUA CyLLEeCTBEHHONO OCTATOYHOIO pucka Ha nauweHToB. B (15] u [16]
YCTaHOB/IEHbI NPOLEAYypbl OpraHu3aumMm 1 NPoBeAEHNSA KNMHUYECKUX UCMbITaHWIA MeAULMHCKUX U3aenuid.

D.6.3 KpuTepuu oueHnBaHns COOTHOLLIEHUSA puck/Nnonb3a

Nnua, NpoBoAsiLLMe OLeHKY COOTHOLLEHNSI PUCK/MOb3a. HEeCYT OTBETCTBEHHOCTb 3a MOHUMaHWe W y4yeT TeXHU-
YeCKUX. MeAULVHCKMX, PErynupytowmx, 3KOHOMUYECKNX, COLMaIbHbIX Y MNOSIMTUYECKUX COCTABASAOLWMX MPUHUMAEMBIX
UMN peLUeHWn Mo MeHeMKMEHTY pucka. K TakuMm pelleHnsM MOXHO OTHECTU WHTepnpeTauuio OCHOBOMOMAaratLmx
Tpe6oBaHWii, YCTaHOB/IEHHbIX B COOTBETCTBYIOLIMX HOPMATMBHbLIX [OKYMEHTax WM CTaHAapTax v NpuMeHUMbIX K
paccmaTtpvBaeMoii NpoAyKuuMn B npeanonaraeMbixX YCN0OBUSX NPUMeEHeHUs. MOCKONbKY AaHHbIA BUA aHannsa CunbHO
3aBUCUT OT cneundvku NpoayKLMKW, TO AasibHelLIne pyKOBOAALLME yKa3aHMsl 06LLero CBOMCTBa HEBO3MOXHbI. BmecTe
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C TeM TpeboBaHusi 6€30MacHOCTM, YCTaHOB/IEHHbIE B CTaHAApTax Ha KOHKPETHble M3fenus Wan ctaHjaprax, 061acTbio
NMPUMEHEHNA KOTOPbIX AB/IAIOTCA KOHKPETHbIE PUCKKU, MOXHO CUATaTb COBMECTUMbIMU C AOMYCTUMbIM YPOBHEM pUCKa,
0COGEHHO ec/iM NPUMEHEHNE AaHHbIX CTaHAAPTOB CAHKLMOHWPOBAHO [AEMCTBYIOLMMM PEryMPYIOLMA  OpraHamMu.
HeobXxoauMo NOMHUTL, YTO ANS Bepudukaumm AONYCTUMOCTM COOTHOLLEHNA MeXay MeAWLMHCKONM Nob3oi 1 ocTaTou-
HbIM PUCKOM [/IOXET NMOoTpe6oBaTbCsi MPOBEAEeHNe KIMHUYECKMX UCTIbITaHU B COOTBETCTBUM C OPUAUYECKN NPU3HAHHOW
npoLeaypor.

D.6.4 ConocTtaB/sieHne pucka n nosb3bl

Mpamoe conocTaBneHne pucka 1 Nosb3bl BO3MOXHO TOMLKO MPU MCNOMNb30BaHUW eAVHON LWkanbl. B aToM cnyvae
PYCK ¥ MO/b3Y MOXHO COMOCTaBNATb NOCPEACTBOM UX KOJIMYECTBEHHOTO onpegenieHns. MNpu HenpsiMom conocTasfieHnn
pucKa 1 Mofb3bl efuHasa LiKasia HenpuMeHnMa, U faHHble nokasarenn OnpeaesnsatoT Mo KayeCTBEHHbIM MPU3HaKam.
B 060oux cnyyasx npu cpaBHeHUM pucka U nonb3bl CneayeT:

- U3y4YnTb iMTepaTypHble UCTOYHMKM O BO3MOXHbIX OMAacHOCTAX [/ paccMaTtpvBaemoro kaacca npoayKuum
C TOYKM 3PEHUSI COOTHOLLEHWS PUCK/MONb3a;

- paccMoTpeTb MeAULMHCKME W3[ENNs C BbICOKOW CTEMNEHbI0 MOTEHLWASIbHOTO pucka NPUMEeHEHUs/BbICOKOM
KMHMYecKol 3(hheKTUBHOCTLIO, OBbIYHO OCHOBaHHbIE Ha MCMOMb30BaHWM fydlleli TexHonorun, obecneynBaroLlelt
MaKCUMaUTbHYI0 MEeAULMHCKYI0 MOMb3y, HO He YCTpaHsiolell MOHOCTbI0 PUCK TpaBMbl WM NopaxeHus. [loatomy
AN LOCTOBEPHOr0 aHasM3a COOTHOLLEHUS pUCK/NoNb3a Heo6X0AUMO NOHWMaHWe WCMNONb3yeMOoin TEXHONOMMKU N 0Co-
6eHHOCTEN ee MPUMEHEHNS B MeAMLIMHCKON NpakTuke. [11s cOnocTaBeHns pycka 1 Mosb3bl MOTYT GbiTb UCMO/b30BaHbI
BbIPXEHWS, NPYMEHSIEMbIE B aHAIOMMYHbIX CAyYasX 4N APYroi BbiNyLWeHHON B o6palleHne NpoayKumu;

- NS Ba/iMjaumn TOro, 4TO MeAULMHCKOE u3fenne yAoBNEeTBOPSAET KPUTEpUsiM [0MyCTUMOCTU COOTHOLUEHUS
pvcx/nonb3a, 4acTo HeobxoAMMO MPOBECTU KMHWYECKUE UCMbITaHWus. KnMHWYeckue MUCnbITaHWs NO3BOMSAIOT Konuye-
CTBEHHO OMpejesinTb OXUAAeMylo M0Jib3y U PUCKN OT NPUMEHEHUSA MEAULMHCKOro usgenus. B xode KAMHUYeCKux
MCNbITAHU MOXHO YCTaHOBUTL AOMNYCTUMOCTb COOTHOLLUEHUS pUck/Nonb3a ANA NauueHToB, nofb3osaTeneil u MeguLmnH-
CKMX PabOTHUKOB;

- B OTHOLUEHUN MEAULIMHCKMX U3AENNIA BbICOKOTO PUCKA MPUMEHEHNS/BbICOKOW KMHWUYECKON 3¢hheKTUBHOCTM
cnegyeT UCMosb3oBaTb MapKUPOBKY, MNPEAOCTaBMALLYI0 COOTBETCTBYIOWMM MO/b3oBaTeNIAM, T. €. nauveHTam uam
MeANLMHCKMM paboTHMKaM, MHGopMaLmio, Heo6XoAUMYIO AN MPUHATUS UMW pelleHuii B OTHOLUEHUW COOTHOLLEHWSI
pvck/nonb3a A0 NPUMEHEHUSA AaHHbIX U3Lenuii:

- Kak npaBusio, MeJULMHCKNE U3AENNs BbICOKOTO pucka NPYMEHEeHUs>'BbICOKOM KAMHUYEeCKoW adhdekTnBHOCTH
[OMKHBI YA0BNETBOPATL AONOMHUTENbHBIM Perympyrowmm TpebosaHnsaM 40 BBEAEHUS UX B 0bpaLleHme.

[lo BbiMycka HOBbIX WM YCOBEPLUEHCTBOBAHHbIX MEAMLMHCKMX W3f4enuii, Tpebylowwyx NpoBefeHNs aHaimsa
COOTHOLLEHNA PUCK/NONb3a, N3roTOBUTESb AO/MKEH CYMMMPOBATh AOCTYMHYI MHGOPMALMI0, OTHOCSLLYIOCS K onpeaene-
HWIO COOTHOLLIEHNS PUCK/NO/b3a. U JOKYMEHTMPOBaTb CBOW 3aK/I0YeHUs Mo NOBOAY AaHHOro COOTHOLLeHNs (C 060CHOBa-
HVeM Npyu Heo6xoaMMOCTM). PyKOBOASALLME YKa3aHWA B OTHOLLUEHUWU aHann3a NUTepaTypHbIX UCTOYHWKOB, COAepXaLimnx
Heob6xoAnMble KIMHUYECKUe AaHHble, MOXHO HaiTK B npuioxeHun A. [15].

D.6.5 Mpumepbl peLleHnii c y4eToM COOTHOLWEHMSA puck/nonb3a

Mpumepsl

1HenpaBunbHOe pasmelleHne HelTpanbHOro anekTpoga npubopa ANA BbICOKOYACTOTHON XUpypruu
Ha Tefle naymeHTa MoXeT NpuBecTu K oxory. CobnogeHne TpeboBaHWii COOTBETCTBYIOLWEro cTaHjapTa
Ha n3genve CBOAUT K MUHUMYMY, HO HE UCK/l0YaeT BEpPOATHOCTb OXOros. Tem He MeHee, nonb3a OT
NpMMeHeHUss Takoro npubopa A5 BbICOKOYACTOTHOW XUPYPrun B CPaBHEHUN C APYTUMUN XUPYPrMYeCcKMun
MeTofaMu NpeBbllaeT OCTaTOUYHbIA PUCK OT 0XOrOoB.

213BeCTHO, YTO NMPUMEHEHNE PEHTreHOBCKOro W3/ly4YeHus NpuyYnHAeT Bpef nauueHTam, HO KIUHK-
yeckas ahheKTUBHOCT b CTaHAapTHON LM poBol peHTreHorpacun NnoYyTwW BCerja onpasabiBaeT ee npume-
HeHne. OfHako HexenaTeflbHOe BO3JeCcTBME U3/yYeHNa Ha NauneHT OB HeNb3sA UrHopupoBaTh. CylecTBy-
10T CTaHAapThl, cobnojeHne TpeboBaHWl KOTOPbIX NOMOraeT CBECTU K MUHUMYMY HexenaTenbHoe BO3-
feicTBue N3Ny4yeHNa Ha NnauveHTOB M NPUHATDb pelleHre No NoBOAY COOTHOLeHNa puck/nonb3a. Ecan pac-
cMaTpuBaeTCA BO3MOXHOCTb HOBOr0O NPUMEHEHUA MOHU3UPYIOLWETr0 U3/TyYeHUa 415 NOMYYEHUA quarHocT u-
YecKnx M306paxeHunii, a umetolmeca cTaHaapThbl HENPUMEHUMbI, TO M3rOTOBUTENIO CegyeT Bepuduumnpo-
BaTb TOT (pakT, 4yTO pe3y/bTaThbl aHann3a CooTHOLWEHUSA pUCK/NOob3a. KAK MUHUMYM, Takxe 6naronpuaT-
Hbl, KaK AN anbTepHaTUBHbIX U34eNnii N anbTepHaTUBHbIX METOA0B NIeHeHNs.

3 HekoToOpble KOMNOHEH T bl KOX/IeapHOro uMnaaHTaTa, HanpyMep UMNAaHTUPOBaHHbIA CTUMYNATOP
npueMHuKa ¢ MaTpuuein aneKkTpoaoB, TPYLHO 3aMeHNTb nocne ux uMmnnaHTaumn. OHM AONXKHBI OCTaBaThbCA
MMMNAaHTUPOBAHHBIMU HA MPOTSHKEHUN BCEW XW3HM NauneHTa, N 0T HUX TpebyeTcs HagexHoe (PYHKLNOHU-
poBaHVe B TeyeHune MHOIMUX neT U faxe fecATWUAeTUA, 4TO 0COBEHHO BaXHO A1 MOMOAOro YesnoBeka unu
pebeHka. MOXHO NPOBOANT b YCKOPEHHbIEe UCMblI T aHNs HafeXHOCT W faHHbIX KOMMTOHEHT OB A1 KOHKPe T HbIX
MexaHM3MOB OTkasa. OfHako HelenecoobpasHo NPOBOANT b BanMaauuio HafeXXHOCTU KOMNOHEHT 0B, KOTO-
pble [O/MKHbI (PYHKLMOHMPOBATb Ha MPOTSXKEHUN AecATuneTui. NoaToMy COBOKYMHbIA OCTaTOUHbIA puUck,
BK/IOYas pucK 0TKasa U3fjeNiusl, CpaBHNBalo T C NPUHOCKMMO UM NOJb30M, T. €. N0 T eHLNaNbHOV BO3MOXHOCT b0
ynydweHus cnyxa. COBOKYMNHbI/i OCTaTOUYHbIN PUCK 6yfeT 3aBUCeTb OT KONMYECTBEHHOro onpejeneHns
HafeXHoCTW KOMMNOHEHTOB U JOCTOBEPHOCTY OnpeaeseHns HafeXHOCTU TeX KOMNOHEHTOB, KOTOopble He
MOTyT 6blTb BanuAMpoBaHbl. B HEKOTOPbIX CAyyYasx oCTaTOUHbIA pUcK 6yaeT 60nblue NONb3bl, B APYrnx
c/yyasx nosb3a 6ygeT 60/blle 0OCTaTOYHOro pUcka.
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D.7 OueHvBaHne COBOKYMHOro OCTaTOYHOIoO pucka

D.7.1 O6Lue nosoxeHns

OueHnBaHne COBOKYMHOIO OCTaTOYHOrO pUCKa 03HaYaeT, YTO OCTaTOYHbIA PUCK paccMaTpUBalOT BO BCEM €r0 MHO-
roo6pasvn. 3rotoBuTeNb JOMKEH PELUNTb, KakK OLeHNBaTb UMEIOLLMIACA OCTATOUHbIA PUCK C YYeTOM KpuTepues Aomyc-
TUMOCTW.

OueHVBaHNe COBOKYMHOTO OCTATOMHOTO PUCKa AO/MKHbI NPOBOAUTL NMLA, 0b/ajatoLime HeobXoAUMbIMA 3HaHWS-
MW. OMbITOM X MNOJTHOMOYMAMU [/1A BbINOSIHEHNA TakuxX 3afady. YacTo xenatesibHO NpUBEKaTb Y3KUX Crneunanncros,
MMEIOLLMX 3HAHWA U OMbIT PaboTbl C KOHKPETHLIM MeAULMHCKUM n3genvem (cm. 3.3).

He cywiecTByeT npeAnoyTUTENIbHOTO MeToAa OLeHBAHNS COBOKYMHOrO OCTATOYHOrO pUCKa, U U3roToBUTE/Ib HeceT
OTBETCTBEHHOCTb 3a BblIGOP COOTBETCTBYIOLLErO MeTofa. B HaCTOsLEM NPUIOKEHUN ONMCaHbl HEKOTOPbIE BO3MOXHbIE
MeToAbl U AaHbl peKoMeHaumn no nx BblGopy.

D.7.2 AHanus fepeBa co6bITHA

OnpefeneHHasa nocnefoBaTeslbHOCTb COBbITUI MOXET NPUBECTU K BO3HUKHOBEHWIO HECKOSIbKUX OTANYHbIX ApYr
OT [ipyra puUcKoB, Kaxplii N3 KOTOPbIX GyAEeT 4acTbio COBOKYMHOrO OCTATOYHOrO pucka. Hamnpvmep, NOBTOPHOE MpUMeHe-
HWe u3genna OfHOKPaTHOK MPUMEHEHNS MOXET MPUBECTU K 3apadkeHU0 nauueHTa, BblAeNIeHNo TOKCUYHbIX BELLECTB
1 61OMI0TMYECKN HECOBMECTUMBIX OCTATKOB Ae3VHMULMPYIOLLMX BELLECTB, MEXaHNYECKOMY OTKa3y U3-3a CTapeHusi mate-
pvanos. [lepeBo COObITUIA MOXET CTaTb MOAXOAALWMM MEeTOAOM aHanvM3a MepeyncieHHbIX puUckosB. Ons onpegene-
HVS JONYCTUMOCTU COBOKYMHOTO OCTATOYHOIO pucka HEO6XOAMMO PacCMOTPETL OTAESbHbIE OCTATOYHbIE PUCKM B COBO-
KYMHOCTW.

D.7.3 AHanu3 npoTMBOpPEUUBbIX TPEGOBAHUIA

Mepbl N0 ynpaBneHno OTAeNbHLIMW pyUcKamMnM MOryT NopoxaaTb KOH(MKTYoWme (NpoTuBopeYnBble) Tpebosa-
Hus. Hanpumep, npegynpexgeHvie MefuumMHCKOMY paboTHUKY B OTHOLLEHWUW NaumeHTa, HaxoAswerocs B 6eccosHaresib-
HOM COCTOSIHUM, BO U3bexaHne pucka nageHus AaHHOro naumeHTa c KylleTkn «Hukorga He octaensiite 6e3 npucmoTpa
nauveHTa, Haxogsalerocs B 6ecco3HaTesIbHOM COCTOSIHUM» MOXET MpPOTUBOPEUUTL NpefynpexaeHnio «Haxogurtech
Ha NpefycMOTPEHHOM pPacCTOsHUM OT nauyeHTa, NoABepratolerocs BO3AenNCTBUI0 PEHTTEHOBCKOrO U3NyYeHus», npesa-
Ha3HauyeHHOMY [/151 3aliMTbl onepaTopa OT BO3AEACTBMS PEHTTEHOBCKOTO MN3/y4YeHusI.

D.7.4 AHanus gepeBa HencnpasHoCTeW

MpuurHeHne Bpefa nNauWeHTy WM Mosb30BaTeNllo MOXET CTaTb CeACTBMEM OMAaCHbIX cuTyaumii (CcMm. npunoxe-
Hue E). B Takux cnyyasix BepOSTHOCTb MPUYMHEHWS Bpefa, NpUMeHsemas 415 onpefesieHnst COBOKYMHOro ocTarou-
HOTO pKCKa, OCHOBaHA Ha KOMOWMHaUMW OTAE/NbHbIX BEPOSITHOCTEW. AHann3 fepeBa HEWUCNPaBHOCTEN MOXET 6biTb
NOAXOAALMM MeTOL0M YCTaHOB/IEHNS COBOKYMHOV BEPOSTHOCTM NPUYMHEHUS Bpeja.

D.7.5 AHanus npegynpexageHui

Kaxgoe npegynpexpaeHue, paccMatpMBaemoe Mo OTAEeNbHOCTU, MOXEeT obecneynTb Tpebyemoe yMeHblleHne
pucka, OfHAaKO C/IULIKOM 6OMbLIOE YACIO NpefynpexaeHnin MOXeT CHU3UTb 3(PdeKTVBHOCTb BO3AENCTBUSA Kaxdoro
OTAeNbHOTo npeaynpexgeHns. MoxeT Aaxe BO3HUKHYTb HEOOXOAMMOCTb B aHa/M3e Ype3MepHOro [OBepusi, UCMbITbI-
BAeMOro nonb3oBaTeNaM/ B OTHOLLEHUW MPeaynpexaeHuii, a Takke BANSHWUSA, OKa3blBAEMOro nofo6HbIM fOBeEpUEM,
Ha YMEHbLUEHNE pUCKa U COBOKYMHbIA OCTATOUHbIVA PUCK.

D.7.6 AHann3 paboumnx UHCTPYKLWIA

AHann3 pabounx VHCTPYKLUIA, mpuaaraemMbixX K U3Lennio, No3BoSeT 0GHaPYXWUTb NPOTMBOPEUNBOCTb U Upe3mep-
HYI0 CNIOXHOCTb cogepalleiics B HUX UHdhopmaumu.

D.7.7 CpaBHeHwWe pyCcKoB

[aHHbI MeTof 3ak/4aeTcs B COMOCTaBEHUN OTAE/bHbIX OCTATOYHbLIX PUCKOB, BO3MOXHbIX NPU NPUMEHEHUN
paccMaTpyBaemMoro MeAMLVHCKOrO W3AENWsi, C PUCKamy, BO3HMKAIOLMMU MPU MPUMEHEHUNM MOAOGHBIX W3Aenuii
(nocnepoBaTenbHOE COMNOCTAB/IEHWE PUCKOB C YYETOM PasHbiX BapvaHTOB NpUMeHeHusa usgenus). MNpu nposegeHunm
TakMx CpaBHEHW/ CnedyeT WCNo/b30BaTh akTyaslbHYl WHGIOPMaUMI0 O HeXenaTesbHbIX COObITUAX, CBA3aHHbIX C
NPUMEHAEMbIMU N34eNuaMu.

D.7.8 AHanu3 c npuBfeYeHNEeM 3KCNepToB

[na geMoHcTpauum [ONyCTUMOCTUM PUCKOB MOXET MnoTpeboBaTbCA OLEeHKka Mofb3bl A5 naumeHTa oT npume-
HeHUs MeauuMHCKoro magenusi. OguH M3 NOAXOLOB 3aK/TH04aeTCsl B CBEXEM B3/SAE HA COBOKYMHbIA OCTaTOYHbIA
PUCK MPaKTUKYIOLMX CMeLuasMcToB, KOTOpble HENocpeACcTBEHHO He yyacTBOBa/IM B pa3paboTke AaHHOro M3genus.
MpakTuKyloLwme cneumanucTbl MOryT NPOBECTU OLeHVBaHWe A0NyCTUMOCTM COBOKYMHOro OCTaTOYHOro pucka, paccmar-
pvBas Takoi hakTop, Kak aKCrnyaTauyoHHas NPUrogHOCTb MPU NPUMEHEHUN U3AeNUs B HagaeXalnx KIMHUYEeCKUX
ycnosusx. B nofobHoM cnydvae oueHMBaHWE W3AeNnus B HaANexawmx KIMHWYECKUX YCOBUAX MOXEeT cTaTb
noATBEPXAEHVEM [0MYCTUMOCTU PUCKOB, CBA3AHHLIX C €ro nprMeHeHneMm.

D.8 Moaxoa «HacTonbko Mmanblii, HACKObKO NpakTUyYeCckn oCyLLecTBUMO»

D.8.1 O6Lwue NonoXeHuns

Mpn pa3paboTke NOAUTUKN B OTHOLLUEHUM AONYCTUMOCTW PUCKOB M3rOTOBUTENb MOXET NPUMEHATb noaxon «Ha-
CTO/IbKO MaJlblil, HACKOMbKO MpaKTUyeckn ocylecTsnmo» (ALARP-nogxos).

Mocne NpMMeHeHNs KOHKPETHON Mepbl MO YNpaBfieHUlo PUCKOM BO3MOXHbI TpU pesy/bTara:

a) OCTaTOYHbI PUCK MPEBbILIAET KPUTEPUMN, YCTAHOB/IEHHbIE U3rOTOBUTENIEM B OTHOLLEHWW JOMNYCTVMOCTU PUCKE;

b) OCTaATOYHbIA PUCK AOMYCTUM, T. K. OH HACTOMbKO MaJsl, YTO VM MOXHO NpeHebpeub;
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[9) BE/IMYMHA OCTATOYHOrO pUCKa 3aHVMaeT MPOMEXYTOYHOE TMOJIOKEHVNE MeXay BenuuMHamu, YyKasaHHbIMU
B MepeyncieHnsx a) u b): B TaKOM C/lyyaB OCTaTOUHbIV PUCK JONYCTUM NPU YC/IOBUM MPUMEHEHUS MEp, YMEHbLLAIOLLX
pYCK A0 NpakTUYeCcKy OCYLLECTBMMOrO YPOBHS, C YYeTOM Mo/b3bl 415 NauMeHTa 1 3aTpaTt Ha fa/ibHelillee yMeHblueHe
[aHHOro pucka.

Moaxon «HacToNbko Masiblil, HACKO/IBKO NpakTUYeckn ocyliecTsumo» (ALARP-NoAxon) MOXHO MCnofnb30oBaTb
KaK 4aCTb aHa/n3a BO3MOXHOCTel ynpasneHus puckom (cMm. 6.2). ALARP-noaxof 06bI4HO MPUMEHSIIOT B OTHOLLEHUN
PVCKOB, BEPOATHOCTb KOTOPbIX HE MOXET ObITb onpeeneHa.

D.8.2 YpoBHM pucka

OCTaTOYHbIN PUCK, HAXOAALLMIACA HUKE KOHKPETHOrO YPOBHS, MOXHO OLeHMBaTb Kak HAaCTO/IbKO He3HauuTesnb-
HbI/Ai. 4TO OH CTaHeT CpaBHMMbIM C KaXAOAHEBHbIMU PUCKaMU, KOTOPble Mbl BCE UCMbITbIBAEM. Takol pUCK MOXHO
Ha3BaTb NPeHe6PeXMMO MasibIM.

ViMeeTca cyllecTBeHHas pasHuua Mexy OCTaTOYHbIM PUCKOM, SABSIOLIMMCS HACTO/IbKO HU3KWUM, YTO HeT
HeobXx0AMMOCTN ero paccMmaTpusatb, ¥ 6onee BbICOKMM OCTaTOYHbIM PUCKOM, KOTOPbIA ABNSETCA A0NYCTUMbIM
BC/IeACTBME MPUHOCUMON U3AENeM MOoMb3bl U MPaKTUYECKO/ HEeBO3MOXHOCTY YMEHbLUEHUS AaHHOTo pUcka.

Korga pvck onpegeneH, BO3HWKAET rNaBHblIA BONPOC: «ABNAETCA N JaHHbIA PUCK HACTOMBKO MasbiM, YTO HeT
HEeo6XOAMMOCTY aHaUIM3NPOBAaTbL BO3MOXHOCTM YMEHbLUEHUSI pucka?» Takoe pelueHvie NPUHUMAIOT A1 Kak4oro pucka
B OTAE/NbHOCTW.

D.8.3 AHann3 BO3MOXHOCTEl ynpaBieHUst puckom

[ina Kaxaoro oCTaToOYHOrO pUcKa, KOTOPbIM Henb3A npeHebpeyb, A0/MKHbI 6blTb MPOAHaIN3NPOBaHbI BO3MOX-
HOCTW YMEHbLLEHUA PUCKA. YMEHbLLEHNE PUCKA [NIOXET ObITb UN HE ObITb MPaKTUYECKU OCYLLECTBUMbBIM, HO €ro cneayet
paccMoTpeTb. Mpy 3TOM MOXHO MOY4YNUTb CReayoLmne BbIBOAbI:

- Of]HA WM HECKOIbKO Mep MO YNpaB/ieHNI0 PUCKOM YMEHbLLAKT PUCK [0 NPeHebpexmnMo Masioro YpOoBHS, U HeT
Heob6Xx0AMMOCTN B €ro AasibHelemM paccMoTpeHuN;

- YMEHbLUEHNEe pucka [0 MNPeHebpexuMo Masioro YpOBHSA MPaKTUYECKW HeuenecoobpasHo He3aBUCUMO OT
TNELWUXCA BO3MOXHOCTEW €ro yMeHbLUEHNS.

Kaxaplli 0CTaTOUHbIA PUCK, COXPaHMBLUMIACA MOC/e BbINOIHEHUS Mep MO YNpaB/eHWI0 PUCKOM, CriedyeT OLeHu-
BaTb N0 KPUTEPUSM, YCTAHOB/EHHbIM B NiaHe MeHe[XMeHTa pucka. ECnn ocTaTouHblli pUCK OTBEYaeT KpUTepusm,
yCTaHOB/IEHHbIM W3TOTOBWTE/IEM B OTHOLLEHWUMW JOMYCTUMOCTY pucka, 1 6bin npumeHeH ALARP-noaxod. To B fasibHel-
LIeM YMeHbLLEHUN pucka HeT Heo6Xo4UMOCTU.

