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MNpegncnosne

1 NOArOTOBJ/IEH O6LecTBOM C OrpaHUYeHHO 0TBETCTBEHHOCTbI0 «MEJIUTECT» (OO0 «MEOUTECT»)
Ha OCHOBe COGCTBEHHOr0 nepeBofda Ha PYCCKMIA A3blK aHIN0SA3bIYHON BEpCUMM AOKYMEHTA, yKas3aHHOro B
nyHkTe 4

2 BHECEH TexHuuyeckum KOMWUTETOM Mo cTaHgapTtusaumm TK 436 «YnpasneHne kayecTBOM MefuLnH-
CKUX n3aenuii»

3 YTBEPX/EH W/ BBEAEH B JEWCTBWE MMpukasom defepansHOro areHTCTBa Mo TEeXHUYECKOMY
perynuposaHuio u metponoruu ot 10 noHa 2015 r. Ne 633-cT

4 HacTtosiwwnii cTaHAapT WAEHTUYEH NO OTHOLUEHUIO K MEeXAYHapoAHOMY AOKYMeHTY LleneBoli rpynnbl
no rno6anbHoit rapmoHusauun (Global Harmonization Task Force, GHTF) GHTF/SGStfvlie*OlO «Cuctema
MeHe)KMeHTa KayecTBa. V3genus meavmuuHckne. PYkoBOACTBO MO KOPPEKTUPYOLWMUM 1 npeaynpexaaoLmm
[eNCTBUSAIM 1 CBSI3aHHbIM MNpoLeccam CUCTeMbl MeHekmeHTa kadecTBa» (GHTF/SG3/N18:2010 «Quality
management system — Medical devices — Guidance on corrective action and preventive action and related
QMS processes», IDT)

5 BBEJEH BINEPBbIE

6 NMEPEV3AOAHWNE. ®espanb 2020 1.

MpaBuna NpYMEHEHNs HaCTOALWEro cTaHAapTa yCTaHoB/eHbl B cTaTbe 26 PeaepanbHOro 3akoHa
0T 29 uioHa 2015 r. Ne 162-93 «O cTaHgapTu3aunm B Poccuiickoin ®egepauun». ViHdopmauns 06 n3-
MEHEHWSAX K HACTOALLEeMY CTaHAap Ty Ny6/IUKYeTCs B €XEerofHOM (N0 COCTOSHUIO Ha 1sHBaps TekKyLlero
roga) MHhopMaLMOHHOM yka3aTene «HauuoHanbHble CTaHAapThi», a ouLuuanbHblii TEKCT W3MEHEHU
M NOonpaBoK — B €XeMecsYHOM MH(OPMaUMOHHOM ykasaTene «HauuoHanbHble cTaHgapThi». B cnyvae
nepecmoTpa (3aMeHbl) UK OTMEHbI HACTOSLLEN0 CTaHJapTa CoOTBeTCTBYyLLee yBefoMeHne byseT
ony6/IMKOBaAHO B GnMXaiilLueM BbIMyCKe eXEeMeCsYHOro WHOpMaLMOHHOIO ykasaTens «HauuoHanbHble
cTaHfapThbi». COOTBeTCTBYLWAA MHhopMaL s, yBeAOMIEHNE Y TEKCTbl pasMeLlalnTCca Takke B UH-
chopmMaunoHHOI cucTeMe 06LLEero Nosib30BaHNs — Ha ouLManbHOM caiiTe defepanbHOro areHTCTBa No
TexHN4YecKoMy perynpoBaHunio 1 MeTposiornn B ceTu MIHTepHeT (wmv.gost.ru)

© CraHgapTvHdopM. odhopmieHne. 2015. 2020

HacToswuit cTaHAapT He MOXEeT GbITb MOMHOCTLIO UM YACTUYHO BOCNPOU3BEEH, TUPaXUPOBAaH U pac-
MPOCTPaHEH B Ka4YeCTBe ohMLMaIbHOTO N3aaHus 6e3 paspelueHnst defepanbHOro areHTCTBa No TeXHUYEeCcKo-
My peryMpoBaHuio 1 MeTposiorum
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BBepeHve

HacToswwmii ctaHaapT pa3paboTaH Lienesoii rpynnoii no rnob6ansHoi rapmonmsaumn (GHTF) — go6po-
BOJ/IbHbIM COOOLLECTBOM, COCTOSILLUM U3 NpeAcTaBuUTeneid perynmpyroLwmx opraHoB MOAWLUHCXON NPOMbILL-
NeHHOCTW. HacTosWwmii cTaHAapT He npefHa3HaveH kak oba3aTenbHOe PyKOBOACTBO AN1S UCMOMb30BaHWA ero
B PEryIMpoBaHUN MegULVHCKUX U3Aenuii.

HacTtoswwmii ctaHgapT npegHasHaveH Ans n3rotoButeneil MeauLMHCKUX M3genuii n perynmpyoLwmx op-
raHoB. OH TaKkkKe MOXeT OblTb WMCMOMb30BaH ANA 06pa3oBaTesbHbIX Liefeid, HO He npegHasHayeH AnsA wc-
nonb30BaHNA ero A5 OLEHKU UIn ayauta Ha COOTBETCTBME HOPMAaTUBHbLIM TpeboBaHuAM. OxuaaeTcs, yTo
nonb3oBaTe/lb HACTOSILLEro cTaHAapTa 3HakOM C HOPMAaTUBHbIMW TPE6OBaHMAMU K CUCTEME MeEHemXMeHTa
kavectBa (CMK) B NPOMBILLNIEHHOCT MEANLMHCKAX U3AENNiA.

[na ueneii HacTosWero cTaHgapTa npegnonaraeTcs, YTo U3roToBUTeNb MeANLMHCKOro Usgenua uveet
CMK. koTopas TpebyeT OT M3roToBUTENS AOKYMEHTUPOBAHUA psga NPoLEeccoB, C Lesblo obecnevyeHuss Toro,
4YTO MefMUMHCKMEe U3Aenus, Bbiyckaemble B obpalleHune, ABNsATCA 6e30nacHbIMU 1 pesynbTaTuBHbIMU. Ha-
npumep, Takme TpeboBaHua BkIoveHsbl B ICO 13485 «M3penusa meguumHckne. CuctemMbl MEHELXMEHTA Ka-
yectBa. CnuctemMHble TpeboBaHusA AN Lenein perynmposanHns», «MoctaHoBAeHMe MUHUCTEpPCTBA ANOHMMU MO
CTaHAapTam Mo KOHTPO/O 3a NPOM3BOACTBOM U KOHTPO/IKO 3a KAuyeCTBOM MeAWULMHCKUX U3AEeNuii u nsgenuii
ansa in vitro anarHoctukn (MHLW' >TNocTtaHoBneHne MuHuctepctea N9 169)», «[lMpeanucaHue ans Cuctem
kayectsa FDA2>21 CFR. YacTb 820» nnu TpeboBaHus K cucteMam kayectBa COOTBETCTBYHOLLMX €BPONENCKMX
OVPEKTUB NO MeAULMHCKUM U3LENNAM.

Ona aTux uenei n3roToBuTeNb LO/MKEH yCTaHaB/iMBaTb NPOLECCHl W ONpeAensaTb COOTBETCTBYHOLME
Mepbl ynpaBneHus AN1s MOHUTOPWHIa BbISBMIEHWS HECOOTBETCTBMI U NOTEHUMAaIbHbIX HECOOTBETCTBUI U UX
aHasnm3a. Kpome Toro, n3rotosutesib O/IXEH paspaboTtarb npoueaypsl, onpegensioLme, Korga n Kkak Jo/KHbI
6bITb NPEeANPUHATBLI KOPPEKLMN, KOPPEKTUPYIOLLIME NN NpegynpexjatoLie AeicTBus. T 4eACTBUS JO/DKHbI
6bITb afeKBaTHbl PUCKY BO3HVKHOBEHUS HECOOTBETCTBMSA UM NOTEHLNA/IBHOTO HECOOTBETCTBUS.

TepMuHbI, NPUMEHEHHbIE B HACTOSLLEM CTaHapTe, Kacatolwmecs pUCKOB, MEHEPKMEHTa PUCKOB U CBSA-
3aHHOI ¢ HUMW TepMUHonorueid, onpegenensl B NCO 14971 «W3penusa meguuuHckue. NprMeHeHne meHeg-
XMeHTa pucka ANa MegULUHCKUX N3aennii».

CokpatyeHne «CAPA» He ByfeT 1Cnosib30BaTbCA B HACTOSALWEM CTaHAapTe, TakK Kak NoHATUE KOPPEKTU-
pyloLMX 1 NpegynpexgaloLnx AelicTBrii 6b1710 HenNpaBuIbLHO MHTEPNPETMPOBaHO, Npeanonaras, 4To npeay-
npexgawolme aelicTBus TpebyloTcsa ANA KaXA0ro KOPPeKTUpYHLLero AeicTeus.

B pamkax HacToslero ctaHfapTa paccmaTrpusaeTcsl NpoLecc nonyvyeHns nHgopmMauun n3 pasinyHbix
«aKTUBHbIX» N «NACCWBHbIX» UCTOYHWKOB, KOTOpPble GyAyT MMeTb OCHOBY A1 KOPPEKTUPYIOLWMX UK npeay-
npexgarnLwmx 4eicTBuii.

M3rotoBuTesnb [0/KeH 060CHOBATb BbIGOP TWNA UCTOYHMKOB [AaHHbIX, HA OCHOBAHWUW KOTOPbLIX 6yayT
onpefenieHbl KOppeKkTMpyloLme uan npegynpexaatoLlme 4eicTems.

HesaBncrvMo OT xapakTepa MCTOYHMKa AaHHbIX JanbHeilas oueHka 1 nocrneaylouiee paccnegosaHve
ABNAIOTCA UWAEHTUYHBLIMU, BKIOYAsA 3Tanbl pacc/iefoBaHuns, BbIB/IEHUA NPUYKH, onpeesieHne HeobXoanMbIX
nocneaywLivx AeAcTBUi, BepudrKaumio nx peaimsannm v oLeHKy pe3ysibTaTUBHOCTU.

HacTtoswwmii ctaHgapT BK/IOYaEeT onMcaHue NpoLeccoB M3MEPEHNs, aHanmsa u ynyylweHus B Buge non-
HbIX Y UHTETPUPOBAHHBIX NPOLLECCOB.

MwuHnCTEpPCTBO ANOHUM NO 3A4paBOOXPaHeHNto, TpyAy v 61arocoCTOAHMIO.
2) YnpaBneHue no caHMTapHOMY HaA30py 3a Ka4eCcTBOM MULLEBbIX NPOAYKTOB U MeagukameHToB (CLUA).
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HALULWOHANBbHBW CTAHOAPT POCCUMCKOWMW OSGELEPALUMN

Cuctema MeHe)XKMeHTa KavyecTBa
N3NENANA MEAULNHCKNE

PYyKOBOACTBO N0 KOPPEKTUPYHOLWMUM U NPpeAynpexaarlimm 4eACTBUSAM U CBA3aHHbIM npoueccam
CUCTEMbI MEHEMXMEHTA KayecTsa

Quality management system. Medical devices. Guidance on corrective action and preventive action
and related QMS processes

fata eBegeHns — 2016—07—01

1 O6nactb NPUMeEHeHUs

HacToswwnii ctaHAapT CoAepXUT pekoMeHaauumn s yCTaHOB/IEHNS afeKBaTHbIX MPOLECCOB U3Mepe-
HUS. aHaIM3a Y yyylleHus B CUCTeMe MEeHeKMEHTa KauecTBa, CBA3aHHbIX C Koppekuueil u/unm KoppekTupy-
0L UMY AeliCTBUSIMU B C/lyyae BbisiB/IEHUSI HECOOTBETCTBUI UM NpefynpexaarLLmx 4eiicTBUA 411 NoTeHLM-
aJIbHbIX HECOOTBETCTBUIA CUCTEMBI, MPOLLECCOB WU NPOAYKLUN.

2 TepmuvHbI 1 onpepeneHus

B HacToAwem ctaHgapTe NpMMeHeHbl crefylolne TePMUHbI C COOTBETCTBYIOLUMY OnpeaeeHUAMN.
B ckobkax faHbl cCblIKU Ha NyHKTbI MICO 9000.

2.1 koppekuus (correction): feiicTBrne, npeanpyvHATOe ANA yCTpaHeHWs 06Hapy)XeHHOro HecooTBeT-
cTBuA (3.6.2).

MpumeyvaHuns
1 Koppekumsa MoXeT oCyLecTBAATLCA B COUYETaHUN C KoppekTupylowmm geiictemem (3.6.5).
2 Koppekunsi MoxeT Bk/YaTh B cebs, Hanpumep, nepegernky (3.6.7) nnm cHmxeHune rpagaumm (3.6.8).

2.2 KoppekTupylouwee geiicteue (action corrective): feiicTBue, npesnpuHATOe AN YCTPaHEHUs npu-
YMHbI 06HaPYXXEeHHOro HecooTBeTCTBMUSA (3.6.2) UK APYroit HexenaTenbHOW cuTyaumn.

MpumevyaHuns

1Y HecoOTBETCTBMA MOXET OblTb HECKOJIbKO NPUYUVH.

2 KoppekTtupyiouiee felicTBre npegnprHumaeTca Ana npefoTepalleHnss NOBTOPHOro BO3HMKHOBEHNSA COObITUSA, TOr-
fa kak npegynpexgatoiiee geiicteme (3.6.4) — Ana npeAoTBpaLLleHNss BOSHUKHOBEHUS COBbITUS.

3 CyuiecTByeT pasnimune mexay koppekuneli (3.6.6) 1 KOppekTUpyLWUM AeicTBUEM.

2.3 NCTOYHMKM MONyyYeHnsa gaHHbIX (data sources): Mpoueccbl BHYTPU CUCTEMbI MEHEIKMEHTA Kaye-
CTBa. MO3BO/ISAOLWME NOMYyYaTh KAYECTBEHHYI0 MH(hOopMaLMio, KoTopasi MOXeT 6bITb UCNONb30BaHa 415 ULEH-
TUChUKaALUN HECOOTBETCTBUI MU NOTEHLMAbHLIX HECOOTBETCTBUIA.

2.4 pa3pelueHne Ha OTK/IOHeHUe (concession): Pa3spelueHne Ha UCnosib30BaHne Wav BbiMyCK NPOAYyK-
L1N. KOTOpasi He COOTBETCTBYET YCTAaHOB/IEHHbIM TpeboBaHuam (3.6.11).

2.5 npepynpexpatllee aeiicteue (preventive action): [elicTBue, npeanpuHAToe A/s yCTpaHeHUs
NPpWYMHbI MOTEHLMaNbHOro HecooTBeTcTBUSA (3.6.2) unm Apyroi NoTeHUnanbHO HexenaTebHol cuTyaumm.

MpumeyvaHunsna

1y noTeHunabHOro HeCOOTBETCTBUA MOXET 6bITb HECKO/IbKO MNPUYNH.

2 Mpegynpexpaiollee geiicTBue npegnpuHUMaeTcs A5 NpeAoTBpalieHns BO3HUKHOBEHUs COGbITUS, Torga Kak
KoppekTupytouiee geiicteue (3.6.5) — Ansi npefAoTBpaLLEHUs TOBTOPHOTO BO3HUKHOBEHUS COGbITHS.

