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Mpeaucnosue

Llenv v npuHuunel cTaHgapTusauum B Poccuiickon degepaummn yctaHosneHol ®efepanbHbiM 3aKOHOM OT
27 pexabps 2002 r. Ne 184-93 «O TeXHUYECKOM perympoBaHun», a npaBuia NpUMeHeHUs HauoHabHbIX CTaH-
papTtoB Poccuiickoin depepaunn — FOCT P 1.0—2004 «CtaHgapTtusauus B Poccuiickoii ®egepauun. OCHOBHblE
NONOXEHNA»

CBefleHns o cTaHgapTte

1MOATOTOBJ/IEH 3akpbiThiM akunoHepHbIM 06wectsoM «BHUVMM-BNTA» Ha OCHOBe ayTEHTUYHOrO ne-
peBofacTtaHgapTa, ykasaHHOro B nyHkTe 4

2 BHECEH TexHunyeckum KOMUTETOM Mo cTaHgaptusaunn TK 436 «YnpassieHne Ka4eCcTBOM M COOTBETCTBY-
ol e acnekTbl 418 MeAULUHCKAX N3AeNnins

3YTBEPX/EH 1 BBEJEH B JEVICTBUE Mpukazom defepanbHOro areHTcTsa no TeXHUYECKOMY peryu-
poBaHuto M MeTposiorum ot 26 anpensa 2006 r. Ne 78-ct

4 HacTtoawmii cTaHAapT UAEHTUYEH MeXAyHapoaHOMY cTaHaapTy MCO 14971:2000 «M3penus meguunH-
ckve. MpumeHeHVe MeHe)XMeHTa pucka K MmeguunHckum nsgennsam» (ISO 14971:2000 «Medical devices —
Application of risk managementto medical devices») n nsmexnexuto No 1 (ISO 14971:2000/Amd. 1:2003. koTopoe
B TEKCTe cTaHgapTa Bbl4eIEHO ABOHO BEPTUKaIbHOI NNHMENR

Mpv NpMMEHEHUN HACTOALLEro cTaHfapTa peKoMeHAyeTCs UCN0b30BaTb BMECTO CChIJIOYHbIX MeXAyHa-
pOAHbIX CTAHLAPTOB COOTBETCTBYIOWME UM HaLMOHa bHble cTaHAapTbl Poccuiickoli ®epepanunmn, cBegeHns o
KOTOpbIX NPUBEAEHbI B AONO/HNTETLHOM MPUIOXKeHUN J

5 B3SAMEH ITOCT P NCO 14971-1-99

WHbopmaLuus 06 M3MeHeHNAX K Hac T osiLLeMy CTaHAap Ty ny6MKye TCA B eXerofHo n3gasaemMom HGop-
MaLMOHHOM yKa3zaTene «HauuoHanbHble CTaHAapThi», a TEKCT U3MEHEHUI 1 MONPaBOK — B €XKEMECSUYHO
n3gasaemMbixX MHPOPMaLMOHHBIX YKasaTensax «HauyoHanbi<ble cTaHfapTbi». B cnyyas nepeanoTpa (3ameHbl)
NI 0T MEeHbI HACT OAILLLEro CTaHAapTa CooTBeTCTBYLWee yBejoeHnB byaeT onyb/IMKOBaHO B eXXeMecsy-
HO 13 aBaeMoM NHpopMaLMOHHOM YKka3aTene «HaunoHasibHble cTaHgapThi». CooTBeTCTBYLWasa MHdop-
Mauys. yBefiICU/INIBHUE U T eKCT bl pa3meLLaln T ca Takxke B UH(OPMaLMOHHON cucTeme 06LLLero nosib30BaHna —
Ha othmumanbHoOM caiiTe delepanbHOro areH TCTBa N0 TeXHNYECKOMYPeryMpoBaHuio U MeTPoornm B ce T
VHTepHeT

©CTaugapTtuHcpopm. 2006

HacTosiwuii ctaHfapT He MOXET 6bITb MOTHOCTbLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pacnpo-
CTpaHeH B kauecTBe oML MaibHOTO N3gaHus 6e3 paspeweHns degepasibHOro areHTCTBa MO TEXHUYECKOMY pery-
NINPOBAHUIO N METPONOTUK
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BBeaeHne

MexayHapogHblii cTaHgapT MCO 14971 paspaboTaH TexHuyeckum kommtetom MCO/TK 210 «MeHefKMeHT
KayecTBa M COOTBETCTBYIOL e 06U Me acnekTbl MeguLHeKnx n3genuii» nnogkommtetom MIK/MK62A «O6wWwme
acnekTbl 9N1eKTPUYECKUX N3aenunii, NPUMeHaeMbIX B MEAULMHCKON NpakTuke». B obnactn meHedXMeHTa pucka
NPUMEHUTENIbHO K MEANLMHCKUM n3gennsam TexHnuecknii komuteT MCO/TK 210 n M3K/MK62A obpasoBanu co-
BMeCTHYt0 pabouyto rpynny CPT 1 «[puMeHeHne meHef)XMeHTa pucka K Me AULUHCKUM U3LeNnsam».

Tpe6oBaHusa, NpegbsaBAseMble K KOMMTOHEHTY aHann3a pucka Kak cocTaBfsioLell npouecca MEHeAXMEHTa
pucka, 66111 BNnepBble pa3paboTaHbl BcTaHgapTe M C 014971-1:1998. npuyem 661710 NpefycMoTpPeHo, 4To Tpebo-
BaHWS K OL,eHUBaHNI0 pycKa, yNpasB/ieHNI0 PUCKOM 1 K OLLeHUBaHMWI0 MOCTNPON3BOACTBEHHON NHGhOpMaL M MOryT
6bITb PACCMOTPEHbI B 4OMNOAHUTENbLHOW YacTy (4acTsax). OfgHako BCce 3Ty TpeboBaHMA BKIOYEHbI B HACTOAL NI
cTaHaapT.

HacToauwee nsgaHmne NCO 14971 otmeHsAeT n 3ameHaeT MCO 14971-1:1998.

MoakomuteT MI3K/MK 62A npuHAN pelweHmne, 4To HacToswasa nybavkauma geicreyeTtgo 2004 roga. Mo ncre-
yeHun aToro cpoka nogkomuteT MIK/MK 62A nocne koHcynbTauum ¢ MCO/TK 210 pewuT, 6yaeT nu HacToAwwas
ny6nmkaums:

-noATBepXAeHa.

- 0TO3BaHa;

- 3aMeHeHa nepecMOTPEeHHbIM U3faHneMm;

- LONONTHEHA U3MEHEHUAMM.

B oxumgaHum nepecmoTtpa HacToswero ctaHgapta CPIM 1 pa3paboTtana usmeHeHue K Hactoswweli nyéankaumu,
B KOTOPOM JOKYMEHTMPOBaHO 060CHOBaHWe TpeboBaHuUii, cogepxatmnxcs B ctaHgapte M C 014971:2000. n KoTo-
poe BK/IIOYEHO B HACTOALW M cCTaHAAPT B Ka4ecTBe NpuaoXeHus H.

MpunoxeHusa A — H HacTofAWwero ctaHfapTa sBAATCA CNPaBOYHbIMU.

HacTtosAwwii ctaHfapT pekoMeHAyeTca paccMmaTpuBaTth Kak OCHOBY f/111 OCYLL,eCTB/ISEMOr0o N3roToBMTENEM
pes3ynbTaTVBHOIO MEHeJ)KMeHTa BCeX PUCKOB, CBA3AHHbIX C MPUMEHEHNEM MeAULMHCKUX n3genuin. Cogepxatym-
ecs B HacTosieM cTaHAapTe TpeboBaHUsA COCTaBAAIT CUCTEMY, B paMKax KOTOPOW NpakTuyecknii onbIT, UHTYMW-
LiMI0 1 pacyeT UCNosb3YT A/1 MEHeJXXMEeHTa BbllleyKa3aHHbIX PUCKOB.

Buabl feaTenibHOCTH, B KOTOPbLIX YHACTBYIOT OTAE/IbHbIE nLia, opraHnsaLm unm opraHbl rocy4apcTBeHHoro
ynpaBneHns, MOryT cTaTb ANA 3TUX UMK APYTUX YHACTBYHOLWMUX CTOPOH MCTOYHUKOM OnacHocTeli, CNoCO6HbIX
BbI3BaTb NOTEPIO AN NPUUYNHUTD yLLep6. MeHeAXMEHT PUCKOB NpeAcTaBiseT cob0i CMOXHYI0 418 06CyxAeHns
Temy, Tak Kak kaxaas 13 y4acTBYHOLLUX CTOPOH MOXET N0-pa3HOMY OLeHUBaTb BEPOATHOCTb NPUYMHEHNA Bpeda 1
BO3MOXHOCTb HaHeceHus yuepba B caiyyae onacHocTy.

KoHuenuusa pucka BkaoyvaeT B ce6s ABa KOMNOHEHTA:

a) BEPOATHOCTb NPUYMHEHUA Bpefa, TO eCTb BO3MOXHYI0 HacTOTy €10 HaHeCeHUs:

b) nocneacTBuA NPUUNHEHHOTO BpeAa, TO eCTb ero TAXecCTb.

3TV KOMMNOHEHTbI oNpeAensAT 4ONYCTUMOCTb PUCKa A4J15 yHacTBYOL el CTOPOHbI.

PaccmoTpeHHas KoOHUenunsa 0CO6eHHO BaXXHa NPUMEHUTE/IbHO K MEeANLUHCKUM U3[eNNaM n3-3a 60/1bL0ro
pa3Hoo6pa3us y4yacTBYIOLLMX CTOPOH, BK/OYas Bpayeii-NnpakTUKOB. MeULVHCKMe OpraHn3aLny, opraHbl rocy-
[apCTBEHHOTO ynpasJ/ieHNs, MPOMbILIEHHOCTb, NALUEHTOB U 06LLECTBEHHOCTb.

Bce yyacTByloL e CTOPOHbI AO/DKHbI MOHMMAaTb, YTO MPUMEHEeHUe MeAULMHCKNX U3[ennii CBA3aHo c onpeje-
NIEHHbIMU pyUckamu. PakTopbl, BANSAIOLLME HA BOCTIPUATUE PUCKOB Kax 4ol yyacTByloLeli CTOPOHOIA, BKIOYaOT B
cebs coumnanbHO-3KOHOMUYECKNiA U 06pa3oBaTe bHbIl CTaTyc 3aMHTEPeCOBaHHOW YacTn 06L,ecTBa, a Takxe 06bek-
TUBHO 1 Cy6BHEKTUBHO OLleHMBAEMOE COCTOSAAHNE 340POBbA NauueHTa. Xapakrep BOCNPUATUA PUCKOB 3aBUCUT, Ha-
npumMep, oT TOro, paccmMaTpmuBatoT /I PUCKMN Kak:

- HENPOWU3BO/IbHbIE, HEN36EXHble, 06YCNOBNEHHbIE YenoBeyYecknM hakTopoM;

- cnefcTBME HEOBPEXHOCTU:

- BbI3BaHHbIe HEMOHATHON NPUUYUHOWN NN HaNpPaBAEeHHble Ha yA3BUMYIO rpynny nuu B obuiecTse.

v
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PelueHne o npoBegeHUN KNMHNYECKO npoueAypbl C NPUMEHEHNEM Me UL MHCKOTO n3aenns Tpebyet, 4To6bl
OCTaTOUHble PUCKM BbISIN COOTHECEHBI C OXMAaeMOl N0Nb301 OT NPMMeHeHNs 3Tol npoueaypbl. MNpy BbIHECEHNN
Takux pelueHunii pekoMeHayeTCs yunTbiBaTb NpefyCcMOTPeHHOe NpuMeHeHne/npeaycMoTpeHHOe Ha3HayeHmne, ak-
cnayaTayuoHHble CBOCTBA U PUCKU, CBSA3AHHbIE C KOHKPETHbIM MEANLMHCKAM N3AeNneM, a TakKe PUCKU 1 NOSb3Y,
CBsI3aHHble C KIMHWYeCKOl npouefypoi nnn o6ecToaTenscTBaMun ee NpUMeHeHns. HekoTopble U3 3TUX peLleHni
MOTYT 6bITb MPUHATHLI TONTLKO KBANMMULMPOBAHHbLIM BPAaYOM-/IPaKTUKOM. 3HAIOLLMM COCTOSIHIE 340POBbs KOHKpET-
HOTro naymeHTa um cy6bekTMBHOE MHEeHVe naleHTa no aToMy BOnpocy.

B kauyecTBe OfJHOVi 13 y4acTBYIOLNX CTOPOH U3FOTOBUTENIO CefyeT AaThb 3ak/loueHne o 6e3onacHoCTn meau-
LIMHCKOrO n3fenus, Bkaovaiuiee 4onyCTUMOCTb PUCKOB, C Y4ETOM 06 eNpr3HaHHOTO YPOBHA TEXHUKN 418 ON-
pefeneHns NpurogHOCTN MeAULIMHCKOTO U34eNns B Liensx pasMelleHns ero Ha pbiHke B COOTBETCTBUM C Npeayc-
MOTPEHHbIM MPUMEHeHeM. NpeyCMOTPEHHbIM Ha3HaueHneM. HacToswuii cTaHAapT ycTaHaBIMBaeT npoueaypy,
C MOMOLLLbI0 KOTOPOI U3rOTOBUTE/Nb MEANLMHCKOTO U3AENNA MOXET NAeHTUULNPOBaTbL ONacHOCTH, CBA3aHHbIe C
MeAVNLMHCKAM N3AeNeM 1 ero NpUHaANeXxHoCTAMMN, onpeAensiTb N OLleHNBaTh PUCKW, CBA3aHHbIE C 3TUMM onac-
HOCTSIMU. yNpaBiATbh 3TUMW PUCKAMMN 1 OCYLLLECTBIATb MOHUTOPUHT Pe3ybTaTUBHOCTU TaKOro ynpaB/ieHuns.

2—1187 \VJ
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HAUMWOHANbHbBIWN CTAHOAPT POCCUWMNCKOW GELEPALMUMN

N3AENNA MEANLNHCKUNE
MpuMeHeHNe MeHeaXMeHTa pUCKa K MeANLUHCKUM M3aenunam

Medical devices. Application of risk management to medical devices

[ata BBegeHna — 2007—01—O01

1 O6nactb NPUMEHEHUS

HacTosiwuii cTaHaapT ycTaHaBAUBaeT NpoLeaypy onpejeieHns onacHoCTel, CBA3aHHbIX C MeAULUHCKAMU
U30eNUsSMU U UX MPUHALNEXHOCTSIMU, BKITIOYAsA N3LENUS 418 in Vitro AUarHoCTUKW, onpeAeneHust U oLeHBaHNs
PVICKOB, yNpaB/ieHUs PUCKaMM N MOHUTOPUHTa pe3yibTaTUBHOCTY TaKoro ynpaB/ieHUs.

Tpe60oBaHUS HaAcToAWeEro craHgapTa NMPUMEHWMbl KO BCEM 3Tanam XW3HEHHOro Lukia MeuLUHCKUX
nsgenwii.

HacTosiwunii cTaHgapT He NpefHa3HauyeH 415 BbIHECEHUS KIMHUYECKNX CYXLLLEHWIA. CBSAI3AHHbIX C MPYMeEHe-
HVEM MeAULMHCKUX U3JENWiA.

HacTosAwuii cTaHAapT He ycTaHaBAMBaeT ypPOBHM AOMNYCTUMOTO prcka.

HacTosawuii cTaHgapT He Tpe6yeT HalMuns y M3roTOBUTENISt 0L MaibHO 3aperucTPUPOBaHHO CUCTEMBI
KauecTBa. OHAKO MEeHe)KMEHT prcKka MOXeT 6biTb COCTABHOW YacTblo CUCTEMBI KadecTBa (Tabnuya G.1).

2 TepMuHbI 1 onpegeneHns

B HacTosleM cTaHAapTe NPUMEHAIT criefytol e TePMUHbLI C COOTBETCTBYHOLW UMY ONpeaeneHnsiMu:

2.1 aKcnnyaTauuoHHbI fOKYMeHT (accompanying document): JokyMeHT, npuaaraemblii K Me ANLUHCKO-
MY U3L,EeUK UAN NPUHAAIEXHOCTH, COAEpXalluii BCIO BaXHYH UHhOpMaL o ANa nofb3oBaTtens, oneparopa,
nvua, NnponsBoAsLero c60pky UM ycTaHOBKY U3AeNNsi Ha MecTe 3KcnayaTauun, B HaCTHOCTH OTHOCSLLYHCS K
6e3onacHocTy.

MpumeuyaHune — HaocHoBaHuu [1]. nognyHKT 2.1.4.

2.2 Bpep (harm): ®usnueckas Tpasma uan ywep6 340p0OBbI0 NH0AEN UMK NMYLLECTBY, NN OKPYXatoLwei
cpege ([2]. nyHkT 3.1).

2.3 onacHocTb (hazard): MoTeHyumnanbHbIli LCTOUHMK Bpeda ([2]. nyHKT 3.5).

2.4 onacHas cutyauusa (hazardous situation): O6¢cT0ATENLCTBA, NPU KOTOPBIX 04N, UMYLLECTBO U/IN OK-
pyxatwu,as cpefa noaBepXeHbl 04HON NN HECKONbKUM ONacHoCcTAM ((2). NYHKT 3.6).

2.5 npefaycMoTpeHHOe NnpuMoHeHue/npegycMoTpeHHoe HasdHadyeHue (intended use/mtended purpose):
MpumeHeHVe n3genus, npouecca WUan yciyrn B COOTBETCTBUM C TEXHUYECKUMU YCIOBUAMU, UHCTPYKLUUAMUN 1
nHdopmaLuet, npefocTaB/ieHHbIMU N3rOTOBUTENEM.

2.6 nsrotosuTenb (manufacturer): dusnyeckoe UNn LLPULUYECKOE NNLLO, HeCylllee OTBETCTBEHHOCTb 3a
nNpoeKkTUpoBaHue, N3rOTOB/IEHNE, YNaKOBbIBaHWE U/ MapkKupoBaHme MeauLUHCKOro n3genns, c6opky cuctemsl
nUnn agantupoBaHne MegMLMHCKOro U3fenuns nepeq ero BBefjeHmem B obpalieHme n/unu BBOAOM B aKCnyarta-
Linto, He3aBMCUMO OT TOTO, BbINOIHAET /1N 3TW OnepaLmn camo BblLeyNnoMAHYTOE NNL0 UN TPETbS CTOPOHA OT ero
NMEHN.

M3paHue ouumnansHoe
2 1
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2.7 megunumnHckoe nsgenne (medical device): Mpubop, annapar, UHCTPYMEHT. yCTPONCTBO, KOMM/IEKT, KOM-
nnekc. cucTema c NnporpamMmHbIMK cpegcTeamn, obopyaosaHue, npucnocobieHne, nepeBAa304YHOE 1 LWOBHOE Cpes-
CTBO. CTOMAaTO/IOTNYeCcknii matepuasn, Habop peareHToB, KOHTPO/bHbI MaTepuan u ctaHaapTHbI o6pasel, nsge-
e N3 NosIMMEPHbIX, PE3NHOBbIX U MHbIX MaTepuanos, NPUMeHsIeMble B MeAULMHCKUX LLe/IX N0 OTAe/1bHOCTU Un
B COYeTaHUu A4pyr c APpYromMm v npefHasHavyeHHble N3rotToBuTenemM Ansa:

- npodhmnakTukn, AMarHoCTUKN, NeveHna 3abonesaHunii, NpoBeAeHNA MeULMHCKUX MpoLeayp, nccnegosa-
HWIA MeMLMHCKOTO XapakTepa, 3aMeHbl UM mogudukaLmm yacTel Tena yenoseka, BOCCTAHOBMEHWSA NN KOMNEH-
cauun HapyLeHHbIX UK yTpavyeHHbIX (hU3nonornyeckux yHKLUMiA, KOHTPONS Haf 3a4aTnem;

- BO3[eiCTBMSA Ha OpraHn3mM YyenoBeka, Mpyu KOTOPOM MX (PYHKLMOHA/IbHOE Ha3HaYeHne He peannsyeTcs, HO
MOXeT NoAAEPXNBATLCA XMMUYECKUM, (hapMaKo1ornyecknm, MMMYHOOTMYECKUM NN MeTtabonmyecknm B3anmo-
nelictBuem c opraHnamom yenoseka ((3). NyHKT 3.1).

2.806bekTUBHOe cBUAETeNbLCTBO (objective evidence): IHthopmaLus, NpaBuAbHOCTL KOTOPOI MOXeT BbITb
AoKa3aHa Ha OCHOBaHUN (haKToB, MOMYYEHHbIX NyTeEM HAbNOAEHNS, U3MEPEHUS, UCNbITAHUA AW APYTUMUN CNOCO-
6amu ([4]. nyHKT 2.19).

2.9 npoueaypa (procedure): YCTaHOB/EHHbI CNOCO6 OCYLLECTBNEHUS KAKOr0-11M60 Buaa AesTesnibHoCTH
wnu npouecca ([4]. nognyHKT 3.4.5).

2.10 npouecc (process): CoBOKYNHOCTb B3anMOCBA3aHHbIX BUAOB AESATEIbHOCTY U pecypcoB, npeobpasy-
louwan Bxoabl B BbIxoAbl ([4]. noanyHkT 3.4.1).

2.11 3anucs (record): lokyMeHT, NpefoCcTaBaowWmii 06 beKTUBHOE CBUAETENLCTBO O BbIMO/THEHHbIX BUAAX
[eATeNnbLHOCTU UK NONYYeHHbIX pesynibTatax ([4]. nognyHKT 3.7.6).

2.12 ocTtaTouHbIli puck (residual risk): Puck, ocTarowmincs nocsie npeanpuHATbIX 3awWwuTHbiXx mep ([2],
nyHKT 3.9).

2.13 puck (risk): CoueTaHne BEPOATHOCTU NPUUYUHEHNS Bpeaa U TSXecTn aTtoro spega ([2]. nyHkT 3.2).

2.14 aHanus pucka (risk analysis): CuctemaTtnyeckoe ncnosb3oBaHve MMetowenca nHgpopmaymm gns
BbISIB/IEHUSA onacHocTel n onpegenenus pucka ([2], nyHkT 3.10).

2.15 ouyeHka pucka (risk assessment): MonHbI NpoLecc aHanm3a n oueHnsaHns pucka ((2]. nyHkT 3.12).

2.16 ynpaBneHue puckom (risk control): Mpouecc NPUHATUA peLLeHnii N OCYLLeCTBAEHNS 3aLLUTHLIX Mep
N0 yMeHbLUEHNI0 PUCKOB A0 YCTAHOBMIEHHbIX YPOBHEN NIV NOAAEPXaHUSA PUCKOB HA YyCTAHOBJIEHHbIX YPOBHSX.

2.17 oueHunBaHune pucka (risk evaluation): NMpuHaTMe peweHns, 6a3nMpyoLLerocs Ha cyLLecTBYyOLWNX 06-
LLLeCTBEHHbIX LLEHHOCTAX, 0 4ONYCTUMOCTU pPUCKa B KOHKPETHOM CUTyaL MM Ha OCHOBaHUM aHanunsa pucka.

MpumeuyaHune — HaocHoBaHu [2]. nyHKTbI 3.11 1 3.7.

2.18 MeHeXMeHT pucka (risk management): CuctemaTnyeckoe npuMeHeHne NoaMTUKKL, NpoLeayp 1 npak-
TUYEeCKNX MeTO0B MeHe)KMeHTa A5 pelleHuns 3aj4a4y aHann3a, oLleHMBaHNsa 1 ynpaBieHns PUCKOM.

2.19 chain meHepxmeHTa pucka (risk management file): CoBokynHoOCTb 3anuceit n 4pyrux LOKYMeHTOB,
He 06a3aTesIbHO B3aMMOCBSI3aHHbIX, CO34aBaeMblX B NPOLLecce MeHeMKMEHTa pucka.

2.20 6e3onacHocTb (safety): OTcyTcTBMe HegonycTuMoro pucka ([2]. nyHKT 3.1).

2.21 TaxecTb (severity): CTeneHb BO3MOXHbIX MOC/EACTBUIA ONACHOCTH.

2.22 sepudpukauusa (verification): MogTBEpXAeHME HA OCHOBE aHaM3a u NpeacTaBneHns 06beKTUBHbLIX
CBUAETENbCTB TOr0, YTO YCTAHOB/1EHHbIE TPe60BaHUSA BbINO/THEHbI.

MpumeyaHune — Mpu NPOEKTMPOBaHNN 1 pa3paboTke Bepudvkalysa o3Ha4aeT NMPOLLecC aHam3a pesy/bTaTtoB
NpeAnpUHATON AesATeNbHOCTU C LEe/blo OnpeeNieHns COOTBETCTBUSI YCTAHOB/IEHHbIM K 3TOW AeATeNlbHOCTW TpeGoBaHu-
am ([4], noanyHkT 3.8.4).