D.8.4 MNpakTnyeckas oCcyLw,eCTBUMOCTb YMEHbLLEHUS pUCKa

MoXeT CnoXxuTbCs Brievat/ieHne, YTo N60o PUCK, CBA3AHHbI C MEeAULMHCKAM U3genuem, saBaseTcsa AonycTu-
MbIM. €C/iM mocnegyeT yfyylleHve NporHo3a COCTOSIHUA 3[40POBbsi NauueHTa. Ho Takoi Nocbil Helb3s UCMOsb30BaTb
Kak 060CHOBaHWe JOMYCTUMOCTU HEHYXHOro pucka. Bce pucku cneflyeT ymeHbluaTb 40 CamMOro HU3KOrO MpakTuyeckut
[OCTUXUMOTO YPOBHSI, Y4YWTbIBas COBPEMEHHbI YPOBEHb Hay4YHO-TEXHMYECKOTO pasBWTUSA, MOJb3y OT JONYCTVMOro
pucka U NPakTUYecKyto OCYLLECTBUMOCTb ero fasibHelLlero yMeHbLIeHNs!.

MpakTnyeckas OCyLeCTBUMOCTb OTpaxkaeT CMOCOOHOCTb W3rOTOBUTENS YMEHbLLUUTL PUCK U UMEET [iBE COCTaB-
naoLpe:

- TEXHNYECKYI0 OCYLLLECTBMMOCTb;

- 3KOHOMWYECKYI0 OCYLLECTBUMOCTb.

TexHuyeckas OCYLLECTBMMOCTb OTpaxaeT CMNOoCOBHOCTb W3rOTOBUTENSA YMEHbLUTb pUCK 6e3 yyeTa marepu-
a/lbHbIX 3aTpar. Huxe nepeuncnieHbl cayvau, KOrga TexXHuYeckas OCyLLecTBUMOCTb SBSIETCS CMOPHOVA.

- 60NbLIOE YNC0 MapKMPOBOK C npeaynpexaeHnamu/npefocTepexxeHnsaMu. 3aTpygHALWMMN NPUMEHEHNE
nosib3oBaresieM MeULMHCKOro u3genus;

- 60NbLLOE YMC/I0 CUTHAIOB TPEBOMK, NPUBOAALLMX NOb30BaTENS B 3aMellaTebCTBo;

- co0b6LLeHNe 0 TakoM 60/IbLLIOM YMC/IE OCTATOUHBIX PUCKOB, YTO ONEPAaTOPY C/IOXKHO MOHSATb, Kakune U3 HIX ABAAIOT-
CA AeNCTBUTENBHO 3HAYUMbIMU,

- C/IMLLKOM C/IOXHble npoueaypbl NPUMEHEHNS MeAWLIMHCKOTo 13aenus, npoTusopevatle ero npegycmMoTpeHHo-
My NPUMEHEHMUIO;

- BbIMOJIHEHNE Mep MO YNpas/IeHNI0 PUCKOM, NPOTMBOPeYalLnx NpeaycMOTPEHHOMY MPUMEHEeHuo (Hanpumep,
YMeHbLLIEHNEe MOLLHOCTU 3/1EKTPOXMPYPrMUeCcKoro YCTPOCTBa A0 YPOBHSA HKe ahheKTUBHOrO).

OKOHOMMYeCcKas OCYLLEeCTBMMOCTb OTpakaeT CMOCOOHOCTb M3rOTOBUTENA YMEHbLUMTb PUCK, He Aenas paspa-
60OTKY M U3rOTOB/IEHNE MEAULMHCKOTO WU3AeNnNs 3KOHOMUYECKW HEBbITOAHbIM MPOEKTOM. [MpuHATbIE pelueHus 06s3a-
TefIbHO [0/1XHbI 6a31MpoBaTbCA Ha ONTUMa/IbHOM COOTHOLLEHUW MeXAy A0MYyCTUMOCTbIO PUCKOB W MPUIOAHOCTbLIO
MeAMLIMHCKOrO u3fenus ANs NevyeHus U uarHocTuku. MarTepuasibHble 3aTpatbl M MPUrO4HOCTb  MeAULUHCKOro
13genvs paccMaTpuBatoT MpU MPUHATUN PELLEHNs O NPaKTUYECKOW OCYLLeCTBUMOCTM YMEHbLUEHUs1 PUCKOB, KorAa peyb
MAET O COXpaHeHUV WA YyNy4ylleHUW COCTOAHMA 3[40pOBbs naumeHTa. OfHaKo 3KOHOMUYECKYH OCYLLeCTBUMOCTb He
cneflyeT Ucnosib3oBaTb Kak 060CHOBaHWE A0MNYCTUMOCTU HEHYXHOro pucka. Hanpumep, skoHOMUYeckasi OCyLLecTBu-
MOCTb SIBNISSETCA CMOPHONM NpWU paccMOTPEHUNM HeobXxoAMMOCTU Ay6NMPOBaHUA KaXK4Or0 KPUTUYHOTO KOMMOHEeHTa
aecmbpunnsTopa.

O6bI4HO cnedyeT yMeHbLUaTb PUCKWU, HE3HAUUTE/bHO MPEeBbIllatoLLe KpUTEPUN, YCTaHOBEHHbIE U3rOTOBUTENEM
B OTHOLLEHUW JONYCTUMOCTN PUCKA, idKe NpU YCOBUWM CyLECTBEHHbIX 3aTpar. ECnu ypoBeHb pucka npubnamxaeTcs
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K «He3HauuUTeNlbHOMY», TO Aa/lbHelillee YMeHbLUeHNe pucka MOXeT He NOoHaA0bUTLCA, eCIM TO/TbKO OHO HE MOXET ObITb
Nerko AOCTUTHYTO.

B HekoTopbIx ciy4yasx (Hanpumep, ANA 3awWmuTbl OT paguauum) npumenstot ALARP-noaxog. Mpu 3ToM BMECTo
NPaKTUYECKON OCYLLLECTBUMOCTU MPUHUMAKOT BO BHUMaHWE AOCTMXMMOCTb, YTO B AEWCTBUTENIbHOCTY O3HAYaeT MpPUHS-
THe BO BHYMaHWE TO/IbKO TEXHUYECKON OCYLLEeCTBMMOCTU U UTHOPMPOBaHWE 3KOHOMMWYECKON OCYLLECTBUMOCTY.

D.8.5 Npumep

Ha pucyHke D.6 npuBefeH npumep MaTpuubl pucka, rae ob6nactb 4ONyCTUMOrO pucka MaTpulbl UMeeT AanbHel-

Lwee nogapasgaeneHne. PUCKK, KONIMUYECTBEHHOE 3HAYEHVE KOTOpbIX onpegeneHo (A,. R2, F13,...). 3aHeceHbl B COOTBETCTBY-
IoLLME SM1EMEHTLI MaTPULLbI.

YPOBHI/I TAXEeCTU NO KayeCTBEHHbIM npusHakam

npeH’;eaGHp:ﬂM”MU HesHauutensHas CepbesHast Kputnueckaa  Katactpodomueckas
Yacran
BeposaTtHas

YpoBHU P « «2
BEPOATHOC- p

eaKan
™ npy no- A «“ °°
nyKonne- -
cTeHHom OeHb peakas
aHanmse

HeBo3moxHas *3

YcnoBHble 0603HAYEHNS:

- TEMHO-Cepblii LiBET — HeAonyCTUMbIA PUCK;

- CBET/I0-Cepblii LBET — HE06X0AMMO MCCNef0BaTh BOSMOXHOCTM JasibHEWLLIEro YMEHbLUEHUS pUCKa;
- 6enblii UBeT — He3HauUTeNbHbIN puck

PucyHok D.6 — lMNpumep matpuubl OLEHMBaHUA pUCKa N0 TPEM KpUTepusm
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Mpunoxexve E
(cnpaBoyHoe)

Mpumepbl onacHocTel, NPOrHO3MPYyeMbIX NocnefoBaTelbHOCTEW COBbITUIA
M OMacHbIX cUTyauui

E.1 O6wme nonoxeHms

TpeboBaHue K U3roTOBUTESIO COCTaBUTb NepeyeHb W3BECTHBIX I MPOrHO3MPYEMbIX OMACHOCTEl, CBA3aHHbIX C Me-
OULMHCKUM  U3fieqiMeM, Kak ANs HOpMasibHbIX YC/IOBUMIA, Tak v ANs yCnoBwiA oTkasa cofepxwutcs B 4.3. Tpe6osaHue
K M3rOTOBUTE/I0 PACCMOTPEThb MPOrHO3MPyeMble MOoCc/e0BaTeNIbHOCTM COObITWIA, CNe[CTBMEM KOTOPbIX MOXET CTaTb
BO3HVKHOBEHVE OMacHo cuTyauun 1 NnpuanHeHne Bpeaa, cofepxmtca B 4.4. CornacHo onpegeneHnsm AaHHbIX TepMu-
HOB OMAaCHOCTb HE MOXET NPUBECTU K MPUYMHEHUIO Bpeda [0 Tex nop. noka nocneAoBaTenibHOCTb COObITUIA N apyrue
06CTOATeNLCTBA (B TOM YMC/e YC/IOBUS HOPMa/IbHOrO NPUMEHEHNS) He NPpUBEaYT K BO3HUKHOBEHMIO ONacHol cuTyauuu.
Ha faHHOM aTane puck MOXeT 6bITb OLEHEH MyTEM OMpefe/ieHns TSHKECTU N BEPOSTHOCTM NPUUYMHEHUS Bpeda, B KOTO-
pbili Morna 6bl pa3BUTbLCS onacHas cutyauus (CM. pucyHok E.1).

YCNoBHbIE 0603HAYEHUS:
- P1 — BEpPOSATHOCTb BO3HWUKHOBEHWSI OMACHOI CUTyaun:
- P2 — BepOsiITHOCTb BO3HWKHOBEHWUSI OMACHOM CUTyauun, BefyLei K NpuinHeHnio Bpesa

PucyHok E.1 — Cxema B3avMOCBS3M MexJy ONacHOCTbIO, NOC/eA0BaTe/IbHOCTbIO
CO6bITWA, ONacHoW cuTyauuein n Bpegom

Xopoleit oTnpaBHOM TOYKOM A1 COCTAB/IEHUS NEPEuYHsi OMacHOCTEell SBMSETCS aHa/u3 onbita pPa6oTbl
C TakumMu e uay Nogo6HLIMM Bugamn nagenuii. MNpu aHanuse cnefyet YunTbiBaTb COGCTBEHHbIN OMbIT U3rOTOBUTENS,
a TaKke OnbIT APYrUX W3roToBUTENel, Hallefwunii oTpaxeHue B 6a3e AaHHbLIX HeXenaresbHbIX COBbITUMA, Ny6anKaLmsax
U APYTUX JOCTYMHBIX UCTOYHMKAX. [aHHbI BUA aHasn3a oYeHb noneseH 418 WAEHTUMKALMW U COCTaBNEHUS NepedHst
TUMWUYHBIX OMACHBLIX CUTYaLMIi N CBA3AHHBIX C HAMW BO3MOXHbIX PUCKOB A/1i paccMaTpuBaemMoro nusgenus. fanee nepe-
YeHb OMacHbIX CUTyauuii U Takue BCMOMOraTesibHble CPeACcTBa, Kak nepeyeHb NpuMepoB M3 Tabnuupl E.1, MOXHO uc-
Mo/b30BaTh f/151 COCTAB/IEHUSI NEPBOHAYAILHOTO MEepPeYHst ONacHOCTEl.

Creayowmm arom sBfSeTcs WAEHTUMKaLMS HEKOTOPbIX NOC/eAoBaTeNlbHoCTel CobbITHiA, KOTopble BMecTe C
0MacHOCTSIMU MOTYT NPUBECTM K BO3HUKHOBEHMIO OMACHbIX CUTyaLmit U NpuinHeHuio Bpeaa. T. K. MHOTME OMacHOCTM MOryT
HUKOTAa He NPUYMHUTL BPes U NO3TOMY UX MOXHO fasiee He paccMaTpuBaTh, TO NOJE3HO NPOBOAMUTL aHa/Iu3, HauMHas
C Bpefia, KOTOPbIA MeauUMHCKOe W3aenne [AeiiCTBUTENIbHO MOXET MPUYMHWTL, U Aasiee cnefosaTh B 06paTHOM
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HanpaBneHnn. OfHako HecMOTps Ha MOMe3HOCTb Takoro MoAxofa, crefyeT Mpu3HaTh, YTO NOAOGHLIV aHann3 He
ABNSETCH COBepLUeHHbIM. MHorve nocnefoBaTenbHOCTU COObITUI BO3MOXHO WMAEHTMULMPOBATL TOLKO NpK cucTe-
MaTU4YeckoM MNPUMEHEeHUN MeTOA0B aHa/m3a pucka, OMUCaHHbIX B MpuioxeHnn G. AHanu3 u unaeHTudmkauma
B fia/IbHENLLEM YCNOXHAIOTCS U3-3a HE06X0AMMOCTUN yyeTa MHOrMX CobbITUIA 1 06CTOATENLCTB, NOAOOHBLIX NPUBEAEHHBLIM
B Tabnuue E.2. Takum 06pasom, A9 3aBepLUeHNs BCECTOPOHHErO aHan3a HeobxoauMo MCnonb3osaTb 6osee yem
OAVH METOA aHanM3a pucka, a WHOrAa W AononHUTeNbHble MeToAbl. Tabnuua E.3 cogepXuT npumepbl B3aMmoCBA3N
MeXzy OnacHOCTSIMM, NOc/ef0BaTe/IbHOCTSIMW COObITU, ONACHbIMK CUTYyaLMsiMW U BPeAOM.

HecmoTpsi Ha TO YTO cOCTaB/eHVEe NepPeYHs ONacHOCTEeW, onacHbIX cUTyauuii 1 nocnefoBaTenbHOCTel cobbITUl
XenaTtesibHO 3aBepLUNTb Ha PaHHUX CTaauax npouecca NpPoeKTUPOBaHWS 1 pas3paboTku, AN TOro 4Tobbl 06nerdynTb
ynpaB/ieHVe PUCKOM, Ha NpaKTUKe MAEHTUMMKALMSA U COCTaBNEHNE NEePeYHst — 3TO HenpepbiBHasA AeATeIbHOCTb, KOTO-
pas npofosxaeTcs, BKIKYas NOCTNPOU3BOACTBO.

HacTosiee npunoxeHne COAEPXUT HEMOSHbIA NepeyeHb BO3MOXHbIX OMACHOCTEN, CBA3AHHbLIX C Pas3/IMYHbIMMK
MeANUMHCKUMN n3genusmm (Tabnuua E.1), a Takke nepeyveHb MHALMUPYHOLWMX COBbITUIA 1 06cToATENLCTB (Tabnmua E.2),
KOTOpble MOryT MNPUBECTU K BO3HUKHOBEHWIO OMAcHbIX CUTyaumii, a Te. B CBOK ouyepefb. — K NPUUMHEHWIO Bpeja.
Tabnuua E.3 cogepXuT NorMyeckyto nocnefoBare/ibHOCTb NPUMEPOB TOrO, Kak OMacHOCTb MOXET Pa3BUTbCA B ONacHyto
cuTyaumio, a onacHas cutyaums — B NpUYMHeEHWe Bpeja Yepes nocnefoBaTelbHOCTb COBbITUIA UM OBCTOATENLCTB.

MoHMMaHne BO3MOXHOCTW pas3BUTUSA ONACHOCTY B OMAaCHY CUTYauUMio SIBISETCA BaXHbIM A1 ONpefenieHns Be-
POATHOCTM NPUYMHEHNS N TAXECTM Bpeda. Lienbio npolecca SBASETCA CoCTaB/eHNe Kak MOXHO 60/ee ncuepnbiBatoLle-
o NnepeyHs onacHbIX cuTyauwii. MaeHTudmkaumsa onacHocTeld 1 nocnefoBaTenbHOCTel CoObITUI ABNSETCA CPeACTBOM
OOCTWXEHWA AaHHol uenn. MepeyHn, codepxalumecs B Tabnmuax HacTosLero npunoXeHus, MoryT NpuMEHSTbCA ANA
cofeiicTBua B MAEHTUMKALMM ONacHbIX cuTyauuii. lns nNpoBefdeHNs Hadfexallero aHaamsa U3rotoBuUTeslb AO/MKEH
cam onpefenuTb, YTO CUMTaTb ONACHOCTbLIO.

E.2 Mpumepsbl onacHocTeit

MepeyeHb, npuBeAeHHbIN B Tabnuue E.1. MOXHO MCNOMb30BaTb Kak MOMOLLb B MAEHTU(UKALMN CBA3AHHBIX C
MeAMLVHCKUM 134eniMemM OnacHOCTeN, KOoTopble B MTOre MOTYT MPUBECTM K MPUYMHEHWIO BPefa NauueHTy wiam Apyrum
nmuam.

Tab6nunuya E.I1— MNpumepbl onacHocTel

I'Ipmmepbl 3HepreTu4yecknx
onacHocTei

OnacHoCTu, cBA3aH-
Hble C 3/1eKTPOMarHuTHol
3Hepruei:

- CEeTEBOE HanpshXeHue:

- TOKW YTEUKM:

- TOK YTEYKM Ha KOp-
nyc;
- TOK YTEUKMN Ha 3eM-

o,

- TOK yTeYkM Ha na-

LMeHra;

- 3/1IeKTpUYecKme no-
ns;
- MarHuTHble nons

OnacHocTU, cBsi3aH-
Hble C 3aHepruei mnsnyde-
HUSE:

- MOHW3MpYytoLLee u3ny-
YyeHue;

- HeuoHu3upytoLlee us-
NlyyeHne

OnacHocTU, cBsi3aH-
Hble C TEN/I0BO SHEeprueit:

- BbICOKME Temnepa-
Typbl:

- HWU3KMEe TemnepaTtypsbl

OnacHocTu, cBA3aH-
Hble C MexaHW4eckoi
3Hepruei:

- cuna TXecTu:

- Npy nageHuu;

Mpumepbl 6uonornyecknx
M XuMuyeckux onacHoctei

Buonornyeckne onac-
MOCTU:

- bakTepun.

- BUPYCbL:

- npounB BO3b6yauTENN
3a60/1eBaHnin (Hanpuwvep.
NPUOHbI);

- NOBTOpHAaA Wn nepe-
KpecTHasa MHdekums
Xumnyeckne

MOCTU:

- BO3/eiiCTBME Ha AbIxa-
TenbHbIE NYTU, TKaHW, OKPY-
Xalowyo cpegy nam umy-
LLEeCTBO. HaNpUMep, Ha NUHO-
poAHble cybCTaHLmm:

- Kncnotamu unm oc-
HOBaHMAMU;

- oTXo4amu;

- 3arpsA3HALLUMM
BelyecTeamu;

- jobaBkamn UM
BCMoMorartesibHbIMU
BelyecTBamu;

- YUCTALLMUMU n
Ae3vHULMpyoLWwmMn
cpeAcTBamu, TeCcTupyto-
MMM BeLLecTBamu;

onac-

MpyMepb! aKCTyaTaLyi»
MbIX OracHocTel

OnacHocTH, CBA3aH-
Hble C (PYHKUMOHMpOBa-
HUem:

- HenmpaBW/lbHble WIN
HeHagnexatme pesynbTa-
Tbl AW PYHKLMOHMpPOBA-
HUB:

- HEKOppeKTHble U3MB-
peHus;

- OWKnbKM Npu nepega-
ye faHHbIX;

- yTpaTta uwin yxyaLieHvue
yHKUMN

OnacHocTu, CBAA3aH-
Hble ¢ owmnbkamu npume-
HeHus:

- HegoCTaTOK BHMMA-
HUA:

- 3a6bIBYMBOCTD:!

- He3HaHwe npasur;

- HE0CTaTOYHOCTb 3Ha-
HWIA;

- HapylleHue ycTaHoe-
NIeHHOro nopsaka

Mpumepbl UHGOPMAaLNOHHbIX
onacHocTei

OnacHoCTuK, CBSA3aH-
Hble C MapKnpOBKOIA:

- HEJOCTaToOuHO  non-
Hble WHCTPYKUWM MO 3K-
cnayarauyuu:

- HeHagfexaliee onu-
caHue 3KcnyaTauyoHHbIX
XapakTepucTuk:

- HeHajgnexaliee onu-
caHue npeaycMOTPEHHOro
NpUMeHeHs;

- HeHagnexauwias WH-
dopmauusi 06 orpaHuye-
nmax

OnacHocTH, CBSA3aH-
MbIB C paboynMm  uH-
CTPYKLMSIMU:

- HeHagnexalas cne-
undmkaums Ha npuHag-
HEeXHOCTH, NPUMEHsIB-
MbIB COBMECTHO C Meau-
LVHCKAM n3fenunem;

- HeHagnexawue cne-
undpukalmm Ha npoBepoy-
Hble UCnbiTaHUA nepeg
NpUMeHeHNeM MeaNLVH-
CKOro u3genus;
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OkoHuyaHne Tabnuubl E. 1

Mpumepbl aHepreTUYeCckux
onacHocTei

- B MOABELIEHHOM
COCTOSIHUM;

- BUbpauus;

- HakonseHHas
3Heprus;

- HanuMune [BUXY-
LMXCA YacTel;

-Cuna CKpyymBaHus.
ycunve casura u cuna
pacTseHus;

- nepemeLlleHne na-

LUVeHTa n npugaHve emy

Tpebyemoro nosioxe-
HUs;
- aKycTuyecKas sHeprus;
- yNbTpa3Bykosas
3Heprus;
- NHbpasBykoBas
3Heprus;
-3BYK;
- B/INBAHWE XUAKOCTU
noJ, BbICOKVAM AaBfieHNeM

Mpumepbl 6M0N0OTUYECKNX
W XUMUYEecKUX onacHocTtel

- MpoaykTtamu pac-
naga;

- MeAULMHCKUMMN
razamu;

- aHecTeTukamun
OnacHocTU, CBA3aHHbIe

€ 6MO0COBMECTUMOCTbIO:

- TOKCMYHOCTb ~ XUMMU-
YeCKMX COoCTaBNALWMNX, Ha-
npumep;

- annepreHHocTb/
pasgpaxatoliee aei-
cTBME:

- NMPOreHHOCTb

MpuMepsbl 3KCAAyaTaynoH-
HblX onacHocTell

E.3 MNprmepbl MHALMUPYIOLLMX COBLITUIA 1 06CTOATENLCTB

Mpumepbl MHG OPMaLMOHHbBIX
onacHocTei

- C/INLWIKOM C/OXHble
paboune NHCTPYKUMn
OnacHoOCTKW, CBA3aH-
Hble C npegynpexaeHu-
AMU:
-0 N060YHbIX adhchekTax;
- 06 onacHoCTsIX, CBS-
3a@HHbIX C MOBTOPHbLIM NpW-
MEHEHNEM MEeOULMHCKNX
n3nenuii ogHoKpaTHoro
npuMeHeHus
OnacHoOCTKW, CBSA3aH-
Hble C Tpe6GoBaHUAMMN K
TEXHUYECKOMY 06Cnyxu-
BaHUIO U Tekylemy pe-
MOHTY

Ons waeHTUMKaLMM NPOrHO3MPYEMBIX NOC/eA0BaTENbHOCTEN COBLITUIA YACTO MOMIE3HO NPOAHaNIU3NPOBaTh WX
MPUYMHBI, & UMEHHO UHULMMPYIOLLME COBbITUA 1 06CTosTeNbcTBa. B Tabnuue E.2 npreeaeHsbl NpuMeps! MHULMUPYIOLLMX
COGbITWIA N 0BCTOATENBCTB, Pa3feeHHbIX Ha KaTeropu. HeCMOTps Ha TO YTO fiaHHbIii NepeyeHb He SBMSIETCS UCYEPTbl-
BAtOLLUM, OH COLAEPXUT MHOTO PasHbIX BULOB MHULMMPYIOLLMX COBLITWI 1 06CTOATENLCTB, KOTOPble HEOGXOAMMO YUNTbI-
BaTb NpY UAEHTUIMKALMM NPOTHO3UPYEMBIX MOC/EA0BATENBHOCTEN COGbITWIA AN PpacCMaTPMBAEMOTO MEAMLMHCKOMO
ugenus.

Tabnuuya E.2— MNpuMepbl MHULUUPYIOLWMX COBLITUIA 1 06CTOATENLCTB
Kareropus MpyMepb! MHULMPYIOLLMX COBLITUIA 1 OBCTOSATENLCTB

HepoctaTtouHo noapo6GHble
TpeboBaHus

HeHapnexallas cneuudukaums Ha;

- napameTpbl KOHCTPYKLK;

- 3KcnayaTauuoHHble napameTpbl;

- 3KCnnyaTaunoHHble Tpe6GoBaHus;

- Tpe6oBaHUs K 06CNyXMBaHUIO (Hanpumep, K Tekyllemy PeMOHTY, nepepa-
60TKe):

- yTUM3aum

Mpoun3BOACTBEHHbIE MPO-
Lecchbl

HepocTtaTouHoe ynpasfieHne U3MEHEHUsIMW MPOV3BOACTBEHHBIX MPOLLECCOB.

HepoctatouHoe ynpasneHue mHdopmaumein o matepuanax/coBMecTUMOCTH
mMaTepuanos.

HepocTaTouHoe ynpaBfieHvue Npov3BOACTBEHHLIMU MpoLeccamu.

HepfocTtaTouHoe ynpaBneHue cybnogpsaymkamu

TpaHcnopTupoBaHue 1 xpa-
HeHne

HeHagnexatlee ynakoBbiBaHue.
3arpsisBHeHve UM U3HaLIMBaHKE (Mopya).
HeHagnexalime ycnoBusi okpyxatoLueit cpegpl
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Kareropus

dakTopb!
cpefpl

oKpyxatoLeli

OuncTKa, Ae3nHpeKUUs 1
cTepunmnsauyms

BbiBOA, 13 3KcnyaTauum u
yTunu3aums

XnMUyeckunin coctas

Yenoeyeckunii thakrop

Pexum oTkasza
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TMPUKCPbI MHALMMPYIOLWMX COBLITUIA 11 0GCTOATE/LCTO

dusnyeckme (Tenno, gasneHve, Bpems).

Xumunueckme (Kopposus, cTapeHue mMatepuanos, 3arpssHeHue).

OnekTpoMarHuTHble Mons (HanpvMep, YyBCTBUTENbHOCTb K 3/1€KTPOMArHuT-
HbIM nomexam).

HepocTtaTouyHoe 3HeprocHabxeHue.

HepoctaTtouHan nofjava xnagareHta

OTCyTCTBME MMM HELOCTATOYHO MOAPOGHbIE TPeGOBaHWS K BA/IMAMPOBAHHbLIM
npoueaypam OYMCTKW, AE3VNHIEKLMM 1 CTepUM3aumy.
HeHagnexalee npoBefeHne OYnUCTKM, Ae3NHAEKUMN U CTepuan3aLmm

OTcyTCTBUE MHhopMaLM UK HeJoCTaToYHas MHhopMaLms.
Owmbxa npUMeHeHus

Buonorunueckunii pacnag.

Buonornueckas coBMECTUMOCTb.

OTcyTCTBME MHChOPMaLMK UK HELOCTATOYHO NOAPOGHbIE TEXHUYECKNe Tpe6o-
BaHWs.

HeHagnexallee npegynpexgeHne 06 OnacHOCTSX, CBA3AHHbIX C Henpasu/ib-
HbIM XMMWUYECKMM COCTaBOM.