N3paHue odpuumanbHoe
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2.6 HecooTBeTcTBME (honconformity): HeBbinonHeHne TpebosaHua (3.1.2).
2.7 Bepudpukauyusa (verification): MNMoaTBepxaeHne Ha OCHOBe MpefcTaBfieHUss 06bEeKTUBHbIX CBUAe-
TenbcTB (3.8.1) TOro, 4YTo ycTaHOB/EHHbIe TpeboBaHNA (3.1.2) 6bIN BbINOSTHEHBI.

MpumeuaHunsn

1 TepMuUH «BepUULMPOBAHO» MCMOMb3YETCs 47151 0603HAYEHNsI COOTBETCTBYIOLLErO CTaTyca.

2 [lesiTeNIbHOCTb N0 NOATBEPXAEHUID MOXET BK/IouaTh:

- OCYLYeCTB/IEHWE aNlbTEPHATUBHBIX PACYETOB!

- CpaBHEHMe Hay4YHOMN M TeXHUYeCcKol JokymeHTauum (3.7.3) N0 HOBOMY NPOEKTY C aHasiorMYHOi JOKyMeHTaume
Mo anpo6ypoBaHHOMY NPOEKTY;

- MpoBefeHue ucnbiTaHwii (3.8.3) v 4eMoHCTpaumii;

- aHann3 JoKyMEHTOB A0 UX BbIMycCKa.

2.8 Banugauuns (validation): MoaTBepXaeHne Ha OCHOBe NpefcTaBfeHNss 06 BEKTUBHbLIX CBUAETEbCTB
(3.8.1) Toro, uto TpebosaHuna (3.1.2), NnpefHa3HauYeHHbIe 415 KOHKPETHOrO UCNO/Mb30BaHNA WA NPUMEHEHUS,
BbIMO/IHEHDI.

MpumeuvaHunsn
1 TepMyH «NOATBEPXAEHO» UCMOMb3yeTcst ANa 0603HAYEHUsi COOTBETCTBYIOLLEro cTaTyca.
2 YcnoBusi NpUMEHEHNs MOTYT 6GbiTb peasibHbIMU WA CMOEeNPOBAHHbLIMU.

3 O6wwmin 0630p

M3roToBuTEb OTBEYAET 3a BHeApeHue n nogaepxaHve CMK. koTopas no3sBonseT opraHusaunm npous-
BOAUTb 6e30MacHble 1 pe3y/ibTaTuBHbIE MeAULIMHCKAE U34enusi, oTBevarwllme TpeboBaHUAM noTpebuTeneii un
HOpMaTVBHbLIM TPEBOBAHNAM.

HecooTBeTcTBME, Kak 3TO onpegeneHo B 2.6. ABASETCSH HEBbINOSIHEHMEM TpeboBaHWSA. BaXHO NOHU-
MaTb. YTO Tpeb6OoBaHWUA MOTYT OTHOCUTbLCA K MPOAyKL MM, npoueccy nian CMK.

Korpa HecooTBeTCTBUE MAEHTUMLMPOBAHO, N3rOTOBUTE b AO/HKEH ONpeaesiMTb ero 3HaYMMoCTb, CBS-
3aHHbIE PUCKN N BEPOATHOCTb €r0 NOBTOPEHUSA.

[Mocne Toro kak aTo 6b110 caenaHo, N3roTOBUTENIb MOXET MPUHATL peLleHne 0 TOM. YTO HECOOTBETCTBUE
MMeeT He3HauuTeIbHble PUCKM UNKN BPAL /M MOBTOPUTCA. B Takux cnyvyasx U3rotoBuTe/lb MOXET pPeLlnTb Npo-
BECTU TOJIbKO KOPPEKLMIO.

Ecnun HecooTBeTCcTBME noBTOpsieTc B CMK. B npouecce npousBoACTBa UK Nocne TOro Kak MeauLuH-
ckoe n3genve 6bl10 MOCTaB/IeHO MOTpebuTento, 3T0 MpU3HaK TOro, YTO COOTBETCTBYOLWIUE AEeACTBMA MOTyT
6bITb He06Xx0AMMbI. B nto6om cnyyae CMK TpeGyeT, UTo6bl KOPPEeKTMpPYLMe AERCTBMSA NPOBOANINCH C LENbH
npeaoTBpaLLeHUs NOBTOPEHUSA HECOOTBETCTBUSA. KoppekTupyoLme AeiAcTBMSA MOTyT ObiTb Kak NPOCTbIMU, Kak
nepenoaroToBka COTPYAHWUKOB, Tak 1 60/1ee CI0XHbIMU, KakK PeUHXUHUPUHT MPON3BOACTBEHHOTO NpoLecca.

M3roToBUTENb MOXET CTOJIKHYTLCSI C CUTyauusiMu, KOTOPble HA CaMOM fesie He SIBAS/INCb MPUYUHONA
HEeCOOTBETCTBUIA, HO MOFMM €O3A4aTb MX B byaywieMm. Takue cuTyaumm MOryT noTpeboBaTb NPUHATUA Npeay-
npexpawowmx aeiicTeunii. Hanpumep, aHanu3 TpeHAOB MPOM3BOACTBA WM MPUEMO-CAATOYHBIX UCMbITAHWUI
nokasblBaeT, YTO nmpouecc npubamxkaeTcs K NpefenbHbIM 3HaYeHUsAM 1 TpebyeTcs nepecmoTp napaMeTpos
npMeMKn MPOAYKLUMN WM TEXHONOIMYEeCKMX napamMeTpoB Mpou3BofcTBa (MpoueccoB, 060pyAOBaHWUS WU
NPOU3BOACTBEHHbIX 0OBEKTOB). DTN U3MEHEHUSA MOTyT NpeAcTaBnAaTb CO60W Mpedynpexpaoue AeicTBUs.
Mpepynpexpatwowme AeiCTBUS HE LO/MKHbI BKIOYATb TakMe KOPPEKTUPOBKM, KOTOPble Gbl NpeAHa3Havyauchb
ONS yBENIMYEHUS HOMUHA/IbHBIX 3HAYEHWIA B Anana3oHe perynvpoBaHus NPOov3BOACTBEHHbLIX MPOLLECCOB.

Mepbl, NpUHATbIE ANS YyCTPaHEHUS BbiSIB/IEHHbIX HECOOTBETCTBUI B paMkax ogHoi CMK (He3aBncKMMO OT
TOro, NPEANPUHMMATIUCH /TN AeCTBUSI 6Oslee YEM Ha OAHOI NPOU3BOACTBEHHOI Naowaake win B ounnanax,
hyHKLMOHMPYOLWMX B paMKax aToii CMK). 6yayT paccmatpuBaTbCsl Kak KOppekTupyllme aeictems. Tem He
MeHee Mofo6Hble AecTBMSA, NpuMeHsiemble B Apyroin CMK (He3aBrCMMO OT TOro, pacnpocTpaHseTcs /v oHa
Ha 3Ty NowWazaky, uau uavan, uam opraHM3aumnio B LLeIoM), B KOTOPbIX eLle He BO3HUKaIM Nofo6HbIe Heco-
oTBeTCTBMUA. ByAyT paccmaTpmBaTbCa Kak npegynpexaaroLime.

Ha pucyHke 1 nokasaHbl TUMWYHbIE 3Tambl, KOTOPbIE HEOGXOAMMO YYMUTbIBATL NPY NAAHMPOBAHWK, OCY-
LLLeCTB/IEHUN N NOALEPXKaHUN pe3yNbTaTUBHOCTU NPOLLECCOB M3MEPEHUSA, aHan3a, yy4ylleHnsa U OTBETCTBEH-
HOCTU BbICLLETO PyKOBOACTBA. B npunioxeHnn A npefcTaBieH nepeyeHb BO3MOXHbIX MEPONPUATUIA, COOTBET-
CTBYIOLLMX 3TAnam Ha pucyHke 1

B kauecTBe NpoBepKN pe3ynbTaTUBHOCTU onpefiesieHHbIX NPOLLEeCCOB BbICLLIEE PYKOBOACTBO A0/IKHO pe-
ry/IApHO nepecMartpuBaTth BbIXOAbl NPOLECCOB U akTyanm3nposaTtb UX N0 Mepe HeOBX0AMMOCTH.
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Pucyx*1 —poueccs! nam«p«imsa. W an t» nyryuiieHs

[oKymeHTUpoBaHHble npoueaypsl, TpeboBaHMs U 3anNncu AO/MKHbI OblTb ONpefesieHbl N3roToBUTENEM
ana obecrnevyeHnss U AeMOHCTpauuu pesynbTaTUBHOIO MNJaHUPOBaHUSA, (PYHKLMOHMPOBAHUA W ynpaBieHus
npoueccamu. [lokyMeHTUPOBaHHbIE CBUAETENLCTBA MPUHATUA PELUEHWI 1 OCYLLEeCTB/IEHNA Kakux-nnbo aei-
CTBUIA [OMKHBI SBNSATLCA YacTbio CMK.

4 3rtan |. NnaHnpoBaHue

MnaHvpoBaHWe BK/OYAET onpejesieHne NPOLEecCoB U CBA3aHHbLIX C HUMU PECYpCOB 4151 YAOB/ETBO-
pPeHUst KOHKPETHBIX Lieneid. ®akTopbl, KOTOpble C/ieyeT yunTbiBaTb Ha 3Tane naaHMpoBaHus, AO/KHbI 6biTb
cornacoBaHbl C 06LWUM 6U3HEC-NIAHOM U3rOTOBUTENIS, BK/IHOYAs NpeAnosiaraeMoe UCMosib30BaHue u3gaenus,
aHanus pbiHKa, 06paTHYH CBA3b OT NOTPeGUTeNell, a Takke HopMaTUBHbIE TPE6OBaHNS.

[O/MKHO 6bITb ONpeaeneHo yyacTe BbiCLIEro PyKOBOACTBA (Hanpumep, aHanus, yTBEpPXAeHMe) Ha co-
OTBETCTBYIOLMX YPOBHSIX B C/lyYasix BbIsIB/IEHUSI HECOOTBETCTBUIN UM NOTEHLUMASIbHBIX HECOOTBETCTBUIA. BbiC-
Lee PyKOBOZCTBO JO/IKHO 06ECNeunTh, UTOBbI KpUTEPUN N3MEPEHUI 1 UCTOYHUKM AaHHbIX 6bI1M onpeaeneHsl
1 AoBefeHbl [0 CBEIeHNs BCEIl opraHu3aLuu.

4.1 TMnaHupoBaHMe NPOLECCOB U3MEpPeHus, aHanus3a v yayylweHus

dakTopbl, KOTOpblE CleayeT yunTbiBaTb B XOA€e MIAHUPOBAHUS, AO/MKHbI ObITb COrnacoBaHbl C 06LMM
GU3HEC-NIaHOM U3rOTOBUTENS U Kak MUHUMYM AO/MKHbI BK/IOYaTb B c€6S1 TUM NPOU3BOAMMOrO M3Aenus, npej-
Ha3HauyeHHble pbIHKW, NOTPeGUTENeil N HopMaTuBHbIE TPeGoBaHUs. B pamkax njiaHWpOBaHWUA BbiCLLee py-
KOBOACTBO [0J/KHO OnpeAennuTb NPOLEecChbl, KPUTUYECKN BaXHble ANA AeATeNbHOCTU, BAMAIOWENR Ha Ka-
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4ecTBO M HOpMaTUBHbIE TpebOBaHWA, U BblGMpaTb COOTBETCTBYHOLLME UCTOUHMKA LAHHbIX ONA U3MEpPeHus,
aHanM3a 1 cofeiicTBOBaTh Y/1y4yllEeHU0 N0 Mepe Heo6XoANMOCTH.

B npouecce nnaHMpoBaHUS M3MEPEHUS N aHa/mM3a U3roToBUTE b JO/MDKEH YUUTbIBATb UCTOYHMKM AaH-
HbIX, U3MEPEHNE 3NEMEHTOB AaHHbIX B Npejenax KaxAoro MCTOYHUKA faHHbIX, BKAOYas NeproguyHoCcTb MO-
HUTOPWHra 1 aHanm3a, KOTopble A0/MKHbI ObiTh OCYLLECTB/IEHbI MO KaXA0MY UCTOUYHUKY AaHHbIX WU HECKOJTb-
KM MCTOYHUKAM AAHHBbIX.

Mi3mMepeHne 3n1eMeHTOB AaHHbIX AO/MKHO ObiTb OCYLLECTBNEHO TakMM 06pa3oM, 4YTo6bl ob6ecneuymBatb
N3roTOBUTENA Pe3y/bTaTUBHON yNnpaB/ieHYecKol AeSATEeNIbHOCTLI0 U NOAAEPXMBaTbL pe3ynbTatuBHOCT CMK.
Kaxabli 13 3N1eMEeHTOB AaHHbIX JO/MKEH ObiTb ONpeAenieH, 3arnjaHupoBaH B COOTBETCTBUM C KOHKPETHbIMU
TpeboBaHMAMU 4719 U3MEPEHUS, KOTOPbIE NEPUOANYECKU NOLBEPralnTCsa MOHUTOPUHTY.

O6nactb npumeHeHns CMK 1 06nactb NpYMEHEHUS MPOLECCOB M3MEPEHWs, aHanusa W yny4lleHus
onpeaensioT, ABAAETCSA IN UCTOUYHMK flaHHbIX aKTUBHbIM (KOPPEKTUpYoLMe AeiCTBMSA) UK NacCcMBHbIM (Mpeay-
npexgawowme AencTBus).

OTanbl N1aHNpoBaHWsA L0/MKHbI 06ecneynBaTth cneayroLee:

- onpegeneHne COOTBETCTBYOLWMX BHYTPEHHMUX U BHELUHNX UCTOUYHUKOB AAHHbIX, SABASAIOLWNXCA MHANKA-
TopamMmu npowecca ¥ aKkcnayaTalMoHHbIX XapakTepUCTUK n3genus;

- obecneyeHne agekBaTHbIMU pecypcaMu 1 yCTaHOB/IEHME OTBETCTBEHHOCTM M NOSIHOMOUUIA ANS TOro,
4YTOObI OCYLLECTBUTbL HEOOXOAMMbIE AeCTBUSA. Pecypcbl MOTYT BK/ItOUYATb B CE0S TEXHUYECKNX IKCNEPTOB, 1C-
nblTaTefibHble NabopaTopuu, faHHble, UHPPACTPYKTYPY, 0OyYeHne U T. 4.;

- onpepenieHne TpeboBaHU ANA KaXAO0ro MAEHTU(MLMPOBAHHOIO NCTOYHUKA JaHHbIX, BKIOYas orpa-
HUYEHUS. KPUTEPUN NPUEMNIEMOCTU, KPUTEPUM PasBUTMS, MEXAHW3MOB OTYETHOCTU O HECOOTBETCTBUAX WM
noTeHLMaIbHbIX HECOOTBETCTBUSIX;

- aHann3 3/1eMeHTOB JaHHbIX B Npejesiax NCTOYHMKOB AaHHbIX:

- B3aMMOCBS3b U aHaIM3 AaHHbIX, NONYYEHHbIX U3 UCTOYHUKOB AaHHbIX.