3 O6wue TpeboBaHUA K MEHEMKMEHTY pUCKa

3.1 HauyunoHanbHble NN pernoHanbHble perynupyrwwmne tpeb6osaHuns

Beunay 601bLL0Oro pasHoobpasns MefuLMHCKUX U3fennii, Ha KoTopble pacnpocTpaHsaeTcs AeicTBMe HacTos-
ero ctaHgapTa, ¥ pasinumsa HauroHa bHbIX UIN PETUOHASIbHBIX PEryNnpyoLWwux Tpeb6osaHnii, npeabasisieMblx
K MeAULUUHCKUM n3genusam, tpebosanunsa 3.3 n 3.4 NPUMEHSAIOT NP HEOH6XOAMMOCTH.

3.2 Mpouecc meHedXMeHTa pucka

M3roToBuTeNb JOMIXKEH yCTaHaBAMBaTb U NOAAEPXMBATbL B paboyeM COCTOAHUM NpoLecc naeHTudukauum
onacHocTel, CBA3aHHbIX C MeAULUHCKMM U3aennemM, onpegeneHuns n oleHnBaHnsa conyTCTBYOLW X PUCKOB, Y-
paBfieHNst STUMU PUCKAMMW U MOHUTOPUHIA Pe3ybTaTUBHOCTN TAKOro ynpaBneHns. TOT Npouecc Ao/KeH ObiTb
[OKYMEHTUPOBaH 1 BK/OYaTb B cebs cnefylolne a/leMeHThbI:

- aHasn3 PUCKOB:
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- OyeHnBaHnUe pUCKoB;

- ynpasJ/ieHne puckamu;

- NOCTNPON3E04CTBEHHYIO UHPOPMALNIO.

Mpu HanM4UM LOKYMEHTUPOBAHHOTO NpoLecca NPOeKTUPOBaHNA'Pa3paboTKM N34enuns B Hero f0/KHbI BXO-
OUTb COOTBETCTBYIOLME YACTUN NpoLecca MeHeAXMeHTa pucka.

MpumevaHunsa

1 [lokyMeHTMpoBaHHbI NpoLecc NPOeKTMPoBaHNsA'pa3paboTkn MOXEeT 6biTb MCMOMb30BaH A/ obecneveHns
cucTemMaTMyeckoro noaxoAa K paccMoTpeHuto npobsieM 6e30MacHOCTM, MO3BOMAIOLEro, B YACTHOCTU, BbISIBASATb Ha paH-
HUX CTaAMAX OMacHOCTU, CBA3AHHbIE CO C/IOXKHBIMM CUCTEMAaMM 1 OKpYXatoLeit cpefjoii.

2 Cxema npouecca MeHeKMeHTa pucka npeacras/ieHa Ha pucyHke 1.

3 Cwm. Bubnuorpacputo.

CooTBeTCTBME HACTOSALLEMY NYHKTY MPOBEPSIOT KOHTPONEM haiina MeHeg)KMeHTa pucka.

PucyHok 1 — Cxema npouecca MeHefpKMeHTa pucka

3—11BT 3
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3.3 0TBETCTBEHHOCTb BbICLIEro PYKOBOACTBA

Bbicliee pyKoBOACTBO OpraHn3aLm-n3roToBUTeNA AOKHO:

a) paspabaTbiBaTb NOIUTUKY ONpeaesieHnsa 4onyCcTUMOro pucka ¢ y4eToM COOTBETCTBYIOLLUX MeXAyHapos-
HbIX CTAHAAPTOB, & Takxe HaLNOHa bHbIX M PerMoHasibHbIX perfaMeHToB:

b) o6ecneunBaTb CHabXeHNe He06Xo4MMbIMY pecypcamu;

c)obecneymnsaTb HazHayeHne obyyeHHOro nepcoHana (CM. 3.4) ANA OCYLW eCTBIEHNA MEHeXXMEHTAa, Bbl-
nosIHeHMsa paboT 1 NONYyYEHUSA OLEeHKN NpeaAnpUHUMaeMbIX eACTBUIA:

d) npoBOANTb aHaNN3 pe3ynbTaToB NpeAnpuHUMaeMbIX 4eNCTBUIA NO MEHEAXMEHTY pUcka Yyepes 3annaHu-
poBaHHble MHTEPBasIbl BPEMEHMU C Lie/iblo 06ecneyeHns NOCTOAHHOM NPUro4HOCTY 1 pe3yNbTaTUBHOCTM NpoLecca
MeHe[)XMeHTa pucka.

Bce n3noxeHHoe B HACTOALLEM NYHKTE AO/IXHO 6biTb 3aJOKYMEHTUPOBAHO B halisie MeHe)XKMeHTa pucka.

CoO0TBeTCTBME HACTOALEMY NYHKTY NPOBEPSAIOT KOHTPOIEM haiifia MeHeXMeHTa pucka.

3.4 KBanudgukauma nepcoHana

M3roToBuTeNb f0/MKEH 06ecneynBaTh BKIKOYEHMNE B COCTaB NEPCOHasa, BbINOMHAWLWENO 3aja4n MeHe K-
MeHTa pucka, L. UMeLLMX 3HaHWSA 1 ONbIT, COOTBETCTBYIOLLME BbINOSIHEHMIO MOCTaBAEHHbIX 3a4a4. [pn Heo6-
XOAMMOCTM 3Ta KBanuunkaumnsa fomKHa BkvaTh B ceba 3HaHe MeANLMHCKAX U3AEeNniA N oNbIT UX akcnayarta-
Luun. a Takke BlageHne MetogaMmn MeHe)XMeHTa pycka. 3anmMcu 0 COOTBETCTBYHOL el KBanmgvkaum nepcoHana
Heobxo4MMO nogaepxusaTe B paboyem COCTOSHUN.

CoOTBETCTBUE HACTOALLEMY NYHKTY NPOBEPSAIOT KOHTPO/IEM BbIlLeyKa3aHHbIX 3anuceil.

3.5 MnaH meHepXMeHTa pucka

M3roToBuTENb [O/MKEH COCTABNATH N1aH MEHEKMEHTA pUCKa B COOTBETCTBMM C NPOLLECCOM MEHeAXMeEHTa
pucka AN KOHKPETHbIX Me4ULMHCKOro N3aenns nnmnm paccMaTpusaemoin npuHagnexHocTu. MNnaH MmeHegkmeHTa
pucka fo/MKeH 6bITb YacTbio halina MeHegKMeHTa pucka.

OTOT N/aH A0/IXXEH BKKOYATbL B cebs.

a) o6nacTb NpMMEHeHWa nnaHa, ngeHTudrnkaLmio 1 onucaHne MeguLMHCKOro U3genns, a Takxke ctaguu
XWU3HEHHOTO LuKIa U3fenus, K KoTopbiM 3TOT NaH NPUMEHUM;

b) nnaH Bepudukauum;

C) pacnpegeneHve oTBETCTBEHHOCTH:

d) TpeboBaHus K aHaNU3y npegnprHUMaeMbiX 4eACTBUIA N0 MEHEJ)KMEHTY pucka;

€) KpUTepun 4oNyCTMMOCTHU pUCKa.

MpumeyaHune — Kputepumn 4ONyCTUMOCTM pUcCKa MMEHT GOJbLLOE 3HAYEHNE A1 ONpPeAeseHns KOHEYHOM
pe3ynbTaTUBHOCTY NpoLecca MeHeMKMeHTa pucka. PykoBOACTBO MO onpejesneHnio Takux Kputepnes nprseaeHo B npu-
noxexun E.

Mpn n3meHeHnn NnaHa B TeYEHNE XU3HEHHOI 0 LMKNa MeANLNHCKOro nsaenuns B ainn meHegxMeHTa pucka
Heo6X04NMO BHECTU 3aNnCb 06 U3MEHEHUN.

CoOTBETCTBUE HACTOALLEMY NMYHKTY NPOBEPSAIOT KOHTPOSIEM dhalifna MeHe)KMeHTa pucka.

3.6 ®alin MmeHegXMeHTa pucka

[N KOHKPETHbIX Me ML MHCKOTO N3AEeNSA U pacCMaTpuBaeMoi NpuHagieXxHocTy pesynbTaTbl Bceli ges-
TENIbHOCTU N0 MEHE)XXMEHTY pUcKa 3anucbiBaloT 1 NOALEPXKMBAIOT B paboyeM cCoOCToAHUN B daline MeHeaXMeHTa
pucka.

MpumevaHusn

1 3anucy 1 apyrue AOKYMEHTbI, cocTaBnsoLwme aiil MeHepKMEHTa pUCKa, MOTYT ObITb YaCTbIO APYTUX JOKYMEH-
TOB U (haiinioB, HEOOXOAMMBIX, HaNpUMep, B CUCTEME MeHeMKMeHTa KayecTBa U3roToBUTenNs.

2 daiin meHeMpKMEHTa pucka He 06a3aTefIbHO Jo/MKeH (hU3NYECKN BKIOYATb B Ce6A BCE JOKYMEHTbI, OTHOCALLM-
eca K HacTosilemy ctaHgapty. OfiHako OH [JO/MKEH cogepxaTtb, N0 MeHblueil Mepe, CCbIIKM WM yKasaTenun Ha Bce
Tpebyemble [JOKYMEHTbI. M3roToBUTENI0 pekoMeHAyeTCcs CBOEBPEMEHHO CO6paTh CCbIIOUHYI0 MHGopMaumio B chaiine
MeHe[XMeHTa pucka.

4 AHanus pucka (atanbl 1—3 Ha puUCyHke 2)

4.1 Mpouepypa aHanmsa pucka
AHanus pucka criegyeT NpPoBOAUTL B COOTBETCTBUM C 4.2— 4.4, a NOPSiJ0K NPOBEAEHUS U pe3ybTaTsl
aHann3a pucka Ao/MKHbI GbITh 3anUcaHbl B paiifie MeHegKMeHTa pucka.

NMpumMeyaHue — Ecnu AOCTYNHbI pe3y/nbTaTbl aHa/M3a pucka A1 aHaIoMMYHOT0 MEAVLIMHCKOTO U3fenusi, To
Ha HUX MOXHO CCbINaTbCs MPY YC0BUM BO3MOXHOCTU AEMOHCTPaLMU TOro, YTO paccMaTpuBaeMble NpoLecchl aHalo-

4
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TMMHbI U BHECEHHbIE U3MEeHEHUA He npuBeayT K CYLEeCTBEHHbIM pas3/inynam B pesysibTartax. OcHoBaHWeM A5 3Toro
A0/DKHO 6bITb cYcTEMATUYECKoe oLeHnBaHne MN3MEHEHWI 1 BO3MOXHOCTEN UX BO3A€I7ICTBI/IFI Ha pas/inyHble CyLLEeCTBYHO-
e onacHoCTu.

B foMNo/IHEHME K 3aMMCAM B COOTBETCTBUU C 4.2— 4.4, LOKYMEHTbI 0 MOpsAAKe NPOBeAEeHUs U pe3ynbTaToB
aHanusa pucka fo/HKHbI BKNYaTh B ce65, N0 MeHbLUeli Mepe.

a) onucaHve n MAeHTUMUKaLMI0 aHaTM3NPYEeMOoro Me UL MHCKOro U34enuns v NpUHaaNexHocTu:

b) ngeHTUdMKaLmio nuLa (1) n opraHn3saym, BbIMOTHAOLW WX aHaIN3 pucka,;

c) faTy NpoBefeHNs aHanmsa pucka.

CooTBeTCTBME HACTOSALLEMY NMYHKTY NPOBEPSAIOT KOHTPOJIEM haiina MeHe)KMeHTa p1cka.

4.2 NpefycMoTpeHHOE NpUMeHeHne/npeaycMoOTpeHHOe Ha3HayeHne 1 onpefesieHne xapakrepu-
CTWK, OTHOCALMXCS K 6€30NacHOCTN MeANLUHCKOro ndgenunsa (atan 1)

Lna KOHKPETHbIX MeAULMHCKOTO U3eNns U paccMaTpuBaeMoi NpuHaANexXHOCTU N3roTOBUTENb AO/KEH
COCTaBUTb OMMCaHVe NpesyCMOTPEHHOT0 NPMMeHeHNs, "NpeAyCMOTPEHHOTO Ha3HaYeHNa 111 60ro 060CHOBAHHO
NPOrHO3MPYEMOro HENPaBUIbHOrO NPUMEHEHMUA. VI3roToBUTE b A0/HKEH TaKKe 00CTaBWUTb NepeyveHb BCeX kaye-
CTBEHHbIX U KOJIMYECTBEHHbIX XapakTepuUCTHK, KOTOPbIe MOTYT NOBNUSATbL HA 6€30MacHOCTb Me WL MHCKOTO n3ge-
VA, 1. eCNN BO3MOXHO, yKa3aTb UX NpeAe/ibHO AONYCTUMble 3HaueHns (CM. npuMeyaHue 1). 3T 3anucu Heobxo-
AVUMO nojfepxuBatb B paboyeM cOCTOAHUN B haline MeHeaXXMeHTa pucka.

MpumeuvaHunsa

1 MpunoxeHve A HacTosALEro craHgapTa CoAePXMT BONPOChl, KOTOPbIE MOTYT CNYXUTb NOME3HbIM PYKOBOACTBOM
Mpy COCTaB/IEHNN TaKoro NepeyHs.

2 MpunoxeHvie B HaCTOALLEro cTaHaapTa COAEPXMT AONONHUTE NbHbIE PYKOBOAALLME yKa3aHUs N0 MeTojaM aHa-
M3a puUCKa B OTHOLLEHWUM MEANLIMHCKUX U3AENWIA ANs in vitro ANarHoCTUKN.

3 MpunoxeHne C HacTosILLEro cTaHjapTa COAEpPXUT A0MONHUTENbHbIE PYKOBOAALLME yKasaHusa No meTogam
aHa/M3a prcka B OTHOLLEHWWU TOKCUKOMOTMYECKUX OMacHOCTEN.

COOTBETCTBME HACTOALLEMY NMYHKTY NPOBEPSAIOT KOHTPONEM (Paiina MeHeKMEHTA pucka.

4.3 NaeHTUdUKaLNA N3BECTHBIX AN NPOTHO3WPYEMbIX onacHocTel (atan 2)

MN3roToBMTESb AO/IKEH COCTABUTL NEPEUEHb M3BECTHbLIX WU MPOTHO3MPYEMbIX ONACHOCTEN, CBSA3AHHbIX C
MeAULMHCKUM U3AeNNeM, Kak AN YCN0BU HOpMasbHO aKCnayaTaunm, Tak u 4as aBapuitHbix cutyaumii. M3sec-
THbIE ONAaCHOCTU JO/KHbI 6bITb MAEHTUMULMPOBAHbI. STOT NepeyeHb He06X04MMO NoAAepPXMBaTh B paboyem co-
CTOSIHUYM B (haiifie MeHegKMEHTa pucka.

Takke 40/HKHbI 6bITb PACCMOTPEHbI U 3aPErMCTPMPOBAHbI NPOrHO3MpPYeMble NoCNeA0BaTEIbHOCTN COBbLITUI,
KOTOpble MOTYT MPUBECTY K CO34aHUI0 OMacHOi cuTyayuu.

MpumeuaHunsa

1 B kayecTBe MamMsATHOW 3anucky MOryT GbITb MCNOMb30BaHbl NPUMEPbI BO3MOXHbIX ONAacHOCTEN, NepeyncieHHbIe
B npunoxenun D n pasgene B.2 gns nsgenuii 4ns in vitro AMarHOCTUKW.

2 [Ina vaeHTUdMKaUMM Hen3BeaHblX paHee OnacHOCTEli MOXHO UCNO/Mb30BaTb METOAb!I cUcTeMatusauuu, npu-
MeHsieMble B KOHKPETHOI cuTyaummn (cMm. npunoxeHve F).

CoOTBETCTBME HACTOALEMY NYHKTY NPOBEPSAIOT KOHTPONEM palifia MeHeJ)KMeHTa pucka.

4.4 OnpepeneHne pucka (PUCKOB) ANSA Kaxaol onacHocTu (atan 3)

Puck(n) ansa kaxAoi onacHOCTU, Kak B YC/IOBUAX HOPMasibHOW aKcnlyaTaumm, Tak u Ans aBapuiiHoli cutya-
Lun. Heo6Xo04MMO oNpeaeniTb C NOMOLLbIO AOCTYNHON MHOpPMaL MK UK AaHHbIX. B cnyyae onacHocTeit, ans
KOTOPbIX HE MOXET ObITb ONpefiesieHa BEPOATHOCTb NPUUYNHEHNS Bpeaa, L0/MKEH GbiTb COCTAB/IEH NEPEYEHb BO3-
MOXHbIX NOCAeCTBMI Takux onacHocTelr. OnpegeneHune pucka(oB) f0/KHO 6bITb 3aperncTpupoBaHo B haiine
MeHeXMEHTa pucka.

N 6as cuctema, ucnonb3yemas 41 Ka4eCTBEHHOM UM KOTMYECTBEHHOI rpajaLummn onpefeneHus ypoBHei
BEPOSATHOCTM U TAXKECTH, flOo/KHA GbITb 3aperncTpupoBaHa B haline MeHeXMeHTa pucka.

MpumeuaHunsa

1 OnpepeneHne pucka BK/IOYAET B Ce6A aHa/IM3 BEPOSTHOCTU €ro0 BO3HWKHOBEHUSI U TSHXKECTU MOCneacTBuii. B
3aBMCUMOCTU OT 06/1aCTU NPUMEHEHNS, BO3MOXHO, JOCTATOYHO PacCMOTPETb NULWb HEKOTOpble 31eMeHTbl npoLiecca
onpefeneHvs pucka. HanpuMep, B HEKOTOPbIX KOHKPETHbIX Cyyasx HeT HeoOXOAMMOCTM MPOAO/IKAaThL onpeaeneHve
pvicka nocne NepBMYHOrO aHasM3a OnacHOCTU U ee NocneAcTBUiA.

2 OnpepeneHne pucka MOXET ObiTb KOIMYECTBEHHBIM WK Ka4eCTBEHHbIM. MeToabl onpeeneHnst pucka, BKO-
Yyas MeTofbl, ABMSAWMECS CNeACTBMEM CUCTEMATUYECKUX HeucnpaBHOCTel, NpefcTaBneHbl B NpunoxeHnn E Hactos-
Lero ctaHaapTa. Pasgen B.3 HacToswwero ctaHAapTa CoAepXnT nHhopMauyio, Nosie3Hyto Npy onpegeneHun pucka ans
MeAVNLMHCKUX U3ENNIA ANS in Vitro ANarHOoCTUKN.

3 5
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3 HekoTopble BO3MOXHblE METOAbl aHa/IM3a pucKa NpefcTas/eHbl B NMPUAokKeHnn F HacToswero ctaHjapra.

4 WHchopmauymio nnv faHHble ANa onpefeneHnst pucka MOXHO NoyYnTb, Hanpumep, 13 creyroLmx NCTOYHVKOB:

- ony6nunKoBaHHble cTaHAapTbl;

- Hay4HO-TexHu4eckast uHopmauus:

- Aa@HHble N0 aKcnayaTauun yxxe npumMeHaemMblX aHa/i0rnyHbIX MeanUnHCKUX |/|3,qenm7|, BK/HOYasA 0I'Iy6fIVIKOBaHHbIe
CBefleHnsl 06 UHUMAEHTAX;

- OaHHble MCNbITaHUA Ha aKcnayaTtauMoOHHYH NMPUrogHoCTb TUNUYHBLIMWU NOJIb30BATENIAMNU;

- KJMHWYECKMe JaHHble;

- pesynbTaTbl UcCcnefoBaHuii:

- 9KCMEepTHble OLEHKY:

- CXEMbl BHELLHEN OLEHKN KayecTBa.

CooTBeTCTBME HACTOALEMY MYHKTY NPOBEPSAIOT KOHTPOsIEM dhaiiia MeHef)KMeHTa pucka.
5 OueHunBaHne pucka (atan 4)

ANns kaxAol naeHTNLMPOBaHHO 0NaCHOCTY N3rOTOBUTE b [LO/DKEH, NPUMEHSAS KPUTEPUM NNaHa MeHefX-
MeHTa pucka, pelwnTb, ABNAETCA NN OLeHNBaeMblil puck(n) HACTONbLKO HU3KUM(U), YTO HET CMbIcNa B ero (UXx)
fanbHeilwem yMmeHbLleHun. Mpy NONI0XUTENbHOM OTBETE Ha 3TOT Bonpoc TpeboBaHna 6.2—6.6 419 KOHKPETHOI
0NacHOCTMW He MPUMEHSAIT (T.e. NOC/Ie BbINOJIHEHNA TpeboBaHuii 6.1 BbINONHAT TpeboBaHua 6.7). PesynbTtarhbl
oLeHMBaHUA pucka(oB) perucTpupytoT B paline MeHeg)KMeHTa pucka.

MpumevaHunsa

1 PykoBOACTBO MO NPUHATUIO PELLEHUA O AONYCTUMOCTY pucKa npuseaeHo B E.3. npunoxeHve E.

2 lMpuMeHeHVe HeO6XO0AMMbIX CTaHAAPTOB A/1 Pa3spaboTKM KpUTEepUeB MPOEKTUPOBaHUA MEeOULIMHCKMX un3fe-
TN MOXET SABMIATLCA YaCTbio AEeATENIbHOCTM MO YNpaB/IeHNI0 PUCKOM, YTO O6ycras/vBaeT NpUMeHeHWe TpebosBaHuii
6.3—6.6.

CooTBeTCTBME HACTOALWEMY pa3feny NpoBepAT KOHTPoeM dhaina MeHeXMeHTa pucka.
6 YnpasneHne puckom (atanbl 5—10)

6.1 YMeHblUeHNe pucka

Mpy HEO6XOAMMOCTUN YMEHbLIEHUA pUCcKa(0B) U3rOTOBUTENL AO/KEH CNefoBaTb ONUCAHHOMY B 6.2—67
npoueccy ynpasaeHus puckom(amu) Tak. 4ToOObl CBA3AHHbIW C KaXA40 ONAaCHOCTbI OCTATOUYHbIN puck(n) 6bin(n)
KBanuuunpoBaH(bl) kKak 4onycTumMblii(e).

6.2 AHann3 BO3MOXHOCTel (3atan 5)

MN3roToBnTENb A0/MKEH NAEHTUMULNPOBATL MEPLI MO YNPaB/IeHNI0 PUCKOM(aMm). HE06X04UMbIE 471 YMEHb-
LeHns pucka(oB) 40 NPUEMIEMOro YPOBHS. YNpaB/aeHne puckom(ammu) 4o/KHO npeacTaBnATb cO60i UHTerpupo-
BaHHbIN NOAX04, NPY KOTOPOM M3rOTOBUTE/b AO/DKEH NPUMEHATH B NOPAAKE NpUopuTeTa OANH N3 HUXKenepeyuc-
NeHHbIX;

a) 6e3onacHoOCTb, obecneynBaemas NPOEKTOM U KOHCTPYKLUEH MeANLLUHCKOTO n3genus;

b) cpefcTBa 3alNTbl UM 3al4UTHbIE Mepbl, NpefyCMOTPEHHbIEe B NpoLecce NponM3BoACTBa MeANLMHCKOIO
n3genus;

C) MHhopmauma no 6e3onacHoOCTy.

MpumeuvaHunsa

1 Mepbl NO yNpaBAeHUI0 PUCKOM MOTYT YMEHbLUUTL TSXECTb BO3MOXHOTO BpeAa WM BEPOATHOCTb MPUYMHEHUS
Bpeja, Win v To U gpyroe BMecTe.

2 CrtaHpapTbl, ycTaHaBnMBatLLme oblume TexHuyeckme TpeboBaHMs, paccMmaTpuBaloT 6e3onacHocTb, obecneuym-
BaeMyl0 MPOEKTOM 1 KOHCTPYKLUMEN, 3alumTHble Mepbl 1 6e30nacHOCTb, 06ecneymBaemMylo COOTBETCTBYHOLLEl nHhopma-
Lyein. Ans MHOTUX MeAMLMHCKNX n3genuii. 3To crefyeT yunTbiBaTb B NpoLecce MeHeMxmeHTa pucka. CM. Takke npuno-
XeHve G HacToALero craHaapTa.

Bbl6paHHble Mepbl N0 yNpaBieHnio puckoM Heo6x04MMO 3aperncTpupoBaThb B aiiie MeHepKMeHTa pucka.

Ecnun B npouiecce aHanm3a BO3MOXHOCTEN N3roToBUTE b ONpefenseT, 4To fasibHelillee yMeHbLIEeHNe puc-
Ka He MeeT NPaKTNYeCcKOro 3Ha4YeHs, OH JO/DKEH BbIMOMIHUTb aHa/In3 COOTHOLLEHNS puck/Nonb3a A1 0CTaTouHo-
ro pucka (cm. 6.5); B NPOTUBHOM Ccnyyae N3roToBUTE b AO/HKEH NPOAOXATb BbINOMIHEHNE BblOPaHHbLIX Mep Mo
ynpaBneHNI0 PUCKOM.