OwmnbKN NpUMeHeHus

B03MOXHbIE OLUNGKN NPYMEHEHNS, 06YC/I0B/IEHHbIE AedheKTaMn KOHCTPYKLMK,
Hanpumep:

- HeJOCTATOYHO YeTKVNE UHCTPYKLMM N0 NPUMEHEHUIO U UX OTCYTCTBME:

- C/QIOXHasA UM HEeJ0CTaTOYHO YeTKas cuctema yrnpas/ieHus,

- HEO[HO3HaYHOEe WM HEACHOEe COCTOSIHWE W3Aenus:

- HEnpaBsu/IbHas UM HeYeTKas BU3yasimsaumusa YyCTaHOBOUHbLIX NapameTpos, pe-
3yNbTaToB M3MEPEHWI UK APYroi MHopMaumm:

- HenpaBsw/bHOE MpejcTaB/ieHne pesy/bTarTos;

- HefloCTaTOUHblE BUAMMOCTb, C/bILUMMOCTb U TaKTUbHOCTb;

- HEeHajsiexallee pacrnosioXXeHne 3M1EMEHTOB ynpas/ieHUs AeiCTBUAMU Wn
HeHaj/lexallee npeactasneHne WHGopMauum o hakTM4ecKOM COCTOSIHUM:

- pexvMbl paboTbl WM PacnofIOKEHNE 3/IEeMEHTOB ynaB/ieHns. NpoTuBopeYa-
e nmetoLeMycst 060pyA0BaHMIO:

- NPUMEHEHNe MeAULMHCKOTO W3Aenus HekBasMULMpoBaHHbIM/HEOBYYEH-
HbIM NEePCOHasIOM:

- HeJocTaToyHoe npegynpexaeHne o No6oyHbIX adhdekTax;

- HejlocTaToyHoe npegynpexpieHne 06 onacHOCTAX MOBTOPHOTO NPUMEHEeHUs
MeAMLMHCKNX WN3AEeNNiA OJHOKPATHOTO MPUMEHEHUS;

- HETOYHbIE U3MEPEHUS U [pyrie MeTPOsIorMYeckne acnekTbl;

- HECOBMECTUMOCTb C pPacxofHbIMU MaTepuanamu/npuHaanexHocTaMu/apy-
TMMU MENLMHCKUMU U3LENUAMM;

- Ipomaxu, ynyLieHns n 3abnyxaeHvs

BHesanHas noteps 3M1eKTPUYECKoi UM MeXaHU4eckol LieNoCTHOCTU.

YxyALIeHne PyHKLMOHA/bHbIX CBOWCTB (HANpUMep, NocTeneHHas OKK/31s Ma-
ructpaneil gns XUAKOCTU W rasa, U3MEHeHWe rMApPaBINYeckoro CONpoTYBIIEHMS,
3/1EKTPONPOBOAHOCTU) KaK PE3yNbTaT CTApEHUs], U3HOCA W MHOMOKPaTHOTO npumMe-
HEHUA n3genus.

OTkKa3 BCNeACTBUE YCTA/I0CTU

E.4 MprMepbl B3aMOCBA3€el MexXAy OnacHOCTAMM, NPOrHO3MpyeMbIMU NOCNef0BaTeIbHOCTAMMU COBbITUI,

onacHbIMN cnTyauuamMu n Bpeaom

Tabnmua E.3 geMOHCTpupyeT B3aMMOCBA3b MeXAy OMnacHOCTSMW, MPOrHO3MpyeMbiMW MNoC/efoBaTelbHOCTS-
MW COBbITWIA, ONACHLIMU CUTyaUMsMU U BPeAOM B YNPOLLEHHOM Buae. [pyroli 0606LLeHHbI Npumep nocnefoBatesb-
HOCTV COGbITUI, BK/TIOYAIOLLE KOCBEHHbIE PUCKW, MpeAcTaB/ieH 415 MeAVULMHCKUX U3aenvii Ans AMarHoCTMKY in vitro Ha

pucyHke H.1 (npunoxenue H).
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CneflyeT NOMHWTb, YTO O/iHA OMACHOCTb MOXET MPUYMHUTL HECKO/IbKO BUAOB Bpeaa, a 6osee Yem ofHa nocneno-
BaTe/IbHOCTb COBbLITUIA MOryT CNOCO6CTBOBATL BO3HWKHOBEHUIO OMACHONM cuUTyauuu.

[na nposefeHus HaAnexalero aHaiMsa Heo6XO04MMO YCTaHOBWTb, B YeM 3ak/loyaeTcs onacHas cuTyauys.
B HeKoTopbIX 06CTOATENLCTBAX NPUMEPOM OMACHON CUTyauUMK MOXET ObITb CHATME KOXYXa C yCTPOCTBA, HaxoasLLero-
€Sl N0f, BbICOKVIM HanpshkeHueMm, Torga Kak npv gpyrux o6cToaTenscTsax NPUMEpPOM ONacHoi CUTyalmunm MOXHO cuuTaTb
HenocpeCTBEHHbIN KOHTaKT yesioBeka C YCTPONCTBOM, HaxOAALWMMCS MOJ, BbICOKUM HanpshKeHUem.

Ta6nuya E3 — B3aMmocBs3b MeXJy OMacHOCTAMM, MPOrHO3MPYeMbIMU MOC/EL0BaTE/IbHOCTAMU COBLITUIA,
OnacHbLIMU CUTyauusMu U BPESOM

OnacHocTb

JnekTpomMarHutHas
3Heprusa (ceteBoe Hanps-
XeHue)

Xnmunueckaa onac-
HOCTb (N1eTyuuii pacTBopu-
Tenb)

Buonornyeckas onac-
HOCTb (6akTepuanbHoe
3apaxeHue)

OneKkTpoMarHuTHas
3aHeprus (ESD — anekT-
pocTaTnyecknin 3apsaa)

Henagnexauiee dyH-
KUMOHVpOBaHWe (HeT Bbl-
Xofa 3/1eKTPO3HePrin)

42

MpoTe3npyemas
nocneaoBaTesIbHoCTb COBbITUI

ONeKTpoaHbIi kabenb cny-
yaliHO BK/IOYEH B CETEBYIO PO-
3eTKy

HenosHas ouncTka neTyyero
pacTBOPUTENSI, UCMO/b30BAHHO-
O MPU W3rOTOBMIEHNUN N3LENNS.

Mepexog ocTaTka pacTBopu-
TeNs B rasoBoe COCTOsHME Mpu
Temneparype Tena

HeHagnexalime MHCTPYKLUK
no o6e33apaxuBaHUI0 HapKO3-
HbIX TPYGOK MHOrOKpPaTHOro npu-
MeHeHWs.

Mcnonb3oBaHue 3arpsisHeH-
HbIX HAPKO3HbIX TPYGOK

MauueHT, umetownii anekT-
pocTaTuueckunii 3apag.kacaertcs
MHY3MOHHOTO Hacoca.

Hanmune ESD npuBoguT K OT-
Kasy Hacoca U CUCTeMbl CUTHa-
nm3auum Hacoca.

OTcyTCcTBYET nojada UHCyNn-
Ha nauyneHty

McTeyeHne cpoka cnyxobl
3/1eEMEHTA NUTAHUA UMNIaHTUPY-
emMoro gedwmbpunnaTopa.

CnuwkoMm 60NbLUOK UHTEp-
Basl MEXAY K/MHUYECKUMU 06-
cnefoBaHUAMYU

OnacHasA cutyaums

Ha anekTpogax nosisu-
NI0Cb CETeBOe Hanpsixe-
HUe

O6pa3oBaHue  ny-
3bIPbKOB rasa B KPOBU BO
Bpems auanvsa

BbicBo6GOXAEHNE Gak-
Tepwii 1 nonagaHve ux B
OblxaTesnbHble NyTW nauu-
eHTa BO BpPeMsi aHecTe3nn

HesHaHWe nauveHTa c
BbICOKVM YPOBHEM caxapa
B KPOBU O MpeKpaLleHum
nogaun WHCyHa

Mpu BO3HWMKHOBEHUN
apuTMUM MOXET He noc-
neposatb paspsg geduno-
punnsatopa

Bpen,

CepbesHoe
paHve.
dubpunnauma cepa-

BO3ro-

ua.
JNleTanbHbIli UCXop,

FaszoBas am6onus.

MNoBpexaeHve ronos-
HOro Mo3ra.

NeTanbHbIii Ucxopg,

BaKTepI/IaI'I bHaaA WH-

dekums.
NeTanbHbIii Mcxopg,

HesHaunTenbHoe no-
BpeX/eHve OpraHos.

MomyTHeHne co3Ha-
HUS.

Koma.
nexon,

netanbHbli

NeTanbHbIii Mcxopg,
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MpunoxexHve F
(cnpasoyHoe)

MnaH MmeHep)XMeHTa pucka

F.1 O6wwume nonoxeHus

MnaH MeHeMXMEHT puUcKa [OXeT NPeACTaBNATb COO0I CaMOCTOATENbHbIV AJOKYMEHT unn 6biTb CBA3aH C ApYru-
MW [OKYMEHTaMK1, HanpumMep € JOKYMEeHTamu CUCTeMbl MeHeXMeHTa kadecTsa. OH [/IOKET TakKe CoAepxaTb CCblIKN
Ha Apyrue AOKYMeHTbI, 4TO COOTBETCTBYET TPe60BaHNAM, YCTaHOBMEHHbIM B 3.4.

CTpyKTYypa 1 cTeneHb Aetaimsaumm nnaHa Ao/mkHbl 6bITb CONOCTaBMMbI C YPOBHEM puUCKa, CBA3AHHLIM C paccmar-
pvBaeMbiM MeAUUMHCKUM n3gennem. TpeboBaHusi, yCTaHOBNEHHble B 3.4, ABNAIOTCA MUHMMasIbHbIM Habopom Tpe6o-
BaHWA K MnaHy MeHe[pKMeHTa pucka. VI3roToBMTennM MOryT BKIKOYaTb B M1aH MeHeMkMeHTa pucka Apyrne a/emeHThbl,
Takve, Kak KaneHAapHblii nnaH, cpeacTea aHanusa pucka uiv 060CHOBaHWe YCTaHOB/IEHHbIX KpUTepueB A0MyCTUMOCTU
pvicka.

F.2 O6nacTb NnpMMeHeHUs naaHa

B 06nactu npvMeHeHVs1 NAEHTUMULMPYIOT 1 ONKCLIBAIOT MEAMLIMHCKOE U3henne N CTafun ero XXW3HEHHOTO LiK-
na, NS KOTOpbIX MPUMEHUM Kadkabli 3NeMeHT nnaHa.

Bce anemeHTbI mpoLiecca MeHe[KMEHTa pUCKa CBA3aHbI C XU3HEHHbIM LMKIOM MEeAMLMHCKOro M3genus, ycra-
HOB/IEHHbIM U3roTOBUTENEM. HekoTopble 3n1eMEeHTbI NpoLecca MeHeMKMeHTa pucka 6yayT npucyTcTBOBaTb Ha pPasHbIX
CTaAusAX NPOLECCOB XN3HEHHOTO LKa n3fenus, yCTaHoBEHHbIX n3rotosutenem (cm. (3J), Hanpumep, Npy ynpasneHuu
NpoeKkTupoBaHneM 1 paspaboTkoi. OCTaslbHble 31EMEHTbI NPOABATCA Ha APYrUX CTaAWsAX XU3HEHHOIO LukNa, BNAoTb J0
BbIBOJA M3[enus 13 aKcnayatauun. B nnaHe MeHemKMeHTa pucka aTa CBsidb A1 paccMaTpyBaemoro MeAuLMHCKOro
n3aenvsa ycTaHoB/EHA HEMOCPEACTBEHHO WM NOCPEACTBOM CCbIIOK Ha Apyrne AOKyMEHTbI.

HecmoTps Ha HEO6X0AMMOCTb MIaHMPOBaHUA BCEX BUAOB AE€ATENIbHOCTM MO MEHeMKMEHTY pucka, U3roToBuTesNb
[IOXET UMETb HECKOJIbKO NaHOB AN1A pas3HblX CTaAuii XMW3HEHHOro UMkna MeauuyMHCKOro usgenus. fasas nosicHeHus
OTHOCUTE/IbHO 061aCTN NMPUMEHEHNS KaXXA0ro nnaHa, MOXHO NOATBEPAWTb, YTO N/IaHOM MeHe[KMeHTa pucKa OXBaueH
BECb XWU3HEHHbIA LMK MEeSULMHCKOTO U3aenus.

F.3 PacnpegeneHne oTBETCTBEHHOCTU U NOIHOMOYWIA

B nnaHe meHemKXMeHTa pucka Heob6XoAMMO MAeHTUMLMPOBaTbL COTPYAHVUKOB, OTBETCTBEHHbLIX 3a BbINO/HEHNE
KOHKPETHbIX BUAOB AeATeNIbHOCTU N0 MeHeMKMEHTY pucKa, Hanpumep: nposepsitoLlero(nx). akcnepra(os), HE3aBUCUMO-
ro”) cneynanncTtos) nNo Bepudukaumm, N1Lo, UMetoLLee npaso yTeepxaeHus (cM. 3.2). PacnpegeneHve nosHoMo-
Uunii rIOXeT ObITb BK/IIOYEHO B MaTpuLly pacnpefeneHusi pecypcoB, paspaboTaHHyl 15 CTafuu NpPOeKTUPOBaHUS U
paspaboTku.

F.ATpeboBaHuUs K aHaNN3y AeATENbHOCTN MO MEHEAXMEHTY pucka

8 nnaHe mMeHeXMeEHT pucka cnegyet noApobHO onucaTtb, kak 1 Korga 6yaeT NpoBOAUTLCS aHaIN3 feAaTefIbHO-
CTU NO MEeHEKMEHTY pUcKa NPUMEHUTENIbHO K KOHKPETHOMY MeAMLMHCKOMY u3genuto. TpebosaHus K faHHOMY aHaun-
3y MOryT GbITb YacTbio TPEGOBaHUIA K aHa/IM3Y CUCTEMbI MEHELKMEHTA kadecTa (cM. [3], 7.3.4).

F.5 KpuTepun JonycTMMOCTU pUCKa, BTOM 4ucne BTeX c/ydasx, Korga BepossTHOCTb MPUUMHEHUA Bpeda
He MOXeT 6bITb onpegenexHa

KpuTepun fonycTMmMocTu pucka paspabaTbiBaloT UCXOAA W3 NOMAUTVKW WU3rOTOBWUTENS B OTHOLLEHWUW onpegene-
HUS gonycTumoro pucka (cM. D.4 (npunoxeHve D)]. KpuTepuu onycTUMOCTV pucka MOryT ObiTb 4YacTbito pa3paboTaH-
HOI U3roTOBUTENEM CUCTEMbI MEHEMXMEHTa KayecTBa, Ha KOTOPYK MOryT GbiTb CCbIIKM B NaHe MeHemKMeHTa pucka
(cm. (31.7.1).

F.6 eaTenbHOCTb NO Bepudmkalmm

MnaH MeHeMXMeHTa pucka YycTaHaB/IMBaeT MpoLeAypbl NPOBeAeHNs ABYX PasHbIX Bepudmkauuii cornacHo
TpeboBaHMAM HacTosLero ctaHaapTa [cm. Takke A.2.6.3 (npunoxenune A)]. Bepudmkauma pesynbTaTMBHOCTM Mep Mo
ynpaBfieHNIo PUCKOM MOXeT noTpe6oBaTb cHopa KAMHUYECKVX AaHHbIX, AaHHbIX MO 3KCMyaTauyioOHHOM NPUroAHOCTY
U T. N (cM. Takke 2.28). MNnaH MeHeMKMeHTa pucka MOXeT BKIoYaTb NOAPOBHOEe onvcaHne AaHHOro BuAaa AedTenb-
HOCTV N0 BepuchrKaLmm UK CCblIKY Ha NaaHbl Mo APYrM BUAAM AesTeIbHOCTM NOo BepudmKaumm.

F.7 MeTopg(bl) nony4YeHnss NOCTNPON3BOACTBEHHOM UHhopMaLn

MeTog(bl) NoayyeHVsi NOCTNPOM3BOACTBEHHONM MHADOPMALIMN MOXET BbITh YacTblo YCTAHOB/IEHHbIX NpoLiedyp cuc-
TeMbl MeHe)XMeHT kadectBa (cm. [3]. 8.2). M3roToBuUTENAM cneayeT yCTaHOBWUTbL yHUBEPCA/bHbIE Npoueaypbl c6opa
MHpOpMaLN 13 Takux UCTOYHUKOB, Kak Mosib30BaTenn, 06CyXMBaloLWmii NnepcoHas, obydatowwuii nepcoHasn, coobLye-
H¥SA 06 MHUMAEHTaxX 1 obpaTHasa CBA3b C NoNb3oBaTensMu. B 60NbWLIMHCTBE CyYaeB JOCTATOYHO CCbI/IKN Ha NpoLeaypbl
CUCTeMbl MEHEKMEHT KayecTBa, OfHaKo tobble cneupnasibHble TpeboBaHNA K MEAULMHCKOMY U3LEeNuNI0 CrieayeT BHe-
CTW HENoCpPefCTBEHHO B NaH MeHeKMeHTa pucka.

MnaH MeHemKMEHTa pucka AO/KEH BKIOYATb MPUHATbIE HA OCHOBE aHasM3a pucka AOKYMEHTMPOBaHHbIE pelle-
HMS NO CNoCcoby HabMAeHNs, NPUroAHOMY ANns cbopa NOCTNPOM3BOACTBEHHOW MHopMaLMn 0 MEAULIMHCKOM 13aenuu,
Hanpumep, Heo6xoAMMO N HabloAeHe Ha OCHOBe 06paTHOl CBA3W UK Xe TpebyeTcs akTuBHOe HabnogeHue. MnaH
MeHeKMeHTa pucka AO/MKEH Takke BKIoYaTb NOAPO6HOE onvcaHue NpefyCMOTPEHHbIX KIMHUYECKUX McCnefoBaHui.
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MpunoxeHue G
(cnpaBoyHoe)

MHdpopmauna o metogax aHanusa pucka

G.1 O6Lwwme NnonoxeHns

HacTosiee npunoxeHne COAEPXMT PYKOBOASALIME YKa3aHWUsi B OTHOLUEHWW HEKOTOPbIX AOCTYMHbIX METOA0B
aHanM3a pucka, NPUMEHAIEeMbIX corlacHo 4.3. [laHHble MeTofbl AOMOMHAT APYr ApPYra, U MOXeT BO3HWKHYTb HE06XO-
OVMOCTb B MUCMOJSIb30BAHUN HECKONbKMX M3 HUX. OCHOBHOW NPMHUMN aHanM3a pucka 3akiiyaeTcs B No3TanHoM
aHanu3e nocnefoBaTenbHOCTU COBbITUN.

MpeaBaputensHblii aHanu3 onacHocTeli (Preliminary Hazard Analysis — PHA) — 370 mMeToA, NpUMeHsieMbliA Ha
paHHMX CTaAusix npouecca pa3paboTkn ANA MAEeHTUdMKaLMM onacHOCTelR, OnacHbIX cUTyauuini U cobbITUiA, KOTopble
MOTYT MPMBECTU K NPUYMHEHNIO BPeaa, KOraa KOHCTPYKUMS MeAWLMHCKOrO N3henus U3BecTHa Nullb B obLeM Buae.

AHann3 gnarHocTUYeckoro gepesa HeucnpasHocTeli (Fault Tree Analysis — FTA) — 3TO MeTog, KOTOpbIi MOXET
6bITb 0CO6EHHO NoneseH ANs obecneveHnss 6e30MacHOCTU Ha paHHWMX CTaauax paspaboTku MeauUMHCKOro uspenus
B LieN1SX MAeHTUMKaLMM 1 YCTaHOB/IEHNS MPUOPMTETA ONACHOCTEl M ONAacHbIX CUTYaLWiA, a Takke 415 aHam3a Hexena-
TebHbIX COBLITUIA.

AHann3 xapaktepa u nocnefctauii otkasos (Failure Mode and Effect Analysis — FMEA) u aHanu3 xapaktepa,
nocneacTBuii U KpMTUUHOCTM oTKas3oB (Failure Mode. Effects and Criticality Analysis — FMECA) siBnsoTca meTtogamu,
NPUrogHbIMA A4/1 CUCTEMATUYECKOW WAEHTUMKALMN BAWSHWUS W MOCNEACTBUIA OTKa30B OTAE/IbHbIX KOMMOHEHTOB;
3TN MeToAbl 60Mblle NOAXOAAT ANSA MPAKTUYECKN 3aBepLUEHHbIX KOHCTPYKLWIA.

VccnepoBaHve onacHocTeld 1 akcnyaTaumoHHol npurogHoctn (Hazard and Operability Study — HAZOP) n aHa-
I3 onacHocTeli B KPUTUYECKUX KOHTPOJIbHLIX Toukax (Hazard Analysis on Critical Control Points — HACCP) — aTo
MeToApl, 06bIYHO NPUMEHSIEMbIE Ha 6onee NO34HWUX CTaguAXx paspaboTkM MeAULMHCKOTO u3fdenms Ana sepudukauum,
a 3arem 4N ONTUMU3ALUM KOHLEeNUUiA NpoeKTa WM BHECEHUSI U3MEHEHWIA.

G.2 MpepfBapuTenbHblii aHanus onacHocTel (PHA)

MpepgaputensHbli aHann3 onacHocTel (PHA) — 3TO MHAYKTUBHBIA METOA, aHanu3a, Leflbio KOTOPOoro sBnseTcs
NOEHTUCOUKALIMS OMacHOCTEN, ONacHbIX CUTyauuii U coBbITWIA, KOTOPblE MOFYT NPUBECTU K MPUYMHEHUIO Bpea onpeae-
NIeHHOMY BUAY AeSATeNbHOCTM, YCTPOWCTBY UM cucTeme. Yalle BCEro AaHHblli METOA NPUMEHAIOT Ha paHHel cTagum
pa3paboTkn NpoekTa, Korga UMeeTcs HefoCTaTOYHO MHGOPMauuUW O AeTansix KOHCTPYKUUWU UM NPOU3BOACTBEHHBIX
npoueccax; 3a4actyto PHA onpegensieT HanpaBneHue AanbHenlnx uccnefoBaHuii. OH MOXET 6biTb MoONeseH npu
aHasm3e [eNCTBYIOWMX CUCTEM WM YCTaHOBMIEHUM MpUOpUTETa OMAacHOCTel B YCNOBUSAX, KOrga o6CcTonaTeNscTBa
NpensATCcTBYIOT NPUMEHEHNIO APYroro MeToAa.

Mpwn ncnonb3osaHun PHA cocTaBnsloT nepeyeHb ONacHOCTEN U CBA3AHHbIX C HAMMW OMAaCHbLIX CUTyauuii ¢ yyetom
crefyroLmx hakTopos:

a) NpUMeHseMble UM N3roTaB/IMBaEMble MaTepuasibl Y UX PEeakTUBHOCTb;

b) NpuMeHsieMoe 060pyfoBaHue;

C) NpOu3BOACTBEHHAA cpeja:

d) npoekTHas cxema;

e) B3aMmofeincTeme KOMNOHEHTOB MeAMLMHCKOro U3Aenus Uam cuUcTeMbl.

B 3aBeplueHVe onpeAensoT BepOSATHOCTb HECUACTHOTO Crlyyasi, BbIMOHAOT OLieHMBaHWEe BO3MOXHOW TpaBMbl
NN BO3MOXHOIO yLlep6a 340p0OBbi0 MO KAYeCTBEHHbIM MpU3HaKaM 1 UAeHTUULMPYIOT NPUMEHVMbIE BOCCTAHOBUTE b-
Hble Mepbl. MonyyYeHHble pe3y/bTaTbl MOXHO Har/IiAHO NPeAcTaBnTb B BUAE Tabsuy, v ApeBOBUAHBIX CXEM.

Bonee nogpobHas nHdopmaumsi o npoueaypax PHA npusegeHa B [8]. A.5.

G.3 AHanun3 gnarHocTnyeckoro gepesa HencnpasHocTeli (FTA)

MeTtog FTA sBnsetca B NepByld ouepefp CPeACTBOM aHaiusa  OnacHOCTel, WAEHTUULMPOBAHHbLIX C
MOMOLLIbIO APYTVX METOAO0B: €ro HauyMHalT C MOCTy/iata O HexenaTe/flbHOM MOC/efCTBUM, Ha3biBaEMOM TakKxke «r1aB-
Hoe cobbiTve». MeToAoM [JefdyKuuW, HauuHas C rNaBHOrO COObITUS, UAEHTU(ULMPYIOT BO3MOXHbIE NMPUYMHBI UK
XapakTep HeucnpaBHOCTEN, Bbi3blBalOLLME HexXenaTesibHble NocneAcTBUs (OTkasbl cucTeMbI). Kaxaplidi pas ngeHtudm-
Kauuio BbINOSMHAIOT Ha Bce 60n1ee HWU3KOM (DYHKLMOHa/IbHOM YpOBHE cucTeMbl. Cnegylowas 3a 3TuM noaTtanHas
NOEHTUIUKALMS HeXeNaTeNIbHOro (DYHKLIMOHMPOBAHUA CUCTEMbI C MOC/IEA0BATE/IbHBIM MOHWKEHWEM YPOBHEl npu-
BOAWT K UCKOMOMY YPOBHIO CUCTEMbI, KOTOPbI O6bIYHO COAEPXKMT UCTOUHWMK HEWUCNPABHOCTM UM ABNSETCA CamblM
HU3KAM YPOBHEM, Ha KOTOPOM MOTYT MPYMEHATb Mepbl MO YNpPaB/eHWo PUCKOM. 3TO MO3BOJISET YCTAHOBUTL LIEMOYKU
CO6bITUIA, C HaMbonblueli BEPOATHOCTHIO MPUBOASALLME K 3asB/IEHHOMY HeXenaTe/nbHOMY MOCNeACcTBUI0 (0TKasy).
PesynbTathl NpeacTaBasioTca rpamyeckn — B BUE fAiepeBa HencnpaBHOCTel. Ha Kax4oM ypOBHE CXeMbl KOMOWHa-
LMn BUAOB HeucrnpaBHOCTElN onucaHbl norudeckumun onepartopamu (M. WIN nT. 4.). Buabl HencnpasHOCTENR, uaeHTw-
hvuMpoBaHHble Ha fAepeBe HeucrnpaBHOCTeW, MOryT ObiTb CBS3aHbl C HEMCMNPABHOCTLIO annapaTHoro obecneyeHus,
C YesioBeyeckMM (hakTopom Uan ¢ M6LIMU APYrUMU COBBLITUAMM, BeAyLMMI K HexenartebHbiM NocneacTeuamM (oTka-
3am). OHY He orpaHuyeHbl YCNOBUSAMU eANHUYHOIO OTKasa.
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MeTog FTA No3BONIAET CUCTEMATUYECKU U B TO XXe BPEMS [0CTaTOYHO MMOKO aHann3npoBaTb pasHble (hakTopsl,
B TOM ymc/ie yenoBeyeckuii chaktop. [aHHblli METOA MCNONL3YIOT NPY aHaIn3e pucka B KadecTBe MHCTPYMeEHTa onpefe-
NeHNs BEPOSITHOCTEN 0TKA30B UK ANS MAEHTUAMKALMN eANHUYHBIX UM MHOXECTBEHHbIX 0TKa30B OAHOr0 BMAa, NPYBO-
OALLMX K pa3sBUTUIO ONacHbIX cuTyauuii. 'padomyeckoe npeAcTasneHve B BUAE fepeBa HevcrnpaBHOCTEN NO3BONSET NeTO
NOHSATb NOBEEHNE CUCTEMbI U BXOAALLMX B HEe (DaKTOPOB, HO €C/U AepeBO HeucnpaBHOCTElN CTaHOBUTCS GOMbLIMM,
TO ero ob6bpaboTka MoOxeT noTpeboBaTb MNPUMEHEHUA KOMMbIOTEPHbIX CUCTEM, YTO, BMNPOYEM, He npeAacTasnser
C/IOXHOCTHU.

Bonee nonHas nHdopmauusa o npouepypax FTA npusegeHa B (17].

