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Mpeaucnoeune

Llen v npuHUmMnel cTaHaapTUaumi B Poccuiickoll Defepaumn ycTaHoBneHsl PefepansHsIiM 3aKkoHOM OT
27 nexabpna 2002 r. Ne 184-®3 «O TexHM4ecKom perynipoBaHni», a Nnpasina NpMeHeHa HauoHanbHbIX CTaH-
naptoB Pocculickon Cenepaunn — MOCT P 1.0—2004 «Cradpaptusaugna B Poccuiickorn Cenepaunin. OCHOBHbIE
MOMNOMEHS

CeeageHna o cTaHgapTe

1 NOAFOTOBINEH 3akpbIThiM akuyoHepHbIM obwecTeoM « BHUAMIM-BUTA» Ha OCHOBE ayTEHTMHOMO Nne-
PEBOAA CTaHAapTa, yka3aHHOro B NyHKTe 4

2 BHECEH TexH1yeckMM KoM TeETOM NMo cTaHaapTu3aumm TK 436 «YnpaBneHve ka4ecTBoM 1 COOTBETCTBY-
HOLLME acnekTel 4NA MeANUMHCKNX N30ennA»

3 YTBEPXXEH W BBEAEH B NENCTBWE MNpukazom PeaepansHOro areHTcTsa no TeXHUMECKOMY peryni-
POBaHWIO 1 MeTponorin oT 26 anpena 2006 . Ne 78-ct

4 HacTosw i cTaHaapT MAeHTUYMEH mexayHapogHomy ctaHgapty MCO 14971:2000 «Mspenwa megunumH-
ckue. [NpumeHeHVe MeHemMKMEHTa pricka K MmeguumHckum kagenusam» (1SO 149712000 «Medical devices —
Application of risk management to medical devices») 1 uzmeHeHuo Ne 1 (ISO 14971:2000/Amd. 1:2003, koTopoe
B TEKCTe CTaHAApTa BblAeneHo ABOMHOK BePTUKANbLHOW NMHMER

Mpy NpUMEHEHWM HACTOSILLIErO CTaHAapTa PEKOMEHAYETCs MCMOMNb30BaTh BMECTO CChINOMHBIX MeXOyHa-
POAHLIX CTaHOAPTOB COOTBETCTBYIOLUME MM HaUWOHanbHbIe cTaHaapTsl Poccuiickon depnepauumi, csegeHus o
KOTOPLIX NPUBEAEHbI B A0OMNONHUTENBHOM NPUNCKeHWN J

5B3AMEH NrOCT P MCO 14971-1-99

HHchopmauus 06 UIMBHEHUAX K HACMOALLBMY cmaHoapmy nybnuKyemcs 8 exe200H0 U30a8aemMoM UHGBop-
MaLLOHHOM yKaszamene «HauuosansHbie crmaHdapmety, a MeKcm USMBHEHUU U NONMPasoKk — & 8XXeMECAYHO
u3dagasMbix UHGHOPMAUUOHHBIX YKas3amenax «HauuoHansHbe cmaHdapmsiy. B criydae nepecMompa (3ameHs!)
LU OMMeHb] Hacmosweao cmarndapma coomeemcemeyroulee yeedomneHue bBydem onydbnukogaHo & exemecay-
HO u3daegaenMom UHHOPMAaLULUIOHHOM yKkazamene «HaluoHansHsie cmaHdapmety. Coomeememayiotast UHghop-
Mauus, yeeOQoMIeHUEe U MEKCMbI PA3MELUAKOMCH MAaKXKe 8 UHhopMaULIOHHOL cucmeme 0bLe20 NoNL308aHUS —
Ha ochuuuansHoM catime PedepanbHO20 a2eHMCMEa M0 MEeXHUYECKOMY DE2YNUPOGaHUH0 U MEmponoauU 8 cemu
WNuHmeprem

© CraHgaptuHdiopMm, 2006

Hactoawwmi CTaHOapT HE MOXeT ObITb NOMHOCTLH UMM HaCTUYHO BOCNpou3BedeH, TMPaXWPOBaH 1 pacnpo-
CTpaHeH B Ka4ecTee Od)l/l UManbHOMoO N3gaHnA Ges paspelueHnA dbe,u,epaanoro areHTCcTBa No TEXHWYEeCKOMY pery-
NMpPoBaHNH 1 MeTpPONOr i
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CopepxaHue

1 OBnacTtb NnpvMmeHeHNA
2 TepMyHbBI 1 onpefeneHmst
3 O6wme TpetoBaHna K MEHE,EI,}KMEHTy pMCKa
3.1 HauvoHanbHbIe N pervoHansHble perynmpymmme TpeGOBaHMH
3.2 INpouecc MeHemXMeHTa pyvcka
3.3 OTBeTCTBEHHOCTb BbICLUEMO pyKDBO,EI,CTBa
3.4 Keanudkauua nepcoHana
3.5 NnaH MeHedXMeHTa pUcka
3.6 ®arn MeHeoKMEeHTa pucKa
4 AHanu3a pucka (3Tansl 1—3 Ha pmcyHKe 2)
4.1 MNpoueaypa aHanu3a prcka .
4.2 MNpenycMoTpeHHoe I'IpI/IMEHEHI/IE/I'Ipe,D,yCMOTpeHHOB HazHa4eHwe 1 onpe,u,eneHme XapaKTepMCTI/IK OTHO-
CAWKUXCA K Be30nacHOCTY MeaWUMHCKOro n3genusa (stan 1) .
4.3 V\neHTUdWKauMsa M3BECTHLIX UNW MPOrHO3MpYyeMbIX onacHocTer (31an 2)
4.4 OnpepeneHye pycka (p1UCKOB) ANA Kax oW onacHocTK (aTan 3)
5 OueHuveaHuve pucka (3Tan 4)
6 YnpaeneHve puckom (3Tansi 5—1 0)
6.1 YMeHblueHWe pycKa .
6.2 AHann3 BO3MOXHOCTeN (3Tan 5)
6.3 BbINoNHEeHKWE Mep Mo YNpaBneHWio PYCKOM (aTan 6)
6.4 OueHvBaHVe OCTATOMHOMO pycka (3Tan 7)
6.5 AHanun3 cooTHoLWeHWA prick/nons3a (3Tan 8)
6.6 Opyrve Bo3MOXHble onacHocTy (3Tan 9)
6.7 MNonHoTa oueHuBaHWA pycka {stan 10)
7 OueHnBaHWe NOMHoro ocTaTodHoro pucka (atan 11)
8 OT14et no meHeXMeHTY pycka {3tan 12)
9 MNocTnpowv3BoacTaeHHan WHdopMauwmsa (stan 13) .o
MpunoxeHne A (cnpasodHoe) Bonpockl, Ha koTopble cneayeT OTBETUTb an onpe,u,enemm XapaI{TepI/ICTMK
BAVAIOLIMX Ha 6e30MacHOCTb MEOWUWMHCKOrO M30enus
MpunoxeHre B {cnpaBo4Hoe) PykoBOOCTBO NO aHANW3y pricka B OTHOLIEHWW U3OeNWUiA A in wtro awarHoc-
TUKK
MpunoxeHve C (cnpaBOque) PyI{OBO,EI,CTBD no npou,e,u,ype aHann3a pVICI{a B OTHOLWEHW TOKCKKOMNOrMdec-
KWX OnacHocTen .
MpunoxeHve D {cnpasoqHoe) MNpuMepsl BO3MOMHbBIX OMACHOCTERA 1 COI'IyTCTByI-DLIJ,VIX anKTopOB CBSI3aHHbIX
C MEAWLVHCKMMW M2AENUAMM .
MpunoxeHne E {cnpaBodHoe) KoHuenuum purcka, I'IpI/IME.‘HI/IMbIE K MEAWLMHCKMM WU30Enrsm
MpunoxeHre F {cnpaBodHoe) MHopMauws o MeTogax aHanvsa pricka
MpunoxeHwe G (cnpasodHoe) [pyrie cTaHoapThl, coaepkallye MHopMaUuie 06 3rneMeHTax MeHeKMEHTa
puvcKa, onUcaHHbIX B HACTOALLEM CTaHaapTe
MpunoxeHve H {cnpaBodHoe) ObocHoBaHvWe TpeboBaHWiA
MpunoxeHve J (obsasatensHoe) CBefeHns 0 COOTBETCTBIM HALMOHANBHBIX CTAHLAPTOB Poocw McKolA d)e,u,e—
paLuni CCbINOYHLIM MEXAYHAPOOHLIM CTaHAapTam
Bubnworpadua
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BBepeHune

MexayHapoaHbia ctangapT MCO 14971 paspabotaH TexHudeckm komutetom MCO/TK 210 «MeHemkmeHT
Ka4ecTBa 1 COOTBETCTBYHOLLME OBLLMEe acMeKTsl MeOVLIMHCKWMX M34enni» 1 noakoMuTeTom MOK/TK 62A «Obwne
ACNeKTbl 3NEeKTPUYECKUX N3AeNUiA, NPUMEHSIEMbIX B Med LUWHCKOR NpakTuke». B oBrnactn meHemKMeHTa pucka
NPUMEHWUTENBHO K MEAWLMHCKAM naaennam TexHndeckuin komuter MCOMK 210 n MOK/TK 62A oBpazosanu co-
BMecTHYo pabodyto rpynny CPI 1 «MNprmMeHeHe MeHEAKMEHTA PUCKa K MEeOWUMHCKAM W34ENUsAM»,

TpeGoBaHwA, NpebABNAEMbIE K KOMMOHEHTY aHanusa PUCKAa Kak COCTaBNALLEH NpoLLecca MeHemKMmeHTa
puicka, Bbinu Bnepsble pazpaboTaHsl B ctaHgapte MCO 14971-1:1998, npuyem Bbino npegycMoTpeHo, 4To Tpebo-
BaHWA K OLEHNBAHMWIO pUCKa, YNIPABREHWIO PUCKOM U K OLLEHMBAHIID NOCTNPOW2BOACTBEHHOR MHGOPMALA MOTYT
BbITh pacCMOTPEHbI B AONONHUTENLHOW YacTu (dacTax). OgHako Bce 3Tk TpeBoBaHWs BKAHYEHb:! B HACTOAWL WA
cTaHOapT.

Hactoawee nzgaHne MCO 14971 otmeHseT 1 samensieT MCO 14971-1:1998.

MogromuTer MOK/MK 62A npyHan pelleHye, 4To HacToawan nybnvkauus gencreyet o 2004 roga. Mo wcre-
JeHWK 3Toro cpoka nogkomuteT M3OK/TIK 62A nocne koHcynetauun ¢ MCO/TK 210 pewvt, Byner N HacTosAwas
nyBnkauys:

- noATBEPXKOEeHa,

- 0TO3BaHA;

- 3aMeHeHa NepecMOoTREeHHbIM U30aHWeM,;

- AOMNONMHEHa N3MEHEHAMM,

B oxvgaHm nepecmMoTpa HacToswero ctaHgapTta CPIM 1 pazpaBotana M3amMeHeHWe K HaCcToALWEN NyBRvKaumm,
B KOTOPOM LOKYMEHTVpoBaHo obocHoBaHWe TpeboBaHui, cogepxallmxca B ctaHgapTte MCO 14971:2000, n koTo-
poe BKMHYEHO B HACTOALLIWIA CTAHAART B KAa4ecTBe NpvnoxeHnsa H.

MpurnoxeHwa A — H HacTosIWEero ctaHaapTa SBNAKTCA CrPaBoYHbIMM.

HacToawmin cTaHaapT peKOMEHIYETCs paccMaTpMBaTbL Kak OCHOBY Afs1 OCYLLECTBIISIEMOro 3roTOBUTENEM
pPEe3ynbTaTVBHOMO MEHE[KMEHTA BCEX PUCKOB, CBA3aHHbLIX C NPUMEHEHNEM MEAVLIMHCKNX M3nenii. Copepalum-
€CcH B HacTosAWweM cTaHgapTe TpeboBaHKa COCTaBNAT CUCTEMY, B PAMKaX KOTOPO NPaKTUYECKUKA OMbIT, UHTYW-
LMD N pacyeT UCNOoMb3yT ANA MEHEKMEHTA BhbILLEYKA3aHHBLIX PUCKOB,

Bvabl eATENBHOCTH, B KOTOPLIX Y4aCTBYHOT OTAENLHLIE ML, OPraHU3aL/Mn MW OpraHbl rocy4apcTBEHHOTO
YNpPaBneHus, MOryT CTaTb AN 3TUX UAW 4PYriX yMacTBYHILLWX CTOPOH MCTOMHWKOM OMAacHOCTER, cnocoGHLIX
BbIZBATL MOTEPS UMW NPUHNKUHUTL yepd. MeHeameHT prckoB npeacTaenseT coboi cnoxHyro Ans obeyKaeHua
TEMY, TaK KaK Kax4as 13 yMacTBYHOLLMX CTOPOH MOXKET No-pasHOMY OLEeHWBaTL BERPOATHOCTb NPWUYMHEH WS Bpeaa W
BO3MOXHOCTL HaHeceHsA ywepba B cny4ae onacHocTy.

KoHuenuws pyrcka BrnoMaeT B ceBa ABa KOMMNOHEHTa:

a) BepOATHOCTL NPUYUHEH NS Bpeda, TO eCTh BO3MOMKHYH YaCTOTY Er0 HAHECEHWS,

b) nocnepcTBWA NPUHMMHEHHOMO Bpeaa, TO ECThb €70 TSHKECTb.

3T KOMMOHEHTbLI ONPERENAT AONYCTAMOCTL PUCKa AN YY4aCTBYHOLLEA CTOPOHbI,

PaccmoTpeHHasa koHUenuvst 0cobeHHO BaXKHa NMPUMEHUTENBHO K MegyUMHCKUM N3aenvsamM 1n3-3a GonbLioro
pazHoobpasns yHacTBYIOLWWX CTOPOH, BKNOYAas Bpavel-NpakTKoB, MeaWLMHCKNE OpraH1n3aumm, OpraHbl rocy-
LapCTBEHHOIO yrpaBneHns, MPOMLILLNEHHOCTb, NaLWEHTOB 1 0GLLECTBEHHOCTD.

Bce yqacTBytoLME CTOPOHLI AOMKHLI MOHMMAaTh, YTO NPUMEHEHWe MedUUWHCKMX N34enuii CBA3aHO C onpere-
NeHHbIMK prckami, GakTopbl, BIAWAKOLWKWE Ha BOCTIPUATWE PUCKOB KXKAOW YHACTBYIOWEN CTOPOHOR, BKAIYAKOT B
ceba coUransHO-3KoHOMMYECKWA N 0BpazoBaTenbHLIR CTATYC 3a1HTEepecoBaHHOM YacTy oBLuecTBa, a Taioke obbek-
TWBHO W CYGHEKTMBHO OLEHVBAEMOE COCTOSIHWE 340P0Bbs NaluWeHTa. XapaKkTep BOCIPUATIA PUCKOB 3aBUCUT, Ha-
NpYMepR, OT TOro, PACCMaTPMBAIOT N PUCKK KakK:

- HEMPOW3BOMLHLIE, HeN3BexHbIe, 0BYCNOBNEHHLIE YeNoBEecKM haKTopoM;

- CNeacTBle HeBPEXHOCTH,

- BbI3BaHHbLIE HEMOHATHOW NPUYNHOW WA HANPABMNEHHbIE Ha YAIBKMYHO rpynny Ny, B obuecTee.

v
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PeweHwre o npoeegeHnn KNWHNYECKoN npoueayposl ¢ npuMeHeHnem megunHCKoro nagenna Tp96y9T, 410Gk
OCTaTO4HbIE DACKA BbIN COOTHECEHBI C OXKWOAEMOIA NMOMb30KA OT NnpyuMeHeHKA 3TOR npouenypbl. |_|pl/l BbIHECEHKW
TaKKMX pE.‘LIJEHVIIﬁ pekoMeHayeTCH yMUThIBaTh NpeayCcMoTpeHHOe I'IpMIVIEHeHVIE/I'Ipe,D,yCMOTDEHHOE Ha3HavYeHWe, JK-
cnnyartauynoHHbIe CBOWCTBA U PUCKKW, CBA3AHHbIE C KOHKPETHbIM MEeOVILWMHCKM N30envem, a TakKe PYCKU 1 NonNb3y,
CBfI3aHHbIE € KITMHWYECKOA I'IpOLl,E.‘,EI,ypOIﬁ nnun obcToATeNLCTBaMUK ee NnpUMeHeHW:. HEKOTODbIe N3 3THNX pE.‘LIJE,‘HVIPI
MOTYT ObITb MPYHATEI TOMNBKO KBANUMPUUMPOBAHHLIM BRAY0M-MPAaKTUKOM, 3HaKLWM COCTOAHWE 300POBLA KOHKPET-
HOro naueHTa nnmn Cy6'b9I<TI/IBHOE.' MHEHWe naurieHTa no 3ToMy BONpocy.

B ka4ectBe ogHOM 13 Y4aCTBYHOLWWX CTOROH N3roTOBUTENH cneayeTt nath 2akniodeHne O ©SezonacHocT Meau-
UWMHCKOro n3genns, Bknodaoulee 0onycrtiMmocTe PUCKOB, C y4eTOM 06LLI,EI'IpVI3HaHHOFO YROBHA TEXHUKK ANA On-
peneneHnda NpUrogHocTU MedKvLMHCKOro M3nenid B LENAX pa3sMeLleEHNA Ero Ha pbiHKE B COOTBETCTBMK C Npenyc-
MOTPEHHbIM I'IpMIVIEHE,‘HVIE,‘M/I'Ipe,':l,yCMOTpE‘HHbIM HazHa4eHveM. HacToawuii cta HOAPT yCTaHaBnBaeT Npouenypy,
C NOMOLLILHD KOTOPOW M3rOTOBUTENL MEOVUMHCKOrO N3AENWVA MOXET UOEHTUULMPOBATL ONMAacHOCTY, CBA3aHHbIE C
MeaMUNHCKKM 3geninem W ero NnprHagneXXHocTAMW, onpegenAaTs N OUeHKVBaTh PMCKK, CBA3aHHBIE C 3TMIK Onac-
HOCTAMMW, YNPaBNATEL 3TUMW PCKaMIK 11 OCYLLECTBRATEL MOHWNTORWHI PE3YNbTaTBHOCT TAKOIo ynpasneHnA.

21187 v
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HAUWOHANBbHBIN CTAHOAPT POCCUMMWCKOWN OEAEPALWMN

M30ENA MEAVMLUWHCKWE
MNpnmMeHeHne MeHeKMEHTA PUCKA K MeAVLHWHCKUM M34enusam

Medical devices. Application of risk management to medical devices

DaTa BBegeHun — 2007—01—01

1 O6nacTb NnpUMeHeHusA

HacTosawmia ctaHaapT ycTaHaBnNMBaET npoLUeaypy onpeneneHs onacHoCTer, CBA3aHHbIX C MeaMLMHCKMM
W3AENUAMIA 1 WX MPYHAANEKHOCTAMM, BKNDYAA U34enina Ans in vitro AWarHocTrKK1, onpeaeneHns 1 oueHWBaHnA
PYICKOB, YNpaBreHWsa pUckami U MOHUTOPWHIA pe3yNsTaTUBHOCTY TAKOTO YNpasneHws.

TpeboBaHWA HACTOAWErO0 CTaHAapTa MPUMMEHMMbI KO BCEM 3Tarnam XW3HEeHHOro UWKNa MegnUHCKNX
U3oenni.

HacTtoawwia ctaHaapT He NpefHazHaYeH Ans BbIHECEHMA KIMWHHECKX CYKAeHWIA, CBA3AHHbLIX C NpYMeHe-
HUeM MeaULMHCKUX M3aenuii.

HacToawmi ctaHaapT He yCTaHaBNMBAaET YPOBHW AOMYCTUMOrO PICKa.

HacTtosawwia ctaHgapT He TpebyeT Hanu4KusA y M3roToBMTens oyl MansHO 3apericTpyYpOBaHHON CUCTEMBI
kadectsa. OfHaKo MEHEMKMEHT PUCKa MOKET BbITh COCTABHOW 4acTbio cUCTEMBbI KadecTsa (Tabnuua G.1).

2 TepMUHbI U onpeaeneHuA

B HacTosiLem cTaHOapTe NPYMEHSIOT CReayoLME TEPMIHEI C COOTBETCTBYHILLMMMN ONpeaeneHnsamu;

2.1 akcnnyaTaUuMOHHbII AOKYMeHT (accompanying document): JokyMeHT, nprnaraemolid K MeguUHCKO-
MY U3LEMWI0 UM NPUHAANENHOCTU, COOepKall i BCH BaxKHYIO MHAOpMaLne ANA Nonb3oBaTensl, onepatopa,
nuua, nponseogalero cBopky 1Ny YyCTaHOBKY W3OENWA Ha MECTe 3IKCNNyaTalin, B 4aCTHOCTA OTHOCALLYIOCH K
HesonacHocTW.

MpuMeydaHKne—Ha ocHoBaHWK [1], nognyHkT 2.1.4.

2.2 Bpeg (harm): ®uanyeckan TpaBMa Unu yuweptb 200pOBLI0 NICAER UMW UMYLLIECTBY, UKW OKpYXatoLeR
cpege ([2], nyHKT 3.1).

2.3 onacHocThb (hazard): [oTeHUWanbHbBIA MCTOMHWK Bpeaa ([2], nyHkT 3.5).

2.4 onachHas cutyauus (hazardous situation): O6cToaTensLcTBa, NPY KOTOPLIX NMHKOAW, UMYLLECTBO UMW OK-
py:KaloLas cpeaa NnoABepKeHbl 04HOM MMM HECKOMNLKMM OnacHoCTAM ([2], nyHKT 3.6).

2.5 npegycMoTpeHHOE NpUMeHeHWe/npeycMoTpeHHoe HazHa4eHue (intended use/intended purpose):
MprvMeHeHWe n3genys, NpoLUecca Unn ycnyri B COOTBETCTBUM C TEXHUHECKUMN YCNOBMAMM, MHCTRYKUMAMK 1
WHdopMaUWeR, NpenocTaBneHHLIMU U3rOTOBUTENEM.

2.6 warotoBuTens (manufacturer): ®usmdeckoe nnw LPUANYECKOE NMLO, HECYLLEE OTBETCTBEHHOCTL 3a
NPOEKTUPOBaHWE, N3roTOBIEHWE, YNAaKOBbIBAHWE W/UNMWM MapKMpOBaHWE MeOULIMHCKOro nzaennsl, cbopky cucTemsl
WK aganTrpoBaHne MegUVMHCKOro M34enns nepes ero BBeeHrem B obpalleHe Wunv BBOAOM B 3KCNNyaTa-
L0, HE3aBWCKMO OT TOrO, BbINOMHAET N 3TV OMepauyi GAMO BblLLIEYNOMSHYTOE MWL UIW TRETHHA CTOPOHAa OT ero
VIMEHW,

WaaaHKe ochuumancHoe

2 1
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2.7 megnumnHckoe nzgenue (medical device): Npwbop, annapart, MHCTPYMEHT, YCTROWCTBO, KOMMMEKT, KOM-
Mnrekc, cMcTema c nporpaMmHsIMK cpeacTeamu, obopyrosaHve, nprcnocobneHe, Nepess3odHoE 1 LLIOBHOE cpea-
CTBO, CTOMaTONOr4eck1ia MaTepian, Habop peareHToB, KOHTPOMNBHBIA MaTepyan 1 cTaHaapTHLIA obpa3zel, u3ne-
NnWe 13 NONMMERHBIX, PE3VMHOBLIX M MHBIX MaTepWarnos, NPYMEHSIEMbIE B MEAMLMHCKIX LLENSIX M0 OTAEMNbHOCTY WK
B COMETaHWW APYr C OPYrOM W NpefHa3HavYeHHbIEe M3roToBMTeneM At

- MPOGMNAKTUKW, OWATHOCTUKW, NedeHns 3aBoneeaHnia, NpoBeAeHVa MedMNUHCKWMX NpoLeayp, ccnefosa-
HWIA MEOWLUMHCKOro XapakTepa, 3aMeHbl Ui MoAud1KaLMM YacTel Tena YenoBeka, BOCCTAHOBEHWS MM KOMEH-
CalM HARYLUEHHBIX UMW YTPAYEeHHbIX dXM3M0N0THECKX (DYHKLIMA, KOHTPONA Hag, 3a4aTiem;

- BO3AEVICTBIS HA OPraHi3M HenoBeKa, Npy KOTOPOM KX diyHKLWMOHamNbHOE HazHaYeH e He peanvayeTcsl, HO
MOMET NOALAEPKMBATLCH XUMUHECKUM, A PMAaKONOrA4eCKAM, UMMYHOMNOMVMECKUM 1k MeTaBonu4eckM B2anmMo-
OercTBYEM C OpraHu3mMomM Yenoseka ([3], nyHkT 3.1).

2.8 06beKTMBHOE cBUAeTEeNbLCTBO (objective evidence): MHhopMaLUmaA, NpaBrIbHOCTL KOTOPOWA MOXET ObITh
[J0Ka3aHa Ha OCHOBaHWK hakToB, MOMyHMEHHLIX NyTeM HaBnioaeHWs, N3MEPEeH S, MCTBITAHKS WK 4 PYrMK CroCo-
Bamu (4], nyHKT 2.19).