[ns kaxaoro anemMeHTa AaHHbIX [O/KHbI OblTb ONpeaesieHbl OTAE/bHbIE KPUTEPUN, OAHAKO KpUTepun
MOryT 6bITb OnpegeneHbl U A8 KOMOUHALUN 3/1EMEHTOB JaHHbIX. KpuTepun AO/MKHbI 6biTb KO/IMYECTBEHHbI-
MW, KOorga 37O BO3MOXHO, YTOObl MakcumasibHO o6ecneynTb COrlacoBaHHOCTb M BOCMPOU3BOAUMOCTb A5
nocneayLLero aHanmsa. Ecnn kputepmumn 1 faHHble ABATCSA KaYeCTBEHHbIMU, TO CYyObEKTUBHOCTb AO/DKHA
6bITb YCTPaHEHa UIKn cBeAeHa K MUHUMYMY.

Kputepun npyuemnemMocTu 4O/MKHbI GblTb OCHOBAHbI Ha fAaHHbIX CUCTEMbI MEHEAKMEHTA KayecTBa, Npo-
AYKUMW 1 nNpoueccos, cneuudurkaumii nnm TpeboBaHunii, KOTopble 06bIYHO ONPeAenstTCs B XOA4e NPOEKTUPO-
BaHNs 1 paspaboTkn. DTo BKIOYAeT B cebs npouecchl NPOeKTMpOBaHWs, pa3paboTky 1 noggepxaHve npo-
LileccoB NPOM3BOACTBA, AOCTaBKU, 06CNTYXXMBAHUS 1 MPOLLECCOB MOHTaXa.

Kputepuun passutusi, ncnonb3yemslie 4715 Leneid peanvsauny npowecca ynydiienus (cMm. pasgen 6). mo-
ryT 6bITb NpeAcTaB/ieHbl B BUAE YPOBHel AEWCTBUIA, TPUITEPHbIX TOYeK, NOpPoroB U T. 4., U UX HEOBX0ANMO
[OKYMEHTMPOBaTb. ITU KPUTEPUU Pa3BUTKA BKIOUAKOT B cebs onpeaesnieHHble YPOBHM AelicTBuiA o6Lero xa-
pakTepa. a TaKkke KOHKpeTHble AeiCTBMSA B paMKax AesiTeNIbHOCTW Mo ynpasneHuto puckamu. B yacTtHocTw,
KpUTEpPUN AOMKHbI OblTh YCTAHOBMEHbI A1 KOHKPETHbIX C/lyvyaeB. Hanpumep, B ciiyvyae MHUMAEHTA, KOTOPbIN
npuBen K netanbHOMY UCXOAY UM Cepbe3HbIM TpaBMam, cnefyet NPUCTYNUTb K HeMeANIeHHbIM AeiiCTBUAM B
pamkax aTana ynydyweHus (cM. pasgen 6).

[Na HOBbIX TEXHOMOTNI Y CYLLECTBYIOLMX, HO C HOBbIM NOAXOA0M NPUMEHEHNWS, NepBOHAYasIbHbIE Kpu-
Tepuu pasBUTUSA UHOTAA TPYAHO ONpefenuTb B paMkax npouecca MOHUTOpUHra. Mo3ToMy U3rotoBUTENb 40J1-
XXEH MMaHMpoBaTb pecypchl AN aHann3a nHgopmalmm, 4Tobbl NOATBEPAUTL NEPBOHAYA/IbHbIE NPeANosoXe-
HWUS1 N YCTAHOBUTb UM NEPEeCMOTPETb KpUTEPUN pasBuTuS.

MnaHvpoBaHKWe AOMKHO NpeaycMaTpyBaTh NOATBEPXKAEHUE TOr0, YTO KpUTEPUM NPUEMMIEMOCTU U pas-
BUTWS, MEXaHW3Mbl OTYETHOCTU O HECOOTBETCTBUAX WM NOTEHLMANbHBIX HECOOTBETCTBUSIX MO-NPEXHEMY CO-
OTBETCTBYIOT paHee onpejesieHHbIM UCTOYHUKAM 1 3NeMeHTaM AaHHbIX. Tam. rae 4Oo/MKHbI OblTb onpeaeneHsl
HOBbI€ UCTOYHVKW flaHHbIX, CieflyeT NOATBEPANTL, YTO OHU GblIN BbISIBIEHbI U UX KPUTEPUMN ONpPEAESIEHbI.

4.2 OnpepeneHve UCTOYHMKOB AaHHbIX U KpUTEpUeB

M3rotoBuTe b AOMKEH ONPeaeinTb U JOKYMEHTUPOBATL COOTBETCTBYIOLME UCTOUHUKA AAHHBLIX W 3Me-
MEHTbI AlaHHbIX, KaK BHYTPEHHWE, TaK U BHELLIHWE MO OTHOLLEHWIO K OpraHn3aLun. SNemMeHTbl faHHbIX A0/KHbI
npeaocTaBnATb MHPOPMALMIO O HECOOTBETCTBUSAX, MOTEHUUA/IbHLIX HECOOTBETCTBUSIX W PE3Y/IbTaTUBHOCTYU
MPOLLECCoB B OnpefeNieHHbIX UCTOYHUKAX JaHHbIX.

MpuMepamMn UCTOUHWUKOB AaHHbLIX MOTYT SIBNATLCS:

- HOpMaTUBHblE TPE6OBaHMS;
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- aHasn3 co CTOPOHbl PYKOBOACTBA,;

- MocTaBLUUKM (B3aMmoaeicTBneYynpaBneHue);
- Xanob6bl/obpalyeHus;

- OT4YeTbl 0 HEGNAroNPUATHBLIX COOLITUAX;

- MOHWUTOPWHT NpoOLUECCOB,;

rotoBasi NpoAayKuus;

- ayauTbl (BHYTPEHHME/BHELLHWE):

0T3bIBbl O NPOAYKLMNY;

CTaTUCTUKa N0 KOMMIEKTYHOLLMM,;

- 0T4YeTbl N0 06CNYXMBAHUIO;

BO3BpaThbl NPOAYKLUN.

ncecnenoBaHvie pbiHKaYKTMEeHTYpbI;

- Hay4yHas nuTepartypa;

UCTOYHMKN CMU;

npoLecchl XU3HEHHOro LukIa Npoaykumn (MpoeKkTMpoBaHue, 3akynku, Npou3BOACTBO M 06CyXMBa-
Hue. obpaTHas cBsi3b OT NOTpe6uteneil);

- MEHeOXMEHT PUCKOB.

[ononHutenbHble NpUMepbl 3/IEMEHTOB JaHHbIX MPUBEAEHbI B NPUIOXeHun B.

Korga npobnema BbIsIBASAETCA U3 OAHOTO MCTOUYHUKA AaHHbIX, U3rOTOBUTEND HEOOXOAMMO NpoaHannsu-
poBaTb aHa/I0MMYHy MH(OPMAaLMI0 U3 APYrMX NCTOYHUKOB JaHHbIX. Bonee Toro, Takke cnefyeT aHanM3npo-
BaTb MHGOPMALMIO, NONYYEHHYIO N3 BHELUHWUX UCTOYHWKOB AaHHbIX. MonyyeHne nHopmauum N3 HECKOMbKMX
WCTOYHMKOB [laHHbIX B pe3y/bTare npueedeT K KOMMIEKCHON OLeHKe AaHHbIX. DTO MOMOXET U3roToBUTES0
nyudlle onpefenuTb Heo6xoArMble Mepbl.

5 Jran Il. 3mepeHne n aHasIn3 C NOMOLLLID NCTOYHMKOB AaHHbIX

Mocne Toro Kak 6bIIM onpeAeneHbl UCTOUHUKA JaHHbIX, 3/1EMEHTbI AaHHbIX 1 KpUTepUn npruemiemMocTu
Kak yacCTb npoLecca MnaaHMpoBaHus, W3roToBUTE b AO/HKEH OCYLLECTB/ATL NPOLECChl U3MEPEHUs!, MOHUTO-
puvHra 1 aHanusa, YTo6bl NOATBEPAUTL COOTBETCTBUE WK BbiSBUTb HECOOTBETCTBUE.

MporpaMmMHOe oGecneyeHre, UCMO/b3yeMoe NpyY U3MEPEHNU, MOHUTOPUHIE W aHanuse, 6yAb TO npu-
06peTeHHOe UK cneumanbHo paspaboTaHHoe, JO/MKHO 6biTh BA/IMAMPOBAHO A1 UCMO/b30BaHUS €ro No Ha-
3HAUEHUI0.

Hanpumep, onpockl KAVEHTOB, NMPOBOAYMbIE OTAENIOM MapKeTUHIa, MoKasasau, YTo CYLLecTBYeT obliee
He0BO/IbCTBO OTHOCUTE/IbHO YNakoBku npogykra X. Mpu ganbHeiwem paccinegoBaHun (BHYTPU 3TOrO UC-
TOYHMKA AaHHbIX U Cpean ApYrux UCTOUYHMKOB), HANPUMEP No AaHHLIMK U3 Xano6, Bo3BpaTam NpoayKLuu, oT-
yeTam M ap.. CTaso OYEBUAHO, YTO CYLLECTBYET BEPOSITHOCTb BO3HUKHOBEHUSI HECOOTBETCTBUIA: HeGe3onacHo-
0 UCMO/b30BAHUS UM NOBPEXAEHUS U3AENUA B pesysibTare UCMOo/b30BaHNs TEKYLLEro BapuaHTa ynakoBKu.
B pe3ynbTate 3T0ro aHanuaa Ha ctaguu Il (cM. pasgen 6) 6b1710 onpefeneHo, YTo B JaHHOM C/lydyae Leneco-
06pa3HO OCYLLECTBUTL Npeaynpexaaniyme geidcTBus.

5.1 WN3mepeHune

B pamkax HacTosiLLero cTaHaapTa usmepeHue npeacTaBnseT co6oit Ha6op onepaumii 4ns onpeseneHus
3HAYEHNS 3N1eMeHTa JaHHbIX (KOSIMYecTBO, KAYECTBO).

[JaHHble, nosyyeHHble No pesynbTaTtam n3MepeHuii Npogykumm, npoleccos 1 CMK. HakanMBaloTcs Ha
NPOTSHXEHWUW BCETO XM3HEHHOTO LKA U3genusi. VI3aroToBuTe b JOMKEH ONpeaenuTb, HanpuMep, 4acToTy U3-
MEepeHUsi. BEIMUYMHY TOYHOCTU W [JOCTOBEPHOCTU AaHHbIX. V3roToBUTENb TAKKe [LO/KEH YOeAnTbCs, YTO COo-
GpaHHble TekyLue AaHHble ABASIOTCS aKkTyanbHbIMN.

[JaHHble pe3ynbTaToB U3MEPEHWIA fOMKHBI GbITb COXpaHeHb! B BUAEe 3anuceii. M3roToBuTenb AOMKEH CO-
XPaHsATb flaHHble B BUAE, NO3BOJISIOWEM UX U3BJIEKATb, MPU 3TOM AaHHbIe A0/DKHbI SBAATLCS MOAXOASALLMUMU
ANs aHanu3a v oTBevalLwumMu kak CMK. Tak U1 HOpMaTMBHLIM Tpe6oBaHUAM.

MOHWTOPUHT SIBMISIETCS1 CUCTEMATUYECKAM W PETYNSPHBIM C60POM pesynbTaToB M3MepeHuid. M3roTo-
BUTE/Ib [O/DKEH ONPEeAEe/UThL Ha 3Tane NJaHWpoBaHusi, Kakve, Korja v KakiuM 06pasoM co6paHHble AaHHble
[OMKHbI BbITb NPOBepeHbI. MoyYeHHble faHHble J0/MKHbI 6biTb TAKOBLIMU, YTOBbI OHU CMOF/M GbITh NpoaHa-
N3VPOBaHbI AN AafibHELWNX 4elACTBNIA. MOHUTOPWHT A@HHbIX MOXET 6biTb HEMPEPbIBHLIM UM Nepuoanye-
CKMM. B 3aBWCUMOCTM OT TUMA UCTOYHMKA AAHHBIX W 3/IEMEHTOB AaHHbIX. MPOLEeCcChl MOHUTOPUHIA [OJIKHbI
nepuoMyecky nepecMaTpuBaTthCa A5 Leneli ux gansHelilweid npurogHocTy.
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5.2 AHanus

B HacTosiLleM cTaHgapTe aHanu3 npegcTaBnset coboil cuctemaTmyecknii coop AaHHbIX U UX OLleHMBa-
HUe NocpeacTBOM U3MepeHuii 4N OpPMUPOBAHNS 3aK/TOUEHWIA.

M3rotoBuTesnb AO/MKEH UMETL JOKYMEHTUPOBaHHbIE NpoLeaypsl 4715 aHanin3a AaHHbIX B COOTBETCTBUN C
KpUTEPUSAMM, YCTAHOBNEHHbIMU B 4.1. AHaNN3 He06X0AMMO MPOBOAUTL C Le/bo BbISIBAIEHNS HECOOTBETCTBUI
WY NOTeHUManbHbIX HECOOTBETCTBUIA AW C Lefbio onpeaeneHns o6nactu, rae Heo6xo4MMo UHULMNPOBATb
JanbHeliwee paccnegoBaHve. Kpome Toro, aHasivs MUCnonb3yeTcs AN AeMOHCTpauuy NPUrogHoCT! 1 pe-
3yNbTaTUBHOCTM NpoAyKuumn, npoueccoB 1 CMK. AHann3 MoxeT 6biTb BbINO/IHEH C UCMO/b30BaHWEM aHasu-
TUYECKNX MHCTPYMEHTOB, Tpynn 3KCNepToB, BNaje nbLeB NPOLECCOB UM C MOMOLLbIO HE3aBMCMMOr0 aHanusa.
PesynbTatbl aHanunsa Ao/KHbI 6bITb 38/,0KYMEHTUPOBAHSI.

Mocne TOro Kak onpeAeneHo, 4To HEO6XOAMMO U3MEPSATb, JO/DKHbI ObITb ONpeAeneHbl cTaTucTuyeckne
mMeToAbl AN ngeHTudmrkaumm o6n1actm N3IMEHYMBOCTM U TEM CambiM MOMOYb M3rOTOBUTENO NOAAEPXMNBATb
WY NOBbILWATL Pe3yibTaTUBHOCTbL U 3PEKTUBHOCTL. TN METO/bI TaKXe CNoCcoOCTBYIOT STyyLLleMy UCNOo/b30-
BaHWIO MMEIOLNXCH faHHbIX 415 OKa3aHUA NMOMOLUM B MPUHATAM pewleHnii. CTaTucTuyeckme MeToAbl okasbl-
BalOT NOMOLLb B BbISIBIEHWU, OLLEHKE, aHanu3e, uHTepnpeTalum n MogennpoBaHn N3MEHUYNBOCTL.

[nsa aHanusa HecooTBETCTBUA MOTYT ObITb NPUMEHEHbI KaK CTaTUCTUYecKne, Tak U HecTaTucTuyeckme
MeTOo/bl.