G.4 AHann3 xapakTepa v nocnefcteuii otkasos (FMEA)

AHanus xapaktepa v nocneacTeuii oTkasos (FMEA) ABnseTca MeToAoM, C NMOMOLLBIO KOTOPOro crcTemaTnyeckm
NAEHTMNLMPYIOT U OLEHMBAIOT MOCNEACTBUA OTAE/IbHO HeMcnpaBHOCTW (EAMHWMYHOTO OTKasa). STO WHAYKTUBHBI
MeToA, NPV WUCMOMNb30BaHUM KOTOPOro OTBEYAT Ha BOMPOC: «YTO Mpou3okgeT, ecnu...?» KOMMOHEHTbl aHanu3npyloT
nocnefosaresibHo, OA4UH 3a APYrMM, YTO B OCHOBHOM COOTBETCTBYET YC/TIOBUIO €4UHUYHOrO OTKasa. AHa/IN3 BbINOSHAOT
B PEXMUMe «CHU3Y BBEPX». T. €. Criefys npoueaype nepexofa Kk ouepegHoMy, 60n1ee BbICOKOMY (hyHKLVOHAIbHOMY YPOBHIO
MEJMULMHCKOTO M3AeNins Uan CUCTEMbI.

MeTog FMEA He cBOAWTCSA K aHa/IM3y 0TKa30B, SABMASIOWMXCA CNEACTBUEM OLIMOKM MPOEKTUPOBAHUA KOMMOHEH-
TOB MeAMUMHCKOro W3AeNns, HO MOXET TakXe BK/oYaTb aHa/M3 OTKa3oB B MPOLECcCe M3rOTOB/IEHUSA U MOHTaxa
KOMMOHEHTOB W3AEeNNA WX NPU NPUMEHEHUN WK OWWGOYHOM MNPUMEHEHWUN U3LENNA  KOHEYHbIM Mofib3oBaTeniemM
(npumeHeHne meToga FMEA). MeTtog FMEA roxeT ObiTb pacluvpeH 3a CyYeT UCCMefoBaHus OTKa3oB OTAEe/bHbIX
KOMMOHEHTOB, BEPOSITHOCTU UX BO3HWKHOBEHWSA W BO3MOXHOCTW BbISIBIEHUS ([0 TOrO YPOBHA, Korja BbiSB/IEHNE
no3BoMsfeT MNpPUMEHATb npegynpexgatoline AeicTBUS), a Takke CTENeHN TSXEeCTU NOCNeACTBUiA OTKa3oB. AHau3
XapakTepa v nocneacTsuii otkasoB (FMEA) MOXeT cTaTb aHa/IM30M xapakTepa, NOCAefCTBUIA U KPUTUYHOCTY OTKa30B
(FMECA). Ansa BbinonHeHns FMECA KOHCTPYKUMS MeAULMHCKOrO M3Aenus A0/KHa 6blTb M3BECTHA BO BCEX NOAPO6-
HOCTAX.

MeTog FMEA MoxeT ObiTb Takke NoneseH Npu paccMOTPEeHWM OWKNBOK NpuMmeHeHus. HepgoctaTkamu AaHHOro
MeToAa SBAATCA TPYAHOCTW €ro MPUMEHEHWS MPU Ha/IMUMN M3OLITOYHON MHAOPMaLMK, NPU BKIIOYEHUN B aHav3
AeNCTBWIA N0 PEMOHTY M NPOCNNAKTUHECKOMY TEXHUYECKOMY OBCNYXMBaAHUIO MeAMLMHCKOTO U34enus, a Takke orpaHu-
YeHve JaHHOro MeToAa YC/I0BUSAMW eIMHUYHOIO OTKasa.

Bonee nogpobHas nHopmaumsa o npoueaypax FMEA npusegeHa B [18].

G.5 ViccnepoBaHne onacHocTel u akcnayaTaunoHHo npurogHoctn (HAZOP)

MeToa nccnenoBaHusi onacHoOCTel W akcnayaTaumoHHol npurogHoctn (HAZOP) aHanormueH metogy FMEA.
WccneposaHne onacHOCTel 1 akcnyaTayMOHHOR NPUrOAHOCTM OCHOBAHO Ha TEOPETUYECKOW Npefnochisike, YTO UHLU-
[eHTbl 006YCNOBMEHbl OTK/IOHEHUAMW OT MPOEKTa UM NPeayCcMOTPEHHOTO NMPUMEHEHNSA. DTO cUCTEMATUYECKU MeToq
naeHTMdrKaLmmM onacHocTel 1 npobnem akcrnayaTaunmoHHoW npurogHocT. OH 6bin NepBOHAYaslbHO paspaboTaH Ans
NPUMEHEHNA B XUMWYECKOW MPOMbILNEHHOCTU. [1OCKONbKY NPUMEHeHWe MeToAa B XUMWUYECKON MPOMbILLIEHHOCTN
ChoKyCpOBaHO Ha OTK/IOHEHMSIX OT NPOEKTa, TO CYLLECTBYIOT BO3MOXHOCTV €ro aslbTepHaTVBHOrO MCMO/b30BaHNs
B 061acTn pa3paboTku MeanUMHCKUX n3genmii. Metoq HAZOP MOXHO MCNOMb30BaTh B OTHOLIEHUW MPUMEHEeHUs/dyHK-
LIVIOHNPOBaHWS MeAVNLMHCKMX u3genunii (Hanpymep, NPUMEHNTENIbHO K CyLLeCTBYIOLMM crnocobam AuarHoCTuKM, neve-
HWS MM o6neryeHnss 3a6oneBaHuWii, BbICTyNaloLWyM B kayecTBe Lie/in NPoekTa) WM B OTHOLLEHWM NPOLLECCOB, NPUMEHS-
€eMbIX NPY U3rOTOBNEHUN WM NPOUNAKTUHECKOM YXOAe/TEXHUYECKOM 06CMYXMBAHUN MEAULMHCKUX U3LeNnii (Hanpu-
Mep. CTepuninsauus), KOTOpble MOTyT OKasblBaTb 3HAUMTESIbHOE B/IMSIHWE Ha UX (PYHKLMOHMpOBaHWe. [1a AaHHOro
MeTofa XapaKTepHo:

a) uCcrosib3oBaHne rpynnbl CNeLyuasMcToB, KOMMETEHTHbIX B 06/1aCTW NPOEKTUPOBAHUA W NMPUMEHEHNUA paccMmart-
pYBaemMoro MeauLMHCKOro U3genus:

b) NpUMeHeHVe COOTBETCTBYOLMX KtoUeBblX c10B (NONE — HUYTO, HWKTO, HUCKONBbKO: PART OF — yacTb yero-
nnMéo u T. 4.) ANA MAEHTUUKALMM OTKIOHEHWUI OT HOPMa/bHOro NPUMEHEHWS.

Llenamn gaHHoro metofa ABNAIOTCA:

- COCTaB/IeHNe MOJIHOrO ONUCaHUA MEeAULMHCKOTO U3Aenna 1 ero npeAycMOTPEHHOTo NPUMEHEHNS;

- CUCTeMaTUYeCKMNil aHanM3 Kaxgoro acnekta NpegyCMOTPEHHOTO MPUMEHEHNS MeAMLIMHCKOTrO U3genus B Lensx
onpeaeneHns NpUYnHbI OTK/IOHEHUS OT HOPMasibHbIX Paboumx YCNOBUI U YTBEPXAEHHOTO NPOEKTa;

- onpegenieHne NOCNEeACTBUI TakMX OTK/IOHEHUI U NPUHATUE peLLeHnst 0 TOM. MOFYT M AaHHble NoC/efcTBus
NpUBECTN K BO3HWKHOBEHMWIO ONACHOCTEN Wan co3fatb nNpobniemMbl ¢ yHKLUMOHNMPOBAHWEM MeAMLMHCKOTO WU3Aenus.

[JlocTnxeHve nocnefgHeii Lenn oCO6EHHO BaXKHO MPYMEHUTENbHO K npoueccam, WCMonb3yeMbiM Npyu U3rotosse-
HAM MEAMLVHCKUX W3AENNIA, KOraa XapakTepucTuki MeAULMHCKOTO W3AenMs 3aBUCAT OT MpoLiecca M3roToB/EHUS.

Bonee nogpobHas uHpopmaLms o npoueaypax HAZOP npusegeHa B [19].

G.6 AHaNM3 oNacHOCTel B KPUTUYECKUX KOHTPOTbHbIX Toukax (HACCP)

AHann3 onacHocTell B KPUTUYECKMX KOHTPOSbHbIX Toukax (HACCP)— 370 cucTematuyeckuii mMeTof UAeHTU-
dhukaumn. oLeHnBaHNA 1 ynpasneHns onacHocTAMK. [lepBoHaYaslbHO OH 6bin pa3paboTaH HauMOHaUIbHBIM  areHT-
CTBOM MO a3spoHaBTMKe W UCCefoBaHWi0 KocMuuyeckoro npoctpaHctBa (NASA) ana npefynpexaeHvus nuweBoro
oTpaBfieHUsi acTpoHaBTOB. MeTof OCHOBaH Ha WCMO/b30BaHUM YCTAHOB/IEHHOrO Habopa MPUHLWMNOB U TEPMUHOB
c onpegeneHvamu. MpUMEHUTENBHO K MeAuuuHCKUM un3gesmsam  meTtog HACCP  ucnonb3yloT A1 MOHUTOpPUHra
1 ynpaBfieHNs MpUYMHaMM OMacHOCTEl, CBS3aHHbIX C MEAVLMHCKUM W3LeNMeM W MHULMMPOBAHHbIX COMyTCTBYIOLLMMU
npoveccamu, 0CO6eHHO MpoLeccamu U3roTOBAEHUS.
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MeTton HACCP ocHOBaH Ha cemsi NpuHUMnax:

1) npoBeAeHWe aHanu3a onacHocTeld cornacHo 4.3 U uaeHTUukauus npegynpexpaiomx — AeincTBuii
cornacHo 6.2;

2) onpefieneHne KpUTUYECKNX KOHTPOsbHbIX Touek (CCPs) cornacHo 6.2;

3) ycTaHoB/ieHne npefenbHO JONYCTUMbIX 3HaYeHuid cornacHo 4.2 u pasgeny 5;

4) MOHUTOPUHI KaXKA0M KPUTUYECKON KOHTpOnbHO Toukn (CCP) cornacHo 6.3 u pasgeny 9;

5) paspaboTka KOppeKTUPYIOLWMX AeACcTBUIA cornacHo pasgeny 9;

6) paspaboTka npoueayp Bepucmkaummn cornacHo 6.3 u pasgeny 9;

7) paspaboTka npoueayp BeAeHVs1 U XpaHeHWs 3anvceil n apyrux AoKyMeHTOB cornacHo 3.5 u pasgeny 8.

Kaxxgoe meguuuHCKoe u3fenve noABepraeTcss OnacHOCTAM, CBSA3AHHLIM C €ro npeAycMOTPEHHbLIM MpUMeHe-
Huem. OnacHble cuTyauum MoryT 6bITb Bbi3BaHbl COOLITUAMMU (MPUYMHAMKU WKW COMYTCTBYIOWMMKN dhakTopamu), npouc-
XOAALWMMUN HA pasHbIX CTaAWAX XUZHEHHOrO LKA U3Aenns, Takux, Kak NpoekTMpoBaHue, U3roToBNEHNe, 06CnyxmBa-
HUe. NMpUMeHeHue, yTunnsaums u T. 4. MNprMepbl HEKOTOPbLIX BMAOB OMacHOCTel NpuBeAeHbl B NpUIoxeHun E.

3anorom pesynbtatuBHocTM HACCP cnyxar HenpepbIBHbIA MOHUTOPUHT 1 ynpasneHne naeHTMuLmpoBaHHbIMm
onacHocTamu (npuHuunel HACCP 2. 3 1 4). /3roToBuTeNb AEMOHCTPUPYET pe3y/ibTaTUBHOCTb YCTAHOB/IEHHbLIX Mep Mo
ynpaeneHuo onacHocTamu (npuHumunel HACCP 5 n 6) nocpefctsoM paspaboTku [JOKYMEHTUPOBaHHOWM cxeMbl npoLiec-
ca, aHa/IM3a onacHOCTEN W MnaHa KOHTPOS KpUTUYECKUX Touek (MpuHumn HACCP 7).

B cucteme HACCP B kayecTBe [AOKYMEHTa/IbHOTO MOATBEPXKAEHUA MCMNONb3YIOT Creayolime cpeicTsa BefeHus
3anuceii:

a) 6nok-cxema npotecca.

Llenbto 610K-CxeMbl ABSIETCA NPOCTOE M YeTKoe rpadmyeckoe BOCMpoOu3BeAeHNe NocnefoBaTelbHOCTY cTaauii
npouecca. bnok-cxema Heobxoguma ans nocneaytowleli pabotel no metogy HACCP. OHa MOXeT cTaTb B 6yAyLlem pyko-
BO/ZICTBOM /151 TEX. KOMY HeobxoAMMO ByaeT pa3obpaTbCa B Npouecce B Lensx ero sepudukaumu. O6nacts pacnpocrpa-
HeHMs 6/10K-CXeMbl [O/KHA OXBaTblBaTb BCe CTafuu MpoLecca, HenocpeACcTBEHHO ynpas/isieMble U3roToBUTENeM;

b) paboyas kapTa 418 aHasM3a onacHoCTei.

AHanu3 onacHocTeli BKIOYaeT MAEHTUUKALMI0O ONACHOCTE U BbI3bIBAKOLMX UX NPUYUH. 3anucy no aHannsy
onacHocTel Ao/MKHbI CoaepXaTh:

- NAeHTUMKALMIO N NepeYeHb Tex CTafuii npouecca, Ha KOTOPbIX BO3HMKAIOT 3HAUYMTE IbHbIE ONacHOCTY:

- MepeyeHb BCEX MAEHTUULMPOBAHHLIX OMACHOCTEl C yKa3aHMeM UX 3HAYMMOCTU Ha KakAoi CTaauu npolecca;

- MepeyeHb BCeX Npefynpexaalomnx 4eicTBuil, Heo6XoANMbIX A1 YNPaBAeHNA KaXA0W ONacHOCTbIO;

- NAEHTUUKAUMIO BCEX KPUTUYECKMX KOHTPOSIbHLIX Touek (CCPS), cpefcTB X MOHUTOPUHIA ¥ ynpasieHus UMu:

c) nnaH HACCP.

MnaH HACCP npeactaBnsier co6oii AOKYMEHT B MUCbMEHHOM (DOpPMEe, OCHOBaHHbI Ha Ccemu npuHUMNax
HACCP v onucbiBatoLmnii npoLeaypbl, KOTOPbIM HEO6XOAMMO cefoBaTh ANS 06ecneyvyeHns ynpasieHuss NpPoeKkToM,
n3gennemM, NpoLieccom man npoueaypoii. MnaH BkIoYaeT:

- NAEHTUMKALMIO KPUTUHECKMX KOHTPO/IbHBIX TOYEK U NpeAenbHO A0NYCTUMbIX 3HAYEHWIA:

- BUAbI AeATENbHOCTW MO MOHUTOPWHTY Y HENPEPbLIBHOMY YNpaB/ieHuIo;

- NAEHTUUKALMIO 1 MOHUTOPUHT KOPPEKTUPYIOLLMX AEACTBUIA, BULOB AeSATENbHOCTY Mo Bepudmkaumm n BefeHno
3anucei.
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MpunoxeHue H
(cnpaBouHoe)

PykoBOACTBO NO MEHEAXXMEHTY pUcka MeAULMHCKUX U3aennii
ONA ANarHOCTUKMK in vitro

H.1 O6wme nonoxeHus

HacToslee npuioxeHne COAepXUT AOMNOSHUTENbHbIE PYKOBOAALLME YKa3aHUA N0 NPUMEHEHU0 MeHeKMeH-
Ta pucka K MegULMHCKUM U3genvam A8 AuarHocTuku in vitro (IVD). OCHOBHOE BHUMaHWe YAeneHo MeHemKMEHTY
pvcka B OTHOLIEHMM MNaLMEeHTOB Ha OCHOBaHWM MNPUMEHEHWUs pe3ynbTaToB WCCNeAoBaHWii MeAULMHCKMX U3Oenwii
ON5 AWarHoCTVKK in vitro. TpuBefeHHble npuMepbl He ABNSAIOTCA  WMCYEPNbIBAIOLMMMK, OHW NpegHasHauveHbl AnA
pasbACHeHUs O6LLMX MPUHLMIOB W CAYXAT OTMPaBHOW TOYKON Npy MEHeAXMEHTEe pucka.

MeguumnHckie nsgenus AnNs AMarHoCcTUKM in vitro npegHasHadveHbl 4na ot6opa, NOAroTOBKM U UCCNefoBaHUs
npo6, B3ATbIX M3 Tena yenoBeka. K AaHHbIM M3AennsM OTHOCAT peareHTbl, Npu6opbI, MporpaMMHoe obecneuyeHue,
n3genva ana otéopa npob v eMKOCTU ANA UX XPaHEeHWs, KanmbpaTopbl, KOHTPO/IbHbIE MaTepuasibl U COOTBETCTBYHOLNE
npuHagnexHocty. MNepeuncaieHHble U3Lenns MOXHO MPUMEHSTb Kak OTAENbHO, Tak M KOMOGUHMPYS UX B CUCTEMY.

PesynbTtarbl, NOMyYeHHbIE C NMOMOLLLIO MeAUNLMHCKUX U3AeNnii ANs OMarHOCTUKM in Vitro, MOXHO MCNONb30BaTh
AN1A AnarHocTukM 3abofieBaHWini AW ApYrMx COCTOSIHWIA, B TOM 4MCNe COCTOSIHMA 3[0pOBbsi NauueHTa, Ans
BOCCTAHOB/IEHUSI 3[0POBbSI U O6MErYeHns COCTOSIHUA MauueHTa, JfleuYeHns wunu npegynpexaeHns 3abonesaHus,
a TaKke 411 MOHWTOPUHIa IeKapCTBEHHOM Tepanuu u onpefeneHnss 6e30macHOCTM AOHOPCKON KpoBW WM [OHOP-
CKMX opraHoB. [laHHble U3gennsa MoryT UCMosb30BaTb NMLAa C pas3HbiM YPOBHEM 06pas3oBaHus, NOArOTOBKU U pasHbIM
NpakTU4YeckM OMbITOM, a Takke B pa3Hol OKpyxatwleii cpede W Npy pasHO CTeneHW ynpaBfeHWUs OKpyXaroLei
cpegoil. Hanpumep, ofHW MeguuUMHCKME un3fenvsa A0S AUarHoCTUKM in vitro npefHasHayeHbl AN NpUMeHeHus
cneypasMcTamn B MeguUMHCKMX nabopatopusx, gpyrne — MeguuMHCKUMM  paboTHMKaMM Ha MecTax, TpeTbun —
Henpod)eccnoHasIbHbIMK M0/1b30BaTENAMN B AOMALUHUX YCNOBUSIX.

C 0fHOW CTOPOHbI, pe3ynbTaTbl NPOBEAEHHbIX B nabopatopun IVD-UccnefoBaHWin nepeaatoT Bpady, KOTOpbliA
VHTEpnpeTupyeT faHHble W CTaBWUT AMAarHo3, NPOBOAUT JfleuyeHne uauM HabnoaaeT nauueHta; ¢ Apyroli CTOPOHbI.
IVD-uccnefoBaHUs MOXET BbIMOMHATbL CaM NauUMeHT, Korja MCnosb3yeT pesynbTaTbl UCCnefoBaHwii ans Habnwoge-
HMS 3a COCTOSIHMEM CBOETO 3[0POBbA U NOCAEAYIOLEro NeYeHns.

Beugy MHOroob6pasuns MeauuMHCKUX WU3AeNuid Ans AUarHOCTUKK in Vitro u ux NpefycMOTPEHHOro MPUMEHEeHNs
HacToslLLMe PYKOBOASALLME YyKa3aHUsi MOXHO MPUMEHSTb He BO BCEX CNy4asx. B OTHOWEHUM MeAULMHCKMX U3Oenwii
0019 ANarHoCTUKKM in Vitro, npeAHa3Ha4YeHHbIX A1 CaMOTeCTUPOBaHNS, TEPMUHbI «NaLMEHT» N «HeNpPodeCcCrOHasIbHbIN
nosib3oBatesib» OyAyT B3aMMO3aMeHAeMbIMU, XOTA MOryT 0603HauyaTb M pasHbiX Mosb3oBaTeneil (Hanpumep, onpe-
[efneHne ypoBHA caxapa B KpoBM y pebeHka, cTpafawoliero AvabeTtoMm, MOXeT MNpPOoBeCTU ero pofCTBEeHHMK). Ecnm
MCNO/b3yOT TEPMUH «Bpay», TO cefyeT MOHMMATb, YTO /1060 MeAULMHCKUI PaboTHMK Takke MOXeT 3arnpalimBatb,
noslyyaTb, MHTEpPNpeTMpoBaTh pesy/bTaTbl in Vitro-uccnefoBaHuii, NpoBeAeHHbIX B nabopartopumn, 1 AeiicTBoBaTh Ha MX
OCHOBaHWN.

MeguuvHckme wu3genua AN AMArHOCTMKM in Vitro noTeHLuMasibHO MOryT Cnoco6CTBOBAThL MPUYMHEHMIO Bpeda
naumeHTy. OwunboyHbIe UK 3ano3fasible pesynbTarbl MOTYT MPUBECTU K OLUMOOYHBIM WM 3amn034a/1biM MeAULMHCKUM
peLLeHnamM 1 AeincTBUSAM, KOTOpble MOTYT HaBpeAWTb naumeHTy. OWnb0oYHbIE pesy/bTatbl, NOSyYeHHble MNpu NpUMeHe-
HUM MEeAVLMHCKUX W3Aenuii Ansa AWMaToCTUKM in vitro, npefHasHauyeHHbIX A1 CKPUHWMHIA MepesivBaHust KpoBU U
TpaHcnaaHTauyMn OpraHoB, NOTEHUMAbHO MOTYT MPUYUHUTL Bpe, peuunuMeHTaMm KpoBW WM opraHoB. OLWMGOYHble
pesynbTarbl, MOMy4YEeHHblE MPU MPUMEHEHUN MEAMUMHCKMX UW3ae/mii Ans AMATOCTMKM in Vitro, npefHasHa4YeHHbIX
015 BbISIBNEHNA WMHMEKLUMOHHbIX 3ab0neBaHuii, MOryT npeAcTaBNAaTb NOTEHLUMAasbHY ONacHOCTb ANs 06LecTBeH-
HOro 3/10pOBbS.

Ha pucyHke H.1 npeacTasneHa ogHa U3 mMogeneii puUCcKOB MNPUMEHEHVUS MEeAULMHCKMX W3genui Ans guarHoc-
TUKM in vitro B 1abopaTopHbIX YC0BUAX. B 3TOM Npumepe oTkas cucteMbl MeHepkMeHTa kayectsa (CMK) nsrotosurens
(Hanpumep, Ha CTaguM NPOEKTUPOBaHWA, pPa3paboTkW, W3roTOBMEHWS, YNAKOBbIBAHUS, MapKMpoBaHWA, peanusauun
W 06CTYXMBaAHWS)) MHULMMPYET Noc/iefoBaTeIbHOCTb COObITWIA, KOTOpas HauMHaeTCs C HEUCMPaBHOCTW WM HEeHag-
nexaliuero YHKUMOHMPOBAHUA MELULMHCKOTO U3fenus AN OMArHoCTMKW in vitro. Ecnn OTkas MeauuUMHCKOro
V3henns NPOUCXOAWT B MeAMUMHCKON nabopaTtopuu, TO 3TO MPUBOAUT K OLUMGOYHLIM pesynbTaraM UCCnefoBaHMA.
Ecnn pesynbtar He naeHTMduumpoBaH B nabopatopun kak owMOOYHbIA, TO OH nonajaeT K MeAWULMHCKOMY paboTHUKY.
Ecnn meanumMHCKuii paboTHUK Takke He MAEHTUMULMPYET pesynbTaT Kak OLMOOYHBIV, TO 3TO [IOKET NPUBECTU K Henpa-
BWbHOMY AMArHo3y 1 co3faTb ONacHylo CUTyauuto AN naumeHTa.

Bpau npumeHsieT pesynbTarbl IVD-uccnegoBaHuii COBMECTHO C ApYroli AOCTYNHON MeAULMHCKONR MHdopmaumei,
A5 TOro ytobbl OLEHUTb COCTOSIHWE 3[40POBbA NauveHTa, NOCTaBUTb AWArHO3 MM Ha3HauuTb fleveHne. B HekoTopbIxX
cnyvasx pesynbTarbl in vitro-uccnefosaHuii MOryT 6biTb F1aBHbIM WM Aa@Xe eAUHCTBEHHbIM OCHOBaHWEM A/151 NPUHATUSA
KMIMHWYECKOro pelleHns. BepoATHOCTb NPUUMHEHNUA Bpeaa MauveHTy ckiafblBaeTcsl U3 BEPOSTHOCTEN HacTynneHus
Kak[oro cobbITusA, MokasaHHOro Ha pucyHke H.1. Kaxpas oTaenbHass BEPOATHOCTb HACTYMIEHWUS COBbITUA YaCTUYHO
KOMMEHCUPYETCA BEPOATHOCTHIO OOHAPYXeHUs OnacHOCTW WAW OMAacHOW cuTyauuu U3roToBuTenem, nadopatopuen
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1Ny BpayoM, 4YTO MO3BOMSET BMeLIaTbCs v NPeAOoTBPaTUTL NMPUUMHEHWE Bpefa nauveHTy. ®akTuuyeckas nocnefosa-
TeNbHOCTb COObITMIA ByfeT 3aBUCETb OT KOHKPETHOrO MEeAMLMHCKOro u3genus ANns AWarHoCTUKW in vitro u ero
npUMeHeHus.

HenpasunbHoe
ChyHKLIMOHMpPOBaHWE
IVD-uzgenmua

OLLMGOYHbIN

WM 3ano3gasibIi
pesynbTart uccrieoBaHns
(onacHocTb)

Bpau HenpaswibHoe
WM HECBOEBPEMEHHOE
MeULVHCKOe fieveHne
(onacHas cutyauus)

MauneHt

PucyHok H.1 — Mogenb puckoB NpYMeHEHUss MeAULMHCKOro usaenvsa ans
[AWarHocTykM in vitro B nabopaTopHbIX YC0BUAX

Ha pucyHke H.1 BMAHO, 4TO OWMGOYHbIE MM 3ano3gasible pe3ynbTaTbl MOryT 6biTb MOMyYeHbl B naboparopum,
Hanpvmep, BCNeacTBMe HECOBNOAEHNS NpoLeayp, rpadMkoB TEXHUYECKOTO 06CNYXMBAHUA U KAIMGPOBKU, UTHOPUPO-
BaHWS npeaynpexaeHvini n npegoctepexennii. CobbITUS, KOTOpble MOTYT MPMBECTU K NPUYMHEHWUIO Bpeda MauueHTy,
Takke MOryT 6biTb MHULMUPOBaHbLI B nabopatopuu. MNo3ToMy npusHaHa HEO6XOAMMOCTb YMEHbLUEHWS Y1Cna OLWMGOK C
NMOMOLLIbIO NMPUMEHEHNSA MpoLecca MeHeMKMeHTa pucka K MeAuLUMHCKOR nabopatopumn, a nHdopmaums no 6esonacHo-
CTW. MoflyyaeMas Ha BbIXOAe MpoLecca MeHeMKMeHTa pucka M3roToBUTENs, [IOXKET CTaTb BXOAOM MpoLecca MeHemx-
MeHTa pucKka NpUMeHUTENbHO K nabopaTopuu.