CooTBeTCTBME HACTOSLLEMY MYHKTY NPOBEPSIOT KOHTPOIeM haiina MeHe)KMeHTa pucka.

4—1187 7



FTOCTPWNCO014971—2006

6.3 BbinosiHeHWe Mep No ynpas/iieHWio puckom (atan 6)

M3roToBMTENb A,0/KEH BbIMOMHATL MEPbI N0 YNPaBAEeHNI0 PUCKOM, BblGpaHHble B 6.2. Mepbl N0 ynpaBneHunto
PUCKOM A0/KHbI 6bITb 3aperncTpupoBaHbl B haiisie MeHeAXXMeHTa pucka.

Pe3ynbTaTMBHOCTL Mep MO ynpaB/IeHNI0 PUCKOM J0/MKHA 6bITb BepuduLnpoBaHa, a pedynbtarbl Bepuduka-
Lun 3aperncTpupoBaHsbl B paiine MeHeaxXmeHTa pucka.

BbINnosiHeHVe Mep MO yNpaB/IeHNIo PUCKOM A0/HKHO 6bITh BepudnLMpoBaHo. Pe3ynbTarhl 3Tol Bepudmkalum
Takke A0/MKHbI 6bITb 3aperncTpupoBaHbl B haiiaie MeHefXMeHTa pucka.

CoOTBeTCTBUE HACTOALLEMY MYHKTY NPOBEPSAIOT KOHTPOIEM halifna MeHe)KMeHTa pucka.

6.4 OueHuBaHue ocTaTOYHOro pucka (atan 7)

No60i1 0CTaTOUHbIV PUCK, COXPAHAIOLWUIACA NOCEe BbINOSIHEHUSA Mep N0 yNpaB/IeHNI0 PUCKOM, HE06X0ANMO
oueHuBaTb No KpUTEPUSM, YCTAHOB/IEHHBIM B N/1aHe MEHeLXMeHTa pucka. Pe3ynbTartbl TAaKOro oLeHnBaHus 40X-
Hbl 6bITb 3aperMcTpUpPoBaHbI B haiine MeHeAXMeHTa p1cka.

Ecnu ocTaTouHbI pUCK He Y0BNeTBOPSEeT yCTaHOBIEHHbIM KpUTEPUAM, cneayeT NPUMeHUTb AONOTHUTE1b-
Hble Mepbl N0 ynpasaeHuto puckom (cm. 6.2).

Ecnun ocTaTouHblil pUCK OLeHNBAIOT Kak 40nyCTUMbIl, BCA COOTBETCTBYIOLAA MHhOPMaLUSA N0 OCTATOYHOMY
PUCKY A0/KHA ObITh BK/TIOYEHA B COOTBETCTBYOLLME IKCNAyaTalOHHbIe AOKYMEHTbI, npuaaraeMble N3rotoeute-
nem.

CoOTBETCTBUE HACTOALLEMY MYHKTY NPOBEPSIOT KOHTPONEM dhalina MeHeJ)XKMeHTa pucka 1 akcnayaTaloH-
HbIX JOKYMEHTOB.

6.5 AHann3 cooTHOoWeHMs puck/nonb3a (atan 8)

Ecnun ocTaToOuHbIN PUCK NO KPUTEPUAM, YCTAHOB/IEHHBIM B NaHe MeHeJ)XKMeHTa pucka, 6bi1 KBanuguumnpo-
BaH Kak HeoMyCTUMbIiA, @ fiafibHelilne Mepbl Mo YNpaBAeHN0 PUCKOM COUTEHbI MPaKTUYECKN Helles1ecoobpasHbl-
MW. U3rOTOBUTEb 0/IKEH COBpaTh 1 NpoaHann3npoBaTh faHHble N AnTepaTypy 0 MeANLUHCKOW N0ib3e CTOUKM
3peHna NpeayCcMOTPEHHOT0 NPUMEHEHNA/NPeAyCMOTPEHHOTO Ha3HavyeHuns, YTobbl onpeaenuTb, NpesbiWaeT n
OHa OCTaTOYHbIA puck. Ecniv cobpaHHble foka3zaTeNbCTBa CBUAETEIbCTBYIOT O TOM. YTO MEAULMHCKAsA No/ib3a HO
npeBbIlaeT OCTaTOUHbIA PUCK, PUCK CUMTAETCA HeJoNyCTUMbIM. ECin MeguLMHCKas Nonb3a npesblliaeT 0cTaTou-
HbIA PUCK, MOXHO NepeiiTh K BbINOIHEHUIO TpeboBaHuii 6.6. VIHpopmauus, Heobxoanmas ana 06bsACHeHNs pelle-
HWUS B OTHOLLEHWW OCTATOYHOIO PUCKa, A0/KHA ObITh BK/TIOYEHA B 3KCM/lyaTalOHHbIe OKYMEHTbI, NpefocTasns-
eMmble n3rotoBuTeneM. Pe3ynbTaTbl TAKOr0O OLLleHUBAHUS AO/KHbI ObITb 3aperncTprMpoBaHsbl B aiiae meHegXMeHTa
pucka.

CoO0TBeTCTBME HACTOSALEMY NYHKTY NPOBEPSAIOT KOHTPOEM haiifia MeHe)KMeHTa pyUcKa 1 aKCnyaTaLnoH-
HbIX [JOKYMEHTOB.

6.6 lpyrne Bo3MOXHble onacHocTu (3tan 9)

Mepbl N0 ynpaBneHuto puckom Heo6Xo04MMO aHaNM3npoBaTb, YTO6bl NAEHTUDULMPOBATL BO3MOXHOCTb CO-
34aHUA UMKU gpyrux onacHocTein. Ecnn kakne-nm60 Mepbl MO yNnpaBaeHUI0 PUCKOM MOTYT MOpoXAaTh Nt0bble
HOBble ONAaCHOCTU, TO HEO6XOANMO OLEeHNBATb CBA3aHHbIN ¢ HUMK pucx(n) (cm. 4.4). Pe3ynbTartbl TAKOro aHanunsa
LO/MKHbI 6bITh 3aperncTpMpoBaHbl B haiiie MeHeg)KMeHTa pucka.

CoO0TBETCTBME HACTOALEMY NYHKTY MPOBEPSAIOT KOHTPOIEM haiifia MeHegKMeHTa pucka.

6.7 MonHoTa oueHnBaHna pucka (atan 10)

M3roToBuTeNb AOMKEH 06ecneymBaTh OLeHNBaHNe pucka(oB) BCex UAEHTUMMNLMPOBAHHbIX ONacHocTel. Pe-
3ynbTaTbl TAKOTO OLLeHWBAHMWSA [O/DKHbI ObITh 3aperncTpMpoBaHbl B aiie MeHeAXMeHTa pucka.

CooTBeTCTBME HACTOALEMY NYHKTY MPOBEPSAIOT KOHTPOIEM haiina MeHeXXMeHTa pucka.

7 OueHmBaHMe MOJIHOro0 OCTaTo4vHOro pucka (atan 11)

Mocne BbINO/IHEHNSA 1 BEPUMUKALUN BCEX MEP MO YNPAB/IEHUIO PUCKOM U3TOTOBUTEb JO/IKEH MPUHATH
pelueHre 0 A0NYCTUMOCTM NOSIHOTO OCTATOYHOTO PUCKA, CO34aBAEMOr0 MEAULUHCKUM U3LE/NeM, C TOUKN 3peHus
KpUTepu1eB, yCTAHOB/IEHHBIX B N1aHe MeHeLXKMeHTa pucka. ECM NOMHbIA 0CTATOUHbIV PUCK bl KBANUGMLMPOBAH
Kak HeJONyCTUMbIiA C TOUKM 3PEHUSI KPUTEPUEB, YCTAHOB/IEHHbLIX B N1aHe MEHEIKMEHTA pPUCKa, U3rOTOBUTE b
[l0/KeH cobpaTh W NPoaHasIM3MpoBaTh AaHHble N inTepaTypy 0 MeauLMHCKO No/b3€e C TOUYKM 3PEeHUS NPesyCMOT-
pPeHHOro NpYMeHeHnsa/NpeaycMOTPEHHOTO Ha3HaUYeHNs U34enusi, YTo6bl YCTAHOBUTL, NPEBbIWAET /I MeANLNH-
cKasi No/ib3a NoJIHbIA 0CTaTOUYHbI pUCK. Eciv cobpaHHble fokasaTeibCTBa CBUAETENILCTBYIOT O TOM. UTO Meu-
LMHCKas No/b3a He NPeBbILLAeT NOJHbI 0CTATOUYHbIN PUCK, OH CYNTAETCS HEAONYCTUMbIM. Pe3yibTaTbl OLeHNBa-
HUSI NO/IHOTO OCTATOYHOrO PUCKA AO/KHbI GbITb 3aPErMCTPMPOBaHbI B (haiine MeHegKMeHTa pucka.

COOTBETCTBME HACTOSALLEMY pa3zaeny NPOBepsIoT KOHTPOEM (haiina MeHeAXMeHTa pucka.
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8 OTuYeT No MeHemKMEHTY pucka (aTan 12)

Pe3ynbTaTbl Npoliecca MEHEAXMEHTA PUCKA LO/XHbI 6blTb 3aPErMCTPUPOBAHbI B OTUETE N0 MEHEAXMEHTY
pucka. OTYeT Mo MEHEAXMEHTY pUcKa A0/HKeH 06ecrneyrBaTb BO3MOXHOCTb OCYLLECTBIEHUS MPOCIEXUBAEMOCTM
LANS KaXA0ii OMacHOCTM NpU aHann3e pucka, OLLeHUBAHUM PUCKA, BbINOIHEHWUM U BepUduKaLumM Mep no ynpassne-
HWI0 PUCKOM, & Takxe COAepXaTb OLeHKY AOMNYyCTUMOCTM 0CTaTO4YHOIo pucka(oB). OTUET Mo MeHEAXMEHTY pucka
[LO/XEH ObITb YACTbIO haiina MeHeKMEHTa pucka.

MpumeyaHune — OTYET MOXET ObITb HA 6yMa)KHOM NN 3NEKTPOHHOM HOcUTeNe.

CooTBeTCTBME HACTOALWEMY pa3feny NPoOBEPAT KOHTPO/IEM OTHETa N0 MEHEKMEHTY pucka.
9 MoctnpousBoacTBeHHass nHopmayma (atan 13)

MN3roToBuTENb AO/MKEH YCTAHOBUTL M NOAAEPXMNBATbL B paboyeM COCTOSHMM cucTemMaTnyeckyto npouenypy
aHann3a nHopmamm, CobpaHHoi 0 MeANLMHCKOM U3AEUN UM aHANOTUYHBIX U34eNNAaX Ha NOCTNPON3BOACTBEH-
HOM aTane. ATa MHopmaLna O/MKHA ObITb OLLEeHEHA CTOUYKMN 3pPEHUA OCTUXEHUS Haaexall el 6e3onacHocTu, B
0CO6EHHOCTM B CAleAyloLLMX BONpocax:

a) CyLLecTBYIOT /I HE OMO3HaHHbIE paHee ONacHoOCTU:

b) He cTan Nu HeJonyCcTUMbIM puck{n), nponcTekarWwnin(ne) N3 KaKon-NM60o oNacHoCTH;

C) He cTana iv mepBOHaYanbHas oueHka HefenCcTBMTENbHON No APYrMM NpuynHam?

Mpu NONOXNTENbHOM OTBETE Ha /10601 13 BbllLeyKka3aHHbIX BOMPOCOB pe3y/ibTaTbl OLeHBaHNA Heobxoaun-
MO BEPHYTb Ha BXOJ npoLecca MeHeaXMeHTa pucka (cm. 4.4).

OT4yeT 0 COOTBETCTBYIOLLMX 3TANax npoyecca MeHefKMeHTa pucka 419 MegULMHCKOTo n3genmsa Heobxoam-
MO paccmaTtpuBaTth B ceeTe nosy4eHHOR nHdopmMaLmmn no 6esonacHocTu. MNpu HaNUMYUK BO3MOXHOCTU U3MEHEHUS
0CTaTOYHOro pucka(oB) Nnam ero (Mx) 4ONYCTUMOCTU cefyeT OLEHUTb BANSIHNE Takoro U3MEeHEHNs Ha paHee Bbl-
MOJIHEHHbIE MePbI MO YNPaB/IEHNIO PUCKOM.

Pe3ynbTaTbl TAKOro OL,eHNMBaHNA A0/DKHbI ObITh 3aperncTpupoBaHbl B aiiie MeHegKMeHTa pucka.

MpumevaHunsa

1 OTAenbHble acnekTbl NOCTNPOU3BOACTBEHHOTO MOHUTOPUHIA PACCMAaTpPUBAOTCA B HaLWOHASIbHLIX WU pervo-
Ha/lbHBIX pernameHTax. B HeKoTopbIx cay4asx MOryT 6biTb 334eiiCTBOBaHbl JONOMHUTEbHbIE Mepbl, Hanpumep nepc-
NeKTMBHOE MOCTNPOU3BOACTBEHHOE OLeHMBaHue.

2 Cwm. Takxe 4.14 [3].

3 VHdopmaumsa MoxeT 6biTb NnosiyyeHa Ha /1l060M aTane XW3HEHHOTO LMKIa MeAWULMHCKOro U3fenus - oT Ha-
YasibHOro [0 MOCTNPON3BOACTBEHHOrO aTana BK/IUYNTESIbHO.

COOTBETCTBME HACTOSILLEMY pa3aesy NPoBepstoT KOHTPOIEM JOKYMEHTAL MM NpoLecca MeHeAXMEHTa puc-
ka v haiina MeHegKMeHTa pucka.
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MpunoxeHune A
(cnpaBoyHoe)

Bonpochkl, Ha KOTOpble cnefyeT OTBETUTL NPU onpefeieHnn xapakTepucTuk,
BAUSOWMUX HA 6€30MNaCHOCTb MEeAULUHCKOTO n3genus

A1 ObLme nosfoxeHns

MepBbIM 3Tanom uaeHTUUKaLyM onacHoOCTel ABNSETCA aHa/IM3 XapakTepUCTVK MeAULUHCKOro U3fenuns, Baus-
IOLWMX Ha 6e30MacHOCTb ero npumeHeHuns. OAuMH U3 CNoco60B BbINO/IHEHUA AAHHOrO 3Tana - cocTaB/leHne nepeyvHs
BOMPOCOB, KOTOPblEe MOTYT BO3HWKHYTb NPW U3rOTOB/IEHUW, NPUMEHEHUN W KOHEYHOW yTUAnsauum MeauumHCKOro usge-
nvsa. Ecnn 3agasath 3TU BOMPOCHI OT MMEHW BCeX 3aMHTepecoBaHHbIX NnL, (Hanpumep nosb3oBaresneli, cneuyaicTos
no yxofy, NauMeHToB 1 TA.). MOXHO NOSy4YnUTb 60/1ee NOJHYI0 KaPTUHY O BO3MOXHbIX ONacHOCTAX. OTBEThbI Ha NpUBeAeH-
Hble HVDKe BOMpOChl MOryT NOMOYb B WAEHTU(IMKALMM BO3MOXHbBIX OnacHocTel npu paboTe ¢ aHanM3MpyembiM Meau-
LUMHCKUM n3[eNIMeM.

JTOT nepeyeHb He ABNSETCS McUepnbiBatoWyM, HO cneayeT ObiTb OCTOPOXHbLIM NpU 406aBNEHUN BONPOCOB, KOTO-
pble MOryT 6bITb OTHECEHBI K KOHKPETHOMY MELULMHCKOMY U3AENUI0.

A-2 Bonpocbl

A.2.1 KakoBO npefycMOTpeHHOoe NpUMeHeHWe/IpeyCMOTPEHHOE Ha3HaYeHWe 1 Kak cnegyeT NpUMeHsATb mMeau-
LuHCcKoe usgenue?

Paccmarpusator:

- npeAnonaraemoro nosib3oBatesNs, ero yMCTBEHHbIE 1 (DU3NYECKE BO3MOXHOCTM, KBaIMMMKALMIO U NOATOTOBKY;

- 9ProHOMMYeCcKVe acrnekTbl, YC/IOBUS 3KCnyaTauum, KTo 6yfeT ycTaHaBMBaTb M3AenMe U CMOXeT /N nauveHT
cam ynpassiiTb 3KCNyaTauneid MeayLMHCKOro N3genuna Uav BAnsTb Ha Hee.

Ocoboe BHUMaHMe pekoMeHAyeTca yfensTb npegnonaraembiM Nosib30BaTessaM co crneunduyeckumm notpebHo-
CTAMW. Hanpumep nvuam ¢ hU3NYeckMU HegocTaTkaMu, NOXUIbIM TIAAM, AeTAM. DTUM NnLaM MOXET NMOHaZ06UTLCA
NOMOLLb APYrOro Auua B aKkCnayataumm MeguLMHCKOro n3genus.

MpegycMoTpeHa fin akcnayaTauus MeguLMHCKOTO U34enus nmuamu ¢ pas/inyHbiM YPOBHEM MOLATOTOBKUA U pas-
JINYHOI 06LLEl KyNbTYpOIi?

Kakyto posib 0TBOAAT MeAULMHCKOMY U3AEe/NI0 B AUArHOCTVKE, NPOdUIakTUKe, MOHUTOPUHIE, IeHeHUn uam obner-
YeHun 60Me3HN, KoMNeHcaumn Tpasm Uan M3NYecKnx HeJoCcTaTkoB, 3amelLeHny N mogudmkaummn yactein Tena unm
ynpas/fieHnn 3avatnem?

MpegHasHavyeHo N1 MejULMHCKoe u3genue ANs XusHeobecneyeHus wan AN NOAAEPXKaHUS XU3HU?

Heobxoaumo v BMeLlLaTeIbCTBO CNeLManvcToB Npu oTkase MeAWLMHCKOro n3genvs?

Heobxogumo nu yaensatb 0coboe BHYMaHWE NPOEKTHLIM XapakTepuctTukam uHTepdieiica, KoTopble MOryT npuse-
CTW K HENPOU3BO/IbHLIM OLMGKaM akcnayatauum ngenus (cM. A.2.27)?

A.2.2 MNpeanonaraeTcs N KOHTAKT MeAULIMHCKOTO U3eNnst ¢ NauneHToM nam ApyrmMu nmuamm?

PaccmatpuBatoT: xapakTep npegnonaraeMoro KOHTakTa, T.e. MOBEPXHOCTHbIA KOHTaKT, NHBA3UBHbIA KOHTaKT u/unm
UMNAaHTaUMA 1. B K&KLOM Crlyyas, A/IMTENbHOCTb M YacTOTy KOHTaKTa.

A.2.3 Kakvne matepuanbl Wunm KOMNOHEHTbI BXOAAT B COCTAB MEAULIMHCKOTO M3A4EeNna UM UCNONb30BaHbl COBMe-
CTHO /IN60 B KOHTAKTe C HUM?

PaccmaTpuBaloT xapakTepucTuku, BAnSOLLME Ha 6e30nacHOCTb U3Aenus.

A.2.4 MoxeT 1 3Heprus BbITb NepefaHa nauneHTy n/mnu BoipaboTaHa nauyeHTom?

PaccmaTpuBaloT Bug, nepefaBaemoi aHepruu, ynpaseHune ek, ee kauyecTBo, KONMYeCcTBO U A/IMTENbHOCTb BO3-
nencTeus.

A.2.5 BBOAAT /1M naumeHTy nWnnm BbIBOAAT M3 HErO kakme-nnbo BellecTa?

PaccmarpusaloT: BBOAVMbIE NaLWEHTY U BbIBOAWMbIE U3 HErO BELLECTBA; fiaHHbIe O TOM. OfHO 3TO BELEeCTBO UK
rpynna BeLLeCTB; CBeAEHNS O MaKCHMa/lbHOW U MUHMMasbHOI CKOPOCTU BBeLEHNS (BbiBeAEHNWs) BeLLeCcTBa 1 ynpasne-
HUW 3TVM NPOLIECCOM.

A.2.6 MpoBOAAT M B MEAULMHCKOM M3Aenn 06paboTky GUONOrMYecknx BELLLECTB 415 UX NOCNeayoLLero Ucnosb-
30BaHNA?

PaccmaTpusatoT Tvn 06paboTkn 1 obpabaTbiBaeMoe BelecTBo(a) (Hanpumep ayToTpaHcdysus, guanus).

A.2.7 CTepunbHO N NocTaBnsemoe MeAULMHCKOe u3fenme UM OHO npeAHasHavyeHo Ans cTepunnsauuy nonb3o-
BaTesieM. WM MPUMEHSIIOT Apyrue BuAbl MUKPOGKOSIOTNYECKOl 06paboTKn?

PaccmaTpuBaloT: cBefeHVA 0 TOM. NpefHa3HayeHo N MeauumHCXoe usgenuve 48 OAHOPas3oBOro UM MHoropa-
30BOrO NPYMEHEHUs; faHHble 06 ynakoBKe, CpoKax XpPaHeHWs, /I06bIX OrpaHNYeHNsIX YMCa MOBTOPHLIX MPUMEHEHWI
1N npegnonaraemMbiX Buax crepunavaumn.

A.2.8 lNpegHa3HayveHo M MeauumHCKoe usfenune 418 PYTUHHBIX OYUCTKU U Ae3UHMEKLIUN, BbINO/IHAEMbIX NOJIb30-
Barefnem?

PaccmatpuBaloT BuAbl NPUMEHSIEMbIX YNCTALLMX M AE3NHDULMPYIOLWUX CPEACTB U Nt06ble OrpaHnyeHns yicna
LMKI0B 04nCTKM. Kpome Toro, Ha atpthekTMBHOCTb PYTUHHOW OUYMCTKW 1 Ae3MHDEKLMN MOXET BANSITb KOHCTPYKLUS Meau-
LMHCKOTO 13fenus.
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A.2.9 lMNpegHa3Ha4YeHo N1 MeaULMHCKOe u3genve 415 U3MEHEHUs1 cpefbl, Okpyxatollell naymeHTa?

PaccmatpusatoT: Temneparypy, BIaXHOCTb, COCTaB ra3osB BO3Ayxa, faB/eHNe N OCBELEHHOCTb.

A.2.10 MoryT in 6bITb NPOBEAEHBLI U3MEPEHUA?

PaccmatpusatoT: n3mepsiemMble nepeMeHHble, NPaBuIbHOCTb W TOYHOCTb Pe3y/bTAaTOB U3MEPEHUS.

A2.11 fBnseTca M MeAuLMHCKOe u3fenime UHTEPNPeTUpyowmum?

PaccmarprBatoT: CBefleHs 0 TOM. BblAAeT /I MeANLMHCKOe U3Aenne 3akioYeHNs Ha OCHOBE BXOAHbLIX WK Ha-
KOMMEHHbIX faHHbIX: MHCOPMALMIO O NPUMEHSIEMbIX aNiropuTMax U AOBEepUTENbHbIX Npesenax.

A.2.12 MNpepycMOTPEHO N NPUMEHEHNEe MeAWLMHCKOTO U3AeNns B CoYeTaHun C MeAuKameHTamMu 1am gpyrumu
MeAMLMHCKMMU cpefcTBaMmn?

PaccmatpusatoT: ngeHTurkaumio NobbIX NPUMEHAEMbIX MeANKAMEHTOB UMW APYrMX MeAULMHCKUX CPeACTB, BO3-
MOXHbIX NPOG/IEM, CBA3AHHbLIX C UX B3aVMOAENCTBMEM; peakuuio nauueHTa Ha nosyyaemoe sieveHue.

A.2.13 MoryT in NPON30ATN HeXenaTesbHble BblAE/IEHNS 3HEPrUn NN BELLECTB?

PaccmaTpuBaloT B CBA3M C BO3MOXHbIM BbiA€/IEHNEM 3HEpruun: LWym 1 BUbpauuio, TensoTy, usnyyeHve (Biiovas
NOHM3MpYIOLLEe, HEVOHU3MpYoLWee 1 ynbTpadmoneTosoe/Buaumoe/mHgpakpacHoe n3nydyeHns), Temnepatypy Ha KOH-
TaKTHbIX NMOBEPXHOCTAX, TOKW YTEUKN, d/1eKTpUYeckne n/vam MarHuTHble Nons.

PaccmaTtprBaloT B CBA3W C BO3MOXHbIM BblAENIEHNEM BELLECTB: BbIBEAEHNE XMMUYECKNX BELLLECTB, NPOAYKTOB XMN3-
HeesATeNIbHOCTM 1 BOAbI, COAepXaLlelicsi B opraHusme.

A.2.14 YyBCTBUTE/IbHO N1 MEANLMHCKOE U3fenve K BO3AENCTBMIO OKpyXatoLein cpeapl?