2.9 npouegypa (procedure): YcTraHOBNEHHbIMA cnocob ocyLecTBNeHa Kakoro-nnbo Buaa AesTenbHOCTH
unu npouecca {[4], nognyHkT 3.4.5).

2.10 npouecc (process): COBOKYNHOCTb B3aUMOCBS3aHH bIX BUAOB AeATENLHOCTY M pecypcoB, npeoGpasy-
toLan BXoabsl B BoixoAbl ([4], noanyHkT 3.4.1).

2.11 zanunch (record): JokyMeHT, NpefocTaBnaowmii 06beKTMBHOE CBUAETENLCTBO O BhIMONMHEHHLIX BUAAX
OEeATENBHOCTM UNK NoNyYeHHbIX pesynbtaTtax {[4], noanyHkT 3.7.6).

2.12 octaTtou4HbIA puck (residual risk): Puck, ocTacliniics nocne npeanpuHATLIX 3aWKTHBIX Mep ([2],
nyHKT 3.9).

2.13 pumck (risk): CoveTaHwne BepOATHOCTW NPUHNMHEHWSA BREAA 1 TSKeCTV 3Toro Bpeaa {[2], nyHkr 3.2).

2.14 ananu3 pucka (risk analysis): CuctemaT4ecKoe UCNonNbL30BaHWe UMEKLENCH MHAopMaUK Ans
BbISIBNEHWA OMAcHOCTER 1 onpeneneHus pucka ([2], nyHkT 3.10).

2.15 oueHka pucka (risk assessment): MNonHbIA NpoLecc aHanuzaa v oueHWBaHWsA pucka ([2], nyHkT 3.12).

2.16 ynpaBneHue puckom (risk control}: [poLecc NpUHATWA PELIEHWA M OCYLLECTBNEHWS 3alLMTHLIX Mep
MO YMEHBLUEHWIO PUCKOB [0 YCTAHOBIEHHbIX YPOBHER NN NOAAEMKAaHNSA PUCKOB HA YCTAHOBINEHHbLIX YPOBHSAX.

2.17 ouennBaHue pucka (risk evaluation): MNpuHATHE pelweHns, BazMpyCLWErocs Ha CyLLLecTBYOLW WX 06-
LLIECTBEHHbIX LEHHOCTSIX, O A0MYCTMMOCTM PUCKA B KOHKPETHOW CUTYaLMM HA OCHOBAaHWW aHan13a pricka.

MpumeyaHune— Ha ocHoraHuu [2], nyHkTel 3.11 1 3.7.

2.18 meHempkmeHT pucka (risk management): CvcTtemaTdeckoe NpYMEHEHE NONMTKA, NMPOLUEAYR Y MPaK-
TWYECKMX METOAOB MEHEMDKMEHTA ANS PELUEHWNA 33434 aHannza, OLeHUBaH VS 1 yNIPaBMeHKs PUICKOM.

2.19 cpain meHegxkmeHTa pycka (risk management file): CoBoKynHOCTb 3anuncen 1 Apyrix JOKYMEHTOB,
He 06a3aTensHO B2anMOCBA3aHHbLIX, CO34aBaeMblX B MPOLECCE MEHESLKMEHTA pUCKa.

2.20 6e3onacHocTh (safety): OTcyTcTBME HegonycTumMoro pucka ([2], nyHkT 3.1).

2.21 TspkecTh (severity): CTeneHb BO3MOXKHbIX MOCNEACTBUIA ONacHOCTH.

2.22 sepudpukaums (verification): NoareepxaeHe Ha OCHOBE aHaNW3a W NPeAcTaBNeHWA 06 bEKTUBHBIX
CBWAETENBCTB TOr0, YTO YGTAHOBINEHHbIE TREGOBAHWA BRIMOMNHEHE!.

MpumMmeyan e — MNpn npoekTupoBaHun 1 paspaboTke BepudbUKaLUA 03Ha4aeT NPoLEecT aHanuaa pesyneTaTtor
NpednpUHATOR AeATENBHOCTM C Lenbio onpedeneHus COOTBETCTBUA YCTAHORNEHHBIM K 3TOR geATeNbHOCTH TpeboBaHu-
am ([4], nognyHiT 3.8.4}.

3 Obwue TpeboBaHUA K MEHEKMEHTY pUCKa

3.1 HauMoHanbHLIe UMK perMoHanbHLIe perynupyloul e TpeGoBaHUs

Beunaoy 6onbluoro pasHooGpasva MeanUHCKNX U3OENMWA, Ha KOTOPLIE PACTIPOCTPAHASTCH AeCTBMEe HAcToA-
Lero cTaHgapTa, VU pasniyna HauWoHaNbHbIX U PEMMOHANBHBLIX PEryNMPYIOWMX TReGoBaHWA, NpeabaBnsembIX
K MEAWLMHCKAM 130enwuam, TpeGosaHna 3.3 1 3.4 npumenHanT Npyn HeoBXoaMMocTH,

3.2 Mpouecc MeHeQXKMEHTa pUCKa

WMaroToBWTENL JOIMKEH YCTaHaBNMBAaTL W NOAAEPKNBATL B paBodemM COCTOAHUM NPOoLEecT MOeHTUAMKALMK
OMNacHOCTEN, CBA3AHHbLIX C MEAULIMHCKUM U34enuem, OnpeneneHus M oLEeHWBaHNSA CONYTCTBYHOWMX PUCKOB, Y-
paBneHKs 3TUMN PUCKAMM 1 MOHNTOPWHIa Pe3yNLTaTUBHOCTY TaKoro yrpasneHus. 3ToT Npouecc AomKeH ObITb
LOKYMEHTMPOBAH W BKNIOYaTL B ce6s cnepyowme anemeHTbl;

- aHanus puckoB;



rOCTPWNCO 14971—2006

- OUeHWBaHWe PHUCKOB,

- ynpasneHue puckami,

- MOCTNROVN3BOACTBEHHYHD VIHCbOpMaLMI-O.

|_|pl/1 Hann4nn JOKYyMEHTUPOBaHHOTO Npouecca nNnpoexkTrposa HI/IFlI’pa3p860TKVI M34enA B HEro J0IMKHbI BXO-
ANTb COOTBETCTBYHILUKME YaCTW Npouecca MeHeXMeHTa PUCKa.

MpumMeyaHun

1 JokyMeHTUpOBaHHBIA NPOLECC NpoekTUpoBaHus/paspaboTkm MoxeT GblTe Mcnonb3oeaH ansa obecneuyeHus
cucTEMaTUYeckoro noaxoaa K paccMoTpeHuio npobnem 6e3onacHoCT, NO3RONALENo, B YACTHOCTMW, BHIARMATL HA paH-
HUX CTAAMAX OMACHOCTMU, CBA3AHHBIE CO CMOXHBIMA CUCTEMAMK WU OKPYXKAOLIEA cpepoi.

2 Cxema npouecca MeHeIKMEeHTa pUCKa NpeAcTaBneHa Ha pucyHke 1.

3 Cm. bubnuorpacuio.

CooteeTcTBUE HacToAwemMyY NyHKTY NPpOBEPAT KOHTPpONEM cbaﬁna MeHeXKMeHTa PUICKa.

R 3

- AHanua pucka

MpaeHTuchukaymna npeaycMOTPEHHOO
NpUMEHeHNA/NPeayCMOTPEHHOIO HA3HAYSHNA,

MaeHTUbUKaLMA ONacHoCTH.

Onpeaenexue pucka

OueHnBaHMe pMcKa

Pelenua 0 AONYCTUMOCTH pUcka

- VnpaBneHue PUAGKOM

AHaNU3 BO3MOXHOCTOMN.
BueinonHeHwa.
OueHWBaHWE OCTATOMHOIO PUCKA,

[AonycTUMOGTD NOMHOMO PUCKa

¥

"A”—H MmAaldAamnsaBRAaATRALILIASA

PucyHok 1 — CxeMa npouecca MeHemKMeHTa pucka

31187 3
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3.3 OTBeTCTBEHHOCTDb BbICLLETD PYKOBOOCTBA

BricLwuee pykoBOACTBO OPraH13aUMm-U3roToBUTENS JOMKHO!

a) pa3pabaTbiBaTe NOAWTWKY ONpedeneHna AoNyCTVMOrO PUCKa C yHETOM COOTBETCTBYIOLLMX MEXAYHapoa-
HbIX CTAHOAPTOB, a Takke HaUMOHaNBHLIX W PErMoOHaNbHbIX pernaMeHTos;

b} obecneurBats cHabkeHVe HeobXxoAMMBIMI pecypcamMu;

c) obecne4vears HasHadeHWe obyveHHoro nepcoHana (cM. 3.4) Ansa ocyLecTBNEHWS MEHEKMEHTA, Bbl-
NonHeH WA paboT K NoMy4eHVs oUeHK NPednNPUHUMaeMbIX AEACTBIA;

d) NpoBOAVTEL aHanNKW3 pe3ynLTAaToB NPEANPUHYIMAEMBIX AENCTBUIA MO MEHEMKMEHTY PUCKA Yepes 3annaHu-
POBaHHbIE MHTEPBANbLI BREMEHW C LeMNbH 0BecnedeHVs NocTOAHHON NPUrogHOCTW 1 pesyNLETaTMBHOCTM Npouecca
MEHEDKMEHTA pycKa.

Bce nznoxeHHoe B HACTOALEM MYHKTE AOMKHO ObITh 3aA0KyMEHTYpOBaHo B dpaiine MeHepKMeHTa pyUcKa.

CooTBETCTBME HACTOALLEMY MyHKTY NPOBEPAIOT KOHTPONEM dharina MeHeKMEeHTa prcKa.

3.4 Kpanudukauma nepcoHana

WarotoBuTens gomkeH obecneqvsaTs BKIKOYEHWE B COCTaB NepcoHarna, BoINMONMHALEr0 3a4a4W MEHEIK-
MEHTa pKCKa, NMVLL, UMEICLLIMX 3HAHWSA W OMbIT, COOTBETGTBYIOLVE BbIMONHEHWIC MOCTABNEHHEIX 38434, [py Heo6-
XOAMMOCTH 3Ta KBanvdvkaLs A0IDKHA BKIIOYaThL B ceB5 3HaHNe MeAVLMHCKWMX U3OENVA 1 ONbIT MX SKcrnyaTa-
LMK, a Takeke BageHvie METOAAMW MEHEPKMEHTA pUCKa. 3anvcy 0 COOTBETCTBYICLLEN KBanvdiKkauuy nepcoHana
Heobx0AKMMO NogdepKMBaTL B pabo4em COGTOAHMA.

CooTBETCTBMYE HACTORALLEMY NMYHKTY NPOBEPSHOT KOHTPOMEM BbILLEYKA3aHHBIX 3an1cei.

3.5 MnaH MeHeXKMeHTa pUCcKa

VaroToBuUTENE ACIPKEH COCTABMATE NNaH MEHEMKMEHTA PVYICKA B COOTBETCTBMW C MPOLECCOM MEHELKMEHTA
PWCKa AN KOHKPETHBIX MEAVNLMHCKOr0 N3OSN UMW PAacCMaTRUBae MOV NpWHAANEKHOCTY. [TNaH MeHeDKMeHTa
PWCKA JOIMKEH BbITh HacTbHa dhanna MeHe[pKMeHTa puUcKa.

3TOT NNaH ACMKEH BKNOYATL B ceba:

a) obnacTs NPMMEHEHWA NNaHa, MAEHTUAMKALWIO W ONMCaHe MeaVLMHCKOra W3OENVA, a Taloke GTagmm
HWNZHEHHOIO LMKIa V3AENWS, K KOTOPbIM 3TOT NNaH MPYMEHNM;

b} nnan Bepudmkaumu;

C) pacrpeAeneHye OTBETCTBEHHOGTY,

d) TpeBoBaHVA kK aHanWay NPeANPYHAMAEMbIX AEACTBWIA N0 MEHEXKMEHTY PUCKa;

e) KPUTEPUW AOMYCTMMOCTI PUCKA.

MpumMmeuaHue — KpuTepun JonycTUMOCTA pUCKA MMEIOT BonblUoe 3HaYeHUe Ans onpefaeneHus KoHeYHoM
pe3yNLTaTUBHOCTM NpoLlecca MeHeMKMeHTa pucka. PYKOBOACTRO MO onpedeneHuio Takux KpUTepUeB NPUBEOEHO B NPH-
noxexHuu E.

MpKY M3MEHEHW NMNaHa B TEHEHWE XKNU3HEHHOTO LMKNa MedWLWMHCKOro U3Aenus B dhalin MeHeKMeHTa plricka
HeobXx0AKMMO BHECTY 3aMMch 06 M3MEeHEeHWN,

Co0TBETCTBME HACTOSLLLEMY MYHKTY NPOBEPRSIOT KOHTPONEM dhalina MeHepKMeHTa prcka.

3.6 ®ain meHegXKMeHTa pUcKa

AN KOHKPETHBIX MELNLMHCKOro M3AENMS NN pacCMaTRUBaEMOA NMPUHALNEXHOCTW PE3yNLTaTLl BCel Aest-
TEMLHOCTY NO MEHEMKMEHTY PUCKa 3anWCLIBAKT U NOALEMKMBALOT B paGodemM COCTOAHMW B dhaine MeHeaKMeHTa
pucKa.

MpuMmeyvyaHUA

1 3anucu 1 gpyrue OoKyMeHThI, cocTaBnawowme hainn MeHEMKMEHTA pUcka, MOTYT GbITh YACTEHO OPYTUX QOKYMEH-
ToB U hainos, HeoGXogUMEIX, HANPUMED, B CUCTEME MEHEMKMEHTA KauecTBa M3rOTOBMUTENSA.

2 ®ain MmeHemKMeHTa pucka He oBAzaTensHo fomKeH (hU3NMEcKM BKMIoYaTh B cebs BCe OOKYMEHTLI, OTHOCALLM-
ecs K HacToAwemy ctangapTy. OaHake oH OomkeH cofepkaTb, Mo MEHbLUEA Mepe, CChINKW UMW yKasaTenu Ha Bce
Tpebyemble gokymeHTHl. M3roToBuTenio pekoMeHayeTcs CBOeBpeMeHHo cofpaTh coblnouvHyo uHcopmauuio B danne
MeHeIKMEHTA pUCka.

4 AHanu3 pucka (3tanbl 1—3 Ha pUCYHKe 2)

4.1 Npoueaypa aHanu3a pucka
AHanM3 pwvcka cnefyeT NpoBo4WTbL B COOTBETCTBMN C 4.2—4 .4, a NopsaoK NpOBEAEHWS M PE3yNbTaThl
aHanmsa prcka JomkHbI BbITh 3an1caHel B dhaine MeHeoMeHTa pucka.

M PUMMEYaHWNE — Ecnun JOCTYNHBI pE€3yNkTaThl aHanuia pUcka and adanorM4Horo MeQUUUHCKOro nagenunn, 1o
Ha HUX MOXHO CCbinatbCA NpW YCNOBWUA BO3IMOXXHOCTW OEMOHCTPaUWKA TOro, MTO pacCMaTpUBaeMble NpoUECcchl aHano-

4
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FTMMHBlI UTM BHECEHHBIE U3MEHEHWA HE NpUBEOYT K CYLECTBEHHbIM pasnuMYvnAM B pesynbrtaTtax. OcHoBaHWeM AnsA aToro
AOMKHO BbITh CUCTEMATUUECKOE OLEHUBAHWE U3MEHEHWA U BO3ZMOXHOCTEA UX BO3ASACTBUA HA pasnuyHble CYLLECTBYIHO-
e onacHOCTH.

B gononHeHne K 3an1csam B COOTBETCTBUN € 4.2—4.4, fOKYyMEHTbLI 0 NopsgKke NPOBELEHWUA W Pe3yNLTaTOB
aHanusa pUcka AOMKHbLI BKIKOYaTh B ceB1, Mo MeHbLIER Mepe:

a) onucaHe N MAEHTUKALIMIO aHANU3UPYEMOTr0 MEOULMHCKOMO M3KENa UM NPpYHaONEKHOCT I,

b) MAEHTUMKALLMIO MALA (ML) M OpraHU3aLnK, BEINOMHAKCLLMX aHans prcka,

C) AaTy NPOBEeAEeHNS aHan13a pycka.

CoOTBeTCTBIE HACTOALLEMY MyHKTY NpoBepsiioT KOHTpoNeM hanna MeHeSKMeHTa pucka.

4.2 NpeaycMoTpeHHOE NpUMeHeHue/npeaycMOTPeHHOe Ha3Ha4YeHne U onpegeneHue XxapakTepu-
CTHK, OTHOCSILUMXCH K 6ezonacHocTn meguUMHCKOro nzgenus {3tan 1)

ANs KOHKPeTHBIX MeanUVHCKOro 3aenua U paccMaTprBaeMon NEVHaANeKHOCTW 3roToBUTENb AOITKeH
COCTaBUTbL OMNWUCaHWE NPeayCcMOTPEHHOO NPYMEHeHA/MpelycMOTPeHHOTo Ha3HavYeHWa 1 nio6oro oGocHoBaHHO
MPOrHO31PYEMOro HEMpPaBULHOTO NPYMeHeHWA. M3roToBUTENb LOMKEH TakKe COCTABUTL NepedeHb BCex Kade-
CTBEHHbLIX 1 KONMYECTBEHHLIX XapakTepUCTUK, KOTOPLIE MOTYT NOBNWATL Ha Be3onacHOCTL MeOVUMHCKOMO M3ne-
NS, 1, ECINIA BO3MOXHO, yKa3aTb WX NpedensHO A0NyCTUMble 3Ha4YeHna (cM. npyvmedadie 1). 31w sanvcn Heobxo-
JMMO NoAdepKMBaTh B pabovyem COCTOAHWA B doaline MeHeKMeHTa prcKa,

MpumevyaHUs

1 MpunoxeHne A HACTOALLErO CTaHAapTa COAEPKUT BOMPOCH!, KOTOPLIE MOTYT CIYMUTh NONE3HEIM PYKOROACTBOM
Mpy COCTARMEHUWN TAKOTO NEPEMHA.

2 Mpunoxerue B HacToAwero cTaHaapTa CoaepkAT ACNOTHUTENBHEIE PYKOBOOALME YKa3aHWA No MeToaaM aHa-
N33 pUCKa B OTHOLIEHUWA MEeQULUMHCKAX U3Oenuia ans in vitro guarHocTuku.

3 Mpunoxenue C HacTosleEro cTaHOApTa COAEPXWUT OONOMHUTENLHBIE PYKORCOALWME YKazaHusa no MeTogam
aHanusa pucka B OTHOLIEHUW TOKCMKOINOMMMECKUMX OMACHOCTEN.

CooTBETCTBME HACTOALLEMY MYHKTY NPOBEPSIOT KOHTPONEM dalina MeHeJ)KMEHTA pHCKa.

4.3 geHTUprKaLuna N3BECTHLIX MAW NPOrHO3MPYeMbIX onacHocTen {3T1an 2)

M3roToBUTENL AOMKEH COCTABWTh NEPEMEHB W3BECTHbLIX VNV NMPOrHO3MPYEMbIX OMACHOCTEN, CBA3AHHbLIX C
MEAVLIMHCKUM W3AENWEM, KaK AN YCNOBWA HOPMaNLHOR SKCNNyaTauuny, Tak U AN aBapuidHbIX cuTyauuia. Masec-
THbIE OMACHOCTMW AOMMKHbI BbITb MAEHTUGMLUMPOBaHLIL. 3TOT NepedeHt HeoBXoArMO NofaepKVBaThL B pabodem co-
CTOsAHWM B dyaiine MeHeDKMEHTa pu1cka.

TakKe LOMKHBI BbITb PACCMOTPEHbI 1 3aPErMCTPUPOBAHLI NPOrHO3MPYEMbIE NOCNEA0BATENLHOCTH CODLITUIA,
KOTOPLIE MOTYT MPWBECTM K CO3AaHWIO OMACHOW CUTYa LW,

MpumevyaHUs

1 B kauecTee NaMATHOW 3aNMCKA MOTYT GbiTh MCNONb30BaHLI MPUMEpPL! BO3MOMHLIX ONAcHOCTER, NeperucneHHbIe
g npunoxeHun D n pazgene B.2 A nagenni ana in vitro guarHocTuky.

2 OnsA noeHTUUKaLMM HEW3BECTHLIX paHee OnacHOCTEd MOMHO WCNONb30BaTk MeTOAbl CUCTEMaTU3auud, Npu-
MEHHAEMEIE B KOHKPETHOM cUTyauun (cM. npunoxerue F).

CooTBEeTCTBME HACTOSALLEMY MYHKTY NPOBEPSIIOT KOHTPONEM dbaina MEHEIKMEHTA pUCKa.

4.4 OnpegeneHve pucka (PUCKOB) ANA KaXgon onacHocTw {atan 3)

Puck{n) ons kaxaoil onacHOCTW, Kak B YCNOBWSAX HOPMAarbHOR 3KcrnyaTaumu, Tak v 4ns aBapyiiHON cuTya-
L1, HeoBxoAMMO onpeaensiTh C NOMOLLBIO AOCTYNHOW MHAOPMaLUMK UNW AaHHbIX. B cnyvae onacHocTel, Ans
KOTOPbIX HE MOXET BbITh ONpeaeneHa BEPOSITHOCTL NPUMUHEHKS Bpeda, A0MKeH GbITb COCTABNEH NepeqeHb BO3-
MOXHBIX MOCNeACTBWIA Takux onacHocTed. OnpefneneHve pucka(oB) L0MKHO ObITh 3apericTprypoBaHo B dpaine
MEHEPKMEHTA PUCKA.

TNMioBaa crucTema, Ucnonb3yemast AT Ka4eCTBEHHOR NV KONWYECTBEHHOM rpafaLyi onpeaeneHws ypoBHed
BEPOATHOCT N TSDKECTW, ALOMKHA BbITh 3aperncTprpoBaHa B dhaine MeHeKMEHTA prCKa.

MpumevyaHUs

1 OnpepeneHWe pucka BEMOMAET B cebA aHanW3 BePOATHOCTM €ro BO3HWUKHOBEHUWS W THEKECTW nocneacTeui. B
33BUCUMOCTH OT 0BNacTU NPUMEHEHWUS, BO3MOXKHO, AOCTATOMHO PacCMOTPEeTb NUWEL HEKOTOPLIE SMEMEHTHI Npolecca
onpepeneHus pucka. Hanpumep, B HEKOTOPBIX KOHKPETHBLIX crnydyasx HeT HeoGxoOQuMOcTW NpoOorikaTh onpeneneHue
pycka nocne NepeUYHOTO aHanW3a onacHoCTU U ee NOoCNeacTBUA.

2 OnpeneneHue pyUcka MOXeT BbiTh KOMUUECTBEHHBIM UMW KadecTBeHHBIM. MeToasl onpefeneHus pucka, BKMO-
yas MeTofbl, ABNAWMECH CNeACTRMEM CUCTEMATUYMECKMX HEUCNpaBHOCTEW, NPeacTaBeHbl B NPUNoKeHUn E HacTos-
Wwero cTaHgapTa. Pazgen B.3 HacToAwero ctangapTa coaepkuT MHopMaLuio, NoNesHyo Npy onpeaensHid pucka ans
MEeOWULMHCKUX M3genuia ang in vitro guarHocTuKK.

3% 5
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3 HekoTopble BO3MOXKHBIE METOObl aHaNW3a pUcka NPeacTaBneHbl B NPUNoOKeHWM F HacTosAwero cTaHpapTa.

4 WHchopMalnio UNK AaHHbIe ANS onpeasneHusa pUcka MOXHO NONYYUTh, HANPUMED, U3 CNEAYOLLMX MCTOUHUKOR:!

- ony@nuKoBaHHble CTAHAAPTHI;

- Hay4HO-TexHU4eckas UHopMaLma;

- O@HHBIE MO BKCNNyaTalWM Yoke NPUMEHAEMbIX aHANOMMMHBIX MEAWULMHCKUX M3OEnNUA, BKNoMas onyBnukoBaHHbie
ceegeHua of MHUMOeHTAaXx;

- QaHHble UCMBITAaHWA Ha aKCMNyaTauMoHHYI0 NPUroAHOCTE TUMMYHBEIMM NOMNb30BATENAMM;

- KNUHUYECKUE OaHHbIE;

- pesynkLTaTel MCCreAoBaHui;

- 3KCMEPTHbIE OLEHKU;

- CXeMbl BHELUHERM OLEHKN KavyecTea.

CootBeTcTBUE HacToAweMy NyHKTY NPpOBEPANT KOHTPpONEM anPlna MeHeXKMeHTa pU1CKa.
5 OueHuBaHue pucka (atan 4)

Ans kaxKaoi MAEHTUEULIMPOBAHHOM ONACHOCTW M3roTOBKUTENb A0MKEH, MPUMEHSS KPUTEPWI NINaHa MEHEK-
MEHTa pUCKa, PELUWTb, BMNSIETCS N OLEHVBAEMbIA PUCK(M) HACTONBKO HU3KUM(1), YTO HET CMbICTA B €ro (M1X)
JanbHewemM ymeHbweHny. Mpy NnonoxvTensHoM oTBETE Ha 3TOT Bonpoc TpebosaHws 6.2—6.6 Ana KoOHKpPeTHO!
OMacHOCTW He MPUMEHSICT (T.e. Nocne BbINonHeHws TpebosaHui 6.1 BeinonHsAT TpeboBanwa 6.7). Peaynbratsl
OLEHWBaHWS pUCKa(OB) PETUCTRMPYIOT B draline MeEHEMKMEHTA PUCKA.