Mpumepbl CTaTUCTUYECKNX METOAOB:
rpadvkn cTaTMCTUYECKOro ynpasieHns npoueccamu;
aHanus MNapeTto:

TPEeHabl AaHHbIX;

JIMHEWHbIA N HENTMHENHbI PErPECCUOHHbIN aHanus;

- OMbITHO-KOHCTPYKTOPCKNe (DOE — nnaHnpoBaHve akcnepumeHTa) 1 aHann3 OTKNOHEHWIA:
rpadunyeckme metogpl (rMcTorpammel, AvarpaMmbl paccesHus uT. 4.).

MpuMepbl HECTATUCTUYECKUX METOLO0B:

- aHanu3 CMK co CTOpOHbI pyKOBOACTBA,;

- pesynbTaTbl COBELLAHWIA NO Ka4yecTBy;

- KOMWUCCUW MO HAAEXHOCTU (BHYTPEHHUE/BHELLHNE);

- aHanv3 BUAOB M nocnefcTBuii otkasos (FMEA);

- aHanus gpesa HewucnpasHocTel (FTA).

AHanus, Kak npasuio, NPOBOANTCA B HECKONLKUX Pa3/iMyHbIX TOYkax (BO BPEMEHU U/MNW Ha opraHusa-
LIMOHHOM ypoBHe). Hanpumep, onpegeneHHblli 06bem aHannsa u BO3MOXHOCTN paccriefjoBaHna 0Tka3os (rae
eCTb JoKa3aTe/lbCTBa HECOOTBETCTBNSA) OyAeT HEOOXOANM AN KaXA0r0 MCTOYHMKA AaHHbIX.

B fononHeHne kK aHannsy M3 UCTOYHMKOB faHHbIX HEeobX0AMMO onpefenunTb YPOBEHb aHan3a mMmexay
NCTOYHMKAMM faHHbIX, YTOObl ONpeAennTb CTeneHb U 3HaYMMOCTb HECOOTBETCTBUA WM NOTEHLMA/IbHOTO He-
cooTBeTCTBMA. CBA3b AaHHbIX M3 Pas/IMyHbIX UCTOYHMKOB [aHHbIX Ha3blBAETCSH «TOPU3OHTA/IbHBIA aHann3».
C NOMOLLIbIO TOPU30HTa/ILHOIO aHasIn3a MOXHO:

- onpefennTb, YTO NPeA/IoKeHHOe AeNCTBME, UCXOAS N3 aHanm3a NCTOYHMKA AaHHbIX, ABAseTcsa AocTa-
TOYHbIM. 6€3 AanbHenWmnX 4oNOoHUTENbHbIX AeicTBuin B atane |l (cm. pasgen 6); nnm

- npefocTaBUTb MHDOPMALMIO O HEO6XOAMMOCTUN AONONHUTENbHBIX feiicTBKi Ha aTane lIl (cMm. pasgen 6),
He3aBKCVMO OT TOrO, BbIABU/ I @Ha/IN3 UCTOUYHUKOB [aHHbIX HECOOTBETCTBUS UMW MOTEHLMa/bHbIe HeCcooT-
BETCTBUS.

BapuaHTbl BbIXOAHBIX AAHHbIX U3MEPEHUS 1 aHanNn3a npusBefeHbl Ha PUCYHKe 2.
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B npeacTaBnieHHOM HWXe npumepe npveegeHa 6onee nogpobHas MHopMaums, pasbsacHsLWan pucy-
HOK 2. Kaxkfiblii BapuaHT, nokasbiBatoLuii pasnnyHble BbIXOAbl Pe3y/ibTaToB U3MEPEHNSA U aHanusa, onuchbiBa-
eTCs Ha OCHOBe NPUBEAEHHOr0 HXXe npvmepa.

Mpumep — B npouecce NpoekTUPOBaHNs 1 paspaboTku He 6biIN BbINOMHEHbl Tpe6oBaHNs K cocTasy

[OKyMeHTauuu. HegocTatwuwas JoKyMeHTauns Bkaoyana B ce6si 3ameHy 0HOTO NOCT aBLLMKaA 3/1eKT POHHOW
nnaTbl HA Apyroro. Tpe6oBaHne 3akN4anocb B JOKYMEHTUPOBAHUN HAMMEHOBAHUS NOCT aBL KA U €ro peru-

CTpaunoOHHOIo HoMepa BUTOrFroBOM oT4eTE.

BapuaHT A Koppekuun He TpebyeTcs. MIamepeHne 1 MOHUTOPVHT OCYLLECTB/IAIOTCS B TEKYLLEM PeXuMe.
MpuHMMaeTCs, pelleHe He NpeAnpYHUMATL HUKaKUX KOPPeKuuii 1 He npeanpuHMMaTh HUKakuX Aei-
CTBWIA C faHHbIM HECOOTBETCTBMEM Ha aTane Il (cm. pa3gen 6).
MNpymep HecooTBeTcTBUE PervcrpaumoHHblii HOMep nocTaBLLMKa He Gbl1 BK/IKOYEH B UTOTOBbIN OTHeT. 04
HaKo HavMeHOBaHVe MOCTaBLUMKa GbII0 3340KYMEHTMPOBAHO.
OcHOBHble pe3ynbTa-  AHann3 nokasbiBaeT, YTO npoleaypa ABASeTCA afeKkBaTHOW 1M Mob3oBaTesto
Tbl U3MEPEHNSI N aHA-  XOPOLLUO M3BECTEH JaHHbI npovecc.
nmsa Mocne paccMOTpeHVs1 3TOro BoOmpoca NPUHUMAETCS peLleHne O MpoBeAeHUn
BHemn1aHoBOW NPOBepKy.
Yka3aHHOe TpeboBaHve npegnosarasiocb TONbKO A5 yA06CTBa.
BbiBoAb! Koppekunun He TpebyeTcsi. B UTOroBbIii OTYET U3MEHEHUS BHOCUTb He 06si3a-
TeNbHO, TakK Kak NoCTaBLUMK JOKYMEHTa/IbHO NAEHTUMMLMPOBAH MO HaUMeHO-
BaHWI0. criefoBaTe/ibHO, NPOC/IEXNBAEMOCTb UMEET MeCTO.
[JelicTBuii Ha 3Tane Ill He TpeGyeTcs.
BapuaHT B TpebyeTcsi koppeKkuusi. ViamepeHne 1 MOHUTOPUHI OCYLLECTB/ISIOTCA B TEKYLLEM PeXuMe.
MpYHMMaEeTCA peLleHre OCYLLeCTBUTb HaydaslbHYyt0 KOPPEKLMWIO, HO He npeAnpuHMMaTb HUKakux Aei-
CTBWIA C faHHbIM HeCcOOTBeTCTBMEM Ha aTane Il (cm pasgen 6).
MNpymep HecooTBeTcTBME HanmeHoBaHVe MOCTaBLUMKa U €r0 PerncTpaumoHHbIA HOMep He GblIn BKIIO-
YeHbl B UTOTOBbI OTYET.
OcHOBHble pe3ynbTa- AHa/n3 nokasblBaeT, YTO npoleaypa ABASeTCA afeKkBaTHOW U Mob3oBaTesito
Tbl U3MEPEHUSA 1 aHa-  XOPOLLO U3BECTEeH AaHHbI npouecc.
nmsa Mocne paccMOTpeHVs1 3TOro BoOmpoca NPUHWMAETCs pelleHre O NpoBeaeHus
BHern1aHoBOW NPoBepKu.
YkasaHHoe TpeGoBaHue o6ecrneumBaeT NPoC/IeXMBaeMoCTb NOCTaBLUMKA, Y UH-
chopmaLmss MOXeT 6bITb NOTEPSIHA, EC/IN B UTOTOBbIV OTYeT He ByayT BHeCeHbI
N3MEHEHUS.
BbiBoab! HavanbHan koppekuvs o/mkHa 6bITb CBeeHa K BHECEHUIO U3MEHEHWI B UTO-
roBbIiA OTYeT.
[JeiicTBuin Ha aTane Il He TpebyeTcs.
BapuaHT C  Koppekuusi 1 ocyliecTB/lieHVe fasibHeRWnx AecTBUIA Ha aTane ynyulleHus
MpYHMMaeTCA pelleHne OCYLLECTBUTb HauaslbHYI0 KOppeKUumMio. TeM He MeHee CyliecTByeT Heo6xoau-
MOCTb A5 nocrefyowmx AeicTBuii Ha aTtane Il (cM. pasgen 6) B pesynbTate NpPoBeAEeHHOro aHam3a
ONs fanbHelilero paccnefoBaHnsi, YToGbl onpeaenvTb Heo6XoayMble KOPPeKTUpYtoLwme AelicTBUS.
Mprmep HecooTtBeTcTBUYE HanmeHoBaHVe NOCTaBLUMKa U €r0 PerncTpaunoHHbIi HOMep He 6bian BKO-

OCHOBHblE pe3yrnbTa-
Tbl U3MEPEHVsI U aHa-
nmsa

BbIBOgbI

YeHbl B UTOrOBbIi OTYET.

AHann3 nokasbIBaeT, YTO Npoueaypa [OKeT ABMATLCA HeafekBaTHON 1 GbITb
He OuYeHb MOHSATHOV AN Nonb3oBatesel, y4acTBYOLWMX B JaHHOM npoLlecce.
Mpo6nema 6blfa BbisiIB/IeHa B HECKOSIbKMX OTYETax. B ofHUX cryyasix mpo-
CNEXMBAEMOCTb NOCTaBLUMKa MOrna GbiTb OCYLLECTB/IEHA C MOMOLLBIO UHbIX
CPeACTB, HO B AAPYTMX Cly4Yasx 370 6bI/I0 HEBO3MOXHO.

HauanbHasa koppekums Ao/mkHa GbITb CBeAeHa K BHECEHNIO U3MEHEHU B UTO-
roBblli OTYET C YKa3aHWEM HaVMEHOBaHUSI W PETNCTPALMOHHOrO HOMepa Mno-
cTaBLMKa (B C/yyasx, KOrga MoXHO 6bI710 NAEHTUMLMPOBATE NMOCTaBLUMKA).
Mepexog Ha 3atan |l ANs oCyLLeCTBIEHNS KOPPEKTUPYIOLLINX AeACTBIIA.
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OKOHYyaHue

BapnaHT D  [anbHeliwee nccnepoBaHme Nnpo6aemMbl OCYLLECTBASIETCS HA 3Tane ynyylleHus.
MpuHMaeTCcsa peweHne 0 TOM. YTO Ha AaHHbIA MOMEHT HefoCTaTO4YHO MHopmauun, YTobbl onpege-
NNTb KOHKPETHOe AelicTBUe, NO3TOMY nocnegytolne aeiicTeus 6yayT ocyLiecTBneHbl Ha aTane Il

Mpumep HecooTBeTcTBMNE HaunmeHoBaHve nocTasuimMka u ero perI/ICTpaLU/IOHHbIﬁ HOMeEp He 6bININ BK/IO-
YeHbl B UTOTOBbI OTYeET.

OCHOBHblE pe3ynbTa- AHaNN3 MokKasbiBAeT, YTO NPOoLEeypa MOXET SBNATLCS HeafeKBaTHOW U 6bITb
Tbl U3MEPEHUS U @Ha- He OYeHb MOHATHA AN1A NoNb3oBaTesield, yyacTBYOLWMUX B JAHHOM npouecce.
nusa Mpo6nema 6bia BbiSBNIEHA B HECKOJIbKMX OTYETAX.
MpocnexnBaeMocTb NOCTaBLYMKA He MOXeT GblTb OCYLLECTB/IEHA C MOMOLLbIO
KaKkux-nun6o cpescTs.

BbiBOAbI Koppekuna HeBO3MOXHa, T. K. MOCTaBLMUK HEN3BECTEH, KOPPEKLUMUA He MOXeT
6bITb OCYyLLeCTB/EHa.
Mepexop Ha atan Il 4N ocywWwecTBNEHUS KOPPEKTUPYIOLLNX AERCTBUNA.

[lokyMeHTupoBaHHble nNpoueaypbl AO/HKHbI YETKO pa3rpaHuunTb U onpeaennTb, Korga Tpebyetcs nepe-
xop, Ha 3Tan lll.

O6bIYHO M3rOTOBUTENN MMEIOT B HANIMUMM OpraHM3aumoHHbIe TPYNMbl UKW CBA3@HHbIE MPOoLUecchl U3 oc-
HOBHbIX MCTOYHWMKOB AaHHbIX (Hampumep, 06paboTka Xanob, MHopMauus 0 HECOOTBETCTBUAX, MaTepuasbl
HabnofaTelbHbIX COBETOB, MPOLIECCHl yNpaBfeHUs U3MEHeHUsiMK). B pamkax aTux rpynn uay npoLeccos
onpeaenieHHble BuAbl AeATeNbHOCTW, OTPaXKEHHbIE HA PUCYHKE 2. MOTYT ObITh peasin3oBaHbl 6e3 AanbHerwnx
aencteuii Ha atane |ll.

OpHako MOryT UMeTb MecTo onpefesneHHble cobbITUsl, 4eACTBUA NO KOTOPLIM B CBSA3U CO 3HAYVMOCTbIO
pucka mMoryT nepeitn Ha aTtan lll 6e3 3ameaneHus. B cnyyae BbISIBNEHUA MOTEHLMANIbHOrO HECOOTBETCTBUS
nocneayrowme felicTBUS Takke MOryT nepexoautb Ha atan |l (cm. pasgen 6) Ans ocyliecTBieHns Heobxoau-
MbIX AEeACTBUIA NO NpefoTBpaLLEeHNI0 BO3HUKHOBEHMSI NOTEHLNANBLHOTO HECOOTBETCTBYS.

B cnyyae HEBO3MOXHOCTU KOPPEKLUN WU €CU KOPPEeKLUss MOXeT OblTb MPUHATA B rpynnax uim npo-
Leccax. Heo6xoAMMbl MOHWTOPWHT UM aHasM3 UCTOYHMKOB AaHHbIX (Hanpumep, B TpeHAe) 4S8 onpegeneHus
TOro, Kakas HakonjeHHaa uHdopmauus MoxeT noTpebosaTbcs Ha atane lll. Beakuii pas. korga npo6nema
nepexoaut Ha atan lll, nio6asa uHopmaLmsa, nosnyyeHHass B pamkax, onpegensiemblX AesiTe/IbHOCTbI0 3TUX
rpynn uay npoLeccos, A0/HKHA OblTb MCMONb30BaHa B Kakoin-nmbo geatenbHocTn atana lll, Hanpumep «pac-
cnepoBaHve» (cM. 6.1) unu «onpegeneHue aeincTemnin» (cm. 6.3).

6 3rtan lll. YnyuyweHwne

OTan «yny4yleHne» B BUAE KOPPEKTUPYHOLLUX MU Npeaynpexaatnlmnx AeiicTBUIA npefHas3HayeH Ans
yCTpaHeHUs Win CMSArYeHuss NoceACTBUIn HECOOTBETCTBMSA WU NOTEHLMANbHOTO HECOOTBETCTBYS.