PaccmartpusatoT: NMpou3BOACTBEHHYIO Cpejy, TPaHCMOPTHbIE CPEACTBa, YC0BUSA XpaHeHus. K HAM OTHOCAT ocse-
LLEHHOCTb, TeMnepaTtypy, BUOpaLum, yTeukun, YyBCTBUTENbHOCTb K U3MEHEHUSAM 3HEPTOCHAOXEHNA 1 OXNaXAeHUs, 3nek-
TPOMarHUTHbIE MOMEXMU.

A.2.15 Bo3geicTByeT N MeguLMHCKOE M3fenne Ha OKpyXatoLyto cpeay?

PaccmatpyrBatoT: Bo3geicTBre CpefiCTB 9HEPrOCHAGKEHNS 1 OX/TaKAEHUS, BblAe/IeHNEe TOKCUYHBIX BELLEeCTB, reHe-
pvpoBaHue 3/1EeKTPOMAarHUTHbIX NOMeX.

A.2.16 metoTcst M HEOBXo4MMble pPacxXofHble MaTepuasibl UM NPUHAAIEXHOCTH, CBA3AHHbIE C MeAULIMHCKUM
nigenuem?

PaccmartpusaloT crneumukaumm Ha pacxofHble MaTepuasibl Uan NPUHALNEXHOCTH, CBA3aHHbIE C MEeULHCKUM
n3genuem, n nbble orpaHUYeHns B UX BbIGOpe A8 NOMb30BaTens.

A.2.17 Heobxoaumbl M TEXHUYECKOE O6CyXunBaHne Wnam Kkannbposka?

PaccmaTpuBaloT: cBeileHUS O TOM. AO/KHbI NI TEXHUYECKOe 06CNyXu1BaHNe U/vnun kaimbpoBka 6bITb BbINOHEHbI
onepaTtopoMm, Mosib3oBaTesIeM UK CNeunasIMcToM; HeobXoAuMbl /v cneuvasibHble BelecTsa W obopyaosaHve Ans
Hagnexallero TeXHUYeckoro 06CnyXunBaHUa Unnm KanmbpoBku.

A.2.18 BxoauT /in B COCTaB MeAMLMHCKOrO U3genusa nporpaMmHoe obecneyeHne?

PaccmaTtpuBaloT cBeieHUst 0 TOM. J0/IXHO i1 NporpammHoe obecneyeHne ObiTb YCTaHOBNEHO, BepUULMPOBaHO,
MOAMMULMPOBAHO WM 3aMEHEHO MoJib3oBartesieM u/nuaum onepaTopoM.

A.2.19 NmeeT M MeauLMHCKOE U3fenne orpaHuYeHHbIli CPOK XpaHeHus?

PaccmartprsaloT COOTBETCTBYIOLLME MAPKUPOBKY VN UHAVKAUMIO, YTUIN3AUMIO MEAULMHCKOTO U3Aenns.

A.2.20 CyLecTBYIOT /I OTCPOYEHHbIE UMK ANUTENbHbIE NOCNeACTBUSA aKCnayaTauumn?

PaccmaTtprBaloT 3proHOMUYecKne 1 KyMynaTuBHble adpekTbl.

A.2.21 Kakue mexaHunuyeckvue Cubl MOTYT BO3ZE/CTBOBAaTb HA MeAuLUHCKoe n3penve?

PaccmaTprBatoT AaHHble 0 TOM. ynpaBfseT i1 MexaHNYeckMy CuiaMu, KOTopble MOTYT BO3AelicTBOBaTb Ha Me-
OVLMHCKOE n3fenne, TONbKO MoJib3oBaTeslb WU Mosib3oBare/l COBMECTHO C APYrMU iMuamu.

A.2.22 Y10 onpegensieT Cpok Cnyx6bl MeAULMHCKOro n3genns?

PaccmatpuBaloT cTapeHue 13genns, UCTOLLEeHNEe 3N1EMEHTOB NUTaHus.

A.2.23 MNpegHasHavyeHo NN MeduLMHCKOe u3genune As 04HOPa3oBOro NpUMeEHeHuna?

A.2.24 Heobxoanmbl 1 6e30NacHblii 4EMOHTaX WM YyTUAN3ALNSA MESULMHCKOTO U3aenms?

PaccmatpusaloT npobaemMy 0TX0f0B, BO3HUKAKOLWMX MPU YTUAN3aLUMM MeauLMHCKOro nsgenvs. Hanpumep, cnepy-
eT OTBEeTUTb, COAEPXMUT NN n3genve TOKCUYHbIE UM OnacHble BelecTsa Mbo BellecTsa, NpUrofHble 415 nepepaboTku.

A.2.25 Heobxoaumo nu cneupanbHoe obyveHne nonb3oBaTens A8 MOHTaxa WM akcnayataumm MeguLuMHCKOro
n3genua?

PaccmaTtpuBaloT ycTaHOBKY (MOHTaXX) U nepefadvy nsgenus nonb3oBaTento, BePOATHOCTL/BO3MOXHOCTb YCTAHOB-
Kn (MOHTaXxa) nvuamu 6e3 cneumasibHON NOoAroTOBKM.

A.2.26 ByayT nu HeobxoauMbl pa3paboTka UM BHeAPEHUE HOBbIX NPOU3BOACTBEHHbLIX NPOLLECCOB?

BHefpeHne HOBbIX NMPOU3BOACTBEHHbIX NPOLIECCOB HAa NPeANPUATUAX-U3rOTOBUTENAX CriefyeT paccMaTpuBaTh Kak
BO3MOXHbI MCTOYHMK HOBbIX ONacHocTel (onacHocTn) (Hanpumep BHeApPEHUE HOBOI TEXHOMOIMN, HOBOTO YPOBHSA pas-
BUTWSA NPOU3BOACTBA).

A.2.27 flBnsAeTca nn ycnewHoe NpuMeHeHne MeauLMHCKOro U3fenna KpUTUYeckn 3aBUCUMbIM OT YenloBevecKoro
chaxTopa, Takoro kak MHTepdelic nosb3oBarena?

PaccmaTpuBaloT 0COBGEHHOCTU KOHCTPYKUUM MHTepdelica Nonb3oBartesns, KOTopble MOryT NpPMBECTM K oLumbkam
3KcnnyaTtaumn. MeguuUmHCKoe nsgenve cnefyeT NpoekTMpoBaTh Tak. YTO6bl OHO HE MO0 6bITb HENPABW/ILHO MPUMEHE-
HO Nonb3oBaTesieM B YCOBUSAX AelCTBUS OTBNEKAOLWMX (DaKTOPOB, HaNpuMep, Npu ynpasneHun n3genuem, 4to obecne-
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ymBaeTCs NPUMeEHeHNeM CYMBOJIOB, Pa3paboTKOli 3ProHOMUYECKUX XapaKTepPUCTUK, NpPoekTa KOHCTPYKLUMKA U CXeMbI
PacnonoXeHVst 3/1IEMEHTOB, Mepapxun AelCTBUIA, MEHI0 ANSi W3AeNWiA C MUKPONPOLECCOPHLIM yNpaBneHnem, Harnaa-
HOCTbIO NpeaynpexaeHnii, CrbIlMMOCTbIO CUTHaI0B TPEeBOrW, CTaHAapTHON LiBeTOBON Koavposkoi. C 3TOi Lenbio cne-
AyeT Takke OTBETUTb Ha NMpUBEAEHHbIE HUXEe BOMPOCHI, HO HE OrpaHNYMBaTLCA UMW.

A.2.27.1 VimeeT N1 MefULMHCKOE u3fenve COoefVHUTE IbHbIE YacTu WU NPUHALIEXHOCTN?

PaccmatpuBatoT: HasimumMe BO3MOXHOCTU HENPaBUSIbHbIX COeANHEHNIA, OTIMUNE OT COEAUHEHWIA B ApYTUX N3aenu-
AX N CXOACTBO C HUMM, YCUUA, HEO6XoAuMble ANA COeAUNHEHNs, 06paTHY0 CBA3b NPU MOBPEXAEHUN COeAVHEHUS, a
Takxe YpesMepHoO WM He[0CTaTOYHO TYro 3aTAHYTOe COeAMHEHME.

A.2.27.2 VmeeT nn MefuLMHCKOe n3penve ynpasnsowmii nHtepdeiic?

PaccmaTpusaloT: NpPOCTpaHCTBEHHOE pacnpejesnieHne, KogumpoBaHue, rpynnupoBKy, CXemy NpOCTPaHCTBEHHOrO
pacnpegeneHus, pexvwmbl 06paTHOl CBA3N, rpybble OWNGKK, He3HauYMTeNNbHble MpoMaxu, AudchepeHumaumio ynpasne-
HUS. BUAMMOCTb M306paKeHWi, HanpasieHne akTUBMPOBAHUSA WU U3MEHEHWS, AUCKPETHOCTb WU HEMPEPbLIBHOCTb
hyHKLMOHMPOBAHNSA 3/1EMEHTOB Yrnpas/ieHusl, 06paTMOCTb YCTaBOK UN AeNCTBUIA.

A.2.27.3 ViMeeT N1 MeauuMHCKoe m3genve yHKUMIo oTobpaxeHns nHdopmauum?

PaccmatpuBatoT: BUAUMOCTb M306paXeHVs1 B Pa3/IMyHbIX YC/OBUSAX, OPUEHTALMIO, 3arnofIHeHe 1 MepcrnekTuBbl,
4eTKOCTb NMpeAcTaBneHns nHgopmaumm, eauHuLbl 0TobpakeHns MHcopMaLyu, LiBETOBOE KOAMPOBaHWE U AOCTYMHOCTb
KPUTUYECKON MHGOpMaLW.

A.2.27.4 VImeeT N MefMUMHCKOE U3fesive MeHI0 ynpaBieHna?

PaccmatpuBatoT: COXHOCTb M YXACAO YPOBHEN, OCBEAOM/IEHHOCTb O COCTOSIHWW, PacnosIOKEHNe YCTaBoK, Cnocod
nepeaBmxeHns Mexay obbekTamu, YACNo 3Tanos B OAHOM AeicTBMM, NPobreMbl YeTKol nocnefoBaTefnlbHOCTU Aei-
CTBWIA 1 3aMOMUHAHNSA, COOTHOLLIEHNE BaXKHOCTW W AOCTYNHOCTY (DYHKLUMMN yrpaBieHuns.

A.2.28 dABnsieTcs MM MeguUUHCKOe m3aenme MO6WIbHbIM UM NOPTaTUBHLIM?

PaccmatpuBatoT: 3akuMbl, PyKOSITKW, Koseca, TOPMO3a, MeXaHN4eCKyto YyCTONYNBOCTb U MPOYHOCTb.
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MpunoxexHve B
(cnpaBo4Hoe)

PyKkoBOACTBO N0 aHann3y pucka
B OTHOLWEHWW U3aenunii 4N in vitro AMarHocTuku

B.1 O6Lwme nosnoxeHus

HacToslee npunoxeHve COAepXUT AONONHUTENbHbIE PYKOBOASLIME YKa3aHUA N0 aHann3y pucka B OTHOLLEHWUU
u3gennii gns in vitro AMarHOCTUKM C y4eTOM OCOGEHHOCTEel M crneuntnyeckux acnekToB 3aTUX M3genwii. MpumeHeHve
n3genvin gns in vitro AMarHocTvkM He co3gaeT NPAMOro pucka AN nauveHTa uam obcnefyemoro nuua, Tak Kak ux He
MCNO/Mb3YOT BHYTPU WK Ha Tesne yenoseka. OfHaKo Mpu MAEHTUMMKALMN OMacHOCTEN, CBS3aHHbIX C U3AeNMsaMU 415
in Vitro AUarHoCTWKM, BO3MOXHbI KOCBEHHbIE PUCKWU, NMPUBOAALLME K OLUIMOOYHBLIM PelleHVsIM UK CnocobCTBYOLLME UX
NpVHATMIO. Kpome Toro, pekoMeHayeTcs paccMmaTtpuBaTb OMacHOCTH, CBA3AHHbIE C MPUMEHEHMeM U34ennii, N BO3HWKa-
foLLme npu 3TOM PUCKW.

B.2 geHTundmkaLms onacHocTel

B gononHeHue K onacHOCTSAM, W3M0XEHHbIM B NpUAoxeHnn D. npu naeHTudmkaumm BO3MOXHBIX A5 naumeHTa
1 obcnegyemoro nnua onacHocTel pekoMeHAyeTcs paccmaTpuBaTh:

- HEOAHOPOAHOCTb BHYTPU OAHONM MapTUK, PaCXOXAEHWUS MEXAy pasHbIMU NapTUAMU:

- 06LLEN3BECTHbIE NCTOYHMKN OMACHOCTEA:

- adhdpekTbl n3HOCA.

- MOrpeLLHOCTN Npy UAEHTUdKKaLMN Npob:

- Npo61eMbl CTabUNbHOCTM (NPU XpaHeHUK, TPaHCNOPTYPOBAHMK, 3KCNNyaTaumm, Nocne NepBoOHa4YasIbHOro BCKPbITUSA
KOHTelHepa};

- Npo6nemMbl, CBA3aHHbIE C OTOOPOM, NPUIOTOBMIEHNEM U CTABUNIBLHOCTBIO NPO6:

- HeajekBaTHble crneumukalm NCXOAHbIX faHHbIX;

- HeajekBaTHble XapakTepUCTUKN WUCTbITaHWNA.

B03MOXHYyI0 OnacHOCTb A/1 Nosib3oBatesis MOryT NpeAcTaBnsATh PaAMoakTUBHbIE, VHAEKLMOHHbIE, TOKCUYHbIE
U Apyrue onacHble WHrpeAneHTbl PeakTMBOB, @ Takke KOHCTPYKUMS yrnakoBKW. MPUMEHUTENbHO K MHCTPYMeHTam
cneflyeT paccmatpuBaTb Npo6/ieMy BO3MOXHOIO 3arpsi3HEHWsT Npu yxode, paboTte C HUMM 1 TEXHUYECKOM 06CyXX1BaHUM
B [OMNONHEHNE K Hecneundguyeckum OnacHOCTAM (Hanpumep 3HepreTMyeckMM), CBA3aHHbIM C MCNONb30BaHUEM WHCT-
PYMEHTOB.

B.3 OnpepeneHune pucka

Mpu onpegeneHwun pucka A5 KaXAON ONacHOCT PeKOMEeHAYeTCs yuuTbiBaTb:

- CTeneHb HafEeXHOCTU aHa/IMTUYECKUX Pe3ynbTaTtoB (MeAULIMHCKOE 3ak/IloyeHre No pesynbTaTtam aHasIMTUHeCcKUX
nccnegoBaHuif);

- pesynbTaTbl NPOBEPKW [OCTOBEPHOCTY:

- Ha/IMYMe 1 NPUMEHEHUe 3/IEMEHTOB YMpaB/ieHus;
cpefcTBa U3MepeHus/MeToankn obecneyeHns KauyecTsa, NPUMEHsSEMble B MeAMLMHCKUX nabopaTtopusx;
BO3MOXHOCTb BbISIB/IEHNS Ae(DeKTOB (MOrpeLuHoCTel);
cuTyauuy npUMeHeHust (Hanpumep npy okasaHuu CKOPOW nomoLuw);
npodeccrmoHanbHoe /HenpodeccnoHanibHoe NpUMEHEHNE:
cnoco6 npegcrasneHus MHdopmaumm.
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Mpunoxexve C
(cnpaBoyHoe)

PYyKOBOACTBO N0 npoueaype aHanusa pucka
B OTHOLWEHMN TOKCUKOTOTMYECKMX OnacHocTel

C.1 O6wue nonoxeHns

HacToswee npunoxeHne cofepXxvT pyKoBOAALLME yka3aHUs N0 NPUMEHEHUIO aHan3a prucka K TOKCMKonornyec-
KUM OMacHOCTSIM. TOKCMKONOTM4eckne OnacHOCTU SIBASIIOTCA pe3y/bTaToM BO3AEVCTBUSI XMMUYECKUX BELLECTB, HaHOCS-
WX 6ronoruyecknin Bped. B [5] ycTaHOBEHbI 06LMe NPUHLMMNBI 6UONOTMYECKOro OLEeHMBaHNA MaTepuaneB/MeanUmHC-
KX U3genui.

Heobxoaumo npunaratb BCe YCUNSA, Y4TOObl U3bexaTb NpPoBefeHNs Heo6s3aTe bHbIX UCMbITaHW Ha XUBOTHbIX.
CnepyeT 06paTuTb BHUMaHWe Ha [6]. cogepxalupii TpeboBaHMs K 3alyTe XUBOTHbIX, 1 HA COOTBETCTBYIOLLME HaLWO-
Ha/lbHble N pervoHasbHble pernaMeHTbl, NPeAnucbiBatolne He NPOBOANTL UCTbITAHWUSA Ha XMBOTHbBIX NPU BO3MOXHOCTU
Hay4yHOro 060CHOBaHWSA TaKOrO PeLUEHMS.

C.2 OnpepgeneHne puckoB, CBA3aHHbIX C TOKCMKONOrMYECKUMU ONACHOCTAMMU

C.2.1 Heobxoaumble 41 paccMOTPeHUs hakTopbl

Mpu aHanu3e pUCKoB, CBA3AHHbIX C TOKCUKOIOTMYECKMMUN ONAacHOCTAMMU, cnedyeT YuuTbiBaTb:

- XMMU4YecKkme CBOWCTBA MaTepuasios;

- ONbIT NpeablayLiero NPUMeHeHns MaTepuasos;

- Aa@HHble ucnbiTaHuii Ha 6ronoruyeckyto 6e30nacHoCTb.

KonuyecTtBo HeobXoayMbIX AaHHbIX W rNy6uHa nccnefoBaHnsa MoryT ObiTb U3MEHEHbI B 3aBUCMMOCTM OT npeayc-
MOTPEHHOr0 NpPUMeHeHUs/NpeAyCMOTPEHHOTO Ha3HaYeHWs1 U3fenusa, a Takke OT xapakTepa W NpPoAOIKUTENbHOCTU
KOHTaKTa ¢ naumeHToM. TpeboBaHMA K AaHHbIM OBbIYHO MeHee CTPOru ANs YNakoBOYHbIX MaTepuasioB, MeAULMHCKUX
N3AeuiA, KOHTaKTUPYIOLMX C HEMOBPEXAEHHOW KOXel, 1 Ans Mo6bIX KOMMNOHEHTOB MEAVLIMHCKUX U3LeNniA, He BCTyna-
IOWMUX B HEMNOCPEACTBEHHbIV KOHTaKT C TKaHAMW OpraHnM3ma, C/AM3UCTbIMU 060/104KaMy UM NOBPEXAEHHON KOXen,
h13M0NOTNHECKUMUN XKMAKOCTAMM.

[ina onpegeneHns NOTPe6GHOCTW B AOMOSHUTENbHBIX AAHHBIX CneayeT NpoaHaIM3npoBaTh COBPEMEHHbIE 3HaHUS
B 06/1aCTV1 MaTepuaioB/MeANLIMHCKUX U3LeNniA, ONUCaHHbIe B HAYYHOW NnTepaTtype, NPeALecTByoLLY0 KIVHUYECKYIo
npakTuky, a Takxe Apyrne AaHHble. B HEKOTOpbIX ClyyasxX MOXeT BO3HUKHYTb HEOOGXOAMMOCTb NOMYYUTb AaHHble O
XMMUYECKOM COCTaBe, OCTaTOYHbIX MpoAykTax (Hanmpvmep npu npoueccax cTepunamsaumm), AaHHbIX 6UOI0orMYecknx mc-
NbITaHWUA.

C.2.2 Xumuyeckue cBoiicTBa matepranios

VHbopmaums, xapakrepusyroLwas XMMMYeckyto UAEHTUYHOCTb 1 BMONOTMYECKYO peakumio MaTepuanos, nonesHa
npn oueHke NpefycCMOTPEHHOTO NPUMEHEHWS/NPesyCMOTPEHHOTO Ha3HauYeHns MeguumMHCKoro usgenus. K dakropam,
CNOoco6HbIM MOBAMATL HA BUOMNOTMYECKY0 COBMECTUMOCTb MaTepuana, OTHOCAT:

- MAEHTUYHOCTb, KOHLEHTpaLWio, AOCTYMHOCTb M TOKCUYHOCTb BCEX COCTaBASIOLMX (Hanpumep f06aBoK, CPeAcTB
06paboTk1, MOHOMEPOB, KaTauIM3aTOPOB, MPOAYKTOB peakuuu);

- B/INSiHWE BMOJIOTMYECKOTO pacnafa 1 Koppo3uu Ha matepuasibl.

Ecnu npu npov3sogcTBe, 06paboTke, XpaHeHUy Uan gerpajgauuv matepvana MoryT 6biTb NPUMEHEHbI U obpa-
30BaHbl pearvpylowme uaM onacHble MHrpeAneHTbl, PEKOMEHAYeTCs pacCMOTPETb BO3MOXHOE BO3AENCTBME OCTaTou-
HbIX NPOAYKTOB. PN 3TOM MOXET BO3HUKHYTb HEOBXOAMMOCTb B MHGIOPMaLMN O KOHLEHTPaLMn u/uam BbilienadnsaHmm
OCTaTOYHbIX NPOAYKTOB. DTO MOrYT 6bITb 3KCNEPUMEHTasIbHbIE AaHHbIE NN MHOPMALMA O XMMWUYECKUX CBOCTBax npu-
MeHsieMbIX MaTepuanoB. Ecnv HeobxoaumMble AaHHble (Hanpumep JaHHble O MOIHOM XMMWUYECKOM COCTaBe) HefoCTyn-
Hbl N3rOTOBUTESIIO MO MPUYMHE KOH(UAEHLUMATBHOCTU, PEKOMeHAyeTca BepuduumMpoBaTh onpegesneHne CooTBETCTBUS
npuMeHsemMoro maTtepvasna B npegnonaraeMmoli cutyauum.

C.2.3MNpeapblayLmnii onbIT NPUMEHeHNs

PekomeHayeTca npoaHanv3vpoBaTh BCIO MMEIOLLYCA MHDOPMaLMIo O NpeabiayLeM onbiTe NPUMEHEHNS KaXao-
ro Matepviasia uam npeanonaraeMoin 4o06aBkn 1 0 BO3HMKLLMX NOGOYHLIX peakumuax. OgHako NpeabiayLwyi onbIT npuMe-
HEHVs1 MHrpefdueHTa uam maTepuana He BCerga MOXHO MCNOMb30BaTb B aHaNOMMYHbIX cnydasx. CnefyeT yuuTbiBaTb
npeaycMoTpeHHoe NpuMeHeHne/npeayCcMOTPEHHOE HasHadeHne, KOHLEHTpaUmMo UHIPeaneHTOoB 1 TEKYLLYH0 TOKCUKOSIO-
rmyeckyto HchopmMaupio.