MpumMeyaHun

1 PyKoBOOCTBO NO NPUHATUIO PeLIeHUA 0 AONYCTUMOCTM pucka npusegeHo B E.3, npunoxerue E.

2 MNpumeHeHue HeoBxoaWMBIX CTAHAAPTOR ANA pa3paboTkM KPUTEPUEB NPOSKTMPOBAHWA MeOWMUMHCKUX W3ae-
TIWIA MOXET ABMNATHCHA YACTbIO ASATENBHOCTM NO YNPaBneHWd PUCKOM, YTo oBycnaBnueaeT npuUMeHeHWe TpeBoraHui
6.3—6.6.

CootBeTcTBME HacTosAwemMy pasfeny NposepAT KOHTpOoNeEM cbat?ma MeHeKMeHTa pUCKa.
6 YnpaBneHue puckom (atanbl 5—10)

6.1 YMeHblueHWe pUCKa

MNpw HEOBXOAMMOCTY YMEHBLUEHWST pYCKa(0B) U3rOoTOBWUTESL AOIHKEH CrejoBaTth onvicaHHomy B 6.2—6.7
npoLeccy ynpasneHvs puckomM{amm) Tak, 4ToGbl CBA3AHHbLIN C KaXK0M OMAacHOCTbH OCTATOMHbIA PUCK(M) Bbin{im)
KBanMUUMPOBaH(bI) Kak 4OMyCTUMBIA(E).

6.2 AHanunz Bo3MoxHocTei (3Tan 5)

MzrotoByTent SOMKeH MOEHTUVLMPOBATE MERBI M0 YNPaBIEHUIO pUcKkoM{ami), HeoBXoaVMbie ANs YMEHb-
LIeHWs1 pyrcka(0B) 40 MPUeMINEMOro YPOBHSA. YNpasneHwe pyuckom{amm) AoMmKHO NpeacTasnATe CoDoM MHTErpupo-
BaHHbIW NOAX0A, NpY KOTOPOM WU3roTOBWTENL AOIMKEH NMPUMEHSITE B NOPSIAKE NPUOPKUTETA OAVH W3 HITKENEpeYCc-
NEHHBIX:

a) besonacHocTe, cbecneqrBaeman NPOEKTOM W KOHCTRYKUMEN MEAVLIVHCKOro M34enNvs;

b) cpencTea sawyThI MAW 3aLLMTHBIE MEepb, NPeAyCMOTREHHbIE B MPOLECCE NPOM3BOACTBA MEANLIMHCKOTO
vsgenus;

¢) MHchopmMaLwa no Be3onacHoCTK.

MpumMeyaHun

1 Mepbl MO YNpaBNeHWIO PUCKOM MOTYT YMEHbLWWTE TSHKeCTh BO3MOXKHOIO Bpeda MM BepOATHOCTE NPUMMHEHUA
Bpega, Unu U To U gpyroe BMecTe.

2 CTaHpapTel, ycTaHasnueawwme oblie TexHuecke TpeboraHus, paccmaTtpuealoT Ge3onacHocTe, obecneum-
BAEMYIO NPOSKTOM M KOHCTPYKUMER, 3aLUMTHEIE MepEl M BesonacHocTe, ofecnedusaemylo cooTBETCTRYIOWER MHdopma-
Luei, Onsa MHOTMX MeOQUUMHCKAX M3genui. 3To cnedyeT yuMTeIBaTe B NpoLecce MeHemKMeHTa pucka. CM. Takke npuno-
*eHue G HacToswero cTaHaapTa.

BbIGpaHHbIe Mepbl Mo YNPaBneHWo PUCKOM HEDBX0AMMO 3apericTppoBaTh B goaine MeHemEMEHTa pUCKa.

Ecnuv B npouecce aHanuaa BO3MOXHOCTER N3rOTOBUTENL OMPeAEnsIeT, YTo AanbHeRee yMeHbLIeHWE DUC-
Ka HE UMEeT NPaKTUYeCKoro 3Ha4eHWs, OH AOIKEH BbIMOMHMTEL aHanus COOTHOLWEHWA PUCK/MONL3a ANnd 0CTaToOMHO-
ro pucka {cm. 6.5); B NpOTYBHOM CNy4ae M3roToBKTENb AOMKEH NPOAOITKATL BLINOMHEHWE BLIOpaHHLIX Mep no
yNpaeneHn PUCKOM.

CoOoTBETCTBME HACTOALLEMY MYHKTY NPOBEPADT KOHTPONEM daina MeHeZKMEeHTa pucka.

4—1187 7
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6.3 BbinonHeHWe Mep No ynpaBneHWo puckoM (3Tan 6)

M3roToBYTENL AOIDKEH BbINONHATL MEPEI MO YNPABNEHWI PUCKOM, BelBpaHHble B 6.2. Mepbl no ynpasneqvio
PWCKOM AOIDKHEI BbITh 3apericTprypoBaHsl B daiine MEHEAKMEHTa puycka.

PesynsraTBHOCTL MEp MO YPABNEeHWIo PUCKOM JOMKHA ObiTe BepudivUMpOoBaHa, a pesynsTarsl Bepuduka-
LMK 2apercTpMpoBaHbI B darine MeHepKMeHTa pucka.

BrinonHeHve Mep Mo yNpaeneHn pUCcKoM AOMBKHO BeITh BepudiumpoBaHo. PesynsraTsl aTon Bepuidankaum
TakkKe AOKHLI BbITh 3aperycTpyipoBaHsl B dhaine MeHepKMeHTa pucka.

CooTBeTCTBME HACTOALLEMY MYHKTY NMPOBEPAIOT KOHTPONEM dharna MeHeKMeHTa prcKka.

6.4 OueHrMBaHWe oCTATOYHOrO pycka {3Tan 7)

IioBoii OCTaTOHHLIA PUCK, COXPaHSIICLLMIACA NOCNE BhINCAHEHWST MEPR MO YNPaBMeHWo pUCKoM, HeoBxoarmo
OLEHVBATL N0 KPUTEPWAM, YCTAHOBNEHHBIM B NaHe MeHeKMEHTa pycka. PesyneTaThbl TAKOro OLEHVBaHWA JOMK-
Hbl BbITh 3apPervCTPUPOBaHEI B daline MeHeIKMEeHTa pyicka.

Ecnv ocTaToMHBIA PUCK HE YO0BNETBOPSIET YCTAHOBNEHHBIM KPUTEPWSM, CNedyeT NPYMEHUT AOMONMHUTENb-
Hble MEpPbI MO YNPaBNEHWIO pUcKom {cm. 6.2).

Ecnv ocTaTouqHBIA PUGK OLLEHWBAIOT KaK 4OMyCTUMbIW, BGA COOTBETCTBYOLWANA MHChopMaLWsA No 0CTaTo4HOMY
PWCKY JOM¥Ha BbITh BKMICHEHA B COOTBETCTBYHILUME 3KCMNYaTaLMOHHbIE A0KYMEHTbI, Npunaraemsle N3roToBuTe-
nem.

CooTBeTCTBYE HACTOALWEMY MYHKTY NPOBERAIOT KOHTRONEM halna MeHEAKMEHTA PYCKA W 3KCTIMyaTaLMoH-
HbIX ,OKYMEHTOB.

6.5 AHann3 cooTHowWweHnsA puck/nonbaa {3Tan 8)

Ecnv ocTaToqHbIA PUCK MO KPUTEPUAM, YCTAHOBMNEHHBIM B NMNAHE MEHEMKMEHTa pycka, Obin KBanuduLmpo-
BaH Kak HEAONYCTUMEIV, @ AansHenLwre MepbI Mo YNPaBeHVio PUCKOM COMTEHLI MpaKTUYECKW HelenecoobpaszHbl-
MW, N3roTOBUTENb AOIMKEH cOBpaTh W NpoaHanv3ypoBaTh AaHHbBIE W NMTEpaTypy O MEAMLMHCKORN NOMb3e C TOMKK
3pEHWUS NPEAYCMOTPEHHOO NPYUMEHEHWA/MPeayCMOTREHHOIO HAZHa4YeHNA, YTOCEI ONpeJenvTs, NpeBbIWLasT nx
OHa ocTaTouHBIA prck. Ecnun cobpaHHble goKa3aTenscTBa CBUAETENLCTBYHT O TOM, 4TO MEeAMLMHCKAsA NomnsL3a He
MPEBLILAET OCTATOMHbIN PUCK, PUCK CHUTAETCA HEAOMYCTYMbIM. ECnv MeavuvHCKan Nonb3a NpeBbILLAaET OCTaToq-
HbIA PUCK, MOXKHO NEPEerTH K BeiNoNHeH o TpeGosaHni 6.6. MHdhopmaums, Heobxoamasn AnsA o6 bACHEHWA peLue-
HWS1 B OTHOLLIEHKK OCTATOMHOMO PYCKa, JOMKHA BhITh BKIKOMEHA B 3KCMNMyaTaUMOHHLIE AOKYMEHTbI, NpefocTaBnst-
emMble M3roToBKTENEM. PesynsraTsl Takoro oueH1BaHma ACMKHbI ObITb 3aperMcTpypoBaHbl B diaine MeHEKMEHTa
pWcKa.

CooTBeTCTBYE HACTOAWEMY MYHKTY NPOBERSIOT KOHTRONEM halina MeHeIKMEHTa PYICKa W 3KCTIMyaTaLMoH-
HbIX JOKYMEHTOB.

6.6 lpyrmne Bo3MoXKHbIe onacHocTu {3Tan 9)

Mepbl no ynpasneHwio pUcKkom HEOGXOAMMO aHaNV3MpoBaTh, YTObB! MOeHTVMWLMPOBAT L BO3MOXHOCTE CO-
30aHWA UMW ApYyrix onacHocTew. Ecnv kakve-nvbo Mepel No yNpaBneHnio prUcKOM MOryT nopoxgaTe Nniobbie
HOBLIE OMACHOCTU, TO HEOBXOAMMO OLEHVBATL CBA3AHHLIN C HUMWK pyck(n) (cM. 4.4). PesynsTaTsl Takoro aHanvsa
OOIMKHbI BbITh 3aperncTpypoBaHsI B diaine MeHemMKMEHTa pycka.

CooTBETCTBYE HACTOSALLEMY MYHKTY NPOBEPSIOT KOHTPoNem dharina MeHepKMeHTa prcka.

6.7 NMNonHoTa oueHnBaHWA pucka {(atan 10)

WaroToBuTens AOMKeH oGecrneyrBaTh OUEHBaHWE pyUcKa(oB) BCeX MAEHTUMMLMPOBAHHbLIX onacHacTed. Pe-
3yNbTaThl TAKOra OLEHWBaHWA 40MKHBI BbITh 3apericTpypoBsaHs! B haine MeHeMKMeHTa pricka.

CooTBeTCTBME HACTOALLEMY MYHKTY NMPOBEPAIOT KOHTPONEM dharna MeHeKMeHTa prcKka.

7 OueHuBaHMe NOMHOro ocTaTouHoro pucka (atan 11)

lNocne BbINONHEHWA W Bepmcbmau,mm BCeX Mep No ynpasneHW PUCKOM N3roToBUTENDL O0ITKEH NPUHATD
peweHre 0 4ONYCTUMOCTK NMNOMNHOMO OCTaTOYHOroO PYCKa, Co3gasaeMoro MeanuHCKKMM 3geniem, C TOHKKW 3peHUA
KpUTEpKeEB, YCTAaHOBNEHHLIX B NITaHe MeHe KMeHTa PrCKa. Ecnv nonHbIi ocTaToqHBIA PUCK GbIn KBaJ'II/Id)VILMpOBaH
KaK He,EI,OI'IyCTVIMbIﬂ C TOMKW 3peHNA KpUTepKes, YCTAHOBMNEHHBLIX B NNMaHE MeHeLXMEeHTa PUCKa, N3roTOBUTESNDb
AOITKEH COGpaTb 1 npoaHan3nposaTh AaHHbIE W NTeEPaTypy O MEOVILMHCKOM MOMb3€e C TOYKK 3peHnA NpenycmMmoT-
PEeHHOoro I'IpI/IME.'HEHMFI/I'IpE,D,yCMOTDEHHOFO Ha3Ha4eHKA N3gennd, 4100bLI YCTaHOBWTL, NpeBblllaeT N1 mednunH-
CKas NMornb3a NoMHbLIA OCTATOMHBLIA prcK. Ecnin COﬁpaHHble AOKasaTenbCTBa CBMAETenbCTBYHT O TOM, HTO MEAQN-
UWHCKas nonb3a He npesbillaeT NOMHLIK OCTATOMHBLIA PACK, OH CHUTaETCA HEJONMYCTUMBIM. PE.‘SyJ'IbTaTbI OUeHKrBa-
HWA NONHOTO OCTAaTOYHOIO PWCKa O0MKHbBI ObITb 3aperncTprpoBaHLl B Cbaﬁl]'le MeHeKMeHTa PICKa.

CooTBeTcTBME HacToAWeMY pasaeny nposepAroT KOHTpoNnem dhanna MeHeKMEHTA pHCKa.
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8 OTueT NO MeHeMKMEHTY pucka (3Tan 12)

PEByJ'IbTaTbI npouecca MeHeKMeHTa pUCKa JOIMKHbI ObITb 3aperncCTpupoBaHbl B OTHETE NO MEHEDPKMEHTY
PWCKa, Otyetno MeHeKMEHTY PIKCKa O0IKeH obecneqvBaTh BOZMOXKHOCTL OCyLlecTBneHA NpOCNeXBaeMoCcT
LN KaXK40W ONacHOCTH npw aHannie p1cKka, oueHBaHW PUCKa, BeINONHEHN 1 Beled)VlKaLlMM Mep no ynpasne-
HWH DUCKOM, a TalokKe COAep¥aTb OUEeHKY OonyCTMOCTHW OCTaTOYHOIo pVICKa(OB). Omyetno MEeHePKMEeHTY pWCKa
AOJTKeH GbITb 4acTeHO dhanna MeHeKMEHTa pUCKa.

MpuMme4vaHKne— OTHET MOXKET BbITh HA GYMaXKHOM UMK ANEKTPOHHOM HOCHTENE.

CootBeTcTBrE HacToAweMy pasneny nposepArnT KOHTPONem oT4eTa no MeHepKMeHTY DUCKa.
9 NocTnpouzBoacTBEeHHanA MHopmauua (atan 13)

WM3roToBMTENb JOIMKEH YCTAHOBW T W NOAAEKIBATL B paGodem COCTOSIHMN CUCTEMATHHECKYID NPOUEaYRY
aHanusa vHdopMaumi, coBpaHHOR O MEAWLMHCKOM U3AENUW UMW aHANOMYHBIX M3AENWSX Ha NOCTMPOW3BOACTBEH-
HOM 3Tane. 3Ta MHOPMALIAA [OIMKHA BbITh OLEHEHA C TOYKM 3PEHVIS AOCTIKEeHUS HaZnexalleln 6esonacHocTy, B
ocoBeHHOCTW B creayHL X BONPOCcax:

a) CYLLECTBYIOT N HE ONO3HAHHBIE PAHEE OMNAacHOCTY,

b) He cTan N HegonycTMbIM prick(), NpovcTekatcwmia{e) N3 kakon-nbo onacHoOCTH;

C) He cTana nv nepsoHaqansHas OLeHKa HEAENCTBUTENLHOW No APYTM NprdMHamM?

Mpw NonoXxvTeNsHOM OTBETE Ha NGO 12 BblLLEYKa3aHHbLIX BOMPOCOB Pe3ynsTaThl OLEHMBaHA Heobxoaum-
MO BEPHYTb Ha BXOZA, NpoLecca MeHeLKMeHTa pucka (cMm. 4.4).

OT4eT 0 COOTBETCTBYIOLLMX 3TaMax NpoLecca MeHEMKMEHTA PUCKa ANA MEAWLIMHCKOro nanenus HeoBxoau-
MO pPaccMaTpUBaTh B CBETE NOMyHYEHHON MHGopMaLi no BezonacHocTu. Mpy HANMYMWY BO3MOKHOCTU U3MEHEHUS
OCTaTOMHOMo PUCKa(oB) MNK €ro {(MX) AoNYCTUMOCTY CREAYET OUEHNTL BAUSIHWUE TAKOrO M3MEHEHWA HA paHEe Bbl-
NONHEHHBIE MEPBI MO YNPABMNEHIHD PUCKOM.

PesynbraTsl TaKoro oLEHVBaHWA AOMKHbI BbITh 3aperucTpypRoBaHb B chalfine MeHeIKMEHTA pPYCKa.

MpumeyvaHua

1 OTOencHble acnekTbl NOCTIPOU3BOACTBEHHOrO MOHUTOPUHIE PAaccMaTpUBAaIOTCA B HAUWMOHANbHLIX UMW Pervo-
HanbHbIX pernameHTax. B HekoTopbiX cnyvasx MoryT ObiTk 380eACTROBAHLI OOMNONHUTENbHEIE MEpLI, HAaNpUMep nepc-
NeKTUBHOE NOCTNPOU3BOACTBEHHOE OLEHUBaHME.

2 CMm. Tacke 4.14 [3].

3 Wncbopmauma MoxeT ObiTe nonyveHa Ha mobom 3Tane MU3HEHHOre LWMKNa MedWLMHCKOTC W3Aenus — oT Ha-
YansHoro Ao NocTNPOWM3BOACTBEHHOIO 3Tana BKIYWTENBHO.

CooTBeTCTBIE HACTOAWEMY Ra3aeny NROBepsItoT KOHTRONEM AOKYMEHTALM NROLECcCa MeHeIKMeHTa puc-
Ka 11 darina MeHegXKMeHTa prcka.

4* 9



rOCT P NCO 14971—2006

MpunoxeHue A
{cnpaBo4Hoe)

BOHpOCbI, Ha KOTOpble cnegyeT OTBETUTL NpWU onpeeneHNN XapakTepUCTHK,
BNMUAKWAWX Ha OezonacHocTb MeaQUUMHCKOro nagenns

A.106wue nonoxeHWA

MepebiM 3TanoM WOeHTUMUKALMKA ONACHOCTEA ABNASTCH aHanM3 XapakTepUCTUK MeJWUMHCKOro U3genus, Bnua-
oWUX Ha 6e3onacHocTb ero npuMeHeHus. OaMH M3 cnocoboB BLINOMHEHWA OAHHOrO aTana — CoCTaBMNeHWe nepevHs
BOMPOCOB, KOTOPbLIE MOMYT BO3HWKHYTL MPW M3roTOBMAEHWUW, NPUMEHEHUN U KOHEMHOR YTUNM3aLMU MedWULMHCKOro uade-
nuA. Ecnu 3apaBaTte aTK BONpOGk OT MMEHWM BCEX 3aMHTEPECOBAaHHbIX WU (HanpuMep nonb3oBaTtenel, cneumnanucTos
no yxogdy, NauneHToB U T.4.), MOXHO Nony4nTe Gonee NonHylo KapTUHY O BO3MOXKHbIX onacHocTax. OTREThl HA NpUBEAEH-
Hble HWXEe BOMPOCH MOryT NOMOMb B MAEHTU(MKALMKM BO3MOMHEIX onacHocTel npu paboTe ¢ aHanNM3UPYEMbIM Medu-
LWUHCKAM M3deNUeM.

37T0T nepeyeHb He ABMNASTCA MCUEPNbIBAICLLMM, HO cnedyeT BbiTb ocTOpoXHBIM NpW AoGaBneHUM BONpOCOB, KOTO-
pble MOrYyT ObiTb OTHECEHBl K KOHKPETHOMY MeJWUMHCKOMY W3Aenuio.

A.2 Bonpochi

A.2.1 Kakoeo npegycmoTpeHHoe NpUMeHeHue/npedycMOTPeHHOe HasHaJueHWe W Kak cnegyeT NpUMeHATh Megu-
LMHCKOoEe u3genune?

PaccmaTpusatoT:

- NpegnonaraeMoro Nonb30BaTens, ero YMCTBeHHblE U pbU3MMeckne BO3MOXKHOCTW, KBANUMpUKALMIC U NOArOTORKY;

- 3ProHCMWMECKUE acneKThl, YCNOBWUA 3KCMMyaTauud, k1o 6ygeT ycTaHaBNMBaTh U3OENUE U CMOXET N NauueHT
caM ynpaenAThb IKCNnyaTauned MegMuMHCKOro M3Oenua Unu BNuATL HA Hee.

Ocofoe BHUMaHWe pekoMeHayeTcs yaenaTk npegnonaraemblM NonL30BaTenam co cneuudbrieckMmi noTpesHo-
CTAMW, HANPUMEpP NULAaM ¢ hU3NYECKUMU HEJOCTATKAMW, NOXWNBLIM NICOAM, OeTAM. 3TUM NuuaM MOXeT noHagobuTecA
NOMOLLE APYroro fnuua B akcnnayaTauu MequUMHCKOro U3denus.

MpegycMoTpeHa N akcnnyatauus MeguuMHCKOro M3genus MUUaMu ¢ pasnuyHbiM YpOBHEM NOOQroTOBKWM WU pas-
NUYHOA OGLLEA KyNETYPOR?

Kakylc ponb oTEOAAT MEAULUMHCKOMY M30EenuIo B QUarHocTuke, npocunakTuke, MOHUTOPUHTE, NeEYeHun unu obner-
YeHun BonesHu, KOMNeHcaUMM TPaeEM UNKU hU3NMECKUX HeOOCTATKOB, 3aMeleH Unu MoandMkaumMM Yactei Tena unu
YyNpaeneHun 3a4atuem?

MpegHasHavyeHo N1 MeAUUMHCKOE M3genue ans kusHeoBecnedeHWs WK AnNA NOAdEpKaHUA MU3HW?

Heo6xogMMo N BMeLWaTenscTBO CneuuanucToR NpU OTKase MedWLUHCKOrc uagenusa?

Heo6xogumo nu yaenaTe ocoboe BHUMAHWE NPOEKTHLIM XapaKTepucTUKaM uHTepdeiica, KOTOpele MOTYT NpuBe-
CTW K HENPOWU3ROMBHLIM OWKMBKaM akcnnyaTaudu nagenua (cMm. A.2.27)?

A.2.2 MNpegnonaraeTca N KOHTAKT MEQUUMHCKOrO M3denvs ¢ NauMeHToM WM gpyriMu nuammn?

PaccMaTtpuBatoT: xapakrtep npeanonaraeMoro KoHTakTa, T.e. NOBEPXHOCTHLIA KOHTAKT, UHBa3MBHbIA KOHTaKT W/unu
UMMNaHTAUWUSA W, B KS&XO0M cnyvae, AnNWTensHOCTE W YACTOTY KOHTaKTa.

A.2.3 Kakuve matepmansl U/MNW KOMAOHEHTE! BXOOAT B COCTaR MEAWLUMHCKOTO U3Aenus UM UCNONE30BaHbl COBME-
cTHO NUB0o B KOHTAKTE C HAM?

PaccmaTtpuealoT xapakTepucTUkY, BNUAoWMe Ha 6e30NacHoCTs U3genus.

A2.4 MoxeT nu aHeprua 6biTh NepedaHa nauueHTy Wunu seipaboTaHa nauMeHTom?

PaccmaTpuealoT: BUA NepedaBaeMoi SHEpPruu, ynpaeneHue eto, ee KauecTBo, KOMUMEeCTBO M ONUTENbHOCTL BO3-
OeiCTBUA.

A.2.5 BBogAT N NauMeHTy WM BLIBOOAT M3 Hero kKaknme-nubo sewecTsa?

PaccmaTpuealoT: BBOOQUMbIE NALWUEHTY UMY BbIBOOUMBIE U3 HEMO BELWECTBA; AaHHLIE O TOM, OAHO 3TO BELUECTRO UK
rpynna BelecTs; CREAEHUA O MaKCMManbHOA U MUHUMAaNbLHOR CKOPOCTU BBEAEHUA (BbiBEASHWA) BEWECTRA W ynpasne-
HAWM 3TUM NPOLECCOM.

A.2.6 MpoBogaT Nu B MeguMUMHCKOM u3genun o6paboTiy Guonoruyecknx BeWwecTr ANg UX Nocneayiowero Mcnons-
30BaHMA?

PaccmatpueatoT Tun oGpaboTikn n o6pabaTeiBaemoe BellecTBo(a) (HanpuMmep ayToTpaHccbysus, ananus).

A.2.7 CTepuneHo Ny NocTaBnAeMoe MeaULUMHCKOE U3aenue MNM OHO NpedHa3HaueHo AnsA cTepunu3alyd nonL3o-
BaTeneM, WK NPUMEHAT Apyrie Buabl MUKpobuonoruveckoi obpaboTk1?

PaccmaTpuealoT: cBefeHUst 0 TOM, NpefHasHavdeHo M MeguuMHCKoe U3genue ansA oQHopasoBoro UM MHoropa-
30BOr0 NpUMEHEHWUs; JaHHble 06 ynakoBke, CPoOKax XpaHeHus, MioBblX orpaHudeHUAX YMcna NOBTOPHLIX NMPpUMEHEHUA
WNK NpegnonaraeMblx BUOax cTepUnn3aLnun.

A.2.8 MNpegHasHaveHO MM MEOUUMHCKOE U3Oenne ANA PYTUHHBIX OMUCTKM M Ae3nHheKL MY, BEINCIHAEMBIX NONb30-
BaTenem?