LleATeNbHOCTb MO YNyULEHNIO 3aBUCUT OT KOHKPETHOr0 HECOOTBETCTBUSA UIN NOTEHLUMA/IbHOTO HECOOT-
BeTCTBUSA. Bce npeabigyline faHHble atana Il 4O/MKHbI 6bITb UCMOMb30BaHbl B KAYECTBE BXOAHbIX AAHHbLIX B
npoueccax atana lll.

3T1an «ynyyweHne» n MeponpusiTus, NpUBeSeHHbIe Ha PUCYHKE 3. AO/KHbI ObiTb 3a,0KyMEHTVPOBAHbI.
YnydweHne ob6blYHO BKIOYAET credyrolime BuAbl AeATENbHOCTU, KOTOPble W3roTOBUTENb GYAET OcyluecT-
BNATb NOC/efoBaTelbHO UM MHOTAA OAHOBPEMEHHO:

- BCECTOPOHHee paccriefloBaHne 0TYETOB O HECOOTBETCTBUSAX;

- rny6okuii aHanIM3 NpPUYNH BO3HUKHOBEHMWS HECOOTBETCTBUIA;

- onpejefieHne Heob6XxoANMbIX AEVCTBUIA;

- BepudnKaumsa BbINOTHEHUSI 3TUX OENCTBUIA:

- paspaboTka MeponpuaTuhii;

- MpoBepKa pe3y/bTaTMBHOCTM peasin3oBaHHbIX MepPONpUATHIA.

6.1 PaccneposaHue

Llenb paccnepoBaHua 3aknioyaeTcs B UAEHTUMUKALUA OCHOBHOM MPUYMHBI CYLLEeCTBYIOLWMX UK, NO
BO3MOXHOCTW, NOTEHUMaIbHbIX HECOOTBETCTBUIA, a Takke B BbipaboTke pekoMeHAauun Ansa pelweHuns npo-
6nembl. MacwTab/pamku paccnefoBaHns fOMKHbI OblTb COM3MEPUMbI C PUCKOM BbISIBIEHHOTO HECOOTBET-
CTBUSA.
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MpakTuka nokasbiBaeT, YTO AOKYMEHTasIbHO N/aH JO/IXEH 6biTb pa3paboTaH 40 Havasa NpoBefeHus
paccnepoBaHusa (cM. npunoxeHue D). MnaH foMKeH BKIOYATb!
onncaHue HeCcOOTBETCTBUS, BblpaXXEHHOe B BMAE NMOCTAHOBKM 3a4auu.

- obnacTtb paccrnefoBaHus;

rpynny no paccniefoBaHulo 1 06593aHHOCTU Y/IEHOB rPynnbI;
onncaHue AesTeNbHOCTU, KOTOpas A0/HKHA ObiTb BbINOJIHEHA:
- pecypchbl;

MeToAbl 1 CPeAcTBa;

BPEMEHHbIE paMKW.

M3 nHchopmaumm, nony4yeHHOR B Xofe BCero npouecca, NocTaHoBKa 3ajayun MoXeT ObiTb NepecmoTpeHa
1 YTOYHEHa B 3aBMCMMOCTU OT 06CTOATE/LCTB.

PaccnepnoBaHue [OMXHO:

- onpenenuTb cteneHb HECOOTBETCTBUA UNN ﬂOTeHLJ,VIaJ'IbHOI’O HEeCOOTBETCTBUA,

- NPUHMMAaTb BO BHMMaHMe, YTO eCTb, BEPOSATHO, HECKO/IbKO NPUYMH COOLITUA: CnefoBaTesibHO, paccre-
[oBaHVe He JO/IKHO ObITb NpekpaLLeHo AO0CPOUHO;

- OT/IM4aTb CUMMTOMbI HECOOTBETCTBUSA OT UCTUHHbIX NPUYMH €r0 BO3HUKHOBEHNS 1 TpeboBaTb ycTpaHe-
HVS NEPBOMPUYMHBI, & HE TOIbKO CUMNTOMOB;

- onpegenuTb KOHEYHYI TOUKY paccrefoBaHusi. Ype3mepHo mcyepnbiBaloLliee paccnefoBaHne MoxeT
ABNATLCA HEoNpaBAaHHON OTCPOYKON OCYLLECTB/IEHUS KOPPEKLMU HECOOTBETCTBUSA WM MOHECTU AOMNOMHU-
TeNbHOe yBenvMyeHue 3atpar [Hanpumep, ecnn ycTpaHuTb 80 % BbISIB/IEHHbLIX NPUYMH, TO BMOJIHE BEPOSTHO,
YTO 3HaYMTE bHbIE NPUYMHbLI BblIM ycTpaHeHbl (MeTopg MapeTo)];

- MPUHATbL BO BHUMAaHMeE BbIXOAHbIEe [laHHbIE MEeHeXMeHTa puUckKa;

- cornacosatb BuA 1 hopmy fokasaTenbCTB. Hanpumep, AokasaTenbCcTBa AO/MKHbI BKIOYaTb Cnefyto-
LY MHpopMaLmio:

a) 1sXecTb;

b) BEPOATHOCTb HACTYM/IEHNS COObITUS;

C) aHa/IM3 Noc/eACTBUIA, BbiTEKAIOWMX U3 COOBLITUS.

[nsa obneryeHnsa aHannsa paccnefoBaHue JO/HKHO NpegycMaTpuBaTtb CO0p AaHHbIX U OCHOBbIBATLCS Ha
n6boM aHanunse, oLeHKax U paccnefoBaHusX, KOTopble Gbl/IM paHee ocyllecTB/eHbl (CM. pasaen 5). luuam,
OCYLLECTB/IAOLWMM paccnefoBaHue, notpebyeTcs naeHTMMLMPOBaTb, OnpeaeuTe U 3aTeM 4OKYMEHTUPO-
BaTb HabMO4aeMble 3aMeyaHUsA/HECOOTBETCTBUS U yXXe M3BECTHblE MPUUMHbLI, YTOGbI rapaHTMpoBaTb No-
HUMaHMe KOHTeKCTa U MacliTaba paccnegoBaHus. Takke He06XoaNMO:

- MpoaHa/IM3npoBaThb Y YTOUHUTL MOJTYYEHHY UHGIOPMaLUIO:

- MPOBECTM aHanm3 No60i JOMONHUTENBHON MHhOPMaLMK, MOYYEHHON C NOMOLLbI0 TOPU30HTANIBHOTO
aHanusa;

- paccMOTpeThb, SABNSIETCS /1M 3TO CUCTEMHONW WM HECUCTEMHOW Npo61eMoii;

- cobpatb AOMNOHUTE NbHbIE AOKa3aTe/lbCTBa, eC/iN 3TO HEO6X0AMMO;

- NPOBECTM ONPOC BAaAesbLEB 1POLLECCOB/0NEPaTOPOB NN APYTUX 3aUHTEPECOBAHHbIX CTOPOH:

- NPOBECTU aHa/In3 OKYMEHTOB;

- NMPOBepUTbL OOBEKTHI MU acnekTbl OKpYXaloLleli cpeabl.



FOCT P 56430—2015

[lonxHbl 6bITb NPOaHaNM3nMpoBaHbl NpeablayLine paccnefoBaHnsa C Lenblo onpegeneHuns, ABNSeTcs
JaHHoe co6biTMe HOBbIM UM NOBTOPSAIOLLMMCS, KOraa, HanpuMmep, paHee peasim3oBaHHble [eACTBUS ABUNCH
Hepe3ynbTaTtuBHbIMU. CriefytoLiie BONPOCkl NOMOrYT NPUHATL peLleHve:

- HecooTBeTcTBME NONYYEHO U3 OAHOTO UCTOYHMKA AAHHbIX?

- CooTHOCUTCA v flaHHOE HeCOOTBETCTBME C HECOOTBETCTBUSAMU, NOYHEHHBIMU U3 APYTUX UCTOYHUKOB
OaHHbIX?

- VaeHTnduumpyeT M HECOOTBETCTBME HECKOMBLKO UCTOYHUKOB flaHHbIX?

- OkasblBalT v BAUAHWE Ha paccnegyemyto npobnemy apyrme HecooTBeTCTBUA?

MHoOr1e 13 MHCTPYMEHTOB, KOTOPbIE UCMOJIb3YITCA B paccnefjoBaHUsaX, OCHOBaHbl Ha NMPUYUHHO-CNeS-
CTBEHHOW CBSA3UN MeXAy COObITMEM U CUMNTOM 3TOrO COOLITUA. UTOGLI y6eanTLCs, YTO BbISIB/IEHLI UMEHHO
MPUYYHBI, & HE CUMMTOMbI, HEO6X0AMMO cnegyioLee.

- YyeTKOe onucaHue NPUUnHbLl K ee BANAHMA. Takke f0/KHA ObiTb OnMcaHa CBA3b MexAy NPUYMHON ©
HexxenartenbHbIM pesynbTaToMm,;

- KaXgoe onucaHue NpUYKHbI Takke [O/HKHO BKIOYaTb YCMOBWSA, CMOCOGCTBYIOWME BO3HUKHOBEHUIO
HeXxenaTtensHoro ad)cpekra.

Be3feiicTBre MOXeT paccMaTpmBaTbCa Kak MpuyMHa TOMbKO B C/lyyae, ec/v CylecTByeT TpeboBaHve
Kakoro-nn6o feiictensa. Tpe6oBaHune AeiCTBMA MOXeT ObiTb OnpefAeneHo B npoueadype, pernameHTe, CTaH-
JapTax, pyKoBOAALMX NPUHLMNAaX U Apyroro pasyMHO OXWUaemMoro AelicTBUS.

HekoTopble 13 Hanbonee pacnpocTpaHeHHbIX MHCTPYMEHTOB 1 METOA,0B BK/IOUAIOT cneaytoLiee:

- NPWYNHHO-CNEACTBEHHbIE AVarpammbl:

- MeTof «5 noyemy»:

- cxewmbl MNapeTo;

- NPUYNHHO-CNEACTBEHHbIE AVarpaMMbl «pblbuii ckeneT» Vcukasbl;

- aHann3 U3MeHEeHWIA;

- MeToAbl aHannsa pUCKnB;

- meTod «[la/HeT».

WTorom paccnefoBaHus AO/KHO ObITb cnegyollee:

- 4eTKO onpefeneHHas NocTaHOBKa 3ajauu;

- MHdopMaums, KoTopas 6blna cobpaHa, npoaHannsnMpoBaHa unnm oLeHeHa,;

- pesynbTaTtbl aHanu3a/oueHnBaHnua nHgopmauu;

- MAeHTUdUKaUNS NPUYMH(bI) UK CNOCOBCTBYOLMX DaKTOPOB;

- [AeicTBUS B OTHOLUEHUN NPUYKH(bI) N CMOCOGCTBYOLMX (DAKTOPOB.

6.2 OnpepeneHne OCHOBHbIX NPUYUH

MpyYMHBI UNKU hakTopbl, CNOCOBCTBYIOLME BO3HUKHOBEHUIO HECOOTBETCTBUS WU NOTEHLMANBbHOTO He-
COOTBETCTBMUSA. AO/DKHbI ObITb HE3AMEANNTENBHO BbISIB/IEHbI, YTOObI MO/ BbITb MPUHATHI KOPPEKTUPYOLL e
JelicTBMA ANS NpefoTBpaLleHns NOBTOPEHUS CO6LITUS WX Npegynpexjatlume aeilcTBua NS npeaoTepa-
LLEeHUs1 ero BO3HMKHOBEHUA. MpoLecc onpeaeneHns OCHOBHbIX NPUYMH CnefyeT HauynHaTb ¢ Bbixoga(oB) pac-
cneposaHus (cm. 6.1).

Mpu oLeHKe COOTBETCTBYIOLUMX AaHHbIX HEOOXOAMMO YUUTbIBATL CreayloLlee:

- CuctematTnyeckoe HakonneHme NPUYNHHO-CNeACTBEHHbIX BblIBOAOB. ,ﬂ,OKyMEHTaﬂbHO noaTBepXaeH-
HbIX AaHHbIX;

- OLeHKa 3HaYMMbIX WU CKPbITbIX NPUYUH U UX BAUSHWE Ha npobnemy;

- YBEPEHHOCTb, YTO MAEHTU(ULMPYIOTCA NMPUYMHBI, & HE CUMMTOMbI:

- npoBsepka 605ee 0AHOI NepBONPUUMHBI (aHaN3 APYTNX NPOLLECCOB B C/iy4Yae He06XoANMOCTH).

MpWYnHBLI NN cnoco6CTBYOWME (hakTOpbl BO3HUKHOBEHWS HECOOTBETCTBUIA WU NOTEHLMaSIbHbLIX HeCo-
OTBETCTBUI MOTYT BK/OYaTb CrefyloLlee:

- 0TKa3 WAN HeucnpaBHOCTb: MOCTynawwWwmnx MaTepmanos, NpPoOLECcCOB, NHCTPYMEHTOB, 060pyA0BaHNSA
WM NPOU3BOACTBEHHbIX OOBLEKTOB, B KOTOPbIX BbINyCKAaeTCA MPOAYKLMS, OCYLLEeCTBASTCA XpaHeHue n uc-
nonb30BaHve. B TOM yucsie 060pyAoBaHNsa U CUCTEM B HEM:

- HeaflekBaTHble UM OTCYTCTBYIOLIME Npoueaypbl N JOKYMEHTaLNS;

- Hecob6naeHne npoueayp;

- HeajekBaTHOe ynpas/ieHne NnpoLeccoMm:

- HEeCcoOTBEeTCTBYIOLLEee NiaHNpoBaHue;

- HejocTaToK 06yyYeHus:

- HeafekBaTHble YCNOBUA TPYAQ,;
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- HeAoCTaTouHble pecypcsl (YesloBeyeckne uam MatepuasbHble);

- U3MBHYMBOCTb NpuLena.

[ONs nonydeHust AOMOHUTENBHOV MHGDOPMALMM MO acnekTam, KoTopble GyAyT pacCMOTPEHbI NP Bbl-
MOJSIHEHUN aHa/IM3a OCHOBHbIX NPUYUH, CM. NpUnoxeHue C.

Pe3ynbTaToM aHa/iM3a OCHOBHOW MpUUMHbLI AO/MKHO ABNATLCS YETKOE WU3NIOXEeHWEe (hyHAaMeHTanbHOw
NPVYKHbI BO3HVKHOBEHWSI HECOOTBETCTBUS (CM. NPUIoXeHue D).

6.3 OnpepenexHne aelicTeuii

Korga npuuunHa(bl) onpegeneHa(bl), U3rotoBuTeNb AO/DKEH OnpeAennTb U 3af0KyMEHTUpOBaTb Heob-
XOA4UMbIE KOPPEeKLUM W/uan KoppekTupylolme AeicTBus unu npegynpexajatouime aeinctsus. 3Tm gelictaus
[O/MKHBI 6bITb NPOAHANN3MPOBaHbI C Liesblo 06ecneyeHns Toro, YTo MAEHTUdNLMPOBaHbI BCe HEOOXOAVMbIE
feincTBua. AHann3 MoXeT BbITb NOME3EH A9 NPOLLECCHOro noaxoaa. B cnyyae He06Xo04MMOCTH pelleHns oT-
HOCUTENbHO ynpaBfieHns nNpoaykumeid Takke AO/MKHbI OblTb JOKYMEHTUPOBaHbI.