H.2 AHanus pucka

H.2.1 aeHTudrkauns npeayCcMoTPEHHOIO NPYMEHeHUs

H.2.1.1 O6wue nonoxeHns

MeguuuHckne nsgenus gns UarHoCTUKK in vitro, npefHasHavyeHHble 418 NabopaTopHbIX UCCNefoBaHWA nnm
nccnefoBaHuii Ha MecTe NPOBeAEHNS NeYeHNs, UMEKT ABYX Mofb3oBaTenieil: MefMLMHCKOTO paboTHWKa, NpPOBOAS-
LLiero nccnefoBaHve, ¥ MeULMHCKOTro paboTHMKA, MOJyYaloWero pesy/bTaTbl, UHTEPMPETUPYIOLLErO UX U AelCTBYHO-
LLiero Ha ux ocHoBaHun. Bcnyyas IVD-usgenua ans camoTecTMpoBaHUA NauMeHT MOXET ObiTb € ANHCTBEHHbIM NO/b30-
Baresiem.

Mpn naeHTUdUKauumM NpeaycMOTPEHHOro NPUMEHEHUs cnefyeT paccMaTpuBaTh 3asiBfIEHHbIE LieIn U3roToBuTe-
NS B OTHOLLUEHUW 060UX BapUaHTOB MPUMEHEHUS:

1) npumeHeHve IVD-u3genus ans nonyvyeHus pesynbTaToB UCCNefoBaHWs; 2) NPUMEHeHWe pesynbTaToB uccie-
[OBaHWA ANsl AUArHOCTUKK, NTIEYEHUS WU Hab/MIoL4eHNs 3a NauneHToM.

B HacTosilLeM NPUAOXKEeHUN NPUMEHEHbI CneaytoLime TEPMUHbI C COOTBETCTBYIOLLMMY OnNpeaeneHnsamm:

- oneparop — /L0, NPOBOASALLEE in Vitro-nccnefoBaHus; AaHHOe /MU0 MOXET 6biTb Kak COTpyAHUKOM fabopa-
TOPUU. TakK U MEAULMHCKUM PaboTHUKOM UM HenpodeccroHanbHbIM Nosb3oBaTesIeM C MUHUMaIbHON NOAroTOBKOW
1nu ee OTCYTCTBYEM;

- MeAULMHCKMIA paboTHMK — L0, 3anpaluvBaiollee, nonyvawllee pesynbTaTbl UCCNeA0BaHU UNK felCTBYO-
Llee Ha OCHOBE JaHHbIX pe3y/ibTaToB OT MMEHW NauueHTa; MeAULMHCKUM paboTHWKOM SIBMISIETCA Bpady, MejcecTpa,
chenbaLuep «CKopoi NOMOLLM» UK Nboe Apyroe nuLo, NPUHUMaIOLLEe KIMHUYECKOe peLIeHVe Ha OCHOBE pe3yNbTaToB
IVD-unccnepoBaHuii.

H.2.1.2 MpepycMmoTpeHHoe NpuMeHeHne

MpeaycMOTPEHHOE NPUMEHEHNE MEAULMHCKOTO M3AeNnst AN ANArHOCTUKM in Vitro MOXeT Bk/uaTb TpeboBaHUs
K U3MepuTenibHOl cucteme, aHamsnpyembiM npobam (obpasiuam), nabopaTopHoOMy 060pyAOBaHUIO, MaTpuue npob,
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npouegype uccnefoBaHvst (aHa/n3 No KayeCTBEHHbIM, MOJYKO/IMYECTBEHHBIM WM KOJIMYECTBEHHLIM  NPU3HAKaM),
onepaTopy U MecTy NpuUMeHeHUs.

Hanpumep, MOXeT BO3HWKHYTb HE06XOAMMOCTb B MCCNEA0BaHM COLepPXaHUs XOPUOHMYEeCKoro 6eTa-roHago-
rponuH3 yenoseka ((5-hCG) B o6pa3uax CbIBOPOTKW, NAa3Mbl KPOBM UM MOYU. He kaxpas npouenypa vccnegoBaHus
(i-hCG nmeeT Te xapaKTepUCTVKKL, KOTOPbIE COOTBETCTBYIOT BCEM TPEM BUAAM MaTpuLibl Npoo.

H.2.1.3 MNoka3aHns K NpUMEHEeHUto

MokasaHus K MPUMEHEHWIO BK/IOYAIOT MEAMLMHCKOE NMPUMEHEHVE W onpeesieHne nonynsauuii nonb3osaTeneil,
07191 KOTOPbIX NpefHasHaYeHo MeauuyHCKoe usgenve Ans AuarHocTukM in vitro.

Hanpumep, pesynbTtarsl uccregosaHus cogepxanus )i-hCG MOXHO ucnosnb3oBatb A8 NOATBEPXAeHus Gepe-
MEHHOCTU. CKPUHUHIa 6EPeMEHHBIX XEHLMH Ha Hasimume y nnoja cuHapoma [layHa, a Takke 411 MOHUTOPUHTa HEeKOoTo-
pbIX hopm paka. Kaxgoe megMuMHCKOE MPUMEHeHWEe MOXET BblABWraTb pasHble TPe60BaHWA K YyBCTBUTEIbHOCTH,
CNeLudUIHOCTN, TOYHOCTN U NOTPELLUHOCTU U3MEPEHUIA.

H.2.2 NpeHTudmnkaumsa BO3MOXHbIX OLLNGOK MPUMEHEHUSA

H.2.2.1 OWwn6kn npuMeHeHmns

OWn6KN MNpUMEHEeHUs BKIIOYAOT AEeNCTBUSA, He MPeAyCMOTPeHHble W3roTOBUTE/IeM, Takue, Kak yCKOpeHue
npoueayp, nomnbITKN ONTUMU3aLMN 1 UMNPOBU3ALIMK, & TakkKe HEBLINOSIHEHVE AelCTBUIA, NPefyCMOTPEHHbIX U3roTOBM-
TefleM U ONUCaHHbIX B MHCTPYKLUMAX NO MPUMEHEHWIO.

H.2.2.2 MNMpumepbl BO3MOXHbIX OLUMGOK MPUMEHEHUsI CO CTOPOHbI COTPYAHUKOB labopaTopumn

Huxe npuBefeHbl NpyMepbl BO3MOXHbIX OLUMOOK NpUMeHeHUs B 1abopaTopHbIX YcnoBuax. JaHHble npumepsbl
ABNAOTCA MNOKa3aTe IbHbIMK, HO HeucuepnbIiBaloWnNMN:

- NPUMEeHeHe MeAULMHCKOro MU3fenus ANs AMarHoCTUKW in Vitro ¢ HeHaj/exallumm kannbpaTopoM, peareHToMm,
npuéopom WK aHasIM3MpyeMbiM 06pasLioM;

- NOMbITKA ONTUMM3ALMN NpoLeAypbl UCCNefoBaHNs 415 YNyULEeHUS 3KCNTyaTauMoHHbIX XapaKTepucTyk;

- COKpallleHvie npoueaypbl uccriefoBaHua (yckopenue npoueaypbl);

- HEeBbIMNO/IHEHNE TEXHUYECKOro 06CyXMBaHus npubopa;

- HECMoCOBHOCTb U/IM HEBO3MOXHOCTL OCYLLLECTB/IEHUA Mep Mo obecrneyeHnio 6e3onacHocTy;

- (DYHKLMOHMPOBaHWE B HEGNAronpusiTHLIX YCI0BUSIX OKpYXatoLei cpefpl.

H.2.2.3 MprMepbl BO3MOXHbIX OLLNGOK NPUMEHEHNSA CO CTOPOHbI MEAULMHCKOr0o nepcoHana

Hwxe npuBefieHbl NpMMepbl BO3MOXHbIX OLLMOOK NPUMEHEHWS CO CTOPOHbI MEAMLIMHCKOro nepcoHana. [aHHble
npumMepsbl AB/AIOTCA NokasaTeslbHbIMU, HO HencYeprnbIBaoLWMU:

- NPUMEHeHWe pe3ynbTaTtoB in Vitro-uccrnegoBaHWst A1 CKPUHMHIA HacesleHUs Ha Hasiuvuve 3aboneBaHus,
B TO BpeMs Kak npouegypa uccnefoBaHus npegHasHaveHa A8 ANarHOCTUKM AaHHOro 3abosieBaHns (IKcnyatauyoH-
Hble XapakTepucTuku 1VD-13fenms MoryT He COOTBETCTBOBATb 3ajaye CKPUHUHIA HacesleHnst);

- NpuMeHeHne pe3ynbTatoB |VD-vccnefoBaHus AN AMarHOCTVKM 3abo/ieBaHnsl, B TO BPeMs kKak npouegypa
uccnefoBaHus npefHasHaveHa 15 HaGMOLeHVs 3a COCTOSIHUEM 3[10pOBbA  (3KCMyaTauMOHHbIe XapaKTepucTuKu
IVD-13genus MoryT He COOTBETCTBOBATL 3ajayam AUarHocTukm);

- NpYMeHeHve pe3ynbTatoB IVD-uccnefoBaHus 18 HOBOTO Croco6a MeAWLMHCKOrO NPUMEHEHUs, He 3asiBJieH-
HOrO M3roToBMTENEM (IKCMlyaTauoHHbIe XapakTepucTuku IVD-u3genns MoryT okasaTbCsl HEMpUrogHbIMU A1 HOBOrO
crnocoba KIMHUYECKOro NpuMeHeHus).

H.2.2.4 NprMepbl BO3MOXHbIX OLIMGOK NPUMEHEeHNS nauueHTaMm npu camoTecTMpoBaHnm

Hwuxe npuseeHbl NpUMepbl BO3MOXHbIX OIMGOK NMPUMEHEHUS NaLMeHTaMu Nnpu camoTecTMpoBaHun. 3T npu-
Mepbl ABAATCSA MOKa3aTeslbHbIMW, HO HencyepnblBaOLLMMU;

- WCMO/b30BaHNe HeJoCTaTouyHOro o6bema obpasua;

- HecrnocobHOCTb NPaBU/IbHO BCTaBUTb MOZY/b C peareHToMm;

- pa3fieqieHne peareHTHbIX CTPUMNOB (4/1 YMEHbLUEHNS MaTepuasibHbIX 3aTpar);

- HECMOCOBHOCTb WM HEBO3MOXHOCTb OCYLLIECTB/IEHUA Mep Mo obecrneyeHnio 6e30nacHoCTy;

- XpaHeHve peareHTa B HeHaJ/1exallmx yC/oBusX.

H.2.3 aeHTudmkauma xapakTepucTmk, OTHOCALWMXCA K 6e30nacHoCTH

H.2.3.1 O6Lwue nonoxeHus

MOMUMO  XUMMYECKMX, MEXAHWUYECKUX, 3INIEKTPUHECKMX U BUONOTUYECKUX XapakTEPUCTUK U Hapady C Apyrumu
MEANLMHCKUMN  U3[eNMamy  MeAULMHCKUE U3Lennusa ANa AUarHOCTUKK in Vitro MMEIoT 3KCnlyaTaluuoHHbIe XapaKkTepuc-
TUKW. onpejensiolime TOYHOCTb Pe3y/bTaroB UccriefoBaHns. HecrnocobHOCTb [fJaHHbIX MeAMLMHCKUX W3Aennid cooT-
BETCTBOBATb JKCM/lyaTaLWOHHbIM XapaKTepucTukaMm, Heob6XOAWMbIM A7 KOHKPETHOTro MeAULIMHCKOrO MPUMEHEHNS,
T7IOKET NPUBECTU K CO3J@HMNI0 OMAacHOi CUTyaLmn 1 COOTBETCTBEHHO puUcka A1 MaLVeHToB.

H.2.3.2 XapakTepucTuku npoueayp nuccrieoBaHnsa no KON4eCcTBeHHbIM Npu3Hakam

Mpoueaypbl UccneoBaHNs MO KOIMYECTBEHHLIM MPU3HaKaM npefHasHayveHbl 415 onpejesieHnst KonmyecTsa
WK KOHLEHTpaLumMM aHa/In3vpyemMoro BeLlLecTsa (aHanmsa). PesynbTaTbl OTMEUAIOT Ha UHTEPBa/IbHON Likane. OCHOBHbI-
MW aHa/IMTUHECKUMUW XapakTepucTukamu npoLefyp UcCiefoBaHus No KOJIMYECTBEHHbIM NPU3HaKaM ABMAIOTCA TOY-
HOCTb (HETOYHOCTb), NOrPeLUHOCTb (CUcCTeMaTnyeckas omnbKa OLeHKM, 06YCNOBNeHHas CyObeKTUBHLIM (hakTOpPoOM WK
HETOYHOCTLIO Npubopa), cneuuduyHOCTL aHanmsa u auanasoH KOSIMYECTBEHHOrO onpegesieHns. KCM/lyaTaluoHHble
TpeboBaHMA 3aBUCAT OT BMAa MEAULMHCKOTO MNpuMeHeHus. OLMOOYHO BbICOKWA WM OLIMOOYHO HU3KUIA pesynbTar
I7IOKET NPUBECTU K HEMPaBWIbHOMY AWArHo3y Wi 3ano3fasioMy JIeHeHUo, a Nocneayowmii Bpe, NpuunHaemblil naum-
€HTY. MOXET 3aBUCETb OT KOHLEHTpaLun aHasM3npyeMoro BeLecTBa U 3HaYeHUs CUCTemMaTUyeCcKoi NOorpeLLHoCTy.
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H.2.3.3 Xapaktepuctuku npoueayp uccnefoBaHns no Ka4eCTBEHHbIM Npu3Hakam

Mpoueaypbl ccneaoBaHNs Mo Ka4ecTBEHHbIM NpU3HakaMm npefHasHayYeHbl TONbKO A5 BbISB/IEHUSI MPUCYTCTBUA
UM OTCYTCTBUA aHanmsa. PesynbTaTbl Npoueayp KnaccuuumpytoT Kak NonoXxuTenbHble, oTpulatesbHble Uan Heonpe-
feneHHble. K xapakTepucTvkam npoueayp UccnefoBaHWsl N0 KaYeCTBEHHbIM MpU3HaKam 06blYHO OTHOCHAT AUArHOCTy-
YecKylo YyBCTBUTENbHOCTb U CneunuyHoCTb. MoNoXUTENbHbIM pe3ynbTar nNpyu OTCYTCTBUM aH3NuTa Wan oTpuuatenb-
HbIi pe3ynbTaT Npy Ha/IMUYMKM aHann3a MOXeT MPMBECTU K NOCTaHOBKE HempaBW/IbHOTO AMarHosa wav 3anosgasomy
NIeYeHNo 1 MPUYNHEHUIO Bpeda NauneHTy.

H.2.3.4 XapakTepucTukv (OYHKLMOHA/TbHON HafeXHOCTH

Ecnun nevallemy Bpayy Heob6XoAuMbl pesynbTarbl in vitro-uccnefoBaHus A8 NPUHATUS CPOYHOTO KIMHUYECKOro
pelleHns, HanpuMep, O Hanpas/eHUy NauyveHTa B OTAe/IeHNe UHTEHCMBHONM Tepanuu, TO CBOEBPEMEHHOCTb pesy/bTa-
TOB MOXET OblTb TaK e BaXHa, Kak U UX TOYHOCTb. HEBO3MOXHOCTb NOMyYeHUs pesynbTara, Korga OH HeobxoawMm,
MOXET MPUBECTMN K CO3[4aHMI0 OMAacHOW cutyauuu.

H.2.3.5 JononHntensHas nHopmauns o nauneHTe

B HekoTOpbIX CAyvasx Ans NPaBW/bHON WHTepnpeTauun pesynbTatoB MCCeAoBaHWs MOryT noTpe6oBatbes
Jemorpaduueckne AaHHble nauveHTa, a Takke AaHHble 0 npobe wan ee uccnefoBaHun. MpuMepamMn TakMxX AaHHbIX,
BBOAUMbIX BPYYHYIO S1abOPaHTOM-aHa/IMTUKOM WM aBTOMaTUYeCK C NMOMOLLbIO /1a6opaToOpHOl KOMMbIOTEPHON cucTe-
Mbl. SIBASKOTCA MAEHTUMKaAUMA NaumeHTa, naeHTudmkaums npobbl, BUA Npobbl, onvcaHue npobbl, eauHULbl u3mepe-
HUS. 06pa3LOBbI MHTEPBaUI, BO3PACT, MO U reHeTnyeckne hakTopbl. Ecnn meauuuHckoe usgenvie ANs AMaTOCTUKU
in vitro cNpoekTMpoBaHO Tak. YTO6bI BMECTE C pesy/bTataMyi UCCnefoBaHna coobLaTh AONONHNTENBHYIO MHAOPMaLIMIO
(T. e. sBNAETCA WHTEpPNpPeTUPYIOWMM), TO HECMOCOGHOCTb U3AeNna  BblAaTb NPasBUsbHY WMHAOPMAaLMI0 COBMECTHO
C pe3ynbratamy WUCCNefoBaHWs MaXeT HapylmMTb NpaBWIbHOCTb WMHTEpnpeTaumu faHHbIX Pe3ynbTaroB U NpUBECTU
K CO34aHuni0 OMacHol cuTyauun.

H.2.4 \peHTudunkaumns n3BeCcTHbIX U NPOrHO3UPyeMbIX ONacHoCTel

H.2.4.1 OnacHocTu Ansa nayneHToB

C TOukM 3peHus nauveHTa, pesynbTar IVD-uccnegoBaHua npeactaBnseT co60i onacHOCTb, €CiM OH MOXeT
NPUBECTN K HECOOTBETCTBYIOLLEMY MEAULIMHCKOMY BMELLATENbCTBY, CNEACTBMEM KOTOPOrO MOXET CTaTb MpUYUHEeHue
Bpeja 340pOBbI0 UM CMEPTb, UM K HEBO3MOXHOCTU OKasaTb MeAMLIMHCKYI NOMOLLb, KoTopas Morna 6bl npegoTspa-
TUTb MPUYVHEHNE Bpeda 3[40PO0BbI0 MM CMepTb. OWMGOYHBIA UK 3ano3gasblii pesynbtar |VD-uccnegoBaHns Moxet
6bITb 06YC/IOBNEH HEHaANEXALMM (PYHKLMOHNPOBaAHNEM MEAMLIMHCKOrO U3A4envs Ans AUarHoCTUKK in vitro, 4To ABnseT-
CS HULMMPYIOLLIEI ONacHOCTbIO B NPOTE3UpyeMoii nocnefoBaTe/lbHOCTH COBbITUIA, NPUBOASLLE K CO34aHMI0 ONacHo
cuTyaumn. NaeHTudukaums onacHocTeil n nocnegoBaTenibHOCTEN COBLITUI NOMOraeT U3roTOBUTENKO B COCTaB/IEHUN
nofpo6HOro MepeyHst onacHbIX cuTyauwii. B npoLiecce aHainsa pucka M3roToBUTE b YCTaHaB/IMBAET, YTO MMEHHO Heob6-
XOAMMO paccMaTpuBaTh Kak OnacHOCTb.

Kak nokasaHo Ha pucyHke H.l. onacHas cuTyaumsi MOXeT BO3HWUKHYTb, €CN MeAULMHCKWIA paboTHWMK monyvaeT
OLIMOOYHBIN pe3ynbTar UCCNef0BaHUA U NPUHMMAET PeLLeHNs Ha ero OCHOoBaHWMKW. OnacHas cuTyauus MOXeT Taioke
BO3HVKHYTb B OTCYTCTBME pe3ysibTara, KOrja OH HeobxoAuM. B cnyyas Cc U3fenmaMun 4718 caMOTECTUPOBAHWA OnacHas
CUTyaums MOXeT BO3HUKHYTb NPy NOyYeHNI OLIMGOYHOrO pesy ibTaTa NaunmeHToM Uan OTCyTCTBUW pesy/bTara, Korga OH
HeobxoanMm.

Mpu npoBegeHUn nccnefoBaHNs MO KOMYECTBEHHbIM MPU3HaKam pesynbTal MOXHO paccmaTpuBaTb Kak OLu-
6OYHBI. ecnu pasHuLa No CPaBHEHWMIO C NPaBW/IbHLIM 3HAYEHWEM NpeBbIlaeT npefesibHoe 3HaueHWe, OCHOBaHHOE Ha
KMHUYECKOW No/b3e OT MPUMEHEHNs MeAULMHCKOTo usgenuns. KnuHuyeckas 3Ha4MMoCTb HenpaBW/IbHOTO pesyrnbTata
MOXET 3aBMCETb OT BENIMYMHBI Pa3HULLbl MEXAY N3MEPEHHBLIM U MPaBU/IbHLIM 3HAYEHUAMM, a Takke oT husmonornyec-
KOro COCTOSIHUA nauueHTa (Hanpumep, HaJMumus y Hero rMnorvKeMUN UK TUNEPMKEMUN).

Mpn npoBefeHUn nUccnefoBaHUs NO KaYeCTBEHHbIM NPU3HakKaM, Korfa MOXeT ObITb NONy4YeH TOMbKO MOMNOXU-
TeNbHbIN MAWM  OTpULAaTeNbHBIA  pesynbTar (Hanpumep, uccnefoBaHust Ha BUY unn Ha 6epeMeHHOCTb), JaHHbI
pesynbTaT ABMASETCA Takke NM60 BEPHbIM, NGO OWMOOUHBIM.

Cnepgyowye onacHocTM MOryT O6YCNOBUTb HeMnpaBW/IbHYIO AWArHOCTWKY M BO3MOXHOCTb MPUYMHEHUS Bpepja
UM 3anosganoe MeauLMHCKOe BMeLLaTenbeTBO.

- ownbouHble pesynbtatbl (cM. H.2.3.2 n H.2.3.3);

- 3ano3gasnble pesynbTatbl (cM. H.2.3.4);

- owmMbouHas MHdopMauus, coobliaemas NpM6OPOM B JOMOSHEHWE K pe3ysnbTaTy ucciegoBaHuii (cm. H.2.3.5).

H.2.4.2 B3auMoCB#3b C 3KCMNyaTaunoHHbIMU XapakTepuctukamm

Heo6xoaymo oLeHnBaTb HecoOTBeTCTBME /06O M3 3KCMyaTaLMOHHbIX XapakTepUCTUK, OTHOCALLMXCS K 6e30-
nacHoct (cm. H.2.3), npeabaBnsieMbiM W3roToBUTeNleM TpeboBaHUAM, A5 TOro 4TOObI OnpefennTb BO3MOXHOCTb
CO3JaHns OMacHol cuTyauun.

MeToabl aHanM3a onacHOCTel, Takune Kak npefsapuTebHbIi aHan3 onacHocTel (Preliminary Hazard Analysis —
PHA). aHanu3 guarHoctuueckoro gepesa HeucnpaBHocTeld (Fault Tree Analysis — FTA). aHanm3 xapaktepa u nocnega-
cTBWi oTkas3os (Failure Mode and Effect Analysis — FMEA) 1 aHasiM3 onacHOCTel B KpUTUYECKMX KOHTPOSIbHBIX TOUKax
(Hazard Analysis on Critical Control Points — HACCP). onucaHbl B npunoxexnun G.

H.2.4.3 \geHTndmKaLus onacHocTel B yC/10BMAX OTKa3a

Mpn naeHtTncbnkaumn IVD-onacHocTell B yCNnoBUAX OTkasa cnegyeT pacCMaTpuBaTb PeXvMbl OTKA30B, KOTOpble
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MOrYT MPUYBECTN K HECOOTBETCTBUIO 3KCM/IyaTaLMOHHbIX XapakTepucTuk, TpebyembiX ANS NPUMEHEHUA MeULMHCKOro
n3genvsa (HanpumMep, NOrpeLlHOCTb, TOYHOCTb, CNeLUUUUYHOCTb U T. 4.), & UMEHHO:

HEOAHOPOAHOCTb BHYTPU OAHOW CEpUU MeAULMHCKUX U3Lennii:

HECOBMECTUMOCTb PasHbIX Cepuilt MeAULMHCKNX U3Aenuii:

He/ipocnexmBaemMoCTb 3HaA4YEHWUI kannbpaTopa;

HEBO3MOXHOCTb 3aMeHbl kanubpatopa;

HecneundnyHoCTb (Hanpumep, akTopbl, Co34atoLime NoMexu);

1Cnonb3oBaHMe OCTaTKoB NPO6 WK peareHTOB A1 HOBOrO MCCNefoBaHus;

- HETOYHOCTb M3MEpEHWIA (CBsi3aHHas C NpUGopoM);

HapyLleHve cTabunbHOCTM (NPU XpaHeHWW, TPaHCNOPTUPOBaHUM, NPUMEHEHUN).

Mpu ngeHTndukaumm IVD-onacHoCTel B YCNOBUAX OTkasa MeAMLIMHCKOro U3fenus crnepyeT paccmaTpusatb Te
PeXMMbl OTKa30B, KOTOPble MOTyT NMPMBECTU K 3ano34asibiM pesy/nbTartam npy Heo6XoAMMOCTU OKa3aHWUs CPOYHOW Meau-
LIVHCKO/ NOMOLLM, Hanpumep:

- HecTabubHOCTb peareHTos;

- 0TKa3 annapaTHOro WM NPorpamMmMHOro obecneyeHus:

- HeHagnexallee ynakosblBaHMe.

Mpn naeHTudpmrkaumm 1VD-onacHOCTel B yCNOBUAX OTKasa MeAMUMHCKOro u3genus cnepyet paccMmarpvsatb Te
PeXuMbl 0TKa30B, KOTOPbIe MOTYT NPUBECTU K Bblgaye OLIMOOYHON MHGOpMaLuM 0 MauyeHTe, Hanpuvep:

- own6oYUHble ®.M.0. M naeHTUGUKALMOHHBI HOMEpP NauneHTa;

- oWwmnboyHas AaTa poXAeHUs Wau BO3pacT:

- HenpaBW/IbHO yKa3aHHbIN MO.