PaccmaTpuBaloT BUAbl MPUMEHAEMBIX YACTALIMX U Ae3uHDULMPYIOWWX CPeOcTE U NioBble orpaHUYeHUsA vucna
LKUKNOB ouncTkA. KpomMe Toro, Ha acpeKTUBHOCTL PYTMHHOM OUUCTKW U Ae3nHDEKLUN MOXKET BNUATL KOHCTPYKUMA Medu-
LWUHCKOrO M3genus.

10
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A.2.9 MNpegHasHayeHo N MedUUWHCKOE M3Jenve AN U3MEHEHUA Cpefdbl, OKpyXaloweh nauveHTa?

PaccmaTtpusaloT: TeMnepartypy, BMaXHOCTb, COCTAB ra30B BO3AYXa, ABNEHWE U OCBELEHHOCTh.

A.2.10 MoryT 1 6biTe NpoBeAeHs U3MEPEHUA?

PaccMaTpuBaloT: U3MepaeMble NepeMeHHble, NPaBunbHOCTE M TOMHOCTE Pe3ynbTaToR U3MEepEeHUA.

A.2.11 fAsnAeTca N1 MegUUUHCKOE U3AeNve UHTEPNPEeTURYIWUM?

PaccMmaTtpuBealoT: cBRegeHUa O TOM, BbiA3eT MM MedUMUMHCKOe M3aenue 3aKkiicMeHUsa Ha OCHOBE BXOAHBIX UMUK Ha-
KONNEHHBIX AaHHbIX, MHOPMaLMID © NPUMEHAEMbIX anropuTMax MU A0BEPUTENbHBIX Npeaenax.

A.2.12 MpegycMoTpeHo MU NpUMEHEHNE MEOULMHCKOrO W3Oenus B COYeTaHWM ¢ MedukaMeHTamMu UMM Apyrimu
MEOWUUUHCKUMK CPeacTBamMu?

PaccMmaTtpueaioT: ugeHTUdUkalmio nobeix NpUMEHAEMBIX MEeJMKAMEHTOR UMW APYrMX MeaMUUMHCKUX CPeacTs, BO3-
MOXHBIX NMpoBneM, CBA3AHHEIX C UX B3aUMOOEACTBMEM, Peakuuio nauueHTa Ha nonyvaeMoe neveHue.

A.2.13 MoryT nu npon3oATU HexenaTenbHble BoldeneHUs 3Heprun UnNu BeWwecTs?

PaccmatpuBatoT B GBA3M C BO3MOXHBIM BblAeNeHWMeM 3HepPriun: WyM 1 BuGpauuio, TennoTy, UanyyeHue (Bknovan
WCHU3NPYIOLLEee, HEMOHU3UPYIoLWee W yneTpaduoneTosoe/BuguMoe/uHdpakpacHoe M3Ny4eHUs), TeMNepaTypy Ha KOH-
TAKTHbIX MOBEPXHOCTAX, TOKA YTEUKW, ANEKTPUIECKUE WU MarHUTHbBIE NONA.

PaccMmaTpuBaloT B CBA3M C BO3MOXHLIM BblOENEHUEM BELIECTR! BbiBeAeHUEe XMMUECKUX BELLECTR, NPOAYKTOB XN3-
HeAeATENEHOCTU U BOAbI, COOepPXKalleAcA B OpraH13Me.

A.2.14 YyBCTBATENEHO NN MEOULMHCKOE U3OENME K BO3AEACTBUID OKPYKAIOLWEA cpeabl?

PaccmaTpuBaloT: Npou3BOACTBEHHYIO Cpedy, TPaHCNOPTHeIE CPeACTBa, YCNOBMA XpaHeHna. K HUM oTHOCAT ocke-
LIEHHOCTE, TEMNEpAaTypy, BUGPpaLMM, YTEHKU, YYBCTBUTENEHOCTE K U3MEHEHUAM SHeprocHabkeHua U oxnakaoeHWs, anek-
TPOMarHUTHBIE NMOMEXW.

A.2.15 BosgeicTeyeT NM MeQULMHCKOE M3OeNne Ha OKpY:KaloWwyo cpedy?

PaccMmaTtpuBealoT: Bo3gecTsMe cpedcTB aHeprocHabkeHUa U oXNakaeHWA, BolAeneHWe TOKCUYHBIX BELECTR, reHe-
pUpOBaHWE 3MNEKTPOMArHUTHBIX NOMEX.

A2.16 NmetoTca N HeoGXoOWMMLIE pacXodHble MaTepuansl Uy NpUHaanekKHOCTH, CBA3aHHbIE ¢ MeJULUHCKAM
nanenuem?

PaccMaTpuealoT cneuudukauuM Ha pacxodHble MaTepuansl U NPUHagneXHOCTH, CBA3aHHbIE ¢ MeaULMHCKIM
nagenuem, W nobeble orpaHu4eHUA B UX BolGope ANg Nonb3oBaTens.

A.2.17 Heobxogumel N TexHudeckoe obcny:kmBaHne n/unu kanubpoeka?

PaccMaTpuBaloT: cBeAeHUA O TOM, OOSKHBI NI TeXHUYeckoe oGcnyKuBaHue Wunu kanubpoeka GblTh BbINOMHEHE
onepaTopoM, Nonb3oeaTenaM UM cneuruanucToM; HeoGXoduMbl N cneunancHble BelwecTsa MNKM obopyaoBaHue Ana
Hagnexallero TeXHUIECKoro oBCnyKMBaHUA U/MNK KanMGpoBKA.

A.2.18 BxognT nNu B COCTAR MEQUUMHCKOrO M30enuqa nporpaMMHoe obecneyueHne?

PaccMaTpuBaloT cBeAeHUA 0 TOM, OOITKHO N NnporpaMMHoe obecneveHue BbiTh YCTaHOBNEHO, BEPUULMPORAHO,
MoAuULUPOBAHO UMK 3aMeHeH0 MNonb3oBaTenaM W/MnuM onepaTopom.

A.2.19 MMeeT NU MegUUMHCKOE M30enne OrpaHuMeHHEBIA CPOK XpaHeHWA?

PaccMaTpuBaloT COOTRETCTBYIOLME MaPKUPOBKY UMW MHAWMKALMIO, YTUMU3aLMio MeQUUMHCKOrO M3genus.

A.2.20 CyliecTBYOT NA OTCPOUEHHbBIE WK ANUTENBHLIE NOCNEACTRHA aKCNIyaTaun?

PaccMaTpuBaloT aproHOMUMECKME U KYMYNATUBHEIE achdekThl.

A2.21 Kakue mexaHudeckme cunbl MOMyT BO3AEACTBOBATH HA MedWMUMHCKOe u3genue?

PaccMaTpuBaloT gaHHble 0 TOM, YNpaBnaeT i MeXaHUMeck MMM cUnamMu, KoTopele MOryT BO3OeACTBOBaTL HA Me-
OWLMHCKOoEe U3Oenue, TONMbKO NOMNb30BATeNb UMW NONbL30BATENL COBMECTHO C APYTMMM NULAMM.

A2.22 Y1o onpegenaeT cpok cnyxGbl MegUUUHCKOrO M3genua?

PaccMaTpuBaloT cTapeHue u3denus, UCTOoLEeHUe SNEeMEHTOB NUTaHUA.

A.2.23 MpedHasHayeHo NM MeguUWHCKOEe W3dende AnA ogHOpPa3oBora NpUMeHeHUA?

A.2.24 Heobxoaumbl nu 6e30nacHbIA AEMOHTEXK UMY YTUNUM3aUMA MedUUMHCKOrC M3genua?

PacomaTtpusatoT npoGneMy oTX040B, BO3HUKAOLWMWX MpKM yTUNM3aLMKM MequLMHCKoro nigenua. HanpuMep, cneny-
€T OTBETUThL, COOQEKUT N U3AENNe TOKCUYHBIE UMM onacHble BellecTea NUbo BellecTsa, NpurogHele Ana nepepaboTku.

A.2.25 Heobxogumo nu cneuunansHoe ofyvyeHue NoNb30BATENA OMA MOHTAXKAE UMM 3KCNnyaTauuM MeguuMHCKoro
n3genua’

PaccMmaTpuBaloT ycTaHOBKY (MOHTaX) M nepedadvy M3genus Nnonb30BaTenio, BepoATHOCTE/BO3MOXHOCTE YCTaHOB-
ka (MoHTaxa) nuuamu 6e3 cneuuansHOA NOOroTORKM.

A.2.26 ByayT nn HeoGxoauMbl pa3paboTka WNKM BHeQPeHWe HOBLIX MPOU3BOOCTBEHHbIX NPOUECCOoB?

BregpeHne HOBbIX NPOM3BOACTEEHHBIX NPOLECCOR Ha NPeAnpUATUAX-U3rOTOBUTENAX crnefyeT paccMaTpUBaTh Kak
BO3MOXHbBIA MCTOMHUWK HOBBIX ONAcHOCTEA (onacHocTW) (HanpuMep BHedpeHWe HOBCH TEXHOMOM U, HOBOrO YPOBHA pas-
BUTUA NPOU3BOACTBA).

A2.27 AenseTcAa Nu ycnewHoe NpUMeHeHue MeQUUMHCKOTO U3AEnUs KpUTUYECKU 3aBACUMBIM OT YernoBeyeckoro
cdakTopa, Takoro kak UHTepdeic nonbaopaTena?

PaccmatpuBaioT 0coBeHHOCTU KOHCTPYKUMU MHTepdbeAca nonb3oBaTens, KOTOpble MOryT NMpUBECTH K ownGkam
akcnnyataumn. MeguumHckoe usgenue cnegyeT NpoeKTUPOBAaTE Tak, YToGbl OHO He Morno GbiTe HENPABUMEHO NpUMEHE-
HO MoNb30BaTeNeM B yCNOBUAX OeACTBMA oTBNekatowux pakTopos, HanpuMep, Npu ynpasneHuy uagenyem, uto obecne-
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YuBaeTCH NPUMEHEHWEM CUMBOINOR, pa3paboTKOA 2proHOMUMECKUX XapakTepUCTUK, NPOEKTa KOHCTPYKLUM U CXEMBb
pacnonoxeHWs 3NeMeHTOB, Uepapxun AeWCTBUA, MeHIo ONA W3AeNWA C MUKPOMNPOLECCOPHBIM YNpaBneHUeM, Harnsamg-
HOCThIC NpeaynpeXaeHU, CrnbIlUMMOCTBIO CUTHANoB TPeBOrM, CTaHAapTHOA LBETOBOR kogupoekol. C 9ToW Uenkio che-
OveT Takke OTBeTUTL Ha NMPUBEOAEHHbLIE HIKE BOMPOCH!, HO HE OrpaHU4MBaTLECA UMK,

A.2.271 MMeeT N1 MeguUMHCKOE M3denne COegMHUTENBHLIE YacTW WNKU NPUHAONEKHOCTI?

PaccmaTpuealoT: HanMuvMe BO3MOXHOCTU HEMPABUINbHLIX COEQUHEHWUA, OTNUMME OT COSAWHEHWA B ApPYrUX U3genu-
AX N CXOACTBO C HAMW, YCHUNUA, HeoOXoduMble ONA COeOUHEHWUA, oBpaTHYH CBA3L NPW NOBPEXKOEHUW COeaMHEeHUs, a
TakKe Ype3MepHO UNKU HeJoCTaTOMHO TYro 3aTAHYTOE CoedMHEHUE.

A2.27.2 AMeeT nu MeguUMHCKOE U3Aenue ynpaenalowmMin uHtepdenic?

PaccMmaTpuealoT: NpocTpaHCTREHHOe pacnpefeneHue, KOOUPORAHUE, TPYNNUPOBKY, CXEMY NMPOCTPAHCTBEHHOIO
pacnpegeneHus, pexumel oBpaTHOM CBA3M, rpydbie ownBKK, HE3HAUUTENEHBIE NpoMaxu, AuddepeHunauuio ynpaene-
HWA, BUOUMOCTL W306paXeHWA, HanpasneHue akTUBMPOBAHUA UMW U3IMEHEHMWA, QUCKPETHOCTb MMM HEMPEpPbIBHOCTh
OYHKLMOHMPOBAHWA 3NEMEHTOR YNpaBneHus, oGpaTMMOCTL YCTaBOK UNW e ACTBIIA.

A2.27.3 WUmeeT nu meguumnHckoe usgenue cbyHkumio oTobpaxeHua uHdgopmauun?

PaccmaTtpuealoT: BUAUMOCTE M306paXeHnss B pasnuyHblX YCNOBUAX, OPUEHTAUMIC, 3anoNHEHUE WM NEPCMeKTUBEI,
YeTKOCTb NpeacTaBneHna uHcbopmauun, equHuubl oToGpaxeHun MHhOpMaL KM, LBETOBOE KOQUPOBAHWE U AOCTYNHOCTh
KpUTUYECKOA MHopMaLMu.

A.2.27 4 NMeeT N1 MegUUMUHCKOE U3OENNE MEHID yNpaBneHua?

PaccmaTpuBaloT: CNoXHOCTE M MUCNO YPOBHEN, 0CBEAOMINEHHOCTE O COCTOSHUM, pacnonoXeHne ycTasok, cnocob
nepeaBwKeHua Mexady ofbekTamMu, YMCno 3TanoB B ogHOM OeACTBUWM, NpoBneMbl YeTKOM nocneqoBaTensHOCTU Aei-
CTBWA U 3aNOMMWHAHMWA, COOTHOLWEHWE BaXKHOCTM WM OOCTYNHOCTW (PYHKLWKN YNpaBlieHns.

A.2.28 ABnAeTcd NM MeQUUMHCKOe M3genve MOGHNBHBIM MM NOPTaTUBHBIM?

PaccMmaTpuBaloT: 3aKUMbl, PYKOATKW, KOMNeca, TOPMOo3a, MeXaHWMECKYIC YCTOWYMBOCTL M NPOMHOCTE.
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MpunoxeHne B
(cnpaeo4Hoe)

PykoBoACcTBO NO aHaNnU3y pucka
B OTHOLWWEHMX N3genvn ansa in vitro gMarHocTUKn

B.1 Obwme nonoxeHns

HacToAwee npunoxeHue cogep:XUT OONCNHUTENbHbIE PYKORCIALWME YKA3aHUA NO aHanu3y pUcka B OTHOLWEHWU
w3genuia ansa in vitro gMarHocTMkM ¢ ydeToM ocobeHHocTed U cneundbuiecknx acnekToB 3Tux uzgenvi. MNpumeHeHue
n3genuia ana in vitro QMarHoCTUKM He CO34aeT NPAMOro pucka ansd nauueHTa unmn obcnedyeMoro nuua, Tak kak ux He
WCMONb3YIOT BHYTPW UMK HA Tene Yyenoseka. OgHake npu MgeHTUdUKauMm onacHoCTel, CBA3AHHBIX C U3OenUAMA AnA
in vitro gMarHOCTUKW, BO3MOXHbLI KOCBEHHLIE PUCKW, NPUBOGALLUME K OWMBOMHBEIM PELUEHUAM UMW cnocoGCTRYIOWME UX
npunaTuio. Kpome Toro, pekoMeHdyeTcA paccMaTpuBaTh ONAacHOCTM, CBA3AHHBIE ¢ NPUMEHEHWEM W3OeNnUi, U BO3HUKA-
HoLMe Npu 3TOM PUCKA.

B.2 UgpeHTndMKaumna onacHocTen

B pononHeHWe K ONacHOCTHAM, M3MNOKEHHBIM B npunoxeHun D, npu nageHTugMkayumm BOIMOXKHEIX ONA nauueHTa
unu oBcnegyeMoro nNuua onacHocTed pekoMeHayeTCH paccMatpUBaTh:

- HEOQHOPOOHOCTL BHYTPW OOHOA NapTUM, pacxoXaeHWa MeXdy pasHbIMW  NapTUAMM;

- 06 Een3BecTHble UCTOMHUKKA ONACHOCTER;

- acpcpekThl M3HOCA;

- NOMPELWHOCTH NpY MaeHTUdUKkaLM Npoo;

- NpoBneMbl CTABUNEHOCTU (NPU XpaHeHUK, TPaHCNOPTUPOBaHWK, 3KCNNyaTalMK, Nocne NeprOHaYaNsHOM BCKPLITUSA
KOHTeWHepa);

- npoBnemel, cBA3aHHble ¢ OTGOPOM, NPUrCTOBNEHUEM U CTAGMNBHOCTLID Npo6;

- HeagekeaTHble cneuuduKaLum UCXOOHBIX O3HHbIX;

- HeaJeKBaTHbIE XapaKTEPUCTUKA UCMBITAHWUA.

Bo3MoXHYI0 oMacHOCTb ONA NoMb3CBATENA MOryT NpedcTaBNATh pagvoakTUBHbE, UHMDEKLWMOHHBIE, TOKCUYHBIE
UMW Opyrue onacHble MHIPeaneHThl peakTUBOB, a TakKe KOHCTPYKUMA YNakoBKW. TPUMEHWTENEHO K MHCTPYMEeHTam
cnegyeT paccMartpueaTh NpobnemMy BO3MOXKHOMO 3arpAsHEHMA Npu yxoae, paboTe ¢ HUMK M TEXHUYECKOM 0BCnyKUBaHWM
B OONOMNHEHWE K Hecneundu4eckMM ONacHOCTAM (HanpuMmep 3HepreTUMeckuM), CBA3aHHBIM C UCMONb30BaHWEM WHCT-
PYMEHTOB.

B.3 OnpegeneHne pucka

Mpu onpegeneHuM pucka ANA KaXOOA ONacHOCTH pPeKOMEHOYETCH YYMThIBATh:

- cTeneHb HageXHOCTU aHaANUTUYECKUX PesynsTaToB (MeUUMHCKOS 3aKMIoUeHNe No pesyneTataM aHanuTUIecknx
uccnefoBaHuiy;

- pe3ynsTaThl NPOBEPKM OOCTOBEPHOCTH;

- HanuMvrue 1 NPUMEHeHUE ANEMEHTOB YNpPaBreHKS;

- cpeacTBa U3MepeHWA/MeToanKkn obecneyueHns KadecTea, NPUMEHAEMbIE B MedUULMHCKUX nabopaTopusx;

- BO3MOXHOCTbL BLIARNEHWA AechekToB (NorpewHocTen);
CUTYauMn NpUMeHEHUA (HanNpUMEp NMpu OKasaHWK CKOPOA nomoLyn);
- npodeccuoHansHoe /HenpodeccoHaneHoe NpUMeHeHHe;
- cnoco6 npegcTaBneHua UHopMaLMu.
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MpwunoxeHue C
{cnpaBo4Hoe)

PYKOBOACTBO no npoueaype aHannu3a pUcka
B OTHOLIEHWH TOKCUKONOIMYeCKNX ONacHOCTEN

C.1 O6wme nonoxeHns

HacToswee npunoxeHWe coaepkuT pyKOBOOAWMUE YKa3aHUsA No NPUMEHEHUIO aHANU3a PUCKa K TOKCUKONOrMyec-
KAM OMacHOCTAM. TOKCUKONOrMMECKUE ONacHOCTU ABNAICTCA Pe3ynbTaToM BO3OEACTBAA XUMUUECKAX BELIECTB, HAHOCH-
WKx G1onorudecknia Bped. B [5] ycTaHoBMNeHb 0bWMe NPUHLMNBI BUONOrM4ecKoro oLEHUMBaHNA MaTepranoe/MeauLMHC-
KX M30enua.

Heo6xoauMMmo npunarate Bce younua, YTobbl U30ekaTe npoBedeHus HeoBA3aTeNnbHbIX MCNBITAHWA HA 3KUBOTHLIX.
Crnegyet o6paTtuTe BHUMaHWe Ha [6], cogepxaliMin TpeBoRaHna K 3aLUMTE KMBOTHBIX, U HA COOTBETCTBYIOWIME HALMO-
HanbHbIE M PeroHancHble pernameHThl, NpeanqceiBaLMe He NPOBOAUTE UCMBITAHUA HA JKUBOTHBIX NPWU BO3IMOXHOGCTH
Hay4Horo of0CHOBAHWUA TAKOro pelleHus.

C.2 OnpegeneHue pUCKOB, CBA3aHHbLIX C TOKCUKONOTMYECKUMW CNAacHOCTAMM

C.2.1 HeoBxop1Meie AnA paccMoTpeHnA akTopbl

Mpwn aHanuae pUCKOR, CBA3AHHbLIX € TOKCUKONOrMYECKUMKW OMAcHOCTAMM, cnedyeT yuuThiBaTh:

- XMMWYECKWE CBOINCTBA MaTepUanos;

- ONbIT Npedblaywero NpUMeHeHUa MaTepuanos;

- AaHHble UCMBITaHWMIA Ha Buonoruyeckylo 6e3onacHocTL.

Konu4ectso HeoBXogMMbIX AaHHBIX W ryGUHa UCCNeAoBaHUA MOTYT BbiTb U3MEHEHEI B 3aBUCUMMOCTH OT Npedyc-
MOTPEHHOrC NMPUMEHEHUA/NpedyCcMOTPEHHOMO HA3HAYMEHUA U3OEeNuA, a TAKKe OT XapakTepa W NpoAonKUTENEHOCTU
KOHTaKTa ¢ nauueHToM. TpeboeaHuA K AaHHbIM OGLIMHO MeHee CTPOrM And YNakoBOYHBIX MarepuanorR, MeOWULMHCKUX
M3genuiA, KOHTAKTUPYIOWMX C HENOBPEXASHHON KOXeH, U ANns MoBblX KOMMNOHEHTOB MeAWMUWHCKMX U3dernuid, He BoTyna-
IOWUX B HENOCPEOCTBEHHBIA KOHTAKT ¢ TKAHAMW OPraHu3mMa, ClM3ucTeiMu oBonovkamMu UnM NOBPeEXOeHHONA KOXEN,
hbU3MONOTMHECKUMU HUOKOCTAMM.

AnA onpegeneHns NoTpeGHOCTU B QONONHUTENBHEBIX AaHHBIX cnegyeT NpoaHanu3aupoBaTk COBPEMEHHbIE 3HaHWUA
B 0GnacTu MaTtepuanos/MeqULUHCKUX U3OENWA, OMUCaHHbIE B HaYyMHOW NUTepaType, NPealecTBYIOWYD KNUHUMECKY
NpakTUKy, a Takke Opyryve gaHHble. B HeKkoTOpbIX CnyvanX MOXET BO3HWUKHYTb HeoBXoQWMMOCTb MONYMUTE JaHHLIE O
XUMWUMECKOM COGCTaBe, OCTaTOMHbIX NpoAykTax (HanpuMep npu npoueccax cTepunuaauuu), QaHHbIX GUONorMyeckux uc-
NbITAHUA.

C.2.2 XuMmHnyecKue cBoONCTBa MaTepuanos

Wndpopmauunn, xapakTepyayowas XMMUMECKYI0 MASHTUMHOCTE U BMonorMieckylo peakumic MaTepuance, nonesHa
Nnpy ougHke NpeaycMOTPEHHOro NpUMeHeHUA/NpedycMOTPeHHOro Ha3HaveHuss MeduuuHekoro wagenus. K cpaktopam,
cnocobHbIM NOBNMUATE HA GMONOrMYEcKyi0 COBMECTUMOCTE MaTtepuana, OTHOCAT:

- MAEHTUMHOCTb, KOHUEHTPpaLUUio, AOCTYNHOCTE MU TOKCUMHOCTE BCEX COCTaBMNALWMX (HanpuMmep aobasok, cpeacTs
06paBoTk, MOHOMEPOB, KaTanuM3aTopor, NPOAYKTOB peakuuu);

- BNUAHWE GUONorMMeckoro pacnaja WU KOppo3vd Ha MaTepuansl.

Ecnu npu npoussoacTee, o6paboTke, XpaHeHU UNu gerpagauuv MaTtepuana MoryT 6eiTe NpUMeHeHs! v obpa-
30BaHbl pearMpylowmne Unu onacHele UHrpegueHThl, pekoMeHayeTCa pacCMOTPeTh BO3MOXKHOEe BO3OEeWCTBME OCTaTOM-
HBIX NpoAyKkToB. MpK1 3TOM MOXKET BO3HUKHYTEH HE0BXOAMMOCTE B MHOPMALMM O KOHLEHTPaLUMU U/UnuY BblWenadunuBaHum
OCTATOUHBIX NPOAYKTOB. 3TO MOryT BbITh aKCNepUMEHTaNbHbIe AaHHbIE UMW UHOPMALKA O XUMUISCKUX CBORCTBAX MpU-
MeHAeMbIX MaTepuanos. Ecnu HeoBxoguMmble gaHHble (HanpuMep AaHHbIE O NOMHOM XUMWYECKOM COCTaBe) HegocTyn-
Hbl M3rOTOBMTEND NO NPUMUHE KOHMASHUWANEHOCTH, pekoMeHayeTcs BepudbuumnpoBaTh onpedeneHue cooTBETCTRUA
NPUMEHAEMOro MaTepuana B npegnonaraeMoi cuTyalun.