B03MOXHO nonyyeHne crefyoLwmnx pesynbTaTtos, KOTOpble AO/MKHbI ObiTb 3840KyMEHTVPOBAHSI:

He TpebyeTcsi HMKaKUX AONOMHUTENbHbIX AeACTBUIA (Npy yCNOBUK, YTO OTCYTCTBYIOT BOMPOCHI, CBA3aH-
Hble ¢ 6€30MacHOCTbI0 U PerynupyoLLMMU TpeboBaHNAMM):

a) NpoAo/MKAETCA HeNPepPbIBHbIA MOHUTOPUHT.

b) NpUHUMaETCs pelleHne 06 OTKIOHEHUW Y NPOAO/HKAETCH MOHUTOPUHT.

Koppekunn

Koppekuusi MoxeT 6biTb HeobxoAMMa, YTO6bI cenatb nepsBble KOPPEKTUPOBKN C LENbio peLleHuns Bo-
npocoB 6e30MacHOCTU WAN CHWXEHUS pucka (Hampumep, nNpekpalieHue Bbinycka, NpuocTaHoBKa OTrpy3ku/
nocTaBku, NpeaocTaBieHNe NOSICHUTENbHbIX YBEAOM/IEeHW). 3Ta fesATeNIbHOCTb NPOBOANTCS A0 3aBepLUEHUs
paccnefoBaHNa 1 BbIABMEHWSA NPUUMHbI. OfHAKO Noc/ne NpPoBeAeHNa pacciefoBaHnsa 1 onpegeneHns 0CHOB-
HbIX MPUYUH MOTYT NOTPe6OoBaTLCS HEOOGXOAMMbIE AONOHUTENbHBIE U/MN. BO3MOXHO, UHbIE KOPPEKLUN.

KoppekTupytoLime geiicteus

KoppekTupytoLme geiicTBMsA A0/KHbI pellaTb CUCTEMHbIE NPo6aeMbl. Hanpumep, n3ameHeHue npoueay-
pbl M 06yYeHNE NepcoHasia NepecMoTPEHHON npoleaype caMo no cebe He Bcerga MoOXeT 6bITb Lesiecoobpas-
HbIM WM AOCTATOUHbIM A1 peLleHust cucTeMHbIx(0li) npobnem(bl).

Mpegynpexpatowme geicTens

PaspaboTka npeaynpexaatwmnx 4eicTBUA He npeanosiaraeT Ha/lMunsi paHee BbISIBNIEHHbIX HECOOTBET-
CTBUIA.

B pesynbrate aToi AeATeNbHOCTM NepeyeHb AeliCTBUIA A0/MKEH 6biTb 3a[0KyMeHTMpoBaH. OH MoxeT
BK/IHOYATb!

- noApo6HOe onvcaHne ocyLLecTBAeHns paborT;

- aHanu3 perynupyowmux TpeboBaHuii (MMueH3MpoBaHue, ceptudmkaumsa n T. 4.);

- (yHKUUM 1M 06A3aHHOCTMN ML, CBA3AHHBIX C BbINO/IHEHNEM AeNCTBUIA;

- onpepeneHne Heob6xoAMMbIX pecypcoB (Hanpumep, MHOpMaLMOHHOe o6ecneyeHne, MHPACTPYKTY-
pa. Npon3BOACTBEHHAA cpefa):

- MPOTOKO/bI BepudmKaLmm n/unm Banuauum ¢ KputTepusamy npuemaemMocTi;

- rpadivk BbIMOMIHEHUS PabOT, BKIOYAA BPEMEHHYIO NOC/e0BaTeNbHOCTb.

- MeToAbl UKW faHHble AN onpefeneHns pesynbTaTUBHOCTY C KPUTEPUSMU MPUEMNIEMOCTH;

- NAEeHTUUKALMIO HAYa/IbHOW TOYKM MOHUTOPUHTA U KOHEYHOW TOUKM B BULE KOPPEKLMWIA nnnm koppek-
TUPYIOLLMX AENCTBUIA UK NpegynpexaloLnx 4eNcTBUiA, kak 6b1/10 N3N0XKEHO BbilLe.

6.4 Bepudmkaumua gelicteuii

Mepepn ocyliecTBneHWEM AENCTBUIA, KOTopble 6blNN onpefenieHbl, U3roToBUTE b AO/HKEH BeputuLm-
poBaTb MAEHTUULMPOBaHHbIE AEeliCTBUS 1 YTBEPAUTb UX peanm3aumio. Kpome Toro, MOXeT AONOHUTENbHO
noTpeboBaTbCs BaNMauUMa Uav pesanugaunsa TaMm. rae MeHsTcs noTpebHoCTU nonb3oBaTteneli unv npeano-
naraemoe 1cnosb3oBaHve n byaeTt HeobxoAMma Bannauua npotecca nNpPoeKTPoBaHus.

[esaTenbHOCTb NO BepudmkaLmm gosmxkHa obecneynTb, YTOObl BCe 3/1eMEHThI Npegiaraemoro AeicTBus
(nokymeHTaums, obyyeHune 1 T. 4.) yA0BNeTBOPSAAN Tpe6oBaHMsIM npeanonaraemoro AeicTeusa. 3TM meponpu-
ATUA AO/DKHbI ObITb BbIMNOTHEHbI INLAMU, KOTOPbIE KOMNETEHTHbI B NPOLIECCe MPOEKTMPOBaHNA U npouecce,
KOTOpbIA ABNAETCA NPeAMEeTOM KOPPEKTUPYLWMX nan npegynpoejarnwmnx genctsnin. Bepudukauusa npegy-
npexgaoLLiero AeicTBnsa MOXeT 6bITb JOCTUTHYTA NyTEM CO3[aHWs YCI0BWiA, B KOTOPbIX MOXHO COOTBETCTBY-
IOLLYI0 CUTYyauuio NOATBEPANTL, U NPY 3TOM HECOOTBETCTBME He BO3HUKAET.
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C nomMoLbio BanmjaLmm AesTenlbHOCTU Hakan/MBaloTCA AaHHble U MH)OPMaLUS, KOTOopbie NOATBEPX-
[alT BEpPOSATHOCTb Pe3y/IbTaTUBHOCTU KOPPEKTUPYIOLUX AENCTBUI ANA UCKTHYEHUS HECOOTBETCTBUSA WK
npeajiaraemoro HeCcoOTBETCTBHUS.

Mpumepbl BONPOCOB, KOTOpble OyAyT PacCMOTPEHbl MpW NAaHMpoBaHMM Bepudukauum/Banugauuu,
BK/1tOYatOT B CebS:

- YcTpaHuTt Nn feicTBre BbISBNIEHHYHO NPUYUHY?

- OxBaTblBaeT Nn felicTBNE BCE HEOGXOAVMbIE MPOLLECCHI/MPOAYKUNIO?

- Bnuset nn oTpruaTenbHO AeiiCTBME Ha FOTOBYH NPOAYKLNIO?

- MoxHO nv 3aBepLUnTb AeNCTBUS B COOTBETCTBMM C 3an/aHUMpPOBaHHbIM rpadukom (pecypchbl, cbipbe/
mMaTepuasibl, IOTMCTUKA, CBA3b U T. A4.)?

- ¢lBnsieTcs Nu feincTerMe COM3MEPUMbIM CO CTEMNEHbI paHee yCTaHOB/IEHHbIX PUCKOB?

- BO3HWKHYT /1 HOBblE PUCKM WM HECOOTBETCTBUS NOC/e 3TUX AeACTBUA?

6.5 OcyliecTBrieHne AeicTBuiA

Cnegfyrouime 3n1eMeHTbl, KOTopble MOryT GblTb 3aTPOHYTbl NPU OCYLLECTBAEHUN AEeNCTBUI U KOTOpble
ZOJDKHBI ObITb 33[0KyMEHTVPOBaHbI:
NpUHMMalLL e yyacTme CTOPOHbI:
- MaTtepuasl
- Npuyuccsl;
- 0byuyeHue;
- KOMMYHMKaLmu;
- WHCTPYMEHTDI;
- BPEeMEeHHble paMKu OCyLLeCTBNEHUs AeliCTBUIA.
Takxke He06X0aMMO BEPUGIMLIMPOBATb, YTO OCYLLECTB/IEHNE BCEX AECTBMUIA 3aBEpLUIEHO.

6.6 OnpegeneHve pe3ynbTaTUBHOCTW OCYLLECTB/IEHHbIX feCTBNIiA

M3roTtoBuTeNb AOMKEH HakanauBaTtb faHHble, CBA3aHHblEe C Pe3yNbTaTUBHOCTLIO, B TEUEHNE BCEro Bpe-
MEHV OCyLL,eCTBNeHUs AeliCTBWIA (MpuMepbl NpUBeAeHb! B NpUaoxeHnn D).

Bbicliee pykoBOACTBO A0/HKHO 06ecneynTb NpoBefieHne aHanm3a n CBoe y4acTue B HeM C Liefiblo Nof-
TBEPXAEHUS TOro, YTO NPEeANPUHATLIE AeACTBUA GbIN pe3ynbTaTUBHbIMW, & HOBble BOMNPOCL! UM Npo6neMbl
He BO3HMKaloT. CnegytoLme BONPOChl AO/MKHbLI 6bITb PACCMOTPEHbI HA COOTBETCTBYHOLLMX 3Tanax ocyLecTsie-
HUS AeiCTBUI 1 BK/TIOYEHb! B OKOHYaTE/IbHbIA aHanns:

- CyuwecTtBylouwas npobsnema 6bl1a BCECTOPOHHE paccMoTpeHa?

- OnpegeneHa nu cteneHb Npobnembl (HanpyUmep, AnanasoH BbiMyCckaeMblX U34ennii, nHcopmauus ot
naLueHToB, NpoLiecchl, NPOU3BOACTBEHHbIE IMHNK, OnepaTop)?

- BbIfiBNEHbl 1M NepBONpUUMHbLI/CNOCO6CTBYOLWME (haKTOpbl 3TOM NPO6AEMbI 1 peLleHbl SN OHWU?

- OnpegeneHbl Nn AeCTBUSA, HanpaBieHHble Ha ynydlleHne? 3annaHnpoBaHbl N OHW, 3aJ0KyMEHTU-
poBaHbl. BepUPULMPYIOTCA U OCYLLECTBAATCA NnN?

Ecnu n3rotoBuTeNb CUMTAET AECTBUS HEPE3YbTaTUBHLIMU, OH AO/DKEH NOBTOPHO MHULMMPOBATL Aesi-
TenbHOCTb aTana lll (cm. pasgen 6). Ecnv n3rotoBuTeNb cUMTaeT AeCTBUA Hepe3ynbTaTUBHLIMA UK B XO4e
OCYLLeCTB/IEHNA feiiCTBUI BO3HMKAIOT HOBblE NPO6/EMbl UM HECOOTBETCTBUSA, TO OH [O/DKEH NEePenTun K fei-
cteuaAm atana Il (cm. pasgen 5).

7 Otan IV. BXxogHble AaHHble ANA BbICLLEro pyKoBOACTBa

BhiclLiee pyKOBOACTBO Ha PasHbiX YPOBHAX OpraHu3aLumu fO/MKHO GbiTh BOB/IEUEHO B KaXJoe AelicTBue
yNyULIEeHUs MOCPELCTBOM YTBEPXAEHUS AeCTBUI MU OTYETHOCTM.

OTueT A/151 BbICLLENO PYKOBOACTBA SIB/ISIETCSI OCHOBHBIM MEXaHW3MOM, YTO6bI FapaHTNpPoBaTh, YTO CUCTe-
Ma MeHeKMeHTa kauecTBa B LIE/IOM ABMSETCA pe3y/bTaTUBHON.

7.1 OTyeT ANA BbICWETO pyKoBOACTBA

M3roToBuTEb JO/IKEH UMETH MEeXaHU3M/NpoLeaypy. KOTOpbIi onepaTMBHO pearnposas Gbl Ha BOMPOCHI,
cBsizaHHble ¢ 6e30MacHOCTLI0, UK ApyrMe NPo6aembl B yNpaBieHun ¢ BbICOKUM PUCKOM. 3TU BONPOCHI MOTyT
6bITb MAEHTUULMPOBAHBI B UCTOUHMKAX aHHbIX, hasax ynydleHust (CM. pasgen 6) uiu Bo3HUKaTb U3 UCTOY-
HUKOB. BHELUHUX MO OTHOLUEHUIO K CUCTEME MEHe[XXMeHTa KauecTBa. B fOMOSHEHWEe K 3TOMy onepaTuBHOMY
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MeXaHW3My U3roTOBUTE b JO/MKEH ONpefenuTb 0683aHHOCTUN BbICLLEro pyKoBOACTBA U COTPYAHWUKOB (Hanpu-
Mep, BNajesbLeB NPoLEeccoB) KacaTeslbHO NPOLLECCOB U3MEPEHUS, aHaM3a U yy4lleHUs NpoLeccoB, YTo6bl
rapaHTypoBaThb, YTO MPOLECCHl U peanusyemble AeicTBUsA pe3ynbTaTuBHbI. [ 3TOro B JAHHOM MexaHu3me
[OMKHO 6bITb NPEefyCMOTPEHO YrpaB/ieHNe Ha pasHblX YPOBHAX, YTOObI NoMyYaTh akTyasibHy0 MHdopMaLuio
WK faHHble:

- U3 [eATENbHOCTU N0 U3MEPEHMIO U aHANN3Y U3 OTAE/bHbIX UCTOYHWUKOB AAaHHBIX;

- paccnefoBaHuWii, AeACTBUIA, OCYLLECTBNEHNSA U T. [. U3 NPOLECCOB Y/yULUEeHUs.

7.2 AHanns co CTOPOHbLI pykoBoACTBa

M3roToBUTENb AO/MKEH UMETb MPoLEeAypbl A5 MOYyYEHUs BXOAHbIX AaHHbIX A8 aHaausa co CTopo-
Hbl PYKOBO/CTBA, BK/OYasi COOTBETCTBYHOLLYIO MHChOPMaLM0 NMPOLECCOB YYYLLEHUS, TaKUX Kak AeACTBKA No
ynyuweHuio (KoppekTupyowme n/nnm npeaynpexaatolive 4encTBus), a Takke BaHbIX N3MEHEHWA.

MN3roToBuTENb JO/MKEH ONPEeAenTb, Kakne faHHble J0/KHbI ObiTb NPeAcTaB/eHbl AN1A aHasm3a co CTo-
POHbI PyKOBOACTBA. [laHHble AO/HKHbI YYUTbIBATb Crieyndrky Lenei B 061acTu kKayecTsa U3roToBUTENA U aHa-
NM3NPOBaTbLCA Ha perynsipHoli ocHoBe. MpocToe npeaocTaBfieHVe psiga MeponpusiTuii No yaydweHuo uam
[aHHbIX 0 TOM, Kakoe KOJIM4YecTBO AeiicTBUI MO Y/yYLlleHWo GbIS10 BKIOYEHO B aHa/IM3 CO CTOPOHbI PYKOBOA-
CTBa, He ABNSIETCS AOCTATOYHbIM AJ/151 OLEHKN Pe3y/ibTaTUBHOCTM NPOLECCOB.