H.2.4.4 aeHTndnKauus onacHocTeli B yC/I0BUMAX HOPMasibHOTO NPUMEHEHMNS

OwWwn6oUHbIe pe3y/bTaTbl MOTYT NOSBUTLCA Takke B YC/IOBUSX HOPMasIbHOTO NPUMEHEHUs, Aaxe ecnn aKcnayaTa-
LMOHHbIE XapaKTePUCTUKN MEANLIMHCKOIO U3Aenna 418 ANarHoCTUKK in Vitro oTBeyatoT TpeboBaHWsAM U3rotosutens. 310
[NOXET 6bITb CNeACcTBMEM HEeAOCTOBEPHOCTW pe3y/nbTaToB MCCnefoBaHus, GUOMorMyeckoin BapmabenbHOCTU Npob nauu-
€HTOB. Bbl6Opa rpaHuLibl OTCEKaHUA Unu Apyrmx hakTopoB. OLMOOYHBIV pe3ynbTaT B YC/IOBUSIX HOPMa/IbHOTO MpYMeHe-
HUS MOXET NPMBECTU K CO34aHMI0 ONacHOi cuTyaumu B OTHOLLEHUW OTAE/IbHOro nauueHTa, Hanpuvep:

- HelOCTaTOYHO YeTKoe pas/inynme Mexzay MoMIoXUTENIbHbIMA U OTpULaTE IbHbIMU pesyibTaraMu: npoLeaypbl uc-
CnefoBaHMs NO KauyeCTBEHHbIM Mpu3HakaMm AeMOHCTPUPYIOT TUMWUYHbIE JTIOXHO MOMOXUTESNbHbIE U NIOXHO OTpULATENb-
Hble OLLeHKM, YaCTUYHO 06YC/IOB/IEHHbIE MOTPELUHOCTAMU U3MEPEHUs, CBA3aHHLIMU C ONpedesieHneM noaxogsei rpa-
HULbI OTCeKaHus;

- MOrPEeLUHOCTb M3MEPEHUs: COBPEMEHHbIA YPOBEHb HAY4YHO-TEXHUYECKOTO Pas3BUTUS MOXET OrpaHuyuBaTb TOu-
HOCTb OnpefeneHns 3HavyeHus napameTpa MeAVUMHCKUMU M34ennsaMu ANs AUMarHOCTUKM in vitro (rNoKOMeTpbl, onu-
caHHble B [20]); ecnn kputepun OyHKLIMOHNPOBaHUA TPeGYIOT, YTO6bI He MeHee 95 % pe3ynbTaToB HaXOAWNCH B FPaHu-
Lax yCTaHOB/IEHHOTO Anana3oHa 3HauyeHWidl, OCHOBAHHOTO Ha MOHATUM KMHWYECKOW MoMb3bl, TO A0 5 % pesynbTaros
MOryT BbIXOAWTL 38 paMKku JaHHOro guanasoHa:

- HenpegsuaeHHoe B/IMSIHWE APYTUX 3/1IEMEHTOB (PakTopoB, CO3JAtOLMX NMOMEXW) B OCHOBHOM aHasM3nMpyeMoMm
obpasLe: HOBble /leKapCTBEHHbIE CPeACTBa, BUOXUMMUYECKME MeTabonuTbl, reTepodnsibHble aHTuTeNna 1 BelecTsa A1s
NoAroToBkM NpPo6 MOryT BO3AeiCTBOBaTb Ha (DYHKLIMOHASIbHbIE XapakTepuUCTUKy npoLeaypb! IVD-uccnefoBaHus:

- eCTeCTBEHHasl reTeporeHHoCTb aHaInTa: aHTUuTena u apyrue 6enkn B obpasuax KpoBu SBASIOTCA CMeCcAMU pas-
HbIX U30ChOPM: M3BECTHbIE (PYHKLIMOHA/IbHBIE XapaKkTepUCTUKM npoueaypbl [VD-uccnefoBaHus MOryT ObiTb HENMPUMEHN-
Mbl KO BCEM COCTaBHbIM YaCTSIM Takoi cMecwu.

H.2.4.5 N geHTndnkauus onacHblx cutyauuia

K onacHbIM cuTyauusm, co3gaBaeMbiM MEAULMHCKAMW U3AeNUAMU 418 AUArHOCTUKK in Vitro, OTHOCAT:

- JIOXHO OTpULaTesbHbI pesynbTaT aHanm3a Ha BUY (HIV) uim Ha noBepXHOCTHbIN aHTureH renatuta B (HbsAg)
Npu CKPUHUHIE NepenMBaemMoil KpoBY, Nosydyaemblii 6aHKOM KPOBY;

- AiMarHocTMpoBaHue sevalyM Bpayom 3ab0/1eBaHNA NeveHn Ha OCHOBE Pe3y/bTaroB UCC/efoBaHna qoyHKLUN
neyeHun, KoTopble OblIN UCKAXEHbI NOA BIUSHWEM GUNNPYOUHA;

- OWIMBOYHOE U3MepeHVe NpPUBOPOM A1 CAMOTECTUPOBaHMS KOHLIEHTpaLuM caxapa B KPOBU (3aBbILLEHHOE 3Ha-
yeHue) y 60NbHOro rMnNoravKemMmnei.

H.2.5 OnpegeneHve pucka ana naymeHTa

H.2.5.1 O6Lwwme nonoxeHus

OnpefeneHve pucka OCHOBAHO Ha OMpeAesieHUN TSHXEeCTU U BEPOSTHOCTU NPUUMHEHUS Bpeda Kakaoh MaeHTu-
hvumpoBaHHO/ onacHoli cuTyauyel, CBA3aHHON ¢ MeANLIMHCKAM n3genvem AAs AMarHoCTMKU in Vitro, Kak B HOpMasib-
HbIX YC/I0BUAX, TaK 1 B YCNI0BUAX OTKa3a.

[na nonyyeHus owmnboyHoro pesynbtarta IVD-uccnefoBaHvs KIl0UYeBbIMU onpegensiowyMy hakropaMmu SBAsoT-
CSl: @) BEPOATHOCTb TOF0. UTO pesynbTar OyAeT NpusHaH OLUIMGOYHLIM, U b) BEPOSITHOCTL TOrO, YTO pesy/bTar npuseaet
K HexenaTtenbHOMY MeAULMHCKOMY BO3AENCTBUIO.

Mpy nonyyeHnn pesynbTaToB, OLIMOGOYHO MNOKAa3bIBAOLMX, YTO B MEAULIMHCKOM BMeLLaTeNbCTBe HET Heobxoau-
MOCTW (Hanpumep, NNOXHO OTpULATE IbHbIE Pe3y bTaTbl UK NIOXHO «HOPMaslbHbIE» pPe3y/bTaTbl), B NMPOLecce oueHuBa-
HWA pycka cnegyeT yunTbiBaTb: 1) NPOrHO3 ANA HEBbINEYEHHOro 3aboneBaHns: 2) BO3MOXHOCTb AMArHOCTMPOBaHUS
AaHHoro 3abonesaHns ApyruMun cpefctsamu: 3) NOCNeCTBUA 418 NIUL,. He ABNAILMXCA naumeHTamu (nepeHoc Bo36y-
OMTens MHQEKUMN UM HacneACTBEHHOro 3aboneBaHns, BO3elCTBME Ha MN0A ONacHbIX BELLECTB).
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Mpn nonyyeHnn pesynbTaTos, OLWMBOYHO MOKa3bIBAOLMX, YTO TpebyeTca MeAMLMHCKOe BMeLLaTenbcTBo (Hanpu-
Mep. JIOKHO MOJMOXWTE NbHbIE pe3y/bTaTbl WU JIOKHO «aHOPMasibHble» pe3ynbTatbl), B MpOLEecce OLEeHNBaHWS
pvcka cnefyeT yunTbiBaTh: 1) BOSMOXHbIA Bpes OT HeHad/1exallero nedYeHuns; 2) BO3MOXHOCTb IeYeHNs Apyrumu cpes-
cTBamu: 3) NOCNeACTBUA AN APYTMX NuL, (UCCNefoBaHNe Uan fiedeHne B CBA3M C ONacHOCTbIO MHAMLIMPOBaHNS, ANarHo-
CTUpPOBaHNE NN NeYeHne HacnefCTBEHHOro 3a60/eBaHus).

H.2.5.2 Onpegenexune TAXecTn speja

MepguumHcKoe npuMeHeHne pesynbtatoB |VD-uccnegoBaHna No3BONAET OnpefennTb BO3MOXHbBIN Bpef, KOTo-
pblli MOXET 6bITb NPUYMHEH NALMEHTY BCNEACTBUE MOSyHEeHUs OLIMGOYHOro pesynbrarta. CnefyeT paccMartpuBarh npe-
[YCMOTpPEHHOe NMPUMEHEHUE 1N BO3MOXHOE HernpasW/IbHOE NpUMeHeHue, onucaHHble B H2.1 n H.2.2.

[ns onpegeneHus TsxecTW BpeAa HeO6GXOAWMO MOHMMaHWe MEeAMLMHCKMX MOCNeACcTBuUii NpYMeHeHns pe-
3ynbTatoB IVD-uccnefoBaHvs, aHa/MTUYECKMX 3KCNyaTauMoHHbIX TpeboBaHWin ANA Kax4oro cnydvas npuUMeHeHus
1 TOra, B Kakoii CTeMneHn KMHUYeCKne peLleHns OCHOBaHbI Ha pesynbTaTtax IVD-uccnegosanus. o aToli npuyvHe pelua-
IoLlee 3HaueHVe UMET Haanexalive KIMHWYeckve BXOAHble JaHHble A5 npouecca onpeAeneHns pucka.

H.2.5.3 0npepeneHvie BEPOATHOCTU NPUYMHEHNA Bpeda

Kak nokasaHo B npunoxexHun E, BEPOATHOCTb NPUUMHEHWS Bpeaa Npu NpUMEHEHNN MeAWLMHCKOTo u3genus ans
[NarHoCTVIKM in Vitro 3aBUCUT OT CYMMbl BEPOSITHOCTEN, CBSI3aHHbIX C MNOC/1eA0BATE/IbHOCTbIO COBbITUIA.

Mpy NpUMEHeHUN MeAMLMHCKOro M3denus N8 AUarHOCTUKM in Vitro B nabopaTopHbIX YCOBUSAX, Kak NokasaHo
Ha pucyHke H.1, AaHHble BEPOATHOCTU BK/IIOYAIOT:

- BEPOSATHOCTb TOrO, YTO MeAWLUMHCKOe u3genue 408 ANarHoCTUKM in Vitro BbiAacT OLWMGOYHbIV pe3ynbTar:

- BEPOSATHOCTb TOr0, YTO SlabopaTopusi He NAEHTUMLMPYET MOJyYEeHHbIN pe3ynbTar Kak OLWM60YHbIA 1 nepegact
[aHHbIli OLWNBOYHbIN pe3ynbTaTr Bpady:

- BEPOSATHOCTb TOTO, YTO slevallmnii Bpay He MAeHTUMLMPYeT NOMYyYEHHbI pesynibTaT kak oMBoYHbIA 1 npeanpu-
MeT (WM He NpeanpuMeT) Hagnexalune AelcTBus;

- BEPOSATHOCTb TOTO, YTO NauueHTy OyAeT MPUYMHEH Bpef B pesy/bTate AeliCTBUS Wan 6e3aeiicTBus nevallero
Bpava.

JlabopaTopuvsi MOXeT NAEeHTUULMPOBaTL pe3y/bTaT KakK OLUMOOYHBIA B CeAYIOLMX CyHasX:

- cucTema ynpasneHus KavecTBOM MAeHTMULMpoBana n3MeHeHne B npoleaype uccnefoBaHus;

- 3Ha4YeHMe N3MEPEHHOro napameTpa HeCOBMECTUMO C XKM3HbIO:

- pesysnbTaT NpeBbICU KPUTUUECKOE 3HAaYeHue, 4To TpebyeT nposBefeHUs Bepudmkalmu:

- pa3Huua No CpaBHEHWIO C NpeAblAyLiMM pes3ynbTaTtoM A8 [aHHOro nauyeHTta npesbicuia OXugaemyo uam
BO3MOXHYIO BE/INUVHY.

Mpwn onpegeneHnn BePOATHOCTU NPUYNHEHWSA Bpeda criegyeT yUunTbiBaTb, UTO HE BCe 1abopaTopun UMEKT pesy/ib-
TaTBHbIE CUCTEMbI OBHAPYXEHNS OLIMGOK, KOTOpble B COCTOSIHUM NPefoTBPaTUTh COOOLLEHNEe HenpaBu/ibHbIX pe3ysb-
TaToB.

Bpay MoxXeT naeHTMnumpoBaTh pesy/bTaT kak OLMGOUHbIA B Cedytowmx Cayyasx:

- JaHHblIii pe3ynbTaT (hM3M0N0rMYECKN HEBO3MOXEH:

- JaHHbIli pe3ynbTaT He CornacyeTcs C COCTOSIHMEM 3[0POBbsi MaLMeHTa:

- [aHHbI pe3ynbTar BCTynaeT B NPOTMBOPEYNB C APYroi MHdopmaumei.

Ecnn meguupHckoe wusgenue Ansa [MaToOCTUKM in vitro NpUMEHNIOT 3a npefenamu nabopartopuu, To Hag/exa-
e nnn pesynbTaTuBHble CUCTEMbI OBHAPYXEHUA OWMBOK NpU 3TOM 3a4acTylo OTCYTCTBYHT. HenpodeccroHasbHble
no/fib3oBaTeNIM MOryT He 3HaTb, Kakue pesy/bTaTbl ABAATCS HenpaBAoMnofo6HbIMU. [118  MOAOGHLIX MeANLIMHCKUX
n3genvin Ana AuaTtocTUKK in Vvitro npumepsbl, NpUBELEHHbIE B JaHHOM NyHKTe, cnegyeT BULOWU3MEHUTb, WCKIHYMB
HenpUMeHVMble COGbLITUSI N BEPOATHOCTY.

[na Toro 4To6bl OnNpeAennTb KOMMYECTBEHHbIE 3HAYEHUS BEPOATHOCTEN NpUUMHEHUs BpeAa, pefko UmMeroTcs
[ocTaTouHble AaHHble. Bonpockl, npvBefeHHble B H.2.5.4. MOryT ObiTb MOIE3HLIMU A/1A MOSTYHYEHWNS KAYECTBEHHbIX U
NONYKONIMYECTBEHHbIX OLLEHOK BEpPOATHOCTEN. B nepByto ouepefb AaHHbIe BOMPOCHI OTHOCATCA K MEAULMHCKUM U3aenu-
AM 4111 AUArHOCTUKM in Vitro, NPUMEHSAEMbIM B 1a60PaTOPHbIX YCI0BUSX, HO NOA06HbIE BOMPOCHI MOTYT BbITb COCTAB/IEHbI
1 oNs Apyrux BUA0B MEAULMHCKMX U3genuii ANna AUarHoCTUKK in Vitro.

H.2.5.4 Mpo6nemMbl, KOTOpble HE06X04MMO pacCMOTPETL NPU oNpejeneHnn pucka 4aa nauveHrta

H.2.5.4.1 BepoATHOCTb NOMyYeHWst OLUIMGOYHOrO pesy/bTarta Npu NPUMEHeHUN MeaMLMHCKOro usgenus ansa guvar-
HOCTUKM in Vitro:

- B NpefnosiaraeMbIxX YC/I0BUSIX OTKa3a;

- B HOPM&J1bHbIX YCNOBUAX;

- Mpn 060CHOBAHHO MPOrHO3VPYEMOM HeMNpaBU/IbHOM MPUMEHEHNN.

H.2.5.4.2 BepoATHOCTb naeHTudmkaummn owmnboyHoro pesynbtata IVD-uccregoBaHvss nosibaoBatesiemynabopa-
Topueit:

- BO3MOXHOCTb NOCTaBKV KOHTPO/IbHbIX MaTepuasioB BMECTe C MeANLMHCKAM n3fennem Ans 4UarHocTukK in vitro:

- Ha/IMume B coCTaBe MEAVLIMHCKOrO U3fenvs 3/1eMeHTOB ynpaBieHns 415 BbISIBEHNS HEMCNPaBHOCTY:

- pesyNbTaTVBHOCTb 3/1EMEHTOB YNpaB/ieHNs NP BbISB/IEHNN HEUCNPABHOCTU:

- Ha/IMume pyrux cpeacts o6ecneyeHns kauecTBa, CNOCOGHbLIX BbISIBUTL OLIMOOYHBIN pe3ynbTar (Hanpumep, npe-
[eNbHO AONYCTUMbIX 3HAYEHWI, NMPOBEPKN [OCTOBEPHOCTU pesyfbTata):
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- BO3MOXHOCTb [/11 NO/Ib30BaTENSA OTKOPPEKTMPOBATL NPO6/eMY Ha OCHOBaHWM COOGLLEHNA 06 OLIMOKe 1 Nosy-
YnTb [OCTOBEPHbIA pesynbTar UccriefoBaHyst Npu NOBTOPHOM MccnefoBaHun. Hanpumep, coobueHne «HepocTtarouHoe
KONMYECTBO KPOBW» Ha gucniee npubopa AN caMOTeCTUPOBaHUA JaeT Mo/b30BaTeNto NoACKasKy 0 Heo6xoAMMOCTN
NOBTOPHOrO UCCNEefoBaHUA:

- HaIMune B NabopaTopun pesybTaTvBHON CUCTEMbI OGHAPYXXEHWS OLLUMGOYHBIX Pe3y/bTaToB, eC/ MeAULVHCKoe
n3genve npegHasHauyeHo 415 NPUMeHeHUs B 1ab0opaTopHbIX YCIOBUAX.

H.2.5.4.3 BepoATHOCTb TOro, YTO OLWMGOYHBIV pe3ynbTar IVD-uccnegoBaHust Gy4eT BbISIB/IEH BPA4YOM:

- TpebyloT Nn AeicTByrOLWMe CTaHAAPTbl MEeAMLIMHCKON NpakTUKy NoATBEPXAAOLLEro nccneoBaHns aHanura;

- NpoBOAMT NN nabopaTopus NoATBepXAAOLLEee WCCNef0BaHNe MNOJIOXUTENILHOTO pe3ysibTata  CKPUHWHIOBOro
nccnefoBaHns aBTOMaTUYeCKM;

- MOXHO /I pacno3HaThb OLUMOOYHBIVA pe3ynbTaT NCXOAA U3 APYTMX Pesy/bTaros, NPU3HAKOB, CMMTOMOB U Meau-
LUMHCKOr0 aHamHesa nauyeHTa;

- noATeepxaaeT /v 06bIYHO BpaY pe3y/bTarbl, NoSlyYeHHble A1 aHamra. ¢ NOMOLLIbIO APYrX CPefCTB 1 CTaBuT Nk
nog BOMPOC pe3y/bTaTbl, HE COOTBETCTBYIOLLME KIMHUYECKOW KapTuHe 3aboneBaHus:

- CYLLEeCTBYIOT NN Apyrve cnocobbl NPOBEPKM HAAEXHOCTU Pesy/bTaToB, NOYYEHHbIX A1 aHanTa. nomorarolme
npefoTepaTuTbL BpayebHyo OLINGKY;

- ABNAETCA /I UCC/Ief0BaHNe EeAVHCTBEHHbIM OCHOBaHMEM A1 MPUHATUS BaXKHbIX K/IMHUYECKUX peLueHuii n
B Kakoii Mepe AMarHo3 OCHOBAH Ha pesyfbTare uccrefoBaHus (T. . KaKk uccrnefoBaHWe BAWSET Ha NpUHATUE
KTMHUYECKOTO peLLeHus):

- TpebyeT Nn cuTyaumsa NPUHATAA CPOYHOTO PeLleHnss B OTCYTCTBME BO3MOXHOCTU MOSyYEHUS NOATBEPXAAOLLMX
OaHHbIX UM MHGOPMaLWN: NPUBOAUT N pe3yfbTaT UCcnefoBaHNs HenocpeACTBEHHO K MPUHATUIO K/IMHUYECKOTo pelle-
HUSE UM K HA3HAYEHWIO JIeYEHNS.

- [OCTYMHbI 1 aNbTepHATUBHbIE UCCNEfOBaHNSA, HanpUMep, B LieHTpasibHOl nabopatopun B ciyyae oTkasa meau-
LIVHCKOTO M3AeNnsa Ha MecTe oKa3aHWs MeAVLMHCKON MOMOLLY.

H.2.5.4.4 BepoAaTHOCTb TOro, YTO Bpay b6yfeT AeicTBoBaTh (UM He CMOXET AeliCTBOBaTb) BCOOTBETCTBUN C Pe3y/ib-
TaToM UCCNefoBaHus:

- ABNSETCA M MeMUMHCKOe n3genvie ANa AWarHocTukK in vitro onpegensowmmM akTopom B Tepanun TSHXenbix
COCTOSIHUIA, HanpuMep 3/10Ka4eCTBEHHbIX ONYXO0/eli UM OMAaCHbIX A1 XN3HWN NHEKLWA:

- NpefHa3HavYeHo n MeduuUMHCKoe u3genue AN AUMarHOCTMKM in vitro gns TpaHcdy3um, TpaHcnnaHTauum uam
APYroro MeAuuyMHCKOro NPUMEHEHUS], NPV KOTOPOM BO3MOXHO 3apaXeHue peuunueHTa:

- npeAHasHavYeHo M MeAMLMHCKOe u3genue ANs LUMArHOCTUKMW in Vitro AN MOHUTOPUHIa XWU3HEHHO BaKHbIX
dhyHKLWIA opraHn3mMa, Korga owmbka unm npoMeasieHne MoryT NPUBECTU K CMEPTU UM TSHXEIOMY MOPaKEHWNIO 340pOBbS
nauueHTa.

H.2.5.4.5 BeposiTHOCTb TOr0, YTO AelicTBME Unn 6esfeiicTBue Bpaya NnpuBeseT uam 6yaeT cnoco6CeTBOBaTL NPUYN-
HEHWIO BpeAa nauueHTy.

- ABNISIETCA /1N AeiicTBME HeobpaTUMbIM, Kak. HanpuMmep, Xupypruyeckas pesekuus wam npepbliBaHue 6epemeH-
HOCTW;

- B KaKoii mepe AeiicTBre ABnseTcs 0b6paTuMbIM:

- B Kakoil Mepe JeliCTBME MOXET MPUYMHUTL Bpes, NauueHTy:

- B KaKoli Mepe 6e3felicTBMe BefeT K SIeTa/lbHOMY UCXOAY WK YXY[LIEHNO COCTOSHUSA 3[40POBbS;

- Kakve h13nosornyeckme ycroBusi CrnocobCTBYIOT NPUUNHEHWIO Bpeaa.

H.2.5.4.6 TsxecTb NpUYMHEHHOro Bpepa:

- neTaslbHbI UCxog;

- NnopaxeHune, onacHoe AN XWU3HW;

- COKpalleHVie OXWAAeMoli NPOAOIKUTENIBHOCTN XU3HK;

HeobpaTMmoe yxyALleHne COCTOSHUA 3[40POBbS:

CTOliKOe HapylueHne COCTOSHWSA 3[0POBbS;

NOCTOSIHHOE HapylueHne YHKLMW opraHusmMa UM aHaToMUYecKoro CTpPoeHus Tena;

nopaxkeHue, Tpebyloliee MeAWLMHCKOro BMellaTenscTea A5 NpefynpexaeHns MpUUYMHEHNs CepbesHoro

Bpega:

obpatumoe yxyfLeHne COCTOSIHWS 34,0POBbS;
He3HauuTenbHaa TpaBma (MopaxeHue).
BPEMEHHOE OrpaHnyeHne husnyeckmx BO3MOXHOCTEN, He Tpebylollee MeaMUMHCKOro BMeLaTebCTBa;
BPEMEHHbI ANCKOMAOPT.

H.2.5.5 IHdhopmaums o pucke NS MeAUUUHCKUX N3ennii 4Na AMarHocTrKK in vitro

H.2.5.5.1 Ba3bl AaHHbIX 0 HE6MaroNPUSATHBIX COBbITUAX

MporpamMmbl KOHTPONA MeAULMHCKUX N34eNnii cobupatoT OT U3roTOBUTENEN 1 KOHEYHbIX No/b3oBaTenell AaHHble,
BK/TOYAtOLLME MPUMEPBI HeXenaTeNbHbIX NOCNeACTBUIA OWMBOYHbIX UK 3ano3fasbix pesynbTatoB IVD-uccnefoBaHus.
M3rotoBrTENb MOXET aHa/IM3MPOBaTh COOOLLEHNSA O NOAOGHBLIX MeAULMHCKAX U3AennaxX ANA AMarHoCTWKM in vitro, Ans
TOro YTob6bl OnNpefennTb UX BO3MOXHOe COOTBETCTBME CBOUM WU3AENUAM U MAEHTU(ULMPOBATL paHee He O6HapyXeH-
Hble ONacHOCTW WU TeHAeHumn. OaHako, Aenas BblBOAbl HA OCHOBAHWWU OTAENbHbIX COOBLLEHWA, HeobxoauMo Cobto-
AaTb OCTOPOXHOCTb. VIHhopmaums B 6a3ax fAaHHbIX 0 He6NAaronpuATHbLIX COOLITUAX He BepUdULMpPOBaHa, a OTAe/bHble
COO0O6LLEHNS MOTYT COAEepPXaTb HeMosHble, OWMB0YHbIE UM BBOAALLME B 3ab6nyXaeHve faHHble.
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H.2.5.5.2 N3yyeHne coriacoBaHHOrO 3ak/Il0UYEHUSA SKCMEPTOB

CornacoBaHHOe 3aK/1to4eHne 3KCNepToB 6bI10 BrepBble N3y4YeHo Npu knaccudmkaumm Bo3aeicTBms OLNMB604HOro
onpefieNieHns ypoBHSA caxapa B KpOBY Y NauyeHToB, NpuberaoLmx K CaMOKOHTPOJII0 caxapHoro guabeTa. B [21] onucaH
MeTO[, CUCTEMATUYECKOTO UCCNEL0BAHNS ANA NOMYYEHNUS KIMHUYECKUX BXOAHbLIX JaHHbIX O pUcKe ANA nauneHToB. ABTO-
pbl MeToda paspaboTann knaccudukaumio NOrpeLHocTel C UCNOIb30BaHWEM KaTeropuii pasHoi KIMHWUYeckoli [ocTo-
BEPHOCTU. CMO/JE/IMPOBaHHYI0 Ha OCHOBaHWUM rpaddnyeckoro noaxoAa, NpUMeHeHHoro B [22]. MeToa n3yyeHus cornaco-
BaHHOTO 3aK/TIOYEHNS 3KCMEPTOB, OMUCAHHbIN B [21]. MOXHO NPUMEHATL U ANS APYTVX U3MEPSAEMbIX BENYVH.

H.2.5.5.3 Becegpbl ¢ Bpayamu

TpaanLUMOHHBIM CNOCOB0M MOSTYYEHUA KIMHUYECKMX BXOAHbLIX fAaHHbIX O pUCKe A5 nauueHTa ABnsTca 6ecefpbl
C NPakKTUKYOLWMMN BpavyaMn AN onpefeneHns Toro: 1) kak OHW NpUMeHsIoT pesynbTatsl 1VD-nccnefoBaHus: 2) MoryT
IV OHW BbISIBUTb OLIMGOYHbIE pe3ynbTaTbl; 3) kakue AeCTBUS OHU MOTYT NMPeANPUHATL NPY NOJyYEHWUN HeHaAeXaluyx
pe3ynbTaToBs; 4) Kakve NoCneAcTBUA MOXET MMEeTb HeHadnexallee mefuuuHckoe aelicTBue. XOTS AaHHblli cnocob
aBnseTca 6onee CyobEKTUBHBIM MO CPABHEHWIO C METOAOM M3YYEHUS COrNacoBaHHOMO 3aK/TIUYEHNS 3KCNEePTOB, HO MOX-
HO pa3paboTaTb CTpaTeruio nposegeHns 6ecefbl, NOMOratoLLyo onpeaennTb BeNUNHY CUCTEMATUYECKON NOrpeLLHOCTU
U HETOYHOCTU, NPEACTaBSAOLYI0 PUCK 418 NaLWEeHTOB.

H.3 OueHnBaHue pucka

Fny6uHa oueHnBaHWA pucka Jo/mKHa 6bITb NMPONOPLMOHa/IbHA TSAXECTU BO3MOXHOTO Bpefa. OueHvBaHue pucka
npy NONYyYEeHUN KKAOro OLIMBOYHOro pesysbTara, MAEHTUHULMPOBAHHOIO Kak ONacHsbIiA, cieflyeT NpoBOANTL B COOTBET-
cTBun ¢ TpeboBaHmsMu D.3 u D.4 (npunoxenue D).

H.4 ¥YnpaBneHune puckom

H.4.1 O6wme nonoxeHmsa

TaxecTb Bpefa, NPUUMHAEMOro nauueHTy, onpeaensieTca MegULMHCKAM BMeLlaTeNIbCTBOM (MM ero OTCyTCTBU-
em). obycnoeneHHbIM pesynstatom IVD-uccnegosaHus. CnocoO6HOCTb M3TOTOBUTENS OKa3biBaTb B/IMSIHWE HA TAXECTb
Bpea 3aBUCUT OT KOHKpeTHoro IVD-uccneposaHus.