C.2.3 MNpeablayWwil oNbIT NPUMEeHEeHNUA

PekomMeHngyeTca npoaHanM3npoBaTh BCIO MMEoWYIOCA MHAOPMAaLUMIC O npedblaylleM oneiTe NpUMEHEHWA Kawao-
ro Matepuana unu npegnonaraeMoil 4o6aBkM U 0 BO3HUKLIMX NOGOMHBIX peakuuax. OgHako npedblayLMiA onbIT NprUMe-
HEHWA WHTPEAMEeHTa UMK MaTepuana He BCerga MOXHO WUCMOoNb30BaTh B aHanoryHelx cnydaax. CneayeT yyuuThIBATh
npegycMOTpeHHOe NpUMeHeHne/npeayCcMoTpeHHOE Ha3HaYeHWe, KOHUEHTPAUMIO MHTPEAWMEHTOB U TEKYLUYIO TOKCMKOMO-
rmyeckyto MHgopmaLumio.

C.2.4 laHHbIe UcNBITaHWA Ha BUonorMyeckyto 6e3onacHocTL

PykoeogsawWwue ykasaHua 0 TOM, KakMe UCMbITAaHWA npegHasHaveHbl ANA KawOdorc KOHKPEeTHOro cnydyas npuMeHe-
HURA, codepxatcs B [5]. HeoBxoaMMOCTe UCNBITAHWA CnedyeT paccMaTpuBaTh AMA KaXAOro cny4vas oTOenkHO B CBeTe
UMEILLMXCA OaHHbIX, YTOGE MaGexaTb NpoBedeHUA HeoBA3aTeNbHbIX UCNBITaHWA.
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MpunoxeHune D
(cnpaeo4Hoe)

anMepbl BO3MOXHLIX ONACHOCTEN K CONyTCTBYHOLWHNX CpaKTOpOB,
CBA3AaHHbLIX C MEOQUMUWMHCKUMW N3QennaAMH

D.1 Obwme nonoxeHns

HacToslwee npunoxeHne coaepKUT NepeyeHt BO3MOXKHBIX ONACHOCTER M CONYTCTBYIOWMX hakTopoB, CBA3AHHbLIX
€ MeOULMHCKUMU U3OenUAMKU. 3TOT nepeyeHb He ABMASTCH MCUEpPNbIBAIOWMUM, OOHAKO MOXET NoMoYb uaeHTUgMUMpo-
BaTb OMACHOCTW, CBA3AHHLIE C KOHKPETHBEIM MeOULUHCKUM U3Oenuem.

D.2 3HepreTYeCcKMe ONACHOCTH U CONYTCTEYHLWME (haKTophkl

K aHepreTM4eckuM onacHOCTAM U CONYTCTBYIOWUM chaKkTopam OTHOCAT:

- BNEKTpUYECTRO;

-TennoTy;

- MeXaHUMECKYIO CUMY;

- MOHW3MPYIOWYIO paavaLuio;

- HEMOHU3UPYIOLLYH paauaLmio;

- OBWKYLLUMECH YaCTH;

- HenpegycMoTpeHHoe ABMKEHKE;

- B3BELUeHHLIe BelecTsa;

- OTKa3 u3genus, NogaepXUMBaloWeroc X1U3Hb NaUUeHTa;

- faBneHue (HanpuMep Npu paspbiBe cocydoB);

- aKycTUYecKkoe gaBreHue;

- BUOpaLMUID;

- MarHMTHbIE NongA (HanpuMep AAepPHO-MarHUTHLIA Pe3oHaHCc).

D.3 bMonorMyeckne onacHocTH U conyTeTEYHOWMe (hakTophl

K 6ronorMyeckum onacHoCTAM W COMyTCTBYIOWMM dhakTopaM OTHOCHT:

- Buonorudeckoe sarpasHeHue;

- BUONOMMYECKYIC HECOBMECTUMOCTL;

- HeageKBaTHLIA XMUMUYECKUA COCTAaB,;

- TOKCUMHOCTb;

- @annepreHHoCTL;

- MyTareHHoCTh;

- OHKOMeHHOCT;

- TepaToreHHoOCTL;

- KaHLepOoreHHOCTh;

- NOBTOPHYO W/WUNU NEPEKPecTHYIO UHcheKUMIO;

- MUPOreHHOCTE;

- HecnocoGHOCTE NoAAepHUMBaTh TMrMeHUYeckylo 6e3onacHocTh;

- BblpOXOeHUWe.

D.4 OnacHocTH, CBA2aHHLIE C OKPYXaKLWel cpenoi, N conyTcTByWMe hakTophl

K onacHocTAM, CBA3AHHBIM C OKPYKaloWed cpedci, U conyTCTRYIOWMM hakTopaM OTHOCAT:

- aNeKTPOMarHUTHLIE NOMs;

- BOCMPUAMMUBOCTE K 3MEKTPOMArHUTHOM MHTepdhepeHLuM;

- OMWCCUIO ANEKTPOMArHUTHOA UHTEepde peHLuu;

- HeadeKBaTHOE 2NEKTPONUTaHUE;

- HeaOeKBaTHYIO NogaYy XNagareHToR;

- XpaHeHue unu paboTy B HenpegycMOTPEHHBIX NPOU3BOACTBEHHBIX YCMOBUAX;

- HECOBMECTUMOCTE C APYTMMW W3AENUAMMW, C KOTOPBIMU NPedyCMOTPEHO NPUMEHEHUE;

- CNy4anHoe MexaHWMeckoe NoBpeXaeHue;

- 3arpA3HeHne NoGOMHBIMKM NPoAYKTaMKU NMPUMEHEHUA W/UMKM YTUNU3auuM MeduUUMHCKOro U3genus.

D.5 OnacHoCTK, BO3HVKAaKOLWME BCNeACTBMe HeafeKBaTHOTC BLIX0A3a 3HEPrvv U BblAeneHns BewecTs

K onacHocTAM, BO3HMKAIOWMM BCNeacTBMe HeadeKBaTHOMO BbIXOOA SHEPTMA U BblAeNeHWs BEWecTB, OTHOCAT:

- AMEKTPUMECTRO;

- paguauuio;

- o0bem;

- AaBneHue;

- nogady MeduUWMHCKWUX rasos;

- Nogavy aHecTeTUKOB.
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D.6 OnacHocTH, CBA3aHHbIE ¢ NPUMEHEHNEM MegUUMHCKOro 34enus, M conyTcTEYowme hakTopbl

K onacHocTAM, CBA3aHHBIM C NPUMEHEHUEM MeOULMHCKOTO U3OENWs, U CONYTCTRYIOWUM (hakTopaM OTHOCHT:

- HeaJeKBaTHY MapKUpPOBKY;

- HeaAeKBaTHBIE MHCTPYKUMU NO 3KCnyaTauuum, HanpumMep:

1)} HeapekBaTHYO creuWdukaLnio NpUHAANEXKHOCTER, NPUMEHAEMbIX ¢ MEOULIMHCKUM WU3OEMNNEM,

2) HeapekBaTHOE OMUCAHWE NpenBapUTEnNbHBIX NMPOBEPOK,

3) upeaMepHYID CMOXHOCTE MHCTPYKLUMA MO 3KCMNyaTauuu,

4) HeapgekBaTHOE ONUCAHUE OKa3bIBAEMbBIX YCINYr U TEXHWYECKoro oBCcrnyKUBaHUA;

- aKCnnyaTauu Uagenus HeksanuduuUMpoBaHHBIM/HEOGYYEHHBIM NEpPCoHANoM,;

- 060CHOBaHHO NPOrHO3MPYEMOe HenpaBUIbHOE NPUMEHEHUE;

- HelocTaTOMHOE NpefdynpexaeHue o NoGouHbix adherTax;

- HeafekraTHoe npegynpexaeHue of onacHoCTAX NOBTOPHOTO NMPUMEHEHHMA OAHOPAa30BOr0 MEOQULUHCKOTC M3de-
nus;

- HEKOPPEKTHOE W3MEPEHWUE U OpYrMe MEeTpONorMdeckue acnekTel (HaNpUMep MCnonb30BaHWe HecTaHgapTU30-
BAHHBIX 8OWHUL, W3MEPEHWUA, HEATTECTOBAHHLIX NpUBOPORY);

- HECOBMECTUMOCTL C pPacxcAHbIMWA MaTepuanaMu/NpUHaaNERHOCTAMW/ APYTUMA MeQULMHCKUMWA W3OeNUsamMu;

- OCTpbIE Kpas WM HAKCHEUHUKM.

D.7 HecooTBeTCTBYIOWMA, HEAAEKBATHLIA UMK Ype3MepHO CNoXHbIA MHTepdeic nonbaogaTens (06MeH WH-
chopmaumeit Mexay YenoBeKoM W MaLUMHON)

K HecooTBETCTRYIOLEMY, HEGOEKBATHOMY WM YPE3MEPHO CINOXKHOMY MHTepderdcy Nonb3oBaTens OTHOCAT:

- oWwuGKK 1 3aBnyxoeHUR;

- YMYLUEHWA N OLIWGKK NPU KOTHUTUBHOM BOCNPOWM3BEAEHNU;

- MPOMAaXN WU NPOCYETHl (YMCTBEHHBIE U thuanieckue ),

- HapYLUeHWe UNMW cokpalleHue WHCTPYKL WA, npolenyp;

- CMOXKHYID UNW 3aNyTAHHYID CUCTEMY YNPaBNeHNs;

- HEOOHO3HAUYHOE WIIM HEeACHOEe COCTOAHWE W3OenuA;

- HEOAHO3HAYHOE UMW HeACHOE NpeAcTABRNEHUE YCTABOK, U3MEPEHWA UN Opyroi uHpopMaLuu;

- HEMpaBWNLHOE NpeacTarRNeHWe PE3ynLTaToB;

- HeOocTaToMHbIe BUOAMMOCTE, CMBILAMOCTE WK TAKTUNBHOCTL;

- HeHagnexallee pacnonoKeHWe 3MNeMEeHTOR YNpaBneHus OeACTRMAMM UM npeacTasneHue uHdopMauumn o pe-
anNbHOM COCTOSHUM;

- PEXUMBI UM PACMONIOXKEHWE SNEMEHTOB, NPOTMBOPEYALLME MMELLIEMYCH 0GOpYOOBaHMIO.

D.8 OnacHocTH, Bo3HMKalowWMe Npy pyHKUMOHANLHOM OTKaz2e, B Npouecce TeXHWYeCcKoro obenyxusaHms, npu
CTapeHWK, U conyTcTByoWwMe dhaKTophbl

K onacHocTAmM, BosHUKaoWMM npu yHKLMOHANEHOM 0TKase, B NPOLECCE TeXHUMEeckoro oBcnyKUBaHWUA, npu
CTapPeHUH, U COMyTCTBYIOLLMM chakTopam OTHOCAT:

- OWKBKU NpU Nepenade AaHHbIX;

- OTCYTCTBHME WSIM HEaJEKBATHOCTL MHCTPYKLMAA MO TEXHWUMECKOMY 0BCMYKMBAHUIO, BKMIOMaA HeageksaTHoe onuca-
HWe hyHKLMOHANBHLIX NPOBEPOK NOCME TEXHUMECKOro oBCNyKUBAHNA,

- HeafjekBaTHoe TexHuueckoe oBGCcnyKuBaHue;

- OTCYTCTBUE afJeKBaTHOrO ONpedeneHns OKOHYEHUA CPoKa SKChnyaTauuM MegMUMHCKOro U3genus;

- MOTEpH AUaNEKTPUMECKOR/MEXaHWIecKkol LenocTHOCTHK;

- HeadeKBRaTHYID YNAKOBKY (3arpAsHeHUe Wunu nopvy MeauMUMHCKOro M3nenus);

- MHOTOKpaTHOE MPUMEHEHWE W/MNW HEMPaBOMEPHOE MOBTOPHOE NMPUMEHEHUE;

- yxyaweHue byHKUMOHANBHBIX CROMCTB (HANMpMMEp NOCTENEHHOE CYXEeHWEe MarucTpanei ansa KuokocTu/raza unu
W3MEHEHWE COMPOTHMBIMEHUA MOTOKY, 3NEKTPUUECKOA NMPOROAWMOCTU} B pesynsrate MHOTOKPATHOTO NMPUMEHEHMA.
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MpunoxeHune E
(cnpaeo4Hoe)

KOHU,enLI,VIVI pPUCKa, npPUMEHWUMbIE K MEOWUUWHCKUM N30enUAM

E.1 OnpepeneHue pucka

AnA onpefeneHna pyMcka MOXHO MCNOMb30BaATh pasfMdHble MeTogbl. HacToAwmiA ctaHgapT He TpebyeT npume-
HEHMA KaKoro-nuBo KOHKpeTHoro MeToaa, Ho TpebyeT onpegeneHusa pucka (cm. 4.4). KonuuecTeeHHoe onpedenseHue
pyUcKa BO3MOKHO MPW HanMMMUM HeoGxoOMMbIX JaHHbIX. MeTogbl KOMUYECTBEHHOrO ONpefaeneHusa pucka MoryT NpocTo
33KMYATLCH B A0anTauuu KavecTBEHHOrO MeTeda UMW NPUMEHEHWU kakoro-nuBo ansTepHATUBHOMO NOAX0oAA.

MpuMep cxeMaTU4eckoro NPeAacTARNEHUS PUCKA, NOKas3aHHBIA HA pucyHke E.1, MoxeT BblTh UCMOMNbL3ORAH Kak
YacTk Ka4ecTBEHHOro MeToga onpedeneHus pucka. PucyHok E.1 BkNiOYEH B CTaHAAPT TONLKO B KA4€CTBE MNTIOCTpaLMu
MeToAa. 3TO He 03HaYaEeT, UTO TaKoe CXEeMaTWMeckoe NpecTaBleHns NPUMEHAT ANA MEedULMHCKUX M3deNuid NoBceMe-
cTHo. Ecnu gnsa onpepeneHus pucka MCNOonb3yoT METod CXeMaTWYecKore npeacTaBneHus pucka, TO pekoMeHayeTcs
0B0oCHOBaTE NMPUMEHEHWE CXEMaTUMECKOro MPeAcTaBleHUsl KOHKPETHOMO PUCKAa W MPUBECTA €ro UHTEpNpeTaLuio.

KoHuenuus pucka senseTcA kKoMGUHaLMeR OBYX cregyowMx KOMMNOHEHTOR:

- BEPOATHOCTW NMPUMUHEHWA Bpeda, TO eCTh BO3MOXKHOA YacTOThl €ro NPUYMHEHUS;

- NOCNeACTBUA NPUYMUHEHHOTO BpEaa, TO 8CTh €r0 THKECTU.

MpW onpegeneHn pucka PEKOMEHOYETCA paccMaTpuBaTh UHUUMMPYIOWME NPOUCLUECTBUA UM 0GCTOATENLCTBAE,
nocnegoBaTenbHOCTL HexenaTenbHelX cobbiTWin, Niobele cMArdalowme hakTopsl, a TAIKe XapakTep U YacTOTy BO3MOX-
HbIX BpeOHbIX NOCNeacTBUA aeHTUhULMPORAHHBIX onacHocTeld. Puck cnegyeT onpedenaTs B TEpMUHaX, obnerdaoLmx
NMPUHATUE PELUEHWA NO YNPaBNeHWO puckoM. [pu aHanMae pucka pekoMEHOYETCA ero KOMMNOHEHTH!, T.e. BEPOATHOCTL W
TAXKECTb, paccMaTpuBaTh PasgernsHo.

YeenuueHve BEPOATHOCTH pUCKa
3

Q6nacTb HeACNYCTUMONO PUCKa

O6nacTs MUHMMANEHOMO NPaKTUMECKK
OOCTHAXUMOND pyUcKa

OBnacTb LWMPOKO QONYCTUMOrO
pucka

YBenuuyeHWe TAXEeCTU B

PucyHok E.1 —CxemaTtudeckoe npegctasneHve Tpex ofnactei pucka

E.2 BepoATHOCTL pUCKa

E.2.1 YpoBHW BEPOATHOCTH pUCKa

B KOHKpeTHLIX 0GCTOATENLCTRAX, NPU HANUMYUWA OOCTATOMHOMO KOMUYMECTBA OAHHLIX NPEANoYTUTENBHBIM ABNAETCA
pasfgeneHue ypoBHEA BEPOATHOCTU PUCKE MO KOMUYECTBEHHLIM XapakTepucThkaM. ECnun aTo HEBO3MOXHO, W3rOTORM-
Tens AOMKEH NPUBECTA ONUCAHWE NO KavyecTBEHHLIM npuaHakam. MNpu pasfeneHun YpPoBHER BEPOATHOCTH pUcKa no
Ka4eCTBEHHbLIM MPU3HAKaM W3rOTOBUTENL MOXET MCMONb30BaTh ASCKPUNTOPLI, NpeAHa3HaveHHble ONA KOHKPeTHOoro
MEOWULMHCKOro U3denusa. PakTUMECKU AT NOHATUE NpefacTaBnaeT coBoi KOHTUHYYM, OOHaKO Ha NPakTUKE MOXKHO Mpu-
MEHATL KOHKPETHOE Yvcno ypoBHed. B aToM cny4yae W3roToBWTENb yCTaHaBNMBaeT HeoBX0gMMOe 4MCNOo YPOBHERA W
cnocoG ux onpegeneHus. YpoeHW BEPOATHOCTH PUCKA MOTYT GhITh BbIPEXKEHEI ONUCATENEHBIMA ONpeaeneHuamMun (Ha-
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NpUMEp «HEBEPOATHasA», «MANOBEPOATHANA», KHE3ZHAYMTENBHARAR, «CMyYaAHasAY, KBEPOATHAA», «4acTan») UM CUMBO-
namu (P1,P2uta)

Mpy onpegeneHUy ypoBHEA BEPOATHOCTM PaACCMAaTPUBANT MHULMUPYICLUME coBbITua 1 0BCTOATENLCTRE, a Takke
nocnefoBaTensHOCTE HeXenaTenbHblX coBbITUA. [Pl 3TOM OTEEYAIOT Ha BOMPOC, BO3HUKAET W ONacHoCTh:

- MPW OTCYTCTEBWMM OTKa3a M3genus;

- B CNyyae 0TKasa;

- TONBKO NPU YCNOBUMA MHOTOKPATHBIX OTKA30B.

YpoBEeHb BEPOATHOCTW KaXQOoro NpoMCXopALIero HexenartensHoro cobbiTUA onpedensAlnT Ha cTagui uaeHTUduU-
Kauumu onacHocTW. Ana onpepgeneHns YPOBHA BEPOATHOCTHA pucka oBbIMHO MPUMEHAIDT crnegylowe cnocobel:

- UCNONbL30BaHWE COOTRETCTRYIOLWMX AaHHBIX NpeablayLIero onbita MpUMeHeHUs;

- NPOTHO3WPOBaHWE BEPOATHOCTU PUCKA C NOMOLLLIO AHANUTUYECKUX M MOOEMUPYIOWMX METOROB;

- MCNOMbL30BaHWE 3KCMEPTHBLIX OLEHOK.

Bce aTW cnocobbl MOXKHO NPUMEHATE Kak No OTAeBHOCTH, Tak M coBmecTHo. MNepebie Asa cnocoba [JononHaT
Apyr apyra. Tam, rae BO3MOXKHO, pekoMeHAYETCH NpUMeHATE o6a cnocoba. B aToM crnyvae Mx MOXHO MCNoNb30BaTh AnA
HE3aBMCHMbIX NEPEKPECTHLIX NPOBEPOK, YTO MO3BOWT NOBLICUTE AOCTOBREPHOCTL pesynsTatos. Ecnv aTu cnocobbel He
MOryT GbiTb MCNOML30BaHLI UMW ABMAIOTCA HEAOCTATOMHLIMMU, MOXKET BO3HWUKHYTh HEOBX0OQMMOCTE B QKCMEPTHBIX OLEH-
Kax.

HekoTopble onNacHOCTW BO3HWMKAIOT BCNEACTBME CKOpPEE CUCTEMaTMYECKMX, YeM CMy4yalHbIX OTKa30B (HanpuMmep
ONacHOCTH, BbI3BAHHLIE OTKA3aMW NporpaMMHore ofecnevyeHus, cBA3aHbl C cUCTEMATMMECKMMUW oTKasamu). CucTema-
TUYECKNE OTKa3bl paccMoTpeHsl B E.4.3.

E.2.2 YpoBHW TAXKECTH pUCKa

Mpu pasfeneHUn YPOBHER THKECTH PUCKE NO KAUECTBEHHLIM NPU3HAKaM WU3roTOBUTENL MOXET WCMONL30BaTb
AECKPUNTOPbI, NpeAHa3HavYeHHble ANA KOHKPETHOro MedULMHCKOro uagenun. ®akTuyeckn aTo NOHATWE NpepcTaBnAeT
COBOM KOHTUHYYM, OHAKO Ha NPakTUKe MOXHO NPUMEHATE KOHKPETHOE YMCNO YPOBHEH. B aTOM criyvyae M3roToBuTenNb
yCTaHaBNMBaEeT HEOGXOOMMOE YUCTO YPOBHEA U CNocob vx onpeaeneHus. YpPoBHW TAXKECTH PUCKa MOTYT GbiTb BbIPaXKeHbI
onucarTenkHeIMW ONpeaeneHnaMn (HanpuMep «npeHebpesXMMo Manan®, «He3HauMTeNbHaA», «KPUTUHECKan», «Cepb-
e3HaaA», «katacTpodpureckans ) WM cuMeonamMu (S1, S2 u 1.a.).

W3roToBuTENE OOMKEH NPUMEHATL PasdeNeHUe Ha YPOBHU TAXKECTH PUCKE K KOHKPETHOMY MEOUUMHCKOMY M3ae-
TN € YYETOM Kak KpaTKOCPOYHBIX, Tak 1 AonrocpoyHbix achdeKkTos.

E.3 JonycTUMBIi pruck

E.3.1 O6wwne nonoxkeHnA

HacTodAwmniAa cTanAapT He YCTaHaBNUBaET YPOBHK AONYCTUMOro pucka. MeToasl onpegeneHysa qonycTUMOro pucka
BKITHOYAIOT B cebA:

- NPUMEHEHWe CTAHOAPTOR, YCTaHARNUMBAOLWMX TpeboBaHMA, COOTRETCTRUE KOTOPLIM AOITKHO CBUAETENLCTBORATh
O JOCTWKEHUW OONYCTUMOro pUcKa OMA MEOULMHCKUX M30eNUA KOHKPETHLIX BUOOB W KOHKPETHLIX PUCKOR;

- MCMOMNHEHNE COOTBETCTBYIOWMX PYKOBOOALLMX YKa3aHWA, HANPUMED TeX, KOTOpLIE NPUMEHAIT B KOHLENLMW e0u-
HWYHOro oTKasa {(nogpobHee cm. [7], 9.10);

- CpaBHeHWe YPOBHEA AONYCTUMOrO PUCKA, M3BECTHLIX MO YKE NPUMEHAEMBIM MEQULMHCKAM M3OEMUAM.

Puck pekoMeHOyeTcA cuuTaTh OOMYCTUMbIM, TONBKO €CNM OH Man Mo CpaBHEHWIO G OXUOAEMOW NMONb30A.

TioBoi puck MOXKHO OTHECTM K 0gHOW U3 Tpex cBnacTei:

1} WMpOKO AOMYCTUMOrO PUCKA;

2} MUHUMANBHOTO NPaKTUYECKW [OCTMKUMOTD PUCKA;

3) HegoONyCTUMOro pUCKa.

MpuMep cxeMaTHYecKoro U3obpakeHua Tpex obnactel pucka npeacTaeneH Ha pucyHke E.1. MoHATHe Tpex obna-
cTei pucka OOMKHO GbiTb NPUMEHEHC K KOHKPETHOMY MEOWLMHCKOMY W3Oenuio.

MpyMepbl KOMUMYECTBEHHOTO ONpefeneHna BEPOATHOCTU U THXKECTHM PUCKA MOXHO HaATW B HEKOTOPLIX CTaHAap-
Tax, ykasaHHelx B [7] — [9], [12]. Monb3oBaTenaAm HACTOALWEro cTaHAapTa pekoMeHayeTcAa onpedensTh YPORHU BEPOSATHO-
CTW M TAKECTW PUCKA B OTHOLWEHWW COBCTBEHHBIX Cryvaes MpUMEHEHUS.

E.3.2 O6nacTb WM pPOKO A0NYCTUMOrO PUCKa

B HekoTOpbIX criyvyadx oLeHMBaeMblil PUCK HACTOMBKO Man No CPaBHEHWID C OPYTMMW PUCKAMKU U C TOUKWA 3pEHWA
nonb3asbl OT NPUMEHEHNSA MEOWULMHCKOrO U3OENUA, UTO UM MOXHO NpeHebpeys. B Takux cnyvasx pUck ABRNAETCA AONYyCTU-
MbIM M HET HEOGXOAMMOCTH B NPUHATHM @KTUBHBLIX MEP No ero YNpasneHuto.

E.3.3 O6nacTb MMHUManNLHOIo NPaKTUYeCKW OCTMKMMOro pUcKa

MoxHo npegnonoxuTs, 4To NGoA pyCK, CBA3AHHBIA C MEAWLWMHCKAM W3AenyeMm, ABRMAETCA ACNYCTUMBIM Npu
HaNWYKAK YIydLWeHWA NPOrHO30B ANA nayveHTa. Ho Takol nogxon cnyuT cnpasgaHvueM Ang NpUHATAA HeoBoCcHOBaHHo-
ro pucka. NMNioGoid puck cneayeT yMeHbIaTs A0 MUHUMANLHOM NPakTUMEcKH OOCTUKUMOro YPOBHA ¢ YYETOM NOMb3bl OT
MPUHATUA PUCKE, @ TakKe BO3MOXHOCTU U LENecooGpasHocTH ero AanbHEAILEero yMeHbLUEHNS.