B aHanu3 fo/mkHa GbiTh BK/OUEHA OLLEHKA /106biX BO3MOXHOCTEW ANS YNyYLlleHns NpoayKuum, npouec-
COB CMUCTEMbI MEHEXKMEHTa KayecTsa UIn camoli opraHv3auuy B LEesIoMm.

BbIXOAHBIMU AAHHBLIMW aHann3a MoryT SIBNSATbCS BblAE/IEHNE [OMNOSTHUTE/bHLIX PECYPCOB WX NEPCO-
Hana B Ty UM UHYO 06/1aCTU, MPOEKT WU NMPOM3BOACTBO NPOAYKLMMN, B KOTOPbIX aHan3 BbisiBUA NPO6IEMI,
CBSi3aHHble C HEBbIMO/IHEHMEM Tpe6oBaHW KTMEHTOB, pPerympylLwmx TpebosaHuii, TpeboBaHuii 6e3onacHo-
CTW 1N OXMUAaHUSi HEO6XOAMMOW Pe3y/IbTaTUBHOCTM.
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Mpunoxexue A
(cnpaBouHoE)

Mpumepbl 3TanoB AEATENLHOCTH

MepeyeHb BO3MOXHON AeATENIbHOCTU HA COOTBETCTBYIOLLMX 3Tanax npuBeAeH Ha pucyHke 1.

Huxe npuBefeHbl NPUMepbl K3 OCHOBHbIX MYHKTOB HACTosWero ctaHgapTta. OHUM He npejHasHauyeHbl B KayecTBe
0653aTesbHbIX ¥ He A0/MKHbI NCMONb30BATLCS B KAYECTBE TaKOBbIX, HO MOTYT GblTb UCMO/b30BaHbl Kak NpUMepbl B3au-
MOCBSI31 3TANOB U eSATENIbHOCTM ONWCAHHbIX B HACTOSLWEM CTaHaapTe. MpuBeAeHHbIE B CKOGKaX HOMEpa NyHKTOB/BUAOB
LEeATeNnbHOCTN He 03HavatlT CTPOroil NocneAo0BaTeNbHOCTU — HEKOTOPbIe MOTYT BbINOMHATLCSA NapaniesnsHo.

Ta6nuuya Al

Jtan

MnaHnpoBaHue

M3mepeHune n aHanuns c no-
MOLWbK WNCTOYHMKOB [fOaH-
HbIX

PaccneposaHune

BxogHble  AaHHble  Ans
BbICLLEr0 PYKOBOACTBA

feaTenbHocTb

1 OnpepgeneHne BCeX UCTOYHWUKOB AAHHbIX (BHYTPEHHUX.BHELWHNX) MO TUMY NPOAYKLMK
(4.1)

2 OnpegeneHve HeO6GXOAUMMbIX PECYPCOB U OTBETCTBEHHOCTW NepcoHana Ans umepe-
HUS KaX0ro UCTOYHMKA AaHHbIX (4.1)

3 OnpefeneHve TpeboBaHWii ANA KaXAOr0 UCTOYHMKA AaHHBIX Y 3/1IEMEHTOB [JaHHbIX B
npegenax Kaxoro NCTOYHMKA AaHHbIX, KOTOpble 6yAyT U3MepPEeHbl N NpoaHan3npoBaHbl
(4.1)

4 Onpepenexve TpeboBaHuWil K nepexoay Ha atan ynydweHus (4.1)

5 Onpegenexune Tpe6oBaHNii AN MOHUTOPUHIA M3MEPEHUIA B UCTOYHMKaX AaHHbIX (5.1)
6 OnpepgerneHne NCTOYHUKOB faHHbIX (4.2)

7 V3amepeHve n aHanu3 BCeX UCTOYHMKOB AaHHbIX, B KOTOPbIX BO3HMKAOT HECOOTBET-
CTBUSA U NOTeHUmnanbHble HecooTBeTcTBUA (5. 5.1 1 5.2)

8 Bbl/IM COO6LLEHNsI O HECOOTBETCTBUM WM NOTEHLMUANBLHOTO HECOOTBETCTBUA U3 6oslee
YeM OfHOTO MCTOYHUKA JAHHbBIX?

9 flBNsieTcs HECOOTBETCTBUE WU NOTEHLMANbHOE HECOOTBETCTBUE CUCTEMHbBIM?

10 Onpegenexne obbema 1 HEOBXOAMMBIX BbIXOAHbIX AaHHbIX MO paccnefoBaHunio (6.1)
11 PaccnegoBaHve HECOOTBETCTBUIA UK NOTEHLMasbHbIX HECOOTBEeTCTBIIA (6.1)

12 AHanun3 NnepBoONpPMYNHbI HECOOTBETCTBUA UAN NOTEHLNANBHOIO HecooTBeTCTBUSA (6.2)
13 OnpepgeneHve geiicTBnua (KOPpPeKUMs, KOPPeKTupylLe AeNCTBUSA Uan npeaynpex-
natouiee geiicteue) (6.3)

14 Bepudpnkauyma npegnaraemMblix elicTBUA [0 Hauyana nx peanunsauun (6.4)

15 Peanusauusa npegnaraembix mep (6.5)

16 OnpefenexHve pe3ynbTaTUBHOCTY AeicTBUIA (Banugauusi, ecnm aTo BO3MOXHO) (6.6)

17 ®opmupoBaHue oT4eTa Nno paccseoBaHnio N BbIXOAHbIX AaHHbIX A1 BbICLIEro PyKo-
BogcTea (7.1)

18 MNpoBeAeHne aHannsa paccnefoBaHnsa n ero pesynbTtaTtos (6.6. 7.2)

19 Ecnun aHanus He ycTpausaeT, nepexop K wary 10

20 Mpu Heo6Xxo0AMMOCTM NOATOTOBKA OTYETa ANA perynupywmx opraHos (Mpumeya-
HMne — OTYEeTHOCTb [TIOXET MOTpeboBaTbCA paHee, B 3aBUCMMOCTY OT Npobsiembl)*

21 MNposefeHne ayanta cCUCTEMbl MEHEe)KMEHTa KayecTsa B onpeesieHHble NHTepBasbl*
22 EC/M KONMYeCTBO HECOOTBETCTBUI UM NOTEHLMaIbHbIX HECOOTBETCTBUIA NpeBbliLaeT
Leniesble nokasarenu, nepecmoTp scex npoueccos CMK’

* larn 20—22 He onucaHbl B HACTOsILEeM CTaHAapTe, HO Ao06aBneHbl B 3Ty TabnMuy B Ka4yecTBe HanoMuHaHusA 06
06LMX ynpaBaeHyYecknx PyHKLMax B aToin o6nactn CMK.
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Mpunoxexvne B
(cnpaBoy4HOE)

Mpumepbl NCTOYHUKOB JlaHHbIX U 3/IEMEHTOB faHHbIX

MpuYMepbl MICTOUHUKOB JaHHbIX U 3/1IEMEHTOB JaHHbIX NpUBeAeHb! B Tabnuue B.1, HO He orpaHNuMBalOTCS 3TON Tabu-

Leit.
Ta6nunuya B.1
VICTOUHVKM AaHHBIX

Perynupytowme Tpe6oBaHus

AHanu3 CMK co CTOPOHbI BbICLIErO
pykoBoACTBa

YnpasneHne noctasLinKamu

Pa6oTa ¢ xanobamu'obpalieHmamm

OT4yeT 0 HebnaronpusATHbIX COGbI-
™SX

YnpasneHue npoweccamu

[oToBasa npoaykums

Ayantbl CMK (BHYTPeHHMB/BHeLL-
Hue)

ONeMEHTbI AEHHbIX

Pe3ynbTaTtbl NPOBEPOK PErynmpyioLMi opraHamu
HoBble Unu nepecMoTpeHHbIe perynnpyoLlue Tpe6oBaHms

BbIXogHble faHHblE OTYETa MO aHa/n3y BbICLLIEro pyKoBOACTBa

KonnyecTtso noctasok

WHhopmaums o nocTaBkax u oTrpyskax

Pe3ynbTatbl NPOBEPOK U MPOTOKO/IbI UCMbITAHWNIA

KonuuecTBo 6paka nav oTKNOHEHWUIA 0T kayecTBa

MprynHbl 6paka

CopTupoBka No nocTaslyMKam, ecau cyuiecTsyeT 60s1ee Yyem OfUH NOCTaBLLY UK
Vcnonb3oBaHne NpoAyKUUM UAn ycnyru

Mpo6nembl ¢ nocTasLnKamm

Konunuectso

Mo Bugam npoaykuuu

Mo knneHTam (Bpaun, MeayupexaeHns, nauueHTsl, gpyrue)
MprynHbl Xanob

Knaccudumkauus xanob

Cepbe3HOCTLI'TAXECTb

VIHble KOMMOHEHTHI

CobbITuA

Konuuectso

Mo Bugam npogykumu

Mo knueHTam (Bpaun, MefyypexaeHus, naumeHTbl, apyrue)

Mo Tunam co6bITUi (CMepTeNbHbIE C/lyYaun, CEPbE3HbIE YBEUbS, APYroe)
NHble KOMNOHEHTbI

Mo Bugam npoaykummn

Bnagenbubl npoueccos

Pa6oTa no cmeHam

Vicnonb3yemble 060pygoBaHNE VHUMAN UHCTPYMEHTbI
Pe3ynbTatbl MPOBEPOK M NPOTOKO/bI UCMbITAHWI
Pe3ynbTaTbl noonepaunoHHOro KOHTPONA
MapameTpbl ynpaBneHus npoueccamu
Mpouecchl NpoBeAeHNs NHCNEKLNi
OKoHuyaTenbHas npuemMka

OTK/IOHEHUA

CneuymnanbHble npoueccsl

Pesynbtatbl Banuaaumm

MOHUTOPUHT NpoLeccos

PesynbTaTthl NPOBEPOK 1 NPOTOKO/bI UCTbITAHMI

HabnoaeHns (KkonnyecTso, KaTeropun, koprnopatusHas nonauTuka, perynupyto-
wune TpeboBaHNs, BaXHOCTb, Apyroe)

MoBTOpHbIE Ha6NoAEHNUA (NOATBEPXAEHNE Pe3yNbTaTUBHOCTM)
MepnognuHocTb

O6was npnemaeMocTb NOAPAAUMKA N NOCTaBLLMKA

CobnogeHne rpachnkos ayamTos

Ay[uT nepcoHana
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OkoH4aHue Tabnuubl B. 1
NcTouHukn AaHHbIX

OT3bIBbl O NPOAYKLMM

CTtaTtucTtuka no KOMNIAEKTYoLWnm

OTyeTbl NO oﬁcny)Kleaano

Bo3spar npogykuuu

WccnepoBaHue pbiHKa/KIMEHToB

HayuHas nutepatypa
CpepacTBa MaccoBoii nHopmauum

XKW3HEHHbIW LUKN npogykuum (npo-
eKTUpoBaHMe. 3akynka, nNpousBoA-
CTBO U 06CnyxuBaHue, obpaTHas
CBsi3b OT noTpe6utenei)

MeHeXMeHT pucka

16

3nemMeHThl AaHHbIX

CBOEBpEMEHHOE pearvpoBaHie Ha OT3biBbl
Knaccudrkaums oT3bIBOB
MpoBepka pe3ybTaTMBHOCTM NO paboTe C 0T3biBaAMMU

MepnoanYHOCTL 3aMeHbI

Homepa napTuii KOMNAEKTYOLWMX

CopTupoBsKa No nocrasLiuKam, ecnn cylecTByeT 60osee Yem OAWH NOCTaBLLYMK
Mo notpebutensm

Mo mecToHaxoxAaeHuno noTpebuTens

OTYeTbl N0 MOHTAXY

BBog B akcnayatauunio
MepuognyHocTb 06CNYXNBAHNA
Buabl peMoHTOB

YactoTa pemMoHTOB

YacTtoTa ncnonb3oBaHus
3ameHa 3anyacreit
O6cnyxnBatoLWwmnii nepcoHan

Konvnuectso

MprynHblI BO3BpaTa NpoayKumun

CTatucTvka no KaneHTam

Buabl BbiiBNEHHbIX AedeKTOB BO3BPALLEHHOW NpoayKumum

Tpe6oBaHus noTpebuTenei
Bpems 1 cpoku 06CnyXuBaHUs KTMEHTOB
WNHopmauya o HOBOW nnn MoanULNPOBAHHOW NPOAYKLNN

HayuHble paboTbl
CTatby B NpoheccrmoHasnbHbIX XypHanax

PesynbTathl aHanM3a NpoeKkTMpoBaHus n paspaboTku

PesynbTathl cepTudmkaLum npoekTupoBaHusi 1 paspaboTku

PesynbTathl Banmgauun npoekTupoBaHus u paspaboTku

M3MeHeHUs NPOeKTUPOBaHUS U pa3paboTku (MPUUNHA U3MEHEHWUI, pe3ynbTaTuB-
HOCTb U3MEHEHWIA, Apyroe)

YnpaBneHue 3akynkamu (CM. Bbille «YNpaB/ieHne NocTaBLyMKamm»)
Bepudumkanusi 3akynaieHHoin npoayKumum

Bx0AHOIi KOHTPO/b W UCMbITAHUSA 3aKyN/IeHHON NPOoAYKLMK

Mpoueccbl NPOM3BOACTBA U 06CYXMBAHUS, BKIIOYAA OUMCTKY NPOAYKLMUM
Crepunusauus

PesynbTarthl MOHTaXa

OG6cnyxuBaHve 1 aKkcnayaTauus, ecnm npuMeHnmMo (cM. Takke «OTYeTbl No 06-
CNY)XX1BaHMNIO»)

PesynbTathl BepugmkaLnm 1 Banmaanmuy npoLeccos NponM3BoACTBa U 06CNYXU-
BaHUA. B TOM yucse ofo6peHne o60pyaoBaHus 1 KBanuukaums nepcoHana
MpocnexnBaemMoCTb faHHbIX

YnpaBneHve ycTpoiicTBamu 411 MOHUTOPUHIA 1 U3MePEeHWii

Kanubposka 1 TexHnyeckoe ob6cnyxnBaHne o6opygoBaHmns

NHopmauus ANs KIMEHTOB: AN HOBbIX U MOCTOSAHHbIX

OT3bIBbl K/IMEHTOB B MHbIX hOpMax, HeXenu xanobbl UM BO3BpaLLeHHast npo-
AyKuus (4aHHble cnyx6 noaaepxXkn, NOBTOPHbIX OTY30K. AaHHbIEe O MoCTaBKax»
AncTprbbloTopax)

Ony61KoBaHHble OTYETLI/IMTEPATYPHbIE AiaHHbIE O HeXenaTesbHbIX COBbITUAX
C aHaslornyHoli npoaykumei

Mpo6nemsbl, KOTOpble 3aTparnBalT 3aMHTEPECOBAHHbIE CTOPOHbI U 06LLECTBEH-
HOCTb

KpuTepuu npuemnemocTu pucka
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MpunoxeHne C
(cnpaBoy4HOE)