C.2.4 flaHHble ucnbiTaHnii Ha 6ronornyeckyto 6e3onacHoCcTb

PykoBogsLme ykazaHUsi O TOM. Kakuve WCMbITaHUA npefHasHayeHbl A5 Kak4oro KOHKPETHOW cryyas npumeHe-
HuA, cogepxartcs B [5]. He06X0AMMOCTb UCMbITaHWUI CnegyeT paccMaTpuBaTh AJ18 KaX4Ooro criyyas oTAe/lbHO B CBeTe
MUMEILLMXCA AaHHbIX, YTOObI n3bexarb NpoBefeHUs HeobA3aTesbHbIX UCTbITaHWiA.
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MpunoxexHvne D
(cnpaBo4Hoe)

MprMepbl BO3MOXHbIX ONACHOCTEN U CONYTCTBYO LW UX (DaKTOPOB,
CBSAA3AHHbLIX C MEAULNHCKUMUN N3LENUSMM

D.1 O6Lwme nonoxeHus
Hacrosiee npuioxeHne cofepXut nepeveHb BO3MOXHbIX ONMACHOCTeW U CONyTCTBYIOLWMX (PakTOPOB, CBA3AHHbIX
C MeAVLMHCKUMY U3AemamMu. STOT NepeyeHb He ABASETCA UCYEPMNbIBAIOLLMM, OAHAKO MOXET MOMOYb UAEHTUNLMPO-
BaTb OMACHOCTU, CBSI3aHHblE C KOHKPETHbIM MeAULIMHCKAM WU3fennem.
D.2 SHepreTnyeckme onacHoCTU 1 CONYTCTBYIOW e DaKTOPbI
K aHepreTWyeckMm onacHOCTSIM 1 CONYTCTBYIOLWMM (hakTopam OTHOCSAT:
- 3/IEKTPUYECTBO:
- Tennory;
- MEXaHU4eCKyo Cuny:
- NOHW3MPYIOLLYIO pagnaLmio;
- HEMOHU3MPYIOLLYIO pafnaLmio:
- ABUXYLLIMEC YacTu;
- HenpegycMOTPEHHOE [BWKEHWUE;
- B3BelUeHHbIe BellecTsa;
- 0TKa3 u3genus, NnoAAepXuBatoLero X13Hb nayneHTa:
- faBneHne (Hanpumep Npu paspbiBe COCYAO0B);
- aKycTU4ecKoe AaB/ieHue;
- BUbpaumio;
- MarHuTHble Mons (Hanpymep SAEPHO-MarHUrHbIA Pe3oHaHC).
D.3 bruonoruueckme onacHoCTW 1 CONyTCTBYOLLME (DaKTOPbI
K 610/10rM4eckMm OnacHOCTAM W COMYTCTBYIOLMM (hakTopam OTHOCHT:
- buonornyeckoe 3arpsisHeHve:
- BMONOrNYeckyt0 HeCOBMECTUMOCTb;
HeafeKBaTHbIi XMMUYECKUiA cocTas;
TOKCUYHOCTb;
aiepreHHoCTb;
MyTareHHOCTb:
OHKOTeHHOCTb;
repaToreHHoCTb:
KaHLLepOoreHHoCTb;
NOBTOPHYIO U/MIN NEePEKPECTHYIO MHAIEKLWIO;
MUPOreHHOCTb;
Hecnoco6HOCTb NOAAEepXNBaTb MrMeHnyeckyto 6e3onacHocTb;
BbIPOXAEHWe.
D.4 OnacHocTU, CBA3aHHbIE C OKpYXatoLLell Cpefjoi,  conyTCTByoLne hakTopbl
K onacHOCTAM, CBAA3aHHbLIM C OKpYXatoLLeil cpefoid, 1 CoNyTCTBYIOLLMM (daKTopax» OTHOCAT:
3/1EKTPOMArHuTHbIE MNOSS:
BOCMPUMMUYMBOCTb K 3/1EKTPOMAarHUTHOW MHTEpdepeHLun:
SMUCCUIO 3/1EKTPOMArHUTHON MHTepdhepeHLmm;
HeafileKBaTHOE 3/1EKTPOMNUTaHNE;
HeajieKBaTHy0 nojavy xnafareHTos;
XpaHeHne nm paboTy B HEMpeyCMOTPEHHbIX NMPOU3BOLCTBEHHbIX YC/I0BUAX;
HEeCoOBMEeCTUMOCTb C APYTUMW U3AeMAMM, C KOTOPbIMU NPefyCMOTPEHO NpYMEHEHME;
cnyvaliHoe MexaHM4eckoe MOBPEXAEHNE;
3arpsisHeHne NO6OYHLIMM NPOAYKTaMU MPUMEHEHWUS WWAN YyTUAN3ALUA MEAULIMHCKOTO WU3Aenuns.
D.5 OnacHocTH, BO3HMKalOLMe BCNeACTBME HeaeKBaTHOrO BbIX04a 3HEPrun 1 BbleIeHNs BellecTs
K onacHOCTAM, BO3HMKAIOLLMM BCEACTBME HeafeKBaTHOro BbIX04a 3HEPrUW U BblAE/eHNs BELEeCTB, OTHOCAT:
- 3/1eKTPUYECTBO:
- paguaumio:
- 06bewm;
- [aBneHue;
- nofjavy MeAMLMHCKUX ras3os;
- nogavy aHeCTeTUKOB.
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D.6 OnacHocTU, CBA3aHHbIe C MPYUMEHeHneM MeANLIMHCKOro U3Aenus, n ConyTCTBYyOLL e hakTopsbl

K onacHoCTsiM, CBA3aHHbIM C MPYMEHEHVNEM MEAVLIMHCKOTO W3AeNNs, 1 COMyTCTBYIOLWMM (hakTopam OTHOCAT:

- HeafleKBaTHY0 MapKUPOBKY;

- HeajekBaTHble UHCTPYKUWW MO 3KcnayaTauun, HanpuMep:

1) HeaiekBaTHYIO cneunrKaLmMio NPUHAAIEXHOCTEN, NPUMEHSEMbIX C MEeANLIMHCKUM M3Ae/IMeM.

2) HeafekBaTHOE OMNVCaHWe npeasapuTeNibHbIX MPOBEPOK.

3) Ype3mMepHYH CIOXHOCTb MHCTPYKUMIA NO 3KCnnyaTaumu.

4) HeaflekBaTHOe OMMCaHVe OKasblBAEMbIX YC/YT W TEXHUYECKOTO 06CAYXMBaHWS;

- aKcnyaTaumio U3fgennst HeKBaIMULMPOBaHHbIM, HEOBYUYEeHHbIM NepCOHaIOM:

- 060CHOBAHHO MPOTHO3MPYyeMOe HenpaBu/ibHOe NPYMEHEHNE;

- He0CTaTO4YHOE NpeaynpexaeHe 0 NoboYHbIX ahdekTax;

- HeaZiekBaTHOe npeaynpexaeHne 06 OMacHOCTAX NMOBTOPHOTO MPYMEHEHNS O4HOPa30BOr0 MEeAWLIMHCKOrO n3fe-
nms;

- HEKOPPEKTHOe U3MepeHue W Apyrie MeTposiornyeckue acnekTbl {Hanmpumep UCMONb30BaHWe HecTaHAapTU30-
BaHHbIX eAVHUL, U3MEPEHUs, HearTecroBaHHbIX NpuM6GopoB);

- HECOBMECTUMOCTb C PacxoAHbIMU MaTepuanaMu/MpuHaAneXHoCTAMN, APYTMMU MeSULMHCKUMN U3LeNNsaMK;

- OCTpble Kpasi WA HaKOHEYHUKN.

D.7 HecooTBeTCTBYIOL M1, HEAAEKBATHbI UK YpEe3MEPHO CMIOXHbIA MHTepdelic nonb3oBatens (06MeH MH-
cdhopmavmeli Mexay Yes10BeKOM 1 MaLlUUHOM)

K HecooTBeTCTBYlOLLEMY, HEAEKBATHOMY WM YpE3MEPHO CIOXKHOMY MHTEpChelicy Mosb30BaTens OTHOCAT;

- OWWGKN 1 3abnyxaeHNs;

- YNyLEHNS 1 OWNGKN NPYU KOTHUTVBHOM BOCMPOM3BEAEHNN;
npomaxm 1 npocyeTbl (YMCTBEHHbIE 1 (hU3NYecKme);
HapyLUeHNe U CoKpaLLeHne UHCTPYKLMIA, npoueayp;
CNOXHYIO UM 3anyTaHHY0 CUCTEMY yrpaB/eHus;
Heo[IHO3HaYHOe WM HESICHOEe COCTOSIHUE W3Aenis;
HeoAHO3HauYHOe WK HesiCHoe MNpejCTaB/ieHne yCTaBoK, U3MepeHuii unu Apyroi nHgopmMaumu:
HenpasW/bHOE NpefcTaB/ieHre pe3y/bTaros;
HefoCTaTOuHble BUAVMOCTb, C/BILLMMOCTb UM TaKTUILHOCTD;
HeHaJlexallee pacrnosioXeHVe 3/1IEMEHTOB yNpaB/ieHns AeACTBUAMU U npeacTaBneHne nHopmauum o pe-
a/IbHOM COCTOSIHUMK;

- PeXuMbl UK PacrnoiOXEHNE 3/IEMEHTOB, NPOTUBOPEeYaLlMe NMetoLLeMyCcs 060pyA0BaHMIO.

D.8 OnacHocTu, BO3HMKaOLWMe Npu PyHKLMOHaIbHOM OTKase, B NpoLecce TeXHUYeCKoro 06cnyxmnsaHus, npu
cTapeHun, v conyTcTBytoLne hakTopbl

K onacHoCTsiM, BO3HMKaWOLMM Npy yHKLMOHAIbHOM OTKase, B NpoLiecce TeXHWYeCKoro 06CyXnMBaHus, npu
CTapeHW, v CoMyTCTBYIOLMM thakTopam OTHOCST:

- OWMOKM Npu Nepefaye AaHHbIX;

- OTCYTCTBME UM HEafeKBaTHOCTb MHCTPYKLMI MO TEXHUYECKOMY 06CYXMBaHWIO, BK/IOYasA HeafeksaTHoe onwvca-
Hue hyHKLUMOHa/IbHBIX MPOBEPOK MOC/Ee TEXHUUYECKOTO 06C/TYXUBaHUS;

- HeaJlekBaTHOe TeXHUYecKkoe 06CMyxXuBaHUE;

- OTCYTCTBME afjeKBaTHOrO OMnpejesieHnst OKOHYaHMA Cpoka aKcnayatauun MeguLuHCKOro U3fenns;

- MOTepio AN3NIEKTPUYECKOI. MEXaHUYECKON LieNoCTHOCTY;

- HeafleKBaTHYI0 YNakoBKy (3arps3HeHvie umau nopyy MeauLUHCKOro usgenus);

- MHOTOKpaTHoe MpVIMeHEeHNe V>WW HenpaBOMepHOe MOBTOPHOE MPUMEHEHWE;

- yXyALleHue yHKLMOHa/IbHbIX CBOWCTB (Hanpumep nocTeneHHoe Cy)eHue marmctpaneii Ans xugkoctrasa wim
M3MeHEeHNe COMPOTUB/IEHNSI MOTOKY, 3/1EKTPUYECKO NPOBOAMMOCTH) B pesynibTare MHOTOKPaTHOro MpUMeEHEHUS.
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MpunoxexHve E
(cnpaBo4Hoe)

KoHuenuun pucka, NPUMEHUMbIE K MEAULUHCKAM N34ennsm

E.1 OnpepeneHne pucka

[na onpefeneHus pyucka MOXHO WMCMOMb30BaTh pPas/iMyHble MeToAbl. HacTosAwmii ctaHaapT He TpebyeT npume-
HEHNA Kakoro-mbo KOHKPeTHOro meTofa, Ho TpebyeT onpefeneHus pucka (cm. 4.4). KonnyecTBeHHOe onpefeneHve
prcka BO3MOXHO MPU Ha/IMYMN HEOBGXOAUMbIX AaHHbIX. MeToAbl KOMYECTBEHHOTO ONpefesieHns pucka MoryT MpocTo
3aKnoyaTbeca B afantauum KayecTBEHHOTO MeToda WM NPUMEHEHUN Kakoro-imbo anibTepHaTVBHOTO Noaxopa.

Mprmep cxemaTnyeckoro NpeacTaB/ieHNs PUCKa, MOKa3aHHbIA Ha pucyHke E.1, MOXeT 6biTb MCMOMb30BaH Kak
4yacTb KayeCTBEHHOro MeToAa onpefeneHus pucka. PucyHok E.1 BknoueH B CTaHAAPT TONbKO B KAYECTBE WUNMOCTPaLMn
MeTofa. ITO He 03HaYaeT, YTO Takoe cXxemaTuyeckoe NpeacTaB/eHVe NPUMEHSIOT AN MeAULMHCKUX n3genuii noBceme-
CTHO. Ecnn gnsa onpefeneHns pucka UCMob3ylT MeTof CXeMaTU4ecKoro npefcTaB/ieHus pucka, To pekoMeHayeTcs
060CHOBaTb MPUMEHEHNE CXEMaTU4EeCKOro NpeacTaB/ieHNss KOHKPETHOrO pucka U NPUBECTU €ro MHTepnpeTaumio.

KoHuenumsa pucka aBnseTcs KoMOuHaumein AByX cnefyowmx KOMMNOHEHTOB:

- BEPOSATHOCTN NPUYMHEHWA Bpeaa, TO eCTb BO3MOXHOW YaCTOTbl €70 MPUYUHEHNUS;

- NOCNeACTBUIA NPUYMHEHHOTO BPeAa, TO €CTb ero TAXECTU.

Mpu onpefeneHun pucka pekOMeHAYeTCs paccMaTpuBaTh MHULMMPYIOLLME NPOUCLLIECTBUS UM OBCTOSATENLCTB],
nocnefoBaTeNIbHOCTb HeXenaTesbHbIX COObITUIA, Mobble CMArYatoLLme akTopbl, a Takke XapakTep 1 4acToTy BO3MOX-
HbIX BPEAHbIX NOCNeACTBUA MAEHTUOMLIMPOBAaHHBIX OnacHocTel. Puck cnegyet onpeaenstb B TEPMUHAX, 061eryaroLLmx
NPUHATUE PEeLLEHW NO ynpasBfeHNI0 pUckoM. Mpu aHanse pucka peKOMeHAYeTCs ero KOMMOHEHTbI, T.e. BEPOATHOCTb 1
TAXeCTb, paccMaTpuBaTb pasfesibHo.

E.2 BepoATHOCTb pucka

E.2.1 YpOBHM BEPOATHOCTU pucka

B KOHKpeTHbIX 06CTOATENLCTBAX, NPW HAMYMN [0CTATOYHOIO KOMYECTBA AaHHbIX NPeanoYTUTeNbHbIM ABNseTcs
pasgeneHve ypoBHell BEPOATHOCTU pucka MO KOIMYECTBEHHbIM XapakTepucTukam. Ecim aTo HeBO3MOXHO, M3roTOBU-
Tefb JO/MKEH NPUBECTM ONUCaHWe No KayeCTBEHHbIM NpusHakam. Mpu pasgeneHnn ypoBHel BEPOSTHOCTM pucka no
KauyeCTBEHHbIM MpU3HaKaM W3roToBUTE/Ib MOXET UCMO0/Ib30BaTb AECKPUNTOPLI, NpefHasHavyeHHble A5 KOHKPETHOro
MeAMLUMHCKOrO n3genms. dakTmueckn 3To NoHATVE NpeacTaBnsieT cob0i KOHTUHYYM, OAHAKO Ha NpakThKe MOXHO npw-
MeHATb KOHKPETHOE YMC/0 YPOBHEW. B 3TOM criyyaB M3roToBUTE/b yCTaHaB/IMBAeT HEOOGXOAMMOE YMC/I0 YPOBHEN 1
cnoco6 nx onpegeneHns. YpoBHW BEPOATHOCTU puUcka MOryT 6biTb BblpaXKeHbl OnucaTenbHbIMW onpeseneHnsamMn (Ha-
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npuMep «HeBepoATHas», «MaslOBEPOSATHAsA», «HEe3HauNTeNbHas», «ChyvaiiHas», «BeposTHas», «4yacTas») Wan CUMBO-
namun (P1, P2 n t.4,).

Mpw onpegeneHun ypoBHeli BEPOATHOCTU paccMaTpyBatoT UHULMKPYIOLLME COObITUA 1 0BCTOATENBLCTBA, a Takke
nocnefoBaTe/lbHOCTb HeXenaTebHbIX COObITUIA. Mpn 3TOM OTBEYAIOT Ha BOMPOC, BO3HUKAET /I ONACHOCTb!

- NpW OTCYTCTBUW OTKa3a uU3fenus;

- B C/lyyaB 0TKa3a;

- TO/IbKO NP YCNOBUM MHOTOKPATHbIX OTKA30B.

YpoBeHb BEPOATHOCTU KaxOro NMPOUCXOASALLEr0 HeXenareslbHOro cobbiTUsA ONpefensioT Ha CTagunm naeHTndu-
Kauum onacHocTu. [lns onpefeneHnst ypoBHA BEPOATHOCTU pucka 06bIYHO MPUMEHSIOT crefytoLye Crocobbl:

- UCMO/Ib30BaHNE COOTBETCTBYIOLLMX AaHHbIX NPeAblAyLLero onbita NPUMeHeHNs:

- MPOrHO3MpoBaHMe BEPOSITHOCTU PUCKA C MOMOLLbIO aHaIMTUYECKUX 1 MOAENMPYIOLLIMX METOAOB;

- WCMOJIb30BaHNE 3KCMEPTHbIX OLIEHOK.

Bce 371 cnocobbl MOXHO NPUMEHATb Kak Mo OTAE/IbHOCTU, Tak U COBMECTHO. lNepBble ABa cnocoba [ONOHSIT
Apyr apyra. Tam, rae BO3MOXHO, pekoMeHAyeTcs NpUMeHATb 06a cnocoba. B aTom cnyyae nx MOXHO MCnonb3oBaTh ANs
He3aBMCUMbIX NepeKpPecTHbIX NPOBEPOK, YTO MO3BOMUT MOBbLICUTHL AOCTOBEPHOCTb pe3ynbTartoB. Ecim aTm cnocobbl He
MOryT 6bITb UCNONb30BaHbI UM ABAAKOTCA HELOCTATOYHLIMU, MOXET BO3HUKHYTb HEOOXOAMMOCTb B 3KCMEPTHLIX OLEH-
Kax.

HekoTopble 0NacHOCTM BO3HWKAIOT BCNELCTBME CKOpee CUCTeMaTUYecKUX, Yem CryvaiiHbix 0TKa3oB (Hanpumep
OMacHOCTU, BbI3BaHHbIE OTKa3aMu NPOrpaMMHOro 06ecrneyveHuns, CBsidaHbl C CUCTeMATUYeCcKMMK OoTkasamu). Cuctema-
TUYeckne oTKasbl paccmoTpeHbl B E.4.3.

E.2.2 YpOoBHM TAXECTU pUcka

Mpn pasgeneHun ypoBHe TSXECTW pucka Mo KauyeCTBEHHbIM Npu3HakaM WM3roTOBWUTENb MOXET WUCNoNb30BaTb
[EeCKPUNTOPbI, NpefHa3Ha4YeHHble A5 KOHKPETHOro MeAWUMHCKOro usgenus. daktuyecku 370 NoHATME npeacTasnser
€000V KOHTUHYYM, OfHAKO Ha MpakTUKe MOXHO NPUMEHSITb KOHKPETHOE YMCOo YpOBHe. B aTom cnyyae msrotosutenb
yCTaHaB/MBaeT HEO6X0AMMOE YNC/I0 YPOBHEN 1 cnocob 1x onpeaeneHns. YPoBHU TSHXKECTU pUcka MOTYT GbiTb BbIPaKeHb!
onucatenbHbIMW onpefeneHnaMn (Hanpumep «nNpeHebpexnMo Manas», «He3HauuTeNbHas», «KpUTUYecKas», «cepb-
e3Has». «KaTacTpodmyeckasn») uam cumsonamu (SI. S2 v Tui,).

M3roToBuUTENb [OMKEH MPUMEHATb pa3fenieHne Ha YPOBHU TSXECTU pucka K KOHKPETHOMY MeAMLMHCKOMY u3ae-
JINI0 C YY4ETOM KaK KpaTKOCPOYHbIX, TaK 1 AONTOCPOYHbIX 3hIeKTOB.

E.3[0nycTuMmblit puck

E.3.1 O6wwme nonoxeHuns

HacToswwin ctaHgapT He ycTaHaBAMBaeT yPOBHU A0NYCTUMOrO pucka. MeToapbl onpegeneHns 4onycTUMOro prcka
BK/THOHAIOT B Ce6S:

- NPUMEHEHVe CTaHAapToB, YCTaHaBAMBAOLLMX TpebOBaHNSA, COOTBETCTBME KOTOPLIM AO/MKHO CBUAETENLCTBOBATb
0 AOCTWXKEHUW [ONYCTVMOTO pucka ANs MEAULVMHCKUX U3Le/NiA KOHKPETHbIX BUOB M KOHKPETHBIX PUCKOB;

- UCNONHEHNe COOTBETCTBYIOLLMX PYKOBOAALLMX YKa3aHWI, Hanpumep TeX. KOTopble NPUMEHSAIOT B KOHLENUMA eaun-
HWYHOrO OoTkasa (nogpobHee cm. [7J, 9.10);

- CpaBHeHWe YpoBHel A0NyCTMMOrO pucKa, M3BECTHbIX MO YXe NPUMEHSIEMbIM MEAULMHCKAM U3LENNSAM.

Puck pekoMeHAyeTcs cuutaTb AOMYCTUMbIM, TOIbKO €C/IM OH Masl MO CPAaBHEHMIO C OXWAAEMON NOJb30N.

J1to60iA pUCK MOXHO OTHECTW K O4HOIN U3 Tpex obnacreit:

1) WYPOKO AONYCTUMOTO PUCKA;

2) MUHUMANIbHOTO MPaKTUYeCcKN AOCTUXMMOro pucka:

3) HeJonycTUMOro pucka.

MpyMep cxemaTnyeckoro n3obpaxeHns Tpex obnacTeil pucka npeacTasneH Ha pucyHke E.1. MoHsATre Tpex obna-
CTeil pucka [OMKHO ObiTb MPUMEHEHO K KOHKPETHOMY MeAWLMHCKOMY W3AEeNuIo.

MprMepbl KONMYECTBEHHOTO OnpeaesieHnst BEPOSTHOCTM U TSXKECTU pUCKa MOXHO HaliT B HEKOTOPbIX CTaHaap-
Tax. ykasaHHbIx B (7J— [9]. (12). Monb3oBartensM HacTOsILLEro cTaHAapTa pekoMeHayeTcs onpeAensiTb YypOBHA BEPOSATHO-
CTU U TSXKECTU pUcka B OTHOLLEHUWN COBCTBEHHBIX Cly4aeB NPUMEHEHNS.

E.3.206nacTb LWWMPOKO AONYCTUMOTO pUcka

B HeKOTOpbIX C/ly4asix OLEeHMBAEMbI PUCK HACTO/ILKO MaJl MO CPABHEHUIO C APYTVIMU PUCKAMK U C TOUKM 3pPEeHUs
nonb3bl OT NPUMEHEHNSA MEAMLMHCKOro U3Aenns, 4To UM MOXHO NpeHebpeyb. B Takux cnyyasx puck SBnseTcsa AonycTu-
MbIM U HET HEOBXOAMMOCTU B MPUHATUM aKTUBHbLIX MEP MO ero ynpasfeHuto.

E.3.306n1acTb MUHUMaNbLHOrO NPaKTUYeCKN JOCTUXXUMOTO prcka

MOXHO NpeAnonoXuTb, Y4TO 060K PUCK, CBA3aHHBI C MEAULMHCKUM M3fenveM, SIBAsSieTCS AONyCTUMbIM Npu
HanMuum ynyudlleHns NPporHo3oB A1 naumeHTa. Ho Takoil noaxon CNyXuT onpasgaHnem Ans NPUHATUS HEO60CHOBaHHO-
ro pucka. J1to60ii puck cnefyeT yMeHbllaTbh 40 MAHUMAIbHOTO NPaKTUYeCKU AOCTMXKMMOTO YPOBHSI C YYETOM MOJb3bl OT
NPUHATUA pUCKa, a TakkKe BO3MOXHOCTU U Lie/1ecoo6pasHOCTU ero AaslbHelLlero yMeHbLUeHus.

K Lenecoobpa3HoCT OTHOCAT CMOCOBHOCTb M3TOTOBUTENS YMEHbLUNTL pUcK. LienecoobpasHocTb MMeeT fBe Co-
CTaB/iAoLLMeE:

a) TEXHUYECKYIO;

b) 3KOHOMUYECKYIO0.
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K TexHuueckoli LenecoobpasHOCTM OTHOCAT CMNOCOOHOCTb M3rOTOBUTENSA YMEHbLUUTL PUCK 6e3 yyeTa 3arpar.
K akoHOMUWuecKoii L,enecoobpasHOCTV OTHOCAT CNOCOBHOCTb M3rOTOBUTENS YMEHbLUNTL pUCK 6e3 npeBpalleHus marte-
pvanbHoro obecnevyeHnss NPON3BOACTBA MEAWLMHCKOTO U3Aenns B 3KOHOMUYECKN HEOBOCHOBaHHLIN NpPoekT. dakTopbl
CTOMMOCTM ¥ AOCTYMHOCTW paccMaTpuBatoT Npu peLleHnr Bonpoca o0 TOM, Kakve Mepbl LenecoobpasHbl B TOW CTeneHu,
B KaKOW OHW BAMSAIOT Ha COXpaHeHue, nogaepXaHue uam ynyJlleHve 340poBbs YesioBeka.

O6bIYHO OCHOBHblE PUCKW CnefdyeT YMeHbluaTb JaXe NpW 3HauuTeNbHbIX MaTepuasibHbIX 3aTtpatax. Ecnm peub
naeT 06 061acT LWMPOKO AOMYCTUMOIO PUCKA, MOXHO CHUTATL [OCTATOUYHbLIM JOCTUXEHUE ONTUMAa/IbHOTO COOTHOLLEHNS
puck/nonb3a.

E.3.4 O6nacTb He4oMNyCcTUMOro pucka

HekoTopble puckv Npu OTCYTCTBMM BO3MOXHOCTU MX YMEHbLUEHVS MOXHO paccMaTpuBaTb Kak HefonycTuMble B
nobom cnyyae.