K uenecoofpasHocTi oTHOCAT cnocoBHOCTE M3TOTOBUTENA YMEHbWUTE puck. LienecoofpasHocTe UMeeT ARe co-
CTaBNACLME:

a) TEXHUYECKYIO;

b} akoHOMUMECKYID.
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K TexHuueckoi uenecooBpa3HoCTM OTHOCAT cnocoBHOCTE M3FOTOBUMTENHA YMEHLLWWTe puck Ge3 y4veta saTpar.
K akoHoMMUeckoi UenecooBpa3HocTM OTHOCAT cnocoBHOCTL U3rOTORUTENA YMEHBLWWTE puck Ges npespalleHns maTe-
puansHoro ofecneveHun NPOM3BOACTBa MEOULMHCKOMO M3A0eNnua B 3KOHOMWYECKM HeoBOCHOBAHHLBIA NpoekT. dPakTophkl
CTOMMOCTU W AOCTYNHOCTM paccMaTpUBaICT NpW pelleHnM BONpoca O TOM, KakMe Mephl uenecoobpasHbl B TOA CTENEHM,
B KaKOW OHW BIUAKT Ha coxpaHeHWe, nogaepXaHue Unu ynyJdleHue 300poBbs MenoBeka.

O6bMHO OCHOBHBIE PUCKM chedyeT YMeHbLIaTh Aaxe Npu 3HauuTeNbHbIX MaTepuanbHblX 3aTpaTax. Ecnu pevs
naeT 06 06nacTu WKMPOKO OONYCTUMOMO PUCKA, MOXKHO CMMTaTE AOCTATOMHBIM JOCTHXEHWE ONTUMASBHOMO COOTHOLIEHUA
puck/noneaa.

E.3.4 O6nacTb HegoONYCTUMOro pUCKa

HekoTopble pUCKUM NP OTCYTCTEMM BO3MOXHOCTH MX YMEHLLUEHWs] MOXHO paccMaTpuBaTh Kak HegonycTUMble B
nioGom cny4ae.

E.3.5 PeweHna o oonycTMMOCTH pUcka

HeoGxoguMo YeTKko pasrpaHuMUBaTh PUCKM, KOTOPLIE Tak Marnkl, MTO HET HeoGXOOUMOCTU B UX PACCMOTPEHWUH, U
pUcKkK, koTopble Gonblue NepsbiX, HO AOMYCTAMBI BBMAY OXMAAEMOM NonNb3bl U HeuenecooGpasHOCTU UX YMEHBLUEHUS.
Mocne ugeHTUbUMKALUMKM onacHOCTU W onpedeneHns pucka HeoGxoauMo pelwnTs rMaBHbIA BONPOC — ABMNSAETCA M PUCK
HacTOMNbKO HU3KMM, MTO €ro MOXHO He paccMaTpuBaThk W, CledoBaTenbHo, He YMeHbLAaTh. 3T0 peleHre JOMKHO GhiTh
NPUHATO ONSA KaXOoA 0NacHOCTU.

Ecnn Ha nepBom aTane NpUHUMAICT peLueHMe, YTO PUGCK He ABMNAETCH NpeHebpekuMo ManbiM, TO Cnegy oM
aTanom 6ygeT paboTa No yMeHbLIEHWIO pUcka. YMeHbLleHne pucka MOoXeT 6biTh LenecoobpasHbiM UK Helenecoob-
pa3sHbiM, HO 3TOT BONPOGC cnedyeT paccMaTpueaTh. Ha BTOPOM aTane BO3MOXHbI GNegylowune BbiBOabI:

- NpUHATHE 0dHOR unu Gonee Mep No YMEHLLIEHUID PUCKA MOXKET YMEHBLWMWTE PUCK A0 YPOBHA, NMPU KOTOPOM He
6ygeT HeoBXoAMMOCT B ero AansHeAweM paccMOTPEHUM;

- HE3aBWCUMMO OT TOrO, BO3MOXKHO WM HET HEKOTOPOE YMEeHbLUSHWE PUCKE, ero yMeHblueHWe OO0 YPOBHA, MpU
KOTOPOM HeT HeoBX0gMMOCTU B ero paccMoTpeHud, ByaeT HeuenecooBpasHbIM.

B nocnegHeM cny4vae puck pekoMeHayeTcA YMeHbWUTE 40 MUHUMANBHOMO NpakTUMECKU AOCTWKUMOrO YpOBHA, a
3aTeM CpaBHUTL BO3MOXHBIA PUCK U OKMAAeMYO Nonb3y. ECNW Nonb3a MNpeBbIlaeT PUCK, TO PUCK MOXHO CUUTATb
OonycTUMbIM. ECni Nonb3a He NpeBbiaeT pUck, TO PUCK CMUTAIOT HEJOMYCTUMbLIM W OT NpoekTa cneayeT OTKa3aThes.

HakoHeu, korga Bce pUCKA MPpU3HAHBLI OOMNYCTUMBIMMK, OLUEHUBAIOT NOMHBIA OCTATOMHBIA pUcK AnA Toro, 4ToGhl
yGeauTLCH B COXPaHeHWM ONTUMANbHOMO COOTHOLWEHUS MEXOY BO3MOXHBIM PUCKOM U OXMO3EMOMA NONb30NA.

Takum oGpazoM, ecTb TpKM NpoBnNembl, TPEGYIOLWME NPUHATUA PeLUeHUA, KOrAa BO3HUKAKT creayowme BONPOsck O
OONYCTUMOCTH PUCKOR:

1} ABNSAETCA NU PUCK HACTOMBKO HU3KAM, YTO HET HEOBXOAWUMOCTU B €ro PacCMOTPEHUU?

2} ecTb NK eLle NPUMUHB ANA PAcCMOTPEHWUA PUCKa UMW Ke PUCK HAcTOMbKO Maln, HackKoMkKo 3TO MPakTUYMEecKU
OOCTWKUMO, U OXKMAaeMas NoNb3a ero nepeBelvBasT?

3} pocturnyto nu ofwee oNTMManbHOE COOTHOWEHUE MEXOY BCEMW PUCKAMW U BCEA OXKMAAEMOR Nonb3on?

E.4 MpuynHEI 0TKazoB

E.4.1 Bngbl oTkazoB

OnacHble cuTyauuM MoryT GbiTh cnedcTBMEM OTKasa cucTeMel. CyLecTBYIOT B3 BO3MOXHLIX BMAA OTKA30B!

1} cnyJaAHble;

2} cucTemaThueckue.

E.4.2 Cny4aiiHbIA 0TKa3

CTraTtucTuyeckasl BeposATHOCTE OTKasa MOXeT ObiTe onpedeneHa Ona MHOrMX cobblTUA (HanpuMep, BEPOATHOCTL
0TKa3a y3na 4acTo onpefensoT UCXods U3 BePOoATHOCTER OTKa3a ero KOMNOHeHToB). B aToM cnyJyae BEpOATHOCTA OTKa3a
MOXeT BblTe NpUCBROEHO UUcpoBoe 3HaueHWe. OCHORHLIM NpeanonokeHUeM ABNASTCA CNyYalHbIA XapakTep OTKA30B.
MpuHATO cuuTaTh, YTC OTKa3bl annapaTtHoro ofecneyeHnsa MoryT HOCUTh CMyHaAHBIA N CUCTEMAaTUYECKUA XapakTep, a
0TKa3bl NPOrpaMMHoro ofecneveHns — CUCTEMaTUMECKUA XapakTep.

E.4.3 CucteMaTM4YecKnii oTKas

CucteMaTMveckne oTKaskl BO3HUKAIOT NpU ocyllecTeneHuy nioGoro BMaa JeATEeNbHOCTA U ABNAIOTCHA Pe3yNsTaToM
owmbok (BKIOYAA OWMGKA BHINOMHEHWS UMW HEBLINONHEHWA), KOrAa onpefeneHHble CoMEeTaHUA BXOOHBIX AAHHBIX UMK
OKPYKaLWKWX YCNOBWA MOTYT NPUBECTH K OTKA3Y.

Owunbkun, NpuBogsaLLME K CUCTEMATUMECKMM CTKA3aM, MOTYT BO3HUKHYTh Kak B annapaTHOM, Tak 1 B NporpaMMHOM
obecneveHuun B NGoin MoOMeHT B Npouecce pa3paboTkn, U3rOTORNEHUA UMW TEXHUMECKOTO 0BCNYKUBAHWA MEOMLMHCKO-
ro uagenus. Mpumepamun cUcTeMaTUUECKMX OTKA30B ABMATCHA CryJau, koraa:

a} HepepHO paccUMTaHHbLIA MNaBkMA NpedoXpaHUTens He NO3BONAST NPegoTBPaTUTE ONacHyl cuTyauuo. Mapa-
METPpbI NNaBKOro NpegoxXpaHutensa Mornu GbiTe HEBEePHO onpedeneHsbl, HeNpaBUnbHO YCTAHOBMEHB! MPU U3FOTOBNEHUN
UNK HenpaBWMbHO 3aMeHEeHbl NPpU PeMOHTE;

b} NnpUMeHeHUe HeCcoOTBETCTRYIOWEro MaTtepuana npy 3aMelleHud TazobedpeHHOro cycTaBa NPUMBOAUT K JUpes-
MepHO BbICTPOMY U3HOCY W NpeXAeBpeMeHHOMY 0TKasy UMnnaHTaTa TasobegpeHHoro cyctara. [1pUMeHeHHBIA MaTepu-
an mor 6bITe HeBepHo cneuuduUMpoBaH UMK HEBEPHO UCMONB3CBaH NPW U3TOTOBNEHUM UMMNAHTaTa (HanpuMep 3akas
HeCOOTBETCTRYIOLWEro MaTepuana y NocTasLMka);
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C) B 6ase gaHHbIX nporpaMmmHoOro oBecneyeHus He npeaycMoTPeHO COCTOAHWE 3aMONHEHHON 6asbl gadHbix. Ecnin
6asza gaHHbIX 3anonHeHa, HEACHOD, YTO AenaTh nporpaMmMHoOMY oBecneyeHuo. BoaMoXKHBIM NOCNeACTBMEM MOXKET CTaTh
yaaneHue cyWwecTBYOWWUX 3anncei 13 ©a3sbl OaHHbIX C Uenbi 0CROBOMAEHMA MecTa AN HORbIX 3anucen.

TouHoe onpegeneHne 4acToTbl CUCTEMATUHECKUX OTKA30B 3aTpyaHWUTENBHO. 370 cBA3aHo, B nepBylo ovepenb, co
cnegyrwowiMid NnpuHHaMu:

a) H3MepeHne YacTOoThl CUCTEMaATUMECKMX OTKA30B TpeﬁyeT GonbLNX 3aTpaT Tpyaa U JeHeXHbIX CpeacTB. JocTu-
XKeHue npueMneMoro yposHA OOCTOBEPHOCTHU Pe3ynbTaTOB HEBO3IMOXHO bes WiMepeHUa YacToTbl OTKa30B B TeMeHWe
ANUTENBHONO BEPEMEHN;

b) H& OOCTUTHYTO cornacue no KonudeCTBEHHOMY MeToOy onpeneneHna YaCToThl CUCTEMATUMECKNX OTKA30B.

B T1ex ChnyManx, korfa gna onpegeneHna CUCTeMaTUMECKUX OTKa30B HE MOXKET OblTb YCTaHOBMNEH COOTBETCTBYIOLWMA
YPOBEHbL OOCTOBEPHOCTU, MEHEMKMEHT PUCKA PEKOMEHOYETCA OCYLWECTBNATH, UICXOOA U3 TAXECTU Bpeda, NpUYUHAEMO-
ro KOHKPE&THOW ONacHOCThIO. I'IepBOHaqaanoe onpegeneHe pyucka BO3HUKHOBEHWA CUCTEMATUHMECKUX OTKA3OR crneny-
€T OCHOBLIBATb Ha NPeanofoKeHUn, YTo CUCTEMaTUMECKUA OTKa3 NPOUCXOQWUT ¢ HEMPUEMNEMOR YacTOTOM.

CyLIJ,eCTByeT B3aMMOCBA3b MEXOY KavYeCTEOM NPUMEHAEMbIX NPOLUESCCOB pa3p660TKVI M BO3MOXHOCTbBID BO3HWMKHO-
BEHUS WIW HEBLISBNEHWA CUCTEMATUMYECKOro oTkasa. YacTto Ll,enecooﬁpasHo onpepennuTe HeoBGxogMMoe KauyecTBo npo-
uecca paspaﬁoTKM C YMETOM TAXKECTWU NOCNegCTBUA CUCTEMATUMECKMX OTKA30B UM Pe3ynsTaTUBHOCTM BHELWHUX Mep Mo
ynpaBneHUD PUCKOM. YeM TAKenee NOCnNeacTerA U MeHble PE3YNbTAaTUBHOCTE BHEWWHWUX MEP Mo ynpaBneHUo pUCKOM,
TeM Bbllle A0STKHO BbiTh Ka4ecTBo npouecca paapaﬁoTKM.
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MpunoxeHune F
(cnpaeo4Hoe)

WHgropMaLma o MeTofax aHanu3a pucka

F.1 O6wne nonoxeHunA

HacToswee npunoxkeHnwe coaepkAT PyKOBOAALLIME YKA3aHWA OTHOCUTENBHO HEKOTOPBIX CYLUECTBYIOLMX METOAOR
BEPOATHOCTHOMD aHanuaa 6e30nacHOCTU MEeAUUMHCKOTO M30enNWA, KOTOpble MOXKHO NMPUMEHATh cornacHo 4.3. 3TU Me-
TOoAB ABNATCA AOMONHUTENBHBIMU, U MOXET BO3HMKHYTL HEOBXOAMMOCTE B MCMONL30BaHWW HekoTopbIX 3 HUX. OcHOB-
HOW NPUHLMAN 33KMNYaAeTCA B NO3TanHOM aHanu3e BO3MOXHLIX MocneAcTBUA npepnonaraemoro cobeirudA. Bonee pge-
TanbHble pasbACHEHWA NpuBedeHsl B [8].

F.2 AHanuz xapakTepa 1 NocneacTEMA 0TKa30B

AHanua xapaktepa W NocneacTsUiA OTKA30B ABNAETCA, B MEPBYIO oUepeb, KAYECTBEHHEIM METOAOM, C MOMOLLID
KOTOpOro CUCTEMaTUMECKA ONPEAenaT U OLUEHMBAIOT NOCNeACTBUA OTKA3a OTAENMBHOMO KOMMOHEHTa MeULMUHCKOro
n3genua. 3TO MHAYKTUBHBIA METOA, UCMONB3YIOWMA BONPOC «TO CYMUTCA Ha BLIXOAE, Cnu ... 7». KOMNOHEHTHI Meau-
LMHCKOro U3A&nua aHanu3MpyioT nocnedoBaTensHo, OfWH 3@ APYTUM, YTO B OCHOBHOM COOTBETCTBYET YCMOBHIO &QUHUY-
HOro oTKasa. AHanua NpoBoASAT B PeXMMeE KCHU3Y-BBEPX», T.€. NOCPEACTEOM Nepexofa K criegylowemy, Gonee BeICOKOMY,
(bYHKLMOHANBHOMY YPOBHIC CUCTEMBI.

AHanua xapakTepa ¥ NOCnNeAcTBWA OTKa30B MOXeT BbiTk pacluMpeH 3a CUeT MCCredoBaHUA CTEN&HU THKEeCTU
nocnepcTBMA, BEPOATHOCTM MX BO3HUKHOBEHWA M 0BHAPYKeHWA COOTBETCTBEHHO, U MOXET CTaTk aHanu3oMm xapakTepa,
NOCneacTBMA U KPUTUYHOCTU OTKa30B. [INA BbINOMHEHWS TAKOT0 aHanwaa KOHCTPYKUMA MeQULMHCKOTO U3Oenna OormkHa
GbITb U3BECTHA BO BCEX NOAPOGHOCTSX.

AHanua xapakrepa U NocneacTBUA OTKA30B MOXKET GbiTk None3HbiM METOAOM paccMoTpeHus ownboK YenoBeka.
Takoi aHanu3 Takke MOXHO NPUMEHATL AN uaeHTUhUKaLMM onacHocTed, NpeocTasnAn TakuMm oGpasoM LEeHHbIE
BXOAHLIE OaHHbIE ONA aHanusa «gpesa HeucnpaBHocTerd» (cM. F.3).

HepocTaTku aToro MeTofla CBA3aHbl ¢ TPYAHOCTAMM, BO3HWUKAOWAMU NPWU HENWUYUKM M3GLITOUHORA WHbopMaLWK,
pacCcMOTP&HMW U BBINONHEHWW ASACTBUA NC PEMOHTY U NPEBEHTUBHOMY TEXHWUMECKOMY oBCnyKMBaHWIO, a TakKe ¢ orpa-
HAMEHHBIMW BO3MOXKHOCTAMA METOAE B YCNOBUAX €0UHUUHOMO OTKa3a.

Bonee nogpoGHasa wHdopMaLMa No MeTogaM aHanuMsa XapakTepa W nocrnedcTBAA OTKa30B nNpueedeHa B [9].

F.3 AHanuz gpeBa HeMcnpaBHOCTEN

AHanua ppesa HeWcnpasHOCTEN ABNAETCH, B NEPRYI0 0MepeAb, CPeACTROM aHanuaa onacHocTel, uaeHTuduumpo-
BaHHbLIX C NOMOLLLIO APYIAX METOMOB; €ro HAUUHAKT C NONOKEHUA O HEKENATENBHOM NOCNEACTRBAM, Ha35IBAEMOM TaKKe
«rnaesHbIM coBbiTvem». MeTogoM geaykuMun, Ha4MHanA ¢ rmasHoro cobbiTUA, MAEHTUDULUMPYIOT BO3MOXKHbBIE NPUYUHBI UMK
XapakTepbl OTKa30B, Bhi3bIBAIOLWIWE HexenaTensHble NocneacTBuA, Ha Bonee HU3KoM (hyHKLMOHANEHOM YPOBHE CUCTE-
Mbl. Crnefyiolasn 3a aTUM noaTanHas uaeHTUukaumua HexenaTensHoro hyHKUMOHUPOBaHWA CUCTEMBI ¢ Nocneaosa-
TENbHBIM NOHKKEHWEM YPOBHER NPUBOAWT K TOMY YPOBHIO CUCTEMBI, KOTOPLIA OGLIMHO U NpeacTaBnaeT cobol UCTOUHMK
HencnpaeHOGTU. JTO NO3BONAET YCTAHOBUATL NocrnedoBaTensHocTH, Hanbonee YacTo ABMAWMECA NMPUYMHEMN HeXena-
TensHoro coGeiTia. MNpuMeHeHWe Takoro MeToAa nonesHo npu cyaeGHeIX pasbupaTenscTeax.

PesynsTaTtel npeAcTasnawoT rpacpuyeckn B BUAe Apesa HeucnpaeHocTed. Ha kaxpgoM ypoBHe apesa KoMGUHAaLMK
BUAOB HEUCNpaBHOCTER onucaHbl norudeckumuy onepatopamu (M, UMW n 1.4.). Bupgel HeucnpasHocTeR, naeHTuduumpo-
BaHHblE HA ApPeBe, MOTyT ABMATLCA COOLITUAMW, CBA3AHHLIMA C OTKasamu annapaTHoro ofecneyeHns, YenoBeYeckuM
cbakTopom unu MoBGLIMW BPYTUMIA MPOUCLUECTBUAMM, BEOYLLMMKU K HEXeNaTenkHeIM NocneacTeuaM. Buasl HeucnpagHo-
CTEA He orpaHUYeHbl YCNOBMAMMW €0MHUYMHOMO OTKasa.

AHanua gpeea HeucnpaegHOCTEA NO3BONAST CUCTEMATUHMECKM U B TO e BPEMA QOCTATOMHO FMOKO paccMaTpUBaTh
pasnuuHble akTopkl, BKIICMEA YENoBevecKUd. AHanu3 Apeea HEUCNPaBHOCTER UCTMIONL3YIOT, B Nepeylo ovepedb, Mpu
aHanuse pUcka B KaUeCTBE UHCTPYMEHTa ONpeaeneHns BepoATHOCTER oTkasos. pachuyueckoe npeacTasneHue obnerya-
€T NOHUMaHWE NOBEASHMA CUCTEMBI M BXOAALMX B Hee chaKTopOR, HO Korga Apeso cTaHoBWTCA Gonbwum, ero obpaboTka
MOXeT noTpebosaTh MPUMEHEHUS KOMMbIOTEPHOW CUCTEMBI. 3Ta 0COGEHHOCTL 3aTpyaHsAeT BepucbuKkaLMio Opesa HeWc-
NpaBHOGCTEA.

Bonee nonHasa uHgopMauuMa o npouegypax aHanuia apesa HeucnpasHocTed npueedeHa B [10].

F.4 Uay4yeHne onacHoOCTel M SKCNNyaTauMOHHOM NPUroaHOCTH

WayueHne onacHOCTEA WU 3KCNMyaTauMoHHOA MPUrogHOCTA NPOBOIAT @HANOIMMYHO aHanuay xapaktepa W nocnef-
CTBMA OTKA30B HA OCHOBAHWWA TEOPETUYECKOA NPEANOChINKA, YTO HexenaTtensHble cobulTua oGycnoBneHbl OTKIMOHEHWA-
MW OT MpOeKTa UMy NPeayCcMOTPEHHOA 3KCrnyaTauuM MeduuuHckoro usgenua. MayueHue onacHocTed U akcrnnyartaum-
OHHOW NPUrOAHOCTA ABNASTCA CUCTEMATHUMECKUM MeTodoM. JToT MeTog Gbin nepeoHavansHo paspafoTaH ana npume-
HEHUA B XUMWYECKOM MPOMBILLNEHHOCTW. MOCKONbKY NPpUMEHEHWE AaHHOro MeTodd B XMMUYECKOW NPOMBILUNEHHOCTH
COCPEeNCTOMEHO Ha OTKNOHEHMAX OT MPOoeKTa, CYLWECTRYIOT ero ansTepHaTUBHbIe npuMeHeHus B ofnactu paspaboTku
MedUUMHCKMX Magenuid. MeTod MaydeHWsA onacHOCTER M IKCNIyaTauMoHHONA NPUrOJHOCTA MOXKHO MPUMEHSATE K Npouec-
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¢y PYHKLMOHMPOBAHWA KOHKPETHOrO MeAULMHCKOTO M34enus (Hanpumep CyLUeCTRYIOLMM MeTodaM/npoLeccam auarHo-
CTUKM, nedeHun unu oBnerdeHnn BGoneaHer, BLICTYNADWUM B KAYecTBe LEenM NpoekTa) UMM K NpoLeccamM, UCronbaye-
MbIM NPU U3rOTOBNEHUA UMW TEXHUMECKOM 0BCMYKUBAHWM MeQULMHCKOrO M3denusa (HanpuMmep cTepunusauuun), Koto-
pble MOMYT OKa3biBaTk 3HAYMTENBHOE BMNUAHME HA OYHKLMOHMPOBRAHWE MeguLMHCKoro uagenua. Ans paHHoro MeToga
XapakTepHbl 1Be OCHOBHbIE 0COBEHHOCTH:

1) Mcnonb3oBaHue rpynnbl CNeuManicToR, KOMNETEHTHLIX B 0BNacTU NPOEKTUPORAHWMA U NMPUMEHEHWA KOHKPETHO-
ro MeauUAHCKOTO W3Aenus;

2) NnpUMeHeHne COOTRETCTRYIOWUX KITIOUERLIX CNOR ANA UAeHTUUKALMN OTKNOHEHWA OT HOPMANkLHOMA akcnyaTa-
LMW,

LlensMu MeToda ABNAIOTCA:

- COCTARMNEHWE MOMHOrC ONMCaHUA MeOULMHCKOTO M3Oenua U ero NpesycMoTPeHHOro NpUMeHEeH s,

- CUCTEMATUMECKUA aHanu3 KaXgoW 4acTu NpeaycMOTPEHHOro NpUMeHeHWs/ NpeaycMOTPeHHOro HasHaveHus ¢
Lenblo onpeasneHns NPUMKUHLl OTKIIOHEHWA OT HOPMANbHBIX paBoMMX YCNOBWIA U NPedyCcMOTPEHHOM NpoeKkTa;

- onpegeneHne nocneAcTBUA TAKUX OTKNOHEHWA U MPUHATUE peLIEHUs 0 TOM, MOTYT M1 3TW NoCcneacTBUA NPUBRECTM
K BO3HWKHOBEHMWID OMACHOCTEM WNKU CO3AaTh npoBnemMel ¢ akcnnyaTauuen.