Ecnn meauumHCKoe BMelLaTeNbCTBO 3aBUCUT OT 3HAYEHUSI KOHKPETHOro in3nyeckoro napameTpa, Hanpumep ot
cofilepxaHnsl B KPOBK caxapa, 3/1eKTPoIMTOB, TepaneBTUYeCKNX /1eKapCTBEHHbIX CPeACTB UM KOHKPETHbLIX PepMEHTOB,
TO TSXKECTb Bpefa MOXET ObITb YMEHbLUEHA C MOMOLLbIO Mep MO0 YNPaB/IEHNIO PUCKOM, NpeAHa3HauYeHHbIX A8 YMeHbLUe-
HWSI MOTPeLUHOCTEN, HETOYHOCTE 1 nomex. OfHaKo ecnu pesysbTaT SBASETCA NOMOKUTENbHBbIM WA OTPULATE NbHbIM,
TO TAXECTb Bpefa, NPUUUHAEMOrO MauWeHTy, He MOXET ObiTb YMEHbLUEHa W3rOTOBUTENEM.

Puckn ans naumeHToB BCNeACTBME NOyYEHNS OLLMGOYHBIX pe3ynbTaToB IVD-uccnesoBaHns 06bI4HO MOXHO YMEHb-
LUNTb MOCPEACTBOM CHWKEHWUS BEPOSITHOCTU UX BO3HUKHOBEHMUS. Buabl 4eATENbHOCTU N0 YMEHbLUEHWIO PUCKOB, ABAIO-
LMXCA CNeAcTBMEM OLUIMGOYHbIX pe3y/bTaToB, A0/DKHbI 6biTh pacnpegesieHbl B NOpsAKe nproputeTa corfiacHo vepap-
XUW. NPUBEAEHHOI B 6.2. B OTHOLIEHUN MeJULMHCKVX n3aenuii ANns AWarHoCTVKK in Vitro 3To 03HavaeT;

a) NOonbITKY YMEHbLUMTL BEPOATHOCTb MOJTyYeHUs OLIMBOYHOrO pesynbTara 6narofapsi BHyTpeHHel 6e30macHoCTm
n3genusl, 06yCNOB/IEHHON €ro KOHCTPYKLMEN, yyULIeHUI0 COOTBETCTBYHOLLIMX IKCMIyaTaLMOHHbIX XapakTepUCTUK (Hanpu-
Mep. aHa/IMTUYECKOWN N ANarHOCTUYECKON cneumUIHOCT, NOASIMHHOCTM UM TOYHOCTH), YTO MOXET ObITb HEO6X0ANMO
ANna obecneyeHns COOTBETCTBUSA Pe3y/bTaToB MEAULIMHCKUM TpeboBaHusAM;

b) ecnu BHYTpeHHssA 6e3onacHOCTb U3fenuns, obecneyrBaemasi NPOEKTOM W KOHCTPYKLMEH, NpakTuiyeckn Heocy-
LecTsMa. TO cregyeT NpefnpuHATL 3aliMTHbIE Mepbl A1 CHUXEHWUA BEPOATHOCTY Nepefayn olwmnboYHOro pesysnbrara
Bpayy UM nauueHTy nNpenmMyLLecTBEHHO MyTeM BbISBIEHUS TakvX pe3ynbTaToB camyuM M34enMeM WM ¢ NOMOLLbI Mpo-
Leayp ynpasneHus KayecTBOM, NpefocTas/sieMblX BMECTe C U3feNnem;

C) ecnn 3aliuTHble Mepbl NPaKkTUYecKn HeoCyLeCTBUMbI, TO crefdyeT NpeAocTaBuUTb Mosb3oBaTenisiM HopMma-
Lo o 6e30nacHoOCTU, HanpuMep WHCTPYKUUK, NpedynpexaeHns n pyryto nHdopmaumio, Heo6Xoaumyto, YTobbl nsbe-
XaTb ONacHbIX CUTyaLmid.

MpumevaHunsn

1 MNpepycMOTpeHHble A1 MPUMEHEHUSI OTAE/IbHO OT npubopa MeToAbl 06HapYXeHUsi BO3MOXHbIX PUCKOB,
Hanpymep peKOMeHAOBaHHOE ynpaB/ieHMe KayecTBOM, OCYLLeCTBMsieMoe slabopaTopueil, U pekoMeHA0BaHHbIe
nofreepxjatolye uccrefoBaHns, 3aTpeboBaHHble BpayoM, creyeT paccmarpuBaTth kak MHdopmaumio no 6esonac-
HOCTW. & He KaK 3allyTHble Mepbl.

2 MviHMMasIbHas MHopMaLms, KOTOPYI0 A0/DKeH NpefocTaB/ifTh U3rOTOBUTENb C MEAULMHCKUM u3fenvem Ans
[OWarHocTvkuM in vitro, onpefeneHa B HOPMATUBHbIX JOKYMEHTaX 1 MexayHapoAHbIX cTaHgapTax (cm. H.4.2.4).

H.4.2 AHanu3 BO3MOXHOCTE ynpaB/ieHNs pPUCKOM

H.4.2.1 BHYTpeHHsisi 6e30nacHOCTb, 0becneymBaemas NPoOEKTOM N KOHCTPYKLUUEN

Ecnn meavumHckoe nsgenvie Ana AUarHOCTUKK in Vitro He NOCTOSIHHO COOTBETCTBYET NMpeabsBAseMbIM MeANLUH-
CKMM Tpe60oBaHWsAM, TO, BO3MOXHO, €r0 KOHCTPYKLUMSA MOXET 6biTb M3MEHEHA BO U36exaHne MnoslyYeHWUs OLUMOOUHBIX
pesy/nbTaToB, Hanpumep, NOCPEeACTBOM Y/YYLIEHUS NPY HEOOGXOAUMOCTU OAHOW WU  HECKOSIbKUX HUXEC/EAYHOLMNX
XapakTepucTuk;

- TOYHOCTW U3MEPUTESIbHON CUCTEMBI;

- COOTBETCTBMS 3HAYEHWn Kanubparopa HOPMAaTUBHbLIM TpeboBaHWAM;

- aHanMTUYeckoli cneumduyHocTn IVD-peareHToB (HanpumMep, UCNo/b30BaHNA 60/1ee KaueCTBEHHbIX aHTUTeN);

- Anana3oHa o6HapyXeHus unv avanasoHa npegesibHO AOMYCTUMbIX KOIMYECTBEHHbIX 3HAYeHWUN;
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- HagexHocTn npubopa (Hanpumep, BO3MOXHOCTW NpeaynpexgeHns OLNOOYHbIX pe3y/bTaTos);

- pasrpaHuyeHnst Mexay MOSIOKUTENbHBIMW 1 OTpuLaTe/IbHbIMU Npo6amu;

- aBTOMaTM3auumn NpoueaypHbIX 3Tanos, UMELLMX BbICOKYHO NPepacrnofioeHHOCTb K OwnbKam;

- nAeHTUUKaLMM NONOXUTENbHBLIX NPO6 (Hanpyumep, ¢ MNOMOLLBIO LUITPUX-KOAO0B);

- MPOCTOTbI NPUMEHEHNA (Hanpumep, NocpeAcTBOM U3yYeHUs YenioBeveckoro hakropa).

Mofo6HbIM 06pa3OM MPOLIECC U3TOTOB/IEHUS MOXHO YCOBEPLUEHCTBOBATb, [/11 TOr0 YTO6bl M3bexarb BbiMycka
MeANLMHCKNX n3aenuii AN ANarHoCTUKY in vitro, 06ecneumBaroLLmx nonyYeHne OLNGOYHbIX Pe3ynibTaToB (T. €. He CooT-
BETCTBYIOLMX MeAULIMHCKMM TpeboBaHUAM). AHa/IM3 ONacHOCTel B KPUTUYECKUX KOHTPO/IbHbIX Toukax [Hazard Analysis
on Critical Control Points - HACCP, cm. G.6 (npunoxexne G)] MOXeT NoMoyb MAEHTUMLMPOBaTL 3/1eMEHTbI npoLecca
N3rOTOB/IEHNS, BAUAIOLLME Ha NpeaoTBpalleHe U3roToB/IEHNSI HECOOTBETCTBYIOLLE/ NPOAYKLMK, & UMEHHO:

- peareHTbl C 04YeHb 6O/bLUIONM pa3HMLEell pe3ynbTaToB A5 pasHbIX CEPUIA U3Lenuii;

- KOMMOHEHTbI NMPMOOPOB, BAMSIOLLME HA MOSlyYeHe HEBEPHbIX Pe3y/bTaToBs:

- KasmbpaTopbl CO 3HAYEHUAMM, NPEBbILLAIOLLMMU TeXHUYeCKMe TpeboBaHUA B OTHOLLEHUM CUCTEMATUYECKOl no-
rpeLLHoCTY;

- KOHTPO/IbHbIE MaTepuasibl, KambpaTopbl UK peareHTbl, He YAOB/IBTBOPAIOLLME 3asB/IEHHbIM TPeb6oBaHUAM K
CPOKY XpaHeHwUsl.

H.4.2.2 3alunTHblE Mepbl

Ecnu ynyJlienne KOHCTPYKLMM MeANLIMHCKOTO U3Aenns A8 ANarHoCTVKM in Vitro ABASeTCA NpakTU4eckn Heocylue-
CTBUMbIM. TO /151 BbISIB/IEHNSA YC/IOBUIA, NPUBOASALLMX K OLUMGOYHBIM pe3y/ibTaTtam, MOXHO BCTPOUTL B U3Ae/nne fON0MHN-
Te/bHble 3/1IEMEHTbI, Hanpumep:

- CpefcTBa KOHTPOA COXPAHHOCTW A/151 BbISIB/IEHUSA HenpuemneMbiX Npob (Hanpumep, remonvM3vpoBaHHbIX);

- yCTpoOIicTBa ANS yAaneHus ¢ nNpobbl NeHbl (EC/M YCTPOMNCTBO ANs 0T60pa Npo6 CHaGXeHO AaTYMKOM YPOBHS
XWUAKOCTIN) UK CrycTKOB chnbpuHa:

- BCTPOEHHblE AaTUMKN U CPeACcTBa KOHTPOAA NPOrpaMMHOr0 obecrneveHus A5 BbISBEHUS He6NaronpusiTHbIX
COCTOSIHWIA cuCTeMbl (Hanpvmep, HeHaanexatleii Temneparypbl, OTK/IOHEHUS cneKTpohoToMeTpa, BCTPOEHHOTO A03M-
pyIOLLIEro YCTPOIACTBA);

- BCTPOEHHbIE 3/1EMEHTbI YNpaB/eHna A5 BbIsSIBNIEHWS OTKasa kasmbpaTtopa, peareHta wnv npuéopa:

- CMCTeMbl CUrHaausauuu, cooblieHnss 06 owmnbkax Wwan anropuTMbl A8 MOAABAEHWUS  HeHafgnexalimx
pe3ynbTaTos;

- a/ITOPUTMbI AOCTOBEPHOCTU A5 MAEHTUDNKALMN HEAOCTOBEPHBIX Pe3y/bTaToB.

Ecnun coseplueHCTBOBaHWE MpoLecca U3roTOB/IEHUS MPaKTUYECKN HeoCyLeCcTBMMO, TO A8 NpefoTBpalleHns
BbIMyCka HECOOTBETCTBYIOLLE NPOAYKLMMN MOTYT NOHaA0bUTLCA AOMOMHWUTE/IbHbIE CPeACcTBa ynpas/ieHUs NpoLeccoM
1 6onee XecTkne TeXHUYeckne TpeboBaHus, Hanpumep:

- NpoBepKa BXOAHbIX MaTepPUasioB Ha COOTBETCTBME TEXHUYECKM TpebOBaHWUAM K KauecTBy:

- 3KCN/lyaTauMoHHbIe UCTbITaHUA B XOfe npouecca U3roToBMEHUSA NS BbISB/IEHUS HECOOTBETCTBYIOLWMX KOMMO-
HEHTOB:

- MPUMEHEeHNe KOHTPO/IbHbIX MaTepuasnioB A/ 06ecneyeHrnss MeTpPoIorMyeckoii MPoCexmnBaemMocT KamopaTo-
poB (cm. [23) u [24]);

- 3KCM/lyaTaLlMOHHble XapakTepucTuky, yA0BAeTBOpsiOWMe TpeboBaHUAM nosb3oBatenei;

- OKOHYaTe/lbHble UCMbITaHWsi Nepes BbiMyCKOM MPOAYKLMN.

H.4.2.3 ViHdhopmauums no 6e3onacHocTu

H.4.2.3.1 SkcnnyataunoHHble XapaKTepUCTUKn

PykoBoguTensam na6opatopuii 1 MeANLMHCKAM PaboTHUKaM Heo6XO0AMMO 3HaTb JKCM/lyaTauyoHHbIE XapakTe-
PUCTVKN MEULMHCKOTO N3Aenus A58 ANarHoCTVKM in vitro, A TOro 4tobbl OnpefennTb KX COOTBETCTBME paccMaTpu-
BaeMOMy MeAMUMHCKOMY n3genuio. [aHHylo uHopmaumio npefocTasnseT U3rotoBuTeNb. HagexHble YncnoBble 3Ha-
YEHUs SKCTyaTaLMOHHbIX XapakTepUCTUK MO3BOJIAIOT BbIABUTb OCTATOYHbIE PUCKM B OCHOBHblE MOMEHTbI MPUHATUA
KMIMHUYECKOTO pelleHnsa 1 Hagnexaim obpa3oM UHTepnpeTupoBaTtb pesy/bTaTbl UCCnefoBaHus. 3To cregyowme
XapakTepucTykm:

- aHaMTNYeckas cneynnyHoOCTb (HanpumMep, HTePMEPUPYIOLLMX NN NEPEKPECTHO pearnpyowyx BeLLecTs);

- NOrpeLlHoCTb (T. €. AonycTuMas cuctemaTmyeckas norpellHocTb);

- TOYHOCTb;

- fnanasoH 06HapyXeHus uan npepesibHo AONYCTUMbIE KOMMYECTBEHHbIE 3HAYEHUS:

- NPaBW/IbHOCTL (COYeTaHWe TOYHOCTU U MOrPELLHOCTK);

- fmarHocTmyeckas 4yBCTBMTENLHOCTb (4015 NPaBUbHBIX NOMNOXWUTENbHbIX Pe3ynbTaToB UCCMEfOBaHMS Y nauu-
€HTOB C 3ab0/1eBaHNAMMN):

- fmarHoctmyeckasn cneundUyHOCTb (0N NpaBWbHbIX OTpULATEbHLIX Pe3y/bTaToB UCCNeA0BaHUS y NauyeHToB
6e3 3abonesaHuii).

H.4.2.3.2 NHchopmaums, Heobxogumasn ANna npefoTBpalleHns nosyyeHns OLMOO0UHbIX pesynbTaTtoB

WIHCTpYKLUMM MO MPUMEHEHUIO, NpoLeAypHble OrpaHnyeHns 1 TpeboBaHKs K OKpyxatoLLeil cpefie nomMoratT nosb30-
BaTento NpeaoTBpaTuTb NosyYeHne OLNBOYHbIX (ONACHbIX) Pe3y/bTarToB, a UMEHHO:

- Tpe6oBaHMA K OTOOPY, XPaHEHUO U NOATOTOBKE MpPo6;

- BellecTBa, M3BECTHbIE KakK o6ecrneunBatoLyie nomexu:
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- B/IMAMPOBAHHbIA M3MEPUTENbHbI UHTEPBAT;

- NpefynpexaeHns B OTHOLLEHUN HenpaBW/IbHOTO MPUMEHEHUs, CMNOCOGCTBYIOLLErO MOJTyYEHUIO OLUMGOYHbIX
pesynbTaTos;

- OrpaHNyYeHnst B OTHOLLEHUN HEKOTOPbIX KaTeropuii NaumeHTos;

- NpefynpexaeHns 0 HeHafexallumx KNMHUYECKMX YCNOBUAX UKW HeHadiexalyx sugax npoo;

- Hagnexative MeToAbl OUNCTKK;

- npoueaypbl NPOUNAKTUHECKOTO TEXHUYECKOTO 06CTYXMBAHUA U UX NEPUOANYHOCTD;

- TpeboBaHNA K XpPaHEHWIO peareHToB 1 JaTa UCTEeYEHUs CPoKa MX rOfHOCTU.

H.4.2.3.3 ViHdhopmauums, cnoco6CTByOLWAA BbISIB/IEHNIO OLUMOOYHbIX pPe3ysibTaToB

Cnepytolime AONOMHUTE/NbHbIE UHCTPYKLMM U PeKOMEeHAALMN NOMOraloT YMEHbLUNTL BEPOATHOCTb COOBLLEHNS
Bpauyy OLUMOOYHbIX (ONACHbIX) pe3y/ibTaToB:

- N0 npoueaypam KOHTPONA AN1A BbISBIEHNS YCIO0BUIA, CMOCOBCTBYIOLLMX MOyYEHUIO OLUMOOYHBLIX Pe3y/bTaToB
(cm. (25)):

- No npoueaype MOHTaxa, HeobxoAMMOro AN Bepuukaumm Hagnexatlero yHkumoHmposanns |VD-n3genus;

- PYKOBOASLIME yKa3aHUsi N0 NPUroAHOCTY cucTemsl ans naeHtndmkauum otkasa HPLC- nnm GC-konoHok (kono-
HOYHas XUAKOCTHasi XpomaTorpadus BbICOKOTO JaBfieHNs 1 KOJIOHOYHAsA rasosast xpomartorpacus);

- M0 NoATBEPXJAloLLel npoLesype uccnefoBaHnsl, OCHOBAHHOW Ha MpVHLUMNE U3MEPEHWs!, OTIMYHOM OT WCMO/b-
30BaHHOrO.

H.4.2.3.4 MoaroToBka 1 kBanudmkaums nonb3osBarens

Bo unsbexaHne oMO0K NPUMEHEHUS U3rOTOBUTEIb MOXET MPeA/IoKUTb Mo/b30BaTeslo NPONTH HeobxoauMyto
NOLrOTOBKY.

Monb3oBaTento MefULMHCKUX U3Aenuii Ans AMarHOCTVKM in vitro MOryT 6bITb NpefoCcTaB/ieHbl yuebHble maTepy-
asbl 4N151 NporpamMmmM HeNpPepbIBHOTO 06yYeHWs. B OTHOLLIEHNU HEKOTOPbIX KPUTUYHBIX MEAVNLIMHCKUX U3Aenunii AN anarHo-
CTUKWM in vitro (Hanpumep, CMCTEM MOHWTOPUHIA NepopasibHOro Nprema aHTUKOaryIsaHToB, MPUrOAHbLIX A5 AOMALLHero
NPVYMEHEHNS) MOXHO MPeAsioXuUTb oduLMasibHble NPorpaMmbl MOBbILEHWS KBaMdMKaLuM nonb3oBaTteneil, uHaHcu-
pyemble nsrotosutenem (cMm. (26)).

H.4.2.4 O6a3aTenbHas uHpopmaumsa no 6esonacHocTu

Bo MHOrMx cTpaHax ycTaHOB/IeHbl peryvpylolme TpeboBaHms K MHopmaLumi, npegocTasisemMoiil n3rotosure-
nem. K HUM MOXHO OTHecTW TpeboBaHWA K YNpasfieHWN0 pUCKaMu, CBA3aHHbIMK C BO3MOXHbLIMU OLLUMOKaMU npuMeHe-
HUS 1 APYTUMUW ONACHOCTAMM, TUMUYHBIMW AN MeAULMHCKUX M3Aennii Ans AnarHocTukm in vitro. CooTBeTCTBME NpUMe-
HUMBIM PErynnpyowmM AOoKYMeHTaM 1 cTaHdapTaM MOXET C/YXWTb CBUAETENbCTBOM YNpPaB/iEHNs puUCKamu, BO3HW-
KatoLLIMM NPK KOHKPETHbIX OLIMOKaxX NMPUMEHeHUs, Npu YCnoBun Bepudimkauum pesynbTaTUBHOCTM TaKoro ynpas/ieHust
(cm. H.4.3).

Ta6bnuua H.1 cogepxuT npumepbl BO3MOXHbIX OLING0K NPUMEHEHUSI U COOTBETCTBYIOLLYIO MHChOpMALMIO, 06bIYHO
NoCTaBNSEMYIO U3rOTOBUTENIEM, A1 TOTO YTOObLI NOMOYL MO/b30BaTENAM M36eXaTb AAaHHbLIX OLINGOK.

Ta6nuya HI1— MNpumepbl BO3MOXHbLIX OWNOGOK MPUMEHEHUS W WMAEHTUMULMPOBAHHLIX Mep MO YnpasieHuo
puckom

Ouwmbka npumMeHeH1s Mepa Mo ynpasfieHo prickom
Hekann6poBaHHbIi nMpuoop YcTaHOB/IeHNE MeXKa/IMOPOBOYHOIO MHTepBana
PeareHTbl, NnoTepsBLUNE PeaKLMOHHYI0 CMoCco6- YKazaHve cpoka rogHoCTU Ha yrnakoBKe peareHTa

HOCTb
HeHagnexatlee TexHnyeckoe ob6cnyxumsaHue npu- Hapnexatiye MHCTPYKUMM NO TEXHUYECKOMY 06C/TyXK-
6opa BaHUO
CMmelumBaHne HECOBMECTUMbIX CEpUli peareHToB MapkupoBaHvie cepuii 1 Hagnexaime WUHCTPYKuMM no
NPUMEHEHNIo
MccneposaHne HeB3avMO3aMeHsiEMbIX GUOMOMN- TexHuueckme TpeboBaHWA K COOTBETCTBYIOLLMM Buam
YeCKMX XuakocTten npo6
HenpaBunbHOe NpuroTossieHne npo6 VIHCTPYKUMK NO NPUrOTOB/IEHNIO NPO6
HenpaBsu/bHOe XpaHeHWe peareHToB TpeboBaHNA K XpaHeHWIo, BKKOYaOLmMe KpuTuyeckune
hakTopbl (Temneparypy, OCBeLLeHNe, BIaXHOCTb U T. 4.)
MyTaHuua B efuHULAx U3MepeHus (Hanpumep, Busyanusauua nnm pacnevaTka eguHuL, U3MepeHus no
MMOSIb/NT AN Mr/a) KeokoMy pesynbrary
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OkoH4aHne Tabnuubl H. 1

Owunbka NpUMeHeHuns Mepa no ynpaBneHuio puckom
HeHagnexatan ycraHoska npuéopa VIHCTPYKLMM MO yCTaHOBKE: KBa/IM(PUKALMOHHbIE UCTbI-
TaHua
HeHagnexatee hyHKUMOHMpOBaHVe npubopa WHCTPYKUMM MO NPUMEHEHWIO C UAEHTUbMKaumeli oc-

HOBHbIX 3Tanos
HeHaanexaulee passegeHune npo6 Tpeb6oBaHus K pa3BefeHunio, BKIOHaOLLME Npuemiemble
pasbasutenn

H.4.2.5 MNpeaynpexaeHus, npefocTepexeHns n orpaHnyeHmns

YeTkne npepynpexgeHvs, UHCTPYKLUMN U NPOTUBONOKA3aHUS MOTYT CNYXWUTb pe3y/bTaTWBHbIMU Mepamu Mo yn-
paB/IeHNI0 PUCKOM MPU NPOheCcCHoHaIbHOM NPUMEHEHUN MEAULMHCKUX W3AENWIA AN ANArHOCTMKU in Vitro, NOCKOSbKY
NnocneAcTBMS HEBBIMOMIHEHNSA AaHHbIX Mep Ony6/IMKOBaHbl N ABMAKOTCA O4eBUAHbIMU. VIHhopMaums, He oTpaxatoLias
onacHbIX NOCAeACTBUIA HECOBMIOAEHNS MHCTPYKUMI MO NPUMEHEHNIO, HE MOXeT ObiTb pe3y/bTaTBHON Mepoit No ynpas-
NIEHNIO PUCKOM.

Hanpumep, mMeauuUMHCKOe n3genve Aas AUarHOCTUKK in Vitro MOXeT 6biTb MpeAHa3Ha4yeHo A1s 1ccrefoBaHns
06pasLoB Nnasmbl NN CbIBOPOTKM KPOBUW, HO HE MOYW. ECNM B MHCTPYKLMAX NO NPUMEHEHWIO HE COAEPXKMUTCA UHopMa-
UMA OTHOCUTENIbHO MPUMEHEHUA MEULMHCKOTO U3Aenusa 418 uccnefoBaHus o6pasLoB Moy, TO HekoTopble nabopa-
TOPUM MOTYT NPUMEHATbL AaHHOe u3genvie Ans nofo6HbIX MCCnefoBaHUii, 0COGEHHO eCn MeauLMHCKUe n3genus ans
[AVarHocTuKuM in vitro, oTBevaroLme COBPEMEHHOMY YPOBHIO TEXHUYECKOTO pa3BUTUsi, CNOCOBHbLI NPOBOAUTL UCCNefoBa-
Hve o6pasLos Moun. Mpy OTCYTCTBUM YKa3aHUl Ha HEBO3MOXHOCTb Y/A0BNETBOPUTE/IbLHOTO MCCnefoBaHusi 06pasLoB
MOuM uccrnefoBaHve NoA06HbIX 06pasLoB ByaeT ABAATLCS NPOrHO3MPYEMON OLUMOKON NPUMEHEHWS.

Mopfo6HbIM Xe 06pa3om pesynbTaTbl UCCNEL0BaHNA MOMYT ObITb UCNOMb30BaHbI A1 HE NPEAYyCMOTPEHHOTO U3ro-
TOBUTENEM MEANLIMHCKOTO NPUMEHEHNS, He NPUrOAHOro ANA AAaHHOTO MeAWLIMHCKOTO U3fenvs ans AMaTtoCcTUKK in vitro.
M3roToBuTENb [O/MKEH OLEHUTL PUCKU OT Takoro MpYMEHEeHUst C y4eTOM OfbiTa paboTbl C NOAOGHLIMW U3LENUAMU,
NoAo06HbIX YCNOBUIA NPUMEHEHUS APYIUX U34eNNiA 1 BO3MOXHOCTM JaHHbIX YCM0BUI NpUMeHeHus. M3rotoBuTens A0N-
XEH npegocTaBuTb MO/b30BATENAM MPeAynpexaeHns, NpefocTepexeHns N orpaHNyeHnst B LieNsX YMeHbLUEHNs] BO3-
MOXHbIX PUCKOB.

H.4.2.6 CtaHAapTbl N0 MeANLUHCKUM U3AeNnsaM A8 4MarHoCTuKN in vitro

Mo HekoTopbIM BMAAM MEAULMHCKUX U3LEenunii NS ANArHOCTMKM in Vitro MMEeKTCa MexayHapoaHble cTaHfapTbl,
HaLMOHasTbHble CTaHAapTbl, HOPMATUBHbIE W PErynpyroLime fOoKyMeHTbl. CobofgeHne o6Lenpru3HaHHbIX CTaHAapToB
Ha u3genus, perynvpyrowyx TpeboBaHuii 1 pyKoBOAALLMX yKasaHWi, paccMaTpyBatoLLMX BHYTPEHHIO 6e30MacHOCTb,
obecneurBaeMyto NPOEKTOM U KOHCTPYKLMEN, 3aluTHbIE Mepbl 1 MHopMaL Mo No 6e30nacHoOCTM, Cnoco6CTBYeT ycTa-
HOBNEHU0 TpeboBaHUii K NPOEKTUPOBaHWIO Y NPOBEAEHUIO UCMbITaHWA, COOTBETCTBME KOTOPbIM CAYXWUT CBUAETE b-
CTBOM ynpasfieHusi puckom (Hanpumep. [20]. [26], [27]).