E.3.5 PelueHuns o 4oNyCTUMOCTN pucka

Heo6xoAnMo 4eTKo pasrpaHuyvBaTb PUCKWU, KOTOPble Tak Masibl, YTO HET HEOO6XOAMMOCTU B UX PACCMOTPEHWUU, U
puyCKW, KOTOpble GOMbLUe NEPBbLIX, HO AOMYCTUMbI BBUAY OXWUAAEMON NOJMb3bl U HELENecoo6pasHOCTN UX YMEHbLLIEHUS.
Mocne naeHTUMKaLMM 0NacHOCTU W onpeAenieHns prucka HeobXo4UMO PELLUTDL F1aBHbIVi BONPOC — SBASIETCS /N PUCK
HaCTO/bKO HU3KMM, YTO €r0 MOXHO He paccmaTpuBaTtb W. C/iefoBaTeibHO, He YMeHbluaTb. 3TO peLlleHne A0/MKHO bbIiTb
NPUHATO ANA KaxXAol OMacHOCTW.

Ecnv Ha nepBoM aTane NPUHMMAIOT PeLUeHue, YTO PUCK He SABNSETCH NPeHe6pPexuMo MasibiM, TO CeayoLwum
3TanomM 6yfeT paboTa No YMEHbLUEHUIO pUCKa. YMeHbLUEeHWe pucka MOXeT ObiTb LenecoobpasHbiM nan Heuenecoob-
pasHbIM. HO 3TOT BOMPOC CnefyeT paccMatpusarb. Ha BTOPOM aTane BO3MOXHbI CiefytoLmne BbIBOAbI:

- MPVHATUE OAHOW 1N 6onee Mep Mo YMEHbLUEHUIO PUCKa MOXET YMEHbLUUTb PUCK 40 YPOBHS, NPY KOTOPOM He
6yfeT Heo6X0ANMOCTH B €ro AasibHelillemM paccMOoTpeHuy;

- He3aBWCMMO OT TOr0, BO3MOXHO WAN HET HEKOTOPOE YMEHbLUEHME pUCKa, ero yMeHbLUeHWe A0 YPOBHSA, npu
KOTOPOM HeT Heob6XOAMMOCTU B €ro paccMOTpeHun, 6yeT HelenecoobpasHbiM.

B nocnesHeM cnyyaB pUCK PEKOMEHAYETCA YMEHbLUUTL A0 MUHUMAILHOTO MPaKTUYeCcKn AOCTUXUMOrO YPOBHS, a
3aTeM CPaBHWTb BO3MOXHbI PUCK U OXuAaemyro nonb3y. Ecim nonb3a npeBbilaeT puck, TO PUCK MOXHO cuMTaTb
ponycTumbiM. Ecnv nonb3a He npeBbIwaeT pUCK, TO PUCK CHATAIOT HEAONYCTUMbIM ¥ OT NPOEKTa crieayeT OTKasaTbCes.

HakoHel, korga BCe pUCKM MpU3HaHbI AONYCTUMbIMW, OLEHMBAIOT MOJHbLIA OCTATOUHbIA PUCK A5 TOro, YToObI
y6eauTbCca B COXPaHEHWUM ONTUMasIbHOTO COOTHOLLEHVSI MeXAY BO3MOXHbIM PUCKOM W OXUAAeMOW NOb30iA.

Takum 06pasoM, ecTb Tpy Npobriembl, TpebyloLwye NPUHATUS PELLEHNS, KOrAa BO3HUKAKOT CrefyoLye Bonpoch! O
[0MyCTUMOCTN PUCKOB:

1) ABNSETCA NN PUCK HACTOMBKO HU3KUM, YTO HET HEOBXOAUMOCTU B €ro PacCMOTPEHUN?

2) ecTb /1 ele NPUYMHbI 41 PACCMOTPEHUS PUCKA WM XKE PUCK HACTOMbKO Maul. HACKOJIbKO 3TO MPaKTUYecKu
[OCTMXMMO, N OXnaaemas nofb3a ero nepeseluvsaeT?

3) [OCTUIHYTO NN 06LLee ONTUMasIbHOE COOTHOLLEHUE MEXAY BCEMU PUCKAMU U BCEN OXWMAAEMOl NOMb30i?

E.4 MpuumHbl 0TKA30B

E.4.1 Bupgbl 0TKa3oB

OnacHble cuTyauum MoryT 6biTb CiefcTBMEM OTKasa cuctembl. CyLecTBYIOT ABa BO3MOXHbIX B/Aa OTKa30B:

1) cnyvaiiHble;

2) cuctemartunyeckme.

E.4.2 CnyyaiiHblil oTKas

Cratuctnyeckas BepOSTHOCTb OTKa3a MOXeT 6bITb onpefenieHa A1 MHOTMX cobbITUi (Hanpymep, BepOSTHOCTb
oTKasa y3na 4acto onpefensioT NCXOAA U3 BEPOATHOCTEN OTKka3a ero KOMNOHEHTOB). B aToM cnyyae BEpPOSTHOCTU OTKasa
MOXeT ObITb MPUCBOEHO LnhpoBoe 3HaueHne. OCHOBHbIM MPeAnosIoKEHNEM ABSETCA CyvaliHblli XxapakTep OTKa3oB.
MpUHATO cunTaTb, YTO OTKa3bl annapaTHOro obecneyeHnss MOryT HOCUTb ClyHaiHbIil N cucTeMaTUYecknii xapakrep, a
oTKasbl NPOrpamMMHOro o6ecneyeHnst - CUCTEMATUYECKWIA XapakTep.

E.4.3 Cuctemartunyeckuii otkas

CuctemaTuyeckvie oTkasbl BO3HUKAIOT MPU OCYLLECTB/IEHUMN N1H060r0 BUAA AEATENTLHOCTU U ABNSAIOTCS pe3y/ibTaTtoM
OWKN6OK (BKMtOYAA OLUMOKM BbIMOMHEHUS WM HEBLINOIHEHWS), KOTAa ONpeAesieHHbIe COYETaHUst BXOAHbLIX AaHHbIX WUan
OKPY>aIOLLMX YCNOBWIA MOTYT NPUBECTM K OTKasy.

OwWwwn6KN, NpMBOASALLME K CUCTEMATUYECKAM OTKa3am, MOTYT BO3HWMKHYTb Kak B annapaTrHoM, Tak ¥ B NporpaMMHOM
obecneyeHnn B Nt06O MOMEHT B npoLecce paspaboTkn, U3rOTOBMEHWS WM TEXHUYECKOTO 06CNYXNBAHUSA MeAULMHCKO-
ro n3genus. Mpumepamy cucTeMaTuyeckux OTKasoB ABMAKOTCA C/yvaun, Korga:

a) HeBEpPHO paccuuTaHHbIA NNaBKWii NpefoxpaHuTeNlb He NO3BONSET NPefoTBPaTUTL ONAacHyl cutyauuto. Mapa-
MEeTpbI N/1aBKOro NpeAoxpaHuTensi Moriv 6blTb HEBEPHO OMpejeneHbl, HenpaBuIbHO YCTaHOB/IEHbI NPY U3TOTOB/IEHNN
UM HeNpaBu/IbHO 3aMeHeHbl MPU PeMOoHTe;

b) NPUMEHEHNE HECOOTBETCTBYIOLEro mMaTepuasia npu 3ameLleHnn Ta3obepeHHOoro cyctasa NpuBOAUT K ypes-
MepHO BbICTPOMY M3HOCY U NPeXAeBPEMEHHOMY 0TKasy MMMiaHTata TazobefpeHHOro cycrtasa. MNprUMeHeHHbIi maTepu-
an mor 6bITb HEBEPHO crneuudmnLMpoBaH UM HEBEPHO WCMOMb30BaH NP U3roTOB/IEHUM UMMNIaHTaTa (Hanpuvep 3akas
HEeCOOTBETCTBYIOLLEro MaTeprasia y NocTaBLLnKa);
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c) B 6ase JaHHbIX NPOrpamMMHOro obecneyeHns He NPeaycMOTPEHO COCTOSHME 3anosIHEHHON 6a3bl AaHHbIX. Ecnn
6a3a faHHbIX 3anosiHeHa, HesICHO, YTO AenaTb NporpamMmMHOMY obecneyeHunto. Bo3MoXHbIM NOceACTBMEM MOXET CTaTb
yAaneHue cyLlecTBYOLMX 3anuceii 13 6asbl AaHHbIX C LeNblo 0CBO6OXAEHUS MecTa 4151 HOBbIX 3anuceil.

TouHoe onpejenieHne YacToTbl CUCTEMATUYECKVX OTKA30B 3aTpyAHUTENIbHO. DTO CBsi3aHO, B NepBYyl0 o4yepeab, CO
cnesylowyMn npuyMHamm:

a) U3MepeHne YacToTbl CUCTEMATUYECKMX OTKA30B TpebyeT 60/bLIMX 3aTpaT Tpyaa W AeHEeXHbIX cpeacTs. [JocTu-
XEHWEe MpPUemIeEMOro YpoBHSA AOCTOBEPHOCTY pe3y/ibTaTtoB HEBO3MOXHO 6€3 U3MEPEHWUS 4YacTOTbl OTKA30B B TeUYeHue
L/TENBHOTO BpeMEeHU:

b) HEe AOCTWUIHYTO Cornlacme No KOSIMYECTBEHHOMY METOAY OnpefesieHNs YacToTbl CUCTEMATUYECKMX OTKA30B.

B Tex cnyyasx, Korga Ansi onpeseneHusi CUCTEMATUYECKUX OTKA30B He [TIOKET ObIThb YCTAHOB/IEH COOTBETCTBYHLLIMIA
YPOBEHb JOCTOBEPHOCTU, MEHEMKMEHT pUCKa PEKOMEHAYETCS OCYLLEeCTB/ATb, UCXOAA W3 TSHKECTV Bpeaa, MPUYMHSEMO-
ro KOHKPETHOI onacHocTblo. MepBoHaYasibHoe onpefeneHne prucka BO3HUKHOBEHUSI CUCTEMATUYECKMX OTKA30B creay-
€T OCHOBbIBaTb Ha MPeANoIOKEHNN, YTO CUCTEMATUYECKUIA 0TKa3 NPOUCXOAWT C HEMPUEMIEMO YacTOTO.

CylLlecTByeT B3ayMOCBS3b MEXAY Ka4eCTBOM NMPUMEHSIEMbIX MPOLLECCOB PaspaboTKyM 1 BO3MOXHOCTbIO BO3HUKHO-
BEHWSI UM HEBbISIB/IEHWSI CUCTEMATMYECKOTO OTKasa. YacTo LenecoobpasHo onpefennTb He06XxoAMMoe KayecTBo Npo-
uecca pa3paboTkm C yYETOM TSXECTW MNOCNEACTBUIA CUCTEMATUYECKUX OTKA30B W Pe3y/ibTaTUBHOCTW BHELLHUX Mep no
yNpaB/EHNIO PUCKOM. YeM TshkeneB NocnefCcTBUS U MeHbLUE Pe3y/IbTaTUBHOCTb BHELUHVX Mep MO YNpaBfieHUt0 pUCKOM,
TEM BblILIE AO/MKHO BbITb KAYECTBO npoLecca pa3paboTku.
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Mpunoxexve F
(cnpaBo4Hoe)

MHopMauus o MeTogax aHanmsa pucka

F.1 O6wwme nonoxeHns

HacTosiLee npuioxeHne CoAepXUT PYKOBOAALLME YKa3aHUsi OTHOCUTE/IbHO HEKOTOPbIX CYLLECTBYIOLNX METOL0B
BEPOSITHOCTHOrO aHanv3a 6e30MacHOCTU MeAWLMHCKOTro U3Aenuns, KOTopble MOXHO NPUMEHNATb cornacHo 4.3. 3Tm me-
TOAbl SABMSOTCA JONOMHUTENBbHBIMUY, U MOXET BO3HUKHYTb HEOGXOANMOCTb B UCMO/b30BaHUN HEKOTOPbIX 13 HUX. OCHOB-
HOV MPWHLMN 3aknyaeTca B NO3TANHOM aHann3e BO3MOXHbIX NOCNeACTBUlA npegnonaraemMoro cobbitus. bonee pe-
Ta/lbHble pasbACHeHUs npueefeHsl B [8].

F.2 AHanus xapaktepa 1 nocnefcTBUin 0TKa3oB

AHaM3 xapaktepa v nocneAcTBUli OTKa30B AB/AETCS, B NepByto oyepeAb, KayeCTBEHHbIM METOOM, C MOMOLLbIO
KOTOPOro cucTeMaTuyecku onpeaensaloT U OLEHUBAIOT NOCNeACTBUA OTKasa OTAE/IbHOTO KOMMOHEHTa MeAWLUHCKOro
n3genus. 3To MHAYKTUBHBIA MeToZ, UCMOMb3YIOLLMIA BOMPOC «YTO CAyYMTCS Ha BbIXOAE, €C/M ...?». KOMMOHeHTbl Meaun-
LIMHCKOro 13aenuna aHanusupyoT nocnefoBarebHo, O4uH 3a [pYruM, 4TO B OCHOBHOM COOTBETCTBYET YCM0BUIO €4UHNY-
HOro oTkasa. AHasIM3 NPOBOAAT B PeXUME «CHU3Y-BBEPX», T.€. NOCPELACTBOM Nepexoia K cnegytolemy, 6onee BbICOKOMY,
hYHKLMOHASTbHOMY YPOBHIO CUCTEMBI.

AHanu3 xapakrtepa 1 NocneacTsuii 0TKa3oB MOXET ObiTb pacluypeH 3a cYeT UCCeA0BaHUS CTENEHWN TAXECTU
nocnefcTBUlA, BEPOSTHOCTM X BO3HUKHOBEHWS 1 OGHAPYXXEHNS COOTBETCTBEHHO, M MOXET CTaTb aHa/IM30M Xapakrepa,
nocneAcTBUiA 1 KPUTUYHOCTM OTKa30B. [115 BbINOSIHEHWSA TaKOro aHasm3a KOHCTPYKUMA MeULMHCKOTO U3Aenvs Ao/mkKHa
6bITb N3BECTHA BO BCEX NOAPOBHOCTSAX.

AHanu3 xapaktepa 1 NocneacTBUil 0TKa30B MOXET ObITb MOME3HbIM METOAOM PacCMOTPEHNS OLWMGOK YenoBeka.
Takoil aHann3 Takke MOXHO MPUMEHSATb AN UAEeHTUdUKaLMM onacHocTel, NpefocTaBss TakuM 06pa3om LeHHble
BXO[Hble faHHble A5 aHann3a «apesa HeucnpasHocTel» (cm. F.3).

HepocTatku 3Toro metofa CBA3aHbl C TPYAHOCTAMU, BO3HMKAIOLWMMU NPU HASIMUYMK M3GLITOYHOW MHhopMaumK,
paccMOTPEHUM 1 BbINOSIHEHUW AEVCTBUIA MO PEMOHTY ¥ NPEBEHTUBHOMY TEXHUYECKOMY OBGCAYXMBaHUIO, a Takxe C orpa-
HWYEHHBIMW BO3MOXHOCTAIMW METOZAa B YC/I0BUSAX €AMHUYHOIO OTKasa.

Bonee nogpobHasa MHdopMaums No MeETOAaM aHann3a xapakrepa U nNocnefacTBuii 0Tkasos npuseseHa B (9).

F.3AHanus gpeBa HeucnpaBHoCTeN

AHanu3 gpeBa HeucnpaBHOCTeN ABAAETCS, B NepByto ovepeb, CPeACTBOM aHaM3a OnacHOCTeN, naeHTMnLmpo-
BaHHbIX C MOMOLLbIO APYrMX METOAOB; €r0 HAYMHAIOT C NOSIOXEHUA O HeXenaTeNbHOM NoCNeACTBUM, Ha3blIBAEMOM TaKxe
«rN1aBHbIM COBbITMEM». MeTOAOM feyKLUNK, HAUMHAA C [NTaBHOTO COObITUA, MAEHTUMNLMPYIOT BO3MOXHbIE NPUYKHBLI UK
XapakTepbl 0TKa30B, Bbi3blBaOLLME HeXenaTesnbHble NocneAcTBus, Ha 601ee HU3KOM (PyHKLMOHa/IbHOM YPOBHE cuCTe-
Mbl. Cnegytowas 3a 3TUM noatanHas UaeHTUdUKaLMSA HexenaresbHoro (yHKUMOHMPOBAHUS CUCTEMbI C MOC/1efoBa-
TeNbHbIM NOHWKEHWEM YPOBHEN NPUBOAUT K TOMY YPOBHIO CUCTEMbI, KOTOPbIA 06bIYHO Y NpeacTaBnseT cobol NCTOUHMK
HeuncnpasHOCTU. DTO NO3BOJISIET YCTAHOBUTL NOC/EA0BATE/IbHOCTY, HaNbosiee YacTo ABMALWMECS NPUUMHAMU Hexena-
TeNbHOro cobbITUA. MpMMeHeHWe Takoro MeToga NofesHo Npu CyAebHbIX pasbuparensCcTBax.

Pe3ynbTaTthl NpefcTaBnaioT rpadmyeckv B BUAeE ApeBa HeucnpaBHOCTe. Ha kaxgoMm ypoBHe ApeBa KoMOGUHaLmumn
BWO0B HEWCNpaBHOCTeW onucaHbl noruyeckumu oneparopamu (A, WA v 14.). Bugbl HeucnpasHocTel, naeHTUmLmpo-
BaHHble Ha ApeBe, MOryT ABNSATLCA COObITUAMM, CBA3AHHLIMK C OTKa3amy annapaTHoro obecneyeHusi, YenoBevecKUM
chakTOpoM MW N06bIMM APYrMMU NPOUCLLECTBMSAIMM, BeAyLUMMU K HeXenaTteslbHbIM nocneacTsusm. Bugbl HemcnpasHo-
CTell He orpaHuyeHbl YCNOBUAMU efMHNYHOTO OTKasa.

AHann3 gpeBa HeucnpaBHOCTEN MO3BOJISIET CUCTEMATUYECKN U B TO e BPeMs JOCTATOYHO MMOKo paccmarpuBaTb
pasnunyHble hakTopbl, BKIOYAA YesoBeveckuin. AHanu3 gpeBa HeuUcnpaBHOCTEN MCNOMb3YyOT, B NEpBYl0 oyvepedb, Npu
aHa/M3e prcka B kayecTBe MHCTPYMeHTa onpefesieHnst BepOsiTHOCTEN o0Tka3os. padimyeckoe npefcrasneHne oberva-
eT NoHMMaHve NoBeeHUs CUCTEMbI U BXOAALLMX B Hee (DaKkTopoB, HO KOrAa ApeBo CTaHOBUTCS 6OMbLIMM, ero 06paboTka
MOXET NoTpe6oBaTh NPUMEHEHNS KOMMbIOTEPHOW CUCTEMBI. OTa 0COGEHHOCTb 3aTpyAHAEeT BepudmkaLumio gpeBa Heuc-
npaBHOCTEN.

Bonee nonHas mHchopmauus 0 npoueaypax aHanv3a gpeBa HeucnpaBHoCTel npuBegeHa B [10].

F.4 13ydyeHne onacHOCTE 1 aKcnyaTauuoHHON NPUrogHOCTH

M3yueHne onacHoOCTel 1 aKcnyaTalWoHHON NPUroAHOCTU MPOBOASAT aHaUIOTMYHO aHasM3y xapakTepa u nocneg-
CTBWI1 OTKA30B Ha OCHOBAHWWN TEOPETUYECKOW MPeAnoChIKM, YTO HeXenaTesbHble COObITUA 06YCOBNEHbI OTKIOHEHMS-
MW OT MPOeKTa WM NpeayCMOTPEHHOW 3akcnnyatauum MefuLMHCKOro usgenus. M3yyenne onacHocTei u akcnayatauu-
OHHOIA MPUrogHOCTY ABASETCA CUCTeMaTUYeCcKUM MeToAoM. OTOT MeToA 6bin NepBoHaYasibHO paspaboTaH A5 npumMe-
HEHNA B XMMWUYECKOW NPOMbILLNEHHOCTU. [OCKOMbKY NPUMEHeHWe AaHHOTO MeToAa B XMMWYECKOW MPOMbILLIEHHOCTN
COCPeloTOYEHO Ha OTK/IOHEHUSX OT MPOEKTa, CYLLECTBYIOT ero ajibTepHaTuBHbIe MPUMEHEHWUA B 06/1aCTU pa3paboTku
MeAULMHCKNUX n3genuit. MeTog nsyyeHnss onacHoOCTeR 1 akcnayaTaumoHHON NPUrogHOCTU MOXHO NPUMEHSATb K npoLiec-
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Cy (OyHKLMOHNPOBAHNSI KOHKPETHOrO MEAULMHCKOTO U3aenust (HanpuMep CyLecTByoWwmuM MeTogam/npoyeccam AnarHo-
CTUKU. NleYeHnst Unn oberyeHns 6on1e3Held, BbICTYMAOWMM B KQUecTBe LienM NpoekTa) WM K npoLeccam, UCrosbaye-
MbIM NPY M3rOTOB/IEHUU WU TEXHUYECKOM OBC/YXMBAHUM MEAMLMHCKOrO M3aenust (Hanpumep cTepunmsauum), KoTo-
pble MOTYT OKasbiBaTb 3HAYUTENBHOE BAKSHUE HA (DYHKLMOHUPOBAHME MEAMUMHCKOrO M3penus. [ns faHHoro mMeTtoga
XapakTepHbl iBe OCHOBHblE OCOGEHHOCTH:

1) ncnonb3oBaHve rPynMbl CNELMA/IMCTOB, KOMMNETEHTHLIX B 06/1aCTU NPOEKTUPOBAHWS N MPUMEHEHUSI KOHKPETHO-
r0 MEANLMHCKOTO M3ae/mst:

2) NpyMeHeHne COOTBETCTBYIOLLMX K/IIOUEBbLIX C/I0B A1 UAEHTU(MKALMM OTKIOHEHNI OT HOPMa/bHOM 3KcnyaTa-
umm.

Llenamy mMeToaa sBNsOTCS:

- COCTaBJIEHVE MOJTHOTO OMMCAHUS MEAVLMHCKOTO W3AENUsi U ero NpefycMOTPEHHOMO MPUMEHEHUS:

- cUCTeMaTUYecKUil aHaM3 Kaxaoi yacTi NpesycMOTPEHHOTO NpUMEHEHUs..' NPeayCMOTPEHHOTO Ha3HaueHus c
LieNibio OnpefesieHust NPUUKMHbI OTKNIOHEHUST OT HOPMaJlbHbIX PabouKx YCroBuWiA 1 NPeAyCcMOTPEHHOMO MpoeKTa:

- onpegesnieHne NocneAcTBUi TakuxX OTKIOHEHWI N NPUHATUE PELLIEHNSI O TOM. MOTYT /X 3TV NOCNEACTBUS NPUBECTU
K BO3HWKHOBEHWIO OMacHoCTel v co3faTtb Npobembl C 3KCrayaTaumei.