MocnegHAa Lenb 0COBSHHO BaXHA NPUMEHUTENBHO K NPOLEccaM, MCMONb3yeMbliM MpU U3rOTOBNEHUA MEAWLMH-
CKMX M3OEMNWA, Korda XapakTepUCTMKA KOHKPETHOMO MERMLMHCKOTO M3ASnusA 3aBUCAT OT MPOLEcca U3OTOBNEHUS.
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MpunoxeHune G
(cnpaeo4Hoe)
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00 3nemeHTax MEeHeKMEeHTa PUCKa, ONNCAaHHbLIX B HACTOALlEM CTaHOapTe

Tabtnuuya G.1 — 3NeMeHTbl MEHEKMEHTA Ka4ecTea, CRA3AHHLIE C AfIEMEHTaMW MeHedKMEeHTa puUcka

n
OB30p NPoLecca MEHSIKMEHTa PUCKA 44 (‘:'”f (%ﬁ 7
npume- npume-
yaHue 1) | vaHwe 2)
Qbwue
TpeboBaHus
CnpeaeneHne obnacTtu
npUMeHEHUA
Arianus NaenTucpmrkauma
pucka ONAacHOCTeN
OnpegeneHne pucka
OueHveaHue
pucka
AHanuz
Ynpasnexue BO3MOXHOCTEH
PUCKOM MpuHaTHe pelueHnA
BuinonHeHwe
Moct-
NpoW3BOACT-
BEHHas
MHbOpMaUMs

MpumevaHua
1 MeHeMKMEHT pHcKa MOXET GbiTh HacTEI0 CUCTeMbl MEHEKMEeHTa Ka
2 daiin MeHepPKMeHTa pUCKa MOXET BKNIOYaTE 3aMWCH D Ka4ecTse.

a) BrigeneHHsIe cBnacT 6603HAYAI0T 3NEMEeHTHI NPoLecca MBHBIXME
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TaGnuua G.2— Qpyre MexayHapodHele CTaHOapThl, CBA3@HHLIE C ANeMeHTaMn MEHEMKMEHTA pUCKa

Mpumer:
OBacp npouecca MEHeDKMEHTa
pHCKa nco HCOo M M M M M
NCO 9001 409931 | 13485 (6030
OnpepneneHuve
oGnacrtu
npUMeHeHUs
AHanus
pucka HaeHTuurkaums
onacHocTer
OnpepeneHue
puycka
OueHuBaHWe
pucKa
AHanmna
BO3MOXHOCTEN
YnpasneHne
MpuHATHE
PUCHKOM peweHus
BuinonHeHus
NocTnpouns-
BO/ICTREHHAA
WHhopMaLMA
* BupaneHHsle oBnacTy 06O3HA4AICT AMBMBHTLI NPOLLEcta MEHBIXA
CTaHgapToM.
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MpunoxeHue H
{cnpaeo4Hoe)

O6ocHoBaHWe TpeboBaHUIA

H.1 ObocHoBaHWe pazgena 1 ObnacTb NPpUMEHeHWA

Bo BBefeHWM Kk HacToAlWEeMy cTaHdapTy obbAcHEHa HeoGXOOMMOCTE HanW4MA cTaHgapTa Mo MeHEemKMEHTY
PWUCKa, MPUMEHUMOrQ KO BCEM MEAWLMHCKUM M3AenuaM. PUCKM CyLWecTRYIOT HA NPOTSHKEHWU BCETO KM3HEHHOro
unkna uagenua. Puckamu, BHIABNEHHLIMW HA OOHOM 3TANE KU3HEHHOTO LMKNA U3OEnWs, MOXKHO YNparnsaTs ¢ NOMO-
Whi0 ASACTBUA, NPeanpUHATEIX HA COBEPLUEHHO APYroM 3Tane MU3HeHHoro uukna. Mo aToi NpuyMHe HACToALLMA
CTaHpapT npeAHasHadveH ONA NPUMEHEHWS Ha NPOTSKEHWM BCEro MU3HEHHOTO LMKNa uanenua. 3To 3HAYMT, YTO OH
YUUT U3FOTOBUTENA NMPUMEHATE MPUHLMUMBI MEHEPKMEHTA pUCKa K MEeOQULUHCKOMY U3AENWI0 C MOMEHTAa 38 POXaEHUA
NepBROHaManbHOA KOHUENUWMW M3OENUA U A0 ero OKOHYaTeNnbHOro OEMOHTAXKA I YTUIM3alnu.

HacToswmin ctaHgapT He npegHasHadeH Ans NpUHATUA KMUHAYECKUX pelleHnid. MpUHATUE pelleHus o npose-
OEHWUA KIMHUYMECKOW NpoLeaypel ¢ NPUMEHEHWEM MEOULMHCKOrO U3genus TpebyeT OOCTUKEHUSA ONTMManbHOoro
COOTHOLIEHWA MEXOY OCTATOUHBIMM PUCKAMWA W OXKUAAEMOR MOMb30A OT NpoBReaeHWs npouenypbl. MNpu BolHECEHUM
TakuX pelueHWid criedyeT yYMTHIBATL NPegycMOTPEHHOE NMPUMEHEHWE/NpedyCMOTPEHHOE Ha3HAYEHWE, 3KCMNyaTaLm-
OHHbLIE CBOACTBRA MEAWULUMHCKOTO W3OEnus, CBA3AHHLIE C U3AEMWEM PUCKW, a8 TAKKE PWMCKA W MOMb3y, CBRA3AHHLIE C
KMUHWYECKMMUW NpoLedypaMy UM YCIIOBUAMUW SKCNyaTauui. HekoTopble U3 Takux pelleHuid MoryT GhiTh NMPUHATLI
TONbKO KBaNWUPULUPOBAHHBIM MEJULMHCKUM paBoTHUKOM, 3HAIOWWM COCTOAHUE 3[0POBLS KOHKPETHOrO nauueHTa
1 cybbekTUBHOE MHEHWE 06 3TOM caMoro nauveHTa.

HecmoTps Ha cepbe3HOCTE NONeMUKM No Nosody OONYCTUMBIX YPOBHEA pUcKa, HACTOALWMA CTaHAapT He ycTa-
HaBMMBAET YPOBHKM AONYCTUMOIO pyUcKa. YCTAHORNEHWE €OMHOMD ONA BCEX CYYaeR YPOBHA OOMYCTMMOro pUcka Gelno
Gbl HEYMECTHBIM MO CMEdYOLIWM NPUYMHAM:

- u3-3a GonblWoro pasHooBpasus U3genuid M CUTyauuiA, 0XBaTbiBAEMbIX HACTOALUMM CTaHAapToM, MTo genaeT
GeccMbICNIeHHBIM CYLIECTBOBAHUE €OMHOMC YPORHA OOMYCTUMOrQ PUCKa;

- U3-33 HANWYWUA NOKANBHBIX 3aKOHOR, 0BbIMaeB 1 LeHHoCTen, Bonee NoaAXoaALLIMX ANA ornpeaensHus AonycTu-
MOro pUCKa B KOHKPETHOW KYNETYPHOM Cpege WU KOHKPETHOM pPEervoHe.

Mockonbky He BO BCex cTpaHax TpeByeTca HanuuMe CUCTEMB! Ka4ecTRa Y U3rOTOBUTENA MEAWMLMHCKUX U3OENWA,
TO €& Hanuuue TakKe He ABNAeTCA obAzaTentHbIM TpeboraHWeM HacTodAwero cTaHgapTa. OgHako Hanudue cucTe-
Mbl KAYeCTBa YPE3BbMAAHO BEXHO HENOCPeACTBEHHO ANA MeHemKMeHTa pucka. BocnepcTeue aToro, a Tawke Toro,
uTO BONBLUMHCTBO M3rOTORUTENER MEOUUMHCKAX U3OeNUA UCNONb3YHT CUCTEMY KauecTBa, HACTOAWMA cTaHaapT no-
CTPOEH Tak, YToGbl ero MOXHO GBINO NErko BKMNIOYMUMTE B MPUMEHSAE MYID U3TOTORUTENEM CUCTEMY kadecTBa. CeAsk ¢ [3]
nokasaHa B Tabnuue G.1 (npunoxeHue G).

H.2 O6ocHoeaHMe pazgena 2 TepMUHEI M cnpegeneHWA

YcTaHOBNEHWE TEPMUHOB HE ARNASTCA LENbiy HACTOALEro CTAaHgAapTa, NOSTOMY CTaHOapT codepkuT Gonblioe
KOMWYeCcTRO MHOopMaLMK NO MEHEMKMEHTY pUCKa, MMetolleica kak B [1] — [4], [7]1 — [10], [12], [13], Tak u [11]. Mo
Mepe BO3MOXKHOCTH B HEM UCMOSB30BaHB! YXKE CyLUSCTBYIOLWIME TEPMMHbLI U onpegeneHua. OCHOBHbIE MX WCTOUHM-
Kk — [2] v [4].

WaBecTHo, uTo B ERpocoicie (EC), CLUA v gpyrux cTpaHax u pervoHax mupa cuntaioT obasaTtensHelM Hanuuue
MEHEPKMEHTa pUCKa B ABHOW NUBo ckpbiToil dhopue. MNoaToMy NpUMEHAEMBIE TEPMMHBI U OMpeOeneHUA OOMMKHbI
6bITh OBLENPU3HaHBI B perynupylowux gokyMeHTax. Hanpumep, TepMUH «M3roToBUTeNb» (2.6), ynoTpebnaemolid B
[11], He npoTUBRCpeYMT onpedeneHuio, npumenaeMomy B CLUA. KoMBUHMpOBAHHBIA TEpPMUH «NpedycMOTpeHHoe
npUMeHeHne/NpedyCMOTPEHHOE HasHauveHuey (2.5) MCnonbayioT, NOCKONbKY He Bbino AOCTUrHYTO KOHCEHCYCa O TOM,
Kakod UMEHHO TEPMUH cnedyeT NpUMeHsTh. B [11] npUMEHSIOT TEpMUH «NPedyCMOTpEHHOE Ha3HavyeHuey, Torga Kak
B perynupyowmx aokymerTtax CLA — «npegycMoTpeHHoe npuMeHeHne». O6a TepMUHa UMET B OCHOBHOM OfIHO U
TO ke onpegeneHue. BuiNo pewleHo UCNoNb30BaTe KOMGUHWUPOBAHHLIA TEPMMH G ONpPeAerieHMEM, aHanorMHbLIM
ToMy, koTopoe npumeHsiioT kak B EC, Tak u B CLUA.

Tonbko TpW TEPMUHA B HACTOALEM CTaHaapTe He GasvpyOTCA Ha onpedeneHuyax, B3ATHIX U3 APYrux cTaHaap-
TOB. ATO «ynpaBneHne puckoM» (2.16), «MeHemMKMeHT pucka» (2.18) 1 «hain MeHemKMeHTa puckax» (2.19). Onpe-
JeneHue «ynpasneHue puckoMmy» Gbino cornacoBaHo ¢ onpedeneHuAMU «aHanu3 pucka» U «OoLEHUBaHUE puckay,
npuBedeHHeiMu B [2]. B onpegeneHun «MeHemMKMEHT pUCKay» YCWUNEeHO 3HaJYeHWe CUCTEeMaTUMeckoro nogxona u
HeoBxoaMMOCTU aHanuaa co CTopoHb! pykosoacTea. KoHuenuus daina menemxmMeHTa pucka Gbina nepeoHaYanbsHo
BbIOBUHYTA B [12], HO onpedeneHyde ObINO U3MEHEHO, Tak Kak onpegeneHue B [12] GbiNo OTHECEHO K NPOTOKOMaM
kavecTBa, KOTOpbIE He ABNATCH HeoBxoauMblM TpeBoBaHWeM ANA COOTBETCTBUA HACTOALUEMY CTaHOapTY.

H.3 O6ocHoBaHue paszgena 3 OGwwme TpeGoBaHMA K MEHEIKMEHTY pUCKa

HecmoTps Ha rmyGoko MHAMBMOYansHLIA NOAXod K ASATENbHOCTA MO MEeHeKMEHTY pucka ANf KaxOoro pac-
CMaTp1BaeMOro M3dernns CYLWEecTBYIOT OGHOBHLIE 3NEMeHThI, oBA3aTenbHble oA BKIHOMEHKMA B MPOLECC MEeHemK-
MeHTa pucka. Paszgen 3 onpedensaeT Takue anemMeHThl. [1py HEKOTOPOM pasnuyMK B TpeBoRaHUAX, 0GYCMOBNEHHOM
TNOKANEBHEIMW PasnUYUAMK B PErYyNUPYIOLWMX OOKYMEHTax, pasaen 3 no3BonsdeT yaoRNeTROpsATs TpeBoBaHWa HacTos-
wero ctaHgapTa.
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H.3.1 HauMoHankHbIe UKW perMoHanLHBIe perynupytollmve TpeboBaHuA

OueHb BaXHOW ABMAETCH MeXOYHApoAHaa NPUMEHUMOCTs HACTOSALLEro CTAHOAPTa, HECMOTPA HA pasnUuMs B
HaUMOHAanNkBHLIX U PeroHancHblX perynupylowmx Tpeboranuax. Hanuume 3.1 HeoGxogumo gna Toro, u4tobel B EBpone,
CLUA (a Tawrke B gpyrvx cTpaHax U perMoHax) HacToALMA CTaHaapT MOXHO GbiNO NPUMEHATE B PErynupyiomMx npo-
rpammax. B EBpone ana HaHeceHus Ha npogykuuio mapkuposku CE usrotorutens, 4Tobbl COOTBETCTBORATH CYLUE-
CTBEHHBIM TpeBoBaHuaAM, He o6A3aH UMeTb coBCTREHHYIO cepTuduyMpoBaHHyIo cucTemMy kadectea. B CLUA nanuune
CUCTEMBI KadecTBa ABNAETCA 0BfA3aTenbHLIM YCNOBUEM ONA BBEAeHWA uanenus B ofpalleHue (Kpome cneuuansHo
ocBoGoxaeHHBIX OT 3Toro usgenui). B 3.3 u 3.4 HacToAwerc cTaHgapTa NpegnucaHo CTPOroe COOTBETCTBUE U3AenuA
TpeboBaHuAM K cucTeMe kavecTsa. B 3.1 M3roTOBUTENIO NO3BONEHO NpUMeHaTs TpeboraHua 3.3 U 3.4 BMecTe ¢
CUCTEMOW KAYeCTBa, eCINK 3TOro TPeGyIoT MECTHLIE PerynuMpyIoLLIUe OpraH..

H.3.2 Mpouecc MeHeAKMEHTa pUcKa

B 3.2 oT kaxgoro M3roToBUTENs TpebyeTcA YCTAHOBUTH MPOLECC MEHEMKMEHTa pUCKa Kak vacTb npolecca
NPOEKTUPOBAHUA MEOULWHCKOTO M3denua. 3To HeoBxogumo, YToBbl M3roTOBWTENL MO cucTEMaTH4eckn oBecneuu-
BaTb Hanudue B npouecce TpebGyembix anemMeHTOB. AHANW3 pUCKa, OLEHUBAHWE pUCKa U YNpaBNeHWE PUCKOM ARMNSA-
10TCA OBBIMHO OCHOBHBIMI COCTARMALIMMU NpoLecca MeHemkMenTa pyucka. OgHake B QOMNOMHEHWE K 3TUM SNeMeH-
Tam ocoBoe BHUMaHWE CriegyeT yaensTh TOMY, YTO NpoUecc MEHEPKMEHTA PUCKa He 3aKaH4YMBaETCH NpOoeKTUpoRa-
HUEM W U3rOTOBMNEHWEM MEAULMHCKOrO WM3denus, a AormkeH GuiTh NpoACMKEeH HA NOCTNPOM3BROACTBEHHOM 3Tane.
CneporaTensHo, c6op NOCTNPOWM3BOACTBEHHOA UHMDOPMALMKM paccMaTpUBaICT Kak HeoBXOAUMMBIA areMeHT npouec-
ca MeHemKMeHTa pucka. Ecnu uaroToBRWTENL NPUMEHAET CUCTEMY KA4YecTBa, NMPOLECC MEHEMKMEHTa pUCKa peko-
MeHOYIT MOMHOCTEH MHTEMPUPOBATL B TAKYHD CUCTEMY KaUuecTBa.

H.3.3 OTBeTCTBEHHOCTL BbICLIErO PYKOBOACTBA

O6a3aTenscTBa pPYKOBOACTRA MPEANPUATUA-U3TOTOBUTENA OMEHb BaKHbl AMA Pe3ynsTaTMBHOCTM Npouecca
MeHemMKMeHTa pucka. Bricluee pykoBOACTBO OOMMKHC HECTW OTBETCTREHHOCTL 38 PYKOROACTEO MPOLECCOM MEHETK-
MeHTa pucka B uenom. CnepoBaTtenkHo, MyHKT 3.3 BKIOYEH ONA YCUNEHWSA 3TOA OTBETCTBEHHOCTU. B 4acTHOCTM,
cAenaHbl cneayolMe BeIBoabI:

a} NocKoNbKY HacTOAWMA cTaHdapT He onpedenseT YPOBHW JOMYCTUMOIC pUcKa, M3rOTORUTENb OOMMKEH cam
peLaTh, KakMe KpUTEpUU CnedyeT NPpUMEHATh, YUUTHIBAA NpU STOM UMetowmecs hakTopsl;

b} npu oTCyTCTBUM HEOBXOQMMLIX PECYPCOR AEATENBEHOCTE N0 MEHEMKMEHTY pucka BydeT MeHee pesynsTaTue-
HOW gaxe npu 6YKBANEHOM COOTBETCTBUM ApYrMM TpeBoBaHWAM HacTosLero cTaHgapTa;

C) MEHEMKMEHT pUCKa — 3TO cneuunanudsupoBaHHas obnacTtb, Tpebylowas npuenedeHua nuu, oGyveHHbIX
MeTogam MeHemKMeHTa pucka (cMm. H.3.4);

d} MeHempKMEHT pucka — 3TO pPa3BMBAIOLLUMIACA NpoLecc, U HeoBxoauMo NPOBOOWUTE NEPUOOWYECKUA aHann3
OeATENEHOCTU NO MEHEPKMEHTY pUCKa, YTOBEI YAOCTOBEPUTECH B TOM, Y4TO BCE OSWCTRUA BhINONHEHBI NPABUNEHO, 8
TaKkKe UCNpaBnATe cnabble MecTa, BHEAPATh YCOBEPLUEHCTBORAHUA U 8AanTUPOBATLCA K M3MEHEHUAM.

H.3.4 Keanuduvkaunna nepcoHana

AnA BINONHEHMA 3343y N0 MEHEMMKMEHTY PUCKa BaXHO UMeTh KBanuULMPOBaHHbLIX cOTPyAHMKOR. Mpouec-
Chl MEHeDKMeHTa pucka TpebyloT yMacTUs NepcoHana, KoTopblA 3HaeT:

- KaK CKOHGTPYWPOBAHO W3Oesue;

- kak uzgenue paGotaerT;

- KaKoBO NMpedyCMOTPEHHOE HazHa4YeHWe WU3Jenus;

- KaK NpUMEHATL MPOLECC MEHEIXKMEHTA pUcKa.

CreayeT TawKe NPUBMEYb HECKONBKO 3KCNEPTOB — CMNeuuanucToB B cBoed oBnacTu 3HaHua. Ans obecneve-
HWUA OBBLEKTUBHOCTA UX CBMOETENLCTB HeoGxoaMMbl COOTBETCTRYIOWME KRaNUcbUKkaLMoHHbIe 3anncn. M3 coobpake-
HWA KOHUOEHUMANBHOCTU B HACTOAIWMA CTAHOAPT HE BKMOYEHO TpeboBaHWe xpaHeHus aTux 3anuceil B daiine
MeHePKMEeHTa pucka.

H.3.5 NnaH MeHeQ:KMeHTa pUCKa

MnaH mMeHemKMeHTa pycka HeoGxodWM No crnegylowrMM NpUYUHaM:

- ONA HaOneKallero MeHemKMEeHTa pUCKa BaXKeH OpraHW30BaHHbIA NOOXom;

- NNaH ABNAETCA CBOEr0 pofa «MaplUpyTHOM KapToM» ANA MeHemKMEHTa pUCKA;

- nnaH cnocoBeTryeT 0GBLEKTUBHOCTM MEHEDKMEHTa pUCKa U noMoraeT He 3abbiBaTh O €r0 OCHOBHLIX ane-
MeHTax.

MnaH noneseH Npu HEOAHOKPATHOM MPUMEHEHUM NMPOLEcca MEHEeMKMEHTA PUCKA B paMKaxX OCYLLeCTBNeHUs
Nocneayowux nNporpaMmM MeHeIXKMEeHTa PUCKa; HanWMMMe B MfiaHe NyHKTOB a} — e) obAzaTensHo no cneayouuM
NpUMUHAM:

a} obnacTe NPUMEHEHWA NNaHa OXBaTblBaET ABE OTMMYHLIX APYr OT Apyra coctaensAtowmnx. MNepeas nageHtudu-
LMpYET paccMaTpuBaeMoe MeAMUMHCKOE U3OEeNWe WM NPUHaANEeKHOCTs, a8 BTopas — 9Tarnbl 3KM3HEHHOMO LMKNa
W30enua, oxeaTblBaemMble NnaHoM. Mpu onpegeneHun obnacTM NPUMEHEHUA MOKET CTaTb OMEBMUOHLIM HERKIHOME-
HWe B NNaH kakod-nuBo 4acTu M3genus, a Takke HeoGXoauMOCTh OXBATa APYIAM NNaHoM Kakux-nubo YacTen xua-
HEHHOrO LMKNa U3genus;

b) sepuchnkaums ABnNAeTCA CyWECTBEHHLIM BUAOM ASATENBHOCTK, ee NpoBedeHne nAsnseTcs TpeGosaHuem
6.3. MnaHWpoBaHWe AAHHOTC BMAA OEATENLHOCTM MOMoraeT ofecneudTs Hamuune HeobXoduMblx pecypcor. Ecriv
BepuchuKaLWA He 3annaHUpOBaHa, ee BaHbIe COCTABNAWME MOryT BbiTh YNYLUEHI;



rOCTPWNCO 14971—2006

C) pacnpefeneHue OTBETCTEEHHOCTU Heobxogumo OnA oGecnevyeHus BbINOMHEHWA BCEX 3aMnaHUpOBaHHLIX
0eRCcTBUA;

d) oTOT NYHKT BKMICYEH KaK NPU3HaHWE OTBETCTBEHHOCTW BhbICLUErO PyKOBOACTEA;

€) KpUTEpUU OONYyCTUMOCTM PUCKa ABMNADTCA OCHOBOMNOMAralwMMd AnA MeHemKMeHTa pucka, Ux cnepyet
onpedenATe Q0 Havana aHanu3a pucka. 3TO MOMOMET COXpaHWTb 0BbeKTMBHOCTL NMpouecca, OnNUCaHHOro B
pasgene 5.

TpefGoraHne xpaHUTb 3anuck 06 W3MEHEHWUAX BKITIOMEHO C Uensio ofnerdeHus ayguTa v aHanuaa npouecca
MeHeMKMEeHTa pUCKa.

H.3.6 ®ain meHegKMeHTa pUCKa

B HacToswem cTaHaapTe TepmuH «bain MeHemKMeHTa puckar» NpUMeHsioT ana oBo3HaveHus HamepeHus
U3TOTOBWUTENA PA3MECTUTE B KOHKPETHOM MECTE UMW HEATU MECTOMNONOKEHNE BCEX 3aMUCER, OTHOCALLMXCH K MeHeq-
HMeHTY pucka. 3To obneryaeT MeHemMKMeHT pucka v nossonaeT bonee achhekTURHO NPORECTH ayauT Mo HacToALe-
My CTaHpgapTy.

H.4 O6ocHoBaHWe pazaena 4 AHanuz pucka

B ocHoBy pasgena 4 nonoxeH [13)], paccmaTpuBaloWMil aHaNn3 pucka MedULMHCKUX M3AenuiA U yCTaHaBnuea-
tOLWMA TpeBoBaHUS K Hemy.

B pasgene 4 v nocnegyioluMx pazgenax HacToAWero cTanaapTa Bce TpeboBaHuA HenocpeacTBEHHO COOTHOCAT
CO CXEMOW 3Tanoe MNpouecca MEeHeMKMeHTa pUcKa, NPeacTaBNeHHON Ha pUCYHKe 2. YonobHble 0603HaYeHWA Ha
cxeme (HoMepa aTanor) ABNATCA CBAIYIOWMMUK 3BEHBAMK MEXOY PUCYHKOM 2 1 TpeGoBaHUAMW HacToAWEero cTaH-
JapTta. 370 paclmpeHue npouecca MeHemMkMeHTa pucka, paspaboTtaHHoro B [13]. Kak nokasaHo Ha pucyHke 2,
npouecc AofkeH GbiTb UTEPATUBHLIM, C PACCMOTPEHUEM MO Ovepenu BCEX PUCKOB W BO3BPaTOM Ha Gonee paHHWe
aTankel, €CNy Mepbl NO YNPABNEHUIO PUCKOM NPUBOAAT K BO3HUKHOBEHWMIO HOBbLIX ONAcHOCTENA UM CTAHOBUTCA OOCTYN-
HOA HoBaA WHcbopMaLMs.

H.4.1 Npouegypa aHannza pucka

Mpouenypa aHanu3a pucka onMcaHa B COOTBETCTBUM C 4.2 — 4.4,

No6GaeneHo NpUMeYaHue o TOM, Kak NocTynaTe Npu Hanu4uuuM aHanuaa pucka Ans aHanorudHoro MeguuUMHCKo-
ro U3Aennsa, U 0 TOM, YTO HYKHO MHCPOpPMUPOBaTE NOML30BaTENER HACTOAWEro CTaHAapTa 0 HanMuuKM Takoro aHanusa
pUCKa, MOCKOMNbKY NogoBHY0 MHpopMaLMio MOXKHO M PEKOMEHAYETCA WCMoNb30BaTh ANS 3KOHOMWW BPEMEHW, YCU-
i 1 T.A. OgHako nonbaoBaTend HacTOALWEro cTaHaapTa QomkHbl GblTh O4eHE BHUMATEMEHE! MPU CUCTEMATUMECKOM
MPUMEHEHWU PE3YNETATOR CBOUX NpeablayLMX paGoT anA Tekylero aHanusa pucka.