MpumMepbl akTopoB, CNOCOGCTBY LW MX BO3SHUKHOBEHUIO HECOOTBETCTBUIA

MprMepbl BO3MOXHbIX CNOCOB6CTBYIOLMX (DAKTOPOB, KOTOPble paccMaTpuBaloTCSA NPU BbINO/THEHNN aHann3a OCHOB-
HbIX MPUYMH:
Matepuansi:
HECOOTBETCTBYHLLEE Cbipbe (CbIPbE CAENAHO HE B COOTBETCTBUM CO cneuudmkaume):
- npo6nema cBA3aHHbIX NapTuii;
npo6nema NpoeKkTMpoBaHnsa (HenpaeuibHO BbIGPAHO Cbipbe 415 NPOAYKUMMN, HENPaBu/bHble cneyundurkaymm):
- npo6bnema nocTasLuka (0TCyTCTBME yNpaBieHus nocTasLmkamu, OTCYTCTBUE aflbTePHATMBHOIO NOCTaBLLMKA);
HexBaTKa CbIpbs.
MaluunHbl/o6opyaoBaHve:
HenpasU/bHbI BbIGOP MHCTPYMEHTA:
- HefoCTaToOYHOE TeXHUYeckoe 06CNyXMBaHWE UK NPOEKTUPOBaHNe — KannbpoBKa;
o60pyAoBaHne aKCMyaTMpoBanocb He B COOTBETCTBMM C PpeKOMeHAaLUsMy N3roToBuTens;
- nospexgeHHoe 060py0BaHNE WU UHCTPYMEHT;
3aKkaHuMBaeTCa CPOK aKkcnayaTauum;
- yenoBeyeckasi olwMbBka — HefoCTaTOYHAA NOArOTOBKA.
Mpown3sofcTBEHHAn cpeja:
- HenpasuW/IbHO OpraHM3oBaHO paboyee MecTo;
- He OCyLLecTBNAETCA KOHTPO/b COBMI0AEHNA pexuma — Temnepartypbl, BAaXHOCTU, AaBIE€HUSA, YNCTOTbI:
- HecooTBETCTBYHOLLEE NNaHupoBaHue padoTbl.
MeHeaXMeHT:
HefoCTaToOYHOE yYacTUB B ynpaBieHUu:
- cTpecc:
yenoBeyveckuii hakTop;
OTCYTCTBME OrpaxjeHnit onacHbIXx 06bEKTOB:
- 6bI/10 1M U3BELLEHO PYKOBOACTBO/MPEANPUHANO IN OHO Mepbl.
MeTogpb!:
- HeyeTkme npouenypsbl;
- HacnefoBaHue Ha NpakTuke NpeAnucaHHo MeToA0M0rnH;
- NJ0Xne KOMMYHUKaLun.
CunctemMa MeHegKMeHTa:
HejocTato4yHoe obyyeHne unv obpasoBaHue:
- NNoXoe BOB/IEYEHUE COTPYAHNKOB;
nn0xoe pacno3HaBaHne onacHocTH;
npeablAyLme onacHOCTU He YCTPaHEHbI.
N3mepeHne, MOHUTOPUHT U yydlleHne:
- HeajleKBaTHble MPOLECChl U3MEPEHNS U YyULLEeHUs.
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MpunoxexHne D
(cnpaBoyHoe)

Mpumepbl JOKYMEHTUPOBAHUSI MPOLLECCOB YNyULLEeHNs

Ta6nuua D.1 npefcTaBnsieT co6oii pyKoBOACTBO A/151 LOKYMEHTUPOBAaHUS pa3nyHbIX Tpe60BaHM NPoLLeccoB yyuy-

weHuA.

Ta6nunuya D.1

dopmynuposka
npo6nemsbl

Koppekuun

PaccnegoBaHus

18

Heobxoanmble aefictaus

- YeTkoe onpegeneHve opmynu-
POBKM NpoO6GNEMBI.

- MpepacTaBneHne pokasatenbCcTBa
(4TO. KOTZA, KTO. Ffie W CKOJIbKO, ecnun
NpYMeHNMO)

OCHOBHble NpuUMepbI:

- U30/1MpOBaHMe;

- MPUOCTAHOBKA OTTPY3KW/MOCTABKM:
- Bbljaya MOACHUTENbHOrO yBefOoM-
nenus;

- ocBefoM/IEHME NepcoHana 06 UH-
unaeHTe/obyyeHmne:

- W3MEHEHMWe WIKn NpUoCTaHOBEHNE
npon3BOACTBEHHOrO npotecca

- OnpegeneHne npobnems! (akTya-
nunsayna’yToyHeHve. ecnu 6bina Bbl-
ABMeHa HoBas MHdopmMaLms).

- Kakaa nHdpopmaumsa 6bina cobpa-
Ha. nMpoaHanusuposaHa u/wnu oue-
HeHa.

- PesynbTaTbl aHanusa/oueHuBaHus
nHchopmauum.

- pgeHTudpmkauma npuyvH nam co-
nyTCTBYIOLWNX (DAKTOPOB

MpumepbI [OKY LIEHT MKOBaHMSA

B xoge npouecca uchbiTaHWii rOTOBOW NpoAyKuuu faBa
nsgenusi 13 30 6blIM NPU3HAHbI HECOOTBETCTBYHOLLMMU
TpeboBaHMAM MNpPOeKTHOro fokymeHTa Ne 123456. nepe-
cmoTp A. MpumeyaHue 2.1 B TeKCTe NPOEKTHOro JOKYMeHTa
Ne 123456 TpebyeT, 4TOObI LIEPOXOBATOCTb MOBEPXHOCTU
6blna MakcMMym 32 MkAtlima no Bceli BHellHeli noBepx-
HOCTW. [lBa HECOOTBETCTBYIOLUUX U3AENUSI UMENN LLEPOXO-
BaTOCTb NOBEPXHOCTY BbllLE MaKCMMasbHOM:

- CepuitHbll Homep 54321. WepoxoBaTocTb — 67 MKAWIA-
MOe;

- CepuiiHbIli HoMmep 65432 — 38 mkaloiimoB

MocTaBwmk 66l yBeAOMAEH 0 Npobneme.

MocTaBLmK NpoBen HopMaLMoHHoe 0byyeHre 06 UHLK-
[eHTe 4N1a onepaTopos.

VpoeHTnduymposaHa npobnema — noctaBwmk Ne 678.
Bce Heucnonb3yemble KOMMOHEHTbI U WU3fenuns, npovsse-
[eHHble 13 KOMMNOHEHTOB M3 3TOW NapTun, HaxoAsTCs Nog
KOHTponieM. Hu ofHO n3genve us aToil napTumn He 6bIN0 OT-
rpyXeHo

PaccmoTpeH nctouHnk npobnemsbl. Mocnegytoliee paccne-
[OoBaHWe NoATBEPAMUNIO, YTO nNpobnema 6bina orpaHnyeHa
noctaswmkom N9 678. Bce [OMONHUTENIbHOE KOMMYECTBO
[OCTYNHOrO KOMMNOHEHTa 6b1S1I0 NPOBEPEHO B COOTBETCTBUM
c nnaHom npoBepku (95/95) n He 66110 0GHAPYXEHO HUKA-
KMX Npo6nem.

Mpouecc NpoBepkn KOMMNOHEHTA Gbl1 OCYLLLECTBNEH B COOT-
BeTCcTBUM C FMEA. pe3ynbTaTbl NpoaHann3npoBaHbl 1 6biu
npu3HaHbl afeKkBaTHbIMU.

AHanu3 rotoBoW NPoAyKLMK 3a NPOLUeALLNA rof He BbISBU/
6paka n3-3a 3TOro KOMMNOHEHTa Mo mapameTpy LepoxoBa-
TOCTW NMOBEPXHOCTMW.

Ans peweHna npob6iembl 6biNM KCMNOMb30BaHbI CReayto-
e MHCTPYMEHTbI N MeToAbl B XO4e pacc/ieoBaHns 3Toro
Bonpoca c 06pa6boTKOn NOBEPXHOCTMW.

- AHanus «pblbbsa KOCTb» — BO B/IOXEHHOM paline c Hafg-
NUCbI0 «NOBEPXHOCTU — LLIEPOXOBATOCTb — aHasIn3».

- KoHthbepeHL-cBA3b C MOCTABLYMKOM U aHaNN3 fOKyMeHTa-
umn. CM. NpuUKpenneHHblii dhaiin, koTopblii cogepxuT maTe-
puans! KOHhepeHL-CBSA3K.

PesynbTathl nccnegosanus 6bin cnegyouwne. jpa pasHbix
BUAa CbIpbsi CMellany Ha UHULIHOM 3Tane npouecca no-
cTaBwmka. OAnH BUA Cbipbs NpefHasHavancsa 4nsa oTrpy3km
NpoAYKUMM KNNeHTy «Ax» (naptma N9 10000-100 c TpeboBa-
HUAMU K 06paboTKe NOBEPXHOCTU MaKCUMyM 32 MKAIMA).
a 4pyroi Buf Ccbipbsa 6bl1 NpegHasHayeH Ansa knneHta «b»
ANS NPOAYKUMKW, KOTOpasi MOrna UMeTb 3HaYeHUs Lepoxo-
BaTOCTW MOBEPXHOCTN 60nee 32 MKAIMOB



OkoHuaHne Tabnuubl D. 1

MaeHTndukaumns
NpUYMH HecooT-
BETCTBUIA

MnaHnpoBaHune
[eATenbHOCTH

Bepudumkaumsa
[eATenbHOCTH

Bepudmkauus
pesynbTatus-
HOCTW

Heo6xognmblie aeiicTBua

Pe3ynbTatom aHanunsa nepBonpuynH
OO/MKHO O6bITb 4YeTKoe U3NoXeHue
CaMbIX OCHOBHbIX MPUYMH, NpnBOAA-
KX K HECOOTBETCTBUIO

YkaxuTe:

- YTo HeobxoamMmo caenatb?

- KTo aTo 6yaet genatb?

- Korga 3To go/mKHO 6bITb cAenaHo?

[leATenbHocTb No  Bepudmkauum
fo/mkHa obecneynTtb, 4TO6bI BCe
3/IeMeHTbl  MPeAJ/IoKeHHOro  Aeid-
CTBMA (AOKyMeHTauusi, obyuyeHune u
T. A.) yaosnetsopsana TpebosaHuam
npegnaraemoro geicTsaus.
Banupauus aeatenbHocTu cospaet
fAaHHble 1 WHopmauuio, KoTopble
noATBEPXAalT BEPOSITHOCTb  pe-
3yNbTATUBHOCTU  KOPPEKTUPYHOLLUX
[elicTBUA NO YCTPaHEHUI0 HEeCcooT-
BETCTBUSI WU NpefnaraemMoro Heco-
oTBETCTBUSA

MeToabl Unu AaHHble Ana onpefe-
NeHna pesynbTaTUBHOCTU C KpuTe-
pUAMN NPUEMIEMOCTH:

- uenb — ynyylweHus;

- AokasatenbcTBa (MCTOYHWKW [AaH-
HbIX). KOTOpPbIE 6yAYT UCMNO/Ib30BaTb-
cA B Lensax noffepxaHvsa pesysnb-
TATUBHOCTU (Hanpumep, 3TO MOXeT
6blTb WCTOYHUK AAHHbIX, rAe WU3Ha-
yanbHO o6pasoBanach npobnema);

- BPEMEHHble pamMKu, B KOTOpble
pe3ynbTaTMBHOCTb ByAeT KOHTPONn-
poBaTtbCs (Hanpumep, nocne 3asep-
WeHVa AecTBUIA nnn Yyepes Tpu unn
WwecTb MecsiLleB B 3aBUCUMMOCTU OT
06CTOATENLCTB);

- Heob6xoAuMbIi 06beM  BbIGOPKU
AN feMOHcTpauun pesynbTaTuB-
HOCTW

FOCT P 56430—2015

Mpumepbl JOKYMEHTUPOBAHNA

Bbln caenaH BbIBOA, HTO MPUYUHOI NOABAEHNS 3TOTO HECO-
OTBETCTBUSI IBUNWCH HeafleKBaTHblE NpoLieAypbl y nocTas-
wuka

KoppekTupytoliee geiicTBne: NoCTaBLMK Ao6aBun B [0-
KYMEHTWpPOBaHHblE MpoLeAypbl TPeGoBaHUA K TeXHOMOM-
4yeckoil NMHMKU nNo napameTpam o6pabaTbiBaeMoil noBepx-
HOCTW

O6uwme npuMmepsbl NpUBEAEHbI HUxe. dakTuyeckas [OKY-
MeHTaumnsa Ao/mkHa 6biTb 601ee KOHKPETHOIA:

- aHanus n yTBepxXAeHue N3MeHeHWii B npoueaype nepep
NX UCMOJIb30BaHNEM;

- npoBefeHne MuUI0THbIX paboT Mo HOBOW NpoueAype no
KOHKPETHOMY NPOEeKTy/oTAeny no BbIMO/THEHWIO BCErO LiVK-
na;

- Bepudmkauma Toro, 4To B OBGHOBJIEHHOM MOpsAKe Mo-
CTaBLYMKOM paccMaTpvBaeTcs UMEHHO TOT npoLecc, KoTo-
pblii BbI3BaS HECOOTBETCTBYUS;

- Bepudmkauma Toro, YTo mMartepuansl A1 06y4YeHus co-
TPYLAHUKOB NOCBSALLEHbI KOHKPETHOMY MNpoOLeccy, KOTOPbIi
Bbl3Ba/1 HECOOTBETCTBYS;

- CpaBHeHWe cneuuduKkaLm HOBOro NpoekTa ¢ aHanorny-
HbIM MPOEKTOM Npeablayuieii cneyndukaunm;

- BbINOJIHEHWE pacyeToB C UCMOMb30BAHUEM afibTepPHATUB-
HOro MeTofa;

- ocyuiecTB/eHne Bepudmkaymm 060pyAoBaHUs, MNpo-
rpaMMHOro o6ecneyeHunsi, NPOM3BOACTBEHHbIX NPOLLECCOB,
MEeTOA0B UCNbITaHWNA, KOMMNOHEHTOB U T. 4.

Mpumep — AHanu3 nyTBepPXAeHEe NOCT aBL,UKOM
M 3aKasuuMkoMm npoueaypbl XXX. padpaboTaHHO no-
CTaBWWUKOM. C LieNblo NOATBEPXAeHUA JOCTaTOouYHO-
CT W BHECEHHbIX U3MEHEHWIH 06HOBNEHHOT O NpoLecca

«X» MecsLEeB Noc/e BHEAPEHUS:

- MpoBejeHMWe aHanM3a [aHHbIX 3/IEKTPOHHON CUCTEMbI
MPOM3BOACTBEHHOTO KOHTPO/IA AN BEpUUKALMM OTCYT-
CTBMSI OTK/IOHEHUI MO LIEPOX0BATOCTW FOTOBOV NPOAYKLMK
Mo pesynbTaTaMm NPUEMOYHOTO KOHTPOSIS;

- MpoBejieHNe NMPOBepKU Yy MOCTaBLiMKa (PYHKLMOHUPOBA-
HUS npoueaypbl, BbINOJHEHUS NpoLedypbl onepaTtopamu
1 NpefocTaB/EHNs [OKA3aTENbCTB, YTO OHW CleAyioT 3roii
npoueaype
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