MocnepHss Lefib 0COGEHHO BaXHA NMPUMEHUTENbHO K MpoLeccam, UCMosb3yeMbIM Mpu U3rOTOBNEHUN MeLULMH-
CKUX U3AENUii, KOra XapaKTepucTUKM KOHKPETHOTO MeMULMHCKOTO M3AeNNs 3aBUCAT OT MPOLecca W3roTOB/IEHUS.
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Mpunoxexne G
(cnpaBo4Hoe)

Lpyrve cTaHaapThl, cogepxawue nHopmannio
06 3leMeHTax MeHeg)XMeHTa pucka, ONMcCaHHbIX B HACTOSILEM cTaHgapTe

Ta6nunuya Gl — 3nemMeHTbl MEHEMHKMEHTA KayecTBa, CBA3aHHbIE C 3/IeMEHTaMN MeHeLKMeHTa pucka

FbonyTtreP]*
42 U Ya M 7£ BN
(aat *I‘O»/I
Tau KHa-
vanvel) uatas

O630pnpoueccamMHa 4T P Ta 41

Cbupa
TpubaHaHT
OnpmpanwT obnaet
NPHMHT
AHane i
aiikredbTeyms
pMexn onaoHooTal
OnpefieneHHe pMc>*
OoumMmumka
pnos
Amnia
Ynpwnata BOMUWIEBN
pnasom MPUHATO POUIOHT
BbMNOMH/MO
Mocr-
rpolTBAET-
nTs
MUTKUTMaLmn

MpUBbIMYAHLA
1MwWaAaBHT puca KOCAT BbITb YUBCTbIO CUCTEMbI MOHOALIMMIA L HACTM.
dBAN MOHO QK HT PUCKN MaKeT K/TKKaTb 3MIMEM O KNUBCLL *,
B w mimoanHcnroBeHmuwar MT MaHW NPUAACTT WMULLHOTTPSXM, m m im o[3].

bb
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Ta6nuya G.2— [pyrue MexayHapoaHble CTaHAAPThI, CBSA3aHHbIE C 3/IEMEHTaMV MEeHeKMeHTa pucka

MpuMeHsieMblIii cTaHaapT*

0OO0aop npouecc* MBHWMQH1*
pucka NCOM001 VKO nco H3K M3KITO M3K M 3K M3K

«BB3-1 13496 aosom-a Babla MeM-1-4 60612 61026

Onpepenexve
obnaet*
nPMMUNM
Ammo
pun NpakTxT—
TaoHoonNm
OnpaganwT
|)'K »
OoummBBLW*
pvicam
AH6TKa
BOaHCXTaTAN
MpVe/ VML npuenu*
pucKom peLueHns
BbInonHeHve
Mocnvpue-
Kunminn
VHhopmaums

* BblgeNieHHble 06N/Iv 06BaHaHauCT aleraHTbl NPOL00a bleHaonaaTa pyraB. MallVHbI* 0 NPUMEHAR**
oTaeneHa.
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MpunoxeHne H
(cnpaBo4Hoe)

O6o0cHOBaHue TpeboBaHuii

H.1 O6ocHoBaHue pasgena 1 06nactb NpUMEHeHNs

Bo BBeAeHMM K HacTosieMy cTaHAapTy 06bsSCHeHa HeO6XOAMMOCTb Ha/MuMa cTaHgapTa no MeHeMKMEHTY
pucka, NPYMEHUMOrO KO BCEM MEAMLUHCKAM U3AenuaM. PUCKM CyLeCTBYIOT Ha NPOTSXEHUU BCEr0 XU3HEHHOro
uukna ngenusa. Puckamu, BbIABIEHHLIMU HA OAHOM 3Tare XW3HEHHOro LMKIa U3Aenns, MOXHO ynpasasaTh C NOMO-
b0 AECTBWIA, MPenpyHATLIX Ha COBEPLUEHHO APYrOM 3Tane XW3HEeHHOro uukia. Mo 3Toli npuymHe HacTOALWIA
CcTaHfJapT npefHa3HayeH AN NPUMEHEeHUS Ha NPOTSHXKEHWUN BCEro XU3HEHHOro LuMkNa n3genus. 3TO 3HaYMT, YTO OH
YUYUT U3rOTOBUTENSI NPUMEHATL NMPUHLMMNLI MEHEKMEHTA pUCKa K MeAULMHCKOMY U3AENNI0 C MOMEHTA 3apoXaeHns
nepBoOHaYasIbHOV KOHLENUMWU M34eNns U 40 ero OKOHYaTe/IbHOro AeMOHTaXa UM yTunnsaumm.

Hactoawwii cTaHAapT He npeAHa3HaveH A8 NPUHATUS KITMHUYECKUX peLleHuii. NpuHSATMe pelueHns o npose-
OeHUN KNMHUYECKON npoueaypbl C NPUMEHEHMEM MeAMLMHCKOro u3genusa TpebyeT AOCTUXKEHUS ONTUMasIbHOro
COOTHOLLEHNSI MeXy OCTATOYHbIMW pUCKaMK 1 OXWUAAEMON MOMb30l OT NpoBefeHVs npouedypbl. [pu BblHECEHUN
Takux pelleHnii cnedyeT yunTbiBaTb NpefyCMOTPeHHOe NpuMeHeHne/npeyCMOTPEHHOe Ha3HauyeHue, aKcnayaraum-
OHHble CBOICTBA MEAMLIMHCKOTO WU3Aennsi, CBsi3aHHble C U34e/IMeM PUCKM, @ Takke PUCKU U MOMb3y, CBA3aHHbIe C
KIMHWYECKUMUN MpoLieflypamMii UM YCAOBUSMU 3KCnuTyaTauuy. HekoTopble M3 Takux pelueHuidA MOryT GbiTb MPUHATHI
TO/IbKO KBU/TMPULMPOBAHHBLIM MEAULMHCKMM PabOTHMKOM, 3HAIOLMM COCTOSIHME 3[0POBbSi KOHKPETHOrO naumeHTa
N Cy6bekTUBHOE MHEHVEe 06 3TOM Camoro nauueHTa.

HecmoTps Ha cepbe3HOCTb NONEMUKM MO NOBOAY AOMYCTUMbIX YPOBHEN pucka, HacTOALWMIA CTaHfapT He ycTa-
HaB/IMBaET YPOBHYM [0MYCTUMOr0 pUcka. YCTaHOB/IEHVE eAVHOTIO A1 BCEX CllyvaeB YPOBHSA JOMYyCTUMOrO pucka 6bIn1o
6bl HEYMECTHbIM N0 cneAylwyM NpuynHam:

- 13-3a 60/ILLIOr0 Pa3HO06pasna M3Aennii N CUTyaLwii, oxBaTbiBaeMbIX HACTOSLLMM CTaHAAPTOM, YTO Aenaet
6€eCCMbICNIEHHBIM CYyLL,ECTBOBaHWE €MHOr0 YPOBHSA JOMYCTUMOrO prCKa.

- N3-3a Ha/IMUMS NIOK&UTbHBIX 3aKOHOB, 06blUaeB U LieHHOCTel, 601ee NoAXOAAWMX AN ONpefeNieHns fonycTu-
MOFO puUCKa B KOHKPETHON KyNbTYPHOW Cpefie U KOHKPETHOM pervoHe.

MockonbKy He BO BCeX CTpaHax TpebyeTcsa Hasimume cMcTeMbl ka4ecTBa y M3roToBUTENS MeANLIMHCKUX N3aenui,
TO ee Ha/mume Takke He ABNseTcs o6a3aTeflbHbIM TpeboBaHWEM HacTosLero ctaHgapTta. OfHako Hanuumne cucte-
Mbl KauecTBa 4Ype3BblualiHO BaXXHO HEMOCPeACTBEHHO A1 MeHeMKMeHTa pucka. BcneacTeue aToro, a Takxe Toro,
4YTO GOMBbLUMHCTBO U3rOTOBUTENEW MEAULMHCKNX U3LE/NIA NCNOMb3YIOT CUCTEMY KayecTBa, HacTosLWmiA cTaHgapT no-
CTPOEH Tak, YTO6bl €ro MOXHO 6b1/10 SIETKO BK/IOUYNATL B MPUMEHSIEMYIO0 N3roTOBUTENIeM cucTeMy kadecTBa. CBAsb C [3]
nokasaHa B Tabnmue G.1 (npunoxenue G).

H.2 O6ocHoBaHMe pasgena 2 TepMuHbl U onpegenexHns

YcTaHoB/NEHVE TEPMUHOB He SBNAETCA Lie/Iblo HAaCTOALLEro cTaHAapTa, No3ToMy CTaHAapT COAepXUT 60osbLuoe
KONM4ecTBO MHhopMaLmmn No MeHeMKMEHTY pucka, nmetolleiicsa kak B [1] — [4], [7] — [10], [12]. [13], Tak » [11]. Mo
Mepe BO3MOXHOCTU B HEM UCMO/b30BaHbl YXe CyLECTBYIOLIME TePMUHbI U onpegesieHnsi. OCHOBHbIE UX UCTOYHM-
Kkn-[21] wn[4].

M3BecTHO, 4TO B EBpocoto3e (EC), CLUA n Apyrmx cTpaHax v perMoHax Mupa cuutatoT 06s3aTefibHbIM Hasimune
MEHeKMeHTa pucka B SBHOW /MO0 CKpbITON chopme. M0O3TOMY NpUMeEHSeMble TEPMUHbI U OnpefeneHns LO/MKHbI
6bITb 06LLENPU3HAHBLI B PETy/IMPYIOLLMX JOKYMEeHTax. Hanpumep, TepMUH «u3rotoButeslb» (2.6). ynotpebnsemblii B
[11]. He npoTuBopeunT onpegeneHunio, npumerHsemomy B CLUA. KoMOMHMPOBaHHbLIA TEPMUH «MpPeayCMOTPEHHOe
nprmMeHeHne/npeayCMOTPEHHOe HasHadeHne» (2.5) 1cnosb3ytoT, MOCKO/IbKY He 6bla10 JOCTUTHYTO KOHCEHCYCa O TOM,
KaKoW MMEHHO TEPMUH cneayeT NPUMEHATb. B [11] NpUMEHAIOT TEPMUH «NPefyCMOTPEHHOE Ha3HaueHue», Torga Kak
B perynmpytowmnx gokymeHtax CLLUA — «npefycMOTpeHHOe npumeHeHne». Oba TepMyHa UMEIOT B OCHOBHOM OfHO 1
TO Xe onpefeneHune. Bbllo peLeHo 1cnosib3oBaTb KOMOMHUPOBAHHBI TEPMUH C ONpeAeneHneM, aHasorMyHbIM
TOMy, KOTOpoe npumeHstoT kak B EC. Tak n B CLUA.

TONbKO TPU TEPMUHA B HACTOSAILLEM CTaHAapTe He 6a3upytoTca Ha onpefeneHunsx, B3ATbIX U3 ApYrnx ctaHaap-
TOB. OTO «ynpas/fieHne puckom» (2.16). «MeHeMKMeHT pucka» (2.18) n «aiin meHemKMeHTa pucka» (2.19). Onpe-
[eNeHne «ynpasfieHne PUCKOM» Obl/I0 COrNacoBaHo C OMNpefeneHnaMnN «aHasIu3 puUcka» N «OLEeHWBaHNe puckar,
npueefeHHbIMM B [2]. B onpeAeneHnn «MeHeKMEHT pucKa» YCUIEHO 3HayeHWe CUCTeMaTUyeckoro nogxoga u
Heo6X0AMMOCTY aHaM3a CO CTOPOHbI PYKOBOACTBA. KoHuenuus daiina MeHegpkMeHTa p1cka 6blia nepBoHavyasbHO
BblBMHYTa B [12], HO onpefeneHve 6bIN10 U3MEHEHO, Tak Kak onpegeneHue B [12] 6bI10 OTHECEHO K NMPOTOKOMam
KayecTBa, KOTOpble He ABNATCA HEOOXOAMMbIM TpeboBaHNEM /15 COOTBETCTBUSA HACTOALLEMY CTaHAAPTY.

H.3060cHoBaHne pasgena 3 O6ume TpeboBaHNSA K MEHEMKMEHTY pucka

HecmoTpsa Ha rny6oKko MHANBMAYaTbHBIV MOAXOA K AeATENbHOCTV N0 MEeHeMKMEHTY pucka A1 KaxX[oro pac-
CMaTpryBaemMoro M3fenns CyLecTBylOT OCHOBHbIE 3/1IEMEHTbI, 06si3aTesbHble ANA BKIOYEHUS B NPOLLECC MEHemX-
MeHTa pucka. Pasgen 3 onpegensier Takve aneMeHTbl. [1py HEKOTOPOM pasnunyun B TpebGoBaHUsX, 0BYCNOBIEHHOM
NOKa/IbHbIMU Pa3/IMuMAMU B PeryimpyoLmx 4oKyMeHTax, pasgen 3 no3sonseT yAoBneTBopAaTb TpeboBaHUs HacTos-
LLlero ctaHgapra.
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H.3.1 HaunoHasnbHble UK pernoHanbHble perynmpyoline TpebosaHms

OyeHb BaXKHOI ABNSIETCA MeXAyHapoAHas NPYMEHVMOCTb HaCTOALLEro ctaHaapTa, HECMOTPS Ha pasnuuns B
HaLMOHa/IbHbIX U PermoHasibHbIX perynmpytoLmx Tpeboeanusax. Hanmuve 3.1 Heobxogumo ansa Toro, 4Tobel B EBpone,
CLUA (a Takke B Apyrux CTpaHax 1 perroHax) HacTOSLWIA CTaHAaPT MOXHO 6bl10 MPUMEHSITb B PEry/IMPYHOLLMX Npo-
rpammax. B EBpone Ans HaHeceHusi Ha NpoAyKLuio Mapkmpoeku CE n3rotoBuTe b, YTOObI COOTBETCTBOBATL Cyllle-
CTBEHHbIM TPeboBaHWAM, He 06513aH MMETb COBCTBEHHYIO CEPTUMMLMPOBaHHYIO cucTeMy Kadectsa. B CLUA Hannumne
cuCTeMbl kauyecTBa fIBMIeTCs 0653aTe/lbHbIM YCN0BUEM A1 BBEAEHWS U3fennsa B obpatleHne (Kpome cneunanbHo
0CBOOOX/EHHbIX OT 3TOr0 N3aenuii). B 3.3 n 3.4 HacTosLLero cTaHgapTa npeanucaHo CTPOroe COOTBETCTBUE U3AeNNs
TpeboBaHMsAM K cucTeme kadectsa. B 3.1 u3rotoBuTento no3soseHO NpuMmeHaTb TpebosaHua 3.3 u 3.4 BMecTe C
CUCTEMOIA kayecTBa, eC/M 3TOro TPebYOT MECTHbIE Pery/MpyioLLyie opraHbl.

H.3.2 MNpouecc MeHepKMeHTa pucka

B 3.2 OT Kax[oro usrotoButens TpebyeTcs yCTaHOBUTL MPOLECC MEHeMKMEHTa pUCKa Kak 4acTb npouecca
NPOEeKTVPOBaHNSA MeANLIMHCKOTO u3genus. 3T0 Heo6X0AMMO, YTOObI U3roTOBUTENb MOI CMCTEMATUYECKM obecneun-
BaTb HasiMune B MnpoLecce TpebyembiX 3/1eMEHTOB. AHa/IU3 PUCKa, OLEHMBAHWE pUCKa U YrpasB/ieHne PUCKOM SAB/si-
t0TCA 06bIYHO OCHOBHbLIMM COCTaBAALMMY NpoLecca MeHeMkMeHTa pucka. OfHaKo B AOMNO/IHEHUE K 3TUM 3/1IeMEH-
Tam ocoboe BHUMaHWe cnefyeT yAenaTb TOMy, YTO NMPOoLecC MEHeKMEHTa PUCKA He 3aKaH4Y/BaeTCs NPOeKTMpoBa-
HMWEeM U U3rOTOB/IEHMEM MEAMLMHCKOTO MU3fenus, a [O/MKeH ObiTb NPOAO/MHKEH Ha NOCTNPOM3BOACTBEHHOM 3Tarne.
CneposatenbHO, c60p NMOCTNPON3BOACTBEHHOW MHGOPMaLWK paccMaTpmBatoT kak HeEO6XOAMMbI 3/1eMeHT npoliec-
ca MeHe[pKMeHTa pucka. Ecnu n3rotoBuTesnb NPUMEHSAET CUCTEMY Ka4yecTsa, MPOLEeCC MeHe[KMeHTa pucka peko-
MEH/YIOT MOSIHOCTLIO UHTErPMPOBaTh B TaKyH CUCTEMY KayecTsa.

H.3.3 OTBETCTBEHHOCTb BbICLLEro PyKOBOACTBA

ObnasarenspCcTBa PyKOBOACTBA MPeANpPUATUA-U3TOTOBUTE/A OYeHb BadkHbl A1 Pe3yNbTaTMBHOCTM npouecca
MeHepKMeHTa pucka. Bbicllee pykOBOACTBO [0/HKHO HECTU OTBETCTBEHHOCTb 3a PYKOBO/CTBO MPOLECCOM MEHe k-
MeHTa pucka B LenoMm. CrnegosarenibHo, NMYHKT 3.3 BKIOUEH AN1A YCWU/eHWs1 3Tol OTBETCTBEHHOCTU. B uacTHocTw,
cfienaHbl cnefytolye BbiBoAb!:

a) NOCKOJIbKY HacTOSLMIA cTaHAapT He onpefenseT ypoBHM AOMYCTVMOrO pUcka, U3roToBUTE b JO/DKEH cam
peliatb, Kakve KpuTepuu cnefyet NpUMeHsTb, yuuTbiBas Npy 3TOM MMetoLmecs hakTopsl;

b) NpW OTCYTCTBUM HEOOXOAMMBIX PECYPCOB AeATENIbHOCTb N0 MEHEKMEHTY pucka byeT MeHee pe3y/bTaTus-
HOI favke npu GyKBaslbHOM COOTBETCTBUM APYrMM TpeboBaHMAM HAaCTOALLEro CTaHaapTa,;

C) MeHe[DKMeHT pucka — 3TO cneuvasm3mpoBaHHas 06/1acTb, Tpebylowas NpuBIeYEeHUs L. 06YUYeHHbIX
mMeToJaM MeHemkMeHTa pucka (cm. H.3.4);

d) MeHe[KMEHT pucka — 3TO pasBMBalOLLMIACA MpoLecc, W Heo6X0AMMO NPOBOAWUTL MEPUOANYECKNIA aHaTN3
[eATeNIbHOCTU N0 MEeHeMKMEHTY pucka, Y4TO6bl YAOCTOBEPUTHLCA B TOM, YTO BCE AENCTBUA BbINO/HEHbI NPaBU/LHO, a
TakKe UCNpaB/sATb criabble MecTa, BHeAPATb YCOBEPLUEHCTBOBAHUA W afanTupoBaTbCA K U3MEHEHUAM.

H.3.4 KBanudukaumsa nepcoHana

[ns BbINOMHEHUA 3a4a4 N0 MEeHeMKMEHTY PUCKA BXKHO UMETb KBaIMMIMLIMPOBAHHBLIX COTPYAHMKOB. lpouec-
Cbl MeHeKMeHTa pucka TpebyloT yyacTus nepcoHasna, KoTopbli 3HaeT:

- KaK CKOHCTpYMpOBaHO u3genue;

- Kak n3genue paboraer;

- KaKkoBO MpeAyCcMOTPEHHOe HasHayeHue usgenus:

- KaK MpUMEHATL NPOLLECC MEeHeKMEHTa pUCKa.

CnepyeT Takke NpuB/eYb HECKO/IbKO 3KCMEPTOB — CMeLWasIMCcToB B CBOeW obnactu 3HaHusA. [na obecneve-
HUS1 06BbEKTUBHOCTU MX CBUAETENLCTB HEOOXOAVMbI COOTBETCTBYIOLLME KBaNMDUKALMOHHbIe 3anucu. U3 coobpaxe-
HUI KOHMAEHLUMAIBHOCTU B HaCTOAWMIA CTaHAAPT He BK/OYeHO TpeboBaHWe XpaHeHWsl 3Tux 3anuceil B haiine
MeHeKMEHTa pUCKa.

H.3.5MNnaH meHegXmeHTa pucka

MnaH MeHempKMEHTa pricka HeO6XO0AMM MO CreAyoWyM NpuYMHaMm:

- ANS HaAnexallero MeHe[KMeHTa pucka BaXKEH OpPraHW30BaHHbIN MOAXOA;

- NNaH AB/AETCS CBOEro pofa «MapLUpyTHOI KapTol» A8 MeHeKMeHTa pucka:

- MN1aH cnoco6CTByeT 06BLEKTUBHOCTY MeHepKMEHTa pucka 1 NoMoraeT He 3abblBaTb O €0 OCHOBHbLIX 3J1e-
MeHTax.

MnaH noneseH npu HeOAHOKPATHOM MPUMEHEHUM MNpoLiecca MeHe[pKMeHTa puUcka B pamkax OCYLLEeCTB/IEHUS
nocnefyoLwwmx nNporpaMmM MeHe[DKMEeHTa puCcKa; Halnune B MnaHe MyHKTOB a) — €) 06s3aTesibHO Mo Ceayowym
npuynHam:

a) 061acTb NPUMEHEHNS NaHa oxBaTbiBaeT ABe OT/IMYHbLIX APYT OT Apyra cocTasnsiowwmx. Mepsas naeHtucmn-
LMpyeT paccmatpMBaemMoe MeAuLMHCKOe M3fenve Uan npuHagIexHoCcTb, a BTopas — 3Tarbl XU3HEHHOTo uukna
n3fenus, oxeatbiBaeMble nnaHoM. Mpu onpegeneHnn o6nacTi NPUMEHEHUS MOXET CTaTb OYeBUAHLIM HEBK/oue-
HVe B MNaH Kakoii-nmbo YacTu usgenus, a Takke HeobxoAMMOCTb oxBaTa APYTMM NIaHOM KakuX-/Inbo vacTei Xus-
HEHHOro LuKna usgenus:

b) BepudmrKauma ABNSETCA CyLECTBEHHbLIM BUAOM AEATENIbHOCTW, ee NpoBefeHne sABfseTca TpeboBaHuem
6.3. MNnaHnpoBaHWe AaHHOro BUAA AesATeNIbHOCTW nomoraeT obecneuntb Hamuve HeobXOoAMMbIX pecypcoB. Eciu
BepuduKaLma He 3ansiaHNpPoBaHa, ee BaKHblE COCTaB/AILME MOTYT ObiTb YNyLEHbI;
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C) pacnpefenieHve OTBETCTBEHHOCTM HEO6XOAMMO A1 06ecneyeHnss BbINOSIHEHWS BCEX 3aniaHNpOBaHHbIX
[eicTBuiA;

d) 3TOT NyHKT BK/IKOYEH Kak NpU3HaHWe OTBETCTBEHHOCTU BbICLLErO PyKOBOACTBA;

€) KpuTepumn AonycTUMOCTU PUCKa SBISKOTCA OCHOBOMOMAralWwnMy AN MeHeMKMeHTa pucka, ux cnegyet
onpeAenaTb A0 Hayana aHamsa pucka. 3TO MNOMOXET COXpaHWUTb 06BLEKTMBHOCTL Npouecca, OnucaHHOro B
pasgene 5.

TpeboBaHWe XpaHWTb 3anucb 06 M3MEHEHUSX BKIOYEHO C Lenblo obneryeHns ayauta v aHaausa npouecca
MeHeKMeHTa pucka.

H.3.6 ®aiin meHemXMeHTa pucka

B HacTosllem cTaHfapTe TepMuH «haiin MeHeMKMeHTa pucka» MPUMEHSIOT A/ 0603HaYeHNs HaMepeHus
N3roTOBUTENS Pa3sMeCTUTb B KOHKPETHOM MecTe Wn HaliTU MeCTOMNOMIOXEeHVE BCEX 3annceid, OTHOCALLMXCA K MEHes-
XMEHTY pucka. 3To obneryaet MeHeKMEHT pucka 1 No3sonseT 6onee 3hPEKTMBHO NPOBECTU ayauT MO HaCTosLLe-
My CTaHAapTy.

H.4 O6ocHoBaHuWe pa3gena 4 AHanu3 pucka

B ocHoBY pasgena 4 nonoxeH [13}. paccmaTpuBatoLyii aHaM3 pucka MeAULUHCKUX U3Aenuid n ycTaHaBnnea-
OLWMIT TPe6OBaHNS K HEMY.

B pasgene 4 n nocnepyowmx pasgenax HacTosLero ctaHgapTa Bce TpeboBaHus HenocpeAcTBEHHO COOTHOCAT
CO CXeMOi1 3TanoB npoLecca MeHepKMEHTa pucka, NpefcTaB/eHHON Ha pUCYHKe 2. YCNOBHble 0603HaYeHVs Ha
cxeme (Homepa 3Tarnos) ABMAIOTCA CBA3YIOWMUMUN 3BEHbAMU MEXAY PUCYHKOM 2 U TPeboBaHUAMY HACTOALLEro CTaH-
fapta. 3T0 paclumpeHve npouecca MeHeMKMeHTa pucka, paspaboTaHHoro B [13]. Kak nokasaHo Ha pucyHke 2.
npouecc fomkeH 6bITb TepaTUBHbLIM, C PACCMOTPEHMEM MO OYepesmn BCEX PUCKOB W BO3BPATOM Ha 6osiee paHHue
aTanbl, ecnv Mepbl Mo yNpaBAeHWio PUCKOM NPUBOASAT K BO3HUKHOBEHWIO HOBbIX OMACHOCTEN UAn CTaHOBUTCA AOCTYM-
HOIi HOBas MHhopmauys.

H.4.1 Mpoueaypa aHanu3a pucka

Mpoueaypa aHann3a pucka onucaHa B COOTBETCTBUM C 4.2 — 4.4.

[lo6aBneHo npMmeyaHue o TOM. Kak NocTynaTb Npy Ha/IMuMWM aHasm3a pyucka Ana aHasorMyHOro MeguLMHCKO-
o M34eus, 1 0 TOM. YTO HYXXHO MHChOPMMPOBaTh NOJIb30BaTe/1eli HACTOALLEero CTaHAapTa O Ha/IMUMK Takoro aHamsa
pucka, MOCKO/bKY NOA0GHYI0 MHhopMaLMIio MOXHO U pekOMeHAyeTCcs UCNOo/b30BaTb A1 SKOHOMUU BPEMEHW, YCU-
nuii n 1.4, OfHako nosb3oBaTeNn HaCTOALLEro cTaHAapTa A0/MKHbI ObiTb O4EHb BHUMATE bHbI NPY CUCTEMATNYECKOM
NPUMEHEHUN Pe3yNbTaToB CBOWX MpeAblAyLLMX paboT ANs TeKyLero aHanmsa pucka.