TpeGoraHusa, nanokeHHble B 4.1, nepeuncneHnn a) — c), 06pasyioT OCHOBHOW MUHUMANEHBIA HaBop AaHHbIX,
ofiecneqnealoWwUMA NPOCNEXUBAEMOCTb; OHWM BaXKHBI ONA aHanyM3a MeHedKMeHTa pucka W nocnegyllwux ayguTos.
TpeboeaHue 4.1, nepeuncneHune a), NOMOraeT Talke BHECTU ACHOCTH B 0GNacTe NPUMEHEHWA aHanuaa pucka u
BePUhULUPOBATL Ero NOMHoTY.

H.4.2 NpepycMoTpeHHoe NpMMeHeHe/n pepycMOTPEeHHOR HazHaAYeHWe U onpeageneH e XapakTepncTrK, oT-
HocALWMXCA K Be30NacHOCTU MegULIMHCKOro M30,enus

JaHHbliA aTan npolecca MEHEMKMEHTa PUCKA 3aCTaBMAET M3rOTOBUTENA NPOaHanu3upoBaTh XapakTepucTH-
ku, BNuAoWMe Ha Ge30nacHocTe MeduMuUHGKoro uadenus. B Takoi ananvs pekoMeHgyeTcsa BrNoMaTh «0GOCHOBaH-
HO MpOrHO3MpyeMoe HenpaBueHoe NpUMeHeHWer. M3genua 4acTo NPUMEHSAINT B CUTYaUMsaX, He NPeaycMOTPEHHbIX
W3rOTOBWUTEMNEM WNK OTIMMHBIX OT TeX, KOTopble GbINKM CNPOTHO3MPOBAHLI HA CTadWW NepBOHAYaNbHOA KOHLEMNLMK.
BaxHo, 4ToBbl M3roTOBATENL NONBITANCH 3arNAHYTh B ByAyliee v pasrmageTs oNacHOCTW, BO3MOXHBIE MPU NOTEHLW-
ancHbIX MPUMEHEHUAX ero U3OEenus.

MpunoxeHne A npegHasHaveHO ANA OnNpeaeneHUa XapaKkTepUcTUK MeAWLMHCKOrO W3gennua 1 YCroBWA ero
akcnnyatauud. MpuBeaeHHBIR B HEM NepeYeHb BONPOCOR, HA KOTOPLIE cneayeT AaTh OTBETHI, HE ABNASTCA UCHEPMbI-
BaOLWMM. Kaxabld U3roTOBUTENE AOMKEH TROPYECKM OTHECTUCH K ONpefdeneHuio COOTBETCTEYIOWWX XapakTepUCcTUK
GezonacHoOCTW UccnegyemMoro MeauuMHCKoro uaaenua. MNepeyueHs BONPOCOR NPUBEAEH B COOTBETCTRUM ¢ [13] ¢ Heko-
TOPLIMWA OOMNONHEHUAMU, NOABUBLIMMUCA B Pe3ynkTaTe KOMMEHTapuer K NpoekTam cTaHAapTta. Bonpockl AaHHoro
NepEeYHA NOMOralT W3rOTOBUTENIO NOHATh, «KOrAA W YTO MOKET NOWTW HenpaeunesHo». MpunoxeHune B, npegHasHa-
YeHHoe AnA u3fenuia ang in vitro gUarHocTukW, W npunoxeHue C 0 TOKCUKONOTMMECKUX OMAaCHOCTAX OCHOBaHbI COOT-
BETCTREHHO Ha NpUNoXeHuAX A U B [13] ¢ HebOoNbWMMH M3MEHEHNAMN.

H.4.3 UaeHTn¢ Kauma N3BECTHLIX UMK NPOrHO3UPYEMLIX ONAcHOCTeN

Ha paHHom aTane npouecca MeHeMKMEHTa PUCKA OT U3rOTOBKUTENA TPeByIoT cucTeMaTUYECKOW uaeHTUdnKa-
LMW BO3MOXHBIX onacHocTed. MarcTosuTenio pekoMeHayioT COCTaBWTh MepPeYeHb M3BECTHBIX MM NPOrHO3UpYyeMbIX
OMacHOCTER Ha OCHOBEHWW XapakTepUcTUK, OTHOCALLMXCA K G&30MacHOCT U NPUBEAEHHLIX B 4.2 HacToAWEro cTaH-
AapTa. MNony4yeHne OUEHKM U MEHEMKMEHT pUCKka BO3MOXHLI TOMbKO nocne uagHTudukaumm onacHocted. Coctas-
NeHWe NepeyHs onacHOCTeR NO3BONAET AenaTh 3TO CUCTEMAaTUYECKM.

B npunoxeHun D HacToAWwero cTanAapTa NPUBOOAT NPUMEPHI BO3MOXKHLIX ONacHOCTEA U conyTeTRyWKX hak-
TopoBs. Takne TEpMUHEI UCNOMBL3YIOT, NOCKOMNBKY HE BCErAa ACHO, YTO ABMAETCH ONACHOCTLIO, @ YTO — COMYTCTBYIOLLIMM
chakTopom. 370 0coGeHHO BEPHO AN NOCNeA0BaTENEHOCTH COGLITUA, KOTOPAA B UTOTE MOXKET NPUBECTU K CO3OaHUID
onacHoA cuTyauuu. Mpn 3TOM HEeBaKHO, Ha3BaH N KOHKPETHLIA aNeMEeHT Takol NocneqoBaTellbHOGTU «0MacHoC-
ThIO» UMW «CONYTCTRYIOWMM hakTopams.

MepeyeHb, NPUBEAEHHLIA B NpUNOXeHMN D, He ABNAETCHA UCUEPNbLIBAIOWWMM, OH MPegHa3sHaveH He CTOMbBKO
ANA KOHTPONA, CKONEKO ANA CTUMYNALWKA TBOPYECKOrO MbILLINEHKUS.
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MpunoxeHue F HacTosWwero cTaHgapTa npeacrtasnaeT coGoid pykoBoacTRO Mo 06LWKMM MeTodaM aHanusa puc-
ka, KOTopble MOryT GbITh NOMNe3Hsl NpU UAEHTUhUKALUMA ONACHOCTER.

H.4.4 OnpepeneHue pucka(oB) ANA KaXAONA ONacHOCTU

370 nocnedHWiA aTan aHanuaa pucka. MNaBHOA TpyQHOCTLIO Ha AaHHOM 3Tane ABRMASTCH TO, YTO AeATENLHOCTh
no onpegeneHulo pucka GyaeT pa3Hoi OnA kaKOoR MocrnegyeMoR onacHOCTW, @ TakKe ANA Kagoro M3genus.
Moatomy GbINO NPUHATO pelUeHWe U3NOXKUTL cogepkanue 4.4 nacToswero ctaHgapTa B obwux yepTax. Mockonbky
ONacHOCTW MOTryT BO3HWUKHYTh Kak Npu HOpManbHOM (hyHKUMOHWMPOBAHUM U3AEMNWA, Tak U NpU HENpaBUNLHOM ero
cpabaTtelBaHuK, cnegyeT BHUMATENbHO paccMoTpeTk 06e cuTyaumn. Ha npaktuke obe coctaBnsiowue pucka —
BEPOATHOCTE M TAXECTb pPUCKA — peKoMeHOYIOT aHanWaupoBaTe oTgensHo. Ecnu uaroToeuTens cucteMaTU{ecku
npuUMeHaeT cnocob pasgeneHun Ha YyPOBHW THXECTU UMW BEPOATHOCTU pUCKa, eMy crnegyeT paspaboTaTbk cxemy
Takoro pasgeneHus W 3apericTpupoBaTh ee B caiine MeHeMKMEHTA pUCKa. 3TO NO3BOMUT M3rOTOBMTEND NPaBUIb-
HO pearupoBaTk Ha NOBTOPHOE NOABMNEHWE 3KBUBANEHTHLIX PUCKOB WU NOCNYKUT CBMASTENLCTBOM TOMO, Kak OH NocTy-
nan B nogo6Hom cnyvae paHee.

Mpu onpegeneHu pUcka 3a4acTylo HENErko NONyYUTs QOCTATOMHOE KONMMMECTBO AaHHbIX. [103TOMY pekoMeH-
Oauuio NpoBecTUM onpedeneHue pUcka KonMYecTBEHHBIM METOAOM BbINONHWTL YOAETCA He Boerga.

Mpunoxenue E (nyHkTel E.1 1 E.2) npeacTtasnaeT coGoi pykoBoACTBC No aHanuay pucka. MHdopMauua ana
Hero 6bina nony4veHa 13 pasHbiX UCTOUHMKOR, BKNiovad [8]. 37a nHdopmMauma B HaCToAWEM CTaHAapTe aganTupoBaHa
Tak, uTobbl cAenaTek ee NOoMne3Hol AnNA BCeX MedWUMHCKMX u3genui. MpunoxeHue E He cogepkuT TpebGoBaHuA
NOCTPOUTL «ANarpaMMy puckas, AeMOHCTPUPYIOLWYI0 B3aUMOCBA3E MEXAY BEPOATHOCThIO, TAXKECTHIO U AOMYCTUMOC-
Thio pucka. Ecnn gnsa ycTaHoBNEHWA OOMYCTUMOCTH KOHKPETHOMO PUCKa MCMONb3YIOT AMarpammel pucka, UxX npumMe-
HEHWE W WHTEPNpETaLMIO pekoMeHayeTcs oBbACHATE B KaKAOM KOHKPETHOM Crydae OTAENbHO.

H.5 OBocHoBaHWe pazgena 5 OueHUBaHWe pUCKa

Mo Bonpocy © QONYCTUMOCTM PUCKA AOMKHbE! BBITE NMPUHATE! KOHKPETHBIE pelleHns. Pedb o NpUHATUW pelleHuil
WaeT UMEeHHO B pasderne 5, Tak kak Ha AaHHOM 3Tane BnepBble CTAHOBUTCA AOCTYNHOM BCA HeoGxoanMan nHgopma-
uua. M3roToBUTENE MOXMET UCNONB3CBaTh MHPOPMAaLUMID O pUCKaX, KOTOpbIE CNpedeneHsbl, U OUEHUTE 3TU PUCKK C
NMOMOLLULIO KpUTEPUEB JONYCTUMOCTH, YCTAHOBNEHHLIX B NMaHe MEHeMXKMEHTa pucka. OH MOXET TakKe paccMoTpeTh
pUCKK ONA onpedeneHus Tex U3 HUX, KoTopble TpebyeTca yMeHbWNTE. Pasgen 5 uanokeH Tak, 4tobbl NoNb3oBaTenk
MOl U30exaTbk HeHYXHOW paboThl.

H.6 O6ocHoBaHWe pazgena 6 YnpaBneHWe pycKoM

H.6.1 YMeHblWeHWe pUcKa

3T1anel ynpaeneHns puckoM 6.2 — 6.7 oBpasyloT Norvdeckyio NocneqoBaTenbHOCTE. Tako CUCTEMAaTUYECKUA
noaxod BaxeH Aana ofecneyveHusn QocTyna K COOTRETCTBYIOWENA UHDOPMaL M.

H.6.2 AHanu3 Bo3MoOXKHOCTEN

YacTo cylwecTByeT HeCKoMbKo CNocoBoB YMEeHbWKUTE PUCK. B HacTodWweM cTaHdapTe nepeuucneHsl cnegyto-
LMe BO3MOXKHOCTU:

- Be3onacHocTb, obecnevMBaemMan NPOekToM WM KOHCTPYKUMER MedULUMHCKOro WU3genus;

- CPeACTBA 3aLMThI UMK 3aLLMTHBIE Mepbl, TPeAYCMOTPEHHbIE B NPOLEcce NPOU3BOACTRA MeOULMHCKOTO U3ae-
nus;

- nncpopmauma no GezonacHocTy.

CTaHpapTHble Mepbl MO YMEHbLUEHUWIO PUCKa M3noxkeHbl B [2]. Mpu yMeHbWEHWM pUcKa BaxHa nocnegoRa-
TENbHOCTL NPegnpUHAMAEEMEIX Mep. OTU e Mepbl M3NOMEHBl B HECKOMNBKUX AOKYMeHTaXx, BikNiovan [7], a Takke B
NOKankHbIX WM PerMoHanbHBIX perynupylownx qokyMmeHTax (Hanpumep [11]). Ecnn Bo3MOXHO, §e30nacHOCTL M3ge-
NuA pekomeHayeTcs obecnevMeaTh NPU ero NpoeKTUpoBaHWW. Ecnu 9To HEBO3MOXHO, cnegyeT nNpegycMoTpeTh
cpedcTBa 3alMThl MEAUUMHCKOrO M3denus, HanpuMep Gapbepbl UNWM 3BYKOBYIC TPEBOXKHYIO cUrHanusauuio. Haume-
Hee OeACTBEHHOW 3aWMTHON Mepoi ABMAAKTCH NMUCbMEHHBIE NPeaynpeKaeHUa UMM orpaHveHus/NpoTUBONOKAa3a-
HUA.

O6luenpru3HaHHo, YT0 OJHUM M3 Pe3ynkTaToBR aHanuia BO3MOXHOCTEA YMEeHbLWIEHWA KOHKPETHOro pucka Mo-
WeT CTaTb OTCYTCTBME peanbHoro cnocoba yMeHbLWWUTE AaHHBIA PUCK OO AOMNYCTUMOro YPOBHA COMMacHo npeasapy-
TenbHO YCTAHOBMNEHHBLIM KPUTEPUAM AOMYCTUMOCTU pucka. Hanpumep, mMoxeT GbiTb HEBO3MOXHO CNPOeKTUPOBRATh
nzgenve Ana nogaep¥aHus KM3HW ¢ JOMYCTUMbIM OCTaTOMHBIM PUCKOM, YCTaHOBMEHHBIM COMMAacHO KPUTEPUAM
OONyCTUMOGCTH pyucka. B aToMm cnyyvae cnefyeT BbiNONHUTL aHanW3 COOTHOLEHWA PUCK/NONb3a, Kak aTo onucaHo B 6.5
HacToswero ctaHgapTa, YTobel onpedenuTs, NepeBeLUVBAET MM NOMNb3a OT NPUMEHEHWA U30ENUA OCTATOUHBIA PUCK.
Takan BO3IMOXHOGCTE BKMIOYEHA B 6.5 HacToAWero cTaHgapTa Ansd obecneueHus yBepeHHOCTU B TOM, MTO NpeanpUuHs-
Tbl BCE BO3MOXKHbIE YCUNKUA ANA YMEHbLUEHWA PUCKOB A0 NpefdBapuTenbHO YCTAHOBMNEHHLIX OOMYCTUMBIX YPOBHEA.

H.6.3 MpuHATHE Mep No yNpaBReHWU K PUCKOM

MpUHATHME Mep No yNpaBneHUIc PUCKOM BKMoYaeT B ceba Are pasnuuHbix Bepudukauun. Mepean sepudmka-
Luua HeoBxoguma ans ofecnevyeHna YBEPEHHOCTU B TOM, YTO NMPUHATUE KOHKPETHOM MepLl NpUBEdeT K YMEHbLIEHWIO
KOHKpeTHOro pucka, BTopas sepudukauma — ansa obecnereHns Toro, YTO B OKOHYATENBHOM MPOEKTe COOTBETCTRYIO-
Was 3almTHan Mepa GygeT npuHaTa.

H.6.4 OueHnBaHWe OCTATOYHOMO PUCKA

Ha gaHHOM aTane ynpaeneHUa pUcKoM NPOBOOAT MPOBEPKY B LUENAxX onpefeneHns Toro, 4ocTaToMHb! M Npu-
HATbIE Mepbl ANA Toro, YTobbl caenaTk KOHKPETHLIA PUCK AONYCTUMBIM. ECMM 0aHHBIA PUCK HE YAOBNETBOPAET KPU-
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TEPWUAM, YCTAHOBNEHHLIM B NNaHe MeHeMKMEHTa PUCKa, W3rOTOBUTENM JOMKHBI NPUHATE AONOMHUTEMEHEIE MEpPH
Mo yNpaeneHuio pUcKOM. 3TOT UTEPATURHLIA NPOLECC PEKOMEHAYETCA OCYLUECTRNATE A0 TEX MOP, Noka AaHHbLIA PUCK
He GyAeT YMEeHLIUEH 00 AONYCTUMOrO YPOBHSA, YCTAHOBMNEHHOIO B MNaHe MeHeXKMEHTa PUCKA.

B HacToawmiA cTanaapT BKMoyeHo TpebosaHue o6 obecneyeHuy nons3ceaTens cooTeeTCTBYOWERA MHbopMa-
LUMEA NO OCTATOMHBLIM PUCKaM ANS Toro, 4ToGbl OH MOT MPUHUMATE PELIEHWSA Ha OCHOBE NONyYeHHoA MHchopmMaLuu.
3710 TpeboBaHne cooTBETCTBYET NoAgxody, NPUHATOMY BO MHOMMX CTpaHax U peryoHax, skniodan CLUA n EC.

H.6.5 AHanu3 cooTHOWeHWUA pUck/nonbL3a

WHoraa KOHKpPETHLIA PUCK, CBA3AHHLIA C NPUMEHEHUEM MEOWULMHCKOIC M3Aenua, NpeBbiWasT obWenprHATHIA.
B HacToAwWMA cTaHAapT BKMCYEH MyHKT 6.5 B NOMOLLL M3roTOBUTENID, BLINYCKAIOLEMY U3AENNE C BbICOKOA CTENEHLID
pUCKa, KOTOPOE OH AOMKEH BHUMATEMbHO OLEHUTE U NPOAEMOHCTPUPOBATE, UTO MofMb3a OT MPUMEHEHNA OaHHOro
“afenus nepesellnBaeT BO3MOXHLIA PUCK.

H.6.6 [lpyrie Bo3HMKaIOWWE ONACHOCTH

MyHkT 6.6 BKMIOYEH B HACTOALYMA CTaHAAPT, Tak kak oGWEenpu3HaHHo, YTO MepLl MO YNPaBNeHU PUCKOM,
KaxdasA B OTASNBHOCTM UMK B COMETAHMK APYT € APYIOM, MOTYT CTaTh MCTOMHUKOM HOBbLIX OMACHOCTERA, OTNMYaI0 LM XCA
OT yK& U3BECTHbLIX.

H.6.7 NonHoTa oueHUBAHWA pUCKa

Ha aaHHoM aTane ynpaeneHuA pUCKOM peKoMEeHOYeTCH OUEHWBaTh PUCKW BCEX onacHocTend ana obecneverus
YBEPEHHOCTU B TOM, UTO HU OHa U3 ONAcHOCTER He ocTanack 3a npefenamMun NofHoro aHanuaa pucka.

H.7 O6ocHoBaHue pa3gena 7 OueHMBaHVe NOMHOMC OCTAaTOYHOIO PUCKa

Mpu ocylwecTBNEHWU NPOLECCE, ONUCAHHOMO B pasgenax 4 — 6 HacToALWero CTaHaapTa, M3roTOBUTENb MAEHTK-
dbULMpyeT ONacHOCTH, OLEHUBAET BCE PUCKM U NPUHMMAEET HeoBxoAMMble Mepbl MO YNPABMNEHUID PUCKAMW B paMKax
CBOEro NpoekTa. Ha JaHHOM aTane U3roTOBUTENL OOIMKEH PaccMOTPETh COBOKYMHOE BNMAHWE OTAENbHLIX 0CTaTOM-
HbIX PMCKOB W NMPUHATL pelleHne 0 BO3MOXKHOCTW gansHedwen paboTel Hag vagenuem. MonHLIA oCcTaToOuHbIA pUCK
MOXET MNPeBbIUAaTE YCTAHOBINEHHbBIE W3rCTOBUTENEM KPUTEPUKM OOMYCTUMOCTM PUCKa, AaXe ecnv oTaensHble ocTa-
TouHble prckn GyayT gonycTuMel. 310 ocofeHHo cnpaseanvBso AnA CNOXHBIX CUCTEM M M30ENWA ¢ GonbLUMM YUCTOM
BO3MOMXKHBIX PUCKOB. [axe ecnu NonHelid oCTaTOMHBLIA PUCK HE YAOBNETROPAET KPUTEPUAM NMNaHa MeHEeMKMEHTa
pUCKa, M3roTOBUTENE MMEET NOCNEAHION BO3MOMXKHOCTE OCYLLIECTBUTL NOMHOE OLUEHUBaHWE COOTHOLIEHUA pUCK/NonkL3a
AN Toro, YToGhl ONpPefenuTs, MOXHO N MOCTaBNATL HA PLIHOK M3AENWE C BLICOKOA CTEMNEHLIO PUCKa, NPUHOCALLEE
Mpu aTOM GonbLUY NOML3Y.

H.8 ObocHoBaHWe pazgena 8 OTYeT No MeHeQXKMEeHTY pUCKa

OT4eT No MeHemKMEHTY pucka — 3TO pellanwas vacTe chaina MeHemkmeHTa pucka. B Hem gomkHo GbiTh
KpaTKo ManoxeHo, 4To 660 cAenaHo B NpoLecce MEHEMKMEHTa PUCKA. B OTYET N0 MEHEBKMEHTY PUCKE PEKOMEH-
OYeTCA BKIIOYaTL yKasaTenu K BaXHbIM YacTaM haina MeHemxkMeHTa pucka. OTueT sBnaeTcHa JOKYMEHTOM BLICOKOMO
YPOBHA NPU PeleHUn Beex NpolGnemM, OTHOCALLMXCA K PUCKaM, CBA3AHHBIM G U3OENUeM.

AnA mMeHemxMeHTa pUcKa OYeHb BaKHa NOMHOTA ero nposeAeHnda. He nonHocThio pelleHHan 3agaqa MoXeT
03HayaTb, UTO KOHKPETHLIA PUCK KakoA-NMGO oNacHoCTH ABNAETCH HEKOHTPOIMPYEMBIM, CNeacTBUMEM Yero MOXeT
cTaTb NpuuMHeHWe Bpeda. HenonHoTa npouecca (HanpuMep HewaeHTUUUMPOBAHHBIE ONACHOCTU, HEOLEHEHHbIE
PUCKW, HEYCTEHOBNEHHBIE UMM HEMPUHATLIE MEPBLI NO YNPABNEHUIO PUCKOM} MOXET CTaTh MPUMMHOA BO3HUKHOBEHUA
npotnem Ha nwbom atane MeHemkMeHTa pucka. OTYET No MeHeMKMEHTY PUCKa ABNAETCA MHCTPYMEHTOM, ¢ NOMO-
Wb KOTOPOr0 MOXHO CYAMWTL O MOSHOTE NpoLecca B uenoM. 3Toro AocTuraloT ycTaHoeneHweM TpeGosaHusA npocne-
HWMBAEMOCTM AN OEMOHCTPaLMAM BhINOMHEHAA BCEX MEp MO YNPaBreHWo pUckoM, HeolxoauMMbelX Ans AOCTUKEHUA
JAOMyCTUMOro OCTATOMHOMO PUCKa ONA KaXOoA onacHoCTH.

H.9 O6ocHoBaHue pasgena 9 NocTnponsBoacTBeHHas MHgopmauna

CneayeT NogYepKkHYTh, UTO MEHEMKMEHT PUCKA HE AOMKEH ObiTh 3aBEPLUSH C BHEAPEHUEM U3AENUA B NPONU3-
BOACTBO. MEHEMKMEHT PUCKa HE MOXET GbiTk 3aBepLUEHHBLIM NPOLECCOM, TaK KaK OH OCHOBLIBAETCA HE Ha NpUMEHe-
HWM peanbHOro W3AEnUA, a Ha NPeanoOkKEHWU O BO3MOXKHbLIX ONACHOCTAX €ro npuMmeHeHun. OueHUBaTL PUCKK
MOXHO Ha MPOTSKEHWU BCEro Npouecca NpoekTUPOBaHWUSA U3AENUA U YTOUHATL UX YKe Ha paboTalowed Moaenu.
OpHako MoJenb He MOXET 3aMEHUTb peanbHOro M3AernuA B Npouecce 3KGNNyaTauuu peanbHblM Nonb3oeaTenem.
TonbKko B 3TOM Cryvae o4eBWOHbI BCE BO3MOXHbIE onacHocTU. BoT nouemMy W3roTOBWTENID PEKOMEHOYETCA OTCMNeXu-
BATb MOCTNPOW3BOACTBEHHYID MHOPMALMIO B OTHOLIEHWA TOMO, YTO MOXKET MOBNUATL HA ONpefeneHue PUCKOR W,
cnepoBaTtenbHo, Ha MPUHATUE PeLUEHWA NO NPOLECCY MeHemMxMeHTa pucka. [pu Hanu4MKu Takol NocTNpOWM3BOoa-
CTBEHHOW WHchbOpMaLMK NpoLece MeHeMKMEHTa pUcKa eACTBUTENBHO MOXET CTaTh NOBTOPANOLMMCA NPOLECCOM B
3aMKHYTOM LMKNE.
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