H.4.3 Bepudvkaumsa pe3ynbTaTuBHOCTW Mep N0 ynpaBieHno PUCKOM

OcyuecTBfieHne N pe3ybTaTMBHOCTL Mep MO YNPasB/IeHNI0 PUCKOM, BK/IOYas MHopmaumio no 6e3onacHocTy,
HeobxoanMmo Bepudmumposatb. CTeneHb Bepudmkauum 3aBUCUT OT CTENEHN ynpas/ieHUs PUCKOM.

[na pyCcKOB C HW3KOWN TAXECTbI WM BEPOSATHOCTbLIO MPUUYMHEHWSI Bpefa LOCTaTO4HOM Bepudukauueii MoxeTt
CNYXWTb aHanm3 xanob notpebuteneii. Ecnu uenecoobpasHo, To faHHas BepudmKaumsa MOXET BKIYaTb aHanv3
MMetoLLeiica MHchopMauum No MeAWLMHCKAM M3AenvsM AAs AWarHoCTUKKM in vitro ¢ Nogo6HbIMW 31IeMeHTamy ynpasie-
HWA PUCKOM. [1151 PUCKOB C BbICOKOW TSHXKECTHIO UM BEPOSITHOCTLIO MPUUMHEHNS Bpeaa MOXeT noTpebosatbecs nepenek-
TUBHOE 1CCMefoBaHne B Lensx sepudmkaLmn pesynbTaTMBHOCTM yrpasieHns puckoM. Hanpyumep, nocpescrsom usyde-
HMS YenoBeYeCcKoro hakTopa MOXHO OLEHWTb CTeneHb OCO3HaHWsI Nosib3oBaTenieM W CObMoAeHNs UM npegynpexae-
HUIA N MHCTPYKUUIA, a Takke BepudmumMpoBaTh pesynbTaTMBHOCTL MHAhOpMauuy no 6esonacHocTy. Yenoseyecknin chak-
TOp BK/tOYAET chopMaT neyatun, ypoBeHb YMTaeMOCTU NpeaynpexaeHnii u NpefocTepexeHnii, BblgeneHne npegynpex-
patoueil Hopmaummn Hagaexawym obpasom v T. 4.

[JlonyLieHns B OTHOLIEHUN pe3y/bTaTMBHOCTW MHAhopMaLym no 6e3onacHoOCTV HeO6X0AMMO AenaTb C OCTOPOXHO-
cTbto. Mpy onpefeneHnn BO3MOXHOCTY YMEHbLUEHUA pUcka B pe3ynbTare nNpegocTaB/eHHOlM 13rotoBuTeniemM nHgopma-
umn cnegyeT NpUHUMaTh BO BHYMaHWe cnegytoLlee:

- TpeboBaHMA K akkpeauTauum nabopartopuii, HOpMaTVBHbIE AOKYMEHTbI U Mepbl N0 06ecneyeHunto nx BbiNosHe-
HVA He ABASIOTCS YHVBEPCa/IbHbIMK; MpakThka ynpas/ieHUs KayecTBOM M 06ecneyeHVss kayecTBa CUIbHO OT/InyaeTcs
B pPasHbIX CTpaHax:

- UHCTPYKLUMW MO NPUMEHEHUIO, NnpuiaraeMble K MeAULMHCKUM U34eMam ANs AWarHoCTWKKM in vitro gna npodec-
CMOHA/IbHOTO NPUMEHEHNA, NpeAHasHayYeHbl ANS MeAULMHCKUX nabopaTtopuii: MHopmauus 0 NPOoTUBONOKa3aHUAX,
HECOBMECTUMbIX MeAMLMHCKUX CPefCcTBax, a Takke Apyras vHopmauus, OTHOCALLAACA K NMPUMEHEHWIO pe3y/bTaTos
rVD-uccnefoBaHnsl. MOXeT 6blTb HEM3BECTHA /levalliuM Bpavam, HasHadaloWwmM 1ccnefoBaHus.
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H.5 MOHMTOPUHI NPOM3BOACTBEHHOI N NOCTNPON3BOACTBEHHOI MHhopmauun

H.5.1 MOHUTOPWHT (DYHKLMOHNPOBAHNSA MeAULMHCKOrO 13fenusa Ans AUarHOCTUKM in Vitro Ha OCHOBaHWK
[aHHbIX U3 BHELHNX NCTOYHUKOB

M3roToBUTENN MEeAULMHCKUX U3Lennit AN ANarHOCTUKM in Vitro 06bIYHO MMEKT [OCTYN K AaHHbIM U3 BHELLHUX
MCTOYHMKOB, KOTOPblE MOXHO MCMO/b30BaTh [J/11 MOHUTOPUHIA HEKOTOPbIX acnekTosB (yHKUMOHMPOBaHNUA MeAULIMHCKO-
ro nagenms. K nogo6HbIM NCTOYHMKAM MOXHO OTHECTW:

- OTYETbI O HEGAronpPUATHBLIX COObLITUAX:

- Xas106bl B OTHOLLEHWW OLUMGOYUHBIX Pe3y/bTaToB, HeNpPaBWIbHO MAEHTUMULMPOBAHHbLIX NPO6, (YHKLMOHAILHO
Ha/leXXHOCTV Npubopos Ur. 4.,

- JaHHble M0 ynpaB/IeHNI0 KaYeCTBOM B Npejenax nabopaTopum:

- CXeMbl OLIeHKM KayecTBa Ha OCHOBAHUM [aHHbLIX M3 BHeLWHWX ucTouHukoB (External Quality Assessment
Schemes — EQAS). Ha3blBaeMble Takke 0630paMu NpodecCMoHasIbHOM NPUrogHOCTY:

- OLeHuBaHVe MYHKLMOHMPOBAaHNA MeAULMHCKOIO M3Ae/insa He3aBUCUMbIMU Nlabopatopusammn (pesynbTarbl HacTo
ny6UKYIOT B Hay4HOI nuTepartype).

H.5.2 BHYTPEHHWI1 MOHUTOPWHT 3KCNyaTaUNOHHbIX XapakTePUCTUK

[JaHHble, perynsapHo nosyvyaemble OT U3rOTOBUTENEN, MOXHO MPUMEHSTb 471 MOHUTOPUHIa HEKOTOPbIX 3KCnlya-
TaUMOHHbIX XapakTepUcTUK MEAULIMHCKOrO U3enus ANA ANArHOCTUKK in Vitro B perysimpyembix YC0BUsX, & UMEHHO:

- MOHWTOpWHra npotecca;

- MOHUTOPUHIra CTabusibHOCTY,;

- NPUNUCLIBAHWA 3HAYEHWI kannbpaTopam:

- UCMbITAHNA HafeXHOCTU 060pyA0BaHUs;

- BUJOB AesATeNbHOCTN N0 BanuAMPOBaHUIO.
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Mpunoxexue 1
(cnpaBoyHoe)

PykoBoAsiliMe yka3aHUsi Mo nNpoLeccy aHanusa pucka
B OTHOWEHUN BUONOTUYECKUX ONacCHOCTEIR

11 O6Lwwme NonoxeHus

HacToslee npuioxeHne COAEPXUT PYKOBOAALLME YKa3aHusi MO MPUMEHEHNI0 aHaM3a pucka K 61onornyeckum
onacHocTAM. [lnana3oH BO3AElCTBUA BO3MOXHbIX GMOMONMYECKUX ONacHOCTEl BEMK N MOXET BKIoUaTb Kak KPaTKoB-
pemeHHble BO3AeNCTBUSA (OCTpast TOKCUYHOCTb, pasgpaxeHne KOXM, a3 U CAM3UCTbIX 060/104eK, remMosn3 1 Tpom6o-
rEHHOCTb), TaK U JOTOBPEMEHHbIE UM cneuuduyeckme ToKCUyeckne Bo3aeincTBus (NogoCTpble U XPOHUYECKME TOKCU-
yeckvne BO3LENCTBUSA, CEHCUOWM3ALMSA, TEHOTOKCUYHOCTb. KaHLEPOreHHOCTb WM OHKOTEHHOCTb U BO3feicTBue Ha
penpoayKT1BHYIO CNOCOBHOCTb, B TOM Y/C/Ee TEPATOreHHOCTb).

CraHgapT [28] ycTaHaBnunBaeT o6Lime NpUHLMMbLI OLEHKM GUOSIOrMYECKOro AeliCTBUSI MaTepuasioB/MeaNLMHCKIX
n3genuii.

1.2 OnpegeneHne 6MONOTNYECKNX PUCKOB

1.2.1 dakTopbl, KOTOPble HEO6XOANMO paccMmaTpusaTb

Mpy nNpoBefieHnn aHann3a 61oNorMYecknx PUCKOB CrneayeT yunTbiBaTb:

- hm3nueckre n XxmMmuyeckne CBOWCTBa paccMaTpyBaeMbIX MaTepuasios:

- UCTOPMIO K/IMHWUYECKOTO MPUMEHEHUSI WY AiaHHble O BO3AECTBUM Ha YesioBeka:

- MMeloWmMeca faHHble Mo 6MONOrMYeckoin U TOKCMKONOrMYeckoin 6e30MacHOCTY B OTHOLLUEHUW MaTepuanos,
UCMOMb3yeMbIX B MEAVLMHCKOM U3/ N ero KOMMOHEHTAX;

- METOAMNKY WUCMbITaHWIA.

Konnyectso Heo6XoAuMbIX faHHbIX 1 rTy6uHa nccnefosaHnsa 6yayT OT/IM4aTbCs B 3aBUCUMOCTU OT NpeyCMOTPeH-
HOro NPUMEHEHNSA, a Takxe OT XxapakTepa 1 NPOAO/IKUTENBHOCTN KOHTaKTa ¢ nauvMeHTom. TpeboBaHus K aHHbIM 06bly-
HO AIBMIAIOTCA  MeHee CTPOrMMK [/151 YNakoBOYHbIX MaTepuasioB; MeAVLIMHCKUX W3AENWiA, HaxoAALMXCA B KOHTaKTe
C HEernoBPeXAEHHOW KOXeWi; NoBbIX KOMMNOHEHTOB MEeAULIMHCKUX N3Aenuii, He BCTYNarLWmx B HENOCPEACTBEHHbIV KOHTaKT
C TKaHAMU Tena, pacTBopamy A1 BHYTPUBEHHOTO BIMBAHUS, CAM3UCTBIMU 060104KaMy UM MOBPEXAEHHO KOXEN.

[ins onpegeneHns NoTpebHOCTY B AONONHUTESbHBIX AaHHbIX CedyeT NpoaHaM3npoBaTb UMEIOLLYOCS B Hay4HO
nmTepatype UHoPMaLMIo 0 MPUMEHSIEMbIX MaTepuanax/MeauLHCKMX N3ennsx, NpeALwecTBYOWMA KITMHUYECKNIA OMbIT
WX NPUMEHEHNSA 1 ApYyrMe COOTBETCTBYIOLLME AaHHble. B HEKOTOpPbLIX Crlyyasx He06X0AMMO NONYUUTb AaHHblE O XMMUYec-
KOM coCTaBe, OCTaTOYHbIX MpoaykTax (0Txofdax) (Hampumep, MOHOMepax, OTxofax npu CcTepuausauun), AaHHbIX
610N0rMYECKMX UCTIbITAHWIA U T. 4.

1.2.2 Xumunueckasa npupoga marepunasos

VHbopmaums, xapakTepusyrowana XMMUYECKYld WAEHTUYHOCTb M Guonornyeckoe BO3felicTBME MaTepuasnos,
nosie3Ha npu oLeHVBaHUW NPeyCMOTPEHHOTO NPUMEHEHUA MeAULMHCKOro n3genus. K dakropam, cnocobHbIM MoBAu-
ATb Ha GMONOrMYECcKyto COBMECTUMOCTb MaTepuanoB, OTHOCAT;

- WOEHTUYHOCTb, KOHLEHTPaLWo, AOCTYMHOCTb Y TOKCUYHOCTL BCEX MHIPeAVeHTOB (406aBOK, cpeAcTB 06paboTku,
MOHOMEPOB, KaTasv3aTopoB, NPOAYKTOB peakuun);

- B/MsIHWME Buogerpagaumn 1 Kopposun Ha matepuasbl.

Ecnu npu nponssoacTse, 06paboTke, XpaHeHnn nnm gerpagauum matepuanos 66111 NpUMEHEHb! WA MOrn GbITb
noslyyeHbl pearvipyloLye Wan onacHble MHIPeANeHTbI, TO criefyeT pacCcMOTPeTb BO3MOXHOE BO3AelCTBME OCTATOUHbIX
npoayKkToB. MOXeT NoHafobuTbCA MHGOPMaLMA O KOHLEHTpaLUunM WM BbilenadnBaHUM OCTaTOUHbIX NPOAYKTOB. 3TO
MOTYT ObITb 3KCNEpPUMeHTasIbHble AaHHble AN MHADOPMALMSA O XUMUYECKUX CBOMCTBAX MPYMEHSIEMbIX MaTepuasios.

Ecnn HeobXxoauMble AaHHble (Hanpvmep, 0 NOSIHOM XMMUYECKOM COCTaBe) HEeLOCTYMHbI U3rOTOBUTEIO NO NpUYn-
He KOH(MAEHUMANBHOCTKY, TO cnefyeT BepuduumMpoBaTh OLEHUBaHNE COOTBETCTBUSA MaTepuana Ha npegnonaraemoe
npuMeHeHue.

1.2.3MpeablAywmnii onbiT NPUMEHEHNUS

Heobxoaumo aHann3npoBaTb AOCTYMNHYH MHGOPMAaLMIO O NpeablayLlemM onbiTe NPUMEHEHNS Kaxkaoro martepua-
na, NpeaycMOTPEHHbIX Ao6aBKax U O /IIO6LIX HexenaTesbHbIX peakuusx. OfHako npeAblayLmii OnbIiT  MPYMEHEeHUs
WHIpeaveHTa UM Matepuana HeobssaTenlbHO rapaHTUpyeT ero NPUrogHOCTb A1A aHaNorMyHbIX NpUMeHeHuin. CnegyeT
yunTbIBaTL NPEeAyCMOTPEHHOE MNPUMEHEHWE, KOHLEHTpauuio WHIPeAMeHTOB W TEeKyLLyH TOKCUKO/IOTMYECKYH WHAOop-
Maupio.

1.2.4 laHHble UCnbITaHWii Ha 6GUONOTrMYecKyr 6e30MacHOCTb

Cepusa MexayHapoAHbIX CTaHAapToB [28] cofepXWT pyKoBOAALLME yKa3aHWs O TOM. Kakue WCMbITaHWs Heo6Xo-
[AVIMO MPOBECTU B K&KAOM KOHKPETHOM C/lyyaB NpuMeHeHus. Heo6GXOAMMOCTb UCMbITaHuii cnefdyeT paccMaTpuBaTb
B CBETE VMEILUMXCH AaHHBIX AN1A KaX40ro cnyvas oTAenbHO, ANA Toro 4Tobbl n3bexarb NpoBeAeHNs Heobs3aTesbHbIX
UCMbITAHWIA.
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MpunoxeHue J
(cnpaBoyHoe)

NHdopmauma no 6e30NacHOCTU U OCTATOYHOMY PUCKY

J.1 O6Lwme nonoxeHms

B HacTosiLLEeM NPUNOXEHUN COAEPXaTCA PYKOBOAALLME yKa3aHUS B OTHOLLEHWW TOrO, Kak:

- MHhopMaumsa no 6esonacHocTy [cM. 6.2. nepeuncneHune c), u D.5.1, nepeuncnexne c) (Npunoxenuve D)] moxeT
6bITb MEpOV MO ynpaBNeHNIO PUCKOM:

- uHpopmuposatTb 06 ocTaToyHOM(bIX) pucke(ax) (Cm. 6.4 v pasgen 7) B Lensx ynpasfieHUst U 0CO3HaHUSA
pucka(oB).

MHdhopmauma no 6e3onacHOCTV SIBNSIETCA NOCAEAHUM MO CTeMeHW MNPeAnoyYTeHnss CnocoboM  ynpasieHus
pvuckom(amun): ee cnedyeT UCNOMb30BaTb TOMIbKO B TOM Ciy4yae, Korga wucyepnaHbl Apyrne Mepbl NO ynpaBieHuo
puckom(amm). ViHcbopmaLys no 6e30MacHOCTU CAYXWUT PyKOBOACTBOM K BbIMO/IHEHWIO (HEBLIMOSTHEHWIO) AeicTBus (Aeit-
CTBWIA) B LEeNax n3bexaHusi pucka(os).

MHdhopMmpoBaHue 0 KakAOM OTAE/IbHOM 1 COBOKYMHOM OCTaTO4YHOM PUCKE CYyXWUT OCHOBOI W faeT Heobxoau-
Mble CBefeHNA A8 06BACHEHNA 0CTATOYHOrO(bIX) pycka(oB) NoNb30BaTeNsAM, YTOObI OHW MOMN 3apaHee NpeanpuUHATbL
Hagnexalyye AeiiCTBUSI B LieNsIX MUHMMM3AUMN BO3AEVCTBMSI OCTATOUHOTO(bIX) prCKa(OB).

Mo BO3MOXHOCTVM HEOGXOAMMO YUUTbIBATL Kak CTPYKTYpY U codepxaHue nHdopMauumn no 6e3onacHocTn, Tak u
cnocobbl ee NpUMeEHeHUs.

VHhopmaumio no 6e30nacHOCT MOXHO CO06LWAaTh pasHbiMK crnocobamMn B 3aBUCUMOCTM OT TOrO, Ha Kakoi cTa-
ONW XVU3HEHHOTO LKA MEAMLIMHCKOrO U3genus AaHHas uHpopmMaums AokHa ObiTh AoBefeHa A0 CBefeHVs Nosb30-
BaTens. HanpuMmep B BUAE NpeaynpexaeHuli B CONPOBOANUTENBHON AOKYMEHTaUMN UK B BUAE NPUMEYaHnsa Uamn Yepes
no/1b30BaTeNbCKNIA UHTEPIEeC N3aenus, ynpasasemMoro ¢ NOMOLLbI MEHHO.

J.2 inchopmauusi no 6e3onacHocTn

Mpu noaroToBke MHopMauyn No 6€30MacHOCTU BaXHO YCTaHOBWTb, KOMY NpeAHasHaueHa AaHHas uHdopmaums
1 Kak ee cnegyeT coobuatb. V13roToBuTeNto HeobxoAMMOo NpeaocTaBuTb ONUCaHue pucka, ero NocNeACcTBuMiA U AeCTBUIA,
Heo6x0AUMbIX A8 NPefoTBPaLLEeHUs MPUYNHEHNS Bpesa.

Mpn nogroToBke MHGOPMAaLMK U3rOTOBUTENIO CredyeT pacCMOTPETb:

- cTeneHb NpuopuTeTa, HEO6XoAUMYIO ANS Knaccudmkaummn AeicTBril (onacHoOCTb, MpefynpexaeHue, npegocTe-
pexeHue. npuMeyaHve u T. 4.);

- CTeneHb feTann3aLmn HeobxoAMMOoN MHdopMaLmn;

- MecTononoxeHve nHgopmauum no 6esonacHocTU (Hanpumep, npegynpexaaroLas MapkmpoBka);

- cnoBecHble (HOPMY/IMPOBKN WK U306PaXKeHUs, NPUMEHsIeMble AN 06eCneyeHns ACHOCTU U JOXO4UUBOCTY
MHdopMaLmuu;

- HenocpeaCcTBEHHbIX MosyyaTeneii nHdopmaumn (nofb3oBaTtenu, 06CAYXMBAIOLWMIA NePCOHas, MOHTaXKHWKM, na-
LMEHTbI):

- COOTBETCTBYIOLLME CpeacTBa obecneyeHnss Hopmaumm (MHCTPYKLMU MO SKChyaTauun, MapKupoBKW, CUTHasIbI
Tpesorn, npegynpexgeHns B Nosib3oBaTenbCkoM WHTepdelice);

- perynvpyiowme Tpe6oBaHus 1 T. 4.

J.3 IHdpopMumpoBaHue 06 octaTtouHoM(bIX) pucke(ax)

Mpun paspaboTke cnocoba MHEOPMMPOBAHUA O KaKAOM OTAE/bHOM WM COBOKYMHOM OCTaTOYHOM pUCKE BaXXHO
yCTaHOBUTb, YTO MMEHHO HEOBX0AMMO COOBLUMTL 1 KOMY NpegHasHaveHa faHHas MHopMaums, ANa Toro 4Tobbl JoBec-
TM ee [0 CBefEeHNs Nosb3oBaTensi, 06bSCHUTL U MOMOYb MOMb30BaTEN0 6e30MacHoO 1 pe3ynbTaTMBHO MPUMEHATbL
MeaMUMHCKoe ngenue. 3rotoButesnlo crieayet pacCcMOTpPeTb OCTaTouHblli(ble) puck(n). naeHTUuLMpoBaHHbIi(bie)
corfiacHo 6.4 v pasgeny 7. v onpeaennTb, 0 Yem cregyeT UHpopMUpoBaTb NOJb30BaTESS.

M3roToBuTeNb Takke A0/MKEH PaccMOTpeTb:

- HeO6XOAMMYIO CTeneHb AeTanmsauun NHopMaumm;

- hopMynIMPOBKKM, NpUMEHsAeMble AN obecneyeHns ACHOCTU M OXO44YMBOCTU MHADOpMaLmK;

- HenocpefCcTBEHHbIX Mosyyateneii nHdopmaumy (nonb3oBartesnieli, 06CMYXMBAIOLMIA NepcoHas], MOHTaXHVKOB,
nauueHToB);

- Ucnosib3yemble CpeacTBa COOBLEHNA/MCTOUHMKN NHAOPMALIN.
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DnekTpoannapartypa meguuuHckas. Yactb 1. Obwme TpeboBaHUs K 06LLel
6e30MacHOCTU 1 CyLeCTBEHHbIE paboyne xapakTepucTuku

(Medical electrical equipment — Part 1: General requirements for basic safety
and essential performance)

AcnekTbl 6e30nacHocTU. PykoBOAsLLME yKa3aHWUs NO BK/IIOYEHMIO X B CTaH-
[apTbl

(Safety aspects — Guidelines for their inclusion in standards)

M3penus meamumHckme, CUCTEMbl MEHeXMeHTa KadvecTBa. TpeboBaHus K
perynupoBaHuio

(Medical devices — Quality management systems — Requirements for regu-
latory purposes)

Llenesas rpynna no rno6anbHON opraHusaumum, nccregosaTenbekas rpynna 1

(Global Harmonization Task Force (GHTF) — Study Group 1(SG1)

Cuctembl MeHeMKMeEHTa kayecTBa. OCHOBHbIE MOIOXEHUS U C0Bapb
(Quality management systems — Fundamentals and vocabulary)
Annapatypa MeAuUMHCKas. /ICnonb3oBaHWe TeXHOMOMVA MO MPUMEHNMOCTH
K MeauuMHCKOW annapatype

(Medical devices — Application of usability engineering to medical devices)
DnekTpoannapartypa mMeguuuHckas. Yactb 1-4. O6wme TpeboBaHus K 6e30-
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pruyeckue cucTembl

(Medical electrical equipment — Part 1-4: General requirements for safety —
Collateral standard: Programmable electrical medical systems)
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(Dependability management — Part 3: Application guide — Section 9: Risk
analysis of technological systems)

OnekTpoo6opyaoBaHne MeauUmHckoe. OCHOBHblE acnekTbl 6e3onacHoCTy
(Fundamental aspects of safety standards for medical electrical equipment)
O MEAUUMHCKMX U30ennsax (C UBMEHEHWSIMU, BHECEHHbIMU  [MpeKTBOI
98/79/EC 0 MeANLMHCKMX U3AeNusax AAa AMarHOCTUKK in vitro)
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allowable limits for teachable substances)

VicnbITaHUs KNMHUYECKE MeOULMHCKUX n3aenvii ans nwogeir. Yactb 1. O6-
e TpeboBaHns

(Climcal investigation of medical devices for human subjects — Part 1: General
requirements)
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(Hazard and operability studies (HAZOP studies). Application guide)
Cuctembl gnarHoctuyeckue in vitro. TpeboBaHusA K cMcTeMam MOHUTOPHOrO
HabntofeHns 3a KOHLeHTpauyei r1oko3bl B KPOBU A1 CAMOKOHTPO/SA Mpu
NleyYeHUn caxapHoro anabeta

(Invitro diagnostic test systems — Requirements for blood-glucose
monitoring systems for self-testing in managing diabetes mellitus)

HoBas cornacoBaHHas Tabnuua own60oK 415 OLeHUBaHUA KIIMHUYECKON 3Ha-
YMMOCTW HETOYHOCTEN MPU U3MEPEHUMN KOHLIEHTpaLMW [0KO3bl B KPOBU
(Anew consensus error grid to evaluate the clinical significance of
inaccuracies in the measurement of blood glucose

OueHVBaHNe KIMHWUYECKOW TOYHOCTU CUCTEM [/151 CAMOKOHTPO/S KOHLIEHT-
pauum raKo3bl B KPOBU

(Evaluating Clinical Accuracy of Systems for Self-Monitonng of Blood Glucose)

O6opyfoBaHue MeauLMHCKOe ANA OUMArHOCTUKK in vitro. KonuyecTBeHHble
n3mepeHus B 6ronornyeckmx obpasuax. MeTponoruyeckass npocnexusae-
MOCTb BE/IMYMH, 3afaHHbIX 415 KasIMBpaToOpOB 1 KOHTPO/IbHLIX MaTtepuanos
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samples — Metrological traceability of values assigned to calibrators and
control materials)
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MOCTb BE/MYUH KaTaUsIUTUYECKOW KOHLEHTpauun hepMeHTOB, 3aAaHHbIX A/1s1
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(In vitro diagnostic medical devices — Measurement of quantrties in biological
samples — Metrological traceability of values for catalytic concentration of
enzymes assigned to calibrators and control materials)

KnuHnueckas nabopatopHas MeguuvHa. MeguumHckue npubopsl Ana guar-
HOCTUKM in vitro. Banupaumsa nonb3oBaTesibCKux NpoLleayp KOHTPONsA kade-
CTBa M3roToBuTeNneM

(Clinical laboratory medicine — In vitro diagnostic medical devices —
Validation of user quality control procedures by the manufacturer)
KnuHnueckne na6opaTopHble UCCNeAoBaHVs U MeAULIMHCKWE YCTpoicTBa
in vitro. TpeboBaHUsa K cMCTEMaM KOHTPOSIA in Vitro 419 CaMOKOHTPO/S Nepo-
pasibHOV aHTVKOAryNnsLMOHHOM Tepanuu

(Clinical laboratory testing and in vitro diagnostic test systems — Requirements
for in vitro monitoring systems for self-testing of oral-anticoagulant therapy)
Mpr6opbl MeanUMHCKME AN AUMArHOCTUKK in vitro. WHdopmauws, npegoc-
TaB/isieMas U3rotoBuUTeNIeM BMeCTe C ANarHoCTUHECKMIN peakTuBamum in vitro
ONA oKpaluvBaHus B 61onorumn

(In vitro diagnostic medical devices. Information supplied by the manufacturer
with in vitro diagnostic reagents for staining in biology)

OueHka 6uonornyeckas MeguLMHCKMX n3aenuii. Yactb 1. OueHka u ucnbita-
HMSA npoLecca MeHeMXMeHTa pucka

(Biological evaluation of medical devices — Part 1: Evaluation and testing
within a risk management system)
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