TpeboBaHusi, U310XeHHbIE B 4.1, nepeuncneHus a) — c), 06pa3yroT OCHOBHON MUHMMaSIbHBIA HAbop AaHHbIX,
obecneunBaioLLmMii NPOCNEXMBAEMOCTb; OHW BaXKHbI A1 aHa/IM3a MeHeMKMEeHTa pucka 1 Nocnedyowmx ayanToB.
TpebosaHve 4.1. nepeunciieHne a), NOMOraeT Takke BHECTU SCHOCTb B 06/1aCTb NPUMEHEHUS aHan3a pucka u
BepudnLmpoBaTb ero nosHoTy.

H.4.2 MpepaycmoTpeHHOe NprMeHeHre/npefycMOTPeHHOe Ha3HaveHne 1 onpegesneHne xapakrepuctuk, oT-
HocALWMXCA K 6e30NacHOCTU MeANLIMHCKOro n3genuns

[aHHbI 3Tan npouecca MeHeXMeHTa pucka 3acTaBnsieT U3roTOBUTENs NPoaHaM3npoBaTh XapakTepucTu-
KW, BAVsOWME Ha 6e30NacHOCTb MeAMLMHCKOro n3genus. B Takoli aHaiM3 pekomeHAyeTcsl BKIoyaTb «060CHOBaH-
HO NPOrHO3Mpyemoe HenpasWibHOE NPUMEHEHVEe». 3aenna 4acTto NPUMEHSIOT B CUTyauusax, He NpeayCMOTPEHHBbIX
M3rOTOBUTENIEM WM OT/INYHBIX OT TeX. KOTOpble GblIM CNPOTrHO3MPOBaHbl Ha CTaAuy NepBOHAYaUTbHOM KOHLIENLMN.
BaxxHO, 4TOObI M3rOTOBUTE b NONbITA/ICS 3arNsAHYTh B ByAyLlee 1 pasrnafeTb OnacHOCTW, BO3MOXHbIE MPU NOTEHLM-
/TbHBIX MPUMEHEHUAX ero U3Lenus.

MpunoxeHve A npefHasHauyeHoO ANS ONpefeneHns XapakTepucTUK MeAULMHCKOro u3faenvsa u ycrnosuii ero
aKkcnyaTaumn. MpuBegeHHbI B HEM NepeyeHb BONPOCOB, HA KOTOPble criefyeT AaTb OTBEThI, HE SIBMSIETCA UCHEepnbl-
BatoLLMM. Kaxablii U3roToBUTENb AO/MKEH TBOPYECKN OTHECTUCH K OMPeAeseHnio COOTBETCTBYIOLLMX XapakTepucTuk
6€e30MacHOCTU UccneayemMoro MeanUMHCKOro ngenus. MNepeyeHb BONPOCOB NPUBELEH B COOTBETCTBUM C [13] C Heko-
TOPbIMW [ONOMHEHWSAMU, MOSBMBLUMMUCA B pe3ynbTare KOMMEHTapueB K MpoekTam cTaHgapTta. Bonpocbl gaHHoro
nepeyHst NoMoratT M3roTOBUTE/HO MOHATb, «KOT4a U YTO MOXET NONTU HenpaswuibHO». MpunoxeHue B. npegHasHa-
YeHHOoe ANA U3[enuin gns in vitro 4MarHocTukK, 1 npunoxeHne C 0 TOKCUKONOTMYECKMX OMAaCHOCTAX OCHOBaHbI COOT-
BETCTBEHHO Ha MpuaoxeHnsx A n B [13] ¢ He6OoMbLLIMMN U3MEHEHUAMN.

H.4.3 N geHTudmKauma N3BECTHbIX UM NPOTHO3UPYEMbIX ONacCHOCTEN

Ha paHHOM aTane npouecca MeHe[KMEeHTa pucka OT U3roToBUTeNs TpebyloT cucTeMaTUueckol naeHTucmka-
L1 BO3MOXHBIX OnacHocTel. N3roToBuTento pekoMeHayoT COCTaBUTb NepeyeHb U3BECTHLIX UM MPOrHO3MPYEMbIX
onacHoCTel Ha OCHOBaHUM XapakTepuCTUK, OTHOCALLMXCA K 6e30NacHOCTV U NPUBELEHHbIX B 4.2 HACTOALLErO CTaH-
fapTa. lNonyyeHne OUEHKN 1 MeHeKMEHT puCka BO3MOXHbI TOMbKO Mocne maeHTudmkauum onacHoctell. Cocras-
NleHVe nepeyHs onacHOCTe No3BONSAeT Aenatb 3TO cUCTEMATUYECKN.

B npunoxeHun D HacTosLero ctaHAapTa NpMBOAAT NMPYMepbl BO3MOXHbIX ONACHOCTER 1 COMyTCTBYHOLLMX hak-
TOpoB. Takue TepMUHbI UCNONbL3YIOT, NOCKO/IbKY He BCerja iCHO, YTO SBMSETCA ONACHOCTLIO, & YTO - COMYTCTBYHOLLMM
chakTopom. 3TO 0COGEHHO BEPHO A1 MOC/1eA0BATENBHOCTM COBLITUIA, KOTOPasi B UTOre MOXET NPUBECTH K CO3LaHMI0
onacHowv cutyaumn. Mpu 3TOM HEBaXHO, Ha3BaH /I KOHKPETHbIN 3N1eMEHT Takol NocnefoBaTe/lbHOCTU «OnacHoC-
Tbi0O» WM «COMYTCTBYHOLLMM (haKTOPOM».

MepeyeHb, NpuBeAEHHbIV B NpUNOXeHUN D, He ABNAETCA ucyepnblBatloWMM, OH MpegHasHa4yeH He CTONbKO
AN KOHTPOSIA, CKOJIbKO 4151 CTUMYNALMM TBOPYECKOTO MbILLIEHUS.

27



FOCTP WM C014971—2006

28

MpunoxeHre F HacToALero cTaHaapTa npeactaBnseT coboil pykoBOACTBO MO 06LWMM MeTofaM aHam3a puc-
Ka, KOTopble MOTYT GbITb NOME3HbI NPU NAEHTUMKALMMN ONAaCHOCTENA.

H.4.4 OnpepeneHve pucka(oB) 418 Kax 4o onacHOCTH

370 nocnefHuin aTan aHanm3a pucka. [NaBHOW TPYAHOCTbIO HA f@HHOM 3Tane SBMsSeTCA TO, YTO AeATENbHOCTb
no onpejenieHnio pucka byfeT pasHol A5 K&KAON uccnefyeMoli onacHOCTU, a Takke AN KaXAoro usgenus.
Mo3ToMy 6bISI0 NPUHATO PELLEHNE U3NTOXUTb CoAepxaHune 4.4 HacTOALLEro cTaHgapTa B o6Wwmx yeptax. Mockonbky
OMacHOCTV MOryT BO3HWKHYTb KakK Npy HOPMaslbHOM (OYHKLMOHMPOBaHUM U3fenns, Tak U npu HenpasWbHOM ero
cpabaTbiBaHuW, cregyeT BHUMATE/IbHO paccMOTpeTb 06e cuTyaumun. Ha npakTvke o6e cocTasnsmwLlime pucka —
BEPOSATHOCTb U TSHXKECTb pUCKa — PEKOMEHAYIOT aHanM3npoBaTb OTAe/bHO. ECnn usrotoBuTeslb cucTeMaTUYecKu
NPUMeHSAET Cnocob pas3fenieHns Ha YPOBHU TSXKECTU MM BEPOATHOCTU pucka, eMy crefyeT paspaboTaTb cxemy
TaKoro pasfeneHus n 3aperucTpuposath ee B haiine MeHempKMeHTa pucka. 3TO NO3BONUT U3rOTOBUTESIO NPaBU/Ib-
HO pearvposaTb Ha NOBTOPHOE MOSB/IEHNE 3KBVBA/IEHTHBIX PUCKOB U MOCAYXWUT CBUAETENIbCTBOM TOrO, KaK OH MOCTY-
nan B Nogo6HOM cryyae paHee.

Mpun onpefeneHnn pucka 3a4acTyro Heneno NosyYnTb AOCTATOYHOE KOMMYECTBO faHHbIX. [103TOMy pekoMeH-
Jaumnio NpPoBecTU onpefesieHne pucka KOIMYeCTBEHHbIM METOLO0M BbINOHUTL YAaeTcs He BCerja.

Mpunoxenve E (nyHkTol E.1 1 E.2) npeactaBnseT coboii pykKoBOACTBO MO aHan3y pucka. VHdopmauus ans
Hero 6blna nosyyeHa 13 pasHbIX MCTOUYHMKOB, BK/IoYas [8]. OTa nHchopmaumusa B HacTosiLLEeM cTaHAapTe aganTuposaHa
Tak, 4Tobbl caenaTb B MOMe3HON ANA BCeX MeAULMHCKUX u3genwii. MpunoxeHwe E He cofepxuT TpeboBaHus
NOCTPOUTb «AnarpaMmmy pucka», AeMOHCTPUPYIOLLYIO B3aVIMOCBS3b MEXAY BEPOATHOCTbLIO, TSHXKECTbIO 1 A0MYyCTUMOC-
TblO pucka. Ecnm gns yctaHoBNeHWUa JONyCTUMOCTU KOHKPETHOTO PUCKa UCMOMb3YT AnarpaMMbl prcka, nx npumve-
HEHVe W MHTepnpeTauuio PekoMeHayeTC 06BACHATL B Ka&XKAOM KOHKPETHOM Crlydyae OTAeslbHO.

H.5 O6ocHoBaHuMe pa3gena 5 OueHnBaHe pucka

Mo Bonpocy 0 fONYCTUMOCTY pUCKa A0/MKHbI BbITb NPUHSATLI KOHKPETHbIE pPeLUeHns. Peub 0 NPUHATAN peLueHuii
naeT MeHHO B pasfese 5, Tak Kak Ha JaHHOM 3Tane BrepBble CTAHOBUTCS AOCTYNHOW BCA Heobxoaymast uHdopma-
ums. M3roToBUTENb MOXET UCMO/b30BaTh MHDOPMALMIO O pUCKaX, KOTOpble OnpeAenieHbl, N OLEHUTb 3TU PUCKK C
NMOMOLLbIO KpUTEPUEB JONYCTUMOCTU, YCTAHOB/IEHHBIX B N/1aHE MeHepKMeHTa pucka. OH MOXET Takke paccMoTpeTb
puCKn ANsi onpefeneHns Tex U3 HUX, KoTopble TpebyeTcs yMeHblUNTb. Pasaen 5 n3noxeH Tak. 4Tobbl Nob3oBaTe b
MOr M36exaTb HEHY)XHOW paboTbl.

H.6 O6ocHoBaHMe pa3gena 6 YnpasieHne puckom

H.6.1 YMeHbLueHne pucka

JTanbl ynpaeneHns puckom 6.2 — 6.7 o6pasytoT /IorMyeckyto nocnefoBaTeslbHOCTb. Takoi cuctemaTmyeckuia
NoAX0A BaXEH A8 obecneyveHns AocTyna K COOTBETCTBYIOLLEN MHhopMaLmum.

H.62 AHanu3 BO3MOXHOCTel

YacTo cylecTByeT HECKOJIbKO CNOCO60B YMEHbLINTL PUCK. B HacToslem cTaHfapTe nepeyucneHbl crnemyo-
Lie BO3MOXHOCTU:

- 6e3onacHocTb, obecneyvBaemMasi NPOEKTOM W KOHCTPYKUMEN MEeAULMHCKOTo U3fenus;

- cpeAcTBa 3aluThl UK 3allMTHbIE MepbI, MPeAyCMOTPEHHbIE B NpoLecce Npou3BoACTBa MeAULIMHCKOro usae-
ns;

- MHhopmaLmsa no 6esonacHocTu.

CraHgapTHble Mepbl N0 YMEHbLUEHWIO puUcka U3N0XeHb! B [2]. Mpn yMeHbLIEHUN puCKa BakHa nocrefosa-
TeNbHOCTb NpeAnpuHUMAaEMbIX Mep. 3TW e Mepbl U3NI0XKEHbI B HECKO/MbKMX AOKYMEHTax, BkIovas [7], a Takke B
NOKa/IbHbIX UM PErMOHasIbHbIX PEryimpyoLmx AokymeHTax (Hanpumep [11]). Eciv BO3MOXHO, 6e30nacHOCTb u3fe-
NnA pekomeHayeTcs obecneunBaTb NpW €ro NpoekTupoBaHuu. Ecnn 3To HEBO3MOXHO, cnefyeT npeaycMoTpeTb
cpefcTsa 3awWmTbl MEANLMHCKOTO U3[e/uns, Hanpumep 6apbepbl WK 3BYKOBYHO TPEBOXHYIO CUrHasimM3auumio. Havme-
Hee [eliCTBEHHON 3alUMTHON Mepoli ABNSAIOTCA NUCbMEHHbIE NpeAynpeXxAeHVus WA orpaHnyeHus ' npoTuBonokasa-
HUS.

O6Lenpy3HaHHO, YTO OAHUM W3 pe3yNbTaToB aHasM3a BO3MOXHOCTEN YMeHbLUEHUS KOHKPETHOro pucka Mo-
XeT cTaTb OTCYTCTBME peaslbHOro crnocoba yMeHbLUNTb AaHHbIA PUCK A0 JONYCTVMOrO YPOBHSA COT1acHO MpeABapu-
TeNIbHO YCTAHOB/IEHHbIX» KPUTEPUSIM LOMYCTUMOCTM pucka. Hanpumep, MOXeT 6biTb HEBO3MOXHO CMNPOEKTUPOBATbL
nsgenve Ans noafepxaHus XusHu ¢ AONyCTUMbIM OCTATOYHbIM PUCKOM, YCTAHOB/IEHHBIM COINACHO KpUTEpUsiM
A0NyCcTUMOCTU pucka. B aTom cnyyae cnefyeT BbINOMHUTL aHaIM3 COOTHOLLEHWS PUCK'NIONb3a. Kak 3To onucaHo B 6.5
HacToslLLero cTaHaapTa, Y4To6bl onpesenuTb, NepeBeLLnBaeT /I No/b3a OT NPUMEHEHUS U3LE/NA OCTATOUHbIV PUCK.
Takas BO3MOXHOCTb BK/lOUeHa B 6.5 HacTosLLero ctaHgapTa 415 obecneyeHns yBepeHHOCTU B TOM. YTO NpeanpuHs-
Tbl BCE BO3MOXHbIE YCUNS 411 YMEHbLUEHUS PUCKOB A0 MPefBapuTe/IbHO YCTaHOBIEHHbIX JOMYCTUMbIX YPOBHEA.

H.6.3TpuHATHE Mep No ynpaB/ieHNo pUCKoM

MpyHATME Mep MO yNpas/eHNo PUCKOM BK/IlOYaET B cebs fiBe pas/iMyHbIX Bepudmkauuy. MNepsas sepuduka-
Lms Heobxoamma Ans obecnevyeHns yBepeHHOCTW B TOM, YTO NPUHATUE KOHKPETHOW Mepbl NpuBeeT K YMeHbLUEHWO
KOHKPETHOro pucka, BTopas Bepudukaums - A1a obecneyeHnst Toro, YTo B OKOHYaTE/TbHOM MPOeKTe COOTBETCTBY!O-
Lwas 3awmTHas mepa byaeT npuHaTa.

H.6.4 OueHuBaHNe 0CTaTOYHOro pucka

Ha gaHHOM aTane ynpaBnieHus puckom NpoBOAAT NPOBEPKY B LIENAX onpefeneHns Toro, AoCTaTouHbl N npu-
HATbIE Mepbl 415 TOro, YT06bI cAenaTb KOHKPETHbIN PUCK ONYCTUMbIM. ECAM faHHbI pUCK He YA0BNeTBOPSIET Kpu-
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TepUAM. YCTaHOB/IEHHLIM B M/1aHe MeHeKMEeHTa PuUCcKa, U3roTOBUTENN AO/KHbI NPUHATL AOMNOMHUTE/NIbHbIE Mepbl
0 YNpaBeHNo PUCKOM. STOT UTepaTVBHbI NPOLLECC PEKOMEHAYETCS OCYLUECTBAATbL [0 TEX NOpP. NoKa AaHHbI prck
He 6yfeT yMeHbLUEH A0 A0MYyCTUMOrO YPOBHS, YCTAHOB/IEHHOTO B MaHe MeHeKMEeHTa pucka.

B HacToslLLmil cTaHAapT BK/IOYEHO TpeboBaHKe 06 obecneyeHun Nosb3oBaTens COOTBETCTBYOLLER nHdopma-
LiMeil No ocTaTo4HbIM pyUcKam A/ TOro, YToObl OH MO MPUHUMATL PeLLeHUss Ha OCHOBE NOJlyYeHHON MHGopMaLi.
370 TpeboBaHMe COOTBETCTBYET NOAXOAY, NPUHATOMY BO MHOTUX CTpaHax 1 pernoHax, Bkiovas CLUA n EC.

H.6.5 AHanu3 cooTHOLWEHMNA puck/nonb3a

MHorga KOHKPETHbIV pUCK, CBA3AHHBIV C NPUMEHEHNEM MEAMLIMHCKOrO M3Aenuns, npeBbillaeT 06LLEenpUHATBINA.
B HacTosLmit CTaHAapT BK/KOYEH MYHKT 6.5 B NOMOLLb M3rOTOBUTEIO, BbiNyCKatOLLEMy U3Ae/nne C BbICOKOW CTENeHbIo
pucka, KOTOpOe OH AO/DKEH BHUMATE/IbHO OLEHWUTb U NPOAEMOHCTPMPOBATb, YTO MNO/b3a OT NPUMEHEHWUS JAHHOTO
n3genua nepeselUnBaeT BO3MOXHbIA PUCK.

H.6.6 lpyrue Bo3HuKalL e onacHoOCTH

MyHKT 6.6 BKIIOYEH B HACTOALUMIA CTaHAApT, Tak Kak O6Lienpu3HaHHO, YTO Mepbl MO YNpaB/IeHUo PUCKOM,
Kabkaasi B OTAE/IbHOCTY UM B COMeTaHUM ApYT C APYrOM, MOTYT CTaTb MCTOYHUKOM HOBbIX ONACHOCTEN, OT/INYatoLLIMXCS
OT YK€ U3BECTHbIX.

H.6.7 NMonHoTa oLeHnBaHNA pucka

Ha gaHHOM aTane ynpasfieHVs pUCKOM pekoMeHyeTCs OLieH1BaTb PUCKU BCeX ONacHOCTeN Ansa obecneveHns
YBEPEHHOCTM B TOM. Y4TO HW OfHa U3 ONacHOCTel He ocTasiach 3a npefenamu MOSIHOTO aHanM3a pucka.

H.7 O6ocHoBaHue pasgena 7 OueHnBaHne NOSTHOTo OCTaTOYHOr0 prUcka

Mpw ocyLecTBeHUY NpoLiecca, ONMcaHHOro B pasfaenax4 — 6 HacTosLLero ctaHgapTa, U3rotoBuTeNb NAEHTH-
huumpyeT onacHoCTH, OLiEHUBAET BCe PUCKU U NPUHMMAET Heo6X0AuMble Mepbl MO YNPaB/IEHWNI0 pUCKaMmn B pamMkax
CBOEro npoekta. Ha gaHHOM aTane M3roToBuTes b [AO/MKEH PACCMOTPETbL COBOKYMHOE B/IUSIHWE OTAEe/IbHbIX OCTaTou-
HbIX PUCKOB U MPUHATHL PELLEHNEe O BO3MOXHOCTU AasibHelllel paboTbl Haf n3genneM. MonHbii 0CTaTOUHbIA prcK
MOXET MNpeBbILlaTh YCTAHOB/IEHHbIE U3rOTOBUTENEM KPUTEpUM A0MNYCTUMOCTU pUCKa, AaKe ec/ivm OTAefbHble ocTa-
TOYHbIE pUCKM ByAyT AONYCTUMBI. OTO OCOGEHHO CrpaBea/IMBO /151 C/IOKHbIX CUCTEM U U3AENNi C 60/bLUMM YMAC/IOM
BO3MOXHbIX PUCKOB. [laxe eCnu MosHblii OCTATOYHbIA PUCK HE YAOBETBOPSET KPUTEPUAM MaHa MeHemKMeHTa
pucka, N3roToBUTe b UMEET NOCNEAHION BO3MOXHOCTb OCYLLEECTBUTL MO/THOE OLeHMBAHNE COOTHOLLEHNSI PUCK/MONb3a
Ans Toro, 4yTo6bl ONpeAennTb, MOXHO /I NOCTaBAATb Ha PbIHOK U3AEeNNe C BbICOKOW CTEMNEHbI0 prcka, MpUHOcsLee
npy 3TOM 6OMbLUYI0 NOMb3Y.

H.8 O6ocHoBaHve pa3gena 8 OTyeT N0 MEHEeAKMEHTY pucka

OTyeT N0 MeHeMKMEHTY pucka — 3TO peluarLlas yacTb paiinia MeHefKkMeHTa pucka. B HeM [O/MKHO 6bITb
KpaTKo M3M0XeHO, YTO ObII0 cAenaHo B NpoLiecce MeHeMKMeHTa pucka. B oTYeT No MeHeKMEHTY pucKka PeKOMEH-
[lyeTca BKIOYaTb ykasaTenu K BaxHbIM YacTsaM haiina MeHemxmeHTa pucka. OT4eT siBNseTCs JOKYMEHTOM BbICOKOro
YPOBHA NpU peLleHnn Bcex Npob/ieM, OTHOCALLMXCS K pycKaM, CBA3AHHLIM C U3Aesnem.

[na MeHeXKMeHTa pucKka OYeHb BabKHa NOJIHOTa ero nposefeHuns. He MosIHOCTLIO pelleHHan 3agava ket
03HayaTb, YTO KOHKPETHbIi PUCK KaKOM-NIM60 ONacHOCTW SBASIETCH HEKOHTPONMPYEMbIM, CNeACTBUEM Yero MOXeT
cTaTb NpuUYMHeHVe Bpega. HemonHoTa npouecca (Hanpumep HeugeHTUMULMPOBAHHbIE OMACHOCTU, HEOLEHEHHbIe
PWCKW, HEYCTaHOB/IEHHbIE U/ HENPUHSITbIE Mepbl MO YNpPaB/eHWO PUCKOM) MOXET CTaTb MPUYMHON BO3HWUKHOBEHWS
npo6nem Ha No6oM aTane MeHempKMeHTa pucka. OTHET MO MEHEe[KMEHTY pucka ABMSETCA UHCTPYMEHTOM, C NOMO-
LLIbKO KOTOPOrO MOXHO CYAUTL O NOJSIHOTE npoLecca B Le/ioM. DTOro AOCTUraloT yCTaHOB/IEHUeM TpeboBaHus npocre-
XNBAEMOCTW AN JEMOHCTPaLMK BbINO/IHEHNS BCEX MepP MO YNpaB/IEHNI0 PUCKOM, HEOBXOAMMBIX AN AOCTUXEHUS
[0NyCTMOrO OCTATOYHOTO pucka AN Kakaoi onacHOCTY.

H.9 O6ocHoBaHMe pasgena 9 MNoctnpom3BoacTBEHHAsA MHopMaLus

CneplyeT nNofYepKHyTb, YTO MEHEKMEHT pUCKa He AO/MKEH OblTb 3aBEpLUEH C BHEAPEHWEM U3AeNns B NPOuU3-
BO/ACTBO. MeHeKMEHT pucka He MOXET ObiTb 3aBepLUEHHbIM NPOLECCOM, Tak Kak OH OCHOBbIBAETCS He Ha NpUMeHe-
HUN peanbHOro U3fenuns, a Ha npepnosioKeHn 0 BO3MOXHBIX OMACHOCTAX ero npuMeHeHus. OueHuBaTb PUCKK
MOXHO Ha MPOTSHXKEHUM BCEro npouecca NPOEeKTUPOBAaHUS M3AENNA U YTOUYHATL UX Yxe Ha paboTatolielit Moaenu.
OfHaKko MOfeNb He [IOKET 3aMEHUTb peasnibHOro U3Lenuna B npoLecce aKcnayaTauum peasibHbIM Nosib3oBaTenem.
TONbKO B 3TOM C/lydae O4eBUAHbI BCE BO3MOXHbIE OMacHOCTU. BOT noyemy M3roToBUTENO PEKOMEHYETCS OTC/IEeXU-
BaTb MOCTNPOW3BOACTBEHHYHO MHDOPMAaLMIO B OTHOLEHWN TOrO, YTO MOXET MNOBMNATL HA ONpefefieHne PUCKOB W.
cnegoBaTefibHO, Ha MPUHATVE peLueHuit No npoueccy MeHeMKMeHTa pucka. MNpu HanamuMm Takoil NocTNpou3Boa-
CTBEHHOI MHhOpMaLMK NpoLecc MeHeMpKMeHTa prcka AeiCTBUTENIbHO MOXET CTaTb MOBTOPSAIOLLMMCS NPOLECCOM B
3aMKHYTOM LKne